IHAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKOQN TOY ITPOIONTOX



1. ONOMAXIA TOY PAPMAKEYTIKOY ITPOIONTOX

Rolufta Ellipta 55 pikpoypappdpia, K6vVig yio £16TVoN o€ 600ELG

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

H mapeyopevn d6om kabe epdma eromvong (n d0om mov eEépyetal and 10 eMGTOMO) givarn

55 pkpoypappdpia ovpekAdviov (Tov 1odvvapovy pe 65 wkpoypoppdplo fpoiovyov ovHeEKAMOVIon).
Av16 avtictoyel oe Tpokabopiopuévn 6001 62,5 HIKPOYPaUUaPinY OVUEKAIIVIOD TTOL 1GOSVVOUOVY LE
74,2 wiKpoypappapio fpmpuodyov ovpuekAdwiov.

"Exd0y0 ue yvootic Opdcels

Kd&Be mapeyouevn d6on mepiéyet mepimov 12,5 mg povotidpikng Aaxtolne.

IMa tov TAnpn kaTdhoyo Tov exdoywV, BA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H

Kovig yio eiomvon, og 80015 (KOVIG Yl E1GTTVOT))

Agvkn k6vig o€ cuokevn elomvonV ypouatog ykpt (Ellipta), ue kGAvpupo ETGTOUION ¥PDUATOS OVOLYTOD
TPAGIVOL KOl SOGOUETPNTY.

4. KAINIKEX ITAHPO®OPIEX

4.1 OgpomevTiKég EVOEitelg

To Rolufta Ellipta evdeikvotar og fpoyyodiactaitiky Bepaneio cuvTPNONG Y10 TV OVOKOVPIOT) TOV
CLUUTTOUATOV o8 eviiMKkeg acBeveic e ypdvia amoppoktikn Tvevpovorddeio (XAILL).

4.2 Aocoloyio kol TpOTOG YOPYNONS

Aocoloyia

H ocvvietdpevn d6on eivan pia giomvon| ana nuepnoimg.

[pénet va yopnyeitor kabe nuépa TV 010 PO TS NUEPAS TPOKEEVOD va dtotnpnOei n poyyodiactorn. H
péytot oo eivar pia slomvon anag nuepnoing. Edv mapainebel o d6on, n endpevn do6on Ba mpémel va

€10MVEETAL TN GLVNOIGUEVT DPOL TNV EXOUEVT] UEPQL.

Ewwoti mhinbvopuoi

Hlixiowouévor

Agv amotteiton mposoppoyn g 60omng oe acbeveic nhikiag 65 etdv kot ave (PAETe mapdypapo 5.2).
Neppixn dvolertovpyio

Agv amotteitol mpocsoppoyn g 60omng oe acbeveic e veppikn duciertovpyia (BAETe Tapdypago 5.2).
Exmrwon th¢ nrotikis AEItovpyiog

Agv amouteiton Tpocapoy” g 60ong o€ acBevelg pe N 1 LETpLa EKTTMOOT TS NTATIKNG Asttovpyiag. To



ovpeKMSIvio dev éxel peretnBel o acBeveig ue coPapn EKTTOOTN NS NTATIKNAG ASLTOVPYiog Kot Bo Tpémet va
ypnoonoteitan pe mpocoyn (PAéne mapdypapo 5.2).

THoudrarpiog ninBoouog

Agv vrdpyel oyeTikn ¥pNon Tov ovpekASiviov oTov madtaTpkd mANBuoud (Miwiog Kdto tev 18 gtdv) Yo
v évdeitn g XAIL

Tpomog yopnynong

ATOKAEIOTIKG Y10 EIGTVEOUEVT YOPTYNON.

Ot mopakdte odnyieg yio v cuckevy elonvomv 30-00cewv (emapkel Yo 30-NUEPES) 1GYLOLV EMIGNC Kot Yo
TNV GUGKELN ELGTVOMV 7-006€0V (ETapKEl Yoo 7-NUEPES).

H ocvokevn sionvodv cuokevdletol g éva SioKo Tov TEPLEYEL £Vl PAKEAIGKO LE QQLYPAVTIKO Y10, TN Heiwon
™G vypacioc. O PakeLcKOC UE TO OQVYPOVTIKO TPETEL VO ATOPPITTETAL KOl OV TPEMEL VAL OVOLYETOL, VO
KOTOVOADVETOL 1] VO, ELGTVEETAL.

O acBevnic mpémet va cupfoviedetorl va uny avoitel 1o dioko péypt va, eivat ETOHoG Vo EIGTVEDTEL T 600T).
Edv to kdAvppa TG cLGKELTG EIGTVOMV avoryTel Kot KAEIOTEL Ypig Vo EIGTVEDGETE TO PAPUAKEVTIKO
TPOioV, 1 0601 Ba yobel. H yapévn 06om Ba mopopeivel pe ao@aLED GTO EGMTEPIKO TNG GUGKELNG EIGTVODV,

oALG dev Oa givar TAéEov drabéotun Yo, eloTVon.

Agv givon duvat 1 Toyaio ARy eMTAEOV TOGOTNTAG POPLAKEVTIKOV TPOTOVTOG 1 SMANG dOoNG Ue pia
€10TTVON.

Oonyieg ypions

o) Ipoeroiudote pio doon

Avoi&te To KGALUUA OTOV €10TE £TOLOL VO EIGTIVEVGETE TN 0061. H cuckevn elomvomv dev mpémet va
avokveitot.

2OpeTe TO KAADULO TPOG TOL KAT® UEYPL VO, akoVOTEL £va «kAK». To @dppaxo givorl mAéov £Too yio
€10TVON.

O docopetpntig petpd avtioTpoga mpog ta kétw katd 1 yio emPePaimon. Av o docopeTpntig dgv HETPNOEL
avTioTpoPa KaOdC OKOVYETOL TO «KALK», TO PAapuako ogv Ba yopnynel amd T GLGKELT| EIGTIVOMY KOl TPETEL
VO EMOTPOQEL GE VO PUPLOKOTOLO Y10l VO GOC GLUUPOVAEYEL.

B Hwc va sionveboete 10 papuako

H ovokevn sionvodv mpémet va kpateital pokptd amd to otopa kabng exnvéete oto Pabud mov acbiveote
dveta. AAMAG PNV eKmvEETE HECH GTY] GLOKELT.

To emotoo npénet va torobetn el avdapeoa ota yeiln kot ta, xeiln Tpénel vo KAgicovy oprytd YOpm amod
avtd. O1 aepaywyoli dev mpénet va ppalovtar Pe Ta SaYTLAN KOTA TN StdpKeLn TNG YPONG.

. [Mépte o poxpd, otabepn, Pabdid elomvor. Avti 1 lomvon| Tpénel va kpotnbei 660 to duvatov
ePLocOTEPO (TOVAAYIOTOV 3-4 deVTEPOAETTA).

. ATopaKpOVETE T1 GLOKELT EIGTVODYV 0O TO GTOLLA.

. Exnvebote apyd Kot pepa.

Eivail mBovo va unv pmopécete va yevteite 1 va aicBavOeite 10 poppokenTikd Tpoiov, akoun Kot 6t
YPTOLOTOLEITE GOGTA TI) GUCKEVT ELGTVODV.



To emotdH0 TNG GLOKEVNG EIGTVODY UTOopEl VO KaBaploTel Yp1CILOTOIDOVTOS £V 6TEYVO Y OPTORAVTIAO
TIPLY TO KAEIGILO TOV KOAVUUOTOC,

y)  Kielorte ) ovokevn] eilomvowv

YHpete TO KAADUUO TPOG TO. ENAVED OGO TEPIOCOTEPO YIVETAL Y10, VO KAADWYETE TO EMGTOMLO.

4.3 Avrtevositeg

YrepevoicOnoio ot dpacTikny ovcia 1} 6 KATOo1o and To £KO0Y TOV AVOPEPOVTAL GTNV TOPAYpapo 6.1.
4.4 E101kég TPOEIOOTOUM|GELS KO TTPOPVAAEELS KATA TN YP1]oN

Acbua

To ovpekMdivio dev mpémel va, ypnoonoleital o€ acbeveig pe dobua kabamg dev Exel peketnbei o awTdHV TOV
mAnBuoud acOevov.

IapddoEoc BpoyyOoTOGLOG

H yopniiynon tov ovpexidviov pmopei va 0dnynocet o€ Topado&o PpoyyOcTaGHO OV EVOEYETAL VA Evat
amenTikog yio ) Con. Edv mapovoiaotel napddoog Ppoyyoomacuog n Oepancio Oa wpénet vo, dtakomel
dupeco ko av kpdei anapaitro, 0o Tpénet va Eekivioetl evollakTikn Oepameio.

Emdeivwon vocov

To ovpexidivio Tpoopiletal yio Oepomeio cuvinpnong e XAIL Agv o mpémet va ypnouonoteitol yio v
avaKoVE1LoN amd 0EEN CUUTTAONOTO, ONANOT, O Bepameio. AVOKOOPIONG YO TV OVTIUETOTION 0EE@V
enelcodiov Ppoyydonacpov. Ta o&éa cvumtdpate o Tpénel va ovTLeT®Tiloviol Le EIGTVEOEVO
Bpoyyodiactartikd Ppoyeiog dpdong. H advénom tng xpnong Bpoyyodioctadtikdv Bpayeiog dpaong yio tnv
avaKOVELoN A0 TO GUUMTAOUATH VTOONADVEL EMOEIVOOT) TOV EAEYYXOV. X Tepintmon emdeiviwong g XAIl
Kkatd tn Sdpkela tng Bepameiog pe To ovpekdivio, Ba mpémel va TpaypatonomBei ek véov agloldoynon Tov
ac0evoug kot Tov Bepamevtikod oynuatog yio tn XAIL

Emdpdosic 6to Kapdioyyelako

Emdpdoeig oto kapdioyyelakd OGN, OTMG KOPOIOKEG appLOUIES, TT.Y., KOATIKTY LOpUOpLYT Kot
ToyLKOPSia, UTopel va TapaTnpnovy HETA TN XOPNYNOT AVINYOVIGTOV TV LOVGKUPIVIKOV DITOS0YEMV,
cvumepopuPavopévon Tov ovuekAdviov (PAére mapdypago 4.8). Ot acheveic pe KAVIKG GNUOVTIKT Un
eAEYYOUEVN KOPOLOYYELOKT VOGO omokAgioTnKOV ammd TIg KMVIKEG LeAéTes. ()G ek TOVTOV, TO OLUEKALSIVIO Oa
TPEMEL VAL YPOCIHLOTOELTAL e TpOoooyN o€ acbeveic e coPapég kapdiayyelakég datapayis, Wwiaitepa
KapdloKn appvbuia.

AvTovokopvikn dpaon

AOY® TNG AVTILOVOKOPIVIKAG TOL dpdong, To ovpekAdivio Oa Tpémel va ypNnoYLOTOLELTAL LUE TPOCOYN O
ac0eveic e KaToKpATNoN 0VPOV 1 LUE YAUDKOUO KAEIGTAG YOVING.

"Exdoya

Av16 T0 PapUaKELTIKO TPOTOV TTepLEYEL AakToln. Ot acbeveig pe omdvio KAnpovopukd tpofAinpata
dvcave&iag otn Yohaktoln, olMkn EAAeNyT AoKTdong 1 KOKNG amoppoenong YAuKOING-yaraktolng dev
TPEMEL VA, YPNCULOTOUCOVY QLTO TO PUPLOKEVTIKO TPOIOV.



4.5 AlMmiemopdosig pe GALO QOPUUKEVTIKG TPOTOVTH KoL GAAES HOPPES arlAnAemiopaong

KMvikd onpovtikég aAMnAemidpaoelc e ovpeKASivio 68 KAMVIKEG 00G€Elg Bepovvtal amifaveg AOym TV
YOUNADY CUYKEVTPDOOGEDYV OTO TAAGLO, TTOV EMLTVYYAVOVTOL LETH OO EICTVEOUEVEG OOGELC.

AM\O. OVTILOVOKOAPIVIKG,

H ovyyopnynon tov ovpekidwviov pe GAAOVG LaKPAg OpAoTG LOVGKAPIVIKOVS OVTAYMOVIGTEG 1|
(QOPUAKEVTIKE TPOTOVTA TOV TEPEXOLV TNV €V AOY® dpacTikn ovoia dev Exel peretnBel Ko dev cuvicTdTol
O10TL UTOPEL VO EVIGYDOEL YVOGTEG OVETIOVUNTEG EVEPYELEG TV EICTTVEOUEVMV LLOVGKOAPIVIKDY OVIUYDOVIGTOV.

AlMniemdphosic mov Booiloviol 6to HeTOfOACUO KOl OE LETAPOPEIC

To ovpexkMdivio amotelel vTocTPO U TOV KLTOYPpOUaTOog P450 2D6 (CYP2D6). H @apuokokivntiki Tov
ovpekMOwiov e otabepn katdotaon a&loroynOnke og vyieic eBelovtég pe EMderyn CYP2D6 (acBeveig pe
TTeYo petaforicpd). Agv mapatnpnnke enidpacn otnv AUC 1 T Cmax TOV ovpekAMviov o€ d60m 4 popEg
VynAOTEPT ad TN Bepamevtikn]. Abvénomn mepinov katd 1,3 popéc g AUC tov ovpekAidvion
napaTnpnOnke oe 8661 LYNAOTEPT KATA 8 POopEs ywpis Kapia enidpact ot Cmax TOL ovpEKASVIOL. Mg
Baon to €bpog aVTOV TV HETAPOADV, dEV AVOUEVETOL KOUIO KALVIKG GTUOVTIKT OAANAETIOpacT OTaV TO
ovuekAMOivio cuyyoprnyeitan e avactoreig tov CYP2D6 1 6tav yopnyeitol oe dTopa Pe YEVETIKN
avemdpkelo 66ov apopd t dpdon tov CYP2D6 (dtopo pe Ttmyd HeTafoAicud).

To ovpekidivio etvat vwdoTp®p ToL peTapopéa tng P-yAvkorpwteiving (P-gp). A&lorloynonike 1 enidpaon
TOV PETPIOV avacToréa TG P-gp, Pepamopiin (240 mg dna nuepnoimg) 6T QapUOKOKIVITIKT TOV
ovpekMOwiov g otabeprn katdoToom, o€ VYElg eBeloviéc. Aev mapatnpnbnke enidpaon tng Pepamapiing
61N Crmax TOL ovpexMdviov. [Hapampnnke avénon g AUC tov ovpexidiviov katd 1,4 popéc nepinov.
Me Bdon to e0pog aUTOV TV UETABOADV, eV avapEVETOL Kopia oyeTICOUEVT KAMVIKE 0AANAETIOpOCT) KOTA
TN GLYYXOPNYNOT TOV OLUEKAISVIOV pe avacTtoieic tng P-gp.

AMO. QOPUOKEVTIKG TPOTOVTA Yo TNV ovTneTdTion tne XAIL

[Mopdro mov dev Exovv deloyBel emionpeg in vivo peléteg aAANAETIOPAGCTG, TO EICTVEOUEVO OVUEKAMSTVIO
éxel ypnoponomBei Tavtdypova pe GALL OUPHOKEVTIKA TPOIOVTA Yio TV ovTHeT®TIoT TG XAl
ocoumeprropPavouévev Ppoyeiog kot Lakpac dpdons cuUTUOOoUUNTIKGOV PBPOoYY0dIaCTUATIKGV Kol
EIOTVEOEVOV KOPTIKOGTEPOEWMV Y®PIG KAVIKT EVOEIEN aAANAeTIdpAcE®V.

4.6 TovipétnTa, KOO KO Yorovyio

Kdnon

Agv vapyovv 1 VPOV TEPLOPIGHEVE dESOUEVE AId TN YPTOT TOV OVUEKALSIVIO o€ éyKkueg yuvaikes. Ot
peiéteg oe {ma dev €de1&av aueceg N Eppeces PAaPepés eMOPAGELS O TPOG TNV AVOTAPAYOYIKT TOEIKOTNTA

(BAéme mapdypago 5.3).

To ovpekMdivio TPETEL VO YPTCLLOTOLEITOL KOTA TN SIGPKELD TNG EYKVUOGUVNG HOVO EGV TO AVOUEVOUEVO
OPENOG Y10 TN UNTEPQ. VITEPTEPEL TOV SLVNTIKOV KIVOUVOL Y10, TO £UPpuo.

Oniacudg

Agv gival yvmot6 €6v to ovpekAdivio amofdiietar 6to avBpmmvo ydla. O kivovuvog oto Onialovia
veoyévvnto/Ppéen dev umopel vo, amokAEIoTEL.

[pénet va amopaciotel €dv Oa dtokomei o Onhacpog 1 Oa dwukomei n Oepamneia pe to Rolufta Ellipta
Aappdvovtag voyT To 6PEAOC TOV ONAacoD Yo To Toudi Kot To OPEAOG TN Oepameiag yia TN yuvaika.

Tovipdtta



Agv duotifevtot dedopéva GYETIKA LE TIC EMOPAGELS TOL OVLEKAOVION 6TV avOpdTIvI Yoviudtnta. MeAéteg
oe (Do 0V VTTOSEKVDOLVV EMIOPACT] TOL OLUEKAIIVIOV 5T YOVILOTNTA.

4.7 Emniopoon 6ty iKevOTNTA 001]Y101)G KOL YEPLGROV PNYAVIHATOV

To ovpekidivio dev €xet kapia 1 £l OOHULOVTY ETLOPACT GTNV IKAVOTNTO 00N YNOTG KOl XEPIGLOD
UnyovnpaTmy.

4.8 AvemOOunteg evépyereg

[Iepiinymn Tov TPOEIA AGQAAELOG

O1 o ovyva avapepopeveg avemBounTeg evépyeteg ivar pvopapuyyitida (6 %) ka1 Aoipwén tov
avVAOTEPOL OVaTTVELSTIKOD (5 %).

[Tivakog ovembdunt®v EVEPYELDV

To mpogik acedrerag Tov ovpekAdviov a&lohoyndnke oe acbeveic pe XAIl ot omoiot Ehafav d6celg 55
LKPOYPOUHOpimV 1) LEYOADTEPEG Yo PEXPL Eva £T0G. AVTO TepthapPavel acBeveig ot omoiot EAafav T
oULVIGTAOUEVN OGN TV 55 pikpoypappapiov arag nuepnoing.

O1 cuyvotNTEG TOL TOPOVSLALOVTOL Y10 TIC AVETIBVUNTESG EVEPYELEG GTOV TIVOKO TTOV TALPOTIOETOL TOPAKATM
mepLapPavouy un enelepyacuéva TOCOGTA ETITTMONG TOV TapoTNPHONKaY e HEAETEG
OTOTELECUATIKOTNTOG, TV UAKPOYpOVIO HEAETN aopoleing (1) ooia TepieAauPave acbeveic mov Elafav
OVLUEKADIVIO), LETEYKPITIKEG PEAETEG KOl AVBOPUNTES AVOPOPEC.

H ovyvomnta tov avemBountwv evepyeumv opileton pe T xpnon g e&ng ovpPfaong: moid cuyvég (= 1/10),
ouyvég (= 1/100 g < 1/10), oyt ouyvég (= 1/1.000 éwg < 1/100), omdvieg (> 1/10.000 éwg < 1/1.000), TOAD
onavieg (< 1/10.000) ko pun yvootig cuyvotntag (n ocvuyvotnta dev pumopet vo ektiun0el pe faon ta
Srabéoipa dedopévar).

Katnyopia/opyoviko AvemOOuNTES EVEPYELES Yoyvotnta
oVoTNUO
Aouaéelg kot mopactrtocelc | Pvogpopuyyitida Yuyvéc
AolumEn TOv aVAOTEPOV AVOTVEVGTIKOD Yuyvéc
Ovporoipmén Yuyvég
[Mopapprvorkorrnitida Yuyvég
Dapvyyitida Oy ouyvéc
AwTapayEc Tov AvTtidpacelg vrepevarcnciog mov
0VOGOTOMTIKOD GUGTHHATOS | GUUTEPIAAUBAVOLV:
E&GvOnpa, kvidmon kot Kynopo Oy ovyvég
Avaouratio Zrdvieg
Awotapoy€c Tov VELPUKOD Keporaryia Xoyvéc
GLOTNLOTOG Avoyevoio Oy ovyvég
74\ Mn yvooTig
GLYVOTNTOG
AwTopayég Tov 0pOoApoD [Tovog tov 0@BaApo Yrivieg
Muadkopo Mn yvootig
oLYVOTNTOG
Opoon Bapmn Mn yvootig
oLYVOTNTOG
AvEnuévn evdopBdaiua migon Mn yvootig
GLYVOTNTOG
Koapdiakég dwatapoyés. Tayvkapdia Yuyvég
KoAnum papuapoyn Oy ovyvéc
IdtoKothaKOC pLOLOG Oy ovyvég
Y EPKOIAMOKT TOLKOPOT0L Oy ovyvéc
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Katnyopio/opyaviko AvemOOunTeg evépysreg YoyvotnTo
cVOTNLO

Y TepKOIMOKES EKTAKTEG GUGTOAES Oy ouyvég
AvoamnvevoTtikég, Ompoakikég Byoag Zoyvég
dwatapoyes Ko dtatapayég Alyog cTopato@dpuyyo Yuyvec
pecobmpaxiov Avopmvia Oy ovyvég
Tlaotpeviepcés datapoyés Avcrotdtra Yuyvég

Enpoctopia Oy ovyvég
Awtapoyéc tov veppav kar | Katakpdtnon ovpwv Mn yvootg
TV 0OVPOPOPOV 00DV oLYVOTNTOG

Avcovpia Mn yvootig

GLYVOTNTOG

Avopopd mhovoloyobuevav ovemBOUNTOV EVEPYELDV

H avagopd mboavoroyoduevov avemBiuntov evepyeldv PETA amd TN YopnyNnon adelog KukAopopiag Tov
(QOPLOKEVTIKOV TPOTOVTOG givarl onpovtiky. Emttpénetl ) cuveyn mapakoiovdnon g oyéong
0PEALOVG/KIVOUVOL TOL PUPLAKEVTIKOD TPOIOVTOG. ZNTEITOL O TOVG EMAYYEALOTIEG VYELOS VO OVOPEPOLV
onolecdNmote mBavoroyobLeVEG avemBOuNTES EVEPYELES HEGE TOL EBVIKOV GLGTNHUATOS AVAPOPAS TTOV
avaypdoeetal oto [apdptnuo V.

4.9 Ymnepdooolroyia

H vrepdocoroyia pe 0 ovpexkMdivio umopel va TpoKoAEcEL GNUELD KOl CUUTTOUOTO, COUPOVO UE TIG
YVOOTEG AVETIOOUNTES EVEPYELEG TMOV EICTVEOUEVMV LOVGKOPIVIKAV avTayOVIeTOV (T.)., ENpoctouia,
dTOPAYES TNG OTTIKNG TPOGAPUOYNC KoL Toyvukopdia).

Av ovpel vtepdocoroyia, o acBevic Bao TPEMEL VO AVTILETOTIOTEL VTOGTNPIKTIKG [LE TNV KOTAAANAN
TapaKolohnon KoTd tepinTmon.

5. ®PAPMAKOAOI'IKEX IAIOTHTEZ

51 @oappokodvvopIKES 1WO10TNTES

Ddappokobepanentikn katnyopio: DaproKa Y10, ATOPPUKTIKEG TOONGEIS TOV UEPUYDYDY, AVTIYOMVEPYIKAE,
kodwog ATC: RO3BB07

Mnyoavioudc dpdonc

To ovpexkMdivio etvat Evag HoKpaG dpAcTS AVIOYOVIGTHS TOV LOVCKAPIVIKAOV VTOJ0YEMV (avapEPETAL
emiong og avtyolvepyko). Eivar éva mapdywyo g KivoukAdivng Tov eival avTaywovieTig ToV
LOVGKUPIVIKDOV DTOS0YEMV LE OPAGCT] GE TOALOVG VITOTVTTOVE LLOVCKAPIVIKMY YOAVEPYIK®Y VT0d0xE®mV. To
OVUEKAMOIVIO aoKEL TN PPOYY0SIOGTOATIKN TOL dPACT UEGM TNG AVTAYMVIGTIKNG OVOGTOANG TG OEGUEVGNG
TNG OKETVAOYOAIVIG LE TOVG LOVGKAPIVIKOVG YOAVEPYIKOVG VITOOOYELG GTO AEI0 [V TOV AEPAYDYDV.
Kotadekvoel Bpadeia avaoTpeytdTnTo GTOV VTOTLITO TOV AVOPOTIVOV LOLGKAPIVIKOD VITodoyEn M3 in
vitro xou pio pokpdc dtdpketog dpdon in vivo 0tov yopnyeitol anevdeing 6Toug TVEVIOVEG GE TPOKAVIKG,
LOVTEAQL.

DaprokoduvaLkéc emdpaoelc

Ye pio perétn @daong I, didpketog 6 umvov (DB2113373) 10 ovpekAdivio 6€ GOYKPLoT LE TO EIKOVIKO
QAPUOKO TOPELYE KAMVIKA ONUAVTIKT PBEATIOON TNG TVELUOVIKNC Agttovpyiag (OTwe LeTpnOnke pe tov
péyioto ekmveduevo 0yKko og 1 devteporento [FEV|]) og didotnua 24 opodv petd and anaf nuepnoing
X0opNyNom, 1 oroia NTav ePavng ota 30 AETTE LETA TN XOPTYNONG TS TPDTNG 060N (Pertioomn Evavtt Tov
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

£1KOVIKOV Qappdkov katd 102 mL, p < 0,001%). Ot péoeg péyoteg Pedtivoeig tov FEV| evioc tov Tphtov
6 ®pdV petd T yoprynon g 60omng oe oxéon Le To eikovikd pdppaxo ntav 130 mL (p < 0,001*) v
EBdopdda 24. Agv viip&av evdeilelc tayvpuAiasiog 6TV ENIOPACT TOL OVUEKALSIVION LE TNV TAPOSO TOV
ypoVOovL.

Koporoxn niextpopooioloyio,

H enidpaon tov 500 pucpoypoppapiov ovpekidviov (tpokabopiouévn d6on) oto dtdotnuo QT
a&lohoynOnke o pio gleyydpevn pe elKovikod eappoko kot postproéacivn perétn tov QT oy onoia
ovppeteiyav 103 vyeig eBehoviés. 'Enerta and emavarapfovopeveg 001G ovpekAdviov

500 pwkpoypappapiov droal nuepnoing yuo 10 nuépeg, dev mapatnpndnke KAVIKA OMUOVTIKY ETIOPACT) GTNV
mapdtacn Tov dtaotnuatog QT (SopBwpévo pe ) yprion g ueboddov Fridericia) obte mapatnpndnkov
eMOPACEIS GTOV Kapdlako puOuo.

KMvik) omoTeAeoLaTIKOTNTO KOl 0CQAAELO,

H xAwvikn amotelecpaticdtnTo Tov ovpekAdiviov yopryovuevov araf nuepnoing agloloyndnke o

904 gvihikeg aoBeveig mov Ehafav oLUEKALSTIVIO 1| EKOVIKO QApuaKo oo 000 kevpikég Pdong I kKhvikég
peAéteg pe KMvikn didyvoon XAl pia perétn ddpketag 12-efdopdadmv (AC4115408) ko pio pedétn
dupxetag 24-eBdopddwv (DB2113373).

Kevipirég ueléreg amotedeouotinotnrag

Emidpaoeis oty mvevuoviky Aeitovpyio.

Kot otic dvo kevipikéc peréteg dibpretag 12 kot 24 gfdopddmv, To ovpekAdiviov KaTédEIEE OTATIOTIKA Kot
KAVIKGA ONUOVTIKEG PEATIDCELG TNG TVELUOVIKNG Aettovpyiag (0nmg opiletatl amd T LETAPOAT TOVL
kat@tatov FEV and v tyun avagopdg tqv ERdoudada 12 kot tnv Efdoundada 24 avtictorya, mov nTov 1o
KOPL0 KOTUANKTIKO GTUEL0 OMOTEAEGUOTIKOTNTOG 08 KAOE LEAETN) GE GVYKPLION UE TO ELKOVIKO PAPLLOKO
(BAéme Iivaxo. 1). Ot Bpoyy0odlaoTOATIKEG OPAGELS TOL OVUEKADIVIOL GE GUYKPION UE TO EIKOVIKO PAPUAKO
NTAV EUPAVELS KOl OTIG dVO PHEAETEG ETA TNV TTPOTN NEPQ Oepameiog kot drotnpninKay KoTd TIg TEPLOSOVE
Oepamneiog duapretag 12 kot 24 efSopddwmv.

Agv mopatnpnonke e£acbévion e PpoyyodlacTaATIKNG dpdong e TV Tpodo Tov ¥pSVov.

Hivaxag 1: Katotatog FEVi (mL) v efdoopdda 12 ko tnv fdopdda 24 (kOpro KATAANKTIKG onpeio)

v Melrétn 12-efdopddmv Melrétn 24-efoopddmv
oupEKhBiVIO 55 meg Awapopd g Ospansiog Awapopd g Ospansiog
95 % AwGdoTnpo EPMOTOGVVIG 95 % AwdoTnpo EPMOTOGVVIG
Twi-p Tuyi-p
Evavtt 127 115
Ewovikob eappdkov (52, 202) (76, 155)
< 0,001 < 0,001

mcg = HKPOoyPaLLULApLo
uécot dpot eEdyiotov teTpaydvav (95 % SLAoTNUN EUTIGTOGHVIG)

211 KeVTpIKN pehétn dudpkelog 12-efSopddmv 10 ovpekAdivio KatédelEe GTATIGTIKG GUOVTIKY HEYOADTEPT
Beitioon and v T avoaeopdg tov otaduicuévon pécov FEV uéoa og 0-6 dpec petd t d6on v
efdoudoa 12 oe oOyKpion pe To eikovikd papuako (166 mL, p < 0,001). Xt kevipikn pehétn dudpkelag 24-
ePOOUAO®Y TO OLUEKALSIVIO KOTESEIEE OTATIOTIKG OTUAVTIKY HEYOADTEPT PEATI®ON OO TNV TN avapopdq
tov otafopévou pécov FEV péoa og 0-6 dpeg petd m d6om v gfdopdda 24 g GOYKPIOT LLE TO EIKOVIKO
eappoko (150 mL, p <0,001%).

2oUTTOUOTIKES EKfAoels

* Te auth T perétm ypnotponomdnke Sradikacio otaTioTikov Aéyyov Paduoiog peimong kat ovth 1 cOyKplon
Bprokdtav younrotepa omd pio cOYKPIOoN OV eV TETVYE GTATIOTIKY CNUOVTIKOTNTA. ¢ €K TOVTOV, dEV UTOPEL VoL
e€ay0el GLUTEPAGLLO Y10 GTOTIGTIKY] GTLLOVTIKOTNTO Y10, TV €V AOY® GUYKPIOT).

8



Avamvevartikn dvayépeio.

¥t pekét dudpkeloag 12 efdopddwmv dev katadeiynie oTatioTiKd onuavTiKy PEATiOON TG EGTIOKNG
Babuoroyiag TDI yuo o ovpekAdivio (1,0 povadeg, p = 0,05) oe GUYKPION UE TO EIKOVIKO PAPUOKO TNV
EBdopada 12. Xt perén dibpketag 24-efdopddwv kotadeiydnke otatiotikd onuaviiky] PeAtioon g
eotiakng Babporoyiag TDI yia to ovpexiidivio (1,0 povédes, p < 0,001) og cOykpilon pe TO EKOVIKO
Qappoako v efdoudda 24.

21 pekétn duipketag 12-Bdopddwmv 10 m060oTo TV achevdv mov avtamokpifnkay pe TovAdyleTov TNV
eMdotn KAhvikd onuavtikn dtapopd (MCID) g 1 povadag oty eotiokn Pabuporoyioa TDI v

efdoudoa 12 ntov peyoldutepo yuo 1o ovpekAdivio (38 %) og ouyKpion e To ewovikd edapuaxo (15 %).
Opoimg, otn perén dbpketog 24-gfdopddwv peyardbtepo T0600Td 0chevdy TETVYaV eoTioKN Pabuoioyia
TDI 21 povadag yia to ovpexidivio (53 %) og clhykpion pe 1o ekovikd edppoko (41 %) v efdoudda 24.

Zyeti{ouevn ue v vyeio. mo1otnTo, (NS

Y1 pekét dudpketog 12-fdopddwmy To - ovuekdivio emiong kaTédelEe GTATIGTIKG ONUOVTIKY PeATioon TG
oyxetilopevng pe v vyeio modtnrag Lmng onmgaSioAoyndnke pe  ypnon tov Epotuatoioyiov

St. George yio 10 Avanvevotikd (SGRQ) otnv omoia vtodelkvoeTal 0o T LEIDOT TNG GUVOAIKNG
Babuoroyiag SGRQ v efdopdda 12 og cOyKpion pe To €KOVIKO pappoko (-7,90 povadee, p < 0,001). X
peAérn duapkelag 24-efdopddwv Katadeiynke peyoadvtepn Peitioon and T TN ava@opds TnG CLVOAKNG
Badporoyiag SGRQ yia to ovpekiidivio (-4,69 povadeg, p < 0,001%) oe chykpion pe TO EIKOVIKO APLOKO
v gPfoopado 24.

21 pekémn dupketag 12-Bdopddwv 10 m060oTo TV achevdv mov avtamokpidnkay pe TOLAGYIGTOV TNV
MCID ¢ BaBporoyiag SGRQ (opiletar og peimon 4 povadmv amd Ty T avaeopag) v efdoudda 12
NTaV LEYOADTEPO Y10 TO OVUEKASIVIO 55 pikpoypappapiov (44 %) oe cOYKPIoN LE TO EIKOVIKO QapLoKo (26
%). Opoimc, ot pedétn ddpkelag 24-gfopadwv HEYOADTEPO TOGOGTO AGHEVMOV TETLYAV TOVAGYIGTOV TNV
MCID y1a 0 ovpekAdivio v efdopdda 24 (44 %) og cOYKPIoT LE TO EIKOVIKO eapuako (34 %).

THopolvvoeis the XAIT

2V eheyOUEVT LE EIKOVIKO QAPLOKO PEAETT O1dpKeLng 24-eBoopddmv o€ ac0gvelg e CUUTTOUATIKY
XAII, to ovpekAdivio peimae Tov Kivouvo eppdviong pétpiov coPapav tapoéoveemv g XAIl katd 40 %
o€ GUYKPLON LE TO EIKOVIKO PAPUAKO (AVAALGT) TOV YPOVOL £1G TNV TPMTN TopoEuven, Avaroyia Kivdovov
0,6, 95 % CI: 0,4, 1,0, p = 0,035%). H mBavotnta va mapovoidsovy mapdEuven ot acheveic mov Aapfavav
ovuekAMdivio v gfdopada 24 frav 8,9 % oe cuykpion pe 13,7 % yia to 1KoviKO PapuaKo. AVTEG Ot
HeAéTeg Ogv oyedlaoTNKAY EOKA Yo Vo aElOAOYHGOVY TNV eMidpacn TV Oepaneidv oTic Tapo&OVGELS TG
XAII kot o1 acBeveig amocupnkay and T HeAETn by ePEoVILOTAV TAPOEVVOELS.

Xprion avarxov@ioTiKnG oywyng

21 pekétn dudpketag 12-Bdopddwmv, To OVUEKAMSIVIO EMEPEPE CTATICTIKE GUAVTIKY HElMOT TNG XPNONS
OVOKOVQLOTIKNG AY®OYNG LE CAABOLTAUOAT G GUYKPIOT LE TO EIKOVIKO (ApLOKO (KOTA LEGO Opo peimon
katd 0,7 e16mVoEC ova NUEPT 6TO dldcTNe TV efdouddwv 1-12, p = 0,025) kot enédeiée peyolvtepo
TOGOGTO NUEPDV KAT TIC OTO1EC OEV NTAV QIAPAITNTN 1| YPTON AVAKOVPLGTIKNG ay®YNS (KaTd LEGo Opo
46,3 %) oe oVYKpLON LE TO EKOVIKO Aapuako (Kotd pEco 6po 35,2 %. dev mpaypatomomOnke exionun
OTOTIOTIKN AVAALGT] Y10 GVTO TO KATOANKTIKO onueio). X ueiétn duapkeloag 24-eB0ouddmv Ue To
ovuekAMdivio, n uéon (SD) petaforn amd v Evapén g LeAétng Tov aplfuod eleTvomdv GaABovTapuding ™g
OVOKOVQLOTIKY ay®YN Katd T Stdpkela g meptodov Oepamneiog twv 24-gfdopdadov ftav -1,4 (0,20) yio 0
gIKoviKo @dpuaxo kot -1,7 (0,16) yia to ovpekidivio (Awpopd = -0,3; 95 % CI: -0,8, 0,2, p = 0,276). Ot
acOeveic mov Ehafav oLUEKAMIIVIO ElYaV LEYOADTEPO TTOGOGTO NUEPDY KATE, TIC OTOIEC OEV YPEIAGTNKE
avaKoLEIOTIKY aymyn (kotd péso 6po 31,1 %) og chyKplon e TO EKOVIKO PapaKo (Katd péco 6po 21,7
%). T'la w16 10 KOTOANKTIKO onpeio dev TPAYLOTOTOWONKE ETIONUN GTOTIOTIKN AVAALGT).

Yrootnpixtikeg uelétes amoteleouotikotyTog

* Te auth T perétn ypnotponomdnke Stadtkacio 1EpapylKoD GTATIGTIKOD EAEYYOV Kol avTH 1 GOYKpIon Ppiokotay
XOUNAOTEPQ 0td io GUYKPION OV SEV TETVYE GTATIOTIKY CNUOVTIKOTNTO. £2¢ €K TOVTOV, deV pmopel va e&aryOel
GUUTEPAGLOL Y10 GTATIGTIKY GTLOVTIKOTNTO Y10, TV €V AOY® GUYKPION.
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e [o Tuyotomotpuévn, SumAd toeAn perétn 52-Bdopddwv (CTT116855, IMPACT) 10.355 eviAikov
aclevav pe copntopotikn XAIT kot 1otopikd 1 1 TeplocdTEp®V PETPLOV 1| GORap®Y TOPoEHVCEDY KAUTA TN
dldpKeln TV Tponyovuevey 12-umvev, 1 epaneia pe povpoikn provtikalovn/ovuekidivio/friatepoin
(FF/UMEC/VI 92/55/22 pikpoypappdpia) droé nuepnoing o pio LOvo EIGTVEVGTIKN GUGKEVT] GLUYKPIONKE
pe eovpoikn erovtikalovr/Prhatepdin (FF/VI 92/22 pukpoypappdpia) droé nuepnoing oe pia poévo
€10TMVELGTIKT GuokeLN. To KOPLo KATEANKTIKO oNUEID NTAV O ETHGLOG PLOUOG TV PETPLOVY KOl GOPapdv
napo&ivoemv katd ) Oepamneia, oe dtopa mov Ehafav Oepaneia pe FF/UMC/VI o oOykpion pe FF/VI. O
nécog etnoiog puluog maposoveswy nrav 0,91 kot 1,07 yio FF/UMEC/VI kot FF/VI avtietoiymg (Agiktng
Avaroyiag: 0,85, 95 % CI: 0,80, 0,90, p < 0,001).

Tnv efoondda 52, mapatnprnke otatictikd onuavtiky PeAtioon otn péorn peTtafoin Tv elayiotmv
tetpaydvev (LS) and v apywn tun otov katdtato FEV) yia v opdda FF/UMEC/VI 6 cOykpion pe
v opdda FF/VI (uéomn petaforn: +94 mL évavti -3 mL, dwapopd petald tov Bepaneudv: 97 mL, 95 % CI:
85, 109, p <0,001).

Ye dvo peréteg 12-efdopddmv, eAeyyoueveg pe eikoviko edapuaxo (200109 kot 200110), 1 Tpocdnikn TOL
ovpekAMdiviov 6e povpoikn provtikaldvn/Priavtepoin (FF/VI) (92/22 pikpoypappdpia) draf nuepnoing oe
eviAkeg acbeveic pe kKAvikr| dudyvaon g XAl 001ynce o€ oTOTIGTIKG KOt KAWVIKG oMUovTiKh Bedtimon
GTO KVPL0 KATOANKTIKO onpeio Tov katdtatov FEVI v nuépa 85 og ohyKpion e TO EIKOVIKO QAPLOKO CE
ovvovacud ue FF/VI (124 mL 95 % CI: 93, 154, p < 0,001 o 122 mL 95 % CI: 91, 152, p < 0,001).

O1 Beltidoelg ot Asttovpyio TV TVELUOVAOV LTOGTNPIXONKOY Ao TN peion ot ¥pNHoN TG
caABovTopdAns Katd ) ddpketla Tov efdopddwv 1-12 (-0.4 yexaopol avé nuépa (95 % CI: -0.7, -0.2, p <
0,001) xat -0.3 yekaopoi avd nuépa (95 % CI: -0,5, -0,1, p = 0,003)) oe cOyKpion [e TO GLVIVOCUO
ewovikob eoppakov kot FF/VI, aAld n fertioon oto SGRQ katd v gfdoudda 12 dev frav otatioTiKg
onpavtikn (200109) 1 Khvikd onuavtikn (200109 kot 200110). H pikpn didpketo Tov 00 oUTOV HEAETOV
KOl 0 TTEPLOPICUEVOC OPIOIOC TEPICTUTIKAOV TOPOELVONC, ATOKAEIEL KADE GUUTEPOCUN GYETIKE UE TNV
Tpocetn emidpacn Tov ovuekAdiviov otov puiud Taposvveewy e XAIL

Agv avayvopicOnkov véeg eapraKEVTIKEG avemBOUNTESG EVEPYELEG LE TNV TPOGHT|KN Tov ovpekAdiviov og
FF/VI og autég tig peréreg.

Houdwotpucde TtAnbuoude

O Evponaikoc Opyoviouodg apudkmv £xel 0OGEL AmaAlayr 0md TV VTOYPEDMGT VITOPOANG TOV
aroteleocudtov Tov peretdv pe to Rolufta Ellipta oe 0leg T1g vToKaTyOpieg TOL TAUSLATPIKOL TANBLGHOD
pe XAII (BAéne mapdypapo 4.2 yio TANPOPOpPieg GYETIKE LUE TNV TOSIATPIKY XPTOT)).

5.2 @oppokoKivinTiKES WOLOTNTEG

Amoppoéonon

Metd amd 16TVEOUEVT) YOPNYNON TOL OLUEKAMSIVIOL € VY1Elg €0eAoVTEG, 1 Cmax EMLTEDYONKE GTOL 5 G

15 Aemtd. H amdivtn frodobecipdtnta Tov e1omvedpevon ovpekAdviov nrov katd péso 0po 13 % tng
dO0MG, LE AUEANTEN GVVEIGPOPA TNG OO TOL GTOUATOS ATOPPOPNONG. META 0o emavorlapuavouevn
YOPNYNON EIGTVEOUEVOL OLUEKALOVIOV, GTadepomomuévn Katdotaon enttevydnke péoa o€ 7 Eog 10 nuépec

pe 1,5 éog 1,8 popéc peyahdtepn GLGGMPELOT).

Kotavoun

Metd amd evooAERLa xop1ynom G€ LY GTOUd, 0 LEGOG OYKOG Katavoung ntav 86 Altpa. H in vitro cdvdoeon
LE TIC TPMTEIVESG TOV avOPOTIVOL TAGGLLOTOG NTOV KT pEco 6po 89 %.

Buoupegtaoynuotioudg
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Meléteg in vitro £de1&av 6T T0 ovpekMdivio petaforiletor Kvping and to kutdypmpa P450 2D6 (CYP2D6)
kot amotelel vrdotpopa Tov defpacty g P-yAvkonpmteivng (P-gp). O kopieg petaforikéc 0doi yia to
ovpekAMdivio gtvat o 0&edmTiog petaforiopds (Ldpoviimon, O-armaikviioon) akolovdovuevog amo
ovlevén (YAvkovpovidimon, KAT), Tov KOTaAYOuV o€ pio GEPA LETAPOMTMV LE ite PELOUEVN
(OPUAKOAOYIKT SPACTIKOTNTA 1) LUE QPOPLOKOAOYIKT] dpAGTIKOTNTO TTOV deVv €xel Tekunpiwbel. H cuotpatiky
éxBeom otovg petafolites elvar younAn.

Amofol

H xd&Bapon oto mAdopa petd amd evooeAéPia yopnynon nrav 151 Aitpo/dpa. Metd and evoopiéfia
xopNyNon, mepimov 1o 58 % g yopnyovuevNS padloonpacpévng 06ong (1 to 73 % g padievépyelag mov
avaktOnke) anekkpiOnke ota kdnpova 192 dpeg petd ) d6on. H amofoin péom twv ovpmv aviietoryovce
070 22 % tng xopnyoduevng padioonuacuévng otic 168 mpeg (27 % tng padievépyelog mov avakthonke). H
OTEKKPLON OTO KOTPAVO TOL VAIKOD LETA ammd EVOOPAEPLa xop1ynomn katédelle amékkpion ot XoAn. Metd
TNV 0O TOL GTOUATOG YOPNYNOT| GE VYLELS AVOPES, 1] CLVOAIKN padievépyela amekkpifnke Kuplog ota
KOmpava (to 92 % g xopnyovuevNg padtooHacHéEVNS d0onc i to 99 % e padievépyelag mov
avaktOnke) uéoa oe 168 mpeg petd tn 60om. Arydtepo amd 1 % g omd Tov GTOUATOG YOPNYOVUEVNC HOCTG
(1 % g padievépyetag mov avaktnOnke) anekkpifnie oto oVPA, LTOINADOVOVTUG APEANTEN ATOPPOPTION
petd amd yoprynon and 1o otopa. O xpoévog nuicelog Long Tov ovuekAMdviov 6To TAAGH LETA OO
glomvedpevn yopnynon yia 10 nuépeg tav katd péco 6po 19 mpeg, e 10 3 % £mwg 4 % ¢ dpacTIKNG ovoing
Vo omekKpiveTal oueTdfAnTn ota 00pa 6T 6TAOEPOTONUEVN KOTAGTAON.

Ewwoi mAnbuvcpuoi

Hliouévor
H mAnfuopoxnm eappokokivntikny avdivon €6e1Ee OTL 1 QUPUOKOKIVITIKT TOV OVUEKAOVIOV HTa TapOLLOLL
petaéd acbevav pe XAIT niikiog 65 €TV Kol Ave Kot acfevay KAT® TV 65 €TOV.

Negpirn dvolertovpyio

Y& dropa pe coPapn veppikn dvciertovpyia (kabapon kpeatvivig <30 mL/min) dev katadeiytnie avénon
NG CLGTNUOTIKNG £k0E0T G 6TO OLUEKAMITVIO (Crax Kot AUC) ko dgv TapatnpiOnke dapopd 6T cuvoeon
Le TPpOTEIVES avdpesa otovg acbeveic pe coPapr| veppikn SVGAEITOLPYIa Kot TOVG VY1Elg eBehovTEG.

Exmrwon the nrotikng AEItovpyiog

Yg dropa pe pétpra EknTmon g nratikng Aettovpyiog (Child-Pugh Class B) dev katadeiytmke avénon g
ovoTnUatiKiG €kBeong oto ovpekAdtvVIo (Cmax kot AUC) ko dev mapatnpnnke dtpopd ot cOVOEST e
TPMOTEIVEG AVAUEGH GTOVG 0IOOEVELG e UETPLOL EKTTOGT TNG NTOTIKNG AEITOVPYIOG Kot TOVG VYElg eBghovTéc.
To ovpekhdivio dev €xel a&loAoyn0el o dropa pe coPapn EKTTOGCT TG NTOTIKAG AEITOVPYING.

Aoirot e10ixot whnBvouoi

Mio, mAnbvopiokn eapuokoKvnTIK) avaivon £5e1&e 0Tt 6gvV amaITEITOL AVOTPOCUPUOYT TNE OOOTG Y10 TO
ovpekAMdivio Pacet tng nAkiag, TNG GUANG, TOL VA0V, TG XPNOTG EICTVEOUEVOD KOPTIKOGTEPOELOOVG 1| TOL
ocopoTikov Bapovs. Mia pelétn og acBeveic pe mtmyd petaforiopud oto CYP2D6 dev £de1&e kKAvika
OMUOVTIKT EXIOPACT] TOV YEVETIKOD TOAVHOPPIGOD Tov CYP2D6 611 cvetnpatikn ékBeon 610
ovpekAdivio.

5.3 IIpoxivikd dgdopéva. Yo TNV doQPAAELQ

Mn khvikd dedopéva dev amoKaAOTTOVV 131aiTEPO KivOLVo Yo Tov dvBpmmo pe Paor Tig cuUPaTIKEG HeEAETEG
(QOPLAKOAOYIKNG OCPAAELOG, TOEIKOTNTOC EXOVUALAUPAVOUEVDVY dOCEMV, YOVOTOEIKOTNTOC KOl EVOEXOUEVNS
KOPKIVOYOVoL dpdonc. Xe un KAVIKEC LEAETEG e TO OVUEKALSIVIO, TO EVPTLLOTA NTOV EKEIVA TTOL GUVIOMG
oyetiCovtal Ue TNV KOPLo GOPHOKOAOYIO TOV OVTOY®VIGTOV TOV HOVCKOPIVIKMV DTOS0YEWMV KOV TV TOTIKN
evepedioToTNTO.
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To&kotnTo £l TNE AVOTAPUYM®YNS

To ovpexhdivio dev giye Tepatoyodvo dpdon e 0poLPAioVG 1] KOUVEAMA. X Ui TPOYEVVITIKY KoL
UETAYEVVITIKT LEAETT], 1] LTTOSOPLOL YOPTYNGT TOV OVUEKAOIVIOV GE 0pOLPAIOVg 0O1YNGE OE LKPOTEPN
avEnom Tov copatikod BAPOVG TG UNTEPAS KAt TG KATOVAAMGNS TPOPNG KOl GE EAAPPA LEIMOT] TOV
COUOTIKOD BAPOVS TOV VEOYVAOV KOTA TNV TEPIOS0 TPV TOV AMOYUAAKTIGHO OO UNTEPES OTIC OTOlES
yopnynonke 66om 180 pikpoypappapiovkgmuépa (tepinov 80 popég Ty KAV £kbeom 6To ovpEKASIVIO
55 pcpoypappapiov otov dvBpomo, pe fdon v AUC).

6. DAPMAKEYTIKEXZ IAHPO®OPIEX

6.1 Koataroyog ekdoymv

Movobddpikr| Aaktoln
Mayviiclo 6TeaTiKo

6.2 AocvpparotnTes

Agv epapudletor.

6.3 Awdpkero Long

2 ypovio

Awgpxela {ong Katd ) ypnon Hetd 1o dvotypa tov dickov: 6 gfdouddeg
6.4 Iowitepeg Tpo@uAaEels kKatd T EULAEN TOV TPOIOVTOG

Mn guAdocete oe Beppokpacio peyorlvtepn tov 30 °C. Av QUAACCETAL GTO WYUYEID, APTOTE TI GUGKELT
EIGTIVOMY TOVAAYIOTOV [io dpa HGTE Vo, enaveéLDel og Oeppokpacio dmpatiov Tpv amd T ypnHom.

DvAGCGETE TN CLGKELT| EICTVOOV PEGH GTO GOPAYIGUEVO HIGKO Y10l VO TPOGTATEVETAL Od TNV LYPAGia Kot
apopéote LOVO aUEGME TPV Otd TV TPATN YPNOT).

[péyte v nuepounvio Tov Tpémel va amoppipbel 1 GLOKELVT EIGTVOMY, GTO YDPO TOL TAPEYXETAL GTNV
etikéta. H nuepounvia mpénet vo mpootedei LoALG 1 Guckevy elomvomv apotpedel and 1o dicko.

Mo t1g cvvONKeg POAOENG HETE TO TPDTO GVOTYUA TOV BIGKOV TOL QUPLOKEVTIKOD TPOTOVTOC, PAETE
Topaypapo 6.3.

6.5 @Yon Kol GLOTATIKG TOV TEPLEKTTN

H ovokevn sionvodv Ellipta amoteleitol amd £va cmdpa xpdUATOS YKPL, VO KOADUUO EMIGTOUION YPDUOTOG
AVOIKTOD TPAGIVOL Kl £V, S0GOUETPNTT, CUCKEVOCUEVO OE HIGKO OO PVAAO OAOLUIVIOL TTOL TTEPLEYEL EVOL
pokeAioko pe apuypavtiko silica gel. O diokog gival cEPAYIGUEVOG PE APUIPODUEVO KAAVUUA 0TTd GUALO
aAovpviov.

H ovokevn sionvodv Ellipta eivon pio, cuokeun mov amotedeiton amd moAld eoapthinota Kot ivan
KOTOGKELOGUEVT OO TOALTPOTLAEVIO, TOAVOBVAEVIO VYNANG TLUKVOTNTOG, TOAVOELIEDVAEVIO, TEPEPBOAKO

TOAVBoVTLAEVIO, AKPVAOVITPIKO POVTUSIEVIKO GTLPEVIO, TOAVAVOPAKIKO Kol avo&eidmTo yaAvPa.

H ocvokevn sionvodv mepiéyet pio Kowédn amd OALo clovpviov Tov 7 1 Tv 30 docemv (emapkel yio 7 1
30 nuépeg).

Yvokevaociec 1 cuokevng eilomvonv Towv 7 1 30 ddcewv.
[MoAvovokevacieg mov mepiEyovv 90 (3 cuokevég elomvody Tv 30) d6CELC.
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Mmropel va. unv KokAo@opodV OAEG 0L GLCKEVAGIES.

6.6 Iowitepeg TpouvAacers amoppryng

Kd&be aypnoiponointo pappokevtikd mpoidv 1 VIOAEUA TPETEL VO OTOPPINTETOL GOUPOVOL LLE TIG KATA
TOTOVG 16X V0VOES GYETIKEG daTAEELC.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

GlaxoSmithKline Trading Services Limited

12 Riverwalk

Citywest Business Campus

Dublin 24

IpAavdia

D24 YK11

8. APIOMOZX(OI ) AAEIAYX KYKAO®OPIAX

EU/1/17/1174/001

EU/1/17/1174/002

EU/1/17/1174/003

9. HMEPOMHNIA ITPQTHXE EI'KPIXHY/ANANEQXHY THX AAEIAX
Hpepopnvia tpmng £ykprong: 20 Maptiov 2017

Hpepopnvia tekevtaiog avavémong: 07 lavovapiov 2022

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPoPopieg Yo TO TOPOHV QUPLOKEVTIKO TPOioV gival S100EG1UEC GTO SIKTLAKO TOTO TOV
Evponaiiod Opyaviopod @apudkov https:// www.ema.europa.eu.
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https://www.ema.europa.eu/

ITAPAPTHMA 11

ITAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITIOAEEMEYXH TQN
IHAPTIAQN

OPOI'H ITIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

OPOI'H ITEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEEIMATIKH XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

14



A. HAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

Ovopa kat d1e06vvon Tov TOPACKELAGTH TOL £ival LTEVOLVOC Y10 TNV ATOSEGUEVGT TMV TOPTIOWY

Glaxo Wellcome Production
Zone Industrielle No.2

23 Rue Lavoisier

27000 Evreux

ToAria

B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOEXH KAI TH XPHXH

DoppokevTikd TPOTOV Y10 TO OTOT0 ATALTEITAL LOTPIKT] GLVTOYT).

I AAAOI OPOI KAI AITAITHXEIX THX AAEIAX KYKAO®OPIAX
. Ex0¢oe1g meprodukng mapakorovdnong g acedirerag (PSURs)

Ot amaitioelg yio v vrofoAr tov PSURS yio o ev Ady® @apuakevtikd poidv opiloviotl otov
KATAAOYO e TIg nuepounvieg avagopdg e Evoong (katdioyog EURD) mov topatifeton oty
napdypoeo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe erakorovdng emkaipomroinong
OM®G ONUOGIEVETAL GTNV EVPMOTAIKY SIKTVOKT) TOAT Y10, TO, PAPLLOKOL.

A. OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEXMATIKH XPHXH
TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéo10 owayeipiong Kivovvov (XAK)

O Karoyog Adetag Kukiogpopiag (KAK) Oa de€aydyet Tig amattodueveg SpacTnploOTNTES Kot
TOPEUPAGELG POPLOKOETOYPVTVNONG 0TS Tapovotdlovial ato cupenvniéy XAK mov tapoveialetat
omv evotnta 1.8.2 ¢ ddelog Kuklo@opiog Kol 0TolEcONTOTE EMAKOAOVOES EYKEKPIUEVEG
avabempnoelg tov TAK.

‘Eva emcoiporompévo XAK Oa mpénet va katotedei:
e petd amd aitnua tov Evponaikov opyavicpod Goppdkwov,
® OTOTESNTOTE TPOTOTOLEITOL TO GVOTN A OLYEIPIONG KIVODVOD, EIIKA MO OMOTEAEG O, ANYNG VEDV
TANPOPOPLDY TOV UTOPOVY VO ETLPEPOVY GNUAVTIKT OAAUYT GTI 6Y£0T 0PEAOVC-KIVOHVOL 1) ™G
OTOTELEC LA TG EMITEVENG EVOC OTUOVTIKOD OPOGTHOV ((POPUAKOETAYPOTVIOT| 1] ELAYIGTOTOINGT
KIvodLVOoU).
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ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (MONEX XYXKEYAXIEY)

1. ONOMAXIA TOY PAPMAKEYTIKOY ITPOIONTOX

Rolufta Ellipta 55 pikpoypappdpia, K6vig yio £16TVoY|, 6€ SOGELS
ovpekAdivio

2. LYNOEZIH XE APAXTIKH(EX) OYXIA(EY)

Kd&Be mapeyoduevn d6om mepiéxet 55 pikpoypappdpia ovpekAdviov (Tov 160dvvapovv te
65 LIKpOYPOUUAPLO BPOUIOVYOV OVUEKAISVIOV).

3. KATAAOT'OX EKAOXQN

"Exdoya: Aaxtdln Hovoddpikn Kot GTENTIKO LayVviolo.
BAéme @OALO 0dNY1OV YPNONG Y10 TEPLGGOTEPES TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Koévic o elomvon, og d6osis.

7 dooelg

30 d6o¢lg

1 ovokevn ewlonvomv 7 d6GEDV
1 ovokevn elemvomv 30 d0cEmV

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

Mia eopd v npépa

AwPaote T0 QUALO 0INYIOV ¥PNOTG TPV OO TN XPNOT).
Xpnon S elomVong.

Mnv avoxkuveite.

6. EIAIKH ITPOEIAOIIOTHIH S*YM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO ITPOION
IIPEITEI NA ®YAAXYETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
IMPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tadid.

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

Mnyv katonivete T0 aQUYpAvVTIKO.

8. HMEPOMHNIA AHEHX

AHEH
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Awgpketo Long katd ™ ypnon: 6 efdouddec.

9. EIAIKEX YYNOHKEYX ®YAAZHX

Mnyv puAdocete og Beppokpacio peyorvtepn tov 30 °C.
No QUAGCGCETE GTNV 0PYIKT GUGKELOGIO Y10, VO TPOGTATEVETAL OO TNV VYPUGIOL.

10. TAIAITEPEX ITPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH XPHXIMOIIOIHOENTQN
®APMAKEYTIKQN ITPOIONTON 'H TON YIIOAEIMMATQN ITIOY ITPOEPXONTAI
AITIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

GlaxoSmithKline Trading Services Limited

12 Riverwalk

Citywest Business Campus

Dublin 24

IpAavdia

D24 YK11

Aoyotvno GlaxoSmithKline Trading Services Limited

12. APIOMOZX(OI ) AAEIAYX KYKAO®OPIAX

EU/1/17/1174/001
EU/1/17/1174/002

13. APIOMOX ITAPTIAAX

[oprida

| 14. TENIKH KATATAZH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

rolufta ellipta

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

A166146T0TOG YPOUU®TOS KMoKaS (2D) mov pépet Tov TEpIAN@OEVTO LOVASTKO OVayVOPIoTIKO KOOIKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTII'TA IOAYXYXKEYAXIA (ME BLUE BOX)

1.

ONOMAXIA TOY PAPMAKEYTIKOY ITPOIONTOX

Rolufta Ellipta 55 pikpoypappdpio, KOVIG yio EIGTVOT|, G SOGELS
ovpekAdivio

2.

YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kd&Be mopeyduevn 66om mepi€xet 55 pikpoypappdpio ovpekAdviov (ov 1606vvapody He
65 pucpoypappdplo Bpoptovyov ovpekAdviov).

3.

KATAAOTI'OX EKAOXQN

"Exdoyo: Aaktdln Hovobddpiky| Kot GTEATIKO HayVGlo.
BA\éme @OALO 0dNY1OV YPNONG Y10 TEPLGGOTEPES TANPOPOPIES.

4.

OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Kovig yia eiomvon, og d00ELC.
[MoAvovokevacio: 90 (3 cuokevéc elomvody Twv 30) ddcelg

| 5.

TPOIIOX KAI OAOX (OI) XOPHI'HXHX

Mia opd v npépa

AwPaote T0 QUALO 0INYIOV YPNOTG TPV OO TN XPNOT).
Xp1on oo ElGTVONC.

Mnv avoxkuveite.

6.

EIAIKH ITPOEIAOIIOIHEIH S*YM®QNA ME THN OIIOIA TO ®»APMAKEYTIKO ITPOION

IIPEIIEI NA ®YAAXYXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
MMPOXEITIZOYN TA ITAIAIA

Na purdooetal o€ 0éon, TV onoio dev PAETOLY Kt dgv TPpooeyyilovv Ta Taldld.

7.

AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTIAPAITHTH(EYX)

MnVv KaTomiveTe TO AQLYPAVTIKO.

8.

HMEPOMHNIA AHEHX

AHEH
Awgpketo Long katd ™ ypnon: 6 efdouddec.
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9. EIAIKEX XYNOHKEX OYAAEHX

Mnyv puAdocete og Beppokpacia peyaivtepn tov 30 °C.
No QUAGCGETE GTNV OPYIKT GUGKELOGIN Y10 VO TPOGTATEVETAL A0 TNV VYPUGIOL.

10. TAIAITEPEX ITPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH XPHXIMOIIOIHOENTQN
®APMAKEYTIKQN ITPOIONTON 'H TON YIIOAEIMMATQN ITIOY ITPOEPXONTAI
AITIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

GlaxoSmithKline Trading Services Limited

12 Riverwalk

Citywest Business Campus

Dublin 24

IpAavdia

D24 YKI11

Aoyotvno GlaxoSmithKline Trading Services Limited

12. APIOMOZX(OI ) AAEIAYX KYKAO®OPIAX

EU/1/17/1174/003

13. APIOMOX ITAPTIAAX

[oprida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHTIEX XPHEHE

| 16. THAHPO®OPIEX XE BRAILLE

rolufta ellipta

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIFAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A16d146TaTOC YPOUU®TOS KOUKAG (2D) Tov pépet Tov TEPIANPHEVTA LLOVASIKO AVOYVOPLGTIKO KMOIKO.

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

PC
SN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENAIAMEXO KOYTI I'TA IOAYXYXKEYAXIA (XQPIX BLUE BOX)

1. ONOMAXIA TOY PAPMAKEYTIKOY ITPOIONTOX

Rolufta Ellipta 55 pikpoypappdpia, K6vig yio £16TVoY|, 6€ SOGELS
ovpekAdivio

2. LYNOEZIH XE APAXTIKH(EX) OYXIA(EY)

Kd&Be mapeyoduevn d6om mepiéxet 55 pikpoypappdpia ovpekAdviov (Tov 160dvvapovv te
65 LIKpOYPOUUAPLO BPOUIOVYOV OVUEKAISVIOV).

3. KATAAOT'OX EKAOXQN

"Exdoya: Aaxtdln Hovoddpikn Kot GTENTIKO LayVviolo.
BAéme @OALO 0dNy1OVYPNONG Y10 TEPLGGOTEPES TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Koévic o elomvon, og d6o¢ls.
1 ovokevn ewlonvomv 30 doceE®V.
Mépog molvcuokevaciog, 0ev umopel vo ToAN0el yopioTd.

| 5. TPOMOX KAI OAOX (OI) XOPHTHZHE

Mia eopd v npépa

AwPaote T0 QUALO 0INYIOV ¥PNOTG TPV OO TN XPNOT).
Xpnon dw el6TVoNg.

Mnv avoxkuveite.

6. EIAIKH ITPOEIAOIIOIHEIH S*YM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO ITPOION
IIPEIIEI NA ®YAAXYXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
IMPOXEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éon, v omoia dev PAETOLY Kot dev Tpooeyyilovv Ta madid.

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

Mn KaTomiveTe TO aQUYPAVTIKO.

8. HMEPOMHNIA AHEHX

AHZEH
Awgpxela {ong Katd ) ypnomn: 6 efdouddec.
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9. EIAIKEX XYNOHKEX OYAAEHX

Mnyv puAdocete og Beppokpacia peyarvtepn tov 30 °C.
No puAdoceTal 6TV 0PYIKT] GUCKEVACIO MOTE VO TPOGTATEVETAL OTO TNV VYPAGIa.

10. IAIAITEPEZ [TPO®YAAZEEIX I'IA THN AIIOPPIYH TQN MH XPHXIMOIIOIHOENTQN
®APMAKEYTIKON IPOIONTQN 'H TON YIIOAEIMMATON IOY TPOEPXONTALI
AITIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

GlaxoSmithKline Trading Services Limited

12 Riverwalk

Citywest Business Campus

Dublin 24

IpAavdia

D24 YKI11

Aoyotvno GlaxoSmithKline Trading Services Limited

12. APIOMOX(OI) AAETAYX KYKAO®OPIAX

EU/1/17/1174/003

13. APIOMOX ITAPTIAAX

[oprida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. HAHPO®OPIEX XE BRAILLE

rolufta ellipta

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

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEYX TYIIOY
BLISTER'H XTIX TAINIEX

KAAYMMA AIXKOY AITIO ®YAAO AAOYMINIOY

1. ONOMAXIA TOY PAPMAKEYTIKOY ITPOIONTOX

Rolufta Ellipta 55 mcg, kdvic yuo elomvon
ovpekAdivio

2. ONOMA KATOXOY AAEIAY KYKAO®OPIAX

Aoyotvono GlaxoSmithKline Trading Services Limited

3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOZX ITAPTIAAX

[oprida

5. AAAA XTOIXEIA

Noa punv avotyetat £og 6Tov 0 acBevnic elvat £TOOC VO EIGTVEVCEL.
Awapxela {ong Kotd ) ypnon: 6 efdouddsc.

7 dooelg

30 d6o¢lg
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EAAXIXTEX ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
XYXKEYAXIEX

ETIKETA XYXKEYHX EIZIINOQN

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

Rolufta Ellipta 55 mcg, kdvic yuo elomvon
ovpekAdivio
Xpnon S e16mvong

| 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHX

AHEH
Awgpxela {ong Kotd ) ypnomn: 6 efdouddec.
AmoppinteTon PHETA Omd:

4. APIOMOZX ITAPTIAAX

[Moprtida

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

7 doo¢elg
30 d6o¢lg

6. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@vAro ooV piong: IIAnpoeopics yia Tov a.60evi)

Rolufta Ellipta 55 pikpoypappdpra KOvic yro £16von 6€ 60681
ovpekAdivio

Awfdote TPoceKTIKA 0AOKANPO TO GVALO 0ONYIAV YP1ONG TPV APYICETE VA YPNCLUOTOLEITE OVTO TO

QPapROKO, O10TL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 EGAG.

- DdvrdEre avtd TO EUALO 0N YLDV Ypione. Towg ypelaotel va to dufdocete Eava.

- Edv éyete mepartépm anopiec, potNoTe TO Y10TPO, TO POPUAKOTOLO 1) TO VOGOKOUO GOC.

- H cvvtayn yio avtd 10 pappoko xopnyndnke amokAeloTikd yio oag. Agv TPETEL VO ODGETE TO PAPLOKO
o€ AAAoVG. Mmopel va Tovg Tpokarécel PAAPN, akOuUa Kot OTAV TO GUUTTOUATO TG AGHEVELAG TOVG
elvar idwo pe Ta d1kd oo,

- Edv mapoatnproete Kamowo avemBOUnTN EVEPYEL, EVIULEPDGTE TO YIATPO, TO POAPLAKOTOLO 1 TO
VOGOKOUO 00G. AVTO 1oyveL Kot Yio kaBe mhov avemBountn evépyela Tov OgV aVaPEPETAL GTO TOPOV
@OALO 0NV Ypriong. BAéme mopdypapo 4.

T epréyel 1o Tapov VALO 00NYLOV:

T eivon o Rolufta Ellipta xon oo etvar i) gprion tov

T mpénet va yvopilete Tpv ypnoponomoete to Rolufta Ellipta
[og va ypnoyomomoete to Rolufta Ellipta

[MBavég avemBounteg evépyeteg

[og va puidaocoete to Rolufta Ellipta

. ITepieyopevoo g cuokevaciog Kot Aotég TANpoPopieg
Avalutikég odnyieg xpnong

U W

1. T givan To Rolufta Ellipta ko mowa givar i ypijon 1ov
T givan To Rolufta Ellipta

To Rolufta Ellipta nepiéyetl v dpaoctikr| ovsio ovpekAidivio (o¢ Bpopodyo), n oroia avikel og pio opddo
(QOPUAK®OV TOL OVOUALOVTOL BPOYYOOICTAATIKAL.

o givar i gpijon Tov Rolufta Ellipta

AVTO TO EAPLLOKO YPNCULOTOLEITOL Y10 TIV OVTILETMIOT TG XPOVING ATOPPOKTIKNG TVEVUOVOTAOELNG
(XAII) og eviihkeg. H XAIT eivon pio pokpoypdvio 1abnon otnv onoio ot agpaymyoi kot ot B0AaKeg aépa
OTOVG TVEVOVES GTALOKA UTAOKAPOVTOL 1] KOATAGTPEPOVTAL, LIE ATOTEAEGLLOL VO TPOKOAEITAL OVOTTVELGTIKN
duoyépeta 1 omoia emdevaveTal apyd. Ot SUGKOAIEG GTNV AVOTVOT] ETIOEIVMVOVTUL LE TN CUGTOCT| TOV
HLOV YOP® amd TOVG aepay@yols, N 0moia GTEVEDEL TOVG aepaywyolg Kot £Tcl Teplopilet tn por| Tov aépal.

To papuaxo gumodilel T cHGTACT AVTOV TOV LDV, KOOIGTOVTOS EVKOAATEPT TN POT] TOV AEPQ OO KO
TPOC TOVG TveboveS. Otav 1 ypfon eivat TakTikY, uropel va Pondnoel otov heyyo g SOLGKOAMOC GTNV
avamvor| oag Kot ot peimon tov emdpdoemv g XAIl oty kabnuepwvn cag (on.

To Rolufta Ellipta dgv mpémel va pr|GLHOTTOLEITAL Y10, TNV OVOKOVPLOT] 0LQPVIOLOGg KPiong OVGTVOLUG 1)
GUPLYNLOV.

Yg mepinTmon mov eREAVIcETE TETOLOL €100VG KPioT, Bo TPEMEL VO YPTOLUOTOUCETE £VOL ELGTVEOLEVO
QAPLOKO avaKODELoNG Tayeing opaong (0rmg n codfovtoudAn). Eqv dev éxete éva. e16TveOUEVO PAPUAKO
OVOKOVQLONG TaXELOG OPAONG EMKOWVMVIGTE LE TO YIOTPO GOG.

2. Tvpémer va yvopilete Tpv ypnoiponomcsete To Rolufta Ellipta

Mn ypnoipomounjocete 7o Rolufta Ellipta
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- o€ TEPIMTOON GALEPYIOG GTO OVUEKAOIVIO 1 GE OTOOONTOTE GALO ATTO TOL CLGTOTIKA AVTOV TOL
QopuaKov (ovaeéPovTol otV Tapdypapo 6).

Av vopuilete Ot T0 TOPATAVE® 1GYVEL Y10 EGAC, UM YPTOLUOTOUGETE OLTO TO PAPLOKO PEXPL VO EVILLEPDCETE

70 Y10Tpd GOC.

Ipocdomounjoeis Ko TPoPVAGEELS

AmevBuvieite oto Y1aTpd Gog Tpotov ypnoomomasete To Rolufta Ellipta:

- edv éxete aoBpa (Mnv ypnoonoteite to Rolufta Ellipta yuo tqv avtipetdrion tov dobuatog)

- edv éxete kKapoloKd Tpofrpata

- €aqv €xete Eva TPOPANUA UE TO LATIO GO TOV OVOUALETOL YAUDKMNO KAEIGTIG YOVIOG.

- €qv £xete NOYKMUEVO TPOGTATI, OVGKOAIX GTNY 0VPII6N 1 ETOPPASEN TS OVPOIOY OV KVGTNG.
- edv éxete cofapd nratikd mpofipara

Yvppovievteite T Y0TPO 060G €AV VOUILETE OTL OTIONTOTE OO TO TAPATAV®D 1GYVEL Y10, EGOC.

Apeoeg avanveLoTIKEG OVOKOAIEG
Edv mapovcidoete 6i&o oto otndog, Prixa, cuptyud 1 606TVoLo AUECHS LETA TN XPNOT| TNG CVOKELNG
elonvomv Rolufta Ellipta:

OTONOTNGTE VO YPCLUOTOLEITE AVTO TO PAPROKO Kot avalnTioTe TPk fondsia apéocnc,
KaO®¢ propel va Topovortacete pio cofapr) KatdoTacn Tov ovopraleTol Tapddosog
Bpoyyoécracpoc.

O¢0aiporoyikd tpopfinpata katd T odpkera Oepanciog pe 1o Rolufta Ellipta

Edv mapovcidoete movo 1 evoyAncelg otovg 0pBuipoe, Tapodikd Bappog tng dpacnc, onTikn GAm 1
dlTapayn TV YPOUATOV 68 GLVOLOCUO LE pVBPITNTA TV 0POIAUDY KOTA TN dtdpKela TG Bepaneiag [e
Rolufta Ellipta:

OTOLATNGTE TN YPNGT CVTOV TOV QUPRAKOL Kol avalnTioTe wTpiki] Pondsia apéomg, avtd
evoéyetan va givar onueia o&eiag Kpiong YAAWK®OUOTOG KAEIGTNE YOVioG.

Howord kon £pn ot
Mnyv ddoete avTO TO PAPLOKO GE TAOLA 1] EPNPovs NAkios KATO TV 18 eT@V.

Alro pappoka ko Rolufta Ellipta

Evnuepdoete to yotpd 1 10 Qappakorold cog eqv maipvete, £xete mpdopato TApeL | Lmopel va mhpete
Ao eappaka. Edv dgv giote 6iyovpot o T0 TL TEPIEXEL TO PAUPLOKO GOG, ETIKOVMVIGTE UE TO YIULTPO 1| TO
QOPUOKOTOLO GOLC.

SVYKEKPUEVD, EVIUEPDOTE TO YIOTPO 1 TO PUPLOKOTOLO GOC AV TaipveTe AAAL HaKPAG ddpKelog dpdong
(QAPLLOKO TOLPOUOLE, LLE VTO TO PAPUAKO Y0, AVOTVEVGTIKA TPOPAALOTA, TT.Y. TIOTPOTLI0. MMV ¥pNCLULoTOlEiTE
7o Rolufta Ellipta pali pe avtd ta edppaxo.

Kdnon kot Onraocpog

Edv eicBe €yxvog 1 Onhalete, vouilete 0T umopei va giche £ykvog M oxedalete vo amokTNGETE IO,
{ntote ™) copfovin TOV YLOTPOV GOG TPOTOL TAPETE AVTO TO PAPLAKO. MV ¥pNCILOTOLEITE AVTO TO
QapuoKo edv giote £yKV0og, EKTOC €0V GOC TO GCVGTNOEL O YITPOS COG.

Agv gival yvoot6 gdv ta suotatikd tov Rolufta Ellipta pnopovv va tepdcovv 6to untpikd yaia. Edv
Onralete, TpEmel va cVINTIGETE UE TO YOTPO Gug TPy ypnoiponomoete to Rolufta Ellipta. Mn
YPNOLOTOLEITE 0VTO TO PAPUOKO g0V ONAALETE, EKTOG €AV O YIATPOC GOC TTEL OTL LITOpPELTE.

00 yNoN KoL LEPIGROS PNYAVILATOV

Agv Bewpeitor Thavo avTd To PAPUOKO VO EXNPEAGEL TV IKOVOTNTA GOG Vo 00nyeite kot va xepileote

LN YOV LOLTOL.

To Rolufta Ellipta mepiéyel Aaktoln
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Edv cag €xetl metl o ywotpog oag Ot Exete dvcovelia oe oplopéva €101 GOKYAPMV, ETIKOIVMOVNGTE LLE TO YI0TPO
G0 TTPLV YPNOLUOTOWGETE AVTO TO PAPLLOKO.

3. g va ypnowponomcere To Rolufta Ellipta

[Tédvtote va YpNOUOTOLEITE TO PAPLOKO OVTO OVCTNPA COLPOVA LE TIG 001YiEG TOV Y1aTpob coc. Edv &xete
apPlBoMec, pMTAGTE TO YATPA 1] TO PUPLAKOTOLO GOG.

H cvviet®dpevn 8001 sivon pio gilomvon kdbe nuépa tnv id1a dpa g NUEPAS. XpeldleTol va EICTVEDGETE
uovo pio eopd v nuépa Kabmg 1 dpdon awtod Tov PapUdKoL dtopkel Yo 24 dPES.

Mnyv (pNGLUOTOLEITE TEPLOGOTEPO PAPLUKO OTTO 0G0 GUS TEL 0 YLOTPOS GUS VO Y PTCLUOTOUCETE.

Taxtukn ypfion Tov Rolufta Ellipta

Eivai moAd onpavtikd va ypnoponoteite to Rolufta Ellipta kéfe nuépa, coppava pe tig 0dnyieg tov yorpon
caG. Avto Ba cag fonbnoel va Topapeivete yopic cupnTOROTO KaO® OAN TN S1APKELN TNG NUEPUS KL TNG
VOyTOG.

Mnyv ¥pNGIULOTTOLEITE AVTO TO PAPLLOKO Y10 TNV OVOKODPIoT] dLQPVIOLUG KPIGNG OVGTVOLUG 1] GUPLYNOV. Xg
TEPIMTOON TOL EUPAVIGETE TETOLOV €IO0VE Kpion, O TPEMEL VA YPNGUYLOTOIGETE VAL EIGTIVEOIEVO PAPLLOKO
avakoOELoNG Tayelng opaong (OTmG 1 GOABOVTAUOAT)).

Tpomog yp1NoNS TS GLVOKEVG ELGTTVOADY
Avatpétre oTIg «AVOAVTIKEG 00N YiES YPNONS» OTO TEAOG AVTOV TOL PVAAOVL OSTYUDV ¥PNONG Y10 TATPELS
TANPOPOPIEG.

To Rolufta Ellipta eivat yia gtomvedpevn ypnon. o va ypnopomomoete to Rolufta Ellipta, To elonvéete
OTOVG TVEVHOVEG GOG LEGM TOV GTOUATOG GG XPNOULOTOIMVTAG T cvokevn ewlonvomv Ellipta.

AV T0 CUUTTORATA 60 OV TaPoVGLaiovy Berticoon

Av 10 copntopata g XAIl mov eppavilete (dOonvola, cuprypos, fiyag) dev fetimbolv, 1 av

emdevwboiv, 1 av YPNCLUOTOLEITE GUYVOTEPH TIV GUGKELT EIGTVOMV TAYELNG OpACNG:
EMKOIVOVIGTE NE TO Y1O.TPO GO TO GLUVTOROTEPO OVVATO.

Eév ypnowpomouioete peyarvtepn d6on Rolufta Ellipta amd tnv kavovuki)

Edv ypnoonomoete katd AGOog mhpa moAd omd avtd T0 PapuaKo, GVRPOVAEVTEITE TO Y1ATPO 1] TO
QUPROKOTOL0 060G apuécms kKabhc uropei va ypelaleote wTpikn epovtida. Edv ivar duvatd, deite toug ™
GULCKEDT EIGTIVOMV, T1 GLCKELAGIN 1] TO TAPHV PUALO 0dN YLDV Ypriong. Mmopel va arsBavOsite Tayvmaipia,
KkaOd¢ Kot omtTIKEG draTapayés N Enpootouia.

Eav Egyaoate va ypnopomonjoete 7o Rolufta Ellipta

Mnyv £16tvev0oETE OUTAL 0061 Y10 VO AVATANPOGETE TN 060M oV Egyaoate. Ewonvevote amhd v
EMOWEVT] BOGN GO TNV TPOYPUUUATIGUEVT] DPAL.

Edv gpoavicete ouptypd 1 dbomvola, YpnoLLOTOIEIGTE TIV GUGKELT EIGTVOMYV TaYEING Opaon (Omwg
caAPoutapddn) Ko v cuveyEio avalnTNOTE 10TPIKT GUUBOVAN.

Edv ctapatiocere va ypnoponorcite to Rolufta Ellipta

Yvveylote TN (PNOT AVTOL TOL PAPUAKOL Yo OGO XPOVO CLVIGTA O YITPOS Goc. Oa givar amoTeEAEcUATIKO
UOVo Yo 66O YPOVIKO SLAGTN LN TO ¥PNCIUOTOLEITE. MMV GTOUATNOETE, EKTOC OV GOC TO GLUGTNGEL O YIOTPOC
oag, akopo Kot av arobovieite kaAvtepa, KaOdC To CLUTTOUATE GOC UTOPEL VO ETLOEV®OOVV.

Edv éxete meplocdtepeg EpOTNCELG GYETIKA LLE TT) YPNOT] AVTOL TOV QUPLEAKOL, POTHGTE TO Y10TPO, TO

QOPUOKOTOL) 1) TO VOGOKOO GO,

4. IMBavéic avemBounTeg evépyereg
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Onwg 6Aa ta papuaka, £T61 Kot 0vTd T0 APHOKO PUTopel vo TPokaAEcEL avemBOUNTES EVEPYELES, AV KoL OgV
TOPOVGLALOVTOL GE OAOVE TOVG avOpDTOVG.

Aldepyikéc avriopdosig

Edv €yete kdmolo amod ta akdiovba copntodpata petd T Aqyn tov Rolufta Ellipta, ctapatiete T ypion
OVTOV TOV PUPUAKOD KL EVI|LEPACTE GPEGT TO YLATPO cOG:

‘O ovyvég (umopet va ennpedcovy £0¢ 1 ota 100 dtopa):
- Kwmoudg
- depuatikod e&dvOnua (kvidwon) | Kokkvida

Yravieg (umopet va ennpedcovv émg 1 ota 1.000 dropa):
- ovpypos, Pyag 1 SuGKOAID GTNV OVATTVON)
- Eoevikd aicOnua advvapiog 1 atoviog (Tov UTopel vo 001 yNGEL GE KOTAPPELGT 1] ATMAELN
ouvveidnong).

Aldreg avemBOUNTES EVEPYELEG

Yoyvég (umopet va ennpedoovy émg 1 ota 10 dropa)
- TOYVLTOApia
- EMMOLVN Kol cuyvi ovpnon (UITopel va eival GOUTTOUN 0VPOLOTUMOENG)
- KOWO KPLoAOYNUa
- Aolpwén otn poTn Kot To edpuyya
- Pxag
- oioBnua wieong N TOvov ot pdyovio Kot To HET®MO (Umopel va glvan onpeio GAEYHOVIG TV
TOPUPPIVIOV KOAT®OV 0V 0VOUALETOL TUPOPPIVOKOATITION)
- TOVOKEQOAOG
- dvokootnTa
- VoG GTO GTOLO KOl OTO ACLUO

‘O ovyvég (umopel va emnpedcovy £mg 1 ota 100 dtopa)
- OKOVOVIGTOG KOPOLOKOG TOAUOG
- TOVOAOIUOG
- &npootopia
- dwrapayn yevong
- Ppayxos pwvig

Yravieg (umopel va emnpedoovv émg 1 ata 1.000 dropa)
- TOVOG OTO HATL

Mn yvooTi|g suyvoTnTag (1] oLYVOTNTO OV Pmopel va ektiun el omd to drabécyia dedopéva)
- peiwon oty 6poon N TOVOG 6T0, LATIO 60.¢ AOY®D VYNANG Ttigon (mbavd onueio YAAUK®UOTOC).
- Bopmm 6poon
- avénon g HeTpodEVNC TECNG TOL LOTION
- dvokoMa Kot TOVOG KOTA TNV 00pNoT - AT Umopel va givar onuddla andepaéng tmg ovpoddyov
KOOTNG 1] KATOKPATNONG OVP®V
- Cadn

Ava@opd avemBvunTOV EVEPYELOV

Edv mapotnpfioete Kamoto avemBOunT evépyela, EVIUEPMOGTE TO YIATPO 1) TO POPUOKOTOLO, 1| TOV/TNV
VOGOKOUO 6aG. AVTO 1oyVel Kot Yo, kKBe mhovn avembountn evépyela mov 0gv avaQEéPETAL 6TO TAPOV PUANO
odnywmv yprone. Mmopeite emiong va avapépete avemBounteg evépyeleg anevbeing, LES® Tov €BVIKOD
GUGTIOTOG OVOPOPAS TOV ovaypapeTol oto [apdpnua V. Méco tng avapopds avemBountoy evepysimv
umopeite va fondnoete ot GLALOYT TEPLGGATEPOV TANPOPOPIDV GYETIKA LE TV AGOAAELD TOL TAPOVTOG
QOPLLAKOV.
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5. og va pvrdcoete 10 Rolufta Ellipta
dvrdoocete avtd TO PhppoKo og BEom v omoia dev PAEmovv kat dev Tpoceyyilovv Ta ToudLd.

Noa pn yp1olLonoleite ovtd T0 PAPHOKO UETE TV MUEPOUNViL ANENS TOV aVOQEPETOL GTO KOLTL, TO di0KO Kot
1 GLGKELT ElTTVOMV PeTd T AEEN «AHEH». H nuepopnvia Aéng eivar ) televtaio npépa tov piva mov
ovVopEPETAL EKEL.

Kpatnote v 6ueKeLT] EIGTVOMV EVTOE TOL GOPAYIGHEVOD dIGKOV (DGTE VO TPOSTAUTELETUL OO TV VYPOCTO
KoL 0QapESTE TNV LOVO QUECHOG TPV amd TNV TPMTN ¥pNon. MOALS avolytel 0 016K0G, | GLGKEVT] EIGTIVODY
umopel va ypnoomomOei yio puéypt Kot 6 EBOOUAOES, EEKIVOVTAG A0 TNV NUEPOUNVIC AVOIYUATOG TOV
diokov. ['payre TV nuepounvio mov TPETEL VoL AmoppLPOEl 1| GLGKELT EIGTVOMYV, GTO YDPO TOV TAPEXETAL
omv etikéta. H nuepopnvia mpénet va tpootebei pog 1 cuckevn elonvodv agaipedel and 1o dicko.

Mnyv puAdocete oe Beppokpacio peyorvtepn tov 30 °C.

Edwv 1o elyate 610 Yoyelo, aproTe T GLGKELT EIGTVOMY TOLAGYIGTOV Lo OPpa MGTE Vo emavEADEL o€
Oeppokpacio doUTIOL TPV Ao TN YPNoN.

Mnyv metdte APLOKA GTO VEPD TNG OMOYETEVOTG 1] OTA OIKLOKA amoppippate. Potiote To poppokomold cog
Y10l TO TOG VO TETAEETE TO, PAPUAKO TOV OEV YPNCLOTIOLELTE Tl AVTd T, LETpa. Ba fondncovy otnv
TPOGTUGio, TOV TEPPAALOVTOG.

6. epreydpeva NG 6VOKELAGTUG KOL LOUTEG TANPOPOPIEg

T tepréyer to Rolufta Ellipta

- H dpactikn ovoia givar to ovpekidivio (og Bpoptovyo).

- H mapeyopevn d6om kabe epdmal etomvong (1 d0om mov eEépyetal and To EMGTOMO) Eivar
55 pkpoypappdpio ovpekAdviov (Tov 1wodvvapovy pe 65 puikpoypopudplo fpopovyov
ovpeKMOwiov).

- Ta, dGAAo cvotoTikd gival povoidpikn Aaxtoln (PAére mapdypago 2 «To Rolufta Ellipta mepiéyet
AaKTOM») Kol GTETIKO Payviolo.

Epg@avion tov Rolufta Ellipta kon wepieyopeve. TG cVOKELOGIOG

To Rolufta Ellipta eivat kdvic yio el0mvon o€ 00GELG.

H ovokevn sionvodv Ellipta amoteleiton amd £va mTAAGTIKO GO XPDOUOTOC YKPL, £VOL KAAVUUO ETIGTOUION
YPDOUATOG CVOLKTOV TPAGIVOL Kot Eva docopetpnty|. Eival cuekevacuévn oe dioko amd pOAA0 cdovuviov pe
aopovpEVO KaAvppa arovpviov. O diokog mepiéyet £va QoKeAoKO pe amoEnpavTikd yio T peioon g
vypaciag ot cuckevAGia.

H dpaotikn ovoia mapéyetal € AVKN GKOVTY| G€ KOUYWEAN EVTOG TG CLCKEVTG EICTIVOMV.

To Rolufta Ellipta dwatifeton 6€ cuokevacieg g 1 cuokevnc ElI6TVONOY oL TTEpLEyEL gite 7 eite 30 dooelg
Kol 6€ TOAVGVOKELAGIES TTOL TTEPLEYOLVY 90 (3 cuokevéc elomvonv Tav 30) ddcelg. Mmopel va un
KUKAOPOPOVV OAEG 01 GUOKEVAGIES.

Karoyog Adcrog Kvkhopopiog
GlaxoSmithKline Trading Services Limited
12 Riverwalk

Citywest Business Campus

Dublin 24

Iphavdia

D24 YK11

HopookevacTiig
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Glaxo Wellcome Production
Zone Industrielle No.2

23 Rue Lavoisier

27000 Evreux

ToAMa

Mo omoladnmote TANPOPOPin, GYETKE LLE TO TOPOV PAPUAKEVTIKO TPOTOV, TapakaleioTe va amgvbuvieite
GTOV TOTIKO aAVTITPOGMTO TOV KATOYOL TG Gdet0g KuKAOPopiag.

Belgié/Belgique/Belgien Lietuva

GlaxoSmithKline Pharmaceuticals s.a./n.v. UAB “BERLIN-CHEMIE MENARINI BALTIC”

Tél/Tel: + 32 (0)10 85 52 00 Tel: +370 52 691 947
lt@berlin-chemie.com

bouarapus Luxembourg/Luxemburg

“bepnun-Xemu/A. Menapunu bearapus” GlaxoSmithKline Pharmaceuticals s.a./n.v.

EOO/ Belgique/Belgien

Ten.: +359 2 454 0950 Tél/Tel: + 32 (0)10 85 52 00

besofia@berlin-chemie.com

Ceska republika Magyarorszag

GlaxoSmithKline, s.r.o. Berlin-Chemie/A. Menarini Kft.

Tel: + 420222 001 111 Tel.:+36 23501301

cz.info@gsk.com be-hu@berlin-chemie.com

Danmark Malta

GlaxoSmithKline Pharma A/S GlaxoSmithKline Trading Services Limited

TIf.: + 45363591 00 Tel: +356 80065004

dk-info@gsk.com

Deutschland Nederland

BERLIN-CHEMIE AG GlaxoSmithKline BV

Tel: +49 (0) 30 67070 Tel: + 31 (0) 33 2081100

Eesti Norge

OU Berlin-Chemie Menarini Eesti GlaxoSmithKline AS

Tel: +372 667 5001 TIf: +47 22 70 20 00

ee@berlin-chemie.com

EAirGoda Osterreich

GlaxoSmithKline Movonpécwnn A.E.B.E. GlaxoSmithKline Pharma GmbH

TnA: + 30210 68 82 100 Tel: + 43 (0)1 97075 0
at.info@gsk.com

Espaiia Polska

FAES FARMA, S.A. GSK Services Sp. z 0.0.

Tel.: +34 900 460 153 Tel.: + 48 (0)22 576 9000

aweber@faes.es

France Portugal

Laboratoire GlaxoSmithKline GlaxoSmithKline — Produtos Farmacéuticos, Lda.

Tél: +33 (0)1 39 17 84 44 Tel: +351 21 412 95 00

diam@gsk.com FIL.PT@gsk.com

Hrvatska Roménia

Berlin-Chemie Menarini Hrvatska d.o.o. GlaxoSmithKline Trading Services Limited
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Tel: +385 1 4821 361
office-croatia@berlin-chemie.com

Ireland
GlaxoSmithKline (Ireland) Limited
Tel: + 353 (0)1 4955000

Island
Vistor ehf.
Simi: + 354 535 7000

Italia
A. Menarini Industrie Farmaceutiche Riunite

s.r.l.
Tel: +39-055 56801

Kvmpog
GlaxoSmithKline Trading Services Limited
TnA: +357 80070017

Latvija

SIA Berlin-Chemie/Menarini Baltic
Tel: +371 67103210
Iv@berlin-chemie.com

Tel: +40 800672524

Slovenija

Berlin-Chemie / A. Menarini Distribution
Ljubljana d.o.o.

Tel: +386 (0)1 300 2160
slovenia@berlin-chemie.com

Slovenska republika

Berlin-Chemie / A. Menarini Distribution Slovakia
S.I.0.

Tel: +421 2 544 30 730
slovakia@berlin-chemie.com

Suomi/Finland
GlaxoSmithKline Oy
Pub/Tel: + 358 (0)10 30 30 30

Sverige
GlaxoSmithKline AB
Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

To mapdv @VALo 00N IOV YprioNg avadepOnke Yia TeELeVTAIN POPA OTIG

AdLeg TNYEG TANPOPOPLOV

Agmropepeic TANpoeopieg Yo 10 pApROKO aLTd givar dtféciuec 610 dikTLakd TOTo Tov Evpmmaikod
Opyoaviopov Gapudkmv: https:/www.ema.europa.eu.
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AvVaAVTIKEG 001 YiES YpONG
T givan 1 ovokevt] etonvo®@v Elliptas
Tnv Tpo™ Popd mov Ba ypnoiponomcete to Rolufta Ellipta dev ypetaleton va eAéyEete av 1 cuokevy

glomvomVv Aettovpyel coaotd. [lepiéyel mpopetpnuéves d0celg kot givar £Toun yuo dpeomn ypnon.

H ovokevaocia g cvokevig stonvo®v Rolufta Ellipta mepiéyer

Koamdxt tov e e

dlokKov

Yvokeun
ELOTVOV

Apuypovtiko

Aioxog

—_—

H ovokevn slonvodv cuokevdletatl e Eva dioko. Mnv avoifete To dicko péypl vo eiote £TOLHOL VO,
apYicETE TN YP1)ON TNG VEUS 6O GUOKEVTG EIGTVOMY. MOAIG €IGTE £TOLUOL VA YPT|CLLOTOUGETE TN
OVOKELT EICTVOMOV GaG TPAPNETE TO KamdaKt Yo va avoiEete 1o dloko. O diokog mepiéyet Eva QOKEAMOTKO e
QQUYPAVTIKO Yo TN Lel®ON TNG VYPOCiNG. ATOPPIYTE AVTO TOV ALPLYPOVTIKO PAKEAICKO — UMV TOV aVOIEETE,
TOV QUTE 1] TOV EIGTVEVGETE.

Orav Byddete ™ cvokeun elomvomdv and 1o dicko, Ba Ppicketar oy «KkAelotn» 0on. Mnyv avoilete ™)
GUGKELT] EIGTTVOMV UEYPL VU EIGTE £TOLNOL VU ELGTTVEDGETE Pid 0061 Qappdkov. MOALS avolytel o dickog
YpayTE TNV NuEpounvia “Amoppintetal HeTd amd” 6TO YMPO TOV TOPEYETAL GTNV ETIKETA TG CUGKELTG
elonvomv. H nuepounvia “Amnoppintetorl petd omd” eivor 6 efdopddeg amd Ty nUePOUNVIO OVOLYLOTOGC TOL
diokov. Metd tnv nuepounvio avt 1 cuokevn eleTvomv dgv Ba tpénel TAEov va, ypnoionoteital. O diokog
umopel va amoppleBel LeTd TO TPAOTO AVOLYLLOL.
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Edv puAdocetal o€ yoyeio, apioTe T CLGKELN EICTVOMV va. emavEADEL og Bepokpacio dwpaTiov yio
TOVAGYIOTOV [io dpa TPV TN XPHOT).

Ot avoAvTIKEG 00N YiEg XPNOMG TOL TAPEYOVTOL TOPOUKATM Yo TN ¥PNON TG cLOKEVTG elevomv Ellipta
propohv va ypnoiponrotnfovv yia ) cuokevY| el6mvody TV 30 docewv (emapkel yia 30 nuépeg) kabhdg ot
Y10. T1] GUGKEVT] EIGTVOROV TV 7 306€wV (ETapKel yio 7 NUEPES).

1) Awpdote avtéc TIg 001 Yieg TPy EgKivijoeTe
Edv avoi&ete ko KAEIGETE TO KAAVUNA, JOPIS VO EIGTVEVGETE TO PAPNROKO, O0 YAoETE TN 0061,
H yapévn 06on Ba mapapeivel pe aoc@aAeln 6TO EGMTEPIKO TNG GLOKELNG EIGTVOMV, OAAA dev Ba elvan TAEov

dwbéoyun.
Agv gival duvoti 1 Toyaio Ayn eMTAEOV TOGOTNTAG POPUAKOL T} SITANG 0OGNC UE [io ElGTVOT.

Kéivupe

Kdabe popd mov 10

AoconsTpnTic avotiyete, etoyalete
pia d6om Tov
Aglyvel m6oeg SOGEIG PUPUAKOV ATOUEVOVV (QOPLAKOV.

GTIV GUOKELN EIGTVODV.

IIpwv o6 TNV apyiki xp1on ™S
GUOKEVNG ELGTTVOAYV JEiYvEL OKPIPOG

30 d6cz1c.

Mertpdet avtiotpoea katd 1 kabs popd mov
avoiyeTe TO KOAVULLLOL.

‘Otav &govv amopeivel Ayotepes 0o

10 d60¢1g, T0 P166 TPURE TOV
docopeTpn T ELPAVIETOL KOKKIVO.
A@PHTOV YPNCLOTOMGETE TNV TEAELTAIOL
5001, TO P60 TUIILO. TOV OOGOUETPNTI|
ERPAVICETOL KOKKIVO Kl avaypaeeTaL 0
apOpdg 0. H cvokeun elonvomv 6og givat
TAEOV GoELL.

Av avoifete 10 KGALUUO pETE amd avTd, TO
YPOLA TOL docopeTpNTh Bor 0ANGEEL amd
U106 KOKKIVO G€ OAO KOKKIVO.

2) IpogTowpdote pio 660m

Heppévere @oTE VO 0vOIEETE TO KAAVPPO 0TV EIGTE £TOLNOL VO, ELGTTVEVGETE T1] 0061 6UG.
MnV avOKLIVEITE T1] GUGKEVT] ELGTTVODV.

o MetoKiveioTe T0 KAAVPPO TPOG TO KATM PEYPL VO, OKOVGTEL £VO, «KKAK».
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Emotopmo

Agpaymyog

To papuaxo cog eivar TAEov £TOLLO Yo ELGTVON.
O docopetpng petpd avtiotpopa katd 1 yio emiPePaimon.

o AV 0 00GOUETPNTIG OEV NETPIGEL UVTIOTPOPU KAODS AKOVYETUL TO KKAMK», TO QAPLOKO
ogv 0a yopnyn0Oei amd T GVOKELT] ELGTVOMV.
Emotpéyte T 010V QOPUOKOTOLO GOG Y10 VoL GOG GUUPOVAEYEL.

3) Ewonvevote To 0appRoKo 60g

o Kpatiote T 6vokev] £16TVOOV HOKPLE 0T TO 6TONG 6OG, EKTVEVSTE 610 PaOpo Tov
owe0dveote aveta.
Mnyv ekmvéete PEGO GTI] GLOKELT).

o Tomo0eT)67TE TO EMOGTONIO AVANESAE GTO YEIM GOC KUl KAEIGTE TA YEIM) GOS GPIKTA YOP®
amd avTo.
Mnyv @ppalete TovV aepaymyo Ue To dAYTUAN GOG.

/ , 4

Ta yeiln cog epapuofovy nTdvo
GTO OVOTOUIKO GYNLL0L TOV
EMOTOUIOV Y10 TNV EGTTVON.

Mnv opalete Tov agpaymyo e
To 3G TUAG Gag.

o [Mapte o poxpd, otabepn, fadid ewomvor|. Kpatnote v avarvon cag 660 10 duvatdv
TeEPLoGOTEPO (TOLVAGYIOTOV 3-4 devTEPOAETTAL).

o ATOUOKPVVETE T GUGKEDT] EIGTVOMV OO TO GTOUO GOLG.

o Exnvevote apyd ko pepa.
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Eivor mOBavé va pnv propécete va yevteite 1 va adicOavlsite 1o @appoko, axopn Kol 6tov
XPNOLUOTTOLEITE GOGTA T1] GLOKEVT] EIGTVODV.

Edv Belnoete va kabapicete ToO EMGTOUIO TNG GVOKELNG EIGTVODV YPTCLLOTOINGTE VUL OTEYVO
XOPTORAVTIAO TPV TO KAEIGLUO TOV KAADUUATOG.

4) Kleiote ™) ovokev] el6TVvOOV

ETpDETE TO KAAVULO TTPOG T EXAVD OGO TEPIGGOTEPO YIVETAL Y10l VO KOADYETE TO EMGTOLLO.
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