ITAPAPTHMA 1

MEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Ultibro Breezhaler 85 pukpoypappdpio /43 pikpoypoppdpia, KOViC Yo EI6ITVoT, GKATPA KoyaKiol

2. HOIOTIKH KAI IIOXOTIKH XYNGEXH

Kd&Be xaydaxio mepiéyet 143 pikpoypaptdpio UNAEIVIKNG v OKATEPOANG 1GOOVVOUT| LLE
110 pikpoypappdpio vdokatepOAng kot 63 pkpoypapdplo Bpopiodyov YAVKomuppoviov 16060vVapo
pe 50 pikpoypappdpio YAvKomuppoviov.

Kd&Oe mapeyouevn 66om (1 066M oL £EpYETAL OO TO EMGTOULO TNG GLVOKEVNG EIGTVONG)
meptéyel 110 pucpoypoppdapio UNAEVIKIG oaKatepOANG 160d0vaun pe 85 pkpoypappdpio
woaKATEPOANG Ko 54 (ikpoypoppdpia. Bpoutovyov YAVKOTUPPoVIiow 16000VOO Ue

43 LIKPOYPOUUAPIE YAVKOTUPPOVIOV.

"Exdoyo(a) ne yvoomn dpdon

KéBe kaydxio mepiéyet 23.5 mg Aaxtolng (og povoddpikn).

IMNo tov TApn Katdhoyo Tev ekddywv, BA. Tapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Kovig yia eiomvon| (okAnpd Koydkio) (KOVIC Yo ELGTVOR).

Kowydxio pe dtopavég KITptvo KomiKt Kol UOTKO S10paVES COLLO TTOL TEPLEYOVV Lo AEVKT £WC OYEOOV
Agvkn Kovr, pe Tov Kodko Tpoiovtog «IGP110.50» tummpévo pe prie ypopo kdto omnd 0o pmie
PAPOOLC GTO GO KoL TO AOYOTLTTO TNG ETALPELNG (U.)) TUTOUEVO LE LODPO YPDLLO TAVD GTO KOTAKL.

4, KAINIKEX IAHPO®OPIEX

41 OgpomevTikég gvositealg

To Ultibro Breezhaler evdsikvoton og pia Bpoyyodioctadtiky Oepaneio cuvtnpnong yo v
avaKoDELoN TOV CUUTTOUATOV o€ EVAAIKES 060EVELS e YPOVIOL ATOPPUKTIKY] TvELHOvordDeia (XAIT).

4.2  Aocoloyio kKo TPOTOS YOPNYNONG

Aocoloyia

H ocvviotdpevn 8001 eivat 1 E10TvoT TOL TEPLEYOUEVOL £VOG Koyakiov dmas nuepnoing, Ue xpron g
ovokeLng ionvonc Ultibro Breezhaler.

To Ultibro Breezhaler cuotivetot va. yopnyeitat v id1o dpa Thg nuépog kabe nuépa. Av mapoinebel
pio d6om, Ba Tpémetl va Anebei o cuvTopdtepo duvatd v idta Nuépa. Xtovg aobeveig Oa Tpémet va

didetan n odnyia va un Aappdvouy meptocdtepeg amd pia d0om TV nuUéEP.

Ewwoi tAnbuouol

Hlikiwuévoc minboouoc
To Ultibro Breezhaler pmopei vo ypnoyonombei 6t 6uvieTOUEVT] 06T GTOVG NMKI®UEVOVS acBEVEIG
(75 etV kot Gvo).




Neopiiy dvalertovpyio

To Ultibro Breezhaler pmopei va ypnoponombei ot cuvictodpevn d6on o€ acbevelg e N £0g
UETPLOL VEPPIKT SuoAetltovpyia. Xe acbeveis e cofoapn veppikn duoieitovpyio 1] VEPPOTADELD TEAKOD
o10diov Yo TV omoio amarteiTon S1Avon Ba TPETEL VoL YPNCLOTOLEITAL LOVO EAV TO TPOGOOKMEVO
0peL0g vITepTEPEL TOV EVOEYOUEVOD KIvdUVOoL (PBA. Tapaypdpovg 4.4 Kot 5.2).

Hroniiey dvalertovpyia

To Ultibro Breezhaler pmopei va ypnoponombei ot cuvictodpevn d6on o€ acbevelg pe Na £0g
pétplo nratikn dvoAerrovpyio. Kabott dev vdapyovv dtabéoya dedopéva yo v ypnon tov Ultibro
Breezhaler o¢ acfeveic pe coPapn nratikn SvcAettovpyio, amalteiton TPOCOYT G€ AVTOVG TOVG
acbeveic (BA. Tapdypago 5.2).

Houdiozpiroc minboouoc

Agv vrapyetl oxetikn yprion tov Ultibro Breezhaler otov maidiorpikd maAnvoud (kdrm

tov 18 e1dv) oy évdeién XAIL H acedieia kat amoteiesuatikotta tov Ultibro Breezhaler oe
ond1d dev Exovv akopo Tekpnprwbel. Agv vapyovv drabéoyio dSedopEvaL.

Tpbdmog yoprynong

Moévo yo ypnion dud etlonvong. Ta Koydxkio dev TPEMEL VoL KOTOTTIVOVTOL.

Ta koyakio TpEmeL va xoprnyodvtal Lovo Ue xpnon ¢ ovokeung etomvong Ultibro Breezhaler (BA.
napaypapo 6.6). [Ipénet vo ypnoyLonolEiton 1) GVGKELT EIGTVONG TTOV TAPEXETOL LLE KAOE VEQ GuVTOYT.

21ov¢ aoBeveig Oa mpémet va didovtar 0d1yieg Y10 TO GMGTO TPOTO YOPNYNONS TOL POPUAUKEVTIKOD
npoiovtoc. AcBeveic ol omoiot dev eppaviovv Bedtioon oty avamvor Ba Tpénel vo epotnHovv edv
KOTOMIVOLV TO QOPUOKELTIKO TTPOIdV OvTi va TO EIGTVEOLV.

IMo 0dMyieg oeTIKA LE TN ¥PNIOT TOV PUPUOKEVTIKOD TPOIOVTOG TPV Od TN Yopnynon, PA.
mopdrypao 6.6.

4.3 Avrevoeifeg

YrepevoaicOnoio 6Tig SpacTikég 0VGIEC 1) G€ KATO0 0td T EKO0Y 0 TOV AVOPEPOVTOL GTNV
mopdypago 6.1

44  E101kég TPOEOOTOU|GELS KL TPOPVAAEELS KATA T1) YP11O1)
To Ultibro Breezhaler dev Tpémel va ypnoLLOTOIELTOL TAVTOYPOVA [LE POPLOKEVTIKA TPOIOVTO TOV
TEPEXOVV AAAOVG PaKpdg dpdong B-adpevePYTIKOVG ay®VIOTEG 1 LOKPAS OPAOTG LOVOKAPIVIKOUG

AVTOY®VIGTEG, OMANOT TOPAYOVTEG TOV OVIIKOLV GTIS POPLOKOBEPATEVTIKES KOTNYOPIEG OTIC OOIEG
avAKOLV Kot To. suotatikd tov Ultibro Breezhaler (BAéne mapdypago 4.5).

AcbBua

To Ultibro Breezhaler dgv npénet va ypnoyomoleitot yio v avIlpeTdmion tov dobpoatog kabme dev
VILAPYOVV OEGOUEVA Y10 0T TV EVOELEN.

Ot paxpdg dpdong P-adpevepyikol oywvioTég Thavov va avéoovy Tov Kivouvo cofapav
avemIOOUNTOV EVEPYEIDV GYETIKAOV LE TO Ao, TEpLapPovopuévey Bavatov oyeTik@V e To dobjia,

otav YopnyovvTol Yo To dobua.

Agv gvogixvutal Yo ypron o€ oEelec KoTooTAOELS

To Ultibro Breezhaler dev gvdeikvutal yio TNV OVTIETOTIOT 0EEMV ENEIGOS IOV BPOYYOCTAGLOV.



YrepevacOnoio

Apeceg avtiopacel; vrepevaicinaiog Exovy avapepOel LETA TNV YOPNYNOT TNG WWOOKATEPOANG 1) TOV
yAvkomvppoviov, ot omoieg eivar ot dpaoctikég ovaieg tov Ultibro Breezhaler. Eqv spgaviefodv onpeio
OV V0L VITOONADVOLY OAAEPYIKEG AVTIOPACELG, GUYKEKPLUEVQL, OryyEL00idNnua. (Buokolieg 6TV ovamvon
KOL TNV KATATOG, S10YK®OT] TNG YADGOOS, TOV YEIAEMV KOl TOV TPOGMTOV) KVIdmomn 1 depratikd
e€avOnua, M Bepameio Oo Tpémel va SLaKOTTETAL OUESHOC KOl Vo, yopryeitar evaihlaktikn Oepameio.

Iopddo&oc Bpoyy0cmacLog

H yopriynon tov Ultibro Breezhaler pmopei va tpokoréoet mapado&o Ppoyydomacio o omoiog
gvdéyetal vo etvar amenTikog Yo, ) (on. Edv mapovciaotel avtod, 1 Oepaneia Oo mpénet va
SlokOmTETOL APECMG KoL Vo yopnyeiton evolhakTiky Oepameio.

AvtiyohMvepyikég emdpacels mov oyetilovtal LLE TO YAVKOTLPPOVIO

Tadkwuo kAsiotie yoviog
Agv datiBevton dedopéva yio achevelg e YAavkmpo KAEIOTNG YoViog Kat, o¢ ek TovTov, To Ultibro
Breezhaler 8o mpémet vo ypnoiponoieiton pe Tpocoyn o€ awTog ToVg acOeVELS.

Ot aoBeveig Bo TPEMEL VOL EVILEPOVOVTOL GYETIKA LLE TOL CT)LELDL KO TOL GUUTTAOLATO TOV 0EE0G
YAOUKOUATOG KAEIGTNG YOVIOG KO VO EVIILEPOVOVTAL Y1 Va. d1aKOTTouy T Xphon Tov Ultibro
Breezhaler o€ mepintmon mov eleavicovy KOO0 omd avTd To GNHELD 1] CUUTTOLATO.

Karoxpdnon otpwv
Agv datibevtar dedopéva Yo 0obeVELS pe KaTakpdTon ovpov Kat, ®g ek TovTov, o Ultibro
Breezhaler Oa mpénet va ypnoyonoteiton pe Tpocoyn o€ anTovg Tovg acheVeic.

AocBeveic ue cofapn veppikn dSusAsttovpyio

Métpua péom avénon g cvvolikng cvotnpatikig ék0eong (AUCst) 6To YAVKOTUPPOVIO MG

1,4 popéc mapotnpnOnKe o€ GTOUO LLE NTTLOL KO LETPLO VEQPTKT] SVCAEITOVPYin Kot £mG 2,2 POPEG O
dropa pe coPapn veppikn dvciertovpyia kot veppomdOeio telikov otadiov. Xe acBeveic pe cofapn
VeQPIKT SUGAEITOVPYia (EKTIUMUEVOG pLOLOC GTEPAOTIKTG S1]ONoNC Kéto Tov 30 mI/min/l,73 m?),
ovpmephappavopévay Tav actevay pe veppomddeio TeEAKoD GTadiov Yio TV omoio amatTeiTon
Ao, to Ultibro Breezhaler 6a mpénet va ypnoiponoteitatl pévo £6v 1o T1pocdok®UEVO OQELOG
vreptepel Tov gvdgyOpEVOL Kivdvvov (PBA. mapdypapo 5.2). Avtol ot acBeveic Oo mpénetl va
TOPOKOAOVOOVVTOL TPOGEKTIKA Y10 SUVNTIKES OVETIBVUNTES EVEPYELES TOL POAPLAKOV.

Kopdayyeiakéc emdpdoeic

To Ultibro Breezhaler 6o npémet va ypnoponoteiton pe tpocoyn o acOeveig pe Kapdioyyelonég
Swrapayés (otepaviaio vosog, 050 ELepayLo TOV HVoKapdiov, Kapdlakég appLulpies, veéptaon).

Ot B2-0dpevepyikol ay@vioTéG Pmopel vo Tapdyouy KAVIKE oNHavTIKY KapdoyyewKkn enidpacn oe
OPIGLLEVOVG 0GOEVEIS, OTMG LETPATOL e CLENGELG TOV GOLYLOD, TNG OPTNPLOKNG TiESNS 1/t
CUUTTOUATOV. ZE TEPITTMOT TOV TOPOLCLUGTOVV TETOEG EMOPAGELS UE AVTO TO POPLOKEVTIKO
TPOiov, evdéyeTal va eivar amapaitntn n dtakonn g epameiog. Enmpoctétmg, £xel avapephel 6TL 01
B-adpevepyikol aywviotég mapdyovv niektpokapdioypaeikég (HKI) aliayég, Onmg emmedomnoinon
tov endppotog T, mopdracn tov dSwwotipatog QT kot kKataotoAr Tov TUHatog ST, Tapd to 6T
KAMVIKT] ONUOGT0 0VTOV TV Tapatnpioey ival ayvaotr. ETouévag, ot pakpdg dpdong Po-
adpevepyikoi ayoviotég (LABA) M ta mpoiovto cuvdvaopod mov tepiéxovy LABA, dnwe to Ultibro
Breezhaler mpénet vo ypnoipomotovvton pe tpocoyr| og acBeveis e yvoot i eikalopevn Topdtacn
Tov dtaotuatog QT 1 wov kdvovy Bepameio. [Le PUPLAKEVTIKA TPOIOVTH TOL EXNPEALOVV TO JIUCTNILA

QT.



AocBeveig pe aotadn 1oyoyiKn KopdloKn VOG0, OVETAPKELD TNG OPICTEPTG KOIATNS, 1GTOPIKO
EUPPAYLLOTOG TOV HVoKapdiov, appubuio (eEatpovpévng g xpoviag oTafepic KOATIKNG LOPLLOPVYTS),
16TOPIKO eMUNKoLS cLuvdpopov QT 7N tev onoiwv to QTC (uébodog Fridericia) véotn empnkovvon
(>450 ms) eiyav amokAelotel 0md TIg KMVIKEG SOKIEG, KOl ETOUEVMG OEV VITAPYEL EUTEIPIO OE AVTEG TIG
opddec acbevmv. To Ultibro Breezhaler npémet va ypnoponoteitat pe mpocoyn o€ anTéc TIC OUAdES
acOevmv.

Ymoxohouptio

O1 B2-adpevepyiKol aymVIGTEG UTOPEL VO TOPAYOVY GTUAVTIKT] VITOKOAMOLIN GE 0pLoLEVOVG acheVEic,
1 omoia £xetl T duvatdmra va Tapdyel avemBounteg kapdiayyelakéc emdpdoeic. H peioon tov
KoAiov opov gival cLVOmE TAPOdTKN Kot OV omarteital GVUTANpoua. X acbeveic ue cofapn XAIl,
1 vrokoAopio propet va evioyvbei amd vro&ia kKot cuyyopnyoduevn Bepaneia, yeyovog mov pumopel
va ovéneel v evauctncio og kapdlakég appvduieg (BA. Tapdypago 4.5).

Klwvikd onpovtikég emdpdoeig vrokahonpiog dev Exovv mapotnpndei oe kAvikég pedéteg pe Ultibro
Breezhaler ot cuvictdpevn Bepancvtikn 06om (BA. mapdypopo 5.1).

Yrepyivkouyio

Ewonvor vymhdv 66cemv B2-adpevepyikadv aymvioTtdv umopel va mapdyet avénoelg g yAvkoing
nAdopatog. Katd v évapén g Oeponeiac ue Ultibro Breezhaler, n yAvkoin nhdopatog o mpénet
va Topakolovbeital To otevd o€ dafnTikovg acbeveic.

Kotd ™ ddpketa paxpoypdvimv KAVIKOV HEAET®V, KAWVIKA alloonueionteg LETOPOAEG TNE YALKOING
aipatog ftav yevikd cuyvotepeg oe acbeveig pe Ultibro Breezhaler ot cuvictdpevn d6om (4.9%) oe
oyéon e eovikd eapuakxo (2.7%). To Ultibro Breezhaler dev £yl epevvnbei oe acBeveic pe
AVETOPK®G PLOUILOIEVO GaKyop®OT SN TN, ETOUEVOS GUVIGTATOL 1) TPOGOYT] KO 1] OOPOiTT
TopaKolovON T o€ 0VTOVG TOVG AcHEVELS.

Levikéc dwatapoyéc

To Ultibro Breezhaler npénet va ypnoyonoeiton e tpocoyn oe aceveis pe dratapoyés omacudv 1
Ovpeotolikmon kat o€ acbeveic Tov Tapovcidlovy acVVOIGTN aVTATOKPIoN GE P2-0dPevEPYIKODC
OYOVIOTEG.

"Exdoya

AvTo 10 PUPLOKEVTIKO TTPOoioV TTePLEyEl AakToln. O acbeveis e omavio kKAnpovopikd TpofAnpota
dvoave&iog ot YoAakToln, TANPN OVETAPKELD AUKTACTG 1] KOKT arroppOPn ot YAVKONG-YaAaKTONg
deV TPETMEL VOL TAPOVV CVTO TO PAPLOKO.

45 Almlremdpaoceag pe GrAho QUPUUKEVTIKE TPOIOVTA Ko GAleS HOPQOES ailnieniopaong

H tavtoypovn yopnynon omd Tov GTOUATOG EIGTVEOLEVTG IVOOKATEPOANG Kl YAVKOTUPPOVIOL, GE
ouvOnKeg oTafepng KOTAGTAONG KO Y10, TIG OVO dPUCTIKEG OVGIES, OEV EMNPEACE TN QOPLOUKOKIVITIKY
KOveVOS €K TV 000 SPACTIKOV OVGLDV.

Aev éyovv die€aybel e1d1kéc pekéteg aArnAenidpaong pe to Ultibro Breezhaler. Ow minpogopieg
ava@optka pe v mhavotta adAnAemdpdoewv Pacilovial oty TOovOTNTO CAANAETIO PAGEDY
KaBevog amd Tig 00O dPUCTIKEG OVGIES TOV.



AgV cuVICTATOL 1 TOVTOY POV YPNoN

Amorlelotéc f-adpevepyia@y vrodoyéwv

O1 anokAeotég B-adpevepyikdv vrodoyémv umopet va eEacbevicovv 1 va avtayovilovtal t dpdon
TV B-adpevepyikdv ayoviotdv. Erouévag, to Ultibro Breezhaler 6ev 6o npémet vor yopnyeiton pali
LE OMOKAEIGTEG TV P-0dPEVEPYIKMV VILOS0YEWV (GUUTEPIAAUPAVOVTOL OPOOAUIKEG GTAYOVES), EKTOC
€av vtapyovv coPapoi Aoyot yia ™ ypron toug. Otav anarteital, O TpEMEL VO TPOTILOVTOL
KOPOLOEKAEKTIKOL AITOKAEIOTEG TOV B-adPEVEPYIKMY VIOSOYE®Y, TOPA TO OTL Ba Tpémet va yopnyohvtot

LLE TPOGOYN.

Avuyolivepyixa
H ovyyopnynon tov Ultibro Breezhaler pe dAla @oppokevtikd Tpoidvio mov mepiéyovy

avToMvepYKa dev Exet peketBei kat, mg ek TovTOL, dev cuvicTdtan (BA. Tapdypapo 4.4).

2ouraBopruntixd,
H mapdAinin yopriynon Aowmdv coumafopuiunTik®dy (LELOVOUEVE 1] 0 LEPOG GLVOLACUEVTG
Oepanciog) pmopei vo evicydoet Tig avemBOunTeg evépyeieg g wdakatepoAns (BA. mapdypopo 4.4).

Amouteiton T1pocoyn oV TovTdypovn ¥PNon

Ocpameio yio v vmokxelionuio

H mapdAinin Bepaneio yio vrokolopio pe wapdywya pedviosoavoiving, otepoetdn n un
KOAOGLVTNPNTIKG StovpnTikd propel va evicyboel TNV TV VTOKOAOULIKT] dPAcT TV P2-
AOPEVEPYIKDV OYDVIOTAOV, EMOUEVOG TPETEL VO. XPTOUYLOTOLovvVTaL e TpocoyT| (BA. mapdypapo 4.4).

No Aoppdaverar vtdyn KaTd Thv TouTdYpovn ¥PNo

Alnlemdpaoeic mov Pooilovion oo uetoforiouo Kol HETOPOPELS

AvocTtoAn TV BocIK®V TapayovTOY TOL GLVIEAODY TNV KaBapor wdakatepoing, tov CYP3A4 kat
g P-yAvkompwteivng (P-gp) av&avet ) cuotnuatikn ékbeomn og wdakatepOAn péypt dvo popéc. To
péyebog Tmv avénoewv g ékbeong Aoym aAlniemidpdoemv dev Bétel Txdv Bépata acpdAsiog
dedopévng g eumelpiog aopdielog e Oepameiog e OUKAUTEPOAT GE KAWIKEG UEAETEC UEXPL EVOC
£€T0VG G€ 0OGEIG LEYPL OVO POPEG T LEYIOTH GLVIGTOUEVT BgpamenTik SOCT WOOKATEPOANS.

2auendivy 1 GlAo1 avoagToAEic THS HETOPOPLC TWV 0PYAVIK®DY KATOVIWY

Xe o KAWIKN Heétn o€ vyieic 0ghovTég, 1 olueTidivr, £vag avaoTOAENS TNG UETAPOPES OPYUVIKDY
KOTIOVTOV oV Bempeital 0Tl cuvtedel TN VEPPIKT OTEKKPLOT) TOL YAVKOTLPPOVIOV, aDENGE TNV OAIKN
ékBeon (AUC) tov yhvkomvppoviov katd 22% kot peimoe ) veppikn kdbapon kotd 23%. Me Bdon
TO EDPOG OVTMV TOV LETAROADV, SEV OVOUEVETOL KOO KAIVIKG CTLOVTIKT QOPLUKEVTIKY
aAANAETIOpaGT OTOV TO YAVKOTLPPOVIO YopNYEiTOL TapAAANAa Le olueTIdivn 1 GAAOVG VOGTOAEIS TNG
LLETAPOPAG TOV OPYOVIKADV KOTIOVIMV.

46 TovipétnTo, KUNoN Kot yorlovyio
Kdbnon

Aev datibevtat Ta dedopéva omd ™ ypron Tov Ultibro Breezhaler otig éykveg yovaikeg. Meléteg og
(o oev katédelav dueon N EUUEST) TOEIKOTNTO GTNV GVATOPOY @YK IKOVOTNTO, 68 KAVIKO GYETIKEC
ekbéoelg (BAéme mapdypapo 5.3).

H wdaxatepdn pmopei vo avacTeidel TOV TOKETO AGY® YOAUP®TIKNG OPACTG GTOV AEI0 LV TG UNTPOG.
Enopévac, o Ultibro Breezhaler npémet vo ypnoyionoteiton Kotd tn S10pKeLo TG EYKDUOGHVIG LOVO
€0V TO OQPELOG Y10 TN UNTEPO, VITEPTEPEL TOV OLVNTIKOV KIVOVVOL Y1a. TO EUPPLo.



OnAacudg

Agv elval YvOoTO €AV 1] VOOKOUTEPOAT, TO YAVKOTLUPPOVIO KOl O1 LETABOAITEG TOVG OTEKKPIVOVTOL GTO
avOpdmivo yokao. Ta Stbéoyia QaproKoKvnTIKA/TOEIKOAOYIKE dedopéva E6E1EAV OmEKKPION TG
WOUKATEPOANG, TOV YAVKOTLUPPOVIOL KOl TOV HETABOATMV TOVG GTO UNTPIKO YaAo TV apovpainy. H
xpnon tov Ultibro Breezhaler amd yuvaikeg mov OnAdlovv Oa mpémet va e&gtaleton povo eav to
OVOLEVOUEVO OQEAOG Y10 TN YUVOiKa vl LeYOADTEPO Ao TO dVVNTIKO Kivduvo yia To EuPpvo (PA.
napaypao 5.3).

Tovipdémra

Melétec avamapoywyng Kot GALN 0edopEva o€ (MO dEV VITOOEIKVDOVV VG0 GYETIKA UE TN
yovipotta 1060 6Tovg vopes OGO KOl GTIC YUVOIKEGS.

4.7 Emopdacels oty tkavotnTa 001yNo61S Kol YEPICHOD PNy ovI|LaToy

AvT0 T0 PUPLOKEVTIKO TPOIOV OEV £xEL KLl 1] £(EL ACT|LAVTY] ETIOPOCT] GTNV IKOVOTNTA 001 YNONG
Ko xepiopod unyovnudtov. Hapodio avtd, n mapovaio (aAng TBavo va ennpedcsl TV KovOTnTo
odMynong Kat xepiopov unyavov (PA. Tapdypagpo 4.8).

4.8 AvemOounteg evépyeareg

H napovoioon tov tpogik aceareiog facileton otny suneipia pe to Ultibro Breezhaler kou tig
EMUEPOVG OPUCTIKEG OVTIEC,

[IepiAnwn Tov TPOPIA ACEIAELOG

H sunepio yio v acedieia ue to Ultibro Breezhaler mpoépyeton and v ékbeomn 6t cuviotduevn
Oepamevtikn d6om Yia Sidotnua £m¢ 15 unvav.

To Ultibro Breezhaler napovcioce mapdpoteg avemBOUNTeg eVEPYEIES UE EKEIVEC TOV EMUEPOVS
ovotaTikdv. Kabhg mepiéyetl wdakatepOin Kot YAVKOTUppdVIo, GTO GUVOVAGHO UTOPEL VOL AVOUEVETOL
0 TOHmog Kot 1 PapdTTe TOV AVETIOOUNTOVY EVEPYEIDY TOL oYETICOVTaL [1E KADE EXWUEPOVS GLGTUTIKO.

To wpoeik acealelog yopaxTnpileTal amd To TUTIKA AVTIXOAVEPYIKA KOl B-0dPpEVEPYIKA CUUTTMOULOTO
OV OYETILOVTAL [LE TO EMYLEPOVG GLGTATIKA TOV GLVOLAGLOV. AALeg TOAD GLYVEG avemBOUNTEG
gvépyeleg mov oyetifovtot fe 10 PapUaKeVTIKO TPoidv (TovAdytotov 3% twv acbevav yio to Ultibro
Breezhaler kot eniong peyodldtepo amd 6Tt Y1 10 EIKOVIKO QAPLOKO) TaV 0 PYOC, 1| pvoQapLyYiTda
KOl 1) KEQAAOAYiaL.

[MepANTTIKOC TVOKOC TOV oVETIOOUNTOV EVEPYELDV

O1 avemBOuNTeg EVEPYELEC TOV EVIOTIGTNKOV KOTA TIG KMVIKEG SOKIUES KAl od TNyEG LETA TNV
KUKAOQOpia Tapatifevtol KoTd KaTnyopio. GUGTHLOTOG 0pydvav cupeova pe 1o MedDRA

(TTivakag 1). Méoa og kO katnyopio. cLGTAUATOG OPYEV®Y, 0L AVETIOOUNTES EVEPYELES
tagvouovvtal pe Baon T ouyvotnTa, IE TPAOTEG TIS SLYVOTEPES avembvunteg evépyeleg. Evtoc kdbe
KOTNYOPlog GUYVOTITOG ELPAVIONG, Ol AVETIOVUNTEG EVEPYEIEG TOV POPLAKOL TopoTifevTol Katd
oBivovoa cepd cofapotntag. Exmpocbétmg, n avtictoyn kotnyopia cuxvotntog yio kafe
avemBount evépyela Paciletarl oty mopokdte cvuPacn: moAld cvyvés (>1/10), cuyvég (>1/100 £mg
<1/10), oyt ovyvéc (>1/1.000 £wg <1/100), omdvieg (>1/10.000 wg <1/1.000), ToAd omavieg
(<1/10.000), pun yvootég (dev pmopovv vo. ektiunoiv pe fdon to Stobécia dedopéva).



Mivaxag 1 AvemOounTteg evépysareg

Avem@ounteg evépyereg Katyopia cvyvomrog
AopuMEELS Kol TOPUCITOCELS

Aoipmén ToV OVATEPOV AVAUTVELGTIKOD GUOTNLLATOG [ToAD cuyvég
Pwogapuyyitida Suyvég
Ovporoipmén Zuyvég
[Mopappivokormitida Zoyvéc
Pwitda Zuyvéc
Al0TOPOYES TOV AVOGOTOUTIKOD GUGTILATOS

YrepevoioOnoio XuyvEg
Ayystooidnpo? Oy ovyvég
Awtapayés Tov petaforopnov ko e Opéyng

Y7repylvkopio Kot Gokyapmong stantng Zuyvéc
Poyratpikéc oratapoyss

Avnvia Oy ovyvég
AWTapayES TOV VEVPLIKOV GUGTLATOS

Z6n Yuyvég
Keporaryia ZuyvEg
[opoicOncio Emavieg
Op0aipikéc dwatapaysg

Madkopot Oy ovyvég
Kaopdrwokéc oratapayés

Ioyoykn kapdiomadeia, Oy ovyvég
Kolmikn pappapoyn Oy ovyvég
Taoyvkopdio Oy ovyvég
AloOnpo topov Oy ovyvée
AWTOPOYES TOV UVOTVEVGTIKOD GUOTI|LOTOS, TOV OdpaKa Kot Tov pecodmpaxiov
Bnyog Zoyvég
ZTOpaTOPAPLYYIKO dAYog Tephapavouévou epedioon Zuyvég
TOV ACLLOV

[opado&oc BpoyydomacLog Oy ovyvég
Avemvio® Oyt cuyvég
Enictaén Oy ovyvég
Al0TOPOYES TOV YUGTPEVTEPLKOD GLOTI|LATOS

Avoneyia Xoyvéc
Tepndova tov 0dovTmv Yuyvég
lootpeviepitiva Oy ovyvég
Enpooctopio Oy ovyvég
ATOpayES TOV OEPRATOS KOL TOV VTOOOPLOV 16TOV
Kvnopog/e&avonua Oy ovyvég
AWTOPOYES TOV HVOGKELETIKOV GUGTILATOS KO TOV GUVOETIKOV 16TOV
MUvooKeAETIKOG TOVOG Oy ovyvég
Mvikdg omacpog Oy ovyvég
Mouoiyia Oy ovyvég
ALyog 6T VO KoL KAT® GKpoL Oy ovyvég
AWTOPAYES TOV VEQPOV KUL TOV 0VPOPOP®OV 00DV

Amo@paéEn 0vpoddyov KVGTNG KOl KATAKPATNOT 00p®mV 2oyvég




I'evikég dratapayés Kol KOTAGTAGELS TNG 0000 Yop1ynong

Mupeéiot ZuyvEg
Owopakikd dlyog ZuyvEg
Oidnuo TepLpepiKod Oy ovyvég
Koénwon Oy ovyvég

! Avem@opnm evépystia mov mapotnpidnke pe to Ultibro Breezhaler odld oyt e ToL eTuépong
GUGTOTIKAL.

2 AVoQopég Tov EAPONGOY KaTé TNV EUmElpio. LeTd TV KukAopopic. Ot cuyvoTTES VTOAOYICTHKAY,
®0TOGO, LE PAcT) T, SEIOUEVH TOV KAVIKAOV OOKILMOV.

Ieprypaen emheyuévav aveml@OUNTOV EVEPYEIDV

O P Ty ovyvog, aAld cuvibmg Nrag EVIOoTG.

Avopopd THovoAoYOOUEVOV OVETLOVUNTOV EVEPYEIDV

H avagopd mBavoroyodpuevoy avemBOunT®mv evepyeimv LETA ad TN Yoprynon adsiog KukAlopopiog
TOL QPOPHOKEVTIKOD TPOIOVTOG Eivar oMpovTiKy. Emitpénet tn cuveyn mopakorovdnon g oyéong
0PELOVE-KIVOVVOL TOL PUPLLOKEVTIKOV TPOTOVTOG. ZnTeitan amd Tovg emayyeAMLOTiEG VYeiog va
AVOOEPOVY OTOLEGONTOTE TIHAVOALOYOVLEVEG OVETIBVUNTEG EVEPYEIEG LECH TOV EBVIKOD GUGTILOTOG
avagopdg Tov avaypdpetal oto [apdptnua V.

49 Ymepoocolroyia
Agv vrapyovV TANPOPOPIES aVapOPIKd e KAMVIKA oyeTikn vrepdocoroyio pe to Ultibro Breezhaler.

Ynepdocoroyia mbavov va odnynoet oe vIePPOAKES EMOPACELS TUTIKES TMV P2-A0PEVEPYIKADV
S1EYEPTIKMV TaPAyOVI®V, dNA. ToyvKapdia, TPOUOC, aicOnua TaAudY, kKepaialyia, vavTio, EUETOG,
vtvnAio, Kothokég appubuiec, petafoiuny o&émon, vtokaAloytio Kot vrepyAvkaipio | Thavov va
TPOKOAAEGEL AVTIYOMVEPYIKEG EMIOPACELS OTTMC 0LENUEVT EVO0EOdAUI TTieon (TpoKOA®VTAG GAYOC,
dratapayéc g Opaonc 1 epudpdTTA 0POAALOD), ETILOVT SVGKOIAOTNTA 1] OVGKOAEC TNV 0VPNON.
Evdeiicvotol oot pikTikn Kot GUUTTOUOTIKY Oepaneio. e coPapés mepmtdoels, ol acOeveic Oa
npénel vo voonigvovral. [a v Bepaneio tmv P2-adpevepycmv emdpaoemv, pmopel va Anedei voym
1N XPNOMN KOPIOEKAEKTIKAV B OMOKAEIGTAOV, 0AAY LOVO VIO TNV EMIPAEYN WTPOL Ko e EEOPETIKN
TPOCOYN, EPOGOV 1| YPNOT ATOKAEIGTMOV TOV B-00PEVEPYIKMY VITOO0YEMV UTOPEL VO TPOKOAECEL

Bpoyydoracyo.



5. ®APMAKOAOI'IKEX IAIOTHTEX
51 ®oppoxodvvopkés 1010t TEG

Doppokobepamevtikn kotnyopio: Odppaka yio 0c0éveleg andPpaing aepayymV, AdPEVEPYIKA GE
GUVOLAGHO HE ovTiyoAvepyikd, kmdikog ATC: RO3AL04

Mnyoviopodc 6pdong

Ultibro Breezhaler

Katd v towtoypovn xopnynon g woakatepoing kat tov yAvkorvppoviov pe to Ultibro
Breezhaler, mapéyeton mpdobetn amoteAeouatikOTNTo AOY® TOV S10QOPETIKOV UNYOVIoUDY dpdong
TOV EMPEPOVS CLGTATIKAOV, 01 OTOI01 GTOXEVOVV GE SLUPOPETIKOVS VTTOJOYELS Kot 000VG TPOKEUEVOD
v emitevy0el ydhaon Tov Aeiov Loc. AdYM TNG SIAPOPETIKNG TUKVOTITAS TMV P2-00PEVEPYIKMV
Vod0YEMV Kot TV M3-0Tod0yEmV OTIC KEVIPIKEG EVOVTL TOV TEPLPEPIKMY 00MV, O P2-aymVIeTEC Oal
TPETEL VO, EIVOL TTLO OTOTEAEGLOTIKOL OGOV 0LPOPA TN YAAACT) TOV TEPIPEPIKDV 0EPAYOYADV, EVOD LidL
AVTLOAVEPYIKT EVOOT] UTOPEL VAL EIVOL IO OTOTEAEGLOTIKT GTOVG KEVIPIKOVG AEPOy YOS, G £K
TOVTOV, Y10, BPOYYOOLIGTOAN TOGO TMV TEPLPEPTIKADV OGO KOl TOV KEVIPIKMY UEPAYOYDV TOV
avOpamTvov Tvevpova, propel va efvat eTmEeAng £vag cuVOLAGUOS PB2-0dPEVEPYIKOL QY ®VIGTI) KO
HOVOKOAPVIKOD Oy OVICTH.

Ivdoxarepoin

H wdaxotepoin etvar £vag pakpas dpaong aymvieTs TaV P2-adpevepyIKOY VITOSOXEMV Y1l Ao
nuepnoing yopnynomn. Ot eopraKOLOYIKES SPUCELS TV Oy OVIGTMV TOV P2-0dPEVEPYIKMY VITOSOYEWV,
TEPILOUPAVOUEVTG TG TVOOKOTEPOANG, LTOPOLY VO, 0030000V, TOLAAYIGTOV &V PEPEL, OTN O1EyEpoN
™G EVOOKLTTAPLOG OOEVOAKNG KUKAGOTG, TOL VEDILOV TOV KATOAVEL TN LETOTPOTY TG
TPLPOSPOPIKNG adevooivig (ATP) og kukAkn-3”, 5’ -uovoewo@opikn adevosivn (kukAikd AMP).
Avénpéva eninedo kukMKNg AMP mpokaloOv yoddpwon tov Bpoyytkod Agiov pvdc. Meléteg in vitro
€yovv Oei&et OTL 1) VOAKOTEPOAT), TOPOLGIALEL TOAAATAMG LEYOAVTEPT] Cy®VIOTIKT OPAoT) GTOVG Pe2-
Vod0YElg o€ oYéomn e Tovg P1 Kot Pa-vmodoyels.

Koatd v elomvon, 1 wwdoakatepdin dpa TOTIKE GTOV TVELUOVA MG BpoyyodtacTodtikd. H
wdoKATEPOAT Elvar Hepkds oy @VIGTIS 6ToV avBpmdmTvo P2-0d pevepPY KO VITOSOYEN LLE VOVOLLOPLOKT
dpacTIKOTNTO.

[opd to 611 01 P2 -adpevepytkol vITodoyelg eivat o1 KLPLOPYOL AdPEVEPYIKOL VTOOOYEIS GTOV PPOYYIKO
Aeto po kot o1 Pi- adpevepykoi vtodoyeis eivar o1 Kupiapyot vodoyelg oty avBpdmvn Kapdid,
VIAPYOVY aKouT P2-adpevepytkol vodoyeic oty avBpmnivn Kopdid, ot omoiot amoteAovv to 10-50%
TOV GUVOMKOV adpeVEPYIKADV LIodoyémv. H mapovsio toug oty kapdid avEdvel v mbavotnta Ot
KON KOl AKPWMG EKAEKTIKOL B2-00peVEPYIKOL Oy VIGTEG UITOPET VO £XOVV EMOPAGEIG GTNV KAPOAL.

T Zvkomvppovio

To yAvkomuppovio givar £vag e10TVEOIEVOG LOKPAG SPAONS OVTOYMVIGTHG TOV HOVGKOPIVIKOD
vrodoyéa (avtiyolvepykd) yio TNV dma nuepNcing yopnyovuevT Ppoyyodtactaltikn Oepameio
ouvtipnong mg XAIL Ta napacvpmadntikd vedbpa givor 1 KOpLo BPoyY0GUGTUATIKY VELPIKT 000G
GTOVG ALEPAYWYOVG, KL O YOAWVEPYIKOG TOVOG OMOTEAEL TO BUCIKO AVAGTPEYILO GTOLYELD TNG
amoepaing g pong tov aépa otn XAIL To yAvkomuppdvio dpa avacTéELAOVTAG T
BpoyyocvoTadTiKn SpAon TG AKETVAOYOAIVIIG GTO gl HUTKA KUTTAPA TOV 0EPAYDYDV, Kl ETOUEVMG
SL0GTEALEL TOVG AlEPAYYOVG,

To Bpmuiovyo yAvkomuppovio ival EVOC VYNANG GUYYEVELNG OVTAYWOVIGTHG TOV LOVGKOPIVIKOD
vrodoyéa. H exhektikodtnta Yo toug avBpdmivoug vtodoyeic M3 éxet kataderyBel 0Tt etvon
TOVAGYIGTOV 4 POPEG LEYOADTEPT AITO QVTY] Y10 TOLS OVOPDTIVOLS VTTOdOYElG M2 ypnoLomoLDVTOG
UEAETEG TPOGOESTC PUSIOCT|ULOCHEVOL LOPIOV.
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DopuoKkodLVVOLLKEC ETOPACELS

O ovvdvacpog wdokatepoAng kat yAvkonvppoviov oto Ultibro Breezhaler enédeiée tayeio évapén
dpdong, eviog 5 Aertmv petd ™ xopnynomn g doons. H enidpaon mapopével otabepn kab’ 6Ao to
24-®po pecoddoTne TV 00CEWDY.

H péon Bpoyyodoctaitikn dpdomn mov dumictmbnke pe dtadoyikég petpnoelg tov FEV1 o dtdotmua
24 wpov nrav 320 ml petd and 26 efdopades Oepamneiog. H enidpacn frav onuovtikd peyaidtepn yio
to Ultibro Breezhaler, og cOykpion pe v wdakoteporn, To YALKOTuppovIio 1 T0 TLOTPOTLO
uepovouéva (dtapopd 110 ml, yio kébe cvykpion).

Agv vanpéav evdeielg tayeiag avoconoinong oty enidpacn tov Ultibro Breezhaler ue mv népodo
TOL YPOGVOL KATA TN GVYKPLOT| LE TO EIKOVIKO PAPIUKO 1] TO EXUEPOVS GLGTATIKA TOV MG
povoBepomeiec.

Eridpaon arov kopdioxd pvluo

O1 emdpdoelg otov Kapdlokod pubud e vyieig eBelovtég diepeuviOnkay HeTd amo epanas doomn
4 popég peyarvtepn and ) ocvvictopevn Oepomevtikn d6on Ultibro Breezhaler yopnyoouevn og
TE60EPO. PriLaTo avd pio ®po Kot GUYKPIONKAV LE TIC ETOPACELS TOV EIKOVIKOD QUPLAKOV, TNG
WOUKATEPOANG, TOV YAVKOTLPPOVIOL Kol TNG COAUETEPOANG.

H peyaldtepn ¥povikd avTioTo o HEVT aDENCT GTOV KopdloKd puBud 6e GUYKPLON HE TO EIKOVIKO
eapuaxo frav +5,69 bpm (90% CI [2,71, 8,66]), ko 1 peyolvtepn peimon frav -2,51 bpm (90% ClI
[-5,48, 0,47]). Zvvolikd, n exidpacn 6Tov Kapdakd puOud pe Ty tapodo tov xpdvov dev édeilée
otafepn pappokodvvouikt enidpacn tov Ultibro Breezhaler.

Atepgovnnke o kapdiokog puOuog oe acbeveig e XAIl og vrepbepanevticd enineda 66onc. Aev
napatnpHOnkay onpovtikég endpdoeig Tov Ultibro Breezhaler oto péco kapdiaxd pubud og didotmua
24 wpov kabmg kol aTov Kapdlako puOud tov a&lohoynonke petd amd 30 Aemtd, 4 dpec kot 24 dpe.

Aidornua QT

Mia d1e€odn perétn tov dwaotriuatog QT (TQT) oe vyieic e0ehoviég pe VYNAEC SOGELS EIGTVEOUEVNC
wdakatepOANG (€mg Kol SumAdoia 0661 amd T PEYLGTH GUVIGTOUEVT] BEPATEVTIKT d0GT)) OeV £d€1se
KAMVIKG onuovTikn enidpocn oto dtdotnua QT. Ouoing, dev mapatnpndnke Tapdtacn tov QT ue 1o
YAVKOTVPPOVIO o€ pio pedétn TQT petd amd gilomvedpevn d6om 8 popég LeyaldTepn oo
cUVIGTOUEVT DepamevTikn 600,

O1 emdpaoeig tov Ultibro Breezhaler oto didotnpo QTC diepeuvinkay o€ vyleic e0glovtég petd amo
ewonvon| Ultibro Breezhaler o€ 660m £w¢ kot 4 opég peyaidtepn amd T GUVIGTOUEVT OepomenTiKy
5001 yopnyovuEVT o€ TEGoEPH O0GOAOYIKA Prinata avd pio dpa. H peyolvtepn ypovikd
OVTIGTOLIGEVT] L0POPE EVOVTL TOV EIKOVIKOD (appdkov tav 4,62 ms (90% CI 0,40, 8,85 ms), kot n
peyaAvTEPT XPOVIKA o€ avticToyia peimon Nrav -2,71 ms (90% CI -6,97, 1,54 ms), vrodeikviovtag
ot to Ultibro Breezhaler dev eiye onuavtikn exidpacn oto didotmpa QT, dnwg avapevotay po Baon
TIG 1010TNTEG TV CLUGTATIKOV TOV.

Ye acBeveig pe XATl, ot veepbepamenticég 60ceig petald 116 pukpoypoppdplo/86 pikpoypoppdpio.
Kot 464 pkpoypappdplo/86 pikpoypopupdapia Ultibro Breezhaler epedvicay peyoaldtepo 1ocootd
acBevav pe avénoelg tov QTCF évavtt e apywng Tung peta&d 30 ms ko 60 ms (pe edpog oo
16,0% éw¢ 21,6% évavtt 1,9% o 10 €1KOVIKO QAPLOKO), 0ALG OEV LINPYAY CLENGELS TOV

QTcF >60 ms and v apywn Tyn. To vynAdtepo eminedo d6omg

tov 464 pikpoypapudplo/86 pucpoypaupdpio Ultibro Breezhaler ntapovoioce eniong pia peyorvtepo
1060070 amoAVTOVY Twdv QTCF >450 ms (12,2% évavtt 5,7% y10. T0 IKOVIKO QAPUAKO).
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Kdldio opod xou yrvrdln aipozoc

Ye vyteig ebehovtég, petd ) xopnynon Ultibro Breezhaler e d6om 4 @opég peyolvtepn amd ™
GUVIGTOUEVT BepamenTikn 600, 1| EXiOPACT) 6TO KAALO0 0pov MTaY TOAD pikpn (LEYIoTN dtopopd —
0,14 mmol/l 6 ovykpion pe To KOVIKO Qappoko). H péyiom enidpacn ot YALKOIN aipatog fav
0,67 mmol/I.

KAMvikn orroteleoatikdTNTo. Kol ACQAAELD

To mpdypappa kKAvikng avartuéng @daong I tov Ultibro Breezhaler mepieapfove €L peréteg, otig
omoieg evtayOnkov mévo oo 8.000 acbeveic: 1) pio eheyyduevn pe EIKOVIKO APUOKO Kol dPOGTIKO
mopdyovta (tvdakatepOAn Anas NUepNcimg, YAVKOTLuppOVIo ol nuepnoing, avotd TIoTpoOmTo Amos
nuepncing) uerétn didpkelag 26 efoouddmv 2) pio eeyyOUeVN LE SPUCTIKO TAPAYOVTOL
(provtikalovn/carpetepOAn d1g NuepNGimg) peAétn didpkelag 26 efdouddwv, 3) pia eheyyOuevn ne
dpaoTIKO TOPdyovTo (YAVKOTLUPPOVIO Aol NUeEPNOIS, avolKTo TIOTPOTIO Amas NUePNGImS) LEAETN
ddpkelog 64 efdopadmv, 4) pio eEAeyyOLEVN HE EIKOVIKO PAPUAKO HEAETN d1apKELNG 52 EBSOUAdWY,
5) nio eleyyduevn pe eKovIKO GAPOKO Kot SPAGTIKO TapdyovTa. (TIOTpOmio dmal nuepnoing) HeAém
AVTOYNG GTNV Aoknomn, d1apketog 3 efdopddmv Kot 6) pia ELeyyOLEVT] LE SPUCTIKO TOPAyOVTO.
(provtikaLovn/caluetepoin dig nuepncing) peAétn didpkelag 52 efdopddmv.

e TE00EPIS amd OVTEG TIG LEAETEG EVTAYONKaV aoBeveic pe KAVIKT S1dyvmon HETPIOG EmG coPapng
XAIL Xt perétn ddpketag 64 fdopddwv ot acheveic mov evidydnioy Exacyav and coPapr Emg
oAb coPapn XAII pe 1otopikd >1 v 1 coPapmv tapovoudy XAIl katd to Tponyoduevo £tog.
211 pelén eleyyouevn Le dpacTikd mapdyovta didpkelag 52 gfdopddwv, ol acbeveic mov gvidyOnkay
énacyav amd Nmo £ oAl coPapn XAIT pe wropkd >1 fmwv 1 cofapadv tapoivopmv XAIl kot
TO TPONYOVUEVO £TOG.

Emdpdoeic oty mvevuovik Aertovpyia

To Ultibro Breezhaler enédeiée KAvikd oNUAVTIKEG PEATIOGELS OTNV TVEVHOVIKT AELITOLPYiO (OTMG
UETPNONKE LE TO TayEmS eKTVEOUEVO OYKO o€ £va, devuteporento, FEV1) o d1dpopec kKAMviKEG LEAETEC.
e peréteg @aong 1L, n Bpoyyodiactartiky dpdon mapatnpndnke eviog 5 Aentdv PeTd v TpdT
d6om kot dlatnpndnKe Katd ™ S1pKeLR TOL 24-OPOV HEGOOIOGTHLOTOS TMV OOCEWMV LETA TNV TPATN
do0m. Agv mapatnpninke e€acBivion g Ppoyyod1acTUATIKNG dpAcNS UE TNV TAPOS0 TOL YPOVO.

To péyebog g enidopaong e&aptidtav amd Tov Pabuod g avaoTPEYILOTNTAS TOV TEPLOPLGLOD TNG
PONG TOV a€pa TNV OPYIKN TN (e€ETATTNKE YOPNYDVTOS £va Ppoyelag-0pacng avToymVIGTI) TOV
LLOLGKOPIVIKOD vITodoyéa Kot Evo. Bpayeiac-dpaong frtaz-aymvict Bpoyyodiactoréa): Ot aceveis pe
YOUNAOTEPO BaBUo avacTpEYOTNTAG amd TV apyikn Tun (<5 %) Tapovoiacay yevikd youniotepn
Bpoyyodiotaltiky avtandkpion o€ oyéon pe acheveig pe vymAodtepo Padud avastpeydTnToS 0md
™mv apykn T (=5 %). 16 26 efdopades (kvplo kataAnktikod onueio), to Ultibro Breezhaler
avénoe tov katdtato FEV1 katd 80 ml otoug acbeveic (Ultibro Breezhaler n=82; sicovikd @dppoxo
n=42) pe 1o younAdtepo Pfobud avaotpeydmrag (<5 %) (p=0.053) kot katd 220 ml 6tovg

acBeveic (Ultibro Breezhaler n=392, sicovikd @dappoko n=190) pe évav vyniotepo Paduod
avooTPEYILOTNTOG Otd TV apyikn Twn (>5 %) o€ cuykpion pe To eikovikd eappako (p<0,001).

Kororarog kou péyrorog FEVa:

To Ultibro Breezhaler abénoce tov katdtato FEV1 petd ) d6on katd 200 ml oe cuykpion pe to
EIKOVIKO QAPULOKO MG TPOG TO KVPLO KATUANKTIKO onpeio Tov 26 gfdopddwv (p<0,001) kot emédeite
GTOTIOTIKA GNUOVTIKEG OLENGELG GUYKPLTIKG LLE TO BEPATEVTIKA GKEAT] LE KABEVO O0mTO TOL ETUEPOVG
GVOTOTIKA (vdaKaTePOAN Kot YAVKOTUPPOVIO) KaODC Kot pe To Bepamentikd oKkEAOG e TIOTPOTIO,
O MG POIVETHL GTOV TOPOKAT® TIVOKOL.
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Kotdtatog FEV1 petd m 66om (néon i) eEhdpotov 1eTpay@vov) Ty npépa 1 ko mv
gfodopaoa 26 (KOpPLo KOTUANKTIKO onpeio)

OgpamEVTIKI SLOPOPA Hpépa 1 Epdopdada 26

Ultibro Breezhaler — gucovikd @appoxo 190 ml (p<0,001) 200 ml (p<0,001)
Ultibro Breezhaler — wdaxatepoin 80 ml (p<0,001) 70 ml (p<0,001)
Ultibro Breezhaler — yAvkornvppdvio 80 ml (p<0,001) 90 ml (p<0,001)
Ultibro Breezhaler — tiotpémio 80 ml (p<0,001) 80 ml (p<0,001)

H péon tryun tov FEV1 mtpv ) 060m (Lécog dpog tav Tipdv mov eAnedncay ota 45 kot 15 Aentd mpv
Ao TNV TPV OGN TOV PAPUAKOL TN LEAETNC) TAY GTATIOTIKA onpavtikn vrép Tov Ultibro
Breezhaler v gfdopdda 26 o ciykpion pe ™ erovtikaldvn/coalpetepoin (dlopopd péong Tiung
gloyiotov tetpaydvev Oepareiog 100 ml, p<0,001), tnv efdoudda 52 6g cHYKPIOTN LLE TO EIKOVIKO
@AappoKo (Srapopd péong T eloyiotov tetpaymvev Bepameiog 189 ml, p<0,001) ko og OAES TIC
emokéyelc £mg v efdoudda 64 oe chyKplon e To YAVKOTLPPOVIO (S10popd PEoNS TNG eAayioTmV
tetpaymvev Beponeiog 70-80 ml, p <0,001) xon to T10TtpdmIo (S10popd LEGTG TILNG EAAYICTMV
tetpaydvov Bepaneiog 60-80 ml, p <0,001). Kotd v eheyyopuevn pe dpactikd Topdyovto SipKeLog
52 gfdopadmv perétm, n péon T tov FEV1 pv m 600m 1tav GToTioTIkG GNILOVTIKY VITEP TOV
Ultibro Breezhaler o 6Aeg 11 emiokéyelg uéypt v fdopdda 52 oe chykpion pe m
ehlovtikaLovn/caipetepoin (Sopopd péong Tiung erayiotmv teTpaymvav Oepameiog 62-86 ml,
p<0,001). Katd v efdoudada 26, to Ultibro Breezhaler enépepe otatiotikd onuavtikn fedtioon tov
péywotov FEV1 6e oyéon e 1o gucovikd @apuaKo oTig Tpates 4 dpeg Letd ) 60om (Stapopd péong
g elayiotov tetpaydvov Oepareiog 330 ml) (p<0,001).

FEV1 AUC:
To Ultibro Breezhaler abénoe v AUCo-12 tov FEV1 petd ) d6om (k0pio katodnktikod onpeio) kotd
140 ml o116 26 gfdopddeg (p<0,001) oe oyéon pe Tt AovTIKa(OVN/COAMLIETEPOA.

ZOUTTOUOTIKES EKPAOELC

Avamvevo Tkt duoyépelo:

To Ultibro Breezhaler peinoe o€ otatiotikd onuavtikd Babud v avomveusTtikn dLVoEPELn, OTTmG
a&loroynOnke pe Bdon 1o Agiktn Avonvolag MetdBaong (TDI). Enédeile oratiotikd onpuovtikn
BeAtioon cOupmva pe v eotiakn Badporoyio TDI v efdoudda 26 £vavil TOL EIKOVIKOD QOPULAKOD
(Srapopd péong Tung ehayiotwv tetpaydvov Oepaneiog 1,09, p<0,001), tov tiotpomiov (dtapopd
uéong Tiung edayiotov tetpayavev Oepareiog 0,51, p=0,007) kot ™¢ erlovTikalOovNng/GaAUETEPOANS
(Srapopd péong Tung ehoyiotwv tetpaymdvoy Oepanciog 0,76, p=0,003). O1 fedtidoElg EvavTt TG
wdakaTePOANG Kot ToL YAvkomvppoviov rav 0,26 kor 0,21, avtictorya.

‘Eva otatiotikd onpavikd vynidtepo tocootd acevav mov éhafav Ultibro Breezhaler
avtamokpidnkav pe Pedtioon katd 1 fabpd M tepiocdtepo cOLEOVA pe TV €oTiokT fabpoioyia TDI
v fdopada 26 £vavTt Tov KOVIKOD Qapudkov (68,1% kat 57,5% avtictorya, p=0,004). Eva
VYNAOTEPO TOGOGTO OIGHEVAOV TOPOVGIAGAV KAVIKG CTLOVTIKT avTOTOKpion v efdopdda 26 pe 1o
Ultibro Breezhaler évavti tov trotpomniov (68,1% yia o Ultibro Breezhaler évavtt 59,2% yia 1o
TotpomIo, P=0,016) Kon g pAovTiKalovng/coipetepding (65,1% yw o Ultibro Breezhaler évavt
55,5% yw ™ phovtikalovn/carpetepoin, p=0,088).

Toiotyro {wng mov oyeti{etou pe thv vysia:

To Ultibro Breezhaler enédei&e eniong otoTioTIKG ONUOAVTIKY EN1OpOOT GTNV TOOTNTA (ONE TOV
oyetiCetan pe v vyeio, 1 omoia petpnonke pe ™ xpnon tov Epotmuatoroyiov St. George yia to
Avanvevotikd (SGRQ) omwg vrodeikvietal and T peimon ot cvvoln Pabuoroyio SGRQ otic
26 gfdopddeg EVOVTL TOV EIKOVIKOD QApUAKOL (S1apopd LEGTG TING ELOYICTOV TETPOYDVEOV
Oepoameiog -3,01, p=0,002) ka1 tov TI0TpOTioL (S10pOPA LEGTG TIUNG ELOYIGTMV TETPOYDVEOV
Oepaneiog -2,13, p=0,009) kot o1 HEIDGEIS EVOVTL TG VOOUKOTEPOANC KOIL TOV YAVKOTLPPOVIOL NTa -
1,09 kan -1,18 avtictoyo. X1ig 64 €fdouddeg, N LeiwoN £VAVTL TOV TIOTPOTIOL NTAV GTATIOTIKA
onuavtiky (d1popd péomng TING erayiotmv TeTpaydvay Beparciog -2,69, p<0,001). Ztic

52 gfdopddeg, n peimon Evavtt g AOLTIKALOVNG/COAUETEPOANG TV GTUTIGTIKG GT)LLOVTIKT
(Sropopd péone Tung ehayictov tetpayovov Oepaneiag -1,3, p=0,003).
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"Eva vymAdtepo mocoot6 acbevav mov éhafav Ultibro Breezhaler avtamokpifnkav pe kAvicd
onuavtikn Beitioon g Pabuoroyiog SGRQ (opiletar wg peiwon tovddyiotov 4 povadwv and v
TN ovapopdc) v efdopdda 26 Evavtt Tov £KovViKod appakov (63,7% kot 56,6% avtictoyya,
p=0,088) ka1 tov tiotpomiov (63,7% vyia to Ultibro Breezhaler évavtt 56,4% yio to T10TpoTIO,
p=0,047), v gpdopndada 64 £vavtt Tov YAvkomvuppoviov Kot Tov Tiotponiov (57,3% ya to Ultibro
Breezhaler évavtt 51,8% yia to yAvkomvppovio, p=0,055, évavtt 50,8% yia to Trotpodmio, p=0,051,
avtioTorya), kot Vv efdopdda 52 Evavtt g rovtikaldvng/coruetepding (49,2% ywa to Ultibro
Breezhaler évovtt 43,7% yia ) @AovTikalovn/caApneteporn, oyetikodc Aoyos: 1,30, p<0,001).

Kabnuepivés dpaotnprotnes

To Ultibro Breezhaler enédeife ototiotikd peyolvtepn Bektimon évavtt TOL TIOTPOTIOV 6TO TOGOGTO
TOV «NUEPDV UE IKOVOTNTA EKTEAEONC TV GLVNOICUEVEOV KOOMUEPIVAOY SPACTNPLOTHTOV» GE
dtdotnua 26 fdouddmv (drapopd péong Tiung edayiotav tetpaydvey Bepomreiog 8,45%, p<0,001).
>mv gPdoudda 64, to Ultibro Breezhaler mtapovcioce apuntikég Peltiwoelg Evovtt Tov
YAVKOTTVPPOVIOL (Sl0popd LEST|G TYWNG EAayioTOV TETpaydvay Bepameiag 1,95%, p=0,175) ko
GTOTIOTIKY] PEATiOoN EvavTl TOV TIOTPOTiov (S10popd LEGTG TIUNG EAAYICT®V TETPAYDOVOV Bepameiog
4,96%, p=0,001).

Hopolvouoi tne XAIl

Ye po perémn 64 gfdopddwv, 6mov cvykpibnke to Ultibro Breezhaler (n=729), to

yAvkomvppovio (N=739) ko to tiotpdmio (N=737), to Ultibro Breezhaler peiwoe 1o avd é1og mocootd
TV pEtplov 1 cofapdv mapofucuav g XAIl katd 12% évavtt tov yAvkomvppoviov (p=0,038) kot
Katd 10% évavtt Tov trotpomniov (P=0,096). O apBudc tmv pétprwv 1 cofapdv TapoEuopmy g
XAIT avd étn Oepaneiog acBevadv frav (0,94 yio to Ultibro Breezhaler (812 nepiotatikd), 1,07 yio. to
yAvkomvppovio (900 meprotatikd) kot 1,06 yia to tiotpdmio (898 nepiotatikd). To Ultibro Breezhaler
eMioNg LEIMOE OTATIGTIKA GMLLOVTIKA TO 0VA £TOC TOGOGTO OA®V TV Taposvoumy e XAIl (mwmv,
HETP@V £0G coPopdv) katd 15% o oyéon pe to yAvkomvppovio (p=0,001) kot katd 14% oe
obvykpton pe 1o totpodmio (p=0,002). O apBudg dAwv tov Tapoévoudv e XAll/étoc Oepaneiog
acbevovc Ntav 3,34 yo to Ultibro Breezhaler (2,893 nepiotatikd), 3,92 yio 1o yAvkomvppovio

(3,294 meprotatikd) ko 3,89 yio o tiotpomio (3,301 neplototiKd).

e po pedét 52 gfdouddwv, 6mov cuykpibnke to Ultibro Breezhaler (n=1.675) xow n
erovtikalovn/caiuetepoin (N=1.679), o Ultibro Breezhaler nétuye tov npwtapyikd 61630 TG
UEAETNG TTOL OPOPOVCE T UN-KOATWOTEPOTNTO TOV TOCOGTOV OAMV TV TapoSuopumy e XAIT (Mmwy,
uétplmv N coPapmv) Evavtt g pAovTikalovng/ocoipuetepoine. O aplfudg OAmV TV ToPOELOUMY TG
XAll/¢tog Oepoameiog aoBevodg rav 3,59 vy to Ultibro Breezhaler (4.531 nepiototikd) ko 4,03 yio
™ Aovtikalovn/catpetepoin (4.969 nepiotatikd). To Ultibro Breezhaler katédeite nepetaipm
aveTEPOTNTA GTN HEION TOL OVA £TOVG TOGOGTOD OAMV TMV Taposvoumv Kotd 11% Evavtt g
elovtikalovng/coipetepoing (p=0,003).

ZuyKpItka pe ™ ehovtikalovn/coipetepoin, to Ultibro Breezhaler peiwoe to avd £10g 1060616 TV
pétpuov 1 cofopav maposuoumv g XAIl katd 17% (p<0,001) kot twv cofapdv mapoEucumy (Tov
amoTovV E10ayyN o€ voookougio) katd 13% (un otatiotikd onuovtikd, p=0,231). O apBuog towv
pétplov 1 cofopmv tapoduopmv g XAll/Etog Bepanciog acBevoig rav 0,98 yia to Ultibro
Breezhaler (1.265 nepiotaticd) kot 1,19 yuo ™ @rovtikaldvn/coipetepoin (1.452 nepiotatikd). To
Ultibro Breezhaler emunkove o xpoviko didotnua uéypt Tov Tp®dto PETpto 1| 6ofapd mapo&uoud pe
pa 22% peinon tov Kvduvov evog mapo&ucpol (P<0,001) ko emyrkuve 10 xpovikd dtdotnpo Péxpt
oV TPpdTO 60Papd Tapo&uoud pe po 19% peimon tov kvdvvov evog taposvouov (p=0,046).

H enintoon g nvevpoviag nrav 3,2% oto okélog tov Ultibro Breezhaler og oOykpion pe 4,8% o1o
okéAog TG ProvTikalovng/carpnetepoing (p=0,017). To ypovikd S1GGTNO LEXPL TV TPDOTN
nvevpovia emunkovinke pe o Ultibro Breezhaler cuykprrikd pe  elovtikalovn/coiuetepoin
(p=0,013).
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e po GAN perém omov cuykpinke to Ultibro Breezhaler (n=258) kot n

@hrovtikaLovn/ coipetepoin (N=264) yo. 26 gfdopades, o apldpds v PETpLav 1 cofapdv
napovopmv XAIl/ étog Oepanciog acbevovg frav 0,15 Evavtt 0,18 (18 mepiotatikd évavtt

22 neprotatikdv) avrtictoryo (p=0,512) kot 0 apBudc OAmv Tev mapofuopmv XATl/ étog Oepansiog
acbevoie (Mmwv, pétpav £og coPapav) frav 0,72 évavtt 0,94 (86 mepiotatikd vavtt

113 neprototikd) avtiotorya (p=0.098).

Xpnon papudrov didowong

Ye diGotnpo 26 gfdopadwv, to Ultibro Breezhaler peionce otatiotikd onpovtikd m xpnon eopuakov
dicmong (carfouvtapnoin) kotd 0,96 iomvoéc avd nuépa (p<0,001) oe chyKpioN UE TO EIKOVIKO
oapuaxo, katd 0,54 elonvoég ava nuépa (P <0,001) oe ohykpion e To TIOTPOTIO Kot KATd

0,39 eonvoég ava nuépa (p=0,019) ce cuykpion pe GAOVTIKALOVI/COALETEPOAT). X€ JAGTNLLA

64 gfdopddwv, avt) 1 peioon nTav 0,76 eionvoég ava nuépa (p<0,001) e chykpion Le TO TIOTPOTIO.
e dudomuo 52 efdopadmyv, to Ultibro Breezhaler peimoe ) yprion @apudxov didcwong katd

0,25 glonvoég ava nuépa e oOyKpion pe erovtikalovn/caiuetepoin (p<0,001).

Avroyn otyv doknon

To Ultibro Breezhaler, yopnyobuevo 1o mpwi, peinoe t dvvapikn vrepdidtacn kot feATiooe to
YLPOVIKO O1AGTNLLA TP ONG TG AOKNONG Ao TNV TPMTN dO0N Kol £meita. Tnv mpd™ nuépa g
Oepamneiag, n eloTVESEVT YOPNTIKOTNTO KOTA TN COUOTIKY dpacTnptotnta BEATIONKE oNHavTIKd
(Srapopd péong Tyung ehoyiotwv tetpaydvav Oepameiog 250 ml, p<0,001) og cOYKpION LE TO EKOVIKO
Qapuaxo. Me v mépodo tpidv efdopddwv Bepameiog, n PEATIOON TNG EIGTVEOUEVNG OPNTIKOTNTOG
pe to Ultibro Breezhaler fitav peyoddtepn (dtapopd péong tiung erayiotov tetpaydvev Oepareiog
320 ml, p<0,001) ko 0 xpdvog avtoyng oty doknon avé&nonke (Sopopd Héong TG erayictmv
tetpaydvev Bepareiag 59,5 devteporenta, p=0,006) o€ GUYKPIOT UE TO EIKOVIKO (PAPLLOKO.

Howdarpkodc tAnfvoude

O Evponaikog Opyaviopog @apuiaxmv £xel dMGEL AmoAAUYT od TV LTOYPENDCT) VTOPOANG T®V
anotelecpdtov Tov peretov pe to Ultibro Breezhaler g 6Aeg Tic vrokatnyopieg Tov Toudiotpicon
mAnBvcuov oty ypdvia aroppokTiky Tvevpovornddeia (XAIL) (BAéne mapdypapo 4.2 yuo
TANPOPOPIEC GYETIKA LLE TNV TOUSIATPIKT] ¥PNIoN).

52 ®upproKOKIVTIKEG 1O10TTES
Amoppoéonon

Ultibro Breezhaler

Metd and v ewonvon tov Ultibro Breezhaler, o didpecog ypovog £mg v enitevén tov péyiotmv
GUYKEVIPOCEMV TNG WWOUKATEPOANG KoL TOL YAVKOTLPPOVIOL 6T0 TAdoua Tay Tepimov 15 Aentd Kot
5 Aentd, avticTtouya.

Me Bdaon ta in Vitro dedopéva amd60omg, 1 6061 TG WVOUKATEPOANG TTOV TOPEYETOL GTOV TVEDLOVAL
avapévetar va givan tapopota yio to Ultibro Breezhaler kat o mpoidv povobBepomeiog wdakatepOing.
H éx0eon o€ wdokatepoin oe otabepn katdotacn petd and eionvorn tov Ultibro Breezhaler tav eite
TOPOLLOLN E1TE EAAPPDS YOUNAOTEPT OO TN GLOTNUOTIKY EKOECT HETA amd TNV E16TVON TPOIOVTOG
povoBepamneiog Pe OUKATEPOAT).

Metd and sionvon| Ultibro Breezhaler, n aroAvtn frodiabeoipuomro. g wdakatepdng éxet
vrohoytoBel 61t Kupaiverot omd 61 £mg 85% g mapexduevng d6oMG, Kot TOL YAVKOTLPPOViov fTav
nepinov 47% g TopeyOUEVNG OOONG,.

H éx0eomn 610 yAvkomvppovio og otabepn katdotaon petd and sionvor tov Ultibro Breezhaler fitov

TOPOWOL LLE TN CUGTNUOTIKY £kOeoT) LETA 0d TNV €16TTVON TPOIOVTOC Lovobepameiog Le
YAVKOTVPPOVIO.
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Ivéoxarepoln

Ytafepn| KATAGTAOT) GUYKEVIPOGEMV TNG WOAKATEPOANG emTebydnke péca og 12 €mg 15 nuépeg anaé
nuepnocing yopnynons. H péon avaioyio cuocmpevong g vdakatepoing, oni. AUC péoa oto
dompa yoprynong g 66ong twv 24 opav v nuépa 14 1 nuépa 15 og oyxéon pe v Huépa 1,
Bprokoétav oto gvpog amd 2,9 £mg 3,8 yio dmaé nuepnoing elomvedpeveg 600€1g peTa&n

60 pikpoypappdpio kon 480 pkpoypappdpia (tapeyopevn d6on).

Tororvppovio

e aoBeveig pe XAIL 1 pappoxokivntiky otafepns KatdoTaong Tov YAVKOTVUPPOVIoL enttedydnke
€v10g piag gfdopadag amd v Evapén e Oepoaneioc. H péon péyiom kot 1 wéomn KatoTotm
GLYKEVIPMOOT] TOV YAVKOTLUPPOVIOL 610 TAAGLLO 08 6TafEPT KATAGTAGT GTO GUVIGTMOUEVO O0GOAOYIKO
oynua araé nuepnoing nrav 166 mkoypappdapio/ml kot 8 mikoypoppdpio/ml, avtictorya. H éxbeon
670 YAvkomuppovio cg otabepn katdotaon (AUC ot didpkela Tov 24 dPov HEGOOI0GTLOTOG
pueta&d tov d6cewmv) Ntov mepimov 1,4- Ewog 1,7 popég vynAdTEPT 0d OTL LETA TV TPAOTH dOOT).

Koatavoun

Dvdakorepdin
Metd amd evoo@AEPLa £YYLOT, 0 OYKOG KOTOVOUNG TNG VOUKATEPOANG KOTA TNV SIEPKELL TNG TEMKNG

@aong amoBoAng frav 2.557 Aitpa, katadevoovtog ektetapévn Koravoun. H in vitro cbvdeon pe
TPOTEIVN 6TOV avOpOTIVO 0pd KOl 6TO TAGG O fTav Tepimov 95%.

Llvkoroppovio
Metd omd evoo@AEPL YOpNYNON, O OYKOG KATOVOUNG TOV YAVKOTUPPOVIOV GE 6TOBEPT| KATAGTOON

nrav 83 Atpa Kot 0 OYKOG KOTOVOUNG TNV TEMKN pdon ftav 376 Aitpa. O @avouevog 6yKog
KOTOVOUNG OTNV TEMKT (AoT| LETA amrd g16mvon NTov oyeddv 20 popég peyoldutepog, mov
avtikaronTpilet T Ppadvtepn amoBoir petd v ewomvor. H in vitro obhvdeon tov yAvkomvppoviov pe
TpOTEIVN 6T0 avBpmmvo TAdopa nTav 38% we 41% o cuykevipmoels omd 1 £mg

10 vavoypappdpro/ml.

Bloustooynuotiopoc

Ivdaxarepoln

Metd amd yopnynon oo To GTOUA PAdI0CTLAGUEVNG WWOaKaTEPOANG o€ ueAétn ADME (amoppoenon,
KOTOVOUT, LETAPBOAIGUOC, AmoPBoAr) 6ToV AvOp®MO, 1) AUETAPANTI VOOKOTEPOAT MTAV TO KVPLO
GLOTOTIKO GTOV 0pd Kot EVOVVOTAV Y1 TEPITOL TO EVAL TPITO TNG GLVOAIKNG GYETILOUEVNC LE TO
oapuaxo AUC péoa og 24 dpeg. 'Eva vdpoSvlwpévo mapdymyo ftav o kupiapyog petaforitng otov
0p6. Datvorkd O-yAvkovpovidio g vdaKaTePOANG Kol VIPOELAMMUEV TVOOKOTEPOAT NTAV GAAOL
Kupiopyot petaforites. ‘Eva dractepeopepés Tov vdpoumopévon mapaydyov, &va N-yAvKovpovidlo
™G wdakatepoAng kat ta C- kot N-amoaAkvlopéve tapdymyo oy dAlot petoforiteg mov
avayvopicTnKay.

In vitro, n wopopen UGT1AL £€yet peydin cuvelcpopd 6ty HetafoAkn KaBapon g vdaKaTepOANG.
[Mopoia avtd, OTOC SopdvnKe oe Pio KAWVIKN LEAETN o€ TANOLGUOVE e S10POPETIKOVS YOVOTUTTOVG
UGT1AI, n cvotpatikn €kBeon oty vdakatepoin dev ennpedleTol GNUOVTIKA 0O TOV YOVOTUTTO
UGT1AL.

O&edotivol petaforiteg aviyvevbnkav og enwdoelg pe avoovvovoaopévo CYP1AL, CYP2D6 ko
CYP3A4. Xvurepaivetor 61t 1o CYP3 A4 eivan 10 emkpatéc 1ooéviupo mov gufvvetan yio tnv
vdpo&urimon g wdakatepoAng. In Vitro épevveg £dei&av Tepartépm OTL 1 WOaKATEPOAN Eivar
VTOCTPOUO, [LE YOUNAT CUYYEVELD V1oL TNV avTAlo ekpong P-gp.
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Llvkorvppovio
Meléteg petafoliopov in vitro £dei&ov otafepéc petaffoAkég 0600G yio To Pp@piovyo

yYAvkomuppovio uetald Cowv kot avBparwv. [Tapammpnonike vopoSuAiinon Héow g omoiog
mapdryovtal S1apopot Lovo- Kot 51-udpo&uimpévorl petafolites, kabdg Kot Guecn vdpoOAVGT TOL
00MYEL 6TO GYNUOTIOUO EVOG TTapydYOL Tov KapBo&vikov o&fog (M9). In vivo, to M9 oynuoatiCeton
Ao T0 KAAC LA TNG 8OCTG TOV EIGTVEOUEVOD BPp®ULoDYOL YAVKOTUPPOVIOL TO 0010 KOTOTIVETOL.
Zuledypata yAvkovpovidiov ko Beukd culevypoto tov yAvkorvppoviov Bpiédnkav ota avlpomiva
00pa. LETA amd EMAVOAALLPAVOLLEVES EIGTVOES KO VTIOTOLYOVV GE TTEPITOv 3% TN TapeyOUEVNS
ddomng.

IMoAAamAd 160éviupa Tov Kutoypdpatog CYP cupfddiovy 6tov 0&edmTikd PIOUETAGYNUOTIONO TOV
yAvkomvppoviov. H avacstol M| enaymyn tov petafoiiopov tov yAvkomvppoviov givar omifavo va
00MYNGEL GE GNUOVTIKT LETAPOAY] TNG GLOTNUATIKYG £KBEGNC 6TN dPAGTIKT OLGIA.

In vitro peléteg avaostoAnc Katédel&ay Ot 10 BPmUovyo YAVKOTLPPOVIO de S100£TEL GNUAVTIKN
dvvatdomta avactong towv CYPLA2, CYP2A6, CYP2CS, CYP2C9, CYP2C19, CYP2D6, CYP2EL 1
CYP3A4/5, tov petapopémv ekporig MDR1, MRP2 § MXR, kot tov petapopémv tpésinyng OCT1
N OCT2. In vitro pelétec emaywyng evEOU®V 0gv KATESEIENY KAVIKG OTLLOVTIKY ETOY®OYN UE
Bpopiovyo yAvkomuppovio yio ta 160£EVELLE TOL KuToypodpatog P450 mov dokipdactnkay, 1 yia 1o
UGT1A1 kot toug petapopeic MDR1 kot MRP2,

Amofoi)

Ivdaxarepoln
Te KMVIKEG LEAETEC 1] TOGOTNTA TNG WOOKATEPOANG TTOL OTOPAAAOTAY QUETAPANTI LECH TOV OVPOV

NTav YeVIK®OS YapnAdtepn Tov 2,5% g mapeyopevng 66onc. H veppikn kédBapon g vdakatepOing
nrav, Katd uéco 6po, amod 0,46 kai 1,2 Altpo/dpa. Xe oxéon He v KABopomn TG oOUKATEPOANG GTOV
opd g TEems Tov 23,3 Atpav/dpa, givar gpeavég 0Tt 1 veppikn kKabapon dwadpopatilel nocova
poAo (epimov 2 €mg 5% G cLOTNHOTIKNG KABaponc) otnv amoPoAn TG cuoTnuotikd daféotung
woaKATEPOANG.

e o perét ADME otov dvBpmmo 1 vdakatepdAn, xopnyodUEVT omd To 6TOUO, OTOPBUALOTOY GTO
avOpaniva KOTpava, Kupimg ¢ apetdBAntn untpkt| ovoia (54% g 06onC) kat, og pkpotepo Paduo,
cov vopoévAimuévor petaforitec woakatepding (23% g d6omg).

O1 GLYKEVTIPMGELC TNG VOUKATEPOANG GTOV 0pO LEIMONKAY KATE TOAVQAGIKO TPOTO UE TN UEGT TEMKT
nuon va kopaivetor omd 45,5 g 126 mpeg. H amotelecpatikn o, n onoio vroioyileton amd
T1 GLOGAOPELON TNG WOUKATEPOANG HLETA Omtd emavolapavopevn xoprynon tng d0omg, Kupavinke
a6 40 £mg 52 dpeG, YEYOVOG GUVETEG LLE TOV TTOPOTNPOVLUEVO YPOVO £mG TN 6TOBEPY KATAGTACT] TOV
glvan wepimov 12-15 nuépec.

Llvkoroppovio

Metd omd evdopréBia yopiymon [PH]-onpocuévon Bpopiodyov yAvkomvuppoviov, n Léon amékkpion
ota 00pa TG padievépyelog oe 48 mpeg aviAbe o 85% g d6omne. 'Eva emimAéov 5% tng d6omg
Bpébnke ot yoA.

H veppwkn amofoin tov apyikod gapudikov avépyetat o€ mepimov 60 g 70% g oAkng kdBapong
TOL GLUGTNUATIKA S10OEGLOL YAVKOTVPPOVIOD, EVD 01 S1AdOIKAGIES UN-VEPPIKTG KABOPONG

avtioTolyovv epinov oto 30 £wg 40%. H kdBapon péow tomv yoAneopwv cupPdiel 6T Un-veppikn
K@Bapon, ahdd n TAElovOTTA TG UN-VEPPIKNG KABapong Bempeitar 6Tt opeiletar 610 peTafoMouo.

H péon veppwn kédBopomn tov yAvkomvppoviov petd amd glomvon) kopaivetor omd 17,4 péypt

24,4 Nirpa/dpo. H evepyntikr] cornvaplokn Ekkpion GupPOALEL 6TN VEQPIKT ATOBOAT TOL
yAvkomvppoviov. 'Ewg kat 23% g mapeyouevng 66omg Ppébnke ota 00pa w¢ apyikd eApUoKo.
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O1 GLYKEVTIPMOGELG TOL YAVKOTLPPOVIOV GTO TAAC LA LEIMONKAV KATA TOAVQACIKO TpoTo. O HEGOg
TEMKOG YpOVOC NUIL®NG TG amoPoAng NTav TOAD peyaAvTepog petd TV giorvon (33 émg 57 mpeg) ot
GUYKpLoN HE TNV eVOoPAEPLa (6,2 dpeG) Kat TNV otd Tov oTopatoc (2,8 dpeg) yoprynon. To povtéio
amofOANG VITOONAMVEL TAPATETAUEVT] TVEVLOVIKT] AOPPOPT|ON KU LETOPOPE TOL YAVKOTLPPOVIOL
GTN GUOTNLATIKT KUKAOQOpia oTIC 24 MPEG 1 KOl TEPIGGOTEPO UETA OO EIGTVON.

ICpoppdTnTo/un Yoo koo,

Ivdaxarepoln
H ocvomuotikn ékBeomn oty woakatepoin owéEndnike Katd tpomo ovaloyo e

avénong (120 pikpoypappdpio Emg 480 pikpoypopLdapier) Thg 60omg (apeyopevn).

T vkomvppovio
e acBeveic pe XAIIn cvotnuatikn €k0eon Kot 1 OAKT OTEKKPLOT] TOL YAVKOTLPPOVIOL GTa, OVPA GE

POPUAKOKIVITIKY 6Tafepn| Katdotaomn avénonke tepimov avdhoya pe v (Tapeyopevn) d0om 6To
5000A0Y1KO £0pog TV 44 £mg 176 pkpoypoppdpioa.

Ewikoi mAnbvopuoi

Ultibro Breezhaler

Mia avéAvon dedopévav poppokokivntikng TAnducpov o aobeveig pe XAIT petd and eiomvon
Ultibro Breezhaler dev katédeiée onuavtik enidpaocn g niikiog, Tov @OAOL Kot Tov Bapovg
(cOUOTIKOV Ympig TO MT®ON 16T0) GTI GUGTNUATIKT £KOE0T] OTNV VOAKATEPOAT KOl TO
yYAvkomuppovio. To dAimo cwpartikd Bapog (to omoio givar GLVEPTNGT TOL BAPOVLS KO TOV VYOLG)
opionke g cvppetafinty. [lapatnpndnke apvntikn cLoyETIoN OVAIESH GTI GLOTNLATIKT EkBeom
K01 TO GATO GOUATIKO BApog (1] To copatikd Bapog). QoT060, SEV GUVIGTATOL TPOGAPLOYT TG dOONG
AOY® ToL peyEBovg TG LETAPOANG 1 TNG TPOYVOOTIKNG aKPIPELNG TOV AATOL GOUATIKOD BApovg.

H xartdotaon avagopikd pe 1o kanvicpo kot o opyikdc FEV1 dev mapovciocav ppavn enidpacr ot
GLGTNUOTIKN £KOE0M TG WOAKATEPOANG KOt TOL YAVKOTLPPOViov petd v gwomvor Ultibro
Breezhaler.

Ivdoxarepoln

H avéAivon goppokokivntikng tAnbueuot £0eiée 0Tt dev vIdpyEl KAVIKG GYETIKT EMIOPOOT) TNG
niwiog (evidikot émg 88 etmv), ToL EOAOV, Tov Bapovg (32-168 KIAd) 1} TG PLANG G
QOPUAKOKIVITIKT TNG WOAKATEPOANG. Agv £0e1EE TLYOV dlaPopd avapeca og e0VIKEG LTOOUGdES GE
aVTOV ToV TANBLoWO.

T Avxoroppovio

Avdlvon dedopévav eapprokokvnTikng tAnduvcuov o acbeveic pe XAIL npocdiopice T0 COUOTIKO
Bépog ko v nAucio og Topdyovieg Tov GUUPAALOVY 6TN S1OKVLLAVGT TNG GUOTNHATIKNG kBEOTG
avdpecsa otoug acbeveic. To YAvkomuppovio 6TV GUVIGTOUEVT dOCT| WTOPEL VoL xpnolonom0el pe
acPaAElo o€ OAEG TIG OULAdES NAUKING KOl COUATIKOV BAPOLC.

To @Oro, 10 KaBeoTOS Komvicpatog Kot 1 apykn pétpnon tov FEV1 dev elyav epeavn enidpaon ot
GLOTNHOTIKN EKOgOT).

AobBeveic ue nramiki dvolerrovpyio

Ultibro Breezhaler:

Me Bdon ta KMVIKG QOPLOKOKIVITIKG YOUPOKTNPLOTIKE TV ETéPovg povobepareimy, to Ultibro
Breezhaler umopei va ypnoorombei 6t cuviotdpevn d0on og ac0gVEQ pe Lo Kot PETPLOL NTOTIKY
dvoiertovpyia. Aev vdpyovv drbécipa dedopéva yio dTopa e copfapn NTatiky SucAettovpyia.
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véakatepoin:

AcBevelg pe N kot PETpLo NIatiky SucAettovpyio dev mapovsiacay oyeTtkeés LETAPOAEG TG Cmax M
g AUC ¢ wdakatepoAing, o0Te SIEPEPE 1| GUVOEST] LLE TPWOTEIVEG OVAUESH OE OIGDEVELG LE NT10, KO
HETPLO NTTOTIKT SVGAEITOVPYI KoL TIG VY1EIG opddeg EAEYyoV. Aev TparypoTomomOnKay LEAETES OE
acBevelg pe coPapn nratikn dSushertovpyia.

IMwkomvppdvio:

Agv érovv de€aybel KAvikég peréteg og acbeveic pe nratikn dvciertovpyia. To yAvkomvuppdvio
amoPdAleTor Kuplog omd TN GLCTNUOTIKY KUKAOPOpia PECH TG VEQPIKNG amékkpione. H peimon tov
NTATIKOL HETAPOAGOD TOL YAvKOoTVppoviov 0e Bempeitar 0TL 0dMyel G KAWVIKA GNUAVTIKY avénom
NG GLGTNHATIKNG EkBeEoNC.

Aaobeveic ue veppikn dvoiertovpyio

Ultibro Breezhaler:

Me Bdon ta KMVIKG QOPHOKOKIVITIKG YOPOKTNPLOTIKG TV eTuépoug povobepaneimy, to Ultibro
Breezhaler umopei va ypnoyorombei ot cuviotdpevn 60om o€ 0c0eVeEig pe Lo oG LETPLOL VEQPPIKN
dvoiertovpyia. Ze acbeveig e coPfapn veppikn dusAertovpyia 1| veppomdbeio TeAKoD 6Tadiov yio
™V omoio amouteiton dwAion, to Ultibro Breezhaler 6o npénet va ypnoomoleiton povo v to
TPOGOOKMUEVO OPELOG VIIEPTEPEL TOL EVOEYOLEVOD KIVOHVOL.

véakatepoin:
AbOY® ™G TOAD oG SVUPBOANG TN OVPIKNG 000D GTNV OAIKT ATOPOAN TNE VOUKOTEPOANG 0ltd TOV
0pPYOVIGUO, OEV TPy LaTOTOMONKE LEAETN GE GOEVEIS e VEQPIKT duoAEITOLPYIaL.

IMwkomvppdvio:

H veppum dvchettovpyio ennpedlet mn cuomuatikn k0o Tov Bpopionyov YAVKOTuppoviov.
[MopoanpnOnke pétpla péon avénon e cuvolikng cvotuatikig ékBeong (AUCkst) £w¢ 1,4 popég oe
dropo e Mo Ko HETPLOL VEPPIKT SucAertovpyio Kot £mG 2,2 OPES 0 ATOUN e GOPapn VEQPIKN
dvoiertovpyia Kot veppomddeio teAkod otadiov. Te achevelg pe XAl pe fmio kot LETpLo veppikn
dvohetrovpyia (exTidpevog puOUog omelpapotikg dwdnone, eGFR >30 ml/min/1,73 m?), to
Bpopotyo yAvkomvppdvio propel va ypnoiponombel ot GuvicTOEYT] dOOT).

EBvikomra

Ultibro Breezhaler:

Agv mopatprOnkav peiloveg dopopéc otn cuvortkn cvatnuotikn ékbeon (AUC) kat yia tig 600
evioelg petald landvov kot Kovkdowwv acbevav. Agv diatifevtal emapkn QopUOKOKIVITIKA
dedopéva yio AAAeg eBvikdreg N PLALS.

Ivdoxorepoln:
Agv domotodnke dlapopd avapeso oe VITOOUAdES S10POPWV EBVIKOTNTOV. AloTiBETON TEPIOPIGUEVT]
gumepio avapopikd pe ™ Bepomneio 6To pLowpo TANOVGUO.

T 7vkomvppovio:

Agv mapoatnpndnkav peiloveg dapopés otn cuvolikh cvotnuatiky ékbeon (AUC) peta&d tov
londvov kol Kavkdoiwv acBevav. Alotifevton overopkn QapuokoKvnTIKE 0EO0UEVA Y10l GALEC
efvicotnTeg N PUALC.

5.3 TIIpoxhvikd dgdopéve. yio TV ao@areia

Ultibro Breezhaler

211 TpokAWIKEG ueléteg oupmeptiapPdvovtat in Vitro kot in Vivo a&loAoynoelg oprokoloYIKNG
OCQUAELNG, LEAETEG TOEIKOTNTOG EMOVOLOUPAVOUEVOV EIGTTVEOLEVOV OOCEMY GE 0POVPAIOVG Kot
GKVAOVG, KaOmG Kol pio LEAETN EIGTVOMV Y100 TNV EUPPVIKN avamTuén 0 apovpaiovg.
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AvEnpévog kapdakog puOuds NTav epeavig o€ 6KOAOVG o€ OAES Tig ddoelg Tov Ultibro Breezhaler ko
™G povobepaneiog pe kabe expépovg ovototiko. O emdpaoeig tov Ultibro Breezhaler otov
Kopd10KO pLOUO NTav oENUEVEC O EVTOOT KO SAPKELD O OYE0M ME TIG LETAPOAEC TOV
mopatnpONKay e KEOE GVGTATIKO PELOVOUEVE, YEYOVOG TTOV VITOSEIKVIEL AHPOIGTIKT| OVTATOKPIOT).
Eniong, enpaviotnie Bpdyvvon tov S106TNUATOV GTO NAEKTPOKAPIIOYPAPTLO KOl LEl®OT TNG
GUGTOMKNG KoL S10GTOMKNG 0pTNpLokng Tieong. H wdakatepoin xopnyodLeEVT 6€ GKOAOVG
uepovouéva i oto Ultibro Breezhaler oygtiomke pe mopopota exintwon kot fopdTnte. Lookopdtokmy
aArowwcewv. Ot ovotpotikég ekbéoelg (AUC) ota emineda ympic mapoatnpodpeveg avemfounteg
evépyeleg (NOAEL) yio pookapdiokég alhoiwoelg ntav 64 kot 59 gopég peyaidtepeg omd 611 oTov
GvOpwmo Yio Kabe cLGTATIKO, AVTIGTOLYLO.

Agv mapatnpridnkay emdpdcelc 61o Konua 1 01o £ufpvo oe omotodnmote eninedo 66ong tov Ultibro
Breezhaler katd ) didpketa piog perétng epufpuikng avamtuéng oe apovpaiovg. Ot GLGTNUATIKEG
ek0éoeic (AUC) ota enineda yopic mapatnpovueveg avemBounteg evépyeteg (NOAEL) ftav 79 kan
126 popéc vymAotepeg omd OTL 6TOV AVOP®TO Y10 TNV WWOOKATEPOAT KOl TO YAVKOTLPPOVIO,
avTioTolY .

vdaxatepdin

ZT1C EMOPAGELS GTO KAPILYYELLKO GUGTNUO TOV UTOPOVV va arrodoBohv oTiC B2-0yoVIGTIKES
WO1OTNTES TNG VOAKOTEPOANG GUUTEPIAAUPAVOTAV 1) TOYVKAPSiaL, appLOUIES KO LVOKOPOIOKES
0ALOIDOELG 0TO GKVAO. Hrto evepefiotoTTa TG PIVIKTG KOTAOTNTOG KOl TOV APUYYQ dOTIeTOONKE
o€ TPOKTIKA. OAo avT TO EVPALLAT TOPOVCIAGTNKAY GE EKDEGELS EMAPKDS LEYAAVTEPES OO EKEIVEG
OV OVOUEVOVTOL OTOV AvOpOTO.

[apd o 6T 1 WOOKATEPOAN dEV EXNPEACE T YEVIKT AVOTOPAYDYIKT IKOVOTNTO G oL LEAETN
YOVILOTNTOG GTOV 0povpaio, Tapatnpnnke peimon otov apBud eykvwv tov F1 oty mtepi- kot mpo-
avortuélokn HeAETn apovpainy ot ékBeon og wdakatepOAn 14 popég peyakdtepn amd OTL GTOVG
avBpomrovc. H woakatepddn kot ot LETAPOAITES TG LETOPEPOVTAY YPYOPO GTO UNTPIKO YOAN TV
apovpainv. H woakatepdin dev ftav euPpuoto&ikn 1 TepaToyOVOS GTOV apovpaio 1) TO KOVVEAL

Melétec yovidroto&kotnTag dgv amokdAvyov HetaAla&loyovo i kKAaotoydvo dpdon. H
KapKivoyéveon ektyunOnke oe pio pelétn d1dpKelog 000 TV Pe apovpaiovs kaBms Kot o€ pio HeAdTN
dapketag €1 UNVaV pe d1aryovidlokoHe TovTIKovs. AVENUEVES ETITTMGELS KAAONO0VC AEIOUVMOUATOS
g oBKNG Kot E0TIOKNG VITEPTAAGTNG TOL Agiov YOS TG WOBNKNG GTOV aPOVPAI0 NTAY GUVETEIS e
TOPOLLOLC, EVPT|ULOTO, TTOV AVAPEPOVTOL Y10, GAAOVG P2-adpevepYIKODE 0ymVIOTEC. Agv dlomioTOONKAY
ool elo KapKIvoyéveong otov TovTiko. Xvotuatikég ekféoeig (AUC) otov apovpaio Kot Tov Toviikd
OTO ENITES O, YMPIG TAPATNPOVUEVES OVETIBVUNTEG EVEPYELES GE QVTEG TIC HEAETEG NTAV VYNADTEPES
Katd TovAdyioToV 7 Ko 49 popég og oyéon pe Tov avBpmmo vrd Bepameio pe VOUKATEPOAT ATaE
NUEPNGIMG GTN PEYIGTN GUVICTOUEVT] BEpameLTIKN OOGT.

Mwkomvppdvio

Ta, pun KAvicd dedopéva, dev amokaADTTOUNY 1010{TEPO Kivouvo Yia Tov dvlpmmo pe faon Tic
oLUPaTIKEG LELETEG POPLLAKOAOYIKTG ACPAAELNG, TOEIKOTNTAG EXavVOApUPavOLEVOY SOCEDV,
YOVOTOEIKOTNTOG, EVOEYOUEVIC KOPKIVOYOVOL dpdiong, TOEIKOTNTOG GTNV OVOTOPOY®Y KT IKAVOTITA
KOl avamTuén.

ZT1C ovemIBOUNTEG EVEPYEIEG TTOL OTOSIOOVTAL OTIG IOOTNTEG TOV PPOUIOVYOV YAVKOTUPPOVIOV (G
OVTOY®VIGTH TOV LOVCKOPIVIKOD VITOd0YEN GLUUTEPIAAUBAVOVTOL 1] NI G LETPLO bENGT TG
KOPO10KNG CLYVOTNTOG GE OKOAOVG, 1| BOAEPOTNTA TOV PAKOD GE OPOLPAIOVS KOL Ol AVUGTPEYLLEG
petaforéc mov oyetiCovia pe PElMpIEVES AOEVIKEG EKKPIGELS G apovpaiovg Kot okvAovs. "Hma
gvgpebiotdT T 1 LETAPOAEG TPOGAPLLOYTG GTIV AVOTVEVLGTIKT 000 TopatnprfnKay cg apovpaiovgs.
O)lo avTd TO. EVPNUOTO TOPOVCLACTNKAY G€ EKOEGEIC EMOPKDC LEYOIADTEPES A0 EKEIVEG TTOL
aVaRLEVOVTOL GTOV AvOprTo.
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To yAvkomuppovio dev elye TepaToyOVO dPEoT G€ apoLPaiong 1 6€ KOLVEALD LETE T XOpTyNon O1d
glomvone. H yoviudmta ko 1 mpoyevvnTikn Kot HETAYEVVITIKY ovamTuén dev ennpedoTnKay G
apovpaiovc. To Bpmpiovyo yAvkomvuppovio Kot ot LETOPOATEG TOV, dE 1ECYIGUV ONUAVTIKA TO
QPAYLO TOL TAOKOVVTO OE TOVTIKL0, KOUVEALD Kol OKVAOVG G€ KOTAGTAON gyKvpocuvne. To
Bpouotyo yAvkomuppovio (GUUTEPIAAUPBAVOUEVOY TOV LETABOATMV TOV) EKKPIVETAL GTO UNTPIKO
yYoro Onhalovimv apovpainv kot avépyeTal o€ £m¢ 10 popéc VYNAOTEPES GUYKEVIPOGEIG GTO YO
amd OTL GTO aiplo TG UNTEPOG.

Meléteg yovoto&ikotntog dev amokdAvyay PetaArla&loyovo 1) KAaoToydvo dpdon yio To pmuiovyo
YAVKOTUPPOVIO. MEAETES KAPKIVOYEVEST|G GE JLOYOVIOLNKA TOVTIKIO, LLE OTO TOV GTOLOTOC YOPNYN O
KOl GE 0pOVPOioNg LLE YOPTYNON S8l ELGTVONG OEV KOTEOEIEOV KOPKIVOYEVEST] Y10 GUOTILLOTIKES
ek0éoeic (AUC) katd mepimov 53 @opég LYNAOTEPES GTOL TOVTIKIO KO KOTA 75 OpEC vynAOTEPEC
GTOVG OPOVPAIOVG GE GYECT] LE TN HEYIOTI CUVICTOUEVT dmaf nuepncing d6om otov dvBpwmo.

6. DOAPMAKEYTIKEYX ITIAHPO®OPIEX

6.1 Katdroyog ekdoyowv

[epleyOUEVO TOV KOWOKIOL

Aoxtoln povobdpkn
Maoayvnclo oteatikd

6.2 Aocvuparétnreg
Agv gpapuoletar.

6.3 Awdpkera {ong
2 ypovio

H ovokevn eilonvong og kdBe cuokevacia Tpénel va amoppintetat apdtov £xovv yproiponombel dha
TO, KOWYAK10, TG GVOKEVAGTOC.

6.4 Iowitepeg mpo@uArdiels kKatd ™ @OAUEN TOV TPOTOVTOG
Mn puAdoocete o€ Beppokpacio peyarvtepn twv 25°C.

Ta koydKio Tpénel TAVTOTE VO, LAGGGOVTOL GTNV APYIKT KOWEAT], Y10 VO TPOGTATEVOVTOL OO TNV
VYpOcio KOt Vo opatpodvTol LOVO AUEGHS TPV oo T Y PNoN.

6.5 ®@von Ko GLGTATIKA TOV TEPLEKTY
To o1éley0g KOl TO IO TNG GVOKEVTG EIGTVONG KOTOOKELALOVTOL OO oKpLAOVITPIKO PoVTadieviKo
GTVPEVIO, TO TANKTPO. eEmONOTNG KaTaokevdalovTol amd peBuAiko HeBaKPLAIKO OKPLAOVITPIKO

Bovtadieviko otupévio. Ot Behdveg kot To ehatpla kKataokevalovtot oo avoseidwto ydAvpa.

Adrpnn koyédn povadog 66ong amd PA/Alu/PVC - Alu. Kabe koyéin mepiéyet
eite 6 gite 10 orAnpd Koyaxio.

Movn cvokevacio mov meptéyet 6x1, 10x1, 12x1, 30x1 1 90x1 oxAnpd koydxia, pe 1 cuokeun
EI0TTVONG.
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[ToAvovokevooieg mov TepEyovy 96 (4 cuokevacics Tav 24xX1) okAnpd Koyakio Kot 4 GUGKEVEG
€1GTTVONG.

IToAvovokevooieg mov epiéyovy 150 (15 ovokevaocieg tov 10X1) okAnpd koydkia kot 15 cuokevég
EL0TVONC.

[ToAvovokevooieg mov mepiéyovy 150 (25 cvokevacieg tmv 6X1) okAnpd Koyakio kot 25 GLEKEVEG
ELGTVONC.

Mmropei va punv Koklo@opohv OAEG 01 GUCKEVAGIEC.
6.6 Iowitepeg mpo@uAdEels amoppyng Ko GAAoG YEPLOIOG

Ba TPEMEL VOL YPTCYLOTOIELTAL 1] GUGKEVT| EIGTVONG OV TTAPEYETAL LE KAOE vEa cuvtayn. H cuokeum
€16TVONG o€ kGO cuokevLAGia TPENEL VO amoppimTeTon ApOTov £XOVV YpNoLponomOel dAa ta
KO KL TG GVGKELAGTOG.

Kabe aypnoiponointo @appokevticd Tpoidv 1 VITOAEYLLO TPETEL VO, OTOPPITTETAL GOUPMVOL UE TIG
KOTE TOTOVG 10YHOVCES OYETIKEG SLUTAEELC.

Odnyiec ypNonc Kot YEPLGLOD

AwBdorte Tig tAnpeg Odnyieg Xpiong npw va ypnoonomcete to Ultibro Breezhaler.

Ewayete Tpomiote kK Ewonvevote fadia EAéyEte 60T1L TO

aQNo6TE Koyako givan doglo

t [ \\
i
Brua la: Brjua 2a: Brua 3a: EAéyETe 6TL TO KOWYAKLO
AQUIpéoTE TO TONW TpUTIOTE TO KOWYIKLO Exnvedote evTEADG givan aogo
pio popd Mn @uonete 610 Avoi&te ™ ocvokevn
Kpatote ) cvuokeum EMOTOWO. €16TVONG Y10l va. deite v
glonvong o OpOio B<om. €xet amopeivetl ToydV KOVIG

, . OTO KOWAKLO.
Tpounfote 0 KOWAKLO v

mélovtag otabepd o
00 TAEVPIKA TANKTPOL
GLYXPOVAC.
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B 1:
Avoi&te T cvoKeL
ELOTTVONNG

Apupéote TO KOydKio:
Aogaipéote pio anod g
KOWELEG amd TNV KAPTA
KOWEAGDV.

AmOKOAMGTE TNV
TPOCTOTEVTIKY EMEVOVON
KOl 0QOIPECTE TO
KoaKlo.

Mn cnpdyveTe O
KOWAKLO PEGH TOV QUALOV

aAovpviov. Mnv
KOTOTIVETE TO KOWYAKIO.

Oa TPENEL VO KOVOETE
évag B6pufo kabmg
SLOTPLTATOL TO KOWYAKIO.
Tpumote to Kawdkio

uévo pia @opd

Brpo 2f:
A@noTe Ta TAELPIKA
TANKTPO.
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Brpa 3f:

Elonvedote 10 9appoKo
pabra

Kpamote T cvokeun
ELOTVONG, OTMG QOIVETOL
oTNV €KoVal.
TomoBetote TO
EMIGTOLIO GTO GTOLO GO
kot KAgloTE OPLYTA TOL
YEIAN 060G YOP® TOV.
Mnyv mélete o mAevpikd
TANKTPA.

Ewonvedote ypiyopa Kot
660 PBabud pmopeite.
Kabng eiomvéete Oa
axovte £va B6pvfo
otpofilopod. Mmopei
va owcBavleite ™ yevon
TOL EapUAKOL KOODG
EIOTVEETE.

Brpa 3y:

Kpatiote v avanvon
Kpoamote v avamvon
00g Yo 5 dgvTEPOLETTO.

Edv éyel amopeivel kdvig
GTO KOWYAKLO:
e Keiote T cvokevn

ELGTTVONG,.
e Emavordfete ta
pruoato 3a mg 3y.
Kévig wov Adeglo
Amopével

AQ@upéoTe TO AOEL0
KOWYaKio
TomoBeotE TO AdEL0
KOWYOKLO OTOL OTKLOKGL
amoppippaTa.
K\eiote ) ovokev)
EL0TVON|G KoL
enOVOTOToHeTNOTE TO
TOLLOL.




Brpo 16:
Ewodyere To koyakio:
Mnyv tomobfeteite moté Eva

Koyaklo ansvdeiog oto
EMOTOLIO.

Brjua le:
Keiote T cvokev)
ELGTIVONG
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Inpavtikég IIinpogopisg

o Ta koydxio Ultibro
Breezhaler npénet
TAvToTE VO PUAGGGOVTOL
GTNV KLYEAN KOl Vo
agapodvtor pdvo
aUECMG TPV Ao ™
xpNon.

® Mnv onpdyvete TO
KOYAKlo HEG® TOV
POALOL OAOLLLVIOV Yi0L
VoL TO 0POPECETE OO
TNV KOWEAT.

e Mnv katonivete to
KOWYOKLO.

e Mn ypnowponoteite
koyaxuo, Ultibro
Breezhaler pe
omolodmote GAAN
GUOKELT ELGTVOT|G.

e Mn ypnotpomoteite
GUGKELT ELGTVONG
Ultibro Breezhaler yio
VO TAPETE OTOLOONTOTE
GA\o QappaKo og
KOWYAKLO.

o Mnv tomobeteite moté
€va, KayaKio amevdeiog
GTO GTONO GOG 1] GTO
EMOTOLIO TNG GLGKEVNG
EL6TTVONG.

o Mnyv mélete 0 TAELPIKA
TAMNKTPA Y10
mEPLocOTEPES Ao pio
popd.

o Mnv puonéete 610
EMOTONO.

o Mnv mélete T0 TAELPIKG
TANKTPpa KaOhg
EIOTVEETE ATO TO
EMOTONO.

o Mnv yepileote Ta
KOWAKLOL LLE VYPA YEPLOL.

o Tloté unv miévete m
GUGKELT ELGTIVONG LLE
vepo.



H ovokevaoia cag Ultibro Breezhaler Inhaler

TEPLEXEL:

e Mia ovokevn somvorg Ultibro Breezhaler

e Mia 1 meprocdTepeg KLYELEG, OOV 1) Kabepio
nepiéyel gite 6 eite 10 kaydrxia Ultibro
Breezhaler mpog yp1ion ot GLOKELY| ELGTVONG

Todpa
‘ TThevpkd
l" ' TANKTPOL

° Béon

Odhopog
Koyoakiov

Emotomo

Kuoyéheg

TvoKevi £167VOIjg Bdaon cvokeviig suvorig Kapta koyehodv

Toviifeig Epotijosig

IN'oti n ovokevn
EL6TIVONG 08V £KavE
Kdamowo 06puvpo kata v
E16TIVOT;

To koydKio gvdgyetol va
€xel KOAMNGEL 6T0 OGALO
Tov kayokiov. Eqv coppel
oVTO YOAUPDOOTE
TPOGEKTIKA TO KON AKLO
YTOTOVTOG amaAd T Pdon
NG GLGKELNG ELGTVONG.
Eionvevote moAL to
PAPLLOKO
emavoiopfavovtag ta
ppata 3a £wg 3y.

Tuvva KGvo gav e
ATONEIVEL KOVIG 6TO
KOYaKio;

Agev €xete MPel apkeTod
0o TO PAPLOKO COG.
K\eiote ™) cvokevn
ELOTVONG KoL ETOVOAGPETE
Ta frpota 3o Emg 3y.

"Exo piée peta v
€16TVOo1] — £Y€L oNUacia
avTo;

Avtd pumopel va cupet.
Epdcov to xaydiio gtva
adelo Eyete MaPetl apketd

PappoKo.

Aw60avOnkoe pukpa
TEpdO TAVO 0T

YAO G600 pov — £YEL
onpacio avTo;

Av16 pmopel vo copfei.
Agv givar emPraféc. Ot
mhoavomTeg OpLUHATICHOD
ToV Kayokiov Ba eivat
OVENUEVES €AV TO KAWYAKLO
TpunnOel meprocdTEPEC
omd pio eopd.

KaOapropog g
GUOKELNG EGTVONS
YKOVTHOTE TO EMGTOMUIO
péoa Ko Em pe éva
kaBopd, 6TEYVO TV YOPIg
xvobvdia, doTe va
aQopécete ooV
KOTAAOLTO, KOVEMG.
Awatnpeite ™ cvokevn
gwonvong oteyvr. Iloté unv
TAEVETE T1] GLOKELN
€16TVON|G e VEPO.

Amoppryn TG GLVOKEDTG
ELGTIVONG HETA TN Yp1ion
H ocvoxevn elonvong oe
kG0e cuokevacio TPEmEL
va anoppintetot apdTov
€youv ypnotponombel OAa
TO KOWYAKLOL TNG
ovokevaociag. Pomote 1o
POPLOKOTOLO GOG TTMOS VAL
amopplyete Ta PappLoka
KO TIG CUOKEVEG ELGTVON|G
1oV dg ypedovtar Tio.
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1. KATOXOX THX AAEIAY KYKAO®OPIAX
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Iphavdia

8. APIOMOX(OI) AAEIAY. KYKAO®OPIAX

EU/1/13/862/001-008

9. HMEPOMHNIA ITPQTHY EI'KPIXHXY/ANANEQYHX THX AAEIAX
Hpepopnvia mpodtng £ykpiong: 19 Zertepfpiov 2013

Huepounvia televtaiog avavémong: 22 Maiov 2018

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

AgmTopepeic TANPOPOPIES Y10 TO TAPOV PUPLOKEVTIKO TPOIOV givan d100éctpieg 6ToV S1IKTLOKO TOTO
tov Evponaikod Opyaviopod @opudkav: http://www.ema.europa.eu
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INAPAPTHMA 11

HHAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AIIOAEEMEYXH TQN ITAPTIAQN

OPOI'H HEPIOPIXMOI XETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEZMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. THAPAXKEYXTHX YIIEYOYNOX I'IA THN AIIOAEEMEYXH TQN ITAPTIAQN

‘Ovouo kot 81e0fuven ToL TOPASKEVOGTH TTOV £ivor VITELHVVOC Yo TNV ATTOOECLLEVCT) TOV TAPTIOWV

Novartis Pharma GmbH
Roonstralte 25

D-90429 Nupeupépyn
Teppoavia

Novartis Farmacéutica SA

Gran Via de les Corts Catalanes, 764
08013 Bapkehmvn

Iomavia

270 £VTLTTO PUAAO 0ONYIDV XPTIONG TOL POPHOKEVTIKOD TPOIOVTOG TPETEL VO OVOY PAPETOL TO OVOULOL
Ko 1 91eVOLVOT) TOV TOPACKEVAGTY| TOV EVOIL LITEVOVVOC Y10 TNV OTOJEGUEVCT TNG GYETIKNG TAPTIOAS,

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

DoppokevTIKd TPOIOV Y10l TO OO0 OTAUTEITOL WTPIKT) GLVTOY.

I. AAAOI OPOI KAI AITAITHZEIX THX AAEIAYX KYKAO®OPIAX
o Ex0¢oe1c meprodukng mapaxorovOnong g acedisiag (PSURS)

Ot anautoelg yo v vroPfoin twv PSURS Yo To v Adym @appokentiko Tpoiov opifovtot
GTOV KaTdA0YO [ TIC nuepopnvieg avapopds g Evoong (katdhoyog EURD) mov mapatiBeton
oV Topdypago 7, Tov apbpov 107y, g 0dnyiag 2001/83/EK ko kdBe emaxdiovdng
EMKOPOTOINONG ONMG ONUOGIEVETAL GTNV EVPOTATKT OUCTVLOKT] TOAN Y10 TO PAPLLOKCL.

A.  OPOI'H HEPIOPIXMOI ZXETIKA ME THN AX®PAAH KAI AIIOTEAEXEMATIKH
XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyéoro orayeiprong Kivovvov (XAK)

O Karroyog Adeag Kukhopopiog (KAK) Oa die&aydyet Ti¢ amantodpeveg Spactnplotnes Kot
TopeUPAGEIG PAPLUKOETOYPOTVNOTG OTMG TapovG1aLovTal 6To GVUPOVNOEY ZAK Tov
mapovctaletor oty evotnta 1.8.2 g adeiog KuKAOQOPIinG Kol 0To1EGONTOTE EMAKOAOVOEG
gykekpéves avabewpnoelc tov ZAK.

‘Eva emikarponompévo LAK Oa mpénet va kototedet:

. Metd omd aitnuo tov Evpondikod Opyaviopod @apudkmy,

. Omnotednmote tpomomoleitan To OGN SloyElPIoNC KIvdHvov, E10IKE MG AMOTEAEGULO ANYTG
VEOV TANPOPOPIDOV TOV LITOPOVV VO ETUPEPOVY CTIUAVTIKT OAANYT OTN GY£0T) 0PEAOVG-KIVOUVOL
N ®G ATOTEAEGLOL TNG EMITEVENG EVOG CTUOVTIKOD OPOCTILOL (QOPLOKOETOYpOTVNOT T}
EAO10TOMOIN oM KIVOOVOV).
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IHAPAPTHMA 111

EINIEHMANXH KAI ®YAAO OAHI'TQN XPHXEHX
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A. EINIXHMANXH
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Ultibro Breezhaler 85 pukpoypappdpio/43 pikpoypappdpia KOVIC yio E16Tvor, GKANPE Koyakio
WOUKATEPOAT)/YAVKOTUPPOVIO

2. YYNGOEXH XE APAXTIKH(EXY) OYZIA(EY)

Kdébe xayaxio mepiéyet 110 pikpoypappdapio vdoxotepOAns kot 50 pkpoypoppdpio yAvKomvuppoviov.
H mocotto, TG vdoKoTepOANG Kol TOV YAVKOTUPPOVIOD OV EIGTVEETAL

etvan 85 pukpoypappdpio (toodvvoun pe 110 pukpoypoppdpto vdokotepOING UNAEIVIKIG) Kot

43 pikpoypoppdpia (16odOVopo pe 54 Kpoypoppdplo YAUKomuppoviov Ppoptodyov), avticTotyd.

3. KATAAOI'OX EKAOXQN

[epiéyet emiong: Aaktoln Kol Loyviio10 GTENTIKO.
BA\éne @OALO 00MY10V Y10 TEPIGGOTEPEG TANPOPOPIEC.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Koévig ywr gromvor|, okAnpo koydkio

6 X 1 koydkio + 1 cuokeLT EIGTVONG

10 X1 kaydkio + 1 GuoKeLT EIGTVONG
12 x 1 xayaxio + 1 cuokeLn E16TVONG
30 x 1 xoydxio + 1 cuokevn E16TVONG
90 x 1 xoydkio + 1 cuoKeLn EIGTVONG

’ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

[Ipog xpriom LOVO UE T GLOKELT| EIGTVONG TTOV TOPEYETAL GTI GUCKELAGIL.
Mnv Kotomivete To KoyaKioL.

Awfdote T0 QOAAO 0ONYIOV YPNOTG TPV ATd TN YOPTYNON.

Xpnon d1d E16TVONC

Ogpomeio yio 90 nuépeg [90 X 1 kaydxia + 1 Guokevn E1GTVONG LOVO].

6. EIAIKH ITPOEIAOIIOIHXH XYM ®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IMPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA TTAIAIA

No puAdocetar og Béom, TV omoia dev PAETOLV KO deV Tpoceyyilovy Ta ToudLd.

7. AAAH(EY) ETIAIKH(EY) ITIPOEIAOITIOIHXH(EIYX), EAN EINAI ATTIAPAITHTH(EY)
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8. HMEPOMHNIA AHZHX

AHEH
H cvokeun eiomvong o€ KOs GVOKEVOGIN TPETEL VO AMOPPITTETAL APOTOV £YOVV Ypnoipomondei oo
TO, KOWAK10, TG GVOKEVAGTIOG.

9. EIAIKEYX YYNOHKEYX ®DYAAZEHX

Mn gpuAdocete og Ogppokpacio peyarvtepn tov 25°C.
DVAACCETE TO KOYAKLO GTNV Op)IKT] KOWEAT Y10l VO, TPOGTOTELOVTAL OO TIV VYPAGIO KO UV To.
AQOIPEITE TOPE POVO OUECHS TPV TN XPTIOT).

10. IAIAITEPEX ITIPO®YAAEZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I1IOY ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIGMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/13/862/001 6 konydxio + 1 GLGKELT EIGTVONG

EU/1/13/862/007 10 xoydxio + 1 GuoKeLT| EIGTVONG
EU/1/13/862/002 12 koydxio + 1 cuokev €16TVoNg
EU/1/13/862/003 30 kaydkio + 1 GuekeLn EIGTVONG
EU/1/13/862/004 90 kawydkio + 1 GueKELY EIGTVONG

13. APIOMOZX ITAPTIAAX

[optida

14. TENIKH KATATAZEH I'lA TH AIAGEXH

DopUOKEVTIKO TPOIOV Y10l TO OTTOI0 OTOLTEITOL TPIKT) CLVTOYN.

| 15. OAHTIEX XPHEHX

‘ 16. TMAHPO®OPIEX XE BRAILLE

Ultibro Breezhaler

32



17. MONAAIKOX ANATNOQPIELTIKOZ KQAIKOX — AISAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A166166T0TOC YPOUL®OTOS Kddkag (2D) mov pépel Tov Tepn@OEvTa LovadIKO avayvmploTIKO KMOTKO.

18. MONAAIKOZX ANAT'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOX IEPIEKTHXE IIOAYXYXKEYAXIAX
CEYMIIEPIAAMBANETAI TO MITAE KOYTI)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Ultibro Breezhaler 85 pukpoypappdpio/43 pucpoypoapptdpia KOVIG yio £16TTvon), okKANPEa Konydkio
WOUKATEPOAT/YAVKOTVPPOVIO

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

Kd&be kaydxio mepiéyet 110 pucpoypappdpia vdokatepding kot 50 pikpoypoupdpia, YAUKOTuppoviov.
H mocdmta g vdaKatepOATG KOl TOL YAVKOTUPPOVIOL TOV EIGTVEETAL

givan 85 pkpoypappdpio (toodvvoun pe 110 pkpoypoppdpto wdokotepOANg UNAEIVIKIG) Kot

43 pikpoypappdpia (16odvvoplo pe 54 Kpoypappdplo YAUKoTuppoviov Bpoptovyov), avticTotyd.

3. KATAAOI'OX EKAOXQN

[Mepiéyer emiong: Aaktoln Kot Loyviiolo GTENTIKO.
BA\éme pUALO 00MYLOV Y10 TEPIGGOTEPEG TATPOPOPIES.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovig yia giomvor|, okAnpo KoyaKio

IoAvovokevacio: 96 (4 cvokevasiss tav 24 X 1) konydkio + 4 GuoKELES EIGTVONC.
IMoAvovokevacio: 150 (15 cvokevacicg twv 10 X 1) kaydkio + 15 cuokevég elomvonc.
IMoAvovokevacio: 150 (25 cvokevaciec Twv 6 X 1) koydkio + 25 cuokevég e16TVoNG.

‘ 5. TPOITIOX KAT OAOX(OI) XOPHI'HXHX

[Ipog xprion LOVO LLE T1 GLOKELY] EIGTVONG TTOV TOPEYETAL GTI CUGKEVAGIL.
Mnv KoTomiveTe To KoyaKio.

AwBdote To PUALO 0ONYIDY ¥PNONG TPV ATO TN XOPTYNON.

Xpnion 016 e16mTvong

6. EJAIKH ITPOEIAOIIOIHXEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXIETAI XE OEZH THN OIIOIA AEN BAETIOYN KAI
AEN ITIPOXEITIZOYN TA TTAIAIA

No puAdocetar o BEom ™V ool dev PAETOVY Kat dev Tpoceyyilovv Ta Tondid.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI ATIAPAITHTH(EY)
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8. HMEPOMHNIA AHZHX

AHEH
H cvokeun eiomvong Kdbe Guokevaciog TPENEL va amoppinTeTol apdTon YoV Xproionom el OAa To
KOWAKLO TG CVOKEVOGIOG.

9. EIAIKEYX YYNOHKEYX ®DYAAZEHX

Mn gpuAdocete og Ogppokpacio peyarvtepn tov 25°C.
DVAACCETE TO KOYAKLO GTNV Op)IKT] KOWEAT Y10l VO, TPOGTOTELOVTAL OO TIV VYPAGIO KO UV To.
AQOIPEITE TOPE POVO OUECHS TPV TN XPTIOT).

10. IAIAITEPEX ITIPO®YAAEZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I1IOY ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

‘ 12.  APIGMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/13/862/005 IToAvcvokevacio Tov TepEyel 4 cvokevaciss (1 Kobeud
mepEyel 24 kaydxia + 1 cuckevr) EIGTVONG).

EU/1/13/862/008 IMoAvovokevacio mov TepiEyetl 15 cuokevacieg (1 kKobeud
nepiéyel 10 kayakia + 1 cuokevn E16TVoNG).

EU/1/13/862/006 IMoAvovokevacio mov TepEyet 25 cuokevacies (1 Kobeud

mEPLEYEL 6 KAkl + 1 GUOKELT E1GTVONG).

13. APIOMOZX ITAPTIAAX

[aptida

14, TENIKHKATATAZH I'TA TH AIAOGEXH

DapprokevTIKd TPOIOV Y10l TO OTTOI0 OTOUTEITOL WTPIKT) GLVTOY.

‘ 15. OAHT'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Ultibro Breezhaler

35



17. MONAAIKOX ANATNQPIELTIKOZ KQAIKOZ — AISAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A166166T0TOC YPOUULOTOS KoK (2D) Tov pépel Tov TEPIANEOEVTO LOVASTKO aVayVOPIGTIKO KOOKO.

18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENAIAMEXOX XAPTINOX [IEPIEKTHX IIOAYXYZXKEYAXIAY (XQPIX MIIAE KOYTI)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Ultibro Breezhaler 85 pukpoypappdpio/43 pikpoypappdpio, KOvic yio £167Tvor, okANPa Koydkio
WOUKATEPOAT)/YAVKOTUPPOVIO

2. YYNGOEXH XE APAXTIKH(EXY) OYZIA(EY)

KdéBe xaydxio mepiéyet 110 pikpoypappdapior vdoxotepOANG kot SO pikpoypoppdpio YAVKoTvuppoviov.
H mocotto, TG vdoKoTepOANG Kol TOV YAVKOTUPPOVIOD OV EIGTVEETAL

etvan 85 pukpoypappdpio (toodvvoun pe 110 pukpoypoppdpto vdokotepOING UNAEIVIKIG) Kot

43 pkpoypappdpio (1I60dVVOLO PE 54 HIKPOYPOLLAPIE YAVKOTUPPOVIOL BPmiodyov), avticTtoryo.

3. KATAAOI'OX EKAOXQN

[epiéyet emiong: Aaktoln KOl LOyVIO10 GTENTIKO.
BA\éne @OALO 00My1DV Y10 TEPIOGOTEPEG TANPOPOPIEC.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Koévig ywr gromvor|, okAnpo koydkio

24 x 1 kayakio + 1 cuokevt| e1l6TVONG. ZToygio uiag ToAvcvokevacsiog. No punv molovvtol YopioTd.
10 x 1 koyakio, + 1 cuokevn EI6TVONG. LTOLYEO LG TOAVCVOKELUGTNG. No Unv TOAEITOL YOPIoTA.
6 X 1 kaydxio + 1 cueKELT E1GTVONG. XTOLKEID L10G TOAGVOKEVAGTNG. No IV TOAOVVTOL Y OPLGTA.

’ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

[Ipog xpriom HOVO LE T GLOKELY| EIGTVONG TTOV TOPEYETOAL GTI GUGKEVAGIL.
Mnv Katomivete To KoyaKio.

Awfdote T0 QOAAO 0ONYIOV YPNOTG TPV ATd TN YOPTYNON.

Xpnon 514 elomvong

6. EIAIKH NPOEIAOIIOIHXH XYM ®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAETIOYN KAI
AEN IIPOZEITIZOYN TA IAIAIA

Noa puAdooetal og Béom v omoia dev AEmovy kat dev Tpoceyyilovy Ta Toudid.

7. AAAH(EY) ETIAIKH(EY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHZHX

AHEH
H cvokeun eiomvong Kdbe GuoKeVAGiogG TPENEL VO OITOpPITTETOL APOTOL EYXOLVV YpnoiLomombel OAa To
KOWAKLO TG CVOKEVOGIOG.

9. EIAIKEYX YYNOHKEYX ®DYAAZEHX

Mn gpuAdocete og Ogppokpacio peyarvtepn tov 25°C.
DVAACCETE TO KOYAKLO GTNV Op)IKT] KOWEAT Y10l VO, TPOGTOTELOVTAL OO TIV VYPAGIO KO UV To.
AQOIPEITE TOPE POVO OUECHS TPV TN XPTIOT).

10. IAIAITEPEX ITIPO®YAAEZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I1IOY ITPOEPXONTAI ATIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

‘ 12.  APIGMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/13/862/005 [ToAvovokevacio mov TepEyel 4 cuokevacies (24 Koydkio +
1 cvokevr] EIGTVONG).

EU/1/13/862/008 IMoAvovokevacio mov wepiEyet 15 cvokevaocieg (10 kanydkio +
1 cvokevn E1GTVONG).

EU/1/13/862/006 IMoAvovokevacio mov TepiEyel 25 cuokevaoieg (6 Koydkio +

1 cvokevn E16TVONG).

13. APIOMOZX ITAPTIAAX

[aptida

14, TENIKHKATATAZH I'TA TH AIAOGEXH

DapprokevTIKd TPOIOV Y10l TO OTTOI0 OTOUTEITOL WTPIKT) GLVTOY.

‘ 15. OAHT'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Ultibro Breezhaler
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17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

EXQTEPIKO KAITAKI EZQTEPIKOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA
MONAAQN KAI ENATAMEXOY XAPTINOY IIEPIEKTH ITIOAYXYXKEYAXIAX

1. AAAA XTOIXEIA

1 Ewdyete

2 Tpounnote Kot apnote

3 Ewonvevote Babid

‘Eheyyog  EléyEete Ot1 TO Konydkio etvon ddeo

Awpdote To PUALO 0dNYIDV YprioNG TPV AITd TN YOPYNON.
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EAAXIZTEX ENAEIZEIZ IIOY IPEIEI NA ANATPA®ONTAI =TIE XYZKEYAXIEX
KYYEAHZ (BLISTER) 'H =TIZ TAINIEX (STRIPS)

YYXKEYAXIA TYIHIOY BLISTER

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Ultibro Breezhaler 85ug/43 pg x6vig yio eilomvon
WOUKATEPOAT/YAVKOTLPPOVIO

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AH=ZHX

EXP

4, APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA

Xpfion Hovo 316, ELGTVOTC.
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B. ®YAAO OAHI'TQN XPHXHX
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®vriho oAV yprong: IIAnpogopisg yia Tov ypioty

Ultibro Breezhaler 85 pikpoypoppapro/43 pikpoypoppdpia KOvig yla £16vor}, 6KAMPO Kayaxkia
woaKaTEPOAN/YAVKOTLPPOVIO

AlfacTe TPOGEKTIKA OAOKAN PO TO QUALO 00N VLAV YPNONG TPLV UPYLICETE VA AP GLULOTOLEITE AVTO

T0 QapROoKo, O10TL TEPLAUUPAVEL SNUOVTIKES TANPOPOPIES Y10 GO,

- DvAdETe anTO TO EOAAO 0dNYLDV Yprione. Towg ypelaotel va to dwfdoete Eavd.

- Edv éxete meportépm amopiec, poToTE TOV Y1OTPO,TOV GOPLOKOTOLO 1] TOV VOGOKOHIO GOG.

- H cvuvtayn yio avtd to pappoako yopnynonke omokAeoTikd yio 6og. Agv TpEmel vo OMGETE TO
@appoko og dAlovg. Mmopel va Toug TpokaAécsel PAAPT, oo Kot OTAV TO GUUTTOUOTO TNG
acBéveldg Toug etvan 01 pe To d1Kd cag.

- Edv mapatnproete kdmowo avemiBopuntrn evépyela, EVLEPDGTE TOV Y1UTPO, TOV QOPUOKOTO0 1)
TOV VOGOKOUO G0G. Autd 1oyDel Kot yio kaOe miBovi avemBountn evEpyela Tov OV AVAPEPETOL
670 TTapdV EUAL0 0dNYIdY Yprong BAéme mapdypapo 4.

T epréyet 1o TaPGY GUALO 0ONYLOV:

Ti etvon o Ultibro Breezhaler kot moa givan 1 xprion tov

T npénel va yvopilete Tpv ypnoonomoete to Ultibro Breezhaler
IMog va xpnoywomomcete to Ultibro Breezhaler

[TBavéc avemBounteg evépyeleg

I va purdoccete To Ultibro Breezhaler

[Mepreydpeva e GVOKEVUGTING KO AOUTEG TANPOPOPIES

OSmltsg xpNong g cvokevng slonvorg Ultibro Breezhaler.

oghkwhE

1.  Tueivon to Ultibro Breezhaler kol wowa givar ) ypiion tov

T givan To Ultibro Breezhaler
AVTO TO PAPLLOKO TTEPLEYEL OVO dPUCTIKEG OVGIES TOV OVOUALOVTOL VOUKATEPOAT Kol YAVKOTLPPOVIO.
Avtég avkovy og [ opdda eappdkmy Tov ovopdlovtol Bpoyyod10cTaATIKA.

Iowe sivar n gpiien Tov Ultibro Breezhaler

AvTO TO PAPLLOKO YPTCYLOTOLEITOL Y10 VAL SIEVKOADVEL TNV OVamVOY| 6€ EVIAIKES aoBgvelg Tov
TOPOLGIALOVY OVOTVELGTIKT SVCKOAIN AOY® W10G VOGOV TMV TVEVLOV®OV TTOL ovoualeTal ypovio
amoppaktikn Tvevpovorddeia (XAIT). Ztn XAl o1 poeg mov mepPdAovy ToVg 0epayyos GRiyyoLV.
Av16 TpokaAel Suokorio oTnV avomvor. Avtd T0 PAPROKO EUTodiEL TO CEIEILO VTV TOV LVOV
GTOVG TVEVUOVES, KANGTMOVTOG EVKOAOTEPT) T POT| TOL AEPX OITO KO TTPOG TOVG TVEDILOVEG.

Edv ypnoiponoigite autd 1o pappaxo pio eopd v népa, Ba fondnoel va gloyiotorombodv ot
emdpaoelg g XAl oty kabnuepv cag (on.

2.  Tuvapére va yvopilete mpv ypnoyporoumjcete to Ultibro Breezhaler

Mnv gpnopononioste to Ultibro Breezhaler

- 0€ TEPIMTMOT CAAEPYIOG GTIV WWOAKOTEPOAT, TO YAVKOTLUPPOVIO, 1) GE OTOL0ONTOTE AAAO GO TOL
GLOTATIKG CVTOV TOL PAPLLAKOV (CVaPEPOVTOL GTHV TOPaypapo 6).

43



Ipogidomomoeig kon TpoPuAAEaLS:

Amevbuvbeite oTov ylaTpd, TOV QappoKomold 1 TOV VOGOKOWO 6aG, TPy yxpnotporomcete to Ultibro

Breezhaler, v kamoto and to Topakdtm 1oyvEeL Yo 606G

- &xete GoOUA — TO PAPULAKO OVTO OEV TPENEL VAL YPTGILOTTOIEITOL WG BEpomeia Yo TO Ao,

- €YETE KAPILOAOYIKA TPOPANLLATAL.

- éxete omacpovs N KPIoELs.

- &xete TpoPAnuoto pe to Bupeoeidn adéva (Bupeotoikwon).

- éxete S

- YPTCLOTOIEITE OTOWONTOTE PAPLLAKA Y10 TNV TVELHOVOTAOELL GOG TTOL TEPLEYOLY OPUGTIKEG
ovoieg mapduoteg (0o katnyopia) ue avtég tov Ultibro Breezhaler (BA. mapdypago «AAra
eapuaxa ko Ultibro Breezhalers»

- avTUETORILETE TPOPAAUOTO LE TOVG VEPPOVE GOC.

- éxete cofopd nratikd TpoPAnpaTa

- &xete £vo, TPOPANLA LE TOL LATIO GO TTOV OVOUALETOL YAAUK®ULO KAEIGTHG YOVING.

- edv avtipetonilete SuoKoAln GTrV oLPNON.

Av kdmotlo amd To TOPUTAVE 1oYVEL Yio €0dg (M av Ogv gloTe Giyovpol), KA GTE HE TO YLATPO, TO

(POPLAKOTOLO 1| TO VOGOKONO GO TPOTOV (PN CLULOTOU|GETE TO PAPULAUKO CVTO.

Katd ™ Oepansio pe Ultibro Breezhaler
- AWgkoyTE TN P16 GVTOV TOV PUPPAKOL KoL CnTiHoTE TPkt fonjOsia apéomg edv

ELLPAVICETE OTOLOONTOTE OO TO, TAPAKATW:

- 7TOVO 010, LLatio 1} Suspopia, Tapodikn Oaunn 6pacT), EOTEWOL 1 £YYP®UOL SUKTOAOL N
EYXPOLES EIKOVEC GE GLUVOVACHO e KOKKIVAL LLATLO - AVTE EVOEYETOL VO Efvan onueia
o&elag TposPoAng omd YAUVK®LLO KAEIGTNG YOVIOGS.

- dVoKOAiG GTNV avOTVON 1 GTNV KOTATOGT), 00N, 6T YADGGA, 6T, XEIAN 1| 6TO
TpOo®TO, deppotikd eEavOnuLa, Kvnopuos Kot Topgoi (onueio oAAEPYIKNG avTidopaong).

- aicOnua cvePiEng oto Odpaka, frxo, GUPIYUO 1| AVOTVEVSTIKN SVGYEPELN. AUECHC LETA
™ ¥PNOT CVTOD TOV PAPUAKOL — PUTOPEL VoL TPOKELTAL Y10, GMUEi piog TiBNnong mov
ovoudleton Tapado&og PpoyyOGTUCLOG.

- Ewpepdote apéocng o Y1atpd cag edv to cvuntopata g XAll dnwg Aaydviaouo,
cuptyHOG 1 PrY0s dev LTOYWPNGOLV 1) EXOEWVMOOVV.

To Ultibro Breezhaler ypnowonociton wg pia cuveyildopevn Oepomeio yio t XAIL Mn
YPNOULOTOIEITE OWTO TO PAPLLOKO Y10 TNV OVTILETMOTIOT Ko EQPVIKTG Kpiong SVGTVOLNC 1) GLUPLYULOV.

Hoora ko Epnpor
Mn divete to pdppaxo avtd oe Tandid 1 eprfoug niikiog kdtw TV 18 etdv. Avtd cupPaivet yloti ogv
€xel pelet el o€ avTN TNV NAKLOKT] OpAdOL.

Alra @appaxe kon Ultibro Breezhaler

Evnuepaote tov yiatpd 1 Tov Qoproxonold cag qv maipvete, Exete mpdoeata ThpeL | Umopel va

TOPETE GALQ PAPLLOKOL.

ZD’YKSKpl},lSVU. TOPAUKOAOVLE EVILEPMOTE TO YIATPO GOG EAV YPTCILOTOIEITE:
Qappoxa to oroia propet va gtvon mapdpow pe to Ultibro Breezhaler (mepiéyovv mapdpoia
OpUCTIKE CLGTUTIKA

- (QAPLLOKO TOV OVOLLALoVTOL BNTO OTOKAEIGTEG TOV UTOPEL VAL YPNOLOTOLOVVTAL Y10 TV VYNAY
apTNPLOKT TiEST 1 AOITA KOPIOAOYIKA TTpofArjHata (OTmg TPOTPAVOLOAN) 1) YiO TO
opBaioloyikd TpOPAN e ToV ovopdletot YAadkmpo (0T®we TYLOAOAN).

- QAPLLOKO TTOV UTOPEL VO LELMGOVV TNV TOGOTNTO KAAIOL GTO Qo GOG. Xe oVTA
weprauPavovro:
- otepoedn (m.y. mpedviLoAdvn).
- dovpnTiKa (810Kio VEPOD) TOL ¥PTGULOTOIOVVTOL Y10 TV VYNAT aptnplokn mieon (6mmg

vdpoyrmpodealion).

- QAPLLOKO Y10 OVOTVELOTIKG TpoPAnuata (6mme OeopuAlivn).

44



Kdnon ko dnroopoc

Agv drotiBevTon 6£d0UEVA GYETIKA LLE TN XPTOT) OVTOV TOL QOPUAKOD OTIG EYKVEG YUVOIKEG KOl OV
glval yvoato €6v 1 0pacTIKY 0VGI0 AVTOD TOL PAPUAKOV SEPYETAL GTO UNTPIKO YoAL. H
woakatepOAN, Wia omd T1g dpactikéc ovaieg tov Ultibro Breezaler, umopei vo aotpéyet tov TokeTd

AOY® NG EMIdpAONG TG OTN UATPO.

Edv eiote éykvog 1 OnAdlete, vouilete 0tL umopei va giote £ykvog 1| 6Yed1ALETE VO OMOKTACETE TTAdL,
{ntmote ™ GLUPOLAT TOL YTPOV 1] TOV PAPLOKOTOLOV GaG TPV TAPETE AVTO TO PdpraKo. Agv Ba
npénel va ypnotporomoete to Ultibro Breezhaler, ektdg Gv 60G T0 e 0 Y10TpOG GOG.

Odnfynon km yEPLopos pnyovnpdrTov

Ag Bewpeiton TOOVO VTO TO PAPOKO VO ELNPEAGEL TNV IKOVOTNTE Gag va odnyeite kot va yelpileote
unyoviuoto. Hopodia avtd, To eappoxo avtd pwropet va tpokaréost (aAn (PA. tapdypoeo 4 ). Edv
voluweete LAAN eved AopuPavete onTd TO QAPLOKO, NV 001 YNOETE N XEPICTEITE UNYOVEC.

To Ultibro Breezhaler mepiéyer haxtoln

AvTo 10 Pappako TEPEYEL Aoktoln (23,5 Mg avd kaydkio). Av 0 Y10Tpog GOG, GG EVIUEPMGE OTL
€xete dvoaveio og OpPIGUEVO GAKYOPA, ETIKOWVMOVIGTE UE TOV YIOTPO GOG TPV TAPETE ALTO TO
POPLOKEVTIKO TPOTOV.

ZNTGTE TN GLUPOLAT TOL YLTPOV 1| TOV PAPLOKOTOIOD GOG TPOTOV TAPETE OTOLOITOTE PAPLLOKO.

3. Mg ve ypnowomoujoete To Ultibro Breezhaler

[évtote va xpNOYOTOLEITE TO PAPHOKO CVTO QVGTIPE GUUEMVO LLE TIG 0ONYIES TOV Y10TPOD 1 TOL
Qapuaxorolod coc. Edv éxete apeiPorieg, potiote TO Y10TPO 1) TOV QAPUAKOTOL0 GG,

ITéoo Ultibro Breezhaler va ypnoewpomonjcets

H ouvnfng 66om eivar va etonvéete 1o mepieyopevo evog kayakiov kdbe nuépo.

Xpewaleote LOVO va I6TVELGETE Pt POPA TNV NUEPQ JLOTL 1| EMIOPACT] ALTOL TOL PAPLEAKOL dlopKel
v 24 opec,

Mn ypnoonoteite mepocOTEPO OO OGO GOG TEL O YIUTPOG GG VO YPNCLOTOLEITE.

Hiuaopévor (mAkiog 75 eTOV Kol Ave)
Mmropeite vo ypnoYLOTOLEITE 0 TO TO PAPLOKO oV €i0TE NAKING 75 €10V Kol v otV 1010 060T e
TOVG BALOVLG EVAMIKEG,

Iléte va swenvéete To Ultibro Breezhaler

Xpnoiponomote avTd To eApHoKo TV 01 dpa kKabe uépa. Avtd Ba cag Pondncet emiong va Boudorte
V0L TO (PT|CYLOTTOLELTE.

Mmnopeite va el6TveDoETE OLTO TO PAPLLOKO OTOLUOTTTOTE GTIYIY TPV 1) LETA TO PayNTO 1 TO TOTO.
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Idg va ypnopomomjcete to Ultibro Breezhaler

- To Ultibro Breezhaler ivot yia yprion 614 elomvonc.

- Y& ot TN cvokevacia, Oa Ppeite o GLOKELT] EIGTVONG KOl KOWAK1O (0€ KUWELEC) TOV
TEPEYOVV TO PAPHOKO MG KOVL Y10 EIGTVOT|. XPNGILOTOLEITE TO KoKl LOVO LE Tr GLOKELN
ELOTIVONG IOV TEPIEYETAL OE QTN T 6VoKevaoio (cuokevn elomvong Ultibro Breezhaler). Ta
Koy aKio, o TPEMEL VoL TAPAPEVOLV GTIG KOYEAEG LEXPL VOL YPELOGTEL VOL T YPNCLLLOTOLCETE.

- ATOKOAANGTE TNV TPOCTOTEVTIKT EMEVOVGT] TN KLWEANG Y10 VO, TV OVOIEETE - LNV CTPDYVETE
TO KOWOAKLO HEGM TOV GUAAOL AAOLUIVIOV.

- Ortav EeKvioete vEo GLOKEVOGIN, XPNOYOTOMGTE TN VEX GuokeLT| elomvong Ultibro Breezhaler
OV TTOPEYETOL GTY] GLOKEVAGIOL.

- Amoppiyete TV GLOKELT| E1GTVONG KAOE GLCKELOGIAG APOTOV OO TO KOWAKLO TNG
oVOKELOCTNG EYOVV YPNOLLOTOOEL.

- Mnv xotoarivete To KoyaKia.

- [Mopakaiovue d1opfdote TIG 00NYiEC GTO TEAOC AVTOV TOV PVALOL OOTYIDV YPONG VIO
TEPIOGOTEPEG TANPOPOPIES GYETIKA LE TOV TPOTO YPNONG TNG CVCKELNG EIGTVONG.

Eav ypnowponomcete peyarvtepn d6on Ultibro Breezhaler amé tnv kavovua)

Edv éyete etonvevoel mapa ToAD amd avtd TO PAPHOKO 1) €AV ¥PNOYLOTOMGEL KATOL0G AAAOG KOTA
AGBog T Koy axio cog, 8o TPEMEL VoL EVIUEPDOTE OUECHS TO YIOTPO GOG 1} VO LeTafPeite otV
TANGIEGTEPT LOVAdQ ETEYOVTIMV TTEPLOTATIKMV. Agi&Te TN cvokevacio tov Ultibro Breezhaler. Mropei
Vo (PECTEL 10TPIKT TOpakoAoVONoT. Mmopel va Tapatnprioete 0Tl 1 Kopdid oG XTLTdEL TaOTEP
amd 10 ovvndicpévo, 1| LTopel va EYETE TOVOKEPOAO, VO, loBdaveaTte vTvnAia, va oucBdveote vavtia 1
VO KAVETE EUETO, 1) VO TOPUTNPNOCETE OMTIKEG OLUTAPAYEG, VO 0GBAVESTE SLOKOIMOTITA 1) VO. EXETE
dvokoMa Katd TNV 0vpnon.

Eav Egyaoete va ypnoyporomoste To Ultibro Breezhaler

Edv Eeydoete va elonvencete o, 600m TNy ouvnicpévn dpa, EIGTVEDGTE TV TO GUVTOUOTEPO
duvatd eketvn TV NUEPA. XT1 GUVEXELN, EICTVEVGTE TNV EMOUEVT SO0 ©OG GLVNOWG, TNV ETOUEVN
nuépa. Mnyv elonvedoete Tepdy g (o d66omg TV 1d1a nuUéEP.

ITéo0 korpo va ovveyicere ) Oepancio pe Ultibro Breezhaler

- Yuveyiote va ypnoonoeite to Ultibro Breezhaler yio 660 ypovikd didotuo cog vrodeiet o
ywtpds Gog.

- H XAII eivon paxpoypovia vooog kat Oo mpémetl vo ypnoonoteite to Ultibro Breezhaler ka0s
pépa Kot 6y Lovo GTav TOPOLGLALETE OVOTVELGTIKG TPOPANUATO 1) GAAN CUUTTOUOTO TG
XAIL

Edv éyete amopleg oyetikd pe to ypovikd drdotnua mov Oa tpénet va cuveyicete ) Oepameio pe avtod

TO (ApLaKO, amevBuvleite 6To YLOTPd 1 TOV PAPUAKOTOO GO,

Edv éyete meprocotepeg EpOTNOEIG GYETIKA [LE TN XPNOT OVTOV TOV POPLAKOL, POTGTE TOV Y1OTPO,
TOV (POPLLOKOTOLO 1] TOV VOGOKOLO GOG.

4, MOavég avemOOunTeg evépyereg

Onwg 6Aa To. PAPULOKO, £TCL KL CVTO TO QAPLLOKO UTOPEL VO TPOKOAESEL OVETIOOUNTES EVEPYELES, OV
Kot 8eV TaPOLGIALOVTaL € GAOVG TOVG aVOPOTOG.

Opropéves avemBOunteg evépysereg pmwopel va givan coPapég:

Yuyvég (nropei va emnpedcovy péypr 1 etovg 10 avOpdmovc)

. dvokoAio, GTNV avomTvon 1 6TV KaTdmnoon, TPIEWO 6T YAOGGQ, 6T YEIAN 1| 6TO TPOC®OTO,
Kvidmomn, depuoticd e£avOnuo — avtd evoéyetal va ivar onueior aALEPYIKNG avTidopaomng.

. aioOnpa komwong 1 vtepPoAkng diyog, avENUEVN Opeln Ywpig TPOSANYT CORATIKOD Bdpovg
KoL ouyvoTepN 00pnon amd 6,11 cLVNOMG — AVTA EVOEXETAL VO Elval onUEin VYNADV ETTES OV
COKYAapoL 6To aipa (vrepyAlvkoipia).
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‘O ovyvég (umopei vo emnpeasovy péypt 1 atovg 100 avlpdmTovg)

0&0¢ TOVoG 610 Bdpaka Le AVENUEVT EPIOP®OT — EVOEXETAL VO, Elval GoPapd KapI1oKO
TPOPANUe (1o oUKn Kapdlonddeia).

TPNEWO KLplg 0T YAMGGO, 6Ta YEIAT, GTO TPOSHONO 1 6TO Add (TBovd onueia
OYYEL0010MLOITOG).

OVoKOAiQ GTNV AVOTTVOT] [LE GLPLYLO KoL Br)yoL.

7TOVOG 6Ta AT 1 SucPopia, TPocwpvd BOAT 0pacT), POTEWOL 1] EyYPMUOL SOKTOAIOL Ko
KOKKIVIGULO T®V LOTIOV — 00TO EVOEYETOL VAL Vol onpeio YAOUKOLOTOG.

aKOVOVIGTOG KOPO10KOG TOALAC.

Edv gpoavicete kdmola and avtéc tig coPapég avembounteg evépyeieg, {ntiote wwrpuki] fondea
opécme.

Addeg avemOBuuNTEG EVEPYELES PUTTOPEL VO Elvar:

IMoAd cvyvég (umopel vo, emnpedoovy TePLocoTepovs a6 1 otovg 10 avlpdmoug)

PWVIKT] GUUEOPNON, PTAPVICHA, BY0C, KEPAUAUAYiD LE 1 XOPIC TVPETO — aVTA EVOEYETOL VAL Elvar
onueio Lolpnwéng Tov avATEPOL AVATVEVLGTIKOD.

Yuoyvég

GLUVOLOCUOG EPEDIGUEVOD ANLLOV Kol KATAPPOT] - OLTA EVOEXETAL VO Efvorl oneio
PVOPaPLYYITIONG.

ENMOVVN KOl GLYVT OVPNGT] — AVTA eVOEYETAL VO Elvar onpeio piog ovporoipnwéng Tov
ovopaeTal KVoTiTIdd.

aicOnua wieong N TOVOL GTa LAYOLAN, KO TO LETMTO — OLTA EVOEYETOL Vo Elval onpeia
GULLPOPNOTG TOV TOPUPPIVIOV KOAT®V.

KOTOPPOT 1] PLVIKT] GUUEOPNON.

Caan.

TOVOKEPUAOC.

Prxas.

gpediopévog Aapog.

GTOUOYIKT EVOYANOT|, dueTEYia.

TEPNOOVA TV OOVTIDV.

dvoKoAio, Kot TOVOC KATd TV 00pNoN — avTd popel va eivar onueio amd@poaéng tng ovpodoyov
KVOTNG 1] KATOKPATNONG OVPM®V.

TPETOG,

BwpakiKodg TOVOGS.

Oy ovyvég

dvokoMMa oTov VIVO.

TOYLTOALLIOL

aicOnua ToAUGY — onpEeio L UOIOAOYTIKOD KOPIIOKOD TOALOV.
aAhoiwon g eovig (Bpoyvada)

onpoppayio g poTmg.

d1appoto 1] TOVOC GTO GTOWAYL.

Enpootopa.

KVNopog 1 e&avonua.

TOVOG TOV EMNPEALEL TOVG VG, TOVG GUVOECUOVE, TOVC TEVOVTEG, TIC 0pOpMOELS Kot ToL 00TA.
LuiKo¢ omacLog.

poikog movos 1 evansnaio.

TOVOG GTA XEPLOL 1} TOA.

(POVCKMUEVEG TOAGLESG, OOTPAYOAOL KO TOOA.

KOT®ON.
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Yravieg (umopel va ennpedoovv péypt 1 otovg 100 avlpdmovg)
. LUPUNYKIOGHLOL 1] LOVOLOGLLOL

Ava@opd avemOvunTOV EVEPYELOV

Edv moapatnpnoete Kamowo avemBount evEpyeln, EVILEPAOCTE TOV YLOTPO, TOV QUPUOKOTOL0 1) TOV
VOGOKOWO 60G. AVTO 1oy0eL Ko Yo k4B mhavr avemBounTn evépyela Tov deV AVaQEPETIL GTO TOPOY
@OALO 001 YLDV YpTIoNC. Mmopeite emiong va avapépete avemBounteg evépyeleg amevbeiog, HECH TOV
€0vikoh GuoTALATOG AVaPOPAS OV ovaypaeeTotl oto IHapdptnua V. Mécm g avapopag
avemBountv evepyeldv puropeite va Pondncete 6T GUALOYN TEPLGGHTEPMV TAT|POPOPLDV CYETIKA
LLE TNV ACOAAELL. TOV TOPOVTOG POUPLLEKOV.

5. Iog va pouidscsete To Ultibro Breezhaler
To @dapuoxo avtd TPETEL Vo QUAAGCETOL GE LEPT] TOL O&V TO PAETOVV Kal deV TO POGVOLV Ta TAd1E.

No pn xpnoponoteite avtd 10 PAPROKO LETA TNV UEPOUN VIO ANENG TOVL AVAPEPETOL GTO KOVTL Kot
otV KuyéAn petd v « AHEH»/«EXP». H nuepopnvia AnEng ivor n teAevtaio nuépa Tov piva mov
avaPEPETOL EKEL

Mn puAdooete og Begppokpacio peyarvtepn tov 25°C.

DVALCGETE TO KOWAKLO GTNV OPYIKT KOYEAT Y10 VO TPOCTOTEVOVTOL OO TNV VYPAGIH KoL IV To
AQOIPEITE TOPA LOVO OUECHS TPV TN YPTOT.

H ovokevn eilonvong o€ kdbe cuokevaoio TPETEL VO, amoppinTeTAL APOTOL £X0VV PN GILoTo Ol OAa
T KOWYAKLO TG GLCKEVAGIOG.

No [ ¥pNOOTOLEITE VT TO PAPHOKO EAV TAPATNPNCETE OTL 1] GLOKELAGIN EYEL VTOGTEL POOPE N
oépet evdeilelc alhoimonc.

Mnv metdte pdppoka 6To vepd TG OmOYETELOTG 1) OTA OKloK( amoppippata. Potote tov
(POPUAKOTOLO GOG Y10 TO TMG VO TETAEETE TOL PAPUAKO TOV OEV XPNOYLOTOIELTE 7o, AVTE T, puétpa Oal
BonBnocovv oty npoctacio Tov mepPdiiovrtoc.

6. Iepreydpeva TS 6VOKELAGTUG KO AOUTTES TTANPOPOPIES

Tvrepéyer to Ultibro Breezhaler

- O1 dpacTicég ovsieg sivar vdakaTepOAT (G UNAEIVIKY) Kot Bpopodyo YAvkoruppovio. Kabe
Koyaxio mepiEyel 143 pucpoypoppdpio UNAEivikng woaxkatepoing wodvvaun pe 110 ypoppdpio
wdoKaTEPOANG KoL 63 Ypappdpo, BPOUIoVY0V YAUKOTUPPOVIOL 1G0SVVAO LE
50 pucpoypappdpia yAvkomvppoviov. H mapeyduevn 66om (n 66om mov anerevbepmvetor omd
TO EMGTOUIO TNG CLOKELVNG EIGTVONG) vl 16000vVaun He 85 pikpoypopdpio vdakatepoAng
(1o0dvvaun pe 110 pukpoypoppdpto UNAEIVIKAG tvOOKATEPOANG)
Kol 43 pKpoypappdpio YAUKOmuppoviov (16000vapo pe 54 pikpoypoppdpio Bpmptovyov
YAVKOTTUPPOVIOL).

- Ta GAALO GLOTOTIKG TNG EICTVEOUEVIC KOVEWG EIVOL 1) LOVODOPIKT AKTOLN KOl TO GTENTIKO
payvioto (PAéne mapdaypago 2 «To Ultibro Breezhaler mepiéyet Aoxtolny).

Epgavien tov Ultibro Breezhaler kol wgpieyopeva g 6VGKELAGIOG
To Ultibro Breezhaler 85 pikpoypoppdpto/43 pikpoypoppdpto KOVIC yia. E167vor, oKANpa Koydkia,
glvan dlopavég Kot Kitpvo ko mepiéyet pia Aevkn g oxedov Agvkn kovn. Eyxetl tov Kwdwd mpoidvtog

«IGP110.50» tuommuévo pe UmAe ¥p®UO KATO amd dV0 UTAE pAPOOVE GTO CAOWM Kol TO AOYOTUTO TG
etapeiog (1) omopévo pe powpo ypdue Téve oTo KomdKt.
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e auTn TN ovokevacia, Bo Ppeite o GVOKELT] TOL OVOUALETOL GLOKELY EIGTVONG, Holl Le KoydKio
o€ kuyéres. Kabe koyédn mepiéyet 6 1 10 ochnpd koydxio.

AwrtiBevtar To NG peyébn cvokevaciog:
Movn cvokevacio mov meptéyet 6x1, 10x1, 12x1, 30x1 1 90x1 oxdnpd koydxkia, pe 1 cuokevn
E1GTTVONG.

[ToAvovokevacieg mov wepéyovv 96 (4 cuokevacies Twv 24X1) okAnpd Kaydakia Kot 4 GLOKEVEG
E10TTVONG.

IMolvovokevacieg mov mepiéyovv 150 (15 cvokevaoicc tmv 10X1) oxdinpd koydkio kot 15 cuokevég
EI0TTVONG.

[ToAvevokevacieg mov mepiéyouvv 150 (25 cvokevacieg Tmv 6X1) okANPA KoydKio Kot 25 GUGKEVES
E10TVONC.

Mmopel va unv dratiBevtor OAEG Ol GLOKEVAGIES GTN XDPA CUS.

Karoyog Adsrog Kukhogopiag
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

IpAavdia

HapaockevacTiig
Novartis Pharma GmbH
Roonstrale 25

D-90429 Nupeupépyn
I'eppavia

Novartis Farmacéutica SA

Gran Via de les Corts Catalanes, 764
08013 Bapkeimvn

Iomavia

I"o omoladMmote TANPOPOPIo. GYETIKA [LE TO TAPOV PAPUAKEVTIKO TPOTOHV, TAPUKAUAEIGTE VA
angvBuvbeite otov Tomikd avTimpdowno Tov Katdyov e Adetog Kukiopopiag:

Belgié/Belgique/Belgien Lietuva

Novartis Pharma N.V. SIA Novartis Baltics Lietuvos filialas
Tél/Tel: +32 2 246 16 11 Tel: +370 5 269 16 50
Bbarapus Luxembourg/Luxemburg
Novartis Bulgaria EOOD Novartis Pharma N.V.

Ten: +359 2 489 98 28 Tél/Tel: +32 2 246 16 11
Ceska republika Magyarorszag

Novartis s.r.o. Novartis Hungaria Kft.

Tel: +420 225 775 111 Tel.: +36 1 457 65 00
Danmark Malta

Novartis Healthcare A/S Novartis Pharma Services Inc.
TIf: +45 39 16 84 00 Tel: +356 2122 2872
Deutschland Nederland

Novartis Pharma GmbH Novartis Pharma B.V.

Tel: +49 911 2730 Tel: +3188 0452 111
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Eesti Norge

SIA Novartis Baltics Eesti filiaal Novartis Norge AS

Tel: +372 66 30 810 TIf: +47 23 05 20 00

EAada Osterreich

Novartis (Hellas) A.E.B.E. Novartis Pharma GmbH

TnA: +30 210281 17 12 Tel: +43 186 6570

Espafa Polska

Novartis Farmacéutica, S.A. Novartis Poland Sp. z 0.0.

Tel: +34 93 306 42 00 Tel.: +48 22 375 4888

France Portugal

Novartis Pharma S.A.S. Novartis Farma - Produtos Farmacéuticos, S.A.
Tél: +33 155 47 66 00 Tel: +351 21 000 8600

Hrvatska Romania

Novartis Hrvatska d.o.o. Novartis Pharma Services Romania SRL
Tel. +385 1 6274 220 Tel: +40 21 31299 01

Ireland Slovenija

Novartis Ireland Limited Novartis Pharma Services Inc.

Tel: +353 1 260 12 55 Tel: +386 1 300 75 50

island Slovenska republika

Vistor hf. Novartis Slovakia s.r.o.

Simi: +354 535 7000 Tel: +421 2 5542 5439

Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: +3902 96 54 1 Puh/Tel: +358 (0)10 6133 200
Kvmpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

TnA: +357 22 690 690 Tel: +46 8 732 32 00

Latvija United Kingdom (Northern Ireland)
SIA Novartis Baltics Novartis Ireland Limited

Tel: +371 67 887 070 Tel: +44 1276 698370

To mwap6v @OAL0 00N YIOVY YpioNS avaBempiOnke Yo TELEVTALO QOPA OTIG

Adreg TNYES TANPOPOPLAOY
AgnTopepeic TANPOQOPIES Y10 TO QAPLOKO 0VTO givar SBESLEG GTOV SIKTVOKO TOTO ToL Evpmmndikov
Opyaviopod Gopudkov: http://www.ema.europa.eu
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AwBdote Tig mAnpeig Odnyieg Xpiong npw vo ypnoyonomcete o Ultibro Breezhaler.

Ewayere

Tponfqote ko
AQ1OTE

Ewnvedvote fadd

EréyEre 6T TO
KOWYAaKLo givar GO0

Brjua la:
AQUIpéoTE TO TONW

Brpa 1B:
Avoi&te 1 cvokevn
ELOTIVONG

Brjpa 2a:

TpUTOTE TO KOWYIKLO
pia popd

Kpatiote ™ cvokeun
glomvong o€ 6pba Béom.

Tpumote 0 KOydaKLO
méCovtag otabepd to
300 TAELPIKA TANKTPOL
GLYYPOVAC.

Ba mpénel vo aKOVoETE
évag 00pufo kabmg
dtaTpumdTol To Koyakio.
Tpumnote t0 KaydKlo

uovo pia eopd.

Brjua 2p:
A@1oTE TO TAELPIKA
TAMKTPO.
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Brjua 3a:
Exnvedote evTEADG
Mn guoniéete 610

EMOTOLO.

Brua 3p:

Ewonvedote 10 9appoko
pada

Kpatiote T cvokeun
E10TVONG, OGS QOiveTOL
oTNV edval.
TonoBetote TO
EMIGTOLLO GTO GTOLO GOLG
Kot KAgloTE GOLYTA TOL
¥elAn cog yvpw tov.
Mnyv mélete 0 mAELPIKE
TANKTPQ.

EALéyEre 6T1 TO KOWAKLO
gival Goeo

Avoi&te T cvokev
€10TVONG Y10 VoL OgiTe Qv
€xet amopeivetl Toxdv KOVIG
GTO KOWAKLO.

Edv éyet amopeiver kdvig
GT0 KOWAKLO0:
e Kieiote ™ ovokevn

ELOTVONG.
o Emavordfete ta
prpoato 3a mg 3y.
Kévig mov Adsro
omopével




AQa1pEoTE TO KOWYAKLO:
Aopatpéote pio amo Tig
KOWYELES amd TNV KApTOL
KOWYELDV.

AmokoAAnote v
TPOGTOTEVTIKN EMEVOLOT|
KOl 0POPECTE TO
KOWYOKLO.

Mn orpdyvete 10
KoK PEGM TOL EUAAOL

aAovuviov. Mnv
KOTOMIVETE TO KOWYAKLO.
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Ewonvedote ypiyopa Kot
000 Padid pmopeite.
Kabag eionvéete Oa
akovte éva Bopufo
otpofiiiopov. Mmopet
va oioBavOeite 1 yedon
TOV POPUAKOV KABDG
EIOTVEETE.

Brjua 3y:

Kpatiote Tqv avamvon
Kpoamote v avamvon
600G Yo 5 dgvTEPOAETTA.

Agupéote 10 Goglo
KOWYAaKio
TomoBeoteE TO AdELO
KOWYOKLO GTOL OLKLOKEL
amoppippoazo.
KAeiote ) cvuokeun
EL0TVON|G KoL
eNOVOTOTO0ETNGTE TO
TOLLOL.




Bnua 16:
Ewodyere To koyakio:
Mnyv tomobfeteite moté Eva

KOWAKLO anevbeiog 6To
EMOTOLIO.

Bnua le:
Kleiote T cvokev
ELOGTIVONG
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Inpavtikég IIinpogopisg

o Ta koydxio Ultibro
Breezhaler npénet
TAvToTE VO PUAGGGOVTOL
GTNV KLYEAN KOl Vo
agapodvtor pdvo
aUECMG TPV Ao ™
xpNon.

® Mnv onpdyvete TO
KOYAKLo LEG® TOV
POALOL OAOLLLVIOV Yi0L
VoL TO 0POPECETE OO
TNV KOWEAT.

e Mnv katonivete to
KOWYOKLO.

e Mn ypnowponoteite
koyaxuo, Ultibro
Breezhaler pe
omolodmote GAAN
GUOKELT ELGTVOT|G.

e Mn ypnotpomoteite
GUGKELT ELGTVONG
Ultibro Breezhaler yio
VO TAPETE OTOLOONTOTE
GA\o QappaKo og
KOWYAKLO.

o Mnv tomobeteite moté
€va, KayaKio amevdeiog
GTO GTONO. GOG 1] OTO
EMOTOLIO TNG GLGKEVNG
EL6TTVONG.

o Mnyv mélete 0 TAELPIKA
TAMNKTPA Y10
mEPLocOTEPES Ao pio
popd.

o Mnv puonéete 610
EMOTONO.

o Mnv mélete T0 TAELPIKG
TANKTPpa KaOhg
EIOTVEETE ATO TO
EMOTONO.

o Mnv yepileote Ta
KOWAKLOL LLE VYPA YEPLOL.

o Tloté unv miévete m
GUGKELT ELGTIVONG LLE
vepo.



H ovokevaoia cag Ultibro Breezhaler Inhaler

Mia ovokevn etomvong Ultibro Breezhaler
Mia | meplocdTeEpEg KUYEAES, OTTOL 1| KaBepia
nepiéyel gite 6 eite 10 kaydrxia Ultibro
Breezhaler mpog yp1ion ot GLOKELY| ELGTVONG

Baon ovokevig s1vorig

Toviifeig Epotijosig

IN'oti n ovokevn
EL6TVONG Ogv EKave
Kdamoro 06pvpo kata v
E16TIVOT;

To koydKio gvdgyetol va
€xel KOAMNGEL 6T0 OGALO
Tov kayokiov. Eqv coppel
oVTO YOAUPDOOTE
TPOGEKTIKA TO KON AKLO
YTOTOVTOG amaAd T Pdon
NG GLGKELNG ELGTVONG.
Eionvevote moAL to
PAPLLOKO
emavoiopfavovtag ta
ppata 3a £wg 3y.

Tuvva kKavo gav &g
ATONEIVEL KOVIG 6TO
KOYaKio;

Agev €xete MPel apkeTod
0o TO PAPLOKO COG.
K\eiote ™) cvokevn
ELOTVONG KoL ETOVOAGPETE
Ta frpota 3o Emg 3y.

"Exo piée peta v
€16TVOo1] — £Y€L oNUacia
avTo;

Avtd pumopel va cupet.
Epdcov to xaydiio gtvon
adelo Eyete MaPet apketd

PappoKo.

Aw60avOnkoe pukpa
Tepdyo Tave ot

YAO G600 pov — £YEL
onpacio avTo;

Av16 pmopel vo copfei.
Agv givar emPBroféc. Ot
mhovomTeg OPLUHATICHOD
ToV Kayokiov Ba eivat
oLENUEVES €AV TO KAWYAKLO
TpuTnOel mePLocdTEPESG
omd pio eopd.

KaOopiopog g
GUOKELNG EGTVONS
YKOVTHOTE TO EMGTOMUIO
péoa Ko Em pe éva
kaBopd, 6TEYVO TV YOPIg
xvobvdia, doTe va
aQopécete ooV
KOTAAOLTO, KOVEMG.
Awatnpeite ™ cvokevn
gwonvong oteyvr. Iloté unv
TAEVETE T1] GLOKELN
€16TVON|G e VEPO.

Amoppryn TG GLOKELTG
ELGTIVONG HETA TN Yp1ion
H ocvoxevn elonvong oe
kG0e cuokevacio TPEmEL
va anoppintetot apdTov
€youv ypnotponombel OAa
TO KOWYAKLOL TNG
ovokevaociag. Pomote 1o
POPLOKOTOLO GOG TTMOS VAL
amopplyete Ta PappLoka
KO TIG CUOKEVEG ELGTVON|G
1oV d¢ ypedovtat Tia.
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