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HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Ultibro Breezhaler 85 pukpoypappdpia /43 pukpoypappdpia, KOVIG yio. EI6TVOT), GKATPE Koo,

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

KdaBe kayducro mepiéyer 143 pukpoypappdpto. PNAEIVIKNIG vdakatepOANG 10050vVapT He
110 pkpoypappdpio wdakatepOANG Kot 63 Hkpoypappdplo BPoiodyon YAVKOTUpPOovioy 1G0dHVALO
pe 50 pikpoypappdpio yAvkomoppoviov.

Kdabe mapeyopevn 06on (n 06om mov e€épyetor amd T0 EMOTOUO TNG GVCKELNG EIGTVOTG)
mepiéyet 110 pkpoypappdpio PNAEVIKNG vooKatepOANG 1I60duvaun pe 85 pikpoypappdpio
woaKATEPOANG KoL 54 Likpoypappdpia fpmpiovyov YAVKOTUppoviov 16060VapO pe

43 pukpoypappdpia yAvkomvppoviov.

"Exdoyo(a) ue yvootn 6pbon

Kabe kaydio mepiéyet 23.5 mg Aaxtdlng (og povoidpikn).

Mo tov Tp1n KatdAoyo Tav exdoywVv, BA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Kovig yia eiomvon| (oxinpd Kaydkio) (KGVIC Yo elemTvon).

Kowydxio pe dtopavég KiTpvo KomdKl Kot pUGTKO SlopavEC GO TTOL TEPLEYOVV i AEVKT £MG GYEGOV
AEVKN KOVT, LE TOV Kodtkd mtpoiovtog «IGP110.50» tumwouévo e pmie xpouo Kt amd 600 ke
PAPOOVC GTO MU KOl TO AOYOTVTO TNG ETAULPEING (U.)) TUTOUEVO LLE HOVPO YPDULO IV GTO KATOKL.
4. KAINIKEYX MIAHPO®OPIEX

41 OgpamevTikég evoeitelg

To Ultibro Breezhaler evésikvotal g pua ppoyyodiactartiky Oepaneio cuvimpnong yo. v
AVOKOVQLOT] TOV CUUTTOUATOV GE EVIAIKEG acOeVeic pe ypdvia amoPpakTiky Tvevpovorddeia (XAIT).

4.2  Aocoroyio Kol TPOTOG LOPNYNONS

Aocoloyia

H ocvvietdpevn d6on lval 1 €167TvoT TOV TEPLEXOUEVOD EVOG Kayakiov dmal nuepnoing, pe ypion g
ovokevng etonvong Ultibro Breezhaler.

To Ultibro Breezhaler cvotivetat va yopryeitat tnv idia dpa g nuépag kabe nuépa. Av mopoinebei
pia 6001, O Tpémel va Anebdei To cuvtoudTEPo duvartd TV idta Nuépa. Ltovg acbeveic Oo mtpénet va

StdeTon  0dnyia va un Aappdvouvv nepiocdtepeg and pio S6om TV NUEpa.

Ewwoi tAnbvouoi

Hluriouévoc mAnBvouoc
To Ultibro Breezhaler umopei va ypnoponomdei otn cuviotdpevn 8661 6Tovg NAKIOUEVOLS acbeveic
(75 etddv ka1 Gvo).




Negpixn dvoieitovpyio

To Ultibro Breezhaler umopei va, ypnouonombei otn cuviotdpevn d6om o€ acbeveic pe R £0¢
HETPLO VEPPIKT] duoAeltovpyia. Ze acbevelg pe cofapn veppikn ducettovpyio 1 veppondOeia TeElko
6TadioL Yo TV ool amarteitan Srwdlvon Ba TpEmel va ypnoonoteital LOVO GV TO TPOGIOKMUEVO
0pelog vteptepel Tov evogXOLEVOL KIvdUVOL (BA. Tapaypdpovs 4.4 Kot 5.2).

Hrazixn dvalerrovpyio,

To Ultibro Breezhaler pmopei vo ypnoiponomdei 6tn cuviotdpevn d6on oe acbeveig pe o £0g
péTpio nroTikn ducAgrtovpyio. Kabott dev vdpyovv dabéoipa dedopéva yua v ypron tov Ultibro
Breezhaler oe acOeveig pe cofapn nratikn SucAsttovpyio, OTALTEITOL TPOGOYN GE AVTOVE TOVG
acBeveig (PA. Tapdypago 5.2).

Houdiorpixog winBvouog

Agv vapyet oyetikn ypnon tov Ultibro Breezhaler otov noudiatpicd minboopd (kdtw

tov 18 etdv) oty évdeién XAIlL H aopdieia ko omotelecpatikotro tov Ultibro Breezhaler oe
o1 ogv Exovv akoua tekunplwbei. Agv vdpyovv dbéciua dedopéva.

Tpoémog yopnynong

Mobvo yia ypfion 016 elomvon|g. Tao kaydkio 0ev TPETEL VO KATATIVOVTOL.

To Koy aKio TPETEL VoL YOPNYOVVTOL LOVO HE XPToT TG cvokeung etomvong Ultibro Breezhaler (BA.
napdypapo 6.6). IIpémet vo yp1eIUonolEiTtal 1) GLOKEVT EIGTIVONG OV TOPEYETAL UE KAOE vEQ GuvTaym.

Y1ovg acBeveig Oa mpémel va 6idovtat 001 yieg Yot TO COGTO TPOTO YOPTYNGNG TOV PAPLOKEVTIKOD
poidvtoc. AcBeveig ol omoiot dev eppavifovv Pertioon oty avomvon Ba tpénel va epmTnBoldy v
KOTOTIVOUV TO PUPUOKEVTIKO TPOIOV VT VAL TO EIGTVEOLV.

"o 0dnyieg oxeTikd pe T YPNON TOV PUPHOKEVTIKOD TPOIGVTOC TPV amd T Xopnynon, PA.
Tapdypo@o 6.6.

4.3 Avtevositeag

YrepevaioOnoio 6Tig OpacTIkEG OVGIEC 1| G€ KATOL0 o T EKO0Y 0 TOV AVOPEPOVTUL GTNV
Tapdypoeo 6.1

4.4  E101kég TPOEIOOTOUNGELS KUL TPOPVAGEELS KATA TN (pion
To Ultibro Breezhaler dev mpémet va ypnotponoteiton TantdXpove e GAPRUKEVLTIKE TPOIOVTO OV
TEPEYOVLV BAAOVG HOaKPAC dpdong B-adpevepyikoDe OyOVIGTEC 1| LOKPAC OPAoNG LOVGKAPIVIKODE

AVTOYOVIOTEG, ONANOT TOPAYOVTEG TTOV VKOV GTIC QUPHOKODEPATEVTIKEG KOTNYOPIES OTIC OTTOlES
aVAKOLV Kot T cuotatikd tov Ultibro Breezhaler (BAéme mopdypapo 4.5).

Acbua

To Ultibro Breezhaler dgv mpénet va ypnoylomoteitat yio Ty avTIHETOTION TOV AoBUaTog Kabmg dev
VTAPYOLY OESOUEVO Yo OVTH TNV EVOEl.

Ot pakpag dpdong P2-adpevepyikol oyoviotég mbavov va avénoovy Tov kivouvo cofapov
AvETOOUNTOV EVEPYEIDV GYETIKOV UE TO GoOua, Teplapfavouévav Bovatmv oyeTik®v e 10 acdpo,

otav yopnyovvtol yio to dobua.

Agv gvdeixvutar yio ypnon ce ofelec KOTAGTAGELS

To Ultibro Breezhaler dev gvdeikvotat yio v avTipetdnior o&émv engicodimv Ppoyydonacov.



YnrepsvoucOnoia

Apeoeg avtidpacelg vrepevarcnoiog £xovv avopephel LeTd TV yopnynomn g wouKATEPOANG 1| TOV
yYAvKOTLPPOVIoD, 01 oToieC eivan o1 dpactikég ovaieg tov Ultibro Breezhaler. Edv epgavicBoiv onueia
TOL V0L VTTOOINADVOVV AAAEPYIKEG AVTIOPAGELG, GLYKEKPLEVE, aryyelooionua (duokorieg 6TV avamvon
KOLL TV KATATOoT), S10YKMGN TNS YADGGUS, TOV XEWMEMV KOl TOV TPOGAOTOV) KVIdmon 1) 0epULATIKO
eEavOnua, 1 Bepaneio Bo TpEMEL VO SLKOTTETOL OUECMG KOl VO yopnyeitan evarlakTikn Bepoameia.

THopadoEoc Bpoyydomacuog

H yopnynon tov Ultibro Breezhaler pmopei va npoxaiécetl mapddo&o fpoyy0cmaco o 0moiog
evdéyetan va ivar ametAntikog yia ) {on. Edv mopovsiactel avto, ) Bepancio Ba mpénet va
SLOKOTTETOL OUECHOC Kot VO Yopnyeital evollakTikn Oepamneia.

Avtiryolvepyikéc emdpaosic mov oyetifovror pe 1o YAuKomTvuppovio

Tadrwuo kAsiotne ywviog
Agv datiBevton dedopéva yia acBevelg pe yrovkopo KAE1oG yoviog Kat, o¢ €K TovTov, To Ultibro
Breezhaler O mpénet va yprclponoteiton [Le TPOGOYN G LTOVG TOVG UCHEVELS.

Ot acBeveic Oo TPEMEL VO EVIILEPDVOVTOL GYETIKA LLE TO, OTLEID KOIL TOL GUUTTOUATE, TOV 0EE0C
YAOVKOUATOG KAEIGTNG YOVIAG KoL VO EVILEPOVOVTAL Y10, VO dlakOTTTouy T ypriomn Tov Ultibro
Breezhaler cg mepintmon mov ueovicovy KAmo10 amd aVTd T0 ONUEIN 1) CLUTTOUOTO.

Kozoxpoarnon ovpwv
Agv datibevtat dedopéva yia acheveic pe katakpdnon ovpov Katl, ®g ek TovTov, To Ultibro
Breezhaler 6o mpémet va ypnoyonoleital pe Tpocoyn o6& antovg ToVg acbeveic.

AoBeveic ue oofapn veppikn dvciettovpyio

Métplo péom avénon g ovvorkng cvotnuotikng £k0eong (AUC ast) 0T0 YAVKOTUPPOVIO EmG

1,4 popég mapotnpnnke o€ ATopa Le N0 KOL LETPLE VEQPIKT] SUGAEITOVPYIL Kol £0G 2,2 pOPEC GE
dropa pe coPapn| veppikn dSvciertovpyia Kot veppomddeio teAkod otadiov. L acbeveig ue coPfapn
veQPIKY duchettovpyia (EKTIHOpEVOS pLOUOE oTElpapaTikng d1dnong kétw twv 30 mi/min/1,73 m?),
ocoumepthapfoavopéveyv tov aclevov pe veppomdfela TeEAKoD 6Tadion Yo TV 0noio amalTeiTol
dtohon, to Ultibro Breezhaler Oa mpémet va ypnowonoteiton povo edv 10 TPOGIOKMUEVO OPELOG
vreptePEl ToV evdgXOEVOL KIvdUVOoL (PA. mapdypapo 5.2). Avtoi ol acBeveic Oa Tpémel va
TOPUKOAOLOOVVTAL TPOGEKTIKG, Y10, SUVNTIKEG AVETIOOUNTEC EVEPYELEC TOL PUPUAKOD.

Kapdwayysiokéc emdpdoelc

To Ultibro Breezhaler 6o npénet va ypnopomoteitat pe mpocoyn o€ acbeveig pe Kapdloyyelokeg
Swtapayés (otepaviaio vOsog, 0&L ERepayio. Tov pvokapdiov, Kapdiakés appubuiec, veéptaon).

O1 B2-adpevepyikol oy@vIoTEC UTOPEL VoL TAPAYOUV KAVIKE GTUAVTIKT KOpIlayYEWNKT EXdpacT) o
oplopévoug acbevels, Onmg LeTpdTot Le 0LENGELG TOV GPLYLOD, TNG APTNPLAKNG TTiEGTG /KoL
CUUMTOUATOV. L€ TEPITTOOT TOV TOPOVGLUGTOVY TETOIEG EMOPAGELS UE AVTO TO POPUAKEVTIKO
TPOTOV, EVOEYETOL va lvar amapaitntn 1 dokont| g Oepanciog. Emnpoctitme, £xel avapepbei Oti ot
B-adpevepykoi ayoviotég mapdyovv niektpokapdioypaeikég (HKI) oddayég, onmg emmedomnoinon
tov endpuatog T, mapdracn tov dtwotuatog QT kat kataotodn Tov Tufpartog ST, Tapd o TN
KAWVIKN onpacio autd@v Tov TopatnpiRoeny ival dyvoot. Emouévacg, ot pokpdg dpaong Pa-
adpevepykol ayoviotég (LABA) 1 ta mpoidvto cuvovacpon mov mepiéyovv LABA, 6mwg to Ultibro
Breezhaler npénet va ypnoporolovvtat e Tpocoyn o€ aobeveic pe yvootn 1 eikalopevn mopdtacn
Tov dtaothuatog QT 1 mov kdvovv Bepameio pe PAUPUAKEVTIKA TPOiOVTE OV EXNPEALOVY TO J1AGTNH A

QT.



AcBeveig e aotadn woyayuxn Kapdlakn voso, avemGpKeLl TS 0pLoTEPNS KOIMOS, 16TOPIKO
EUEPAYHOTOC TOV pvoKapdiov, appuduio (eSoupovpévng e ypoviag oTabepnc KOATIKNG LOPHAPVYNS),
10TOPIKO EMUNKOVG cLVIPOoL QT 1 TV omoimv to QT (uébBodog Fridericia) vréot emunvvon
(>450 ms) iyav amokAelotel and TIC KAVIKEG SOKIUES, KOl ETOUEVMG OEV DTTAPYEL EUTELPIN OE QVTEG TIC
opddeg acbevmv. To Ultibro Breezhaler mpénet va ypnopomoteitat pe mpocoyn o€ aTég TiG OUAOES
acBevav.

Ymoxohonptio

O1 B2-adpevepyikol 0ymVIoTEC UTOPEL VO TAPAYOUV GNUOVTIKY] VTOKOALOLIC € opiopévoug acbeveic,
1 omoin £XEL TN SLVOTOTNTO VO, TUPAYEL OVETIBOUNTEG Kapdrayyelakég emdpacelc. H peiwon tov
KaAiov opov gival cuviBog Tapodikn kot dev amarteitan cupmAnpopa. Xe acbeveig pe copapn XAlL,
N vrokaAtopio propei va evioyvbei amd vro&ia kot cuyyopnyovuevn Bepomeia, yeyovog mov pmopei
va avénoet v gvatotnoia o kapdiakég appuduieg (BA. Tapdypago 4.5).

KAwvikd onpavtiké emdpdoetg vrokolaiog dev Exovv mopotnpndei oe kKMvikég pedéteg pe Ultibro
Breezhaler ot cvvictouevn Bepamevtikng 60on (BA. mapdypago 5.1).

Yrepylokoupio

Eiomvon vyniov 80GE@V P2-00pEVEPYIKADV 0yOVIGTAOV HTOPEL Vo Tapdyel avENGeLg Tng YALKOING
nAGopatog. Katd v évapén g Oeponeiog pe Ultibro Breezhaler, n yAvko{n mhdopatog Oa tpémet
va Tapakoiovbeitol mo otevad og dafnTikovg acbeveis.

Kotd m dudpreto pakpoypoviov KAWVIKOV HEAET®V, KAVIKA alloonueimteg HeTAPBOAES TG YALKOLNG
aipatog ftav yevika cvyvotepeg og aobeveig pe Ultibro Breezhaler ot cuvietodpevn d6on (4.9%) oe
oyéon ue eiovikd eapuaxo (2.7%). To Ultibro Breezhaler dev £xet epeuvnbel o aoBeveic pe
AVETAPKAOC pLOLOUEVO cakyap®dOT SLoP1TY], ETOUEVOS GUVICTATOL 1) TPOCOYH KOL 1] OTOPOLTI T
TapoKoAoLONGN Gg aVTovg ToVG aoeVEis.

Ievikéc doTopoyE

To Ultibro Breezhaler npénet vo ypnoiponoteiton pe mpocoyn og acbeveig pe drotapoayés oTacudv 1
Bvpeotoikwon kot og acbeveic Tov Tapovcidlovy acVVOIGTN aVTATOKPICT GE P2-0dPEVEPYIKOVG
AYOVIGTES.

"Exdoyo

Avtd 10 PappokeLTIKO TPOoioV TEPLEXEL AakToln. Ot acBeveig pe ondvia kKAnpovoukd tpofinpota
dvoave&iog otn YoAakToln, TANPN AVETAPKELN AOKTAGTG 1) KAKT amoppoencn YAVKO NG-yahaktolng
dgV TIPEMEL VO, TAPOLYV OLTO TO PAPLLOKO.

45 Aliemopdosic pe Ghlo QUPRIKEVTIKA TPOIOVTA KoL GALES pOPPES alinieniopaong

H tavtoypovn yopnynon amd Tov 6TOHOTOS EIGTVEOUEVTG LVOOKATEPOANG Kot YAVKOTUPPOVIoL, G
ouvinKeg otafepnc KatdoTaong Kol yio Ti 000 SPUCTIKEG OVGIES, dEV EXNPENCE T POPUAKOKIVITIKN
KOVEVOG €K TOV dVO dPUGTIKAOV OVCLDV.

Agev &yovv die&oybel e1dikéc perétec odnienidpaong pe to Ultibro Breezhaler. Ov minpogpopieg
avaeoptka pue v mlavomta aAnienidopaceny Poaciloviol otny mlovoTnTo AAANAETIOpAGEDY
KaBevOg amod TIC dV0 dPACTIKEG OVGiES TOV.



Agv cGuVIOTATOL 1] TOLTOYPOVT YPoN

AmorAe10oTéC [-00pevepyiK®dY DTOIOYEWY

Ot amoxhelotéc B-adpevepyikdv vwodoyswv pumopel va e&acbevicovy 1 va avtaymvifovtal tn dpdon
oV B2-adpevepyikdv aymviotdv. Eropévag, to Ultibro Breezhaler dev 0o npénet va yopnyeiton podi
Le OMOKAEIGTEG TV P-0dpevepyIKdY LTOdOYEMVY (cuumeplapavovtol 0OaALIKEG OTAYOVES), EKTOG
€4v vapyovv cofapoi Adyol yia T xpnor tovg. Otav amatteital, Oo TpETEL VO TPOTILOVTOL
KOPOLOEKAEKTIKOL AMOKAEIOTEG TV B-adpevepYIKMV VIOd0YEMVY, Tapd TO OTL Ba Tpémet va yopnyohviot

e TPOGOYN.

Avryrohvepyika
H ovyyopnynon tov Ultibro Breezhaler pe dAlo @appoKevTiké mpoiovta mon Tepiéyovy

vt oAvepPYIKd dev €xel peketnBel kat, oG €K TOVTOL, dev cuvioTdtol (PA. Tapdypaeo 4.4).

2vurabouiuntixa
H mapdAinin yopnynon Aowmdv cupmafopunTikdy (LELOVOUEVE 1] O LEPOG GLVOVAGEVNG
Oepomeiog) umopel va. evioydoEeL TIg avemBOuUNTEG evEPYELe TG vdakatepoIng (BA. Tapdypago 4.4).

Amouteital pocoyn oTny TavTdYpovn ¥pnon

Ocporeio yio. Ty vroKeALoiuic.

H mapdAinin Bepancio yio vwokoiiopio pe mopdywyo pedovio&aviivne, otepoetdn 1 un
KOALOGUVINPNTIKG SLOVPNTIKG UTOPEL VO EVIGYVGEL TV TOOVT DTOKUALNLLUKT OpdoT TV Bo-
AOPEVEPYIKDY OYDVIGTAOV, ETOUEVMG TTPETEL VO XPTNOLUOTOI00VTOL Ue Tpoooyn (BA. Tapdypago 4.4).

Noa Aappavetor veoyn kotd Tnv Tavtdypovn YpNon

Alniemdpaoeic wov Paciloviol oto uetofoAiouo Ko HeTOPOPEIS

AvaoTol ToV BaciKdV Tapayovimv Tov cuvTEL0DY otV KaBapon vdakatepoins, Tov CYP3A4 kau
g P-yAvkonpoteivng (P-gp) avéavel tn cuatnuatikn ékbeor o€ vdakatepoin péypt 6vo eopéc. To
uéyebog tmv avénoewv g ékbeong Aoym aAAnAemidpdcewmy dev BEtel TuydV Bépato acedielag
dedopévng g epmelpiog aopialelag e Bepaneiog e wdakatepOAN o8 KMVIKEG LEAETEG HEXPL EVOG
£€100G 6€ 00GELG UEYPL OVO POPES TN PEYIOT GUVIGTAOUEVT] OEpamenTiKn 06T WOOKATEPOANG.

21UETIONVY 1] GAAOT OVAOTOAEIC THC UETOPOPAC TV OPYOVIKDY KOTIOVIWY

e pio KAMvikn pelén og vyieic e8elovtég, 1 olUeTIdivn, Vag avaoTOALNS TG LETAPOPAS OPYOVIKADY
KATIOVTOV TTOL Dempeitar 0TI GLUVTEAEL OTN VEPPIKT] OTEKKPLGT TOL YAVKOTUPPOVIOV, aENGE TNV OAMKN
éxbeon (AUC) tov yAvkomuppoviov katd 22% kot peimoe ) veppikn kdbapon kot 23%. Me Baon
70 €0POG OVTAOV TOV HETOPOADV, SEV OVAUEVETOL KOO KAIVIKG OTLOVTIKT QOPUOKEVTIKY
aAANAETIOPOOT) ATV TO YAVKOTLUPPOVIO YOPTYEITOL TAPAAANAL HE GLUETIOIVT 1] GAAOVC OVAGTOAELS TNG
HETOPOPES TOV OPYAVIKAOV KOTIOVTWOV.

4.6 Tovipétnra, kOnon km yorovyio

Kvnon

Agv dwotiBevtan ta dedopéva, amd ) yprion tov Ultibro Breezhaler otig £yxvec yovaikeg. Mehéteg og
{da dev KaTédEEAY AUEDT] 1] EUUECT] TOEIKOTNTO GTNV OVOTAPOYOYIKN TKOVOTNTO GE KAIVIKO CYETUKEG
gxbiéoelc (PAéne mapaypago 5.3).

H wdokatepoin pnopei va ovaoTeILEL TOV TOKETO AOY® YOAUPOTIKNG OpAGTG GTOV Agl0 Lv TNG UATPOG.
Emouévag, to Ultibro Breezhaler npénet va ypnoponoteitan kord tn SidpKeto TG EYKVUOGHVIG LOVO
€4V T0 OQEAOG Y10 TN UNTEPO VTTEPTEPEL TOV BVVNTIKOV KIVSOLVOL Y1a. TO EUPPLO.



OnAacpog

Agyv givol yvooTo 6y 1 voaKaTEPOAN, TO YAVKOTUPPOVIO Kol Ol HETAPOAITEG TOVG OTEKKPIVOVTOL GTO
avOpmmvo yaia. To StoBécipa popUOKOKIVITIKA/TOEIKOAOYIKG SEGOUEVA £DEIEAV AMEKKPLON TNG
WOUKATEPOANG, TOV YAVKOTUPPOVIOL Kol TOV PETAPOALTMV TOVG GTO UNTPIKO YaAL TV apovpainyv. H
xpnon tov Ultibro Breezhaler and yvvaikeg mov nialovv Oa mpémet va e&etdleton povo v to
OVOLEVOLEVO OPELOG Y10l TN YLVOITKO Etval LEYOAVTEPO amd TO SLVNTIKO Kivouvo yio To EuPpuo (BA.
nopaypago 5.3).

Tovipdtro

Meléteg avamapaywyng Kot AL dedopéva o€ (DO dEV DTOJELKVDOLV OVIICGLYIN GYETIKE [E TN
YOVILOTNTA TOGO GTOVG AVOPEG OGO KOl GTIG YUVOIKEG.

4.7 Emopaoeig 61NV IKOVOTNTA 001]Y1|61S KAl YELPLOUOD U OVI|LaTOV

AVT0 TO POPUOKEVTIKO TPOTOV dEV £YEL KOO 1) £YEL OOTLOVTY] EXLOPOOT] GTNV TKAVOTNTO 001YNONG
Kol yepopol unyavnpdrov. Hapdia avtd, n mapovsio (aAng mhavo va ennpedoel Ty avoTnTa
0dMyNoNg Kot XEPIopov pnyavov (BA. tapdypago 4.8).

4.8  AvemOOunteg evépysreg

H napovcioon tov mpopid acedieiog Baciletor oty spumepio pe to Ultibro Breezhaler ko tig
EMPUEPOVS OPACTIKES OVGIES.

[IepiAnyn 1oV TPOQIA 0GOAAELOG

H eumepio yio v acedieia pe to Ultibro Breezhaler mpoépyetar amod v ékBeon ot cuvieTdpevn
Oepamevtikn 660m Yo StdoTnua £0¢ 15 unvav.

To Ultibro Breezhaler napovcioce mapdpoleg avembounteg eVEPYEIEG LE EKEIVEG TV EMUEPOVG
ovotatikav. Kabmng mepiéyet vdakatepoin Kot YAUKOTUPppAOVIo, GTO GUVOVAGHO UTOPEL VO AVOUEVETOL
0 TOmog ka1 M PapdTnTa TV avemBOUNTOV EvEPYEL®VY OV GYeTi{ovTaL e KADE EMUEPOVG CLGTATIKO.

To wpopik acedrelag yopaktnpileTor amd To TUTKG AVTIXOAMVEPYIKE Kal B-adpEVEPYIKA CUUTTMLOTA
7oV GYeTIlOVTOL [IE TO ETUEPOVG GLGTATIKG TOV GLVIVAGHOV. AAAEC TOAD GUYVEG AVETIOOUNTEG
eVEPYELEG TOV GYETILOVTOL LE TO PAPUAKEVTIKO TPOioV (Tovddyiotov 3% tmv aclevav yuo to Ultibro
Breezhaler kot emiong peyaAdtepo amd 4Tl yio TO EKOVIKO QAPUOKO) NTAV 0 fAy0c, N pvoeapuyyitido
KoL 1 KEQOAOAYIQ.

[epinrrikdc Tivakoc Tov avemBountwy eVepYELDHV

Ot avemBOUNTEC EVEPYELEC TTOL EVIOTIGTNKAY KOTO TIC KAVIKES OOKIUES KO 0T TNYEG LETA TNV
KuKlogopia Topatifevral katd kaTnyopio GUCTHUATOG OpYAV®Y cupPVa pe 10 MedDRA

(ITivaxkog 1). Méoo o ke Kotnyopio GLOTAUATOG OPYAVOV, O1 OVETIOOUNTEG EVEPYELEG
ta&vopovvrol pe Bacn t cuyvoTNTa, UE TPMTEG TIC GLYVOTEPES ovemBounteg evépyeteg. Eviog kabe
KATNYOPlog GUYVOTNTAG EHPAVIONG, Ol AVETIOOUNTES EVEPYELES TOL Papudkov TopaTifevtal KaTtd
oBivovca celpd coPapotrag. EmnpocsOétme, 1 avtictoryn katnyopia cuyvotntag yio Kabe
avemBount evépyelo focileton oty mopakdto coppacn: Tokd cuyvég (>1/10), cuyvég (>1/100 éng
<1/10), &yt ouyvég (=1/1.000 €wg <1/100), ombvieg (=1/10.000 £émg <1/1.000), moAd omdvieg
(<1/10.000), un yvootég (6ev umopotv va ektiunbovv pe Baon tao dtbéciuo dedopéva).



Hivakog 1 AvemOOunTeg evépyereg

Avem@ounreg evépysieg

Katmnyopia cvyvotnrog

AoudEELS KOl TAPUGITAOCEL

AolpmE&n Tov aVOTEPOL OVOTVEVGTIKOD GUGTHILOTOG [ToAv cuyvéc
Pwoopapvuyyitida Xuyvég
Ovporoipmén Yuyvég
[MapapptvokoAmitioon Xuyvég
Pwitida Yuyvég
AWTapayés TOV GVOGOTOLTIKOY GUGTILOTOS

YrepevaicOnoia Xuyvég
Ayygro0idnua? Oyt ovyvéc
Awrtapayés Tov petafoiiopod ko g Opéyng

Yrepylvkoipio Kot cakyopmong otfnimg Yuyvég
Yoyotpikés dratapayés

Adnvia Oyt ouyvég
AwTopay£S TOV VELPIKOD GLCTHIATOG

Z6én Xuyvég
Kepoiaryio Xuyvég
[NopacOncio Yavieg
O0aipikég drwatapayés

TMavkopot Oyt ovyvég
Koapowakéc dwatapayég

loyoyukn kapdlomadeia Oyt ovuyvéc
KoAnum poapuapoyn Oyt ouyvég
Toyvkapdio Oy ovyvég
AicOnuo moipdv Oyt ovyvéc
AW0TapayES TOV VUTVEDGTIKOD GUGTI|LATOS, TOV 0D PaKa KAl TOV pecofmpakiov
Byog Xuyvég
2topato@apuyykd diyog teptrapfavouévon epedicron Yuyvég
TOV A0V

Mopado&og Bpoyydomacuog Oyt ovyvéc
Aveeovia? Oyt ovyvég
Enictoén Oyt ovyvég
AWTOpayES TOV YOOTPEVTEPIKOD GUCTIRATOG

Avoneyia XuyvEG
Tepndova tov 0d6vTeV Yuyvég
Taotpeviepitida Oyt ovyvéc
Enpooctopia Oyt ovyvég
AwTopayES TOV OEPUATOS KL TOV VTOOOPLOV LGTOV
Kvnoudg/e&avonua Oyt ouyvég
AWTOpayES TOL HVOGKELETIKOU GUGTI|HATOS KUl TOV GUVOETIKOD 16TOV
MvockeleTiKOC TOVOG Oyt ouyvég
Mvikdg omacpog Oy ovyvég
Mouahyia Oyt ovyvég
AAyog ota dve Kot KATm GKpo Oy ovyvég
AWTOPaYES TOV VEQPAV KOL TOV 0VPOPOPMV 00®OV

ATOQpacn ovpoddyov KOGTNG KOl KOTAKPATNGT 0OVP®V Xoyvég




Cevikég draTapayés Kul KATUOTAGELS TG 0000 YOPYNOoNS

IMopetiot Zoyveég
Owpakikd dAyog Xuyvég
Oidnua Teppepkd Oy ovyvég
Konmwon Oyt ouyvég

L AvemBopunt evépyeia mov mapotnpnnke pe to Ultibro Breezhaler aAAG Oyt pe to. €mpuépong
GUGTOTIKA.

2 Avapopég mov eEAencay Katd TV epmelpio peté TV Kukhogopio. Ot cuyvomTeg VIOAOYIGTNKAY,
®0T1660, e BAoT Ta SEGOUEVH TOV KAVIKDY OOKILMYV.

TIeprypaon smdeyuévayv avemBountwyv eVEPYEIHOV

O Pryrog Rrov cvyvos, oAdd cuviBmg Hmag Evtoong.

Avopopd THavoloyoOUEVOV aVETIOOUNTOV EVEPYELDY

H avagopd mBavoroyodpevov avemBOunTmv evepyeumdv HETA amd T yopnynon adelog kukAopopiog
TOV QAPUAKELTIKOD TPOIOVTOC elvar onpavtikn. Exttpénel tn cuveyn mapakolovdnon g oxéong
0PEALOVC-KIVODVOL TOV QUPHOKEVTIKOD TPOTOVTOC. ZNTEiTal amd TOVG EXAYYEALOTIEG VYEING VO
avaQEPOLY 0TolEGONTOTE THUVOAOYOVEVES OvETBVUNTES EVEPYELEG MECH TOV EOVIKOD GUGTILOTOG
avapopas mov avaypapetar oto Hopdapmua V.

4.9 Ymepdooolroyia
Agv vmhpyovy TANPOPOPIES avVaPOPIK HE KAVIKG oyeTikn veepdocoloyia pe to Ultibro Breezhaler.

Yrepdocoroyia mBavov va 0dnyNcel og vIEPPOIMKES EMOPACELS TUTIKEG TV PB2-AOPEVEPYIKDOV
SLEYEPTIKAOV TOPAYOVTI®V, dNA. TOLKAPSiO, TPONOC, aicOnua TaAN®OY, KeQaAaAyia, vovTia, EUETOC,
vavnAia, Kotiokég appuduieg, petafolikn 0&Emon, LTOKOALNLLIO Kot vepyAvkatpio 1 Tavov va
TPOKAAEGEL AVTLYOAVEPYIKES EMOPACELS OTMG ALENUEVT EvOOEOdALL TTieon (TpoKOA®VTOG (YOG,
dTapayéc g 0paong N epuhpdtnTa 0EOAALOD), ETIPOVI] SVGKOTMATNTA 1) SVCKOAES GTNV 0VPNOT).
Evdeixvutol vTootpiktikn Kol cuurtouatikny Oeponeio. e coPapéc mepmtdcelg, ot acheveic Oa
npénel va, voonievovtal. [a v Bepancio Tov Po-adpevepyik®dv emdpdcemv, umopet va Anedel voym
M XPNON KOPIOEKAEKTIKDV P ATOKAEIGTAOV, OAAG POVO VIO TNV EMIPAEYN 1TPOL Kot LE EENLPETIKN
TPOGOYN, EPOCOV 1 YPNOT| UTOKAEISTAOV TV B-adPEVEPYIKMV VTOOOYEWMY UTOPEL VO TPOKAAEGEL

Bpoyyoomacuo.



5. DOAPMAKOAOTI'IKEZ IAIOTHTEX
51 ®@appoxodvvopkEs 1010TNTES

Doppakobepamevtikn katnyopio: Oappoaka yio acéveleg andPPoEng aepay®ymv, AOPEVEPYIKA GE
ouvdvaopo pe avtiyolvepykd, kmdwog ATC: RO3AL04

Mnyoviopdc dpdonc

Ultibro Breezhaler

Katd v toutdypovn xopnynon g wookatepoAng kot tov yAvkorvppoviov pe to Ultibro
Breezhaler, mapéyetat 1pocOeTn 0moTEAEGHATIKOTNTO AOY® TV SLOUPOPETIKOV UNYAVICUOV dPAONG
TOV EMUEPOVE GLOTATIKMY, 0L OTOI0L GTOYEVOVV GE SLAPOPETIKOVG VITOJOYEIS Kol 000VG TPOKELLEVOD
va emttevydel ydhoon Tov Agiov pooc. Ady® TG SLOPOPETIKTC TUKVOTNTOG TOV P2-00PEVEPYIKMDV
VI0d0YEMV Kol TV M3-0080 EmV OTIC KEVIPIKEG EVAVTL TOV TEPLPEPIKAOV 00DV, 01 P2-ayVIGTES Oal
TPENEL VAL €IVOL O OTOTEAECUATIKOL OGOV ApPOPE TN YEAAACT] TOV TEPLPEPIKDV OEPAYDYDV, EVA i
AVTIYOAVEPYIKT VMO UTOPEL VOl EIVOL TTO ATOTEAEGIATIKY] GTOVE KEVTPIKOVG OEPAY®YOVS. G €K
TOVTOV, Y10 BPOYYOSGTOAN] TOGO TV TEPLPEPIKMY OGO KOl TOV KEVIPIKMV AEPAYMYDV TOV
avOp®OTIVOL TVELOVE, UTTOPEL VoL Elval ETOPEANG EVag GUVOLACUOG B2-0dPEVEPYIKOD OLYMVIGTY| KoL
LOLGKAPIVIKOD Oy®VIOTH.

Idaxarepoln

H wdakatepoin givar Evac Lakpdg dpAomg oyovioTiS TV P2-adpeEvEPYIK®Y VIOS0YXEWV Yol Amas
nuepnoing yopnynon. Ot apraKOAOYIKEG OPACELS TOV AYMVIGTOV TV P2-00PEVEPYIKAOV VTTOS0YEDV,
TEPIAAPPOVOUEVIC TNG WVOOKATEPOANG, LITOPOVY vaL 0tod0oBoVv, TOLAYYIGTOV €V PEPEL, OTI) O1EYEPTT
NG EVOOKVLTTAPLOG AOEVUAIKTG KUKAAGTNG, TOV VOOV TOL KATOADEL T LETATPOTN TNG
TPPOSPOPIKNG adevocivig (ATP) og KokMKN-3’, 5°-povopmo@opiky 0devosivn (KukAikd AMP).
Avénuéva eminedo kKokhkng AMP mpokadovv yaAdpwon Tov Bpoyykod Aeiov podc. Meléteg in vitro
€xovv dgi&et 0TL 1) daKATEPOAT, TAPOVGIALEL TOALUTADG LEYOADTEPT] AYWVICTIKT] OPAOT| GTOVG P2-
VTOd0YElS o€ oyéon Le Toug P1 kot Pa-vmodoyels.

Koatd v etomvon, n wvdakatepoAn dpa Tomikd oTov mvedpova og poyyodiactaitikd. H
wdaKaTEPOAN Elvar PHEPIKOS OYDVIGTNG GTOV avOp®TIVO P2-0dpevepykd VITOSOYEN LLE VOVOLOPLOKT
dpaCTIKOTNTO.

[opd To 611 01 P2 -adpevepyikol vITodoyeig eival o1 Kupiapyotl adpevepylkol VITOSOYEIG oTOV BPOYYLKO
Agio po Kot o1 Pi- adpevepyikol vtodoyeig ivar ot Kupiapyot VTodoyelg oty avlpdmvn Kapdid,
VIAPYOVY aKOUN P2-adpevepyikol VTodoyElc oTNV avOpdTIVY Kapdid, ot omoiot amoteAovy to 10-50%
TOV CLVOAK®V adpevepyIkdv vrrodoyéwv. H mapovoia tovug oty kopdid avédvel v mibavotnta 0t
QKON Kot AKPOG EKAEKTIKOL B2-00pEVEPYIKOL ay®VIOTEG UTOPEL VoL £Y0VV EMOPAGELS GTIV KaPOLd.

Tvkomvppovio

To yAvkomuppdvio givor £vog ELGTVEOIEVOS HOKPAG dPACT|G AVIOY®OVIGTNG TOL HOVCKAPIVIKOD
VT0J0YEN (OVTLYOAVEPYIKO) Yo TNV Ama nuepnoimg yopryoduevn Bpoyyodioctaltikn Oepomeio
ovvtipnong g XAl Ta mopacvopmadntikd vedpa givar 1 KOpLo BPoyY0GVCTOATIKT VEVPIKT 080G
GTOVG OEPUYWYOVS, KO O YOAVEPYIKOG TOVOG amoTeAEl TO fOCIKO AVAGTPEYILO GTOLYEIO TNG
amoppacne g pong tov aépa otn XAIL To yAvkomvppovio dpa ovacTEAAoVTOC ™)
BpoyyocLoTAATIKN dpAOT TS AKETVAOYOAMVNC 6T Aglol LVTKA KOTTAPA TOV AEPAYDYDV, KL ETOUEVOC
SL0GTEAAEL TOVG AEPAYDYOVC.

To Bpopodyo YAVKOTLpPOVIO Eival EVOC VYNANG GLYYEVELNS OVTAYMVIGTHG TOV LOVGKOPIVIKOD
vrodoyéa. H exhextikdtnra yio tovg avBpadmivoug vrodoyeic M3 €xet kataderyOel Tt elvan
TOVAGYIOTOV 4 POPEG PeYaADTEPT alO QLTI Y10 TOVS AVEPAOTIVOLS VTTOJ0YEIC M2 ¥pNGILOTOIOVTOG
UEAETEG TPOGOEST|C PASIOCTLACUEVOL LOpiov.

10



Doppokodvvoutkéc emOPAoels

O ovvdvacpog wdakatepding kot yhvkomvppoviov ato Ultibro Breezhaler enédeiée tayeia évapén
dpdiong, evtog 5 Aemtv petd tn yopnynon g doong. H enidpaon mapapével otabepn kad’ 61o to
24-®po LecodIoTNU TOV SOGEMV.

H péon Bpoyyodioctortikny opdon mov dametadnke pe dtodoykég petpnoelg tov FEV; og diotua
24 wpov frav 320 ml petd amd 26 fdopddes Bepancioc. H enidopacn frov onpovtikd peyalvtepn yo
to Ultibro Breezhaler, og cVykpion pe v wdakatepoin, 10 YAVKOTLuppOVIo 1 TO TLOTPOTLO
pepovopéva (dropopd 110 ml, yia kdbe cdykpion).

Aev vip&av evdeifelg tayeiag avooomoinong otny enidpacn tov Ultibro Breezhaler pe mv népodo
TOL YPAVOL KATA TN GUYKPIOT] LE TO EKOVIKO PAPLOKO 1] TO EXUEPOVS GVOTATIKA TOV (G
povoBepomeieg.

Eridpaocn orov kopdiarxo pvbuo

O1 emdphoeic oTov kapdiakd puOuod o€ vylelg ebeloviéc diepeuvnOnkay HETA amd e@amas doo
4 popéc peyakvtepn and tn cvvictdpevn Oepamevtiky 66on Ultibro Breezhaler yopnyobuevn oe
téooepa PripoTa avd pio dpo Kot cLYKPIONKay [e Tig ETOPAGELG TOL EKOVIKOD QOPUAKOV, TNG
WOOKATEPOANG, TOV YAVKOTUPPOVIOL Kol TG CAAUETEPOANG.

H peyaidtepn ¥povikd avTioTotylopévn avénon otov kapdlakd pubpd 6g cOYKPLoT| LLE TO EIKOVIKO
eappako nov +5,69 bpm (90% CI [2,71, 8,66]), koi 1 ueyardtepn peiowon frav -2,51 bpm (90% CI
[-5,48, 0,47]). ZuvoAikd, M enidpacn otov KapdlaKd puOud e v mhpodo Tov ¥povov dev £delée
otafepn pappaxodvvopkn enidpacn tov Ultibro Breezhaler.

Atepguvnnke o kapdlokdc puOuog oe acbeveic pe XAl og viepepamevticd enineda dd6onc. Aev
napatnpiOnkay onuaviikég emdpdaoelg tov Ultibro Breezhaler oto péco kapdioxd pubud oe didotnuo
24 opov kabdg Kot 6Tov Kapdlakd puBud mov agoloynnie petd and 30 Aentd, 4 dpeg kot 24 dpes.

Aioryuo QT

Mia d1e€odikn perétn tov daothpatog QT (TQT) o vyteic e0gloviég pe vyNAEC dOGELS E16TVEOUEVIG
wdakatepOANG (E0¢ Kot Sumhdoia 6661 amd TN PEYIOTN GUVIGTONEV BepamevTikn d0oT) dev £de1Ee
KAk onuavtikn enidpacn oto odotnua QT. Opoing, dev mapatnprinke napdraocrn tov QT ue to
yYAvkomuppovio og pia pedétn TQT petd and eiomvedpevn d0om 8 popég peyarvtepn and
ouvicTOUEVT BepamenTiky| dO0T).

O1 emdpdoeig Tov Ultibro Breezhaler oto didotnuo QTc digpsuviOnkay oe vyieic ebehovtéc petd omod
gtonvon Ultibro Breezhaler o 80om £m¢ kat 4 popég peyaldtepn and Tr cLVIGTOUEVT OEpamEVTIKN
d00T] YOPNYOVUEVT GE TEGGEPO. O0GOAOYIKA Prpata avd pio dpa. H peyodvtepn ypovikd
AVTIOTOLYIGUEVT] S10POoPd EVavTL TOV glkovikoD @apudkov frav 4,62 ms (90% CI 0,40, 8,85 ms), ka1 n
HEYaATEPN XPOVIKG o€ avtioToyia peiwon frav -2,71 ms (90% CI -6,97, 1,54 ms), vrodeikvbovtag
6t 1o Ultibro Breezhaler dev giye onuavtikn enidpacn oto didotnua QT, 6mwg avapevotay po faon
TIG 1O1OTNTEG T®V GLGTATIKMY TOV.

e acbeveic pe XATl, o1 vaepBepamentikéc d6celg petad 116 pkpoypappdpa/86 pikpoypoppdpio
Ko 464 wkpoypappdpa/86 pikpoypaupdpte Ultibro Breezhaler epedvicav ueyadbtepo mocootd
acOevav pe avénoelg tov QTCF évavtt g apyikng Tiung peta&d 30 ms kat 60 ms (ue edpog amod
16,0% ¢mg 21,6% évavti 1,9% Y10, To €1KOVIKO QAPHOKO), AL dEV LITNPYOV OWLENCELG TOV

QTcF >60 ms amo6 v apykn tiur. To vymAotepo eninedo 660MG

TV 464 pikpoypoupaplo/86 pkpoypapudpia Ultibro Breezhaler napovsiooe emiong po peyoakvtepo
1060676 andlvtev Tiudv QTCF >450 ms (12,2% évavtt 5,7% yio T0 1KOVIKO QAPUOKO).
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Kdio opod xor yAvkdn aipozoc

e vyteic eBehoviic, petd ) yopriynon Ultibro Breezhaler o€ 6601 4 @opéc peyakvtepn omd
GUVIGTOUEVT BEPumEVTIKT dOGT], 1] EMIOPOCT) GTO KAAMO 0po¥ NTay TOAD pikp1 (LEYIGTN SL0popd —
0,14 mmol/l cg cOykpion pe to elkovikd pappoxo). H puéytom enidpacn otn yAokdln aiportog frov
0,67 mmol/I.

Khvikn omoteleonotikdTnTo Kot 0cQAAEL

To wpoypappa kKAvikig avémtuéng @daong I tov Ultibro Breezhaler mepieddpfove €€ perétec, otig
omoieg evtayOnkov mhve omd 8.000 aobeveic: 1) pio eAeyyOUEVN LE EIKOVIKO PAPUOKO KOL OPUGTIKO
mapdyovta (vdakatepoAn Amoé nuepNcimg, YAVKOTUPpOVIO armaé NUepNoing, avolkTd TIOTPOTIO Gmas
nuepnoimc) peAétn o1apkelag 26 efoopddmv 2) pia eheyyOUevn e OpacTIKd Tapdyovia
(phovtikalovn/caipetepoin dig nuepncimg) perétn duapkelag 26 efdopdadmv, 3) pia ereyyopuevn pe
dpacTIKO TOPayovTo (YAVKOTUPPOVIO Amaé NUEPNOIS, AVOlKTO TIOTPOTIO Gmas NUEPTCImG) LEAETN
dapretog 64 efdouddwv, 4) pio ereyyOpevn pe elKoVIKO @appoko perétn dubpkelog 52 efdopuddmy,
5) uia gAeyyOpEVN HE EIKOVIKO QAPLOKO KOl OPACTIKO TopdyovTa (Tlotpdmtio dmad nuepnoing) pekém
AVTOYNG GTNV AoKNGoM, O1apkelag 3 efOoUGOmY Kat 6) Lo EAEYYOUEVN e OPACTIKO TOpAyovVTaL
(provTikalovn/cakpuetepoin dig nuepnoing) pelétn didpketog 52 efdopddmy.

Y& TE00EPIC 0O AVTEC TIG MEAETEC EvTaYONKaV acOeveic pe KAVIKT dudyvoon HETPLOG EmG GoPapng
XAIL Zt perétn didpketog 64 gfdopddmv ot acbeveic mov evidydnkav Emacyay amd coPapn £mg
oAb coPopn XAII pe 1otopkd =1 Amwv 1 coPapav napoévopdv XAl katd to Tponyodievo £106.
2 UEAETN EAEYYOUEV UE dPAOTIKO TTopayovTa dldpkelag 52 efdoudadmv, ol acheveig mov evtdyOniay
émaoyav and Ao £og oAb cofapny XAIl pe 1otopicd >1 nmwv 1 coPapdv mapovoumv XAIl kotd
TO TTPONYOVUEVO £TOG.

Emdpaoeic otny mvevuovikn eirovpyio

To Ultibro Breezhaler enédeie kAvikd onuovtikég BEATIOOELS GTIV TVEVUOVIKT] Agrtovpyia (OTmg
petpnOnke pe to Tayémg eKTvedUEVO OYKo o éva devteporento, FEV1) oe d1dpopeg kKAvikég pelétes.
e peréreg @aong I, n Ppoyyodioctadtikny dpdon TopatnpnOnke evidg S AETTOV PETE TNV TPOTN
400 Kot drotnpnOnKe KoTd TN SdPKELD TOL 24-DPOVL LEGOSIUCTHUATOS TOV SOGEMV LETH TNV TPAOTN
doon. Agv mapotnpnonke eacBévion g PpoyyodtacTOATIKNG dpdong e TNV TAPOod0 Tov YpSVOoV.

To uéyeboc g emidpaong e&aptidtay omd Tov Pabud e avacTPEYILOTNTOC TOL TEPLOPIGLOD TNG
POTNG TOL aE€pa TNV Pk TN (e&eTdoTnKe YopnydVvTag éva Bpayeiac-Opdong avTaymvioTy] Tov
HLOLGKAPIVIKOV VIodo)EN Kal £va Ppayeias-Opdong Pritoz-aywmviotn Bpoyyodiactoréa): Ot achevelg pe
younAotepo Pabud avactpeyudtnTag amd v apykn T (<5 %) Tapovciacoy yevikd younAdtepn
Bpoyyodiactoltiky avtamokpion o oyéon e aobevelg e vynmAotepo Pabud ovacTPEYILOTNTOG 0T
mv apykn Tn (=5 %). X1ig 26 efdopddeg (kopro katainktikd onueio), to Ultibro Breezhaler
avénoe tov kotwtato FEV: katd 80 ml otovg aobeveic (Ultibro Breezhaler n=82; sikoviko pappoxo
N=42) ue to yaunidtepo Pabud avaotpeyipuotnrag (<5 %) (p=0.053) kot katd 220 ml oTovg

acBeveig (Ultibro Breezhaler n=392, eixovikd @dpuako n=190) pe Evav vyniotepo Pabud
avaoTPEYLOTNTAS 0mtd TNV apyikn Twn (=5 %) o ohykpion pe to eikovikd eappaxo (p<0,001).

Karwrorog kot uéyioros FEV:

To Ultibro Breezhaler abénoe tov kordtato FEV: petd t d6on xatd 200 ml og cvykpion pe to
EIKOVIKO PAPLOKO MG TTPOG TO KOHPLO KATAANKTIKO onueio tav 26 gfdouddwv (p<0,001) kot enédeiée
OTUTIOTIKA CUOVTIKEG QVENGELS GUYKPLTIKA UE TO OEPOmEVTIKA OKEAN Ue KaBEVA Ao T ETLUEPOVG
GLOTATIKA (VOUKATEPOAN KOl YAVKOTLPPOVIO) KOOMG Kot e To BepamevtiKd oKEAOG LLE TIOTPOTIO,
OTMOC POIVETAL GTOV TOPAKATO TIVOKO.
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Kototatoc FEV: petd ™ 660on (néon Ty EAGioTOV 1ETpay@vov) Ty nuépae 1 kot v
gfoopaoa 26 (KHPLo KATUANKTIKO 61 uEio)

OgpumeEVTIKI dL0POPa Hpépa 1 Epdonado 26

Ultibro Breezhaler — ewovikd @dppoxo 190 ml (p<0,001) 200 ml (p<0,001)
Ultibro Breezhaler — wdaxatepdin 80 ml (p<0,001) 70 ml (p<0,001)
Ultibro Breezhaler — yAvkomoppovio 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 myun tov FEV1 tpv ) 860m (L€cog 0pog Tmv Tindv mov eAnednoayv ota 45 kot 15 Aentd mpwv
Ao TV TPOWVY S0GT TOL PAPUAKOL TNG HEAETNG) NTOV GTATIGTIKA onpavtiki vrép tov Ultibro
Breezhaler tnv gfdopdada 26 ce chykpion pe ™ AOLTIKOLOVI/CAAUETEPOAT (SLopOPd LEGTC TUUNG
glayiotov tetpayovav Bepanciog 100 ml, p<0,001), v efdopdada 52 oe GUYKPION UE TO EIKOVIKO
QappaKo (Stapopd péong TUng eElayiotov tetpaymvev Bepameiog 189 ml, p<0,001) kot og OAeg TIG
eMOKEYELG £¢ TNV €Rdoudda 64 o GLYKPLION UE TO YALKOTLPPOVIO (dlapopd LEGTG TIWNG EAaioT@V
tetpaydvev Bepareiog 70-80 ml, p <0,001) kot to TI0TpoéTIO (SLaPOpd LEGNC TIUNG EAAYICTOV
teTpaydvov Bepanciog 60-80 ml, p <0,001). Katd v eleyyouevn pe dpaotikd mapdyovio SGpKeELNg
52 efdopddmv pekétn, n péon tip tov FEV1 mpv m d6omM 1110V GTATIGTIKG GNUOVTIKT| VITEP TOL
Ultibro Breezhaler og 6Aec T1¢ emokéyelg uéypt mv epdoudda 52 ce chykpion pe
@AovTIKALOVI/caAUETEPOA (Slapopd uEoNG TIUNG EAayicTmV TETpaydVeV Bepanciog 62-86 ml,
p<0,001). Kot v eBdopdda 26, o Ultibro Breezhaler enépepe oratiotikd onuavtikn Beitimon tov
uéyiotov FEV1 og oyéon e To e1kovikd pAproKo oTIg Tpdteg 4 dpeg Petd tn d6on (Sropopd péong
TING edayiotmv tetpaydvav Bepansiog 330 ml) (p<0,001).

FEV:1 AUC:
To Ultibro Breezhaler avénoe v AUCo.12 tov FEV1 petd ) d6om (khplo KatoAnKTikod onpeio) Kot
140 ml otig 26 gBdopnadeg (p<0,001) og oyéon pe ™ eAovTiKalOvn/caApeTePOA.

2ourtouonxéc exfaoelc

AvomvevuaTtikn dueyépeta.:

To Ultibro Breezhaler peiwoe og otatiotikd onpovtikd Babud thy avoamvenotikn dSuoyEpelo OTme
a&lohoynonke pe Baon to Agiktn Avonvolag Metapaong (TDI). Exédeiée otatiotikd onuovTikn
Bektioon ooupmvo pe v eotioxn Baduoroyio TDI v efdoudda 26 Evavtt TOV EIKOVIKOD QapUAKon
(drapopd péong Tung ehayiotmv tetpaymdvav Oepaneiog 1,09, p<0,001), tov Trotpomiov (Srapopd
péong tipng edayiotmv tetpaydvav Bepaneiog 0,51, p=0,007) kot Tng pAovTikaldvng/caipetepoing
(dropopd péong Tiung erayiotev tetpaydvov Bepomeiag 0,76, p=0,003). Ot Beltidoelg Evavt Thg
wdakatepOANg Kot Tov YAvkomvppoviov rav 0,26 kot 0,21, avticTotya.

"Eva 610T10TIKG onpovTikd vynidtepo nocooto acbevav mov sdafav Ultibro Breezhaler
avtomokpiOnkav e Bertioon kotd 1 fabud 1| teplecodTEPO GVUPOVO e TNV €0Tlokh faduoroyio TDI
v gfdopada 26 Evavtt Tov gikovikov appakov (68,1% kat 57,5% avtiotoya, p=0,004). Eva
VYNAOTEPO TOGOOTO UGHEVDV TOPOVGIOGY KAIVIKG GNUOVTIKY avTamdkpion TV efdopdda 26 ye to
Ultibro Breezhaler évavtt tov tiotpomiov (68,1% yia to Ultibro Breezhaler évavtt 59,2% yuo to
totpémo, p=0,016) kot g provtikaldvng/oaripetepoing (65,1% ywo to Ultibro Breezhaler évavtt
55,5% ywo ™ provtikalovn/coipetepoin, p=0,088).

THowotnta {wng mov oyetiletor pe thv vyeio:

To Ultibro Breezhaler enédeile emiong oToTIoTIKG GNUAVTIKY ENTIOPOOT] OTNV TOLOTNTO {®NG TOV
oyetileTon pe v vyeio, 1 omoia petprOnke pe  ypnon tov Epotnuatoroyiov St. George yia 1o
Avonvevotikd (SGRQ) 6mmg vrodeikvoetal omd ) peimon otn cuvoAlkn Pabuoroyic SGRQ otig
26 gfdopadec EvavTl TOL EIKOVIKOD PAPUAKOL (S10popd LEGTG TIUNG EAUYIOTOV TETPAYOVAOV
Oepaneiog -3,01, p=0,002) kot Tov Tr0TpoTion (Stapopd LESNC TING ELOYICTOV TETPAYDVOV
Oepamneiog -2,13, p=0,009) kot 01 UEIDGELC EVAVTL TNG VOAKOTEPOANG KOl TOV YAVKOTUPPOVIOL TyTav -
1,09 ko -1,18 avtiotoyyo. Ztig 64 €fSouddEg, N HeimoN EVAVTL TOV TIOTPOTIOL 1TV CTOTIOTIKA
onuovtikn (Stapopd péong Tiung erayiotev tetpoydvov Oepaneiag -2,69, p<0,001). Xtig

52 gfdoudodeg,  peimon Evoavtt g GAOLTIKOLOVIG/GOAUETEPOANC TV GTOTICTIKG GNUOVTIKY|
(drapopd péong Tiung erayiotwv tetpaydvov Beponeiag -1,3, p=0,003).
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"Eva, vynAdtepo mocootd acbevav mov Edafov Ultibro Breezhaler avtamoxpifnikoy pe kAvikd
onuavtikn Pektioon g Paburoroyioag SGRQ (opiletar g peimon TovAdyiotov 4 LOVAd®V 0o TNV
TN ovapopdc) TNV efoopdda 26 £vavti TOL EIKOVIKOD Quppakov (63,7% kot 56,6% avtictoiyo,
p=0,088) ka1 tov totpomiov (63,7% vyia to Ultibro Breezhaler évavtt 56,4% yo to Ti0tpomMIO,
p=0,047), v €fdoudda 64 Evavti Tov yAvkomuppoviov kat tov totponiov (57,3% yia to Ultibro
Breezhaler évavtt 51,8% ywo to yAvkomvppovio, p=0,055, évavtt 50,8% yia to Totpdmio, p=0,051,
avtictoya), kot v gfdopdda 52 évavtt tng pAovtikalovng/coipetepoing (49,2% ya to Ultibro
Breezhaler évavti 43,7% yio ) @AovTIKaLOVN/GOAUETEPOAN, oYeTIKOC AdYos: 1,30, p<0,001).

KaBnueprvég dpaotnpiotnres

To Ultibro Breezhaler enédei&e ototioticd peyaidtepn Pedtioon évavTt TOV TIOTPOTIOV GTO TOGOGTO
TOV «NUEPDV UE IKAVOTNTO EKTEAEGTC TOV GUVNOIGUEVOV KOO UEPIVDY dPOCTNPLOTHTMVY» O
dtdotnuo 26 fdopadmv (dloeopd. péons Tiung erayiotav tetpaydvoy Oepareiag 8,45%, p<0,001).
Yty gPfdopada 64, to Ultibro Breezhaler nopovcioce apbuntikés Peltidoeic évavtt Tov
yYAvkomuppoviov (Sropopd pEoNS TG ehayicTtov TeTpaydvev Bepaneiag 1,95%, p=0,175) kot
oTOTIOTIKN BEATioN EvavTl TOL TIOTPOTioL (dlapopd péomng Tiung erayictov TeTpay®vmy Bepaneiog
4,96%, p=0,001).

Hapolvouoi tne XAIT

e uia pehétn 64 gfdopdadwv, 6mov cuykpidnke to Ultibro Breezhaler (n=729), 1o

yAvkomoppovio (N=739) kot to totpomio (n=737), to Ultibro Breezhaler peiwoe to avd é1og m1oc0otd
TV pEtplov | cofapav tapoéuoumv g XAIl katd 12% évavtt Tov YAvkomvppoviov (p=0,038) kot
katd 10% évavt tov tiotpomiov (p=0,096). O ap1Budg TV péETpov 1§ coPapdv TaPOELGUOV TG
XAITI ava €t Oepaneiog acBevav frav (0,94 yuo to Ultibro Breezhaler (812 nepiotatikd), 1,07 yio to
yAvkomoppovio (900 mepiotatikd) kot 1,06 yia to trotpdémo (898 nepiotartikd). To Ultibro Breezhaler
EMIONC LEIDMOE GTATIOTIKA OTLLOVTIKA TO 0V £TOC TOGOGTO OA®V TV Ttoposuopmv ¢ XAIl (Mrwv,
UETPOV Em¢ coPapdv) katd 15% oe oyéon e to yAvkomvppdvio (P=0,001) kou xatd 14% ce
ovykpron pe 1o Totpdmo (p=0,002). O ap1Budg 6oV tov Tapoévoudv g XAll/Etog Oepameiog
acOevong ftav 3,34 yo to Ultibro Breezhaler (2,893 nepiotatikd), 3,92 yio o yAvkomvppdvio

(3,294 neprotatikd) ko 3,89 yio to Tr0tpomio (3,301 mepioToTiKa).

Ye o perétn 52 gfdopadmv, 6mov cuykpifnke to Ultibro Breezhaler (n=1.675) ka1 n
erovtikalovn/carpetepoin (N=1.679), to Ultibro Breezhaler nétvye tov npotapyikd atdyo e
UEAETNG TTOV APOPOVCE T1| UN-KATOTEPOTNTO TOV TOGOGTOL OA®V TV Taposuoudv e XAIT (Mmov,
LETPLOV 1 coPapdv) Evavtt Tng Aovtikalovng/caiuetepoins. O aplBuog OAmv TV ToPoELoU®Y TG
XATl/éto¢ Bepameiog acBevoig rav 3,59 yio to Ultibro Breezhaler (4.531 nepiotatikd) kot 4,03 yio
™ eAovTikalovn/caipeteporn (4.969 nepiototikd). To Ultibro Breezhaler kotédeile nepetaipm
avetepdTNTO 0T HElmoN Tov avd £T0VE TOGOGTOV OAWV TV Tapovoumy Katd 11% Evavtt g
erovtikalovng/caiuetepoing (p=0,003).

Zoykprikd pe ™ eAovtikalovn/caipetepoin, o Ultibro Breezhaler peiooe to avé £to¢ mocootd tov
pétprov 1 cofapdv mapo&uoudv g XAl katd 17% (p<0,001) kot Tev coPapdv napo&uoudv (Tov
amoITovV EIGAYMYN 68 Voookoueio) katd 13% (un otatiotikd onuovtikd, p=0,231). O apBudc tov
pétpiov 1 coPapav mapoéuoudv g XAll/Etog Oepaneiag aoBevodc nrav 0,98 yia To Ultibro
Breezhaler (1.265 nepiotatikd) kot 1,19 yio ™ provticalovn/caipetepoin (1.452 nepiotatikd). To
Ultibro Breezhaler emiunkove 1o ypovikod diaotnuo uéypt Tov Tp®dto puéTplo 1 cofapd mapofuoud pe
uia 22% peimomn tov kvduvou evog mapo&uouov (P<0,001) kat empumkouve To ¥povikd dtdotnua pEypt
oV Tp®@TO 60Papd Tapo&uoud pe po 19% peimon tov kivddvov evoc Tapo&uopod (p=0,046).

H enintoon g mvevpoviag ftov 3,2% oto okélog tov Ultibro Breezhaler og chykpion pe 4,8% oto
oKEAOG TNG PAovTikaovng/caipetepoing (p=0,017). To ypovikd didoTnpa PLEXPL TNV TPAOTN
nvevpovio empnkovonke pe to Ultibro Breezhaler cuykpitikd pe t plovtikaldvn/coipetepoin
(p=0,013).

14



e pio GAAN pedétn 6mov cuykpibnke to Ultibro Breezhaler (n=258) ko n

erovTikalovn/ coipuetepdin (N=264) yio 26 efdopnddes, o aptduog tov pétpimv 1 cofapdv
napoéuopmv XAIl/ étog Bepaneiog acBevoig nrav 0,15 évavtt 0,18 (18 nepiotativd Evavtt

22 nepiotatikav) avtiotoyo (p=0,512) ka1 0 apBpog oAwv tav tapovoumv XATl/ £tog Oepaneiog
acbevoic (Mmwv, pétpov Emg coPapmv) ntav 0,72 évavtt 0,94 (86 mepiototikd Evavtt

113 neprotartikd) avtiotorya (p=0.098).

Xpnon popuckov 0160woHS

Ye ddotnua 26 gfdopadmv, to Ultibro Breezhaler peimoe otatioticd onpavtikcd m xprion eaprakov
dtowong (carfouvtapoin) katd 0,96 slonvoég ava nuépa (p<0,001) oe GUYKPION UE TO EIKOVIKO
oapuaxo, katd 0,54 eilonvoég ava nuépa (p <0,001) oe oOyKpion LE TO TIOTPOTIO KO KOTE

0,39 swonvoéc ava nuépa (p=0,019) o cuykpiomn pe AOLTIKALOV/COAUETEPOAT]. ZE S1A0TNLA

64 gfdopadmv, avtn n peimon Rrav 0,76 ewonvoég ava nuépa (p<0,001) oe GUYKpIoN UE TO TIOTPOTIO.
e ddotnuo 52 efdopddwv, to Ultibro Breezhaler peimoe ) ypiion pappdikov ddocmong katd

0,25 glomvoég ava nuépa og cvyKpion pe provtikalovn/coiuetepoin (p<0,001).

Avroyn oy doknon

To Ultibro Breezhaler, yopnyobuevo to mpwi, peimoe ) dvvapikn vaepdidtacn kot BeAtiooce to
YPOVIKO StdoTna Slatipnong g doknong amd Ty TpdTn 600m Kot £netta. Tnv TpdT NUéPA NG
Oepameiog, 1 EIGTVEOUEVT YOPNTIKOTNTO KOTA T COUATIKN dpaoTnptoTnTo PEATIONNKE OMUOVTIKG
(dropopd péong Tiung erayiotav tetpaynvov Bepomeiog 250 ml, p<0,001) ce cOYKpIoT UE TO EKOVIKO
oapuaxo. Me v mdpodo Tpidv efdopddmv Bepamneiag, 1 PEATIOON TNG EIGTVEOLEVNC YOPTTIKOTNTOG
ue to Ultibro Breezhaler fitav peyaidtepn (Sropopd péong tiung ehoyiotov tetpaydvoy Bepomeiog
320 ml, p<0,001) ko 0 xpdvog avToyxng oty doknon avénnke (dlapopd péong Tiung eAayioTwv
tetpaydvev Bepaneiag 59,5 dgvuteporenta, p=0,000) e cHyKPION LE TO EIKOVIKO QAPLAKO.

Hodrazpikde TANOvoudS

O Evponaikdc Opyaviopog @apudkmv Exel dOGEL amaAloyn and TNV VIOYPEMST VIOPOANG TMV
amoteheoudtov Tov peretov pe to Ultibro Breezhaler oe 6Aeg tig vokatnyopieg Tov matdiorpikon
TANOvePOL GTNV ¥PoOVia. amo@pakTikn TvevpovordOeia (XAIT) (BAéne mapdypago 4.2 yia
TANPOPOPIES GYETIKA LE TNV TOUSLUTPIKT ¥p1oN).

5.2  ®appokokiviTiKES 1010TNTES
Amoppoéonon

Ultibro Breezhaler

Metd and v elomvon tov Ultibro Breezhaler, o didpecog xpovog £mg tnv enitevén tov péyiotmv
GUYKEVIPMGEMV TNG VOUKATEPOANG KOl TOL YAVKOTUPPOVIOL 6T0 TAACUa Ty TTEPimov 15 Aemtd kot
5 Aemtd, avtictoyyo.

Mg Bdon ta in Vitro dedopéva amdd0omg, 1 6061 TG WWOAKATEPOANG TOV TAPEYETAL GTOV TVEDLOVAL
avouévetot vo givarl Tapouota yio. to Ultibro Breezhaler kot o mpoidv povobepameiog vdaxatepoing.
H éxBeon og wdakatepoln o€ otabepn kotdotacn petd and eionvon tov Ultibro Breezhaler tav site
TOPOUOL, EITE EAAPPDOG YAUNAOTEPT OO T1 CLOTNUATIKY £KOECT HETE OO TNV EIGTVOT TPOTOVTOG
povoBepomeiog pe wouKaTeEPOAN.

Mertd amo siomvon Ultibro Breezhaler, n amdivt Brodiobeoipotnto, tng vdakoatepOAng £xEt
vroAoyiobel 6TL kupaiverot omd 61 g 85% e TapeyOHeEVNS dOGNGE, KOl TOV YAVKOTLPPOVIOL TaV
nepinov 47% g mapeyopuevng d06onc.

H éxBeon oto yAvkomuppovio ce otabepr| katdotoor petd amd eiomvon tov Ultibro Breezhaler rtav

TOPOUOL0, LLE TN CLOTNUOTIKY £kBeon petd omd TV elemvon TPoidvTog povobepameiog pe
YAVKOTTUPPOVIO.
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Ivdaxotepoln

2100epn] KATACTUOT CUYKEVIPMOGE®Y TNG WWOuKATEPOANG emttedyOnke péca o 12 émg 15 nuépeg ama
nuepnoing yopnynone. H péon avaroyia cuscmpevong g woakatepoAng, oni. AUC péoa 6to
dloTnue Yopnynong g 06ong tav 24 opav v nuépa 14 q nuépa 15 oe oxéon pe v Huépa 1,
Bprokdtav oto gupog and 2,9 £mg 3,8 Yo ama nuepnoimg elomvedpeves S00ELg HETAED

60 pkpoypappdpio kot 480 pwikpoypappdpio (tapexopevn 66on).

T Zvxomoppovio

e aoBeveig pe XAIL n @appokokvnTikn 6tadepng KOTAGTAGNS TOL YAVKOTUPpOViov emTevyOnKe
€v10g piag efdopadoc amd v évapén g Oepancioc. H péon péytom kot n pHéon katmTaTn
GLYKEVTIPMGT] TOL YAVKOTUPPOVIOL GTO TAAGN G€ 0TOOEPT KATAGTAGT GTO GUVIGTMUEVO O0GOAOYIKO
oynua anaé nuepnoing frav 166 mkoypappdpio/ml kot 8 mkoypappdpio/ml, avtictorya. H éxbeon
670 YAvkomoppovio g otabepn katdotaon (AUC ot didpkela Tov 24 dpov HECOSIOGTIILOTOC
peta&d Tov docemv) Nrov mepinov 1,4- émg 1,7 popég vynAdtepT omd OTL LETA TNV TPOTY SOOT).

Kozavoun

Ivdarxarepoln
Metd amd evoopAEPLa £yyVoT, 0 OYKOG KOTAVOUNG TNG LVOUKATEPOANG KOTE TNV SLAPKELL TNG TEAIKNG

@aong amofoing frav 2.557 Aitpa, katadeikviovtog ekteTopévn katavoun. H in vitro covdson ue
TPOTEIVT 6TOV AvOp®OTIVO 0pod KoL 6TO TAGCHO Ty TTepimov 95%.

TAvkorvppovio
Metd amd evooeAEfia xop1ynom, 0 0YKOG KOTAVOUNG TOV YAVKOTLppoviov og otofepn KOTAoTAoN

nrtav 83 Aitpa kot 0 GyKog Katavopung otnv TeEMKN edon ftav 376 Aitpa. O pavopevog dykog
KOTOVOUNG 6TV TEMKN @don petd and eiomvon NTav oxedov 20 eopég ueyaAdtepog, Tov
avrtikatontpilel ™ Ppadvtepn amoforn petd v etorvony. H in vitro cdvdeomn tov yAvkomvppoviov e
TpwTEVN 610 avBpdmvo TAdc e NTov 38% g 41% o€ GuyKevIpdoES amd 1 £mg

10 vavoypappdpio/ml.

Buouegtaoynuotiopndg

Ivdarxarepoln

Metd amd yopnynon amd T0 GTOU PASIOCT|UAGUEVTG VOUKAUTEPOANC o€ puerétn ADME (amoppoenon,
KATOvOUn, LeTaBoAMGUAC, amofoAn) 6Tov dvOpmmo, 1 AUETAPAN TN WdaKATEPOAN NTAV TO KOPLO
GLOTATIKO GTOV 0pO Kot EVHLVOTAV Yo TEPITOL TO EVOL TPITO TNG GVVOMKNG CXETILOUEVNG LLE TO
oapuaxo AUC péoa g 24 mpeg. 'Eva vdpoéoiiouévo mapdymyo Ntav o kupiapyog Letafoiitng otov
0p0. Davorikd O-yAukovpovidlo TG OaKUTEPOANE Kol VOPOELAMUEVT] TVOUKATEPOAN HTAV GAAAOL
Kupiapyot petaforites. ‘Eva daotepeopepég Tov vOpoEuAmpévon mapaydyov, éva N-yAvkovpovidio
NG woaKkaTePOANC Kot ta C- kot N-omoudkvAlouéva Tapdymya fTov dAlot petafoiiteg mov
avayvoplomnkay.

In vitro, n woopopen UGT1AL éyet peydin cuvelcpopd oty petofoAlkn Kabapon Thg voaKatepOANG.
MMopdra avtd, Omwg SlopavnKe g o, KAMVIKN LEAETN o TANOVGLODE e S10QOoPETIKODE YOVOTLTTOVG
UGT1A1, n ocvotnuatikn ékBeomn oty vdokatepodn dev ennpedletal onUaVIIKAE omd Tov YovOTLTTO
UGT1AL.

O&edmtikoi petafoliteg aviyvednkav ce enmdoelc pe avaovvovacuévo CYP1AT, CYP2D6 kot
CYP3AA4. Xvunepaivetror 6t 1o CYP3 A4 eivan 10 emikpartég iooévivpo mov gubfvvetar yo tnv
vépoévrinon g wdakatepding. In vitro épguveg édei&av mepattépm Ot M oOKOTEPOAN Elvat
VROGTPOUA LLE YOUNAT cLYYEVELD Yo TV avTAla kpong P-gp.
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[ Zvxomvppovio
Mehétec petaforopov in Vitro édei&ov otabepic petaPorikéc 0600¢ yia to fpouotyo

YAvKOoTLPPOVIO peTaéD (hmv kot avOparov. [Tapatnpndnike vépo&vAinon péow ¢ omoiag
TAPAyoVTaL S10POoPOoL ovo- Kot di-vdpoévlimpévorl petaforitec, Kabmg Kot dueon vdpdivorn mwov
0dNYel 6T0 GYNUATIGHO EVOS TOPAy®@YOL TOL KapBo&uAitkov o&éog (M9). In vivo, to M9 oynuoartiCetan
oo To KAAoUA TG 006G TOV EIGTVEOUEVOL PPp®UovyoL YAVKOTUPPOVIOV TO 0TTOI0 KOTAMIVETOL.
Yulevypata yhvkovpovidiov ka1 Beukd cvledypata Tov yAvkorvppoviov Bpébniav ota avBpomiva
00po PHETA and eTAVOLOLPAVOLEVEG EIGTIVOES KOl AVTIOTOLYOVV G€ TTePinov 3% e mopeyOpHevnc
doong.

oAromAd 160évivpa Tov Kutoxpdpetoc CYP cupfdrlovy 6tov 0&eldmTikd PLOUETOCYNIATIGIO TOV
yvAvkomvppoviov. H avacstoln 1 enay@yn tov petafoAiicpod tov yAvkorvppoviov eivar ariBavo va
001 YNGEL GE GNUOVTIKT LETOPOAN TNG GVGTNUATIKNG £kBEGNC 6TN dPACTIKY OLGIA.

In vitro peiéteg ovaoToAng Katédet&av 0Tt To Bpmptovyo YAVKOTuppovio de dlobETel GNUAVTIKY
duvatotta avactoing twv CYPLA2, CYP2A6, CYP2CS, CYP2C9, CYP2C19, CYP2D6, CYP2EIL 1
CYP3AA4/5, tov petagopémv ekpong MDR1, MRP2 1 MXR, kot tov petapopémv tpocinyng OCT1
N OCT?2. In vitro peiéteg emaymyng evEOU®V 6gv KOTESEIEQV KAVIKG OTUOVTIKY ETOY®OYN LE
Bpopotyo yAvkomuppdvio yuo To 1Icoévivpa Tov kKutoypmpatog P450 tov doxipdctniay, 1§ yio to
UGT1AT1 kot toug petagpopeic MDR1 kou MRP2.

AmofoAn

Ivéaxarepoin
Y& KMVIKEG PHEAETEG 1) TOGOTNTO TNG WWOUKATEPOANG OV amoBoAldTay apeTdPANT HECH TV 0VpOV

NTOV YEVIKOG YaumAotepn tov 2,5% ¢ mapeydpevns doonc. H veppu kaBapor e vdaxkotepoing
ntav, Kot uéco o6po, amod 0,46 kat 1,2 Aitpo/dpa. e oyxéon pe v KaBopon e vouKATEPOANG GTOV
0po NG TaEEmG TV 23,3 AMtpov/dpa, sival epeavig 6Tl 1 veppikn kabapon dtadpopatilel nocova
poLo (mepimov 2 Emg 5% tng GLOTNHATIKNG KABoPoNG) GTNV amoPoAn TG GLOTNHOTIKA StfECUNG
WOOKATEPOANG.

e o pedétn ADME otov avBpwmo 1 vdakatepOAn, YopnyoOLEV OO TO GTOM, OTOPBaALOTAY OTA
avOphmva KOTpava Kupimg og apetdfAntn untpikn ovoia (54% g d6onG) ko, oe kpoTePo Pabuo,
oav voépoévwpévor petaforiteg woakatepding (23% g d6omg).

O1 GVYKEVTPDGELS TNG VOAKATEPOATG GTOV 0pO HELOOMKOAV KATA TOAVPAGIKO TPOTO LLE TN LLECT] TEMKT)
nuilon vo kopaiveton amod 45,5 éng 126 apec. H anotedespotikn nulon, n onoio vroloyiletor amod
T1 GVGGMOPELGT TNE WOUKATEPOANG LETA aO ETAVOAAUPAVOUEV YOPTYNOT TG dOGNC, KLUAVONKE
amo 40 £0¢ 52 dpeg, YEYOVOG GUVETEG LIE TOV TTOPATIPOVUEVO XPOVO EmG TN oTafepT] KATAGTUCT) TOV
glvon epimov 12-15 nuépec.

T lvkomvppovio

Metd and evdoeréfia yoprymon [*H]-onuacuévov Bpmptovyov yAvkomoppoviov,  péon anékkpion
610 0Vpa NG padievépyelag oe 48 dpeg aviAbe og 85% g d6ong. 'Eva emmAéov 5% tng d6ong
Bpétnke otn yoAn.

H veppikn amofoir tov apyikod gapudkov avépyetal o€ mepimov 60 £wc 70% g oAk kdbapong
TOV GLOTNUATIKA SLOOEGIUOV YAVKOTUPPOVIOL, EVD 01 d1adIKAGIES UN-VEPPIKNG KABapoNg

avtioToryovv mepinmov 6to 30 £wg 40%. H kdbapon pécm tv xorneopwv GuUPAAEL GTN UN-VEPPIKY
KGOapomn, oAAG 1| TAEOVOTNTO TG UN-VEQPIKNG KABaponc Bewpeital 0T opeiietal 610 uetafoArioud.

H péon veppwn kédBapon tov yAvkomvuppoviov HETE amd €16Tvon Kopaivetot amd 17,4 péypt

24,4 Nitpo/dpa. H evepyntikn coAnvaploky EKKpiorn cuUPAALeL 0T VEPPIKT] 0TOBOAN TOL
yYAvkomvppoviov. Ewg kot 23% e mapeyouevng d0omg Ppédnie ota oOpa g apyikd eapuaKo.
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O1 GVYKEVTPMGELS TOL YAVKOTLUPPOVIOL 6TO TAAGHN LEIDONKOY KaTd TOAVQUs1KO TpoTo. O HEGog
TEMKOG YpOvog NLmNG TG amofoAng fTay ToAD peyahdtepog petd v lomvon (33 émg 57 dpec) oe
oVYKpIoN pE TNV eVOoPAEPLa. (6,2 dpeg) Kot TNV amd Tov otopatoc (2,8 mpeg) yoprynon. To povtéio
AOBOANC VITOONADVEL TAPAUTETOUEVT] TVEVUOVIKT] OTOPPOPT|ON KOUT UETAPOPE TOV YAVKOTUPPOVIOL
GTN GLGTNUATIKY KuKAoopia oTIC 24 dpeg N Kot TEPIGGATEPO LETE OO ELGTVON.

ICpopukdTnTo/un Yoo uuKoTnTo,

Ivéarozepoln
H ocvotpatikn ékBeon oty wvdakotepdin avéndnke Kotd TpOTo oviAoyo TG

avénong (120 pkpoypoppdpio émg 480 pikpoypoppdpta) g 60omg (Tapexouevn).

Tvkorvppovio
e aoBeveic pe XAIL n cvomnuotiky £€k0eom Kot 1 0K OTEKKPLOT TOL YAVKOTUPPOVIOL GTO OVPO. GE

QOPUOKOKIVNTIKY] 6TafepT] Katdotaon avEndnke tepimov avaroya pe v (mapexdpevn) d6on oto
d060M0Y1IKO gVpOG TV 44 Emg 176 puKpoypoppdpia.

Ewwoi tAnbvopoi

Ultibro Breezhaler

Mia avaloor Sed0UEVOV POPUOKOKIVITIKNG TANBuGHoD o€ acbeveig pe XAII petd amd glomvon
Ultibro Breezhaler dev kotédei&e onuavtikn enidpoaon thg nikiog, Tov @OAOL Kot Tov Bapovg
(couaTIKoO YOPIC TO MTMON 16TO) GTN GUGTNUATIKN EKOECT] GTNV WVOOKATEPOAT KOl TO
yYAvkomuppovio. To dhmo copatikd Bapog (to omoio eivatl cuvaptnomn Tov PAPOVE Kot TOL VYOLE)
opiotke wg ovppetafinty. HapatnpOnke apvntiki GLGYETION AVALEGO GTI GLCTNUATIKY] £KBgo
K0l To Ao copaTikd Bapog (1 To copatikd Pépog). Qo1dc0, SV CLVIGTATOL TPOGAPLOYN THG dOGNS
AOY® TOL peYEBoLG TG HETABOANG 1 TNG TPOYVAOGTIKNG aKPIBELNG TOV GAITOL COUATIKOV BAPOVG,.

H xatdotaon avagopikd pe to Kanvicpo kot o apywog FEV1 dev mapovoiacav epeavr| enidpacn ot
GLOTNHOTIKN EkBECT TNG WVOUKATEPOANG KOl TOL YAvKOoTLppoviov petd v eiomvon Ultibro
Breezhaler.

Ivdaxarepoln

H avéivon gopuokokivntikng tAn0ucuon £6g1Ee 0TL dEV VTTAPYEL KAIVIKG GYETIKY ETIOPOGCT) TNG
niwiog (evilikor £mg 88 etddv), ToL EOAOVL, ToV Papovg (32-168 KiAd) N TG PLVANG 6N
QOPUOKOKIVITIKT] TNG WWOaKaTEPOANG. Agv £0e1E€ TLUYOV Slapopd avdipeso og eBvikég vToouddes og
avTdV TOV TANBVCUO.

TZvkomvppovio

Avdlvon dedopévev papuakokvnTikng mAnbuouov o acbeveic ue XAIL mpocdidpioe T0 COUATIKO
Bapog kat tnv nAikio mg TOPAyoVTEG TOL GLUPAALOVY GTN SOKVUAVGT TG GLGTNUOTIKNG EkOgoNg
avapeoa otovg acbeveic. To YAvkomuppovio oTnv cuVIGT®UEVT 000N UTopel va ypnoyomondet pe
AoPAAELD GE OLES TIG OpddEg NAKIOG Kot COUATIKOV BApoug.

To @¥L0, T0 KaBeoTMG Kamvicpatog kot 1 apyikn pétpnomn tov FEV1 dev glyav eppavr| enidpacn ot
oLOTNHOTIKN EkOEOT).

Aobeveic ue nrotiky dvoiertovpyio.

Ultibro Breezhaler:

Me Bdon ta KAWIKG QopUOKOKIVITIKG XOPOKTPIOTIKA TOV ETLUEPOVE povobepaneidv, to Ultibro
Breezhaler pmopei va, ypnoonomdei otn cuviotdpevn 866m o€ aobeveic Le Ao Kot LETPLO NTTOTIKN
dvodettovpyia. Agv vdpyovv dtabécia dedopéva o Atopa pe cofapn NraTikn SucAeitovpyia.
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Ivdakatepdin:

AcBeveig e fmia ko PETPLo NIATIKY OVGAELITOVPYi, OV TTapovciacay oyeTIKES LETABOAEC TNG Cmax M
g AUC g vdaxatepoAng, o0Te SIEPEPE 1| CHVOEST LLE TPOTEIVEG OVAUESH GE OCOEVELG LLE IO KO
UETPLO NTTOTIKT SVGAEITOVPYIO KO TIG VYLELS OUAdEeg EAEYYOV. Agv TTpayHaTOTOMONKOY HEAETEC GE
acbBeveic e coPapr| nratiky Svchettovpyia.

IMkomvppovio:

Agv &povv de€ayBel KhMvikég pehéteg oe acbeveig pe nmatikn dSvciettovpyia. To yAvkomoppdvio
amoPaAAeTaL KVUPIOS OO TN GLOCTNUATIKY] KLKAOPOpia HECH TNG VEPPKNG anékkpione. H peiwon tov
NTATIKOO PETAPOAMGHOD TOV YAvKOTLPPOViov Oe Bewpeitar OTL 0dNYEl 68 KAMVIKA GTUOVTIKT avénon
NG CLOTNUOTIKNG EkBeonc.

Aaobeveic ue veppirn dvolertovpyio

Ultibro Breezhaler:

Me Baon ta KMVIKG QopUOKOKIVITIKG YOPOKTNPIOTIKA TOV ETUEPOLS povobepaneidv, To Ultibro
Breezhaler pmopei vo ypnoiponomdei 6t cuviotdpevn d6on o€ acbeveig pe Mo 0G HETPLAL VEPPIKT
dvodettovpyia. Te acbeveig pe cofapn veppikn duciettovpyio 1 veppomddela tedikod oTadiov yia
™V omoio amotteiton dion, o Ultibro Breezhaler 6o npénet vo ypnoipomoteiton povo edv to
TPOGIOKMUEVO OPEAOG VILEPTEPEL TOV EVOEYOUEVOD KIVOVVOUL.

Ivéakatepoin:
Abdy® ™G TOAD YoUNANS GUUPOANG TNG OVPIKNG 060D GTNV OAIKT AOBOAN TNG WWAAKOTEPOANG and TOV
opyovicud, dev TpoyuaTomomOnke LeEAETN o€ acBeveig Le VEQPIKT SVGAELTOVPYIC.

IMwxomvppovio:

H veppwn duciertovpyia emnpedlet T cvonuoTikn £€k0gon ToL Bp@ovyov YAVKOTLPPOVIOL.
[opompnnke pétpia péomn avénon g cuvolikng cvotnuatikng ékfeong (AUCs) €wg 1,4 popég ot
dropo pe N Ko PETPLO VEPPIKT SucAelTovpyia Kot £¢ 2,2 opEG GE GTOpN LE GOPOp| VEPPIKN
dvuodettovpyia Ko veppomdbeia teAkod otadiov. Ze acheveig pe XAl pe fmia ko péTpla veppikn
dvohertovpyia (ekTipdpevog puOudc ometpapotikhig dmdnong, eGFR >30 ml/min/1,73 m?), to
Bpopotyo yAvkomuppdvio Uropel vo xpnoonobel 6T GuVIGTOUEVT] HO0T).

Efvikdétra

Ultibro Breezhaler:

Agv mapatnpriOnkav peioveg dopopég ot cuvolikn cvotnuotikn ékbson (AUC) kot yia tig 300
gvooelg puetaéy lorovov kot Kavkdoiov acbevav. Agv diatibevtal emapkn @opULOKOKIVITIKA
dedopéva yio GALEC E0VIKOTNTEC 1| PLALG.

Ivooxarepoln:
Agv damotmOnKe d10popd avapEsH 6 VITOOUAES dlaPOP@V eOviKoTHT®V. AloTifeTon TEPLOPIGUEVY
gumepio avapopkd pe m Bepancio oto povpo TANOBVGUO.

TAvkomvppovio:

Agv mapatnpnnkov peifoveg duapopéc ot cuvorikn cvotnuatiky £kbeon (AUC) peta&d tomv
landvev kat Kavkdoiov acbevav. Alotibeviol avemapkn @opUokoKIVITIKA OES0UEVE, Y10 GALEC
gBvikdmTEg N PUALC.

5.3 TIIpoxivika dedopéva yio TNV a6@drela

Ultibro Breezhaler

ZTIC TPOKAVIKEG PEAETEC cupmeptAapBavovtat in Vitro kot in Vivo a&lohoyGELg GapIOKOLOYIKNG
AGQPAAELNG, LEAETEC TOEIKOTNTOC ETOVOALUUPAVOUEVDV EIGTIVEOUEVOV OOGEMY GE 0POLPAIOVG KOl
OKOAOVG, KaODC Kot pio LEAETN E16TVOMY Yol TNV EUPPLIKT avanTuén o apovpaiovg.
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Avénuévog kapdiakdg pubuds NTav epeovig o€ okdAovg oe OAeg Tig 80aelg Tov Ultibro Breezhaler ko
¢ povobepamneiog pe kabe empépovg cvotatiko. O emdpdoeig Tov Ultibro Breezhaler otov
KapSLoKO puOUO NTaV AVENUEVES OE £VTOOT KO OLAPKELD, GE OYECT ME TIS LETOUPOAES TOV
TapoTNPRONKAY Le KAOE CLOTATIKO LELOVMOUEVE, YEYOVOS TTOV DTOOEIKVIEL 0OPOIGTIKY CVTATOKPLON.
Eniong, epoaviotnke pdyvvon tov S106TNUATOV 6TO NAEKTPOKOPIIOYPAPTLA KOt Lelmon TG
GUGTOAIKNG Kot SI0GTOMKY|S apTnprakt|g mieons. H wdakatepdin yopnyovuevn e GKOAOLGS
uepovouéva i oto Ultibro Breezhaler oyetiotnke pe mapdpota exintmon kot fapdtnra pookapdiak®y
aArowwcewv. Ot ovotnuotikés ekbéoelg (AUC) ota emineda yopig mapatnpovpeveg ovembopunteg
evépyelec (NOAEL) yuo pookapdiokés aAlo1doelg ftay 64 kat 59 popés peyolutepes amd 0TL GTovV
GvOpm7o Yo Kabe cLGTATIKO, OVTIGTOLYO.

Agv TapatnpniOnkay endpacels 6To Kimua 1 610 EUPPLo og 0mo10dMmoTE EMinedo ddong Tov Ultibro
Breezhaler katd ) didpketo piog peAémg epuppuikng avamtuéng o apovpaiong. Ot GLGTNUATIKEG
ekbéoeig (AUC) ota emineda ywpig mopatnpovuevec avemBounteg evépyeteg (NOAEL) fitav 79 kan
126 popéc vymAotepes amd 6T GTOV AvOPOTO Yo TV WdAKATEPOAN KOl TO YAVKOTLPPOVIO,
avticToty(a.

Ivdaxotepdin

2T1¢ EMOPACELS GTO KAPIIAYYEINKO GUGTNO, TTOV UTOPOVV Vo 0tod0000V GTIC P2-0yOVIGTIKES
1O10TNTEC TNG WWOUKATEPOANG cLUTEPIAaUPavOTAY 1 Torvkapdia, appvOies Kot LoKaPOaKEG
aAroidoelg oto okvAo. Hmia guepebiotdtnta Tng prvikig KOIAOTNTAG KOt TOL Adpuyyo Slomotdinke
o€ TpOKTIKA. Ol 0UTE TO EVPTLLOTO TOPOVCIAGTIKAY GE EKOECELS EMAPKMG UEYOAVTEPEG U0 EKEIVEC
OV AVOUEVOVTOL GTOV AvVOpToO.

[opd To 611 N WOAKATEPOAT OEV EMNPEACE TN YEVIKT] CVOTOPAYMOYIKT IKOVOTNTO GE L0 LEAETN
YOVILOTNTOG GTOV 0povpaio, mapatnpndnke peioon otov apBud eyxdmv tov F1 oty mtepi- kot mpo-
avamtuloky HEAETN apovpaimy o EkBeom o€ vdakaTepOAn 14 popég peyardtepn omd OTL GTOVG
avBpomove. H vdaxatepdin kot ot HeTafoAITES TNG LETOQEPOVTAV YPTIYOP GTO UNTPIKO YOAO TV
apovpaimv. H woakatepdin dev ftav eupfpvotolikn 1 TepaToyGVOG GTOV 0POVPEIO 1) TO KOVVEAL

Meléteg yovidroto&ikotnTog dev amokdAvyav petaAla&loyovo i kKhaotoyovo dpdor. H
KOPKIVOYEVEST EKTIUNONKE o pio LeAETN dtdprelag 600 ETMV LE apovpaiong Kabmg Kot og pio pelétn
Suapkelag E&L VOV [E dlayovidtakohg TovTiKoDs. AvENUEve EMTTMGELC KOAON00VG AELOULMUOTOG
NG ®OOMKNG KOl ECTIOKNG VIEPTAAGIOG TOV AgloL HLAG TNG MOBNKNG GTOV 0POLPAIO NTAV GUVETELG LIE
TOPOUOLE, EVPTLOLTO, TTOV AVOPEPOVTOL Y10 AAAOVG P2-adpevepyIKoDs aymVvioTéS. Aev damotmOnKay
OTOLYELN KOPKIVOYEVEST|G GTOV TTOVTIKO. Xvotnuotikég ekféceic (AUC) otov apovpaio Kol TOV TOVTIKO
oT0 EMIMES U YOPIG TOPATNPOVUEVEC UVETIOVUNTEG EVEPYELEC GE QVTEG TIG LEAETEC NTAY VYNAOTEPES
Katd TovAdyoTov 7 Ko 49 popég og oxéon e tov dvBpmmo vd Bepameia pe voakaTePOAN Aol
nuepnoime 6t UEYIGTN GLUVIGTOUEVT DepamenTikn 600T).

[Mwkomvppodvio

Ta un KAvikd dedopéva OgvV amoKaADTTOVV 1010iTEPO Kivouvo Yia Tov GvBpmmo e Paon Tic
oVUPUTIKEG LEAETEC PUPUOKOAOYIKNG OCPAAELNG, TOEIKOTNTOG EMOVAALAUPOVOUEVDV dOGEDV,
YOVOTOEIKOTNTAG, EVOEXOUEVNG KAPKIVOYOVOL dPAoNS, TOEIKOTNTOG GTIV OVOTOPOYMYIKY IKAVOTITO
Kol OVATTLE.

2115 avemBounTeg EVEPYELEG IOV A0dIO0VTAL OTIG IOLOTNTEG TOV PPOUIOVYOV YAVKOTUPPOVIOL MG
AVTOY®OVIGTN TOL LOVGKOPIVIKOD DITOS0YEN CUUTEPIAUPAVOVTAL 1] ATILO EMG HETPLL, ADENGT TNG
KOPIOKN G GLYVOTNTOG GE GKDAOVG, 1| 0OAEPOTNTA TOL POKOV GE APOVPUIOVE KOl Ol AVUGTPEYILES
HeTAPOAEG TOL OYETICOVTOL [l LEIMUEVEG AOEVIKEG EKKPIOELS GE apovpaiovs Kot 6KOA0LS. Hmia
gvepebioTdTTA 1| HETAPOAEG TPOSAPHOYNG GTNV OVATVELGTIKY 000 Tapatnpiinkay 6€ apovpaiovg.
Ola ovTd TO ELPNUATO TOPOVGLAGTIKOY GE EKOECELG EMOPKMG PEYAAVTEPES QO EKEIVEG TTOV
avapEVOVTaL 6ToV GvOpmTo.
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To yAvkomuppovio dev glye TEPATOYOVO OPAGCT OE OPOVPOIOVG 1) GE KOVVEALD LET TN YOPTYNo™ O1d
glonvong. H yovipdtta Kot 1 TpoyevvnTIKn Kot LETOYEVVITIKY aVATTLUEN OEV EMNPEAGTIKOY CE
apovpaiovs. To Bpopiodyo YAVKoTuppOVIo Kot 01 LETAPOAITES TOV, OE SEGYICAV OTLOVTIKE, TO
QPOYIO TOL TAAKOVVTO OE TOVTIKIO, KOVVEALN Kol GKOAOVG GE KOTAoTAoN €yKLupochvng. To
Bpopotyo yAvkomuppovio (GupmepAapBovoévey Tov HETABOATMV TOV) EKKPIVETOL GTO UNTPLKO
vora Onraloviov apovpainv Kot avépyetor o £m¢ 10 popéc VYNAITEPES GVYKEVIPADGELS GTO YAAD
oo OTL GTO aipla TG UNTEPOS.

Meléteg yovoto&uottog dev amokdAvyoy petaAralioyovo 1 khaotoydvo dpdon yia to Bpoutodyo
YAVKOTLPPOVIO. MEAETEC KOPKIVOYEVEST|G GE SLOYOVIOLOKA TOVTIKIO LLE OTO TOV GTOHOTOC YOPNYNoN
K0l 6€ apovpaiovg e Yopnynomn dud l6TVONG dev KOTESEIENV KOPKIVOYEVEST] Y10 GUGTNUOTIKES
ekBéoeig (AUC) katd mepinov 53 popéc vynhdtepeg 6T TOVTIKIO KOL KOTA 75 pOopég VYNAOTEPES
GTOVG 0POVPAIOVE G GYEON E TN HEYIOTI GUVIGTOUEVT] Gmtas NUePNGimg d66M oToV AvOpwToO.

6. DOAPMAKEYTIKEX TIAHPO®OPIEX

6.1 Katahoyog ekddymv

IIepieyduevo Tov KoyaKiov

Aoktoln povoidpkn
Moyviiclo oteatikd

6.2 AovppotoTnTeg
Agv epapuodletart.

6.3 Awdpkera Cong
2 ypovia.

H cvokevn elonvong og kdOe cuokevooia TPENEL va arnoppinTeTol apdTov £xovv Ypnoiponomfel Ola
TO, KOWYAKLO TG GLOKEVAGTNG.

6.4 Iowitepeg mpoPuAdEels KaTa T POLAEN TOV TPOIOVTOG
Mn guAdocete og Ogppokpacio peyorlvtepn tov 25°C.

Ta kKo TETEL TAVTOTE VO, QLAGGGOVTOL GTIV OPYIKT KOWEAN, Y1 VO, TPOGTUTEVOVTOL ATTO TV
VYPACTO KO VO, APOpOVVTOL LOVO OUECHS TPV Old T XPNOoN.

6.5 ®@Yon kKo GLOTUTIKA TOV TEPLEKTN
To 6TéAe)0g KOL TO TAOWUA TNG CVCKEVNG EICTVOTNG KATAGKEVALOVTOL 0O OKPLAOVITPIKO BouTadievikd
OTLPEVIO, T TANKTPO EMONONG KataokevdlovTol amd PEBVAIKO HeBOKPVAIKO aKpVAOVITPLKO

Bovtadievikd otvpévio. Ot feldveg kat ta. ELatipla Kataokevalovtal amd avoeidmto yaivpa.

AdTpn KoyéAn povadag 06ong and PA/AIW/PVC - Alu. KdBe koyéin mepiéyet
gite 6 gite 10 oxAnpd xoydxio.

Movn cvokevaoia mov mepéyet 6x1, 10x1, 12x1, 30x1 v} 90x1 oxinpd koydiio, pe 1 cuokevn
E10TVONG.

IToAvovokevaoicc Tov mepEyovv 96 (4 cvokevooieg v 24X1) okAnpd Koydkia Kot 4 GLOKEVEG
E10TVONG.
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IMoAvovokevaocieg mov epiéyovy 150 (15 svokevaocieg tov 10X1) okAnpd kaydkio Kot 15 cuokevég

E10TVOT|G.

IToAvovokevaoieg mov mepiEyovv 150 (25 cvokevaoicg v 6X1) orAnpd Kayakio Kot 25 GVOKEVEG

E10TVONG,.

Mmropei va pnv KuKAOQOpovV OLEG 0L GUOKEVAGIES.

6.6 Idwitepes mPoPUAGEELS OTOPPIYNGS KOL GALOS YEIPLGUOG

®o TPETEL VO, YPTCLOTOIEITOL 1] GLOKEDT EIGTVONG TOL TTaPEXETAL e KAOe vEa cuvtayn. H cuokevm
E16TVONG 0€ KABE GLOKELAGIN TPETEL VO, OTTOPPITTETOL APOTOV £YOVV XPNGILOTOMOEL OLOL TOL
Koy Ak TG GCLOKELOGTOC.

Kdabe ayxpnoiponointo gaprokevtikd mpoidv 1 VIOAELUN TPETEL VAL OTOPPITTETAL GOUPDVOL LLE TIG
KATA TOTOLG IGYVOVGEC GYETIKEC SLOTAEELG.

Odnyiec ypnong Kot YEPLGUOV

Awfdote tig minpelg Odnyieg Xpiong npwv vo ypnoonotioete to Ultibro Breezhaler.

Ewayete

Tpumiote ko

aQnoTe

Ewonvevote fadud

Bnpa 1a:
A@alpécte TO TONO

Bnpa 2a:

Tpuvmiote TO KOWYAKLO
pia popa

Kpatiote ™ cvokevn

glonvong og 6pBia BEo.

Tponriote T0 KOWYAKLO
mélovtog otabepd T

600 TAEVPIKA TANKTPOL
SLYYXPOVOC.
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EAéyEre 6TL TO
Koyaxo givar dogio

Bnua 3a:
Exnvevote evrehdg
Mn @uonéete 610

EMOTOWO.

EAéyEre 6T1 TO KOWaKLO
givonr adero

Avoi&te T cvokevn
€L6TVONG Y1a va deite dv
£xel amopelvel TVYOV KOVIG
GTO KOWAKIO.




Bipa 1B:
AvoiEte 1] 6VGKEV)
ELGTIVONG

AQupéoTte TO KOWaKLo:
Apapéote pio amo Tig
KOWEAEC OO TV KAPTO,
KOYEADV.

Amokolote TV
TPOCTATEVTIKT ETEVOVOT)
Kol 0PapESTE TO

KO aK1o.

Mn onpdyyvete to
KOWAKLO HEGM TOVL LALOV

aAovuiviov. Mnv
KOTOTTIVETE TO KOWAKLO.

Ba TpémeL VoL 0KOVGETE
évag 00pvPo kabdg
STPLTATOL TO KOWAKIO.
Tpurriote T0 KOWAKLO

uévo pio eopd

Bnpa 2B:
A@ioTe TO TAEVPIKG
TAKTPO.
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Bnpa 3B:

Ewsnvebvote To 0dppoxo
Babua

Kpatnote T cvokeun
glomvong, dnmg paivetot
GTNV EKOVAL.
Tomnobetnote 0
EMOTOLLO GTO GTOUN OOG
Kot KAeloTte oyt T
Y€\ cog yopw tov.
Mnv mélete ta ThevpKa
TAMKTPO.

Ewonvevaote ypriyopa kot
660 Babid puropeite.
Kobang sionvéete Ba
akovte éva B6puvfo
otpofiiicpod. Mmopei
va acBavOeite T yevon
TOV PUPUAKOL KaOMG
EIOMVEETE.

Bruo 3y:

Kpatiote v avamvon
Kpatiote v avamvon
caG Yo 5 devtepOLETTAL.

Edv éxet amopeivel KOvig
GTO KOWAKLO:
o Keiote ™ cvokevn

€10TVOTG.
o EnavaAdfete to
prpata 3a £oc 3y.
Kévig mov Adsro
Amopével

Apurpéote T0 GO0
Koyakio
TomnoBemote 10 AdE10
KOWAKLO OTO OUKLOKAL
amoppippaTo.
Keiote ) cvokevn
ELGTVONG Kol
gmavatonofetnote o
TOUO.




Bnpa 19:

Ewcayste 10 KOWaKio:
Mnv tomobeteite TOTE Eva
Kaydxio anevbeiag 6To
EMOTOO.

Brua le:
Kieiote ™0 cvokevi]
EL6TIVONG
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Inpavtikég Ianpogopieg

o Ta kaydxuo Ultibro
Breezhaler npémet
TAVTOTE VO QLAACCOVTUL
GTNV KOWEAN Kot va
aQALpovVTAL HOVO
apécOS TP amd
xpfion.

o Mnv onpmyvete 10
KoydaKlo Pécm Tov
@OALOL aAovpIViOL Yo
V0L TO OPOPEGETE OO
TNV KOWYEAD.

o Mnv katanivete 10
KOWAK10.

o Mn ypnoonoteite
koyakia Ultibro
Breezhaler pe
0TOLOONTOTE GAAN
GLOKELN EIGTVOTG.

o Mn ypnoonoteite ™
GUOKELN EIGTVON|G
Ultibro Breezhaler yio
Vo TAPETE OTOLOONTOTE
GAXo pappOKO o
KOWAK10.

o Mnyv tonobeteite moté
éva Koyakio angvbeiog
670 oTOLO GOG 1] OTO
EMIGTONLO TIG GUOKELNG
E10TVOTG.

o Mnv miélete T0 TALLPIKG
TANKTPO. Y10
mEPLEGOTEPES Omd pial
PopaL.

o Mnv guonete 610
EMOTOLLO.

o Mnyv mélete To mhgvpikd
TAKTPO KaBdg
glonvéete and To
EMOTOLLO.

o Mnv yepileote ta
Koo Le vypa xEpiaL.

o TToté punv mAévete
GUOKELN EIGTVONG UE
vepo.



H ovokevaoio cag Ultibro Breezhaler Inhaler

TEPLEYEL:

e Mia cvokevn etomvorg Ultibro Breezhaler

e Mia 1 meprocdtepes KoYEAES, dmov 1 kabepia
nepiéyet gite 6 gite 10 koydaxia Ultibro
Breezhaler npog xpfion ot cuokev| 16mvong

Odhapog
Kayakion

Emotopo

ZUoKeV E16TTVOTIG Baon ovokevig euvorig

Kapto koyerdv

Xuv0s1c Epotiocsig

INati n ovokevn
E16TVONG dev £Kave
Kamowo 06pvpo katd Tnv
E16TTVON;

To koydiKio gvdéyetot va
€xel koA oeL oo BAhaLO
Tov kayokiov. Edv copfel
VT YOAUPDOCTE
TPOCEKTIKA TO KOYAKLO
YTUTOVTOG amaAd T Baon
TNG GLGKEVNG EIGTVONG.
Eionvedote mér to
PAPLLOKO
enavaiappavovtog o
prpata 3a £og 3y.

T va KGve gav £xel
ATOPEIVEL KOVIC 6TO
KoydaKio;

Agv €yete MaPet apkeTd
ond TO PAPLOKO GOGC.
Kleiote ™ ovokevm
€10MVONG Kot EMavaAdpete
ta frjpoto 3o €og 3y.

"Exo piée petd v
€16TTVON — £YEL oNpOcia
avTo;

Avto pmopei vo couPei.
E@doov to koydkio givar
adeto éyete AaPel apkeTod
PapuaKo.

Aro0avOnko pikpa
TEPAYLY TAVO 6TN
YAOGGA pov — £YEL
onNuacia avTo;

Avto pnopet va cupPel.
Agv givar emPrafég. Ot
mhavodTTES OPLUUATIOHOD
TOV Kayokiov Ba sivat
avénuéveg GV TO KOYAKLo
tpunn0el TeploGOTEPEG
ond pio eopd.

Ka@apiopog g
GUGKEVNG ELGTTVONG
YKOVTIGTE TO EMGTOULO
péoa Kot £ pe éva
KkaBapd, oteyvo mavi yopic
xvovdi, MGTE Vo
aQaLPECETE TUYOV
KATAAOUTO KOVEMG.
Awtnpeite ) cvokevm
glonvong oteyvi. [loté unv
TAEVETE TN GUGKELVT
€10TVONG LE VEPO.

AmoppLyY TG GVGKEVNG
glomvong netd ™ ypron
H ovokeun elonvon|g og
Kké0e cvokevacio Tpémet
VOl ATOPPITTETOAL OPOTOV
€youvv ypnoiponotndei OAa
TOL KOOOKLOL TG
ocvokevaciog. Potote to
QOPLAKOTOO GOG TAG VOl
amoppiyeTe To PAPLOKOL
KOl TIG GUOKEVEG EIGTTVONG
7oV Og xpelalovToL M.
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7. KATOXOX THX AAEIAX KYKAO®OPIAX
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Iphovdia

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/13/862/001-008

9. HMEPOMHNIA ITPQTHX ET'KPIZHX/ANANEQYXHY. THX AAEIAX
Huepounvia mpog £yxpiong: 19 ZerteuPpiov 2013

Hpepounvia tedevtaiog avavémong: 22 Maiov 2018

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentouepeic TANPoQopieg Y10 T0 TaPOV POPUUKEVTIKO TPOIOV gival S1HOESILEC GTOV SIKTLAKO TOTO
tov Evpomaikod Opyovicpov @apudakev: http://www.ema.europa.eu
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IHAPAPTHMA 11

ITAPAXKEYAXTHYX YIIEYOYNOX I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H ITIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AITIOTEAEZIMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX

27



A. TAPAXKEYXTHX YIIEYOYNOZX I'TA THN AIIOAEEMEYZH TQN ITAPTIAQN

‘Ovouoa kot d1e06vven Tov TaPACKELAGTH TOL £ival LITEVHVVOC Y10 TNV ATOOEGUEVCT] TV TOPTIOWY

Novartis Pharma GmbH
Roonstralle 25

D-90429 Nvpeufépyn
I'eppavia

Novartis Farmacéutica SA

Gran Via de les Corts Catalanes, 764
08013 Bapkehovn

Iontavia

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Nvpeupépyn
Teppovia

270 £VTUTIO QOAAO 0JNYLOV XPNOTG TOV PUPUOKEVTIKOD TPOIOVTOC TPETEL VO OVALYPAPETUL TO OVOLLOL
Kol 1 d1ev¥BvvoT Tov TAPACKELAGTH TTOV gival VTEHOLVOG Y10 TNV ATOOEGUEVGT] TNG CYETIKNG TAPTIOAS.

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

DoppokeuTikd TPOIOV Yo TO OO0 AMALTEITOL LOTPIKT] GUVTAYY.

I. AAAOI OPOI KAI AITAITHZEIX THX AAEIAYX KYKAO®OPIAX
o Ex0¢cs1g Teprodikng mapakorovdnong s aseareros (PSURS)

Ot amartioelg Yo v vroPoin tov PSURS yuo 10 gv Adym @apuakevtiko mtpoiov opilovtan
GTOV KOTAAOYO UE TIG Nuepounvieg avaeopag g Evaong (katdhoyog EURD) mov mapatifeton
otV apdypago 7, tov apbpov 107y, g odnyiag 2001/83/EK kot kdOe emakolovbng
EMKALPOTOINONG OTMG OMLOGIEVETAL GTIV EVPWOTAIKT SIKTVOAKT TUAT Y10l TO PUPLOKAL.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX

o Yyéo10 owayeipiong kivovvov (ZAK)

O Kdaroyog Adetog Kukhogopiag (KAK) Ba die€aydyet Tig amattodpeEVeS dpacTnplOTTES Kol
TOPEUPAGELS PUPIOKOETOYPVUTVIIONG OT¢ Tapovoildlovtal 6to cuppovndév XAK mov
mapovctdletar oty evotnta 1.8.2 g doeiog kKukAopopiag Kot 0molecdnToTe ETaKOAOVOES
gykekpipéveg avabempnoeig tov TAK.

‘Eva emucaporompévo ZAK Oa mpémet va katotedei:

. Metd and aitnpa tov Evponaikov Opyovicpod Oopudkoy,

o OnoTedNTOTE TPOTOMOLEITAL TO GVGTN O, SLAYEIPIONE KIVOHVOD, EI01KE MG OTOTEAEGLOL ANWYTG
VE®V TANPOPOPIDOV TOV UTOPOVV VAL EMLOEPOVY GNUAVTIKT GAANYT OTH GYECT] 0QELOVC-KIVEHVOL
N ©¢ omOTELESUA TNG EMTEVLENC EVOG GNUAVTIKOD OPOCTHOV (POPUOKOETOYPVTVIIOT 1}
glaylioTomoinon Kvévvov).
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IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX

29



A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZEQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Ultibro Breezhaler 85 pukpoypoppdpio/43 pikpoypoappdapio KOvig yio £16Tvon), KANPa Koo
woakotepOAN/YAvKoTLPPHVIO

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

KaBe kayducro mepiéyet 110 pukpoypappdpio vdakotepoAng kot 50 pukpoypappdpio yAvkomvppoviov.
H mocotnta g voakaTepOANG Kot TOL YAVKOTUPPOVIOL TOL EIGTVEETAL

givan 85 pkpoypoppdpio (toodvvaun pe 110 wkpoypoppdplo vdakatepdAng UNAEIVIKNG) Kat

43 pikpoypappdpio (16odVvVapo pe 54 Kpoypappdpo YAUKoruppoviov Bpmpiovyov), avticTorya.

3. KATAAOI'OX EKAOXQN

[epiéyet emiong: Aaktoln Kol Loyviolo 6TeaTIKO.
BAéme @OALO 00N YLDV Y10 TEPIGGOTEPEG TATPOPOPIES.

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Koévig ya giomvon, okAnpo koydkio

6 X 1 xoydxio + 1 cuokeLY| E1GTVOT|G

10 x1 kawyakio + 1 cuokewvy ELGTVONG
12 x 1 koyaxio + 1 GueKELT EIGTVONG
30 x 1 xawydxia + 1 cuokevn €l6TVoNg
90 x 1 xaydxia + 1 cuokevn €1GTVONG

| 5. TPONOX KAI OAOX(OI) XOPHTHEHE

IIpog xprion LOVO LLE TN GLGKELN EIGTVONG OV TTAPEXETAL GTN] GLGKELAGIOL.
Mnyv Katomrivete To, KoyaKioL.

AwfacTe T0 QUALO 0ONYIOV XPNOTG TPV 0O TN YOPTYNON.

Xpnon Sl elemvong

Ogpomeio yio 90 nuépeg [90 X 1 kaydxia + 1 cuokevn 16TVONG Povo].

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdcoetal o€ 0éon, Tnv onoia dev PAETOVV Kot dev Tpooeyyilovy Ta maldd.

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

AHEH
H ocvokevn elonvong og kdbe cuokevocia mpénet va anoppinterol apdTov £xovv ypnoiponomel 6ia
TO, KOWYAKLO TG GLUOKELAGTOG.

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 25°C.
DVAACCETE TO KOWAKLO GTNV apyLKT KOYEAT] Y10, VO TPOGTOUTEDOVTOL OO TNV VYPAGIO KOt UV Ta.
aQaipeite TOPAE LOVO OUECHOS TPV TN XPTOT).

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAXZ

EU/1/13/862/001 6 konydxia + 1 cueKeLN EIGTVONG

EU/1/13/862/007 10 konydxia + 1 cuoKEL EIGTVOTG
EU/1/13/862/002 12 konydxia + 1 cLGKEL EIGTVOTG
EU/1/13/862/003 30 kayakio + 1 cVoKELT EIGTVONG
EU/1/13/862/004 90 kaydxio + 1 GVOKELT E16TVONG

13. APIOMOZX IMAPTIAAX

[oprtioa

14. TENIKH KATATAEZEH I'lA TH AIAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Ultibro Breezhaler
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17. MONAAIKOX ANAT'NQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16106T0TOC YPOUUU®TOS KddKaG (2D) mTov pépel Tov TepIANEBEVTa LOVOSIKO OVOYVOPIGTIKO KMOIKO.

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

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

EZQTEPIKOX XAPTINOX IIEPIEKTHX IIOAYXYXKEYAZXIAX
(ZYMIIEPIAAMBANETAI TO MITAE KOYTI)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Ultibro Breezhaler 85 pukpoypoppdpio/43 pikpoypappdapio KOvig yio £16Tvon, oKANPa Koo
WOOKATEPOAT/YAVKOTLPPOVIO

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

Kabe xaydxio mepiéyet 110 pikpoypoppdpia vdakatepoAng kot SO pkpoypopupdpto, YAvKomuppoviov.
H mocdtnta, g tvoakaTepOANG Kot TOL YAVKOTUPPOVIOL TOL EIGTVEETAL

givon 85 pukpoypappdpio (loodbvaun pe 110 pkpoypappdpio vdokatepoOAng UNAEivikng) Kot

43 pikpoypappdpio (1IGodVVOLO HE 54 KPOYPOUUEPIe YAVKOTUPPOVIOD BPmiiovyov), avTicToLya.

3. KATAAOI'OX EKAOXQN

[epiéyet emiong: Aoktoln Kol Loyviolo GTENTIKO.
BAéme @OALO 00N YLDV Y10 TEPIGCOTEPEG TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvor, GKANpO Kayaklo

IMoAvovokevaoio: 96 (4 cvokevacieg v 24 X 1) kaydkio + 4 GLGKEVEG EIGTVOTC.
IToAvovokevaoia: 150 (15 cvokevaoieg tov 10 X 1) kawydkio + 15 cuoKeLEG EL1GTVONC.
IToAvovokevaoia: 150 (25 cvokevaoieg tov 6 X 1) koydxia + 25 cGuokeVEG EIGTVOTNC.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

ITpog xprion HOVO LLE TN CLGKELN EICTVONG OV TAPEYETOL GTN GCVGKEVAGIOL.
Mnv katomivete T KOyAKLa.

AwfacTe T0 QUALO 0ONYIOV XPNOTG TPV 0O TN YOPTYNON.

Xpnion o1l eleTvong

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na purdooetal og Béon v omoia dev PAEmOLY Kot dev Tpoceyyifovv To Todid.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)
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8. HMEPOMHNIA AHEZHX

AHEH
H ovokevn elonvong kabe cuokevaciog Tpénet va anoppintetal apdtov £xovv ypnoiponotndel OAa T
KOWYAKLO TNG CLOKELOGIOG.

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 25°C.
DVAACCETE TO KOWAKLO GTNV apyLKT KOYEAT] Y10, VO TPOGTOUTEDOVTOL OO TNV VYPAGIO KOt UV Ta.
aQaipeite TOPAE LOVO OUECHOS TPV TN XPTOT).

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAXZ

EU/1/13/862/005 IMoAvovokevaoio Tov mepiéyel 4 cuokevacieg (1 kabepd
mepLEyel 24 Kayakio + 1 cuoKeLT| EIGTVONG).

EU/1/13/862/008 IMoAvovokevacio Tov TepEyel 15 cvokevaoieg (1 Kabsuid
nepigyet 10 koydxio + 1 cuokevr| EIGTVONG).

EU/1/13/862/006 IToAvovokevacio Tov TEPIEYEL 25 cLuoKeLOTies (1 Kabsuld

mePIEYEL 6 Kayakia + 1 cuckevn El6TVONG).

13. APIOMOX ITAPTIAAX

[oprtioa

14. TENIKH KATATAZEH I'lA TH AIAOGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLVTOYT.

| 15. OAHTIEZ XPHEHE

‘ 16. TAHPO®OPIEX XE BRAILLE

Ultibro Breezhaler
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17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

A16106T0TOC YPOUUU®TOS KOdKaG (2D) mTov pépel Tov TepIANEBEVTO LOVASIKO OVOYVOPIGTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

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

ENAIAMEXOX XAPTINOX IIEPIEKTHX IOAYXYXKEYAXIAY (XQPIX MITAE KOYTI)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Ultibro Breezhaler 85 pukpoypoppdpio/43 pikpoypoappdpio KOvig yio E16Tvon), GKANPO Konyakio
woakotepOAT/YAvKOoTLPPHVIO

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

KaBe kayduco mepiéyet 110 pukpoypappdpio vdakotepOAng kot S0 pukpoypappdpilo yAvkomuppoviov.
H mocotnta g voakaTepOANG Kot TOL YAVKOTUPPOVIOL TOL EIGTVEETAL

givan 85 pkpoypoppdpio (toodvvaun pe 110 wkpoypoppdplo vdakatepdAng UNAEIVIKNG) Kat

43 pkpoypappdapto, (160dOVaHo PE 54 LKpoypappdplo YAUKOTLUppoviov Bpmpovyov), avtictoryo.

3. KATAAOI'OX EKAOXQN

[epiéyet emiong: Aaktoln Kol Loyviiolo 6TeaTIKO.
BAéme @OALO 00N YLDV Y10 TEPIGCOTEPES TANPOPOPIES.

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Koévig ya giomvon, okAnpo koydkio

24 x 1 xaydakio + 1 cvokevn glomvonc. totyeio piag molvcvokevaciog. Na punv ToAovvTol YOPIeTA.
10 X 1 koydxkia + 1 cuokevn €16TVOTNG. ZTOXEl0 PG TOAVGLOKELATTNG. Na Unv ToAsitol Y0P1oTd.
6 X 1 xonydxio + 1 cuGKELT EIGTVOTG. ZTOYEID [LOC TOAVGLGKEVAGING. Na unv ToA0OVTOL YOPIGTA.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

ITpog yprion HOVO LE TN CLGKELN EICTVONG OV TAPEYETOL GTT GUOKEVAGIOL.
Mnyv Katomrivete To KoyoKioL.

AwBdaote T0 PUALO 0INYIDOV XPTONG TPV OO TN XOPTYNOoN.

Xpnion o1l eleTvong

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION MPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdooetal og Béon v omoia dev BAEmOLY Kot dev Tpoceyyilovv To Todid.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)
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8. HMEPOMHNIA AHEZHX

AHEH
H ovokevn elonvong kabe cuokevaciog Tpénet va anoppintetal apdtov £xovv ypnoiponotndel OAa T
KOWYAKLO TNG CLOKELOGIOG.

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 25°C.
DVAACCETE TO KOWAKLO GTNV apyLKT KOYEAT] Y10, VO TPOGTOUTEDOVTOL OO TNV VYPAGIO KOt UV Ta.
aQaipeite TOPAE LOVO OUECHOS TPV TN XPTOT).

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYPYNXZH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAXZ

EU/1/13/862/005 IMoAvovokevacio Tov TePIEyel 4 cuokevacieg (24 Koyakio +
1 cvekevn EIGTVONG).

EU/1/13/862/008 IMoAvovokevaoio Tov mepiEyel 15 cvokevaoisg (10 konydixio +
1 cvokevn €16TVONG).

EU/1/13/862/006 IMoAvcvokevacio Tov TEPIEYEL 25 GLOKELOGIES (6 KOyaKLo +

1 cvokevn E16TVONG).

13. APIOMOX ITAPTIAAX

[oprtioa

14. TENIKH KATATAZEH I'lA TH AIAOGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLVTOYT.

| 15. OAHTIEZ XPHEHE

‘ 16. TAHPO®OPIEX XE BRAILLE

Ultibro Breezhaler
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17.

MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

18.

MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KAITAKI EEQTEPIKOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA
MONAAQN KAI ENAIAMEXOY XAPTINOY IIEPIEKTH IIOAYXYXKEYAZXIAX

1. AAAA ETOIXEIA

1 Ewdyete

2 Tpomnote Ko 0proTE

3 Ewonvevote Babid

‘EAeyyog  EléyEete 6T o kaydkio eivan doglo

Awpaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XOPTYNOT.
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EAAXIETEX ENAEIZEIE IIOY IPEIEI NA ANATPA®ONTAI XTIX XYEIKEYAXIEX
KYYEAHZ (BLISTER) H ITIZ TAINIEZ (STRIPS)

YXYXKEYAXIA TYIIOY BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Ultibro Breezhaler 85ug/43 pug xovig yo elomvon
WOOKATEPOAT/YAVKOTLUPPOVIO

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AH=ZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Xpnon povo o1 16TVonG.
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B. ®YAAO OAHI'TQN XPHXHX

42



@viro ooV ypiong: IIinpoeopics yra Tov ypriotn

Ultibro Breezhaler 85 pikpoypoppdpro/43 pikpoypoppaplo KOvig yuo E16Tvol], GKANPAQ Koydakio,
wdaxatepOAN/YAvKOTLPPOVIO

Awpdote TPooekTIKG 0AGKANPO TO PVAAO 03N YIAV YPT|ONG TPV OPYICETE VA (P OCLUOTOLEITE OVTO

70 Qappoxo, H16TL TEPLAUPPEVEL SNUOEVTIKEG TANPOPOPiES VIO TOC.

- DvraEre avtd To EOALO 0N YDV Yprions. Towg ypetactel va to dwufdoete Eava.

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y10TPO,TOV PUPLOKOTOLO 1| TOV VOGOKOWO GOG.

- H cvvtayn yio avtd 1o papproko yopnynnke amokAEIoTIKA Yio 60G. Agv TPEMEL VO ODGETE TO
@apuako og GAAovg. Mmopel vo Toug TpoKoAEoel PAGPN, KOO Kot OTAY TO CUUTTOUATO TG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

- Edv mapomnpricete Kamowa avemBOUNTN EVEPYELL, EVILEPDGTE TOV YLOTPO, TOV PAPUAKOTOL0 1)
TOV VOGOKOUO G0¢. AvTd 1oy0et kot o KaBe mhavi avemBOUNTN eVEPYELX TTOV OEV OVALPEPETOL
670 TOPOV GUALO 0dNYIDV YpYong. BAére mapdypago 4.

T Tepréyer 1o Tapév A0 00N YLOV:

1 T1 eivau To Ultibro Breezhaler kot oo givat n) gprion tov

2 T npémetl va yvopilete npv ypnoonomocte to Ultibro Breezhaler
3. Iog va ypnoponomoete to Ultibro Breezhaler

4, [MBovég avemBounTeg evépyeteg

5 IMog va pvidooete to Ultibro Breezhaler

6. [epreydpeva g cvokevaciog Kot Aomég TANpopopieg

Odnyiec xpnong g ocvokevng ionvong Ultibro Breezhaler.

1. T givan To Ultibro Breezhaler kot oo givat i xp1jon tov

T givan To Ultibro Breezhaler
AT T0 PApUOKO TTEPLEYEL OVO SPUCTIKEG OLGIES TOV OVOUALOVTOL VOAKOTEPOAN KAl YAVKOTUPPOVIO.
AVTég avikovy Gg pia opudda eapUAK®V ToL ovoudlovTol BpoyyodlaeTAATIKA.

Mo givar n xpnon tov Ultibro Breezhaler

AVTO TO PAPLOKO YPNOUYLOTOLEITOL Y10 VO SIEVKOADVEL TNV OVATIVOT] G€ EVAAIKEG 0loOeVElg TOV
TOPOVGIALOVV AVATVELGTIKT SVCKOAID AOY® LLOC VOGOL TV TVELUOVOV 10V ovoualetal ypdvia
amo@paktikn Tvevpovorddeia (XAID). Xtn XAII o1 poeg mov mepPdAovy Tovg aepaymyovg oeiyyouv.
Av106 mpokaAel duckoAia otV avamvor]. Avtd 1o PapuaKo epmodilel To RSO AVTAOV TOV HV®OV
GTOVG TVEDUOVEC, KAOIGTOVTOG EVKOAOTEPT] T POT] TOV ALEPQ OTTO KO TTPOG TOVG TTVEDLLOVEG,.

Edv ypnowonoteite owtd 10 pappoko pio eopd v nuépa, Bo fondnoet va gloyiotomoinfovv ot
emdpaoeig g XAIl oty kabnuepwvni cag (om.

2. T npémer vo yvopilete mpwv ypnoypormouieste To Ultibro Breezhaler

Mnyv gpnoporomjoete to Ultibro Breezhaler

- o€ MEPINT®ON aALEPYIOG OTNV VOAKATEPOAT, TO YAVKOTUPPOVIO, 1 GE OTOL0OMTOTE GALO ATd TOL
OVOTOTIKG 0VTOD TOV PAPUAKOL (avapEpovTal 6TV Tapdypapo 6).
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IIposgidomou|oelg Kon TPOPLAGEELS:

AmevBuvBeite oTOoV Y10TPO, TOV PUPLOKOTOL0 1 TOV VOGOKOUO GO, TPy yproipomomoete To Ultibro

Breezhaler, gdv xdémoto omd ta mapakdto 1oyvEL Yo €64G:

- €xete doBua — 10 PapUAKO aVTO dev TPETEL VO PNOIHOTTOLEITOL (¢ Bepameia yia To AoOua.

- €xete KapdOAOYIKE TpoPANLaTOL.

- €xete onacpos 1 Kploels.

- éxete TpoPAnuato pe To Bupeoedn adéva (Bupeotoikmon).

- €xete S

- YPT|CLLOTOLEITE OTTOLOONTOTE PAPLLOKE. VIOl TNV TVEVHOVOTAOELL GOG TTOL TEPLEYOVY OPUCTIKES
ovcieg mapopoteg (0o katnyopia) pe avtég tov Ultibro Breezhaler (PA. mopdypapo «Aila
eappaxo kat Ultibro Breezhaler»

- avTipet@nileTe TPOPANLATA LE TOVG VEQPOVG GO,

- €xete coPfapa NITOTIKG TPOPAOT

- €xete éva TPOPAN O pE To LATIO GO TOV OVOUALETOL YAAUK®UO KAEIGTIG YOVIOG.

- edv avtipetonilete duokoAia oty ovpnon.

Av Kdmowa o Ta TapUTAve 1oYLEL Yo €64g (1 av dev giote olyovpot), LIAM6TE pE TO YLaTpPo, TO

PUPUOKOTOLO 1] TO VOGOKONO GUC TPOTOV YPTCLULOTON|GETE TO GAPIAKO GVTO.

Kata ™) 0gpancia pe Ultibro Breezhaler
- AWKOYTE TN AP0 CVTOV TOV PUPRAKOV KUl {NToTe TPk fon0sia apécmg sdv

EUPAVICETE OTOLOONTOTE GO TO TOPOUKATM:

- OVO o1, LAt 1) SOuGPOpPia, TaPodIKY| Bapnr| OpacT, POTEWVOL 1 £yP®UOL SUKTOALOL N
EYYPOUEG EIKOVEC GE GUVOILOCUO LE KOKKIVOL LATIO - 0T EVOEXETAL VO Efvol onpeial
oeiog Tpocforng amd YAAUK®U KAEIGTHG YOVING.

- SvoKoAia GTNV AVOTVON 1 GTNV KOTATOGT, 0N 6T YA®GGA, ata XeiAn 1 61O
npdo®TOo, deppratikd eEavOnua, Kvnopdg kot Topeoi (onueior oALEPYIKNC avTidpaomg).

- aicOnpa cveEiEng oto Bmpaxa, Ry, GLPIYUO 1 AVOUTVELGTIKT SLGYEPELN AUECHOG LETA
TN PN AVTOL TOV PAPUAKOV — PTopel Vo, TPOKELTOL YioL onueia piog Tabnong Tov
ovopdteton Tapddo&og PpoyyOCTAGLOGC.

- Evnuepdote apéomg 1o YoTpd 60g £dv ta ovumtopata tng XAIl onmg Aaydviaoua,
oLPYUOS M Prixag dev VTOYWPNHGOLY 1 ETLOEV®OOVV.

To Ultibro Breezhaler ypnowonotgiton g o cuveyilopevn Oepaneio yio tn XAIL Mn
YPTOULOTOLEITE 0L TO TO PAPLLOKO Y10 TNV OVTILETOTIOT pHiog EAPVIKNG Kpiong SVGTVOLNG 1] GLPLYUOV.

Howowd xon £pnpor
Mn divete 10 QApHOKO aVTO Gg TodLd 1 €PrPovg nAtkiog Katw Tov 18 etdv. Avtd cupPaivel yiati dev
€xel peretnBel o€ auTN TNV NAIKLOKT OUAdO.

Alha @appoxe ko Ultibro Breezhaler

Evnuepmote tov yiatpd 1| 10V popUaKonold cag edv maipvete, £xete mpds@aTa TAPEL 1] Lwopel va

mhpete GALO PapLOKO.

ZUYKEKPIUEVA, TOPAKOAOVE EVILEPDGTE TO YLOTPO GG EAV YPNCUYLOTOLEITE:

- oapuoka to omoia pumwopel va eivan Tapopota pe to Ultibro Breezhaler (nepiéyovv mapopoia
dPUOCTIKA CLGTATIKA

- @apuaka ov ovoudlovral Bt amokAEIGTEG TOV UTOPEL VO, YPTGLULOTOLOVVTOL Y10 TNV VYNAN
apTNPLoKy ieomn 1 Aowd kapdlodoyikd tpofAnpata (6Tmg TPOTPavoidin) 1 Yid To
opBoAporoyikd TpoPANUa Tov ovopdleTor YAavkopo (0Tmg TIHOAOAN).

- OAPLOKO TTOV UTOPEL VO LELDWGOVV TIV TOGOTNTO KOAIOL GTO QUpld 00G. € QT
nepthappavovrat:
- o1epoe1dn (m.y. mpedviCoAdvn).
- SrovpnTIKa (S1oKio vEPO) OV ¥PTGUYLOTOIOVVTAL Y10 TV VYNAT aptnplokn tieon (0mmg

V3poyAwpodelalion).

- QAPLLOKA Y10, AVOTVEVOTIKE TPpofANLoTa (6w Ogo@uAAiv).
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Kinon kot Oniaopog

Agv dratiBevton 6edopéva GYETIKA [LE TN ¥P1IoN L TOV TOV PUPLEKOL GTIG EYKVEG YOVOIKES Ko OgV
glvar yvootd €av 1 SpacTiKi] 0LGI0, AVTOD TOV POPLAKOV SEPYETAL GTO UNTPIKO YdAa. H
wdaxatepOAN, pio and Tic dpaotikég ovoieg tov Ultibro Breezaler, pmopei va amotpéyetl tov Toketd

AOY® NG EMIOPACT|G TNG OTN UNTPO.

Edv giote éykvog 1 Onhalete, vopilete 0TL umopei va giote £ykvog 1 oYeOALETE VO ATOKTHOETE T,
{ntote ™ GLEPOLAN TOL YALTPOL T} TOL POPUAKOTOLOV GG TPV TAPETE AVTO TO PApuaKo. Agv Oa
npénel vo, ypnotpomomoete o Ultibro Breezhaler, ektdg edv 6ag T0 mEL 0 Y10TpOG GO,

Odnynon ko yEPLoROg PNYavVNRATOV

Ag Bempeiton TBavo avTd TO PAPUAKO Vo ETNPEGGEL TNV IKAVOTNTA GOG vo odnyeite kot va xelpileote
punyovipata. [Hopdra avtd, To edpuaxo avtd propet vo tpokaiécsel (oA (BA. Tapdypago 4 ). Eav
vouwoete (OAN eved Aappdavete avtd TO0 PAPUOKO, UMV 0ONYNOETE 1| XEIPIOTEITE UNYOVEC.

To Ultibro Breezhaler mepiéyer haxtoln

Avtd 10 Pappoko mepiEyel Aaktoln (23,5 mg avd koydakio). Av o yratpog cog, cog evnuépwoe Otl
€xete duoave&ia 6€ OpIGUEVE GAKYAPO, ETIKOWVMOVIGTE LE TOV Y1ATPO GOG TPV TAPETE AVTO TO
QOPUAKEVTIKO TTPOTOV.

ZNoTE TN GUUPOVAT TOV YLOTPOD 1] TOL POPUOKOTOLOD GUG TPOTOV TAPETE OTOLOONTOTE PAPLLOKO.

3. Iag va ypnowomomjcete to Ultibro Breezhaler

[Tévtote va ¢pNGLOTOLEITE TO PAPLOKO OVTO OVGTNPA COLPMOVA LE TIS OO YIEG TOVL YLTPOV 1] TOV
Qopurokomolod coc. Eav éxete appifoliec, poThoTe TO Y10TPO 1 TOV POPLAKOTOLO GUGC.

IMoco Ultibro Breezhaler va ypnowpononjoete

H ouvnOng oo gival vo eloTVEETE TO TEPLEYOUEVO EVOG KOWaKIOL KAOE Nuépa.

Xpelaleote LOVO va EIGTVEDGETE [io pOPO TNV NUEPQ SLOTL 1 ETIOPACT] CLTOV TOV PAPUAKOV dtopKel
v 24 opes.

Mn ypnoiponoteite mEPGGOTEPO AO OGO GAG TEL O YTPOG GO VO PN CULOTOLELTE.

Hiuwaopévor (niakiog 75 eT@OV Ko Gvm)
Mmropeite vo xpnoULOTolEiTE 0VTO TO PAPLAKO OV £l0TE NAIKING 75 €TMV Kot Ave otV 1010 00T [
TOVG GALOVG EVAAIKEC,

IIéte vo ewemvéete To Ultibro Breezhaler

Xpnoiponomote ovtd To PAPIOKO TNV 1010 dpo Kabe puépa. Avtd Ba cag fondnoet exiong va Bvudorte
V0L TO YPNOLUOTOLELTE.

Mmropeite vo el6TVEVGETE QVTO TO PAPIOKO OTOLNONTOTE GTIYLUN TPV 1 LETA TO ParynTd 1 TO TOTO.
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Iag va ypnoworomjsete to Ultibro Breezhaler

- To Ultibro Breezhaler givou yio yprion 814 eiomvorg.

- e ouTr TN cuokevaoia, Oa Ppeite pio CLOKELT EIGTVONG Kol KAWAKLL (GE KUWELEG) TTOV
TEPLEYOVV TO PAPULOKO MG KOV Y10 ELGTVOY|. XPMGLULOTOLEITE T KOWAKLOL LOVO LLE T1] GUGKELT)
ELGTVONG IOV TEPIEYETAL OE QVTY T 6LoKELaAGia (cuokevn glomvong Ultibro Breezhaler). Ta
Koyl Bo TPEMEL VoL TAPOLEVOLV OTIG KOWELEG LLEYPL VO PELGTEL VAL TOL YPTCLULOTOU|CETE.

- ATOKOAANGTE TNV TPOCTUTEVTIKN EMEVOLON TN KLWEANG Y10 VO TV AVOIEETE - UMV CTPDYVETE
TO KOWYAKLO HESH TOV PUALOL CAOVULVIOV.

- Ortav EeKVAoETE VEX GLOKEVAGIN, XPNOLOTOMGTE T VEN cuokevn glonvon|g Ultibro Breezhaler
OV TTAPEYETOL GTN GUGKEVOGIOL.

- Amoppiyete TV Guokevn €16TVONG kdBe GuGKELOGTING APOTOV OXOL TO KOWAKIO TG
cvokevaoiag yovv ypnotpomowmei.

- Mnv katomivete T KoK,

- Iopoakarovue dofdaote TIg 00NYieg 6TO TEAOC ALTOV TOV POAAOV OINYIDY YPNONG Yo
TEPLOCOTEPEG TANPOPOPIES GYETIKA LLE TOV TPOTO YPT|ONG TG CLGKELNG EIGTVONG.

Eav ypnowpononjoete peyorvtepn 60on Ultibro Breezhaler amé thv kavoviki

Edv &yete elomvevoetl mapa modd and ovtd T0 PAPLOKO 1 €6V YPNCYLOTOMGEL KATOL0G AALOG KATA
AdBog ta kaydkia cog, Bo TPETEL VoL EVILEPDGTE AUECHS TO YIATPO Gag 1| va petaPeite oty
TANGIEGTEPT LOVADO. ETELYOVIOV TEPIOTOTIKOV. Agi&te T cvokevacio tov Ultibro Breezhaler. Mmopei
VoL YPECTEL 1TPIKT TAPaKOA0VON o). MTopel va mapatnpfoete 0Tl 1 Kapdid GOC ¥TUTAEL TaXDTEPQ
amo To cuVNOIGUEVO, 1) UTOPEL VOl EYETE TOVOKEPAAO, Va olcBdveste vviAia, va aicBdveote vavtia 1)
VO KAVETE ELETO, N VO, TAPOTNPNOETE OTTIKESG OATAPOYES, VO alcOavETTE SLGKOIMATNTA 1) VO £XETE
dvoKoAio, KoTd TNV oVPNOT).

Eav Egyaoete va ypnoyporonjoste To Ultibro Breezhaler

Edv Egydoete va elomvedoeTe Ui 5001 6TV GLVNOIGUEVT DPA, EICTVEDGTE TNV TO GLVTOUOTEPO
duvato ekeivn TNV NUEPA. TN CUVEYELD, EICTVEDGTE TNV EXOUEVT dOON MG GVVIHOWG, TNV ETOUEVN
nuépa. Mnv glonvevoete mepdy g oG d6omg v 1d1a nuépa.

IToco ko1pod vo cuveyicere ™ Ocpancio pe Ultibro Breezhaler

- Yvveyiote va ypnoiponoteite to Ultibro Breezhaler yia 660 ypoviko didotnua oag vnodei&et o
YTpOG GOG.

- H XAII gival poxpoypdvio vocog ko Oa mpémet va, ypnotponoteite o Ultibro Breezhaler ka0e
pépa kot oyt Lovo OTOV TOPOVGLALETE OVATVEVGTIKG TPOPAN AT 1] GALO CUUTTAOUOTO TNG
XAITI

Edv éyete amopieg oyetikd pe to ¥povikd didotnua mwov Oa wpénel va cuveyicete T Oepameio pe avto

TO QApuaKo, amevbuvieite GTo YLOTPd N TOV PAPUAKOTOLO GOG.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN (PTOT CVTOV TOV POPLUEKOV, POTHCTE TOV Y10TPO,
TOV QOPLOKOTOLO 1] TOV VOGOKOLO GOLC.

4, IIBavég avemBOUNTES EVEPYELES

Onwg 6o Ta eAappoKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot OgV TOPOLGLALoVTOL GE OAOVE TOVG avOpmITOUC.

Opopéveg avemBounteg evépyereg pmopel va gival cofapéc:

Yoyvég (umopei va emnpeacovy péypt 1 otovg 10 avOpomovc)

o SVOKOAID GTNV AVOTTVOT 1 OTNV KOTATOGT, TPNEWO 6T YADGGa, 6Ta. XEiAn 1 610 Tpdo®TMO,
Kvidwo, deppratikd eEAvOnua — o td evodyetar vo eivatl onueio aAAepyikng avtidpaong.

o aicOnpa kémwong 1 vepPoAikng diyoac, avénuévn dpeén Ympic TPOGANYT COUOTIKOD BAPOLS
Kol ouyvoTEPT 0VPNON Ao O,TL GLVNOMG — AVTA EVOEYETOL VO Elval GTUELN VYNADV EMTESDV
GOKYAPOL 6TO aipa (VTEpYALKALiQ).
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Oy ovyvig (umopsei va sanpedsovy péxpr 1 6tovg 100 avOpdTovg)

0&0¢ mOvog 610 Bdpaka e aVENUEVT EQIOP®OT — EVOEYETOL VAL Elval GOPapd Kapdloko
TPOPANa (1oyopKY] Kapdtomadeia).

TpNn&o Kuplog otn YAMGoa, ota yeiln, 610 TPOS®MTO 1| 610 Adipd (Thovd onpeia
AYYELO0IONUATOG).

dvoKoAia otV avamvVorn LE GLPLYHO Kot Bryo.

ovog oTa pdtio 1 Sucpopia, Tpocmpva BoAr| OpacT), OTEVOL 1 £YP®UOL SAKTOALOL KoL
KOKKIVIGLLO T®V HOTIOV — QOTA EVOEYETAL VAL VO oTUEin YAOVK®DUATOG.

AKOVOVIGTOG KAPIOKOC TOAUOC.

Edv eppavicete kdmolo amd avtéc T1g coPapég avembounteg evépyeieg, InTote wrpikn fondsia
OpECOC.

Alrec avemBOuNTES EVEPYELES PTTOPEL VO Eivan:

ITol0 ovyvig (umopei va ennpedoovy TeprecoTePovs 0o 1 otovg 10 avOpdmovg)

PIVIKT GUUPOPN O, ETAPVIoUA, PYOC, KEQaAOAYIN LE 1| XOPIC TUPETO — AVTA EVOEYETAL VAL ETVaL
onpeio AolpumEng Tov avMTEPOL AVATVEVGTIKOD.

Yoyvég

GUVOLOCUOG EpeOIGUEVOD AQLLOD Kol KATAPPOT - QLT EVOEXETAL VO Efvart onueio
PVOQAPLYYITIOOG.

EMMOVV KO GLYVH 0VPNCT — AVTA EVOEYETAL VO ETval onpeior piog ovporoinméng Tov
ovopdleTol KuoTITION.

aicOnpa ieong 1 mOVOL 6T PAyOLAX Kol TO PETOTO — 0LTA EVOEXETAL VO Eivor onueia
GUUPOPTONG TOV TOPAPPIVIOV KOATWMV.

KOTOPPON 1 PWVIKH GUUEOPNOT).

Caan.

TOVOKEPAAOC.

Prixas.

£peOIGUEVOC AUOG.

GTOMOYIKT EVOYAN O], duomeyia.

TEPNOOVA TV OOVTLDV.

dvoKoAio, Kol TOVOC KATE TV 00PN o — 0T uropel va, eivor onueio andppaéng g ovpoddyov
KUGTNG N KATOKPATIONG OVPM®V.

PTG,

Ompokikog TOVOC,.

Oy ovyvég

dvokoria otov HTvo.

TOYLTOAUL.

aicOnpo ToAUOY — onpeio un EUGIOA0YIKOD KoPSIOKOD TOUALOD.
aAloiwomn g eovic (Bpayvada)

aoppayio tng POTNC.

dlappota 1} TOVOC GTO GTOUAYL.

EnpoocTopa.

KVNopog i e€avonpua.

7TOVOC TOV EXNPEALEL TOVG VG, TOVC GUVOIEGOVCE, TOVG TEVOVTEG, TIC 0pOpDOGELC Kot T0L 0GTAL.
HiKo¢ omacuog.

uoikdg Tovog M evanctncia.

TOVOC 6TA YEPLL 1} TTOSIO.

QPOVOKMOUEVES TTOAAUES, AOTPAYOAOL KOL TOOLC.

KOT®OoM).
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Yravieg (umopei va exnpeacsovy péypr 1 otovg 100 avOpdmovc)
. HUPUAYKIOG O 1] LOOSIOC AL

Ava@opd avemOOunTOV EvepyELOV

Ed&v mapotnpricete Kamoa avemBopuntn evépyela, EVIIEPMDGTE TOV YIATPO, TOV PAPLOKOTOLO 1] TOV
VOGOKONO 6ag. AVt 1oYvEL Kot Yio kéOe mhavr| avemBountr evépyela Tov dEV AVOPEPETAL GTO TOPOV
@OALO 0OMYLDV Yprione. Mmopeite emiong va avaeépete avemBounteg evépyeleg angvbeiog, LEC® TOL
€0VIKOL GLGTNATOG AVaPOPAS TTOL avaypdeeTol oto [lapdpmua V. Méom g avaeopag
AVETOOUNTOV EVEPYEIDV UmOpEiTe Vo PonBNceTe 6T GLALOYN TEPIGGOTEP®V TAPOPOPIDV GYETIKA
HE TNV 0CQAAELN TOV TOPOVTOG PUPIEKOV.

5. IMog va puidscete To Ultibro Breezhaler
To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Katl OgV TO POAVOLY T TOLILA.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepounvio ANENG IOV avaPEPETOL GTO KOVTI Kot
oV KOWEATN petd v «AHEH»/«EXP». H nuepounvia Aéng eivan n tedevtoio nuéPo Tov UVa IOV
OVOQEPETAL EKEL.

Mn puAdoocete og Beppokpacio peyardtepn tov 25°C.

DVAACCETE TO KOWAKLO TNV OPYLKT KOWEAT] Y10, VO TPOGTOUTEDOVTOL OO TNV VYPAGIO KO UV Ta.
aQalpeiTe TOPA LOVO OUECHOS TTPLV TN XPTOT).

H ocvokevn| lomvong g Kabe cuoKeVAGIN TPETEL VO ATOPPITTETAL OLPATOL £XOVV YpNCILOTOINOEl OA
T KOWYAKLOL TG GUOKELUGTOG.

Na pun xpnoIHLoToLEiTe 0VTO TO PAPLOKO EQV TOPATNPNOETE OTL 1] GVOKELAGIN £YEL VTTOGTEL POOPE 1
oépet evoei&elg aaloiwong.

Mnyv metdite QAPLAKO GTO VEPO TNG AMOYETEVOTG 1] 0T OIKLOK( amoppippoto. Potiote tov
QOPUOKOTOLO GOG Y10 TO TMG VO TETAEETE TO, PAPLOKO TTOV OEV ¥PNCIULOTOIELTE Tl AVTA To, HETPa. Oa
BonBnoovv oty tpoctacio Tov TEPPAALOVTOG.

6. Iepreydpeva g 6VOKEVAGIAG KO AOUTEG TANPOPOPiES

T agpréyer to Ultibro Breezhaler

- O1 dpaoctikég ovoieg sivar vdaxatepOoin (g unieivikn) Kot fpmutovyo yAvkomuppovio. Kabe
Kayakio mepléyel 143 pikpoypappdplo PNAEVIKNIG vdakaTepOANG toodvvaun pe 110 ypappdpio
woaKATEPOANG KoL 63 Ypapudplo Bpoputodyon YAVKOTLUPPOVIOU 1I60SOVOLO LE
50 pikpoypappdpia yAvkomvppoviov. H mapeyduevn d6on (n 66om mov anerevbepmvetat amd
TO EMGTOUIO TNG CVOKELNG EIGTVONG) Elvar 16odvVaUn HE 85 pkpoypappdplo tvooKaTEPOANG
(100d0vaun pe 110 pkpoypoppdpto. UNAEIVIKNAG tvOaKATEPOANG)
Kot 43 pikpoypappdapia yAvkomoppoviov (1oodvvapo pe 54 pkpoypoupdpio, fpopiovyov
YAVKOTTLUPPOVIOL).

- Ta GAA0 GVGTOTIKA TNG EICTVEOUEVNG KOVEMG EVAL 1) LOVODIPIKT AdKTOLN KOl TO GTEATIKO
uayvioto (PAéne mapaypago 2 «To Ultibro Breezhaler mepiéyet Aaxtolny).

Epgavien tov Ultibro Breezhaler kot wepieyopeve T 6V6KELUGI0G
To Ultibro Breezhaler 85 pukpoypapudpia/43 pikpoypoppudpio KOVIC yio £167TVOT, OKANPE Kok,
glvar Sopaveg Kot Kitpvo kat mepi€yet pia Aevkn émg oyxedov Aevkn kKovn. Exet Tov koduco mpoidvtog

«IGP110.50» Tummpévo pe Umhe xpdpo KOTo ond dVo Umhe paPdovs 6TO GCOUN Kol TO AOYOTUTO TNG
eranpeiac () Tumopévo pe podpo ypoue Thve 6To KamKL.
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e auTn TN ovokevaoia, Oa Bpeite Lo Guokevn TOL OVORALETOL CLGKELN EIGTTIVONG, Hall e Kaydkio
o€ koyélec. Kabe koyéin mepiéyet 6 1 10 oxdinpd koydxia.

AwtiBevton ta €€Ng peyédn cuokevaciog:
Movn cvckevacio mov mepiéyel 6x1, 10x1, 12x1, 30x1 1 90x1 oxdnpd kaydxio, pe 1 cuoken
E10TVOT|G.

IToAvovokevacieg mov mepiéyovv 96 (4 cvokevaciec Tov 24X1) okAnpd KoydKio kot 4 CUGKEVES
E10TVOT|G.

IMolvovokevaoieg mov mepiéyovv 150 (15 cvokevaocieg Twv 10X1) oxdnpd kaydakio kol 15 cuokevég
E10TVONG,.

IToAvovokevacieg mov mepéyovv 150 (25 cvokevacieg Tov 6X1) oKANpad Koydkio Kot 25 cUGKEVEG
€10TVONG.

Mmropei va pnv dratiBeviat OAEg 01 GLGKEVOAGIEG GTN YDPA GOS.

Karoyog Aderog Kvkhogopiog
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

Iphavdia

IopockevaoTtig
Novartis Pharma GmbH
RoonstraRe 25

D-90429 Nvpeufépyn
Teppoavia

Novartis Farmacéutica SA

Gran Via de les Corts Catalanes, 764
08013 Bapkermvn

Iomavio

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 NvpeuPépyn
Teppovia

INo omoladnmote TANPOPOPIo. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAAEIGTE VU
amevbuvleite oTov TomIKO OvTITPOc®TO ToL Koatdyov tng Adstog Kvuihopopiog:

Belgié/Belgique/Belgien Lietuva

Novartis Pharma N.V. SIA Novartis Baltics Lietuvos filialas
Tél/Tel: +322 246 16 11 Tel: +370 5 269 16 50

Boarapust Luxembourg/Luxemburg

Novartis Bulgaria EOOD Novartis Pharma N.V.

Ten: +359 2 489 98 28 Tél/Tel: +322 246 16 11

Ceska republika Magyarorszag

Novartis s.r.o. Novartis Hungéria Kft.

Tel: +420 225775 111 Tel.: +36 1 457 65 00
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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: +31 88 04 52 111

Eesti Norge

SIA Novartis Baltics Eesti filiaal Novartis Norge AS

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

E)Mada Osterreich

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

Tnh: +30 210281 17 12 Tel: +43 1 86 6570

Espafia 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 1 55 47 66 00 Tel: +351 21 000 8600
Hrvatska Romaénia

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: +390296 54 1 Puh/Tel: +358 (0)10 6133 200
Kvbztpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

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

Latvija

SIA Novartis Baltics
Tel: +371 67 887 070

To mapév ¢vAro 00OV YpfioNS avabemp1OnKe Yo TELEVTALN POPA OTIS

Alreg INYEG TANPOQOPLAOY
Aentopepeic mAnpoeopieg yio To pappako avtd eivar dtabéoipeg 6tov dikTvakd TOTo ToL Evpmmaikod
Opyoviopot Goppdkmv: http://www.ema.europa.eu
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Awfdote tig mAnpelg Odnyieg Xpiong npwv va ypnoponotioete to Ultibro Breezhaler.

Ewayete

Tpumiote kKo
aQNoTE

Ewontvevote fabua

E)iéyEre 6TL TO
KOWyaxio givor aogto

Bnpa la:
AQupécTe TO TONA

Brpo 1B:
Avoifte T cvokevi
E16TTVONG

Bnua 2a:

Tpumiote To KOWYAKLO
pio opa

Kpatiote ™ cvokevn
glomvong oe 6pBa BEo.
Tpumiote o Koydkio
méCovtag otabepd To
600 TAEVPIKA TANKTPOL
GUYYPOVAC.

Oa TPETEL VoL AKOVOETE
évag 06pvPo kabhdg

S0 TPLTTATOL TO KOWAKLO.
Tpumiote to Koydiio
uovo pio @opd.

Bnpa 2f:
AQN0TE TO TAELPIKA
TMKTPO.
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Brpa 3o
Exnvevote eviehog
Mn guonéete 6t0

EMOTOMO.

Brjuo 3p:

Ewsnvebote To pdppaxo
pada

Kpamote T cvokevn
glomvong, dnmg eaivetot
GTNV €1KOVO.
Tomnobetote 0
EMOTOMMO GTO GTOUN GOG
Ko KAeloTte oyt T
Y€l cog yopw tov.
Mnyv mélete Ta TAEVPIKE
TAMKTPO.

EAéyEre 6T TO KOydKL0
givon adero

Avoi&te ™ cvokev)
€10TVONG Y1a Vo, dgite edv
€xel amopeivel ToOV KOVIG
GTO KOWAKIO.

Edv €yel amopeivel kovig
0TO KAWYAKLO:
o Kieiote ) cvokevn

E10TVOTG.
e  Enmavoldfete ta
Bruata 3a £wg 3y.
Kévig mov Adsgr0
omTopévEL




AQu1pécTE TO KOYAKLO:
Aogapéote pio ond T1g
KOWEAEG OO TV KAPTO,
KOYEADV.

AmnokolAote TV
TPOCTATEVTIKT ETEVOLON
Ko 0QalpESTE TO
KOYAKLO.

Mn onpdyyvete 10
Koy3Klo HE6m Tov QUAAOL

aAovuviov. Mnv
KOTOTIVETE TO KOWAKLO.
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Ewonvevote ypriyopa kot
060 Padid pmopeite.
Kafdc eionvéete Oa
akobte éva B6puvfo
otpofiiicpod. Mropei
va awcBavOeite T yedon
TOV PUPUAKOL KaBMG
EIOMVEETE.

Bruo 3y:

Kpoatiote v avamvon]
Kpatiote v avamvon
60 Yo S devTEPOLETTAL.

A@arpécTe TO 10£10
Koydxio
TonoBemote 10 Adc10
KOWOKLO GTO OLKLOKEL
amoppippaTo.
Keiote ) cvokevn
€10TTVOTNG KOl
EMOVATOTOOETGTE TO
OO




Bnua 19:

Ewcayste 10 KOWaxio:
Mnv tomobeteite TOTE Eval
Koy aklo angvbeiag 6to

EMOTOO.

Bnua le:
K\eiote ™ ovokev)
EL6TTVONG
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Inpavtikég Ianpogopieg

o Ta kaydxuo Ultibro
Breezhaler npémet
TAVTOTE VO QLAACCOVTUL
GTNV KOWEAN Kot va
aQALpovVTAL HOVO
apécOS TP amd
xpfion.

o Mnv onpmyvete 10
KoyaKlo HEG® Tov
@OALOL aAovpIViOL Yo
V0L TO OPOPEGETE OO
TNV KOWYEAD.

o Mnv katanivete 10
KOWAK10.

o Mn ypnoonoteite
koyakia Ultibro
Breezhaler pe
0TOLOONTOTE GAAN
GLOKELN EIGTVOTG.

o Mn ypnoonoteite ™
GUOKELN EIGTVON|G
Ultibro Breezhaler yio
Vo TAPETE OTOLOONTOTE
GAXo pappOKO o
KOWAK10.

o Mnyv tonobeteite moté
éva Koyakio angvbeiog
670 oTOLO GOG 1] OTO
EMIGTONLO TIG GUOKELNG
E10TVOTG.

o Mnv miélete T0 TALLPIKG
TANKTPO. Y10
mEPLEGOTEPES Omd pial
PopaL.

o Mnv guonete 610
EMOTOLLO.

o Mnyv mélete To mhgvpikd
TAKTPO KaBdg
glonvéete and To
EMOTOLLO.

o Mnv yepileote ta
Koo Le vypa xEpiaL.

o TToté punv mAévete
GUOKELN EIGTVONG UE
vepo.



H ovoxevooia cag Ultibro Breezhaler Inhaler

TEPLEYEL:

e Mia ovokevn eionvorg Ultibro Breezhaler

o  Mia M teprocdTepeg KLYEAES, OOV 1 Kobepia
nepiEyel gite 6 gite 10 koydxia Ultibro
Breezhaler mpog yprion o1 cLOKELT| EIGTVONG

Emotomo

Odhapog

Koyéheg

Zvokevi] E167TVoNg Baon cvokevig euvorig Kapra koyerdv

Xuvi0e1c Epotioceig

INaoti n cvokevn
EL6TTVONG OeV £Kave
Kamoto 06pvfo xatd TV
E16TTVON;

To KoydKlo evoéyeTat va
€xel koA oeL oo BAhapL0
Tov kayokiov. Edv copPel
VT YOAUPDOOTE
TPOCEKTIKA TO KOWYAKLO
YTLUTOVTAG amaAd T Bdon
NG GUGKEVTG ELGTVOT|G.
Ewonvevote ndh 10
PapuaKo
enavarappdvovtog To
pruata 3a £og 3y.

T va KGve gdv Exel
ATOpNEIVEL KOVIG 6TO

KOy aKLo;

Agv €yete MaPet apreTod
076 TO PAPLOKO GOGC.
Keiote ) cvokevn
€10MVONG Kot EMAVaAGPete
ta Prpote 3o éog 3y.

"Eyo pnéel petd v
E16TIVON] — £)€1L onuocia
aVTo;

Avto pmopel va copPet.
Epdoov 1o kaydkio givar
adeto éyete AaPet apkeTd

(PAPULOKO.

Aw60avOnka mkpa
TEPGY L0 TAVO 6TN
YAOGGO pov — £xel
onuacio avTo;

Avto pmopei vo couPei.
Agv givar emPrapés. Ot
mhavoTTES OPLUUATIOHOD
ToL Koyokiov Ba etvar
ovENUEVEG €AV TO KoKLO
Tpunn el TePLOGOTEPES
oo Hio Qopa.

KaBapiopdég g
GUGKEVNG ELGTTVONG
2KOVT{OTE TO EMOTOULO
péoa kat €€ pe éval
KkaBapd, oTeEYVO Tavi YOpig
yvovdiaL, MGTE Vo
apapésete TVYOV
KATAAOUTO KOVEMG.
Awatnpeite T cvoKeLN
glomvong oteyvn. [loté unv
TAEVETE TN GUOKELT
€l0TVONG LE vePO.

AmoppLyn TG 6VGKELVNG
glomvong netd T ypron
H cvoxevn elomvon|g o
KkG0e cvokevacio TPETEL
Vo 0mopPPITTETOL APOTOV
&youvv ypnoiponotndei dro
ToL KoKl TG
ocvokevaciog. Potote to
(QOPLOKOTOLO GG TAS VO
ATOPPIYETE TO PAPLOKA
KO TI§ GUOKEVES EIGTTVONG
mov dg ypeldlovTot ma.
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