IHAPAPTHMA 1

MEPIAHYH TOQN XAPAKTHPIEZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pucpoypoppdpto/62,5 HiKpoypoppdapta KOvig yio. E16TVoT, GKANPE KayaKio
Atectura Breezhaler 125 pikpoypoppdpio/127,5 pkpoypoppdpio KOViG Yio El6TVoT, OKANPE KOWAaKLoL
Atectura Breezhaler 125 pucpoypoappdpto/260 pkpoypoppdpio KOVIG Yo EIGTVOT, CKANPA KoK

2. HOIOTIKH KAI IIOXOTIKH XYNGEXH

Atectura Breezhaler 125 pwikpoypoupépta/62.5 LuKpoypoLapio. KOVIC Yo E1I0TTVOT, GKANP A KOWEKL0L

Kébe kaydxio mepiéyet 150 meg woakotepoing (wg o&ucn) kot 80 meg gpovpoikng popetalovrg.

Kd&be mapeyduevn 66om (1 066mM mov €£EPYETOL OTO TO EMGTOULO TNEG GVOKEVNG EIGTVONG) TEPLEYEL
125 meg wdakatepoAng (g o&wn) kot 62,5 meg Ppovpoikng popetaldovng.

Atectura Breezhaler 125 pikpoypoppdpto/127.5 mkpoyporpdpio KOVIC Yo, EIGTVOT, CKANPA KO EKLo,

KéBe kaydxio mepiéyet 150 meg woakotepding (og o&umn) kot 160 meg povpoikng popetalovng.

KéBe mapeyopevn d6om (1 6001 ov e£€pyETal 0md TO EMGTOLO TG GVCKEVTG EIGTVONG) TEPLEYEL
125 meg wdakatepoAng (g o&wn) ko 127,5 meg povpoikng popuetalovng.

Atectura Breezhaler 125 pikpoypopptépta/260 uikpoypoptdpio KOVIC Yo EI6TTVOT, GKANP G KOWEKLOL

KdBe kaydxio mepiéyet 150 meg woakotepding (og o&un) kot 320 meg povpoikng popetalovng.

KdBe mapeyopevn d6om (1 8601 mov eE€pyetat amd TO EMGTOLO TNG GUGKEVTG EIGTTVONG) TEPLEXEL
125 meg wdakatepoAng (g o&wn) kot 260 mcg povpoikng popetaldvng.

"Exdoyo ue yvootn dopdon:

Kabe kayaxio mepiéyet mepimov 24 mg Aoktdlng (og povoiiopikn).

IMa tov TApn KaTdAoyo TV ekddy®V, BA. Tapdypapo 6.1.

3.  ®APMAKOTEXNIKH MOP®H
Kovic yu etomvon, okAnpo koydkio (KOVIG Yio EIGTVOT)

Atectura Breezhaler 125 wikpoypoupépta/62,5 wikKpoypopLapio KOVIC Yo, EI0TTVOT, CKANP A KOWAKLO

AQOVEC KOWAKIO TTOV TEPLEYEL AEVKT KOVT|, LE TOV KWOKO Ttpoidvtog “IM150-80” tummpévo e umie
YPOUO TAV® amd pio e pafdo 6TO GO KoL LE TO AOYOTUTO TOV TPOTOVTOG TUTMUEVO LLE PTAE
YPOLLO KO TAOCIOUEVO amd dV0 PUTAE pAPOOVG GTO KOTAKL.

Atectura Breezhaler 125 pikpoypoppdpto/127.5 ukpoyporpdoio KOVIC Yo EIGTVOT, CKANPA KO Ko,

AQavES KoEKIo TOV TEPLEXEL AEVKT KOVT|, LE TOV KMOKO TPo1ovTog “IM150-160” tTommpévo pe yrpt
YPDUC GTO GMLLO KO LE TO AOYOTVTIO TOL TPOTIOVTIOG TUTMUEVO E YKPL YPDO GTO KOTOKL.

Atectura Breezhaler 125 pikpoypoppépta/260 pikpoypoptdpio KOVIC Yo E1I6TTVOT, GKANP A KOWEKLOL

AlQavES KOWAKLo TOV TEPLEYEL AELKT] KOVT|, LE TOV KWOKO mpoidvtog “IM150-320” tumwpévo pe
Uohpo YPMUO TAVE oo 0V0 UADPES PAPOOVEC GTO GO KOL [LE TO AOYOTLTTO TOV TPOIOVTOC TUTMOUEVO
LE HLOOPO YPOLO KOl TAUCIOUEVO ard V0 Pavpeg pAPOOVG GTO KATAKL.



4. KAINIKEX TAHPO®OPIEX

4.1 OgpomevTikég evositag

To Atectura Breezhaler gvdeixvutor w¢ Oepomneio cuvtipnong tov dobuatog oe evilikeg kal eproug
12 etV Kot Gve Tov deV ELEYYOVTOL ETOPKMG LLE EICTVEOILEVO. KOPTIKOGTEPOELDT KOl EICTVEOLLEVOG
B2-aywviotég Bpayeioag dpaomng.

4.2 Aocoloyia kor TPpOTOS YOPNYNONG

Aocoloyia

Evnlixec kau épnfor nlixiac 12 ety koi avw
H ocvvietdpevn 601 eivar £va Kayakio Tpog EIGITVOT Wio popa TV NUEPQ.

2100¢ 060eVEIG TPEMEL VoL YOPTYEITOL 1 TEPIEKTIKATNTOL TTOV TEPIEYEL TNV KATAAANAN OGN (pOVPOIKNG
popetalovng yio ™ fapvTnTa TG VOoOoU TOVG Kol TPEMEL VO ETOVAEIOA0YOUVTOL TOKTIKA amd
emayyeiatio vyeiog.

H péyiot cuvictdpevn 860 givar 125 meg/260 meg pio gopd Ty NuéPa.

H Oepaneia mpénel va yopnyeitor v 010 dpo ™ npépag kabnuepvd. Mmopei va yopnyeiton
0TO10ONTOTE MPOL TNG NUEPUG. AV pia doomn TopoineBel, Tpénet va Aapfdvetat To GUVTOPOTEPO
dvvatd. Oa mpémel va divovtal 0d1yieg 6Tovg acbeveic vo pnv Aapfdavovy Téve omd pia doom Léca o
pio nuépa.

Eidixoi wAnboouoil

Hlixiouévos minboouog

Agv amonteital Tpooappoy”n g 00omM¢ oTovg NAMKIOUEVOVS acbeveis (65 etav 1 peyodvtepot) (PA.
mopdypapo 5.2).

Negppixn dvalertovpyio,
Agv amonteiton Tpocappoyr] g 00ons o aobeveig e veppikr dvciettovpyia (BA. mapbypapo 5.2).

Hratien dvolertovpyia

Agv amatteital Tpoocaproyn g 00ong o€ acevels e o 1 LETpLoL NTATIKY SuoAeitovpyia. Agv
Vtapyovv dtafécyla dedopéva Yia T PNCT CLTOV TOV PAPUOKELTIKOD TPOIOVTOG o€ acOeVElg e
coPapn Ntk SLGAELTOLPYiD, EMOUEVOS B TPETEL VO, YPNGYLOTOEITOL GE VTS TOVG aobeveic
HUOVO €6V TO OVOUEVOLLEVO OPEAOG VILEPTEPEL TOL SLVNTIKOV KvdUvoL (BA. Tapdypopo 5.2).

THouorozprrog minBoouog
H docoroyia og acOeveig 12 etcdv ko dve givor id1a pe T docoAoyia yio Toug EVNAIKOUG.

H acpdieio kot 1 amoTeAeSHOTIKOTITO G TAd1UTPIKOVG acheveic KAt Tov 12 1V dgv £rovv akdpa
tekunplobel. Agv vdpyovv dabécipa dedopéva.

Tpomog yoprynong

IMo gpfon d1d erlomvong uévo. Ta koydiio dev TPEMEL VoL KATATIVOVTOL.

Ta, koK1, TPETEL VoL YOPTYOOVTOL LLOVO LLE TN ¥PNON TN GVOKELTG EIGTVONG TToL TTapEyetar (BA.
mopdypapo 6.6) pe kbbe véa cuvtaym.

®a mpémel va divovtal 0dnyieg 6Tovg acheVeic Yo TO MOGTO TPOTO YOPNYNOTS TOL PUPLOKEVTIKOD
npoidvtog. AcBeveig ot omoiot dev gupavifovv Pedtioon oty avamvon Ba tpénel va epmtnBovv edv
KOTOMIVOLV TO QOPUOKEVTIKO TTPOTOV OVTL VO TO EIGTTVEOLV.



Ta KoK, TPETEL VO APAPOVVTOL OO TV KOYEAN LOVO OUEGHS TPV OO T1| YPNOT).

Metd Vv elomvon ot acBeveic Tpémel va EEMAEVOLV TO GTOUO TOVG LE VEPO YOPIC va koTomivouy (BA.
Topaypapovg 4.4 kot 6.6).

Mo 0dMyieg oeTIKA LE TNV YPTIOTN TOL QOPLLOKEVTIKOV TPOTOVTOG TPV OTd TN Yopnynon, PA.
Topdypo@o 6.6.

43 Avtevociteg

YrepevoicOnoio ot SpacTikéG OVGIEC 1| G€ KATO10 omtd TO. EK0Y 0 TOV AVOPEPOVTAL GTIV
mopdypago 6.1.

4.4 E101kég TPOEOOTOU|GELS KL TPOPVAAEELS KATA T YP1 o1

Emdsivoon e vocou

AvT0 10 QaPUAKEVTIKO TPOTIOV OEV TPEMEL VAL XPTGYLOTOIEITOL Y10 TNV VTILETMTIOT TOV 0EEMV
CUUTTOUATOV TOV ACOUOTOG, CVUTEPTAAUPAVOUEVAOV TV 0EEWV ENEIGOdIMV PPOYYOCTAGLOV, Y10, TO
omoia amanteiton fpoyyodiactartikd Bpayeiog dpaong H avénomn g ypnong PpoyyodiocToitikmdv
Bpoyeiog dpdomng yio TNV avaKoVPIoT TV CUUTTOUATMOV VTOONADVEL EMOEIVOOT TOL EAEYYOL KOt OL
acBevelg npémnet va eEgtdlovTol amd 1Tpo.

O1 acBeveig dev mpénel va otopatovy v Oepaneio ympig v enifieym wtpov, Kabdg Ta
GUUTTOUATO LTOPEL VOL ETOVELPAVICTODV PETE TN SLUKOTTH.

Yvviotdton M Oepameio pe anTd TO PAPLAKEVTIKO TPOIOV Vo, Unv dtakomteTol andtopd. Edv o
acBeveig Oempoiv 0TL M Bgpameia eivarl avamoteleouatikn, 0o Tpénet va cuveyicovy T Oepameia,
aALG Tpémel va avalnmoovy 1Tpikn epovtida. H avavopevn ypnon tv BpoyyodiacToATiKGY
avaKoVELoNG VIOONAMVEL ETOEIVMOOT] TNG VITOKEILEVIC KATAGTAOTG KOl OUKOLOAOYEL TNV EMOVEKTIUNON
¢ Oepameioc. H apvidia Kot TpoodeuTikt] ENOEIVOOT) TOV CUUTTOUATOV TOV AoOUaTOC Eivarl
dvvntikd ametintikn yo ) Lon Kot o acbevig mpémetl vo vtoPAnOel og enetyovoa wTpikn
a&loAdynon.

YrepsvoucOnoio

Apeoeg avtiopaocelg vrepevaicnaiog Exovv mapatpnOel petd v Yopynomn autov Tov
QOPUAKELTIKOD TTPOiOVTOS. Edv mapatnpnboldv onueio mov vmodnimvouy oaAAepyIKég avTIOPAGELS KOt
GUYKEKPUEVO ayYE0010MA (CUUTEPTAUUPOVOUEV®Y OUGKOAIDY GTIV OVOITVOT 1 TV KOTATOo,
S10YK®OT TNG YADOOWS, TOV YEIAMV KOl TOV TPOGAOTOV), Kvidmwon 1 deppatikd e&avona, 1 Bepameio
TPETEL VO, O10KOTTETOL OUESMG KO VoL EEKIVAEL EVOALOKTIKT Bepameiar.

Iapddo&oc BpoyydomToo Lo

Onwg oupPaivel kan pe dAleg s1omvedpeves Bepameiec, 1 xopNynomn avToH TOV POPLAKEVTIKOD
TPOidVTOG pumopel va 0d1ynoetl o€ Topado&o PPoyyOCTACHO, TOL UTOPEL Vo gival e TIKOG Yo TN
Com. Av oupPet avto, 1 Bepameio npénet va droxonel apéows Kot va Eekiviioet evolhoxtiky Bepomeio.

Kapdayystokéc emdpAcelc TV fNTU ayOVIGTOV

Onwg cvpPaivet kot pe GAAL QOPUOKELTIKA TPOIOVTO TTOV TEPEXOVY P2-0AOPEVEPYIKOVS Oy OVIGTECS,
OVTO TO POPHOKEVTIKO TPOTIOV UITOPEL VO SNILLOVPYNGEL KAVIKG ONULOVTIKT KOPOLOYYELNKT] ETIOPOOT| GE
op1oévoug acbeveic cOLEOVA LE TIC LETPNOELS ADENCONG TNG KOPO10KT GLYVOTNTOS, TNG APTNPLOKNG
mieoNS KoM TV GUUTTOUATOV. AV TapatnpnBovv T£T010V £idovg emdpaoels, 1 Oepansio Tpémetl vo
dlokomTeTOL.



AvT0 T0 QUPUOKEVTIKO TPOTIOV TPETEL VOL XPT|CILOTOIEITOL LE TTPOCOYT GE ACOEVEIG LLE KOPILOYYEIOKES
Swrapoyés (otepaviaio voco, o&d Euppaypio Tov pookapdiov, Kapdlakés oppuduiss, vaéptacn),
SratapayEg e omacpovg 1 Bupeotoikwon kat o€ acbeveig mov Tapovslalovy acvviioT
OVTOTOKPIOT) OTOVG P2-adPEVEPYIKOVS Oy OVICTEC.

Ot aoBeveig pe aotadn 1oy oKy KapSoKn VOGO, IGTOPIKO ELPPAYLOTOS TOV LLOKAPSIOV KATE TOVG
teAevtoiovg 12 unveg, averdpkela apiotepng kokiag kotnyopiag HI/TV katd v KoapdoAioywm
Etapeio Néag Yopkng (NYHA), appoBuia, un eleyyopevn vméptact), ayyelokn €YKEQAAKN VOGO M
16Top1Kd GLVOPO oL opdTacns QT kot o acbeveic Tov AapPdvovy EapraKELTIKA TPOTOVTO TOL Eival
YVoo16 011 Tapateivouy 10 QTc amokAeiotnray amd Tig LEAETEC GTO KAIVIKO TPOYPOLLILO OVATTUENG
woaKoTEPOANG/POVPOiKTG popeTalovne. Eropévmg, ta amotehéopato as@AAE1Ng GE AVTOVG TOVG
TAnOvouovg Bempovvtal dyveooTa.

Evd ot f2-00pevepycoi aywoviotég éxovv avapepOel 0TL Tapdyouvv petaforéc 6To
niektpokapdoypaenua (HKT), 6nwg enmédwon tov kopdtov T, tapdtacn tov dwetipatog QT kot
KOTAOTAOT TOL OoTNUATOg ST, 1 KAMVIKY] ONUAGio LTV TOV EVPNUAT®V Elval AyVOoT.

Emopévag, ot f2-adpevepyucol aymviotég pokpds dpdons (LABA) 1 ta tpoidvia cuvouasod Tov
nepiEyovv LABA, 6mwg to Atectura Breezhaler, Oa mpémel va ¥pnoiplorolovvtat e Tpocoyn G
acBevelg pe yvoot 1 ewolopevn topdrtact tov dtaotnuotog QT 1 o acBeveig mov AapPavovy
Ay®OYN LE QAP UUKEVTIKA TPOTOVTO TOL EXNPedovv To dtdotnua QT.

Yrokohonpio pe fATo ayoVIGTES

O1 B2-adpevepyiKol aymVIGTEG UTOPEL VO TPOKUAEGOVV CTLOVTIKT] VITOKOALOLLIO GE OPICHEVOLS
ac0eveig kot ovTo givort Suvatd va TPoKarEcel avemBounTeg Kapdioyyslakég emdpacels. H peimon
TOV KOAIOL 6TOV 0p0O €ival GLUVNOOE TEPOSKN KOl dEV QTOLTEL ANYT GUUTANPOUOTOS. XTOVG 0oOeveig
pe coPapd dobpa, n vrokolwoipio propet va evioydetar omd v vro&io Kot v TapdAAnAn Bepomeio
KOl 0VTO Uopel vo avENoel TNy evmtadeia amévavtt 6Tig kapdiakég appuiuieg (BA. mapdypago 4.5).

KAwvikd oyetikn vrokaionpio dev €xel mapatnpnei o KAvikég peréteg g
WOaKATEPOANG/POVPOTKNG LOUETALOVNG OT GLVICTMUEVT DepamevTikn S0aM.

Yrepylvkopio

H eiomvor vymAav 06wV B2-0dpeEVEPYIKDY 0y OVIGTMOV KL KOPTIKOGTEPOEWO DV LITOPEL VoL
TPOKAAEGEL AVENTEIS 6T YAVKOLN Tov TAdopatog. Me v évapén tng Oepameiog, n YAvkoln
TAAGOTOC TTPETEL VO TapakoAovBeital To 6Tevd 6Tovg dufnTikovs acBeveic.

AvT6 10 POpUOKELTIKO TTPOTOV deV £yl akOpa pehetndel oe aobeveig pe caxyopmdn sy Tomov 1
N un ereyyopevo cakyopmon dwaPrrn Tomov 11

I[IpOANYN GTOUATOQUPVYYIKDOV AOWDEE®V

Ba wpémel vo divovtar 0d1yieg 6Tovg aobeveic va EEMAEVOVV TO GTOO TOVG 1] VL KAVOLV YOPYOPEG LUE
vepo yopic va 1o katamivouy ) va fovptsilovv To 66vTia ToVg apol E16TVELGOVY TN dOGT OV £XEL
ouvtayoypaendel, Tpokelpévou va Lelmbel 0 Kivouvog 6ToUATOPUPUYYIKNG AOTUMENS ard KavTivTa.

2VOTNUOTIKEC ETWPACEIC TMV KOPTIKOGTEPOEW DV

Mmropet va Topatpn0ovv GUGTNUOTIKES EMOPACELS TOV EICTVEOUEV®V KOPTIKOGTEPOEWD DV O10UTEPOS
o€ VYNAEG OOGELS TOV GUVTAYOYPOPOVVTOL Y10l TAPOTETAUEVEG TEPLOOVS. AVTEC 01 EMOPACELS givart
oAV MyoTepo mBavo va mapatnpnBodv e oxéon pe Ta amd GTOUOTOG KOPTIKOGTEPOELDY| Kot UTopEl
V0. TOIKIAOVV GTOVG LEUOVOUEVOVE acBeveic Kot UeTAED JLOPOPETIKOV CKELOCUATMY
KOPTIKOGTEPOEWOMV.



Ot mBovEG GLOTNUATIKEG ETOPACELG pITopel va. TepiAapBdvouy cuvdpopo Cushing, yopoKTnpioTiKd
GUVOPOLOV TPOGOUO1ALoVTOG LE To cVuvdpopo Cushing, KOTAGTOA TOV EXVEEPLOI®Y, eMPpaduven
™G avanTuENg 6€ TodLd Kot PMPOVE, LEIMOT TNG OOTIKNG TUKVOTNTOC, KOTOUPPAKTY), YAUDKMLLO K,
O OTAVIA, EVO PAGLLO YOYOAOYIKMV 1) GUUTEPLPOPIKAOV EMOPAGEDY TOV GLUTEPIAAUPEVOVY
YOYOKIVITIKT VAEPIPACTNPLOTNTA, SUTOPOYES VTVOV, Gyy0G, KaTdbAYN 1 embeticoTnTo (Wnitepa
oto Toudd). Emopévac, etvor onpavtikd 1 8661 ToV EIGTVEOUEVOV KOPTIKOGTEPOEWOVG VL
TITAOTTOLEITON GTI YOUNAOTEPT OOGT GTNV OTOi0, SITNPEITOL ATOTELEGUATIKOG EAEYYOG TOV GoOuaTOC,

Mmnopel va avapepBel omTiKn StoTopoyn Le CUGTNUOTIKY KOt TOTIKT ¥PNOT KOPTIKOGTEPOEW®V (1)
TOTIKT) YPNOT TEPIAAUPAVEL TNV EVOOPPIVIKT, TNV ¥PNOT d1d EIGTVONG Kal TV evooeBdaiuia). Ot
acBeveig mov mapovslalovy cupntdpate Ommg Boaumn dpacn 1 dAleg ontikég dlatapaysg O mpémet va
nopanéunovtal o€ oeOaApiatpo mote va a&loloyndovv ta mhavd aitio TV dTapaydy TG OpucNc,
Ta omoio puiropel vo TEPIAAUBAVOVY KOTOPPAKTN, YAAOK®OUA 1] OTAVIEG AGOEVEIEG OTMG 1] KEVTPIKT
0pdNG yoploaupPAnotpoeidonddeia (KOXA) mov Exovv avapepOel petd amd ypror GVGTNUATIKOY
KOl TOTKAOV KOPTIKOGTEPOEIODV.

AvT0 10 QUPUAKEVTIKO TPOTIOV TPETEL VOL YOPTYEITOL LLE TPOGOYT G OGHEVEISG [LE TVEVLLOVIKTY
oupotioon N o€ aobeveig e xpovieg AoMEEIS 1) AOUMEELG TOV deV EYOLV AVTIUETOTIGOEL.

"Exdoya

Av16 10 PapUOKELTIKO TPOTOV TTEPLEYEL AakTOLN. Ol 0s0eVElg e omdvia KAnpovopukd TpofAnuata
dvcavebiog otn yoloktoln, TANPN aVETAPKELN AOKTAGTG 1] KOKT amoppdenot YAvKo{nG-yoraktolng
devV TPETEL VOL TAPOLV AVTO TO PAPLOKEVTIKO TPOTOV.

4.5 Alinlemodpaoceag pue Grrho QUPUAKEVTIKE TPOIOVTA Ko GAleS pop@Eg ailnlieniopaong
Agv &yovv dekoybel e101kéEg peréteg oAANAETIdpaoT|G LE TNV WWOOKATEPOATY PovpOikn popetalovn. Ot

TANPOPOPieg avapopa pe v Tihavotta oAAniendpdcoewy Baciloviol oty Thavotta TV
ovcL®V povobepameiog.

Dopuokevtikd Tpoidvia wov eivor yvmotd 0t topareivovy 1o drdlotnua QTc

Onmg GAA0 QOPILOKEVTIKA TPOTOVTO TTOV TEPIEYOLV £V, P2-00PEVEPYIKO ALy®OVIGTH, QLTO TO
POPUAKEVTIKO TPOTOV TPEMEL VoL yopnyeitan e Tpocoyn o€ acBeveic mov Aapufavouvy avacToAElc
LOVOOUIVOEELDAONG, TPIKVKAIKA OVTIKOTOOATTTIKA 1) POPUOKEVTIKA TPOTOVTO, TOV Eival YVOoTO OTL
nmopateivovy 10 ddotnua QT, kabdg omoladnmote enidpact avtdv 1o dionue QT propet va
evioyvbeil. Ta poppakevtikd Tpoidvia mov glvar Yvwotd ot mopateivovy to didomua QT pmopel va
av&noouvv Tov Kivouvo kotMokng oppuduiog (PA. tapaypdapovg 4.4 kon 5.1).

Oepameio Yo TV VIToKoAMaLLio

H mopddinin Bepamneia yio vroxodonpio pe mopdymyo peboro&avOivne, otepoetdn 1 pn
KOAOGLVTNPNTIKA SIOVPNTIKA UTOPEL VO EVIGYVGEL TNV TOOVT] VITOKOALOUIKY] dpdcT) TV P2-
AOPEVEPYIKAOV OYMVIGTAOV, ETMOUEVOG TPEMEL VAL PTCILOTO00VTAL e TpocoyT| (BA. mapdypapo 4.4).

AnoxkAeloTéc B-0dpEVEPYIKDYV VTTOOOYEWMV

O1 amokAeloTtég B-adpevepyikmv vrodoyéwv pumopei va eEacbevicovy 1 va aviaymvilovtot t dpdon
TV B2-adpevepyiK®OV ayovioTdv. Emopévac, antd to aprakevtikod npoidv dev Oa mpénet va
yopnyeitarl poli pe amorkAEIoTEC TV B-A0PEVEPYIKMOVY DTTOJ0YEMV, EKTOG GV VITAPYOVY GoPapol AdyoL
v T gpnon tovg. Otav arorteitor, Oa mpémel va TpoTLOVTOL KAPIOEKAEKTIKOL OTTOKAEIGTES TMV -
0O PEVEPYIKAOV VTTOJOYEMV, Tapd To OTL O TPEMEL vaL YOPNYOOVTOL LLE TPOGOYY).



AMnAenidpoon pe avactoreic CYP3 A4 kou P-yAvkompwteivng

H avactoin tov CYP3 A4 kot g P-yAvkompmteivng (P-gp) dev £xel avTikTumo otV ac@iielo TV
Bepamevtikdv 600wV Tov Atectura Breezhaler.

AvocToM) TV BaciK®V Topayoviov Tov cuvielolv oty kdBapor wdakatepoing (CYP3 A4 ko
P-gp) 1 otV k@Bapon g povpoikng popetalovng (CYP3A4) avédver ) cvotnuotikn £ékbeon oe
wdakatepOAN 1 POVPOIKT popeTalovn puéypt 600 Popéc.

AOY® TN TOAD YOUNANG CUYKEVTIP®ONG GTO TAAGLLO TTOV EXTVYYAVETOL LETA TNV EIGTVOT| TG 006G,
01 KAMVIKG OMUOVTIKEG OAANAETIOPAEGELS LE TNV POVPOTKT popetaldvn dev givar mbavég. Qotdco,
umopet va vapyetl ThavoTNTO Yo dENGT TG CLOTNUOTIKNG £KOEGTG G€ PoVPoikT popetaldvn otav
ovyyopnyovvtat 1oyvpoi avactoreic CYP3 A4 (m.yh xetokovaloin, itpaxkovaloin, veapvoBipm,
prtovafipn, KOUTIGIGTATN).

AMA01 B2-08pEVEPYIKOL Oy OVIGTEC LOKPAC SPAONG

H ovyyopnynon awtod tov @appakevtikod Tpoidvtog Pe GAAL POPUUKELTIKA TPOTOVTH TOV TEPLEYOVV
B2-adpevepykong ayovioTég Lakpdg dpdomng dev Exet peretn el kot dev cuvietaton kabadg pmopel va
gvioyvoel Tig avemfounteg avtdpdoels (PA. mapaypdaeovg 4.8 ko 4.9).

4.6 TovipétnTo, KOO KA1 yolov)ia

Kbnon

Agv vapyovv enapkn dedopéva amd ) ypnon tov Atectura Breezhaler 1 tov pepovopévov
GUGTUTIKOV TOV (IVOAKATEPOAN KO POVPOTKT] LOUETOLOV) O EYKVEG YOVAIKEG (MOTE Vo KaBoP1oTEL oV
VIapyEL Kivouvog.

H wdakatepdin dev fjtav tepatoydvog 6e apovpaiovg Kot KOuvEALR LeTd and vmoddpia yopnynon (PA.
mopdypapo 5.3). Le pehéteg avamapaymyns (hov pe Tovtikia, apovpaiovg Kot KOLVEALD GE Kvopopida,
1N eovpoikn popetaldvn Tpokdiese avENUEVES SVGHOPPIES TOV UPPVOV Kot PEIOUEVT EMPimoT Kot
avamtuén tov guPpvov.

Onwg copPaivet pe A0 QOPLOKEVTIKA TPOIOVTO TOV TEPIEXOVV P2-00PEVEPYIKOVS ALy OVIGTEG,
WOUKATEPOAT UTOPEL VO VG TEILEL TOV TOKETO AOY® YOAUPOTIKAG dPACTC GTO AEI0 [V TNG UATPOC.

AT T0 POPUOKELTIKO TPOTOV TPETEL VO YPNCHOTOLEITON KATE TN S1UPKELD TG EYKLILOCVVNG LOVO EQV
TO OVOUEVOLLEVO OPEAOG Y10 TNV acBevi] vtepTepel TOV duvnTiKoD KvdhHvov Yo To EUPpuo.

OnAacuog

Agv vrapyovv SofEcyLEg TANPOPOPIES VIO TNV TAPOVGIN TG WVOOKATEPOANG 1) TNG POVPOIKNG
popetaldvng oto avBpmmivo Yara, yia Tig EMOpicels 6to NAalov PpEPog 1 Yia TIG ETIOPACELS GTNV
TOPOYOYN YOAOKTOG AALO EIGTVEOUEVA KOPTIKOGTEPOELDT] TAPOHOLN LLE TNV POVPOTKT popeTalovn
petapépovial 6to avipamvo yoda. H wdakatepoin (cupmepihopfovouévey Tov HETABOAITOV TNG)
KoL 1] Povpoikn popetalovn Exovv aviyvevbel oto Yoo Tov Onhaldvtov apovpainy.

[Ipéner va amopaociotel edv Oa dokomel o Onlacuog 1 Oa dwoxonel/amopevydei n Oepaneia,
Aoppavovtag veoyn to 6eeA0g Tov ONAacUov Yio To Toudi Kot To 6PeR0g TG Bepameiag yio TNV
yovoika.

Tovyomta

Meléteg avamapoaymyng Kot Ao dedopéva o€ (MOl dEV VITOJEIKVVOVY OVIGU)I0L GYETIKA LLE TNV
YOVILOTNTO TOGO GTOVC GvOPEC OGO KOl GTIC YUVOIKEC.



4.7 Emodpdoeig 6Ny IKOvOTNTA 001]YN61S KOL YEPICHOV UNYEVLATOV

To mopoV PapUAKELTIKO TPOTOV dev £yl Kapio N EXEL AOTUAVTY EXIOPOCT] GTNV IKOVOTNTA 0O YNONG
KOl XEPLGHOD unyovnudtov.

4.8 AvemOounteg evépyeareg

[IepiAnyn tov TPOEIA acQIAEINC

O1 1o ocvyvég avemBounteg evépyeleg oe dotua 52 gfdopddmv ftav 1o dobua (Tapo&vven)
(26,9%), n pvopapuyyitwa (12,9%), 1 Lolumén oV avdTEPOL AVATVEVGTIKOD GLOTHHOTOG (5,9%) Kot
N keearaAyia (5,8%).

KatdAoyoc tov ovemtQOUNTOV EVEPYEIDV GE LOPOT TIVOKO,

O avemBounteg evépyeleg mapatifevior avd Katnyopia / opyovikd cOGTNO GORPOVA LE TN Pdom
dedopévav MedDRA (TTivakag 1). H cuyxvotnta tov avembountov evepyeidv fociletor otn HeAE
PALLADIUM. Méca og kdBe katnyopio / opyavikd cOGTNA, O1 OVETIOVUNTES EVEPYELES
ta&vopovvol Pe BAon Tn GuXVOTITA, LE TPATESG TIG CLXVOTEPEG avEmBVOUNTEG evEPYEles. Evtog kdbe
KoTnyopiog cuyvotnTog ELPAVIONC, O ovVeEmBOUNTES evépPYeles TapaTiBevtot Katd pBivovoa celpd
cofapotrag. EnurpocBétmc, n avtictoyn katnyopio cuyxvoTnTag Yo KOs avemBountm evépysio
Baciletor oty mapoxdatom cOpPacn (CIOMS III): moid cuyvég (>1/10), ouyvéc (>1/100 émg <1/10),
o1 ovyvég (>1/1.000 €wg <1/100), ondvieg (>1/10.000 £mg <1/1.000), ToA0 ordvieg (<1/10.000).



Mivakag 1 AvemBOunteg evépyereg

Koatnyopia / opyaviké cvotnpa Avem@ounteg evépyeareg Kotyopia
ovvoTTOG
Pwooeapvuyyitida [ToAb ouyvég
AOUDEELS KOL TOPUCITOCELS Aofpwcn Tov GVOTEPOY Zoyves
OVOTTVELGTIKOU GUGTILLOTOG
Kavtwvrioon*! Oyt ovyvég
, , , YnepevoicOncio*? Xuyvég
Al0TapoyEG TOL OVOGOTOUTIKOV GUGTILATOG p p P
Ayygooidnua*? Oyt ovyvég
MetafoAkég Kot daTpopikés datapayég Ymepylokopio* Oyt ovyvég
Awzopay£g TOV VELPIKOV GUGTILOTOG KeporoAyio*> Xuyvéc
Awzapayég Tov 0@Oaipov Opaon B,Qu m]*é O LLOVLVES
Kotoppaktng Oy ovyvég
Kaopoakég dwatapoyég Tayvkopdio*’ Oy ouyvég
AvonvevoTikég, Oopakikég dtoTopoyég Kot Acbua (mop Oé‘”"n), 5 HOM), IR
SLTOO e LEGODOOAKIOD ZTOUOTOPOPVYYIKO dAYOg 2UyVvEG
paxes | p : :
Avcowvia Xuyvéc
Aotopoyég Tov SEPHATOGS Kat TOL LIOGOPLOV E&avonua*’ Oy ouyvég
1670V Kvnouog*!? Oy ouyvég
AlTopayEG TOV LVOCKEAETIKOD GLUGTILOTOC KO MvookeAreTikdg ToOvoc*!! Yuyvég
TOV GLVOETIKOD 1GTOV Mvikoi crocpoi Oyt ovyvég
* YrodnA@vel v opadonoinoT Tmv TPOTILOUEVOV OPOV:
1 Kovtwvtioon otopatog, GTOUATOPOPVYYIKY KOVTIVTIHOT.
2 Oappakevtikd eEdvinpa, vepevaicdnoio oto papuako, vrepevoicnacio, EavOnua, epvinpatddeg
eEGvOnua, kwnopmdeg eEavonpa, kvidwon.
3 AMdepyikod oldnpa, oyyelooidnpo, Teptkoyytkd oiona, oldnpa tov Bre@dapov.
4 AvEnpévn yAukoln aipatog, vepyAvkaipio.
5 Kepatadyia, kepaialyio Tdong.
6 Kotoppdrtmg, LO1dING KoTappaKTng.
7 AvEnuévn Kapdlaxr cuyvoTnTa, TovKapdia, PAefokopPiy Tayvkapdio, VITEPKOIAAKT TaYVKOPIIN.
8 XtopaTikdg TOVog, GTOUATOPOPVYYIKT SUCPOPIN, CTOUUTOPAPVYYIKOG TOVOS, EPEDIOHOG AdLILOV,
odvvopayia.
9 dappakevticd e£avinua, e€dvonua, eppnuatddeg e£avonua, Kvnopmdeg eEavonua.
10 ITpoxtikdg kKvnopods, 0eBOAULKOG KVNOUOG, PVIKOG KYGUOC, KVGUOG, KVNOUOG YEVVITIKOV OPYAVMV.
11 Paytohyio, LoooKeAETIKOC TOVOC, LVOAYI, TOVOC GTOV 0WYEVA., LVOCKEAETIKOG TTOVOC 610 6Tnbog.

Howorpikdc TANBLGUOC

To npoeik acEALEG TOL POUPLAKEVTIKOV TPOTOVTOG a&loAoynOnke oe perét edong I oe eprfovug
(12 erddv xon vw) kot evidikec. H cuyvomta, o TOmog Kot 1 cofapdtna Tmv avemBouuntmv
EVEPYELDV GTOVG EPNPOLG gival TAPOUOIX LE EKEIVA TOV EVNAIKOV.

Avopopd TovoloYOOLEV®Y OVETLOVUNTOV EVEPYEIDV

H avoagopd mbavoloyodpevmv avemBountmy evepyeidv HETE amd T xopNyNon Gdelog KukAopopiog
TOV QOPHOKEVTIKOV TPOTOVTOG Elvar onpavtiky]. Extpénel tn cuveyn mopakorovnon g oxéong
0PEAOVG-KIVOHVOD TOV (OPHOKEVTIKOD TPOIOVTOC, ZNTElTOn 0o TOVG EXOyYEAMLATIES VYEING VO
AVOQPEPOVY OTTOIECONTOTE TOUVOAOYOVUEVES OVETIOVUNTEG EVEPYEIEG LEG® TOV EBVIKOD GUGTLATOG
avapopas mov avoypapetor oto Hopdpmua V.



4.9 Ymnepoocoroyia

[Ipémer va yivetan Evapén YEVIK®Y VIOGTNPIKTIKOV LETPOV KOl COUTTOUOTIKNG Oepameiog o€
TEPUTTOGELS VITOYIOG VITEPIOGOAOYING.

H vrepdocoroyia mBoavadg Bo mpokolésel onpeic, CUUTTOUATO 1) OVETIOOUNTEG EVEPYEIEG TOV
oyetilovTtal Ue TIG QOPLOKOAOYIKEG OPACEIC TMV UELOVOUEVMY CUGTUTIK®Y (T.), TOYLKoPdia, TPOUOC,
aloOnua Todudv, keparoiyio, vovtia, £petoc, vvniia, Kothoakég appuduies, petafoikn o&éwon,
VIOKOALOLLA, VITEPYAVKALIN, KOTAGTOAN TNG Agttovpyiag Tov dova

VTOOUAGLOL - VITOPVOTG - EXVEPPLOIV).

H yprion kopd10ekhekTiKOV B-0vacTOAE®V UTOPEl Vo, EEETACTEL Y10 TNV AVTIUETOTION TOV
B2-a0pevepy KV avTdpdoewy, aAAd HOVO VIO TNV emiPAeyn WTPOD Kol e EENIPETIKT TPOGOYN,
KaOmg 1 ypNon P2-adPEVEPYIKMV OVAGTOAE®Y UTTOPEL VO, TPOKAAEGEL fpOYXOoTAGHO. Xe coPapic
TEPMTMGELS, 01 0oBeveic Oa mpémel va voonievovat.

5. ®APMAKOAOTIIKEX IAIOTHTEX

51 @oppoxodvvopkés 1010TNTEG

DOappakobepamevtikn kotnyopio: Odppaka yio ac0Eveleg andPpaing aepayymV, AdPEVEPYIKA GE
GUVOLAGO LE KOPTIKOGTEPOEWN 1 GAAG PAPLOKO, EKTOC TMV OVIIYOAVEPYIKDY, Kmd1Kog ATC:

RO3AK14

Mnyovicudc 8pdenc

AvTO TO PUPUOKELTIKO TTPOTOV Eivar EvVag GUVIVUCHOG VOAKATEPOANG, EVOC P2-0dPEVEPYIKOD OY®OVIOTN
poaxpdg opaonc (LABA) kot eovpoikng popetalovng, vog 10TvedevoL cuvieTikon
Koptikootepoewovg (ICS).

Ivdarxarepoin

Ot @apLLoxoA0YIKEG OPECEIS TMV OYMVICTOV TOV B2-0dpeVEPYIKMV VITOS0YEWV, TEPILOUBAVOLLEVIC TNG
WOUKATEPOANG, LITOPOVV Vo, 0rod000V, TOVAGYIGTOV €V LEPEL oTaA aVENUEVE, ETTITES O KUKAIKN -3,
5’-povopmcpopikng adevosivng (kukhikd AMP), Tov mpokahovV YoAGP®oN ToL Bpoyy koD Agiov
HoG.

Kot mv eiomvon, 1 wwdakatepOAn dpa TOTIKE GTOV TVELHOVA MG Ppoyyodiactaitikd. H
woakatepPOAN Etval LEPTKOG Oy OVIGTNG GTOV avOpOTIVO B2-0d pevepyIKd VITOSOYEN LLE VAVOLLOPLOKT
SpOCTIKOTNTO. XTOV OTOUOVOUEVO ovOpdTvo Bpoyyo, 1 vdakatepOAN Exel Toyeia Evapsn dpdong Kot
HoKpa S18pKEL dPACNG.

[Tapd to 611 01 B2-0dpevepycoi vtodoyeis etvan ot kupiapyot adpevepykoi vITOdoyels aTov PpoyyiKd
Aeto po ko ot Br-adpevepyucoi vTodoyeic eival ot kupiopyotl vTodoyeic oTnV avlpomTvn Kapdid,
vhpyovv eniong P2-adpevepykol vrodoyeic oy avBpdnivn kKapdid, ot omoiot aroterodv to 10% pe
50% T®V GUVOAKMV OFPEVEPYIKDY VITOSOYEMV.

Dovpoikn poueralovy

H @ovpoikn popetaldvn etvar Eva cuvOeTIKO KOPTIKOGTEPOEIDES [LE VYNAN GUYYEVELN LUE TOVG
VIOS0YELG YAVKOKOPTIKOEW MV KOl TOTIKEG AVTUPAEYUOVAOOELS IO0TNTES. 1 Vitro, 1| POVPOTIKY|
popetaldvn avaoTEALEL TV OMEAEVOEP®OT) TV AEVKOTPIEVIOV 0Td TOL AELKOKVTTAPN TMV AAAEPYIKMDV
acfevdv. Znv KOAMEPYELD KUTTAPWOV 1] POLPOIKT pHopeTaldvn Tapovcsiace 1.yvpd dSuvopkd
aVaGTOANG TG oVuVBeoNC Kot g aneAevBépwong tov IL-1, IL-5, IL-6 kot TNF-a. Eniong, ivat
16YVPOG AVOGTOAENG TNE TOPAYOYNG AEVKOTPLEVI®V Kot TNG Tapay®yng kKuttapokvav Th2 1L-4 kot
IL-5 an6 ta avBpomnva T-kdttopa CD4+.
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DopLoKoOVVOLLKEC ETOPACELS

To Tpoeik EaPUAKOSVVOUIKNG OVTUTOKPIGTC CUTOV TOV QAP UOKEVTIKOD TPoidvToC yapakTnpiletan
amo toyeio Evapén SpAong evioc S AETTOV HETA T YOP1yNOT| dO0NG KOl TAPATETAUEVT EMIOPOoT) Kb’
0M0 T0 24®mPO LEGOJACTNUE TOV dOGEDMV, OTME UTOOEUCVIETAL OO TIC PEATIDGEIC GTOV KATDTOTO
TOYEMG EKTVEOEVO OYKO 6T0 TP®dTO devTepOAento (FEV1) évavti ovcudv cvykpilong 24 dpeg Letd
docoroyia.

Agv mapatnpnOnie toyveviagio ¢ TPOg Ta 0QEAN TG TVEVUOVIKNG AgtTovpyiog amd avtd To
PAPLOKEVTIKO TTPOIOV 6TV TopEia TOL YPOVOL.

Awgotnua QTc

H enidpaon avtod tov appokevtikod Tpoidvtog oto dtdotnua QTc dev &xel a&orloynbei o
d1e€odkn perétn tov QT (TQT). INa v povpoikn pouetalovn dev eival YVmOOTES IO1OTNTEC
nmopdrtacng tov QTc.

KAvikn omotelesuatikdTNTo Kol 0CQAALELD,

Avo peléteg pdong I, toyoomompéveg, dSuthd topréc (PALLADIUM kor QUARTZ) S1opopetiknig
ddprelag agloAdYNcav TNV 0CQAAELD KOl TNV aToTEAECUOTIKOTNTA TOV Atectura Breezhaler og
eviAMkovg Kot eprfoug aobevelg e spupévov dobpa.

H peiétm PALLADIUM ftav pio kevipikn perétn 52 efdonddmv mov aloAdynoe to Atectura
Breezhaler 125 mcg/127,5 meg pio gopd v nuépa (N=439) ko 125 mcg/260 mcg pio popd v
nuépa (N=445) oe ouykpion pe ovpoikn popetalovn 400 meg pio popd v nuépa (N=444) ko
800 mcg kdBe puépa (yopnyndnke mg 400 mcg 6vo popég v nuépa) (N=442), avtictorya. Eva tpito
ok€M0G EAEYYOV e OpaoTIKT ovGio cuumeptEdafe acOeveilg mov Elafav cCOAUETEPOAT/TPOTIOVIKT
@rovtikaovn 50 meg/500 meg dvo popéc v nuépa (N=446). Olo to dtoplo EXpene vo, xouvV
ouuTTOpNATIKO dobua (Badpoloyia ACQ-7 >1,5) kat va Aaufdavovy Bepameio cuvTnpnoNg Yo 70
GoBua pe ypnon ewonvedpevov cuvBeTikol koptikootepoewovg (ICS) pe 1 xopic LABA yw
TOVAGYIoTOV 3 PUNVEG TPV OO TNV EI00Y@YT| 6TV HEAETN. TNV d1AoyT To 31% tov aclevav etyav
16TOPIKO €EAPCEMY KUTA TO TPOTYoUuEVO £T0¢. Katd Vv eloaymyn otV LEAETN TA QAPUOKO. Y10 TO
GoBua mov avaeépOnkay o cuyxvd Nrav pesaia d6on ICS (20%), vynin d6on ICS (7%) 1 younin
d6om ICS o€ cuvdvacuod pe LABA (69%).

O k0p1o¢ 6T0Y0G TNG LEAETNC TV VO amodeiEeL TV vgpoy N €ite Tov Atectura Breezhaler

125 meg/127,5 mcg pio popd v nuépa Evavtt g povpoikng popetalovng 400 meg pia popd v
nuépa i tov Atectura Breezhaler 125 mcg/260 mcg pio popd v nuépa Evavtt TG GOVPOTKNG
popetalovng 400 meg dvo opég v nuEpa 6oV apopd tov katdtato FEVi oty efdopdada 26.

Yy efdopdda 26, to Atectura Breezhaler 125 meg/127,5 meg ko 125 meg/260 meg pio gopd v
NUEPO ELPAVIGAV CTATICTIKA STUOVTIKEG fedTinoelg otov Katdtato FEVI kot ot fabuoioyia oto
Epotmuoatordyio yio tov'Edeyyo tov AcBpotog (ACQ-7) og 6Oykpion He TV GoVvpoikT popetalovn
400 mcg pia 1 600 opég v nuépa, avtiotoiywg (PAEne livaka 2). Ta gvpiuata oty fdoudda 52
NTov g GLUP®Via e TV gfdopdada 26.

To Atectura Breezhaler 125 mcg/127,5 mcg kou 125 mcg/260 mcg pio @opd tnv nuépa eueavicay
KAWVIKA oNULavTIKY PEIOT 6TOV £THG10 pLBUO LETPIOV 1 coPapdv Tapo&iveewy (devtepebov
KOTOANKTIKO oneio), o€ GUYKpIon Ue TNV ovpoikn popetalovn 400 meg pio Kot d0o opéc v
nuépa (PAéne IMivoxka 2).

To amoteAéopata yio to To KAWVIKG SHavTIKd KataAnKTikd onueio teprypapoviol otov Iivaxa 2.
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Ivevuovikn Jertovpyia, ooumtwuoro koi eEapoelg

Ilivokog 2 AmoTEAEOHATO KOPLOV KOl OEVTEPEVOVTOV KUATUAKTIKAOV GNUEIOV 6T PEAETY
PALLADIUM kotd Tig gfoopdosg 26 kon S2

(-0,354, -0,177)

(-0,229, -0,053)

Kortainktiko Xpoviko6 onpsio/ Atectura Breezhaler! Atectura Breezhaler!
onusio Aldpkera évavtt MF? évavti SAL/FP3
Mecaio d6om YynAn o6om Yynmin d6om évavtt
EvavTt pecaiog £vavTL VYNNG VYNNG 360G
doong doomg
vevpoviki) Aertovpyia
Kororaroc FEV*
EBdopdda 26 211 ml 132 ml 36 ml
(xbpro <0,001 <0,001 0,101
Awgopd Bepamneiog KOTOANKTIKO (167, 255) (88, 176) (-7, 80)
Ty P onpeio)
(95% CI) EBdopada 52 209 ml 136 ml 48 ml
<0,001 <0,001 0,040
(163, 255) (90, 183) (2,94)
Méaon mpwivi uéyiotn exmvevotikn poy (PEF)*
Awpopd Bepamneiog Epdopdda 52 30,2 I/Aentd 28,7 1/hentod 13,8 1/Aemto
(95% CI) (24,2, 36,3) (22,7, 34,8) (7,7,19,8)
Méan Bpodivy uénarn exmvevourn pon (PEF)*
Awapopd Oepameiog EBdopada 52 29,1 1/Aento 23,7 1/hentd 9,1 I/Aentd
(95% CI) (23,3, 34,8) (18,0, 29,5) (3,3,14,9)
ZOUTTONATO.
ACQ-7
EBdopada 26 -0,248 -0,171 -0,054
(Baowd <0,001 <0,001 0,214
Awopopd Bepameiog devtepedov (-0,334, -0,162) | (-0,257,-0,086) (-0,140, 0,031)
nun P KATOANKTIKO
(95% CI) onueio)
EBdopdda 52 -0,266 -0,141 0,010

(-0,078, 0,098)

Aroua wov mapovaiaoay aviarokpion ato ACQ (m0c00T0 ac0evady Tov TETVYAY TNV EAGYLOTH KAIVIKG.

onuovtkn dwpopd (MCID) ard to onueio avagpopag ue ACQ > 0,5)

[Mocootd EBdopdda 26 76% évavtt 67% | 76% évovt 72% 76% évavtt 76%
Avaloyio EBdopdda 26 1,73 1,31 1,06
mBavoTitov (1,26,2,37) (0,95, 1,81) (0,76, 1,46)
(95% CI)

[ocootd EBdopdda 52 82% &vavtt 69% | 78% évavt 74% 78% évavtt 77%
Avoioyia EBdopdda 52 2,24 1,34 1,05
mhoavomTov (1,58, 3,17) (0,96, 1,87) (0,75, 1,49)
(95% CI)

Ilogoato nuepav ywpic papuoro didowong*

Awopopd Bepameiog EBdopdda 52 8,6 9,6 4,3

(95% CI) (4,7,12,6) (5,7,13,6) (0,3,8.,3)
Hogoato nuepav ywpic coumrouato™®

Awpopd Oepamneiog EBdopada 52 9,1 5,8 3.4

(95% CI) (4,6, 13,6) (1,3,10,2) (-1,1,7,9)
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Etnclomompévo mocoeté mapotiveswv dodpatog”

Mépieg 17 oofopég mapoldvaerg

AR EBdoudoda 52 0,27 évovt1 0,56 | 0,25 évavt 0,39 0,25 évavt 0,27
RR EBdopdda 52 0,47 0,65 0,93

(95% CI) (0,35, 0,64) (0,48, 0,89) (0,67, 1,29)
2ofopéc mopoldvoels

AR EBdopéda 52 0,13 évovt1 0,29 | 0,13 évavti 0,18 0,13 évavt 0,14
RR EBdopada 52 0,46 0,71 0,89
(95% CI) (0,31, 0,67) (0,47, 1,08) (0,58, 1,37)

*

Méon un o ) ddpketo e Oepameiog
*ok RR <1,00 gvvoet v woakatepOANn/Qovpoixt| popetaldvn.
: Atectura Breezhaler pecaia 60om: 125 meg/127,5 meg od, vynin d6om: 125 mcg/260 mcg od.
2 MEF: govpoixn popetalovn peoaio d6on: 400 meg od, vynin d6om: 400 meg bid (36om mepieyopévov).
H @ovpoiin popetaldvn 127,5 meg od ko 260 meg od oto Atectura Breezhaler eivon cuykpiowun pe
™v eovpoikn popetalovn 400 meg od kot 800 meg v nuépa (Yopnyoduevn wg 400 mcg bid).
SAL/FP: colpetepoin/mpomiovikhy pAovtikalovn vynin doon: 50 meg/500 meg bid (d6om
TEPLEXOLEVOD).
Katdtatog FEV: n péon amd g d%o tipég FEV| mov petprnke otig 23 dpeg ko 15 Aemtd kot 6116
23 opeg kar 45 Aemtd petd ) Ppadwvr doo.
Kbpro xatainktcd onpeio (katdtotog FEV, v gfdopdda 26) kot Booikcd devtepedov KatoAnKTikd onpeio
(BaBporoyioo ACQ-7 v efdopndda 26) NTav LEPOG TNG GTPATNYLKNG TOL EMPERALOTUOD EAEYYXOV KOl G EK
TOVTOL EAEYYOVTAL Y10 TOAAATAOTTO. Olo ToL GAAC KOTOANKTIKG onpeio dev oV HEPOG TNG OTPOTNYIKAG TOV
emPePorotikod gAEyyovL.
RR = avaloyia mococstov, AR = gtnolonompévo no6octo
od = pio eopd v nuépa, bid = 600 popég v nuépa.

[Ipoxafopiouévin GLYKEVIPOTIKN avOALGT

To Atectura Breezhaler 125 mcg/260 mcg pio opd v nuépo peretnke exiong og SpacTikn ovcia
oVYKploNg o€ GAAN puedét eaong LI (IRIDIUM) otnyv ontoio, 0Aa To dTopa Y0V 10TOPIKO
TaPoEVVEE®Y AGOLATOC TTOV ATAITOVoE GUGTNUATIKG KOPTIKOGTEPOELDT| KATA TO TPONYOVUEVO £TOC.
Mua npoxafopiopévn cuykevipaotiki avaivon tov peret@v IRIDIUM kot PALLADIUM
dtevepynonke yia t ovykpion tov Atectura Breezhaler 125 meg/260 mcg pia @opd v nuépa. e
colpetepoAn/erlovTtikalovn 50 meg/500 mcg 300 PopEG TNV NUEPA Y10 TO KOTOANKTIKG GTUEIR TOV
kototatov FEV) kot ACQ-7 oty gfdoudda 26 kar o etnoomomuévog puuoc mapoéoveemv. H
OLYKEVIPWTIKT ovidlvon amédeise 6t1 to Atectura Breezhaler Beltimoe Tov katmtato FEV: katd

43 ml (95% CI: 17, 69) ka1 ™ Paduporoyia ACQ-7 katd -0,091 (95% CI: -0,153, -0,030) otV
gfdoudda 26 kot peimoe Tov eTNolomomuévo puoud uétplov 1 cofopmv tapodveemv aoduatog Kotd
22% (RR: 0,78, 95% CI: 0,66, 0,93) ka1 twv coPapdv mapoiveemv katd 26% (RR: 0,74, 95% CI:
0,61, 0,91) évavti g caiuetepOAng/ erovTikalovng.

H peré QUARTZ frav o perén 12 gfdopddwv mov a&orldynoe to Atectura Breezhaler

125 mcg/62,5 mcg pio popd v nuépa (N=398) oe clhykpion pe v povpoikn popetalovn 200 meg
pio eopd v nuépa (N=404). Ola o, dTopa EXpene va gival GUUTTOUATIKG Kot Vo Aapfavouv
Oepomeio cuvtipnong yo 1o aobua pe ™ ypnon yopuning d6ong ICS (ue N yopic LABA) yw
TovAdyoToV 1 puniva Ttpv amd v elcay®yn otn pelétn. Katd v eicaymyn otn HeAét Ta To cuyva
eapuaka yo 1o dobupa mov avapépOnkav frav xounin 66on ICS (43%) ko LABA/yaunin 66on ICS
(56%). To kOp10 KOTOANKTIKO onpEeio TNG LEAETNG TV VO aodeiEeL TV vITepoyT| Tov Atectura
Breezhaler 125 mcg/62,5 mcg pio gopd trv NUEPQ G€ GVYKPION LLE TNV OVPOTKT HOHETALOWN

200 mcg pio opd v nuépa 6oV agopd tov katdtoro FEVI v gfdopdda 12.

To Atectura Breezhaler 125 mcg/62,5 mcg pio gopd tnv nuépa TOPOVGINCE GTATIOTIKA CTLLOVTIKN
BeAtioon otov apykd katwtato FEV) oto onueio avagopdg katd v efdoudda 12 Kot 6to
Epotmpatordyio yia tov'Edeyyo tov AcOpoatog (ACQ-7) og olhykpion pe TV Qovpoikt popetalovn
200 mcg pio eopd v nuépa.

To, amoTeAEGLOTA Y10 T TT0 KAWVIKG GYETIKO KOTOANKTIKA onpeia teptypdpovton otov Ilivaxa 3.
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IMivokoc3 AmoTEAEORATO TOV KOPLOV KO OEVTEPEVOVTOV KUTUMKTIKOV GUEIOV 6TV peiétn
QUARTZ xatd v gfoopaoa 12

Kotoinktika onpeio Atectura Breezhaler youni 66on*

évavTi

MF yopnin d6on**

IIveopovikn Aettovpyio
Katwroros FEV (kvpro kotalnxurd onueio)***
Awpopd Bepameiog 182 ml
P tipn <0,001
(95% CI) (148, 217)
Méan mpawiv uéyroty exmvevotixy pon (PEF)
Awpopd Bepamneiog 27,2 /min
(95% CI) (22,1,324)
Bpadwn uéyiomn exnvevauxn pon (PEF)
Awpopd Bepameiog 26,1 I/min
(95% CI) (21,0,31,2)
LOUTTORATO
ACQ-7 (Poagixo devtepedoy kaTolnKtiko onuelo)
Awpopd Bepamneiog -0,218
P tin <0,001
(95% CI) (-0,293, -0,143)
Hoooato agbevav wov emrvyyavovy MCID e oyéon ue 1o anueio avagopadg ue ACQ >0,5
[Mocootd 75% évavt 65%
Avaloyia mBavotnTov 1,69
(95% CI) (1,23,2,33)
Tloooat0 nuepmV ywpis papuoxo d1Gowans
Awpopd Bepameiog 8,1
(95% CI) (4,3,11,8)
Tlooooto nuepwv ywpic ooumtauato,
Awpopd Bepamneiog 2,7
(95% CI) (-1,0,6,4)
%

Atectura Breezhaler yopunAr d6on: 125/62,5 mcg od.

*¥*  MF: younAn 60om eovpoikng popetalovne: 200 meg od (06om mepieyonévon).
H @ovpoixn popetaldvn 62,5 meg oto Atectura Breezhaler od givat cuykpioyn pe v
@ovpoikn popetalovn 200 meg od (5601 mEPLEXOLLEVOD).

skkesk

Koatotatog FEVi: n péon and tig 6vo tpég FEVI mov petpndnkav otig 23 dpeg 15 Aentd kon
0TI 23 dpeg 45 Aentd petd mv Bpadviy doon.
od = pia eopd v Nuépa, bid = dVo Popég TNV NUEPQ

Hodrotpikdg TANBLGUOC

v perétn PALLADIUM mov cvunepiérofe 106 epnpoug (12-17 etdv), o1 PeATiddoelg otov
Korotoro FEV katd v efdopdda 26 vitav 0,173 Aitpa (95% CI: -0,021, 0,368) ywo to Atectura
Breezhaler 125 mcg/260 mcg pio popd v nuépa Evavtt g povpoikng popetaiovng 800 meg
(Onhadn vymAég d6aoeic) ko 0,397 Altpa (95% CI: 0,195, 0,599) yio to Atectura Breezhaler

125 meg/127,5 mcg pia popd v nuépa Evavtt g povpoikng popetalovng 400 meg pio popd tnv
nuépa (ONAadN pecaiec dOGELS).

v uerétn QUARTZ mov cuunepiérofe 63 epnfovug (12-17 €tv), ot péceg S10popég TV EAyIoTOV
teTpaydvov ot Bepameia yo tov katdtaro FEVI mv nuépa 85 (efdopdda 12) nrav 0,251 Aitpa
(95% CI: 0,130, 0,371).

I"a 11g vroopddec PPV 01 BEATIOCELS GTIV TVEVUOVIKY] AEITOVPYIO, TO GUUTTMOHOTO KOt Ol LEIDGELS
OTIG TOPOEVLVOEIC TAPOVGINGOY GUVETELD, LLE TO GUVOAIKO TANOLGO.
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O Evponaikoc Opyoviopog Poppikov £xel dmaoet ovafoir amd v vroypEmon LIToPoAng Twv
ATOTEAECUATOV TOV PLELETOV [LE VOOKATEPOAT POVPOTKT| LopeTaldvn o€ i 1| TEPIGCOTEPECS
VIOKATIYOPieg TOV TandlaTpikoy TAnOucuov oto acOua (BAEne mopdypapo 4.2 yio mAnpopopieg
GYETIKA LLE TNV TOUSIATPIKT] YPTioN).

52 ®@appoxoxkivnTikéS 1O10TNTEG

Amoppbonon

Metd and v giomvon] Tov Atectura Breezhaler, o d1dpuecog ypdvoc Emg v enitevén Tmv uéyiotwmv
GUYKEVIPAOCEMV TNG WWOAKATEPOANG KOl TNG POVPOTKNG HopeTaldvng 6to TAAGHO NTaV TEPITOV
15 Aemtd ko 1 dpa, avticToiymd.

Me Bdon ta in vitro dedopévo amddoomng, 1 6061 Kabe cueTATIKOD TG LovoDepamEinG TOL TOPEYETAL
GTOV TVEDHOVO, OVOLLEVETOL VO EIVOIL TAPOLOTX Y10 TOV GLUVOVOGUO VOAKATEPOANC/ POVPOTKNG
popetalovng kot ta Tpoidovia povobepaneioc. H ékBeon mAdootog o wdoKkatepOAT Kol POVPOTKN
popetalovn o€ oTafepomoMUEVT KATAGTOOT LETA GO E1GTTVOT] TOV GUVOVOGHOV NTAV TOPOHOLN LIE T1)
GUGTNUOTIKY] §K0g0T LETA Ad TV E10TTVOT| TPOTOVTOC povobepameiog e PNAEIVIKY vdakaTepOAN N
POoVPOTKN popeTalovn.

Metd oo €16mvon ToV GVVOVAGHOD, 1 adAVTH PlodabecuoTTo £YEL VIOAOYIGOEL OTL €tvon Tepimov
45% yio v woaxatepoAn kot Atyotepo amd 10% yio T povpoikt| popetalovn.

Ivdaxarepoln

O1 CLYKEVTPOGEIC VOOKATEPOANG aENONKAY LE TNV ETAVOAAUPOVOLEVT XOPTYNOT Kid POopd TV
nuépa. Ltabepomompévn kortdotaon emtedydnke péoa o 12 émg 14 nuépec. H péon avoroyia
GLVGOMPEVONC TNG WOUKATEPOANG, ONA. AUC péca 6To S1AGTNLA YOPpTyNoNS TS 60ong TV 24 mpov
mv nuépa 14 o oyéon pe v nuépa 1, Bpiokdtov 6to gvpog amod 2,9 Emg 3,8 yio elomvedEVES OOGELG
pia @opd v nuépa. peta&v 60 ko 480 meg (mapeyduevn 66on). H cvomuotikn éxbeon Tpokaieiton
amd GUVOETN TVEVLOVIKT] KOL YOOTPEVIEPIKT] QITOPPOPN O, TEPimOL T0 75% NG cvoTNHATIKNG EKOECTG
MoV and TNV TVELHOVIKT aIroppOeNoT| Kot TePimov 10 25% and v yooTpevIepIKT| amoppodPno.

Douvpoixn popetolovy

O1 CLYKEVTIPOGELS POVPOTKNG LOUETALOVNG avENONKaY e TNV eravaiapuavouevn yopnynon Hio eopd
™V NUéPA LEC® TNG GLoKELNG glomvon|g Breezhaler. H otafepomompuévn katdotoon emtedydnke
petd amd 12 nuépeg. H avaroyia péong cueompenong g povpoikng pouetalovng, omaadn AUC
KOTA TN SUIPKELDL TOL SOGOAOYIKOD HEGOIAGTAATOG 24 mpdV TV Nuépa 14 6e chykpion pe v
nuépa 1, rav evtdg tov gvpovg 1,61 wg 1,71 yio etonvedpeveg 06Ge1S o popd v nuépa petaln
62,5 xon 260 meg g HEPOG TOV GLVOVAGLOD WOUKOTEPOANG POVPOTKIG HOUETALOVIG.

Metd oo ™V and GTOLTOG XYOPNYNOT TNG POVPOTKNG HopeTaldvng, 1 AmOAVTH 0tO GTOUOTOC
GLGTNUATIKY] B10d100ECILOTNTO POVPOTKNG LOUETALOVNG EKTIUNONKE OTL TV TOAD Younin (<2%).

Korovoun

Ivdaxarepoln
Metd and evooeAéPia yyvon, o 6ykog katavoung (Vz) g wdokotepoing ftav 2.361 g 2.557 Altpa,

KOATOOEIKVOOVTOG EKTETAUEVT Kartovopn). H in vitro ohvdeon pe mpoteivn 6tov avBpdmrivo opd Kot 6To
mhdopo Ntav 94,1 ©g 95,3% kot 95,1 wg 96,2%, avtiotoiymg.

Dovpoikn poueraldvy

Metd and v evoopAERLa xoprymon d0omg epddov 0 Va givan 332 Aitpa. H in vitro chvoeon e
TPOTEIVN Yo TN PoVpOoTKN popeTalovn etvar vymAr, 98% £wg 99% oe cLYKEVIPAOGELS MOV KLULAivOovTOL
amo 5 €wg 500 ng/ml.
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Blougtooynuotiopdg

Ivdaxarepoln

Metd omd 6TOUATOC YOPYNOoN POSIOCTLACUEVNG WdaKATEPOANG o€ pelétn ADME (amoppoonon,
KOTOVOUN, LETAPOMGCUOC, amofoAn) 6Tov GvOpmmo, 1| AQUETAPANTI VOOKATEPOAT TAV TO KVPLO
GLOTOTIKO GTOV 0pO KoL EVOVVOTAV Y10 TEPTTOL TO £Vl TPITO TNG GLVOAKNG GYETILOUEVNG LLE TO
oapuaxo AUC péoa o 24 opec. 'Eva vdpocviimpévo Tapdymyo ftav o kupiapyog petafoiitng otov
0p6. Darvorud O-yAvukovpovidlo TG OaKaTEPOANG Kot VOPOEVAIOUEVT VOOKOTEPOAN NTAV GAAOL
Kuplapyot petaforitec. 'Eva daotepeopepés Tov vOPOELAIOUEVOL TTapaydYov, &va N-yAvkovpovidio
g woaxkatepOANG Kot ta C- kot N-amoodkvAopéva Tapdywya nTov dAAot petofolriteg mov
avayvopicmKay.

In vitro épevveg €de1&av 6t1 o UGTT A1 ftav ) poévn woopoper] UGT mov petaforle v
woakaTePOAN 6€ PavoAlkd O-yAvkovpovidw. OfedwmTikol petafolriteg avyvedbnKav o ETOACELS UE
avacvvovacspuévo CYP1AL, CYP2D6 kot CYP3A4. Zvunepaivetor 611 10 CYP3 A4 givan to emkpatég
160éviupo ov gvBuvetar yia Ty VOPOELAIMGT TG WOAKATEPOANG. 1 Vitro €peuveg £J€15aV TEPOLTEP®
OTL 1] WOOKATEPOAN EVOL VIOGTPOLLA. LLE YOUNAT GLYYEVELD Y10 TNV ovTAia ekpong P-gp.

In vitro, n 1oopopen] UGT1AL &xet peydin ocuvelspopd oty HeTafoAkn| KaBapomn TG voaKoTePOANG.
[opdra avtd, 6nwe dSopdvnke oe pio KAWVIKN HEAETN o€ TANOLGUOVS e S10POPETIKOVS YOVOTVITOVS
UGTI1AL1, n ovompatikn £€kBeon oty vdakatepoAn dev emnpedletar SNLAVTIKA amd TOV YOVOTUTTO
UGTI1AL.

Dovpoikn poueralovy

To pépog g elomvedevng 666MG POLPOTKNG HOUETALOVNG TTOL KOATATIVETOL KOl 0TO PPOPATOL GTO
YOOTPEVIEPIKO GUGTILLO VITOPAALETOL GE EKTEVI LETAROAMGHO O€ TOAATAOVS petafolites. Agv
VILAPYOVY CNUOVTIKOT LETABOAITEG AVIYVEVGILOL GTO TAAGHO. ZTO UIKPOSMLLOTO TOL AvOpOTIVOL
Nratog N povpoikn popetalovn petaforileton amd 1o CYP3A4.

Amofol)

Ivdaxarepoln
e KhMvikég pedéteg Tov TepAaUPavoy T GLAAOYN CVP®V, 1] TOGOTNTA TNG WOUKATEPOANG TOL

ATOPAAAOTAY QUETAPANTI LECH TV 0VPOV HTAV YEVIKMG YounAdTeEPn ToL 2% ¢ ddonc. H veppikn
KaBapon g wdakatepdAng Nrav, Katd péco opo, pueta&v 0,46 kai 1,2 Altpa/odpa. Xe oxéon pue mv
KkaBopon ¢ wdakatepdANg otov opd TG Théemg Tav 18,8 £mg 23,3 AMtpa/mpa, gival ELQOVES OTL T
veppikn kdBapon dwdpapatitel nocova poro (epimov 2 €wg 6% tng cvoTnratikng Kédbapong) otnv
aTOPOAN TNG CLGTNUATIKA JOEGUNG VOAKATEPOANC.

e o perét ADME otov dvBpmmo 6mov 1 vdakaTepOAT XOp1yobVIOY 0t TO GTOUM, 1) OTOPOAN
GT0 KOTPOvVO, Kuplopyovoe G amofoing ota ovpa. H wdakatepdin amofodiotay oo avBpdrvo
KOTPava KVplwg ®¢ apetdfintm untpikn ovsia (54% tng 660mc) Kal, o€ piKpOTEPO Pabuod, cav
vdpoéumpévor petafoiriteg wdakorepoing (23% g 66onc). H woppomio paleg nrav TAnpng pe
>90% tng 601G Vo eVTOTILETAL OTIC OMEKKPIGELC.

O1 GLYKEVTIPMGELS TG WWOOKATEPOANG GTOV 0pO LEIOONKAY KATA TOAVQAGTKO TPOTO LE HEGO TEAKO
xpOvo Nuicelog Cong va kopaivetor amod 45,5 émg 126 dpeg. O amoTteAecLaTIKOG ¥pOVOC NLIGELG
Cong, 0 omoiog vroioyileton amd T GVEGMPEVST] TNG WOAKATEPOANG HETA O emavalapovoevn
yop1ynomn g 60ong, kopdvinke amd 40 émg 52 dpec, oToyEio TO 0MOi0 GLUP®VEL PE ToV
TOPOTNPOVUEVO YPOVO £MG TN 6TABEPOTOMUEVT KATAGTOOT oL givan wepimov 12 pe 14 nuépec.

Dovpoikn poueralovy

Metd omd evdoAEPia yopnynon 06ong pdOov, 1 PovPOiKY| popetaldvn éxet teMkn amoBoin Ty
nepinov 4,5 opeg. Mia padioonUOGHEVT, 0O GTOUATOG EICTVEOLEVT] OOCT ameKKPIvETAL KVPIME 6T
konpava (74%) xor o pikpotepo Pabud ota ovpa (8%).
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AMNAeTOpdoELC

Toavtdypovn yop1yNo™ OO GTOLATOG EIGTVEOLEVNG VOOKOTEPOANC KOl POVPOTKNG LOUETALOVNG GE
oLVONKeS oTAPEOTONUEVNC KATAGTOOTG OEV EXNPENCE TN POP LOKOKIVITIKT KOUIOG EK TV dVO
SPOCTIKOV OVGLDV.

Ipop ik GTNTO /U YO OLLULLKO T TO,

H ocvompatikn ékBeom ot povpoikn popetaldvn avéndnke Kat’ avaioyio pe ™ 0don petd and
HOVEC Kot ToALOmAEG d0oelg Atectura Breezhaler 125 meg/62,5 meg kot 125 meg/260 mcg og vym
dropa. Mia Atydtepo avaroyikn adENoN o€ GLOTNUATIKT k0g0T 6€ GTOOEPOTOMNUEVT] KATAGTAGT
napotnpnOnke o acbevelg e dobua yuo to gvpog docemv 125 meg/62,5 meg mg 125 mcg/260 mcg.
O a&lohoynoelg avoroyiog S0cemv dev dlevepynOnkay yio TNV wdakatepOAN ETEWN HOVO pio SO0
YPNOILOTOONKE GE OAEG TIG TEPIEKTIKOTNTEC OOCTC.

Hodrotpikdg TANBLGUOC

To Atectura Breezhaler pmopei va ypnoiponombel oe eprifovg acBeveig (12 etdv kot dve) oty dw
docoloyia Le eKeiv TV EVIATKOV.

Ewwoi tAnbvcuoi

Mia avéAvor dedopéEvev QopLokoKvTIKNG TANBLGLOV 68 aobeveig pe aobpo PeTd amd glomvon
WOUKATEPOANG/POVPOTKTG LOUETALOVNG OEV KATESEIEE ONUOVTIKT ENIOPAOT TNG NAKIOG, TOV GOAOV,
TOV COWUATIKOD BAPOVE, TOV KOTVIGLLOTOC, TOL EKTILMUEVOL puOUOY orelpopatikng dmbnong (eGFR)
kot Tov FEV1 katd to onueio avapopdg ot cuotuatikn ékfeon oty vdakoatepoin Kot v
QOVPOTKN poueTalovn.

Acbeveic ue veppikn dvaleitovpyio

Ab6y® ™ TOAD YopNANg GUUPOANG TG OVPOTOUTIKTG 000V GTNV OAIKN AOPOAN TNG VOAKATEPOANG
KOl TNG OVPOIKNG HOUETALOVNG OO TOV OPYOVICH), Ol EMTTOCELS TG VEPPIKNG OLGAEITOVPYING O
oVoTNUATIKY k0g0T) TOVG dev Exovv diepevvn el (BAne mopdypapo 4.2).

Aaobeveic ue nrotikn dvolertovpyio

H enidpaon g wdakatepdANnG/povpoikng Lopetalovng oev £xetl aSloloyndel oe GTOpO LE NTOTIKY
dvoiertovpyia. QoT1000, Exovv deaydel peréteg e Ta cuoTaTIKA o€ povobepamneio (PAéne
mopdypapo 4.2).

Ivéoxarepoln

AocBeveic pe o Kot pétpila Nrotikn SvcAertovpyia dev mopovsiocay oyeTIKEG LETAPOAES TNG Cmax M
™™g AUC g wvdakatepOANG, OUTE SIEPEPE 1] GUVOEDT LLE TIPOTEIVEG AVALLEGO GE OCDEVEIG LLE L0l Kot
HETP1O NTTOTIKT] OVCAEITOVPYID Kot TG VY1Elg opddeg eAéyyov. Agv vrdpyovv dabéoia dedopéva Yo
acBeveig pe coPopn nratikn SveAgttovpyia.

Dovpoikn poueralovy

Mia perétn mov a&oAdynoe T yop1ynon Hovig elomvedpevng d6omg 400 meg povpoikng
popetalovng H€cm GUOKELNG EI0TVONG ENPNG okOVNG o€ dtopa e Nro (n=4), pétpo (n=4) kot
cofapn (n=4) nrotikn dvcieitovpyia gixe w¢ amotéAeopa povo 1 1 2 dropa o€ kébe opdda vo
TOPOVGLACOVY AVIYVEDGUIEG CLUYKEVIPMOELG POVPOTKNG HOopeTalovNg 6To TAGGUA (Kupaivovtay omd
50 émg 105 peg/ml). Ot TapaTPOVUEVEG GUYKEVIPAOGEIS GTO TAAGLA POIVETAL OTL CVEAVOVV LIE T
coPapdtnra TG NIATIKNG dvoiettovpyioag. 261000, o1 aplBuol TV aviVeDCIU®V ETTEI®V (TO
KATOTEPO OP10 AVAAVONG TNG TOGOTIKOTOINoNG ftav 50 peg/ml) tav Adyot.

AMot edikol winBvouoi

Agv mapatnpnOnkav peiloveg d10popég ot cvuvolkr cvotnuatiky ékbeon (AUC) ko v g d00
ovoiec petatd tov lamovov kot Kavkdoiov atopmv. AltiBeviot avemopkn @oppokoKviTIKA
dedopéva yia Aheg eBvikOTNTEG N PLALG.
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5.3 IIpoxivikd dgdopéva yro TNV 06 PALELL

2UVOVOGUOC VO OKOTEPOANC KO QOVPOTKAC MOUETAlOVNC

Ta evpuato ot didpkeia Tov 13 gfdopddmv HEAETMOV TOEIKOTNTOC KAUTH TNV EIGTVOT 0mrodd0MnKay
KT KOHPLO AOYO GTO GUOTATIKO POVPOTKTG LOUETALOVNG KOL TOV TUTIKEG QPOPUUKOAOYIKEG EMOPACELG
TV YAvkokopTikoemv. Ot avénuévol kapdiakoi puBuoi mov cueyetilovtay Pe TNV woaKATEPOAN
NTOV TPOPOVEIS GTOVS GKVAOVG LETA T YOPIYNOT| WOAKATEPOANG POVPOTKNG LOUETALOVIG T
wdakatepdAng oe povobepomeia.

Ivdakatepdin

211G EMOPAGELS GTO KAPIYYELNKO GVGTNLLO TOL UTOPOLV Vo artodoBov oTig B2-0ymVIGTIKEG
O10TNTES TNG WWOAKATEPOANG CLUUTEPTLOUPAVOTOY 1] TOYLKAPSin, Ol appLOUIEC KOl 01 LVOKAPITUKES
0ALOIDGEIS 6TOVG 6KVLAOVG. "Hrtiog epebiopog e pvikig Koo Tog Kot Tov Adpuyya Stomiotminke
G€ TPOKTIKA.

Meléteg YovoToEIKOTNTOG OEV amOoKAAVY Y HETAAAAEIOYOVO 1] KAOGTOYOVO dpAoT).

H xapkivoyéveon extipundnke o pio perétn 61dpKeag 000 ETOV e 0povpaiovs Kabmg Kot og pia
HeAETN O18pKELNG £E1 UNVOV HE d10yOVIBOKOVG TOVTIKOVG. AVENUEVEG EMTTMOGELS KaAoTBovg
AEOPVAOUOTOG TNG MOOBNKNG KOl EGTIOKNG VTEPTAAGIOG TOV AEIOV HLOG TS MOBNKNG GTOVE OpoLPAioVg
NTAV GE CLUPOVIO [LE TOPOLOLOL EVPTILATOL TTOV OVOPEPOVTOL Y1t AAAOVG P2-0dpEVEPYIKOVG Oy OVIGTEG.
Agv S1omoTOdnKay oTOoYEIN KOPKIVOYEVEGTG GTOVG TOVTIIKOVG,.

Oha owtd To. gupApaTo TopatnPNONKaY 68 KBEGELS ETOPKOVG TEPIGOELNG GE GYEOT LLE EKEIVEG TOV
OVOLLEVOVTOL GTOVG avOpOTOLC.

Metd TV LTodOPLoL YOPTYNOT OE LEAETT LUE KOVVEALD Ol AVETIOVUNTEG EVEPYEIEG TNG VOUKOTEPOANG
00OV aPOPA TNV EYKLUOGUVT Kot TNV EUPpLikn avartuén wropovoay va tapatnpnbodv povo e
d60¢1g 500 popég peyarhtepeg amod TIG 000ELg OV EMTELYONKAY PETA TNV NuEPNo El6tvor) 150 meg
otovg avlporovg (pe Baon v AUCo24n).

[opdro mov N WAKATEPOAT OEV ERNPEAGE TNV YEVIKT OVOTAPUYDYIKT OTOO0CT| G€ LEAETN
yoviudtrag apovpaimv, pia peioon otov apBud eyxvwv F1 amoydvaov mapatnpndnie oty pedém
TEPL-KOUL UETA-YEVVITIKNG OVATTUENC T®V opovpainy og Ekbeon 14 popég vynAdTepn amd v ékbeom
oTtovg avlpdrovg Tov AdpuBdvovy wdakatepoAr. H wvdaxatepoin dev tav euPpuoto&ikn 1
TEPOTOYOHVOG GTOVG OPOVPAIOVG 1) TOL KOUVEALD.

Dovpoikn pouetaldvn

‘O)eg 01 TOPATNPOVUEVEG EMOPACELG EIVOIL TUTIKES Y10, TNV KATNYOPi0 CKEVAGUATMOV
YAVKOKOPTIKOEWD DV Kol GYETILOVTOL LLE T LEYICTOMOINOT] TOV ENMTOCEMV TV YAVKOKOPTIKOEWMV.

H povpoikn popetalovn dev £6e1&e Yovoto&ikn SpactnplotnTa o€ Koepopévn oelpd eEETAcE®V in
VIlro Kou in vivo.

& PEAETEC KOPKIVOYEVECTG O TOVTIKIOL KO 0POVPAIOVG 1) EIGTVEOLEVT] POVPOTKT HOUETALOVN dEV
EUQAVICE GTUTIOTIKA GNILOVTIKN A0ENCT OTNV ENXITTOOT TOV OYK®V.

Onog kot GAL0 YAVKOKOPTIKOEDN 1] POVPOTKT HoUeTAlOVN Elval TEPATOYOVOS GTU TPOKTIKA Kol Ta
Kovvéla. Ot emdpdicelg Tov mapatnpiinKay NTav OpLEAAOKNAT GTOVS 0POVPAIOVS, VITEPMIOCKIGTIO
GTO TOVTIKLOL KO 0ryEVEGTQ YOANOGYOV KVGTNG, OUPUAOKNAN KO TAPAUOPPOCT] TV UTPOCTIVAOV
ooV oTo, KovvéL. Emiong, vanpyov HEI®GEIS 6TV adENCN COUOTIKOD BAPOVS TG UNTEPOC,
emdpaoelg oty eUPpuikn avamtuén (yopnAotepo eufpuikd copatikd fapog /Ko kabvetépnon e
00TEOTOINGTG) GTOVG APOVPALOVE, TOL KOVVEALD KO TO, TTOVTIKIO KO LELMWIEVT EXPIOOT AmoyOveV 6Ta
TOVTIKIOL. X& HEAETEC OVOTOPAYWYIKTG Aettovpyiag, 1 VTodOPpLe PoVPOTKN HopeTalovn ota 15 meg/kg
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TOPETEIVE TIV KOO KoL TOPATNPpONKE SuoKOAi 6TOV TOKETO Le peimon g emiPinong tov
AOYOVOV KOl TOV GOHOTIKOV BAPOLC.

A&10)0ynon wep1falAoviikot kivovvou
Melétec a&loroynong mepiPodiiovtikod Kivdhvov Egovv deilel 6TL | popetalovn umopel va evéyet
Kivouvo yia ta empavelokd voata (BA. Tapdypago 6.6).

6. ®APMAKEYTIKEX ITAHPO®OPIEX
6.1 Katdloyog ekddywv

Iepeyduevo 1oL KOWOKIO

Aaxtoln povotidpikn

[epifAnuo Tov Kowokiov

Zghotivn

MeAdvi EKTOTOONC

Atectura Breezhaler 125 wixpoypouudpio/62.5 wikpoypouudpio. kOVIC yio. SIoTVol], OKAPG KOWGKLO.
Koppea Adikag

Kvavé FCF (E133)

[Tpomvievoyivkoin (E1520)

Titaviov dwéeidio (E171)

Mélav cdnpov oeido (E172)

Atectura Breezhaler 125 pixpoypouudpro/127,5 wikpoypouudpio KOVIC yio. slomvoy], okApa Kawdkio,
Koupeo Adxkag

Turaviov dwo&eido (E171)

Mélav cdnpov o&eidio (E172)

[Iporvievoyivkoin (E1520)

Kitpwvo cidnpov o&eidio (E172)

Appoviag vopoteidio (ES27)

Atectura Breezhaler 125 uixpoypopudpio/260 wikpoypouudpio k0vic yio, silonvor], OkAPG KOWGKLO.
Koppea Aaxkiog

Mélav o1dmpov oeido (E172)

[Iporvievoyivkoin (E1520)

Appoviag vdpo&eido (E527)

6.2 Acvpfatotnreg

Agv epapudletor.

6.3 Awapkela {ong

3 ypovio.

6.4 Iowitepeg mpo@UAALES KATA TN QOAAEN TOV TPOTIOVTOG
Mn ¢vrdoocete o Oeppokpacio peyorvtepn tov 30°C.

DVAACCETE GTNV OPYIKT] CLGKELOGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPAGIL.
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6.5 @von KoL CVGTATIKE TOV TEPLEKTI

To oTéAEYOC KL TO TMOWLOL TG CLOKEVTG EICTVONG KATACKELALOVTAL OTd OKPLAOVITPIKO FOVTASIEVIKO
G6TVPEVIO, Ta TANKTPA £mONOTG KaTaoKeLAlovTal amtd peBuikd LeBoKpLAKO OKPLAOVITPIKO
Bovtadievikd otupévio. Ot Behdveg Kot To, EAATNPIN KATACKELALOVTOL 0O 0voLeidmTo yaivPa.

AldTpnn KOWEAN povadag doomng and PA/Alu/PVC//Alu. Kabe koyéin mepiéyet 10 orinpd kayaxio.

Atectura Breezhaler 125 pikpoypoppépio/62.5 Likpoypouuapio KOVIC Yo EIGTVOT, GKANP G KOWEKLoL

Movn ouokevacio mov mepiéyet 10 x 1 1 30 x 1 oxkdnpd kaydxio, pali pe 1 cuokevn elomvonc.
[Nolvovokevacieg mov wepiéyovv 90 (3 cvokevaciec Tmv 30 x 1) okAnpd Koydxio Kot 3 GVGKEVEG
E10TTVOTG.

INolvovokevacieg mov mepéyovv 150 (15 cvokevacieg tov 10 X 1) okAnpd Koydkio Kot 15 cuokevég
€10TVOTC.

Atectura Breezhaler 125 pikpoypoppdpto/127.5 mkpoyporpdpoio KOVIC Yo EI6TVOT, CKANPG KO EaKLo,

Movn ovokevacio mov mepiéyet 10 x 1130 x 1 oxinpd xaydaxia, poli pe 1 cuokeun €16TVONG.
[NoAvovokevacieg mov mepiEyovv 90 (3 cvokevaciec Twv 30 x 1) oxAnpd Koydxio Kot 3 GVoKEVEG
€1GTIVOTG.

[MoAvovokevacieg mov mepéyovv 150 (15 cvokevacieg tov 10 X 1) oxAnpd Koydkio Kot 15 cuokevég
€1GTVONC.

Atectura Breezhaler 125 pwikpoypoupépta/260 pkpoypoptdpio KOVIC Y10, EI6TTVON, GKANP A KOWEKLO,

Mov1 cvokevacio mov mepEyet 10 x 1 130 x 1 oxAnpd kaydxio, poli pe 1 cvokevn elonvonc.
IMoAvovokevaoieg Tov TepiEyovv 90 (3 cvokevacieg tv 30 X 1) okAnpd KOWAKLN KOl 3 GUCKEVES
E10TTVOT|G.

[MoAvovokevacieg mov mepéyovv 150 (15 cvokevacieg tov 10 x 1) oxAnpd Koydkio Kot 15 cuokevég
€LGTVONC.

Mmopel va unv KukAo@opov OAES 01 GUGKEVOGIES.

6.6 Idwitepeg TPOPUVAAEELS ATTOP PLYNG KOL AALOG YEIPLOROS

®o TPETEL VAL YPNOIUOTOLEITOL ) GUGKELT EIGTVONG TOL TTapéyetar e Kébe véa cuvtayn. H cvokeun
€10TVONG 0€ KAOE cuoKELAGIN TPETEL VO AITOPPINTETAL OPOTOL EXOVV YPNGILOTOMOEL OAa TO Konyduciol
MG GLOKEVAGING.

Avtd 10 PapPOKEVTIKO TPOTOV PTTOPEL VO EVEYEL KIvVOLVO Yia T TepIfdAlov (PA. mopdypapo 5.3).

KébBe aypnoyomointo eoprokevtikd tpoiov 1 DIOAEYLLLN TPETEL VO ATTOPPITTETOL COLPOVA LE TIG
KOTO TOTOVG IGYVOVGEG CYETIKES OLOTAEELS.
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Odnyiec ypNoNC KoL YEIPIGLOD

AwBdote Tig mAnpelg Oonyieg Xpnong mpv va ypnoonouoete to Atectura Breezhaler.

Ewayere

Tponfqote ko
a1 oTE

Brjua la:
A@uipéoTe TO TON

Brua 1p:
Avoitte 11 cvokevn
ELOTIVONG

Ewnvedvote fadd

Brpa 2a:

Tpumiote T0 KOWYAKLO
pia gopa

Kpatote ™ cvokeun
glonvong o opbua BEom
Tpumiote To KOydKLo
méCovtag otabepd to
300 TAELPIKA TANKTPOL
GLYYPOVAC.

®a TPENEL VO KOVOETE
éva 06pvPo kabag

dtaTpumdTol To Koyakio.

Tpuzrnote 10 KOWAKLO
uovo pia eopd.

Brjua 2p:
AQ1)0TE TA TAEVPIKA
TAMKTpO
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ELréyEte 6TL TO
KOWYaKiLo givar 4ogo

Brjua 3a:
Exnvedote evrel®g
Mn guoriéete 610
EMLOTOLO.

Bnua 3p:

Ewonvedote 10 9appoko
pada

Kpatnote ) cvokeum
EL0TVONG, OGS QOiveTOL
oTNV edval.
TomoBetmote T0
EMIGTOLLO GTO GTOLO GOLG
Kot KAgloTe COLTA TOL
¥elAn cog yvpw tov.
Mnyv mélete o mAevPLKE
TANKTPO.

EALéyETe 6TL TO KOWYAKLO
givan Goe0

Avoitte ) cvokevn
€10TVONG Y1 VoL OgiTe GV
€xyet amopeivetl ToxdV KOVIG
GTO KOWYAKLO.

Edv éyel amopeivel kdvig
GTO KOWYAKLO:
e Kieiote ™) cvokevn

ELOTVONG.
e  Emavoldfete ta
PAuata 3o g 39.
Kévig mov Adeglo
omopével




Brpa ly:

AQuipéoTe TO KOWYAKLO
Aoparpéote pio omd g
KOWELEG amd TNV KAPTA
KOYEAGDV.

AmoxoAlnote v
TPOCTATEVTIKY ETEVOLON
KOl QQOPECTE TO
KoaKLo.

Mn onpdyvete o
KoAKLo PEGM TOL EUAAOL
aAovuviov.

Mnyv katamivete to

KOyaKLo.
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Ewonvedote ypiyopa Kot
660 Pabud pmopeite.
Kabag eronvéete Oa
axovte €va B6pupo
otpofilopod. Mmopei
va owcOavOeite ™ yevon
TOL EaPUAKOL KOODG
ELOTIVEETE.

Brpa 3y:

Kpatiote Tqv avamrvon
Kpatiote v avoamvon
o0G Y10 5 dgvTepOAETTAL.

Bnua 36:

EemAlOveTe TO oTONO
EemAOVETE TO OTOLN GOG
HE vePO PETH 0md KAOE
d6on Kot TOCTE TO.

Agarpéote 10 GoEL0
KoyaKo
TomoBemote 10 AdEL0
KOWAKLO OTO OLKLOKGL
amoppippaTa.
Kleiote ) ovokevn
ELOTVONG KoL
enavaTOTODETOTE TO
MO




Bnua 13:
Ewcdyete To kayakio
Mnv tomofeteite moté Eva

Koyaklo ansvdeiog oto
EMOTOWO.

Bnua le:
Kl\eiote T cvokevn
ELOGTIVONG
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Inpavtikég IIinpoeopisg
e To xoydio Atectura
Breezhaler mpénet
TAVTOTE VO, LAAGGOVTOL
GTNV KLYEAN KOl VoL
aQoPOVVTOL LOVO
apECMC TPV Ao ™
xpfion.
Mnv onpayvete T0
KOWYAKLO LEGEH TOV
@OALOV chovpviov yio
VO TO 0QALPEGETE AT
™V KOYEAT).
Mnyv katamivete To
KodKlo.
Mnv ypnoiponoteite
Koydkia Atectura
Breezhaler pe
0OTOLLONTTOTE GAAN
GUGKELT ELCTVOT|G.
Mn ypnoiomoteite
GLGKELT EIGTVONG
Atectura Breezhaler yia
VoL TAPETE OTOLOINTOTE
GALo dppoKo o€
KoaKlo.
Mnv tomobeteite moté
éva Koyakio omevbeiog
670 GTOLO GOG 1) OTO
EMOTOLIO TNG GLOKELNG
ELGTVON|G.
Mnyv mélete to TAELPIKA
TANKTPA Y10
mEPLEGOTEPES AT pia
POpEC.
Mnyv guornéete oto
EMOTONO.
Mnyv mélete to TAELPIKA
TAKTPO KoOMG
€L0TVEETE OO TO
EMOTOO.
Mnv yepileote ta
KOWAKLOL LLE VYPA YEPLOL.
[Moté pnv miévete ™
GUGKELT EGTVON|G LE
vePO.




H ovokevacio cog Atectura Breezhaler Inhaler

TEPLEXEL:
. Mia cvokevn| elonvong Atectura Breezhaler
. Mia 1} TeplocoTEPES KUYEAES, OOV 1 Kabegpio

meptéxel 10 kaydkuo Atectura Breezhaler
TPOG (PTOT| OTN GLGKEVT] ELGTVONG

Odapog
Koyakiov

Xookevi
E16TIVOTG

Baon ovokeviig s1emvoiig

Emotomo

OiAtpo

Kapto xoyerodv

Toviifeig Epotiosig

IN'oti n ovokevn
EL6TIVONG 08V £KavE
Kdamoro 06pvpo kata v
E16TIVOT;

To koydKio evagyetatl va
£XEL KOAANOEL GTOV
Bdlapo Tov Kayakiov.
Eév ovpfet avtd
YOALOPDOOTE TPOGEKTIKE TO
KOWAKLO TUTMVTOG OTTaAd
m Pdon me cvokevng
glonvons. Etonmvevote Eava
TO (PAPLLOKO
emavaiapfavovag to
prpota 3o g 39.

Tivva kKGvo gav &g
ATONEIVEL KOVIG 6TO
KOWYaK1o;

Agv éyete MaPet apketd
omd T0 PAPLOKO GOG.
K\eiote ) cvuokeun
€10MVONG Kol EMOVAAGPETE
To frpato 3o £og 39.

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

Avtd propei vo copei.
Epdoov 1o kaydkio glvat
adeto éyete MaPet apketd

QAPHOAKO.

Aw60avOnkoe pukpa
TEPAO TAVEO OTY
YAOGGA pov — £YEL
onpacio avTo;

Avt6 pmopet va copPet.
Agv givon emPrapés. O
mBavomreg Opvpatiopov
ToL Koyakiov Ba gival
oLENUEVES €AV TO KAWEAKIO
tpunn el TEPLGGOTEPES
oand pio popéc.

KaOapropog g
GUOKELNG EGTVONS
2KovnioTe T0 EMGTOUO
péoa Ko EEm pe éva
kaBapo, oTEYVO TAVL YWPig
¥vovodla, OGTE VO
AQUPECETE TUYOV
KaTéAouma KOVEWG.
Awotnpetite T GuoKeLN
glomvong oteywvn. I[loté umv
TAEVETE T1 GLGKELN
€10TVONG e vepO.

Amoppryn TG CLOKELVTG
ELGTIVONG HETA TN Yp1ion
H ovokevn| etomvong oe
Kk@0e cvokevacio Tpénet
Vo 0oppInTETOL APHTOL
€yovv ypnotpomon et OAa
T KOWYAKLO TNG
cvokevaoiag. Pomorte tov
(POPLOAKOTOLO GOG TMS VOl
amoppiyete Ta. PApLLOKa
KOl TIG OUOKEVEG ELGTVONG
7oL O¢ ypelalovral T

7.

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4
Iphavdio
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8. APIOMOZX(OI) AAEIAY KYKAODPOPIAX

Atectura Breezhaler 125 pwikpoypoupépta/62.5 LiKpoypoLLapio. KOVIC Yo EI6TVOT), GKANP A KOWEKL0L

EU/1/20/1439/001-004

Atectura Breezhaler 125 pwikpoypoupdpto/127.5 ukpoypoupdoio KOVIC Yo, E16TVOT, CKANPA KO EKLo,

EU/1/20/1439/005-008

Atectura Breezhaler 125 pikpoypoppépta/260 pikpoypoptdpio KOVIC Y10 EIGTTVON, GKANP G KOWEKLoL

EU/1/20/1439/009-012

9. HMEPOMHNIA TPQTHX EI'KPIXHX/ANANEQXHX THX AAEIAX
Huepounvia mpog £ykprong: 30 Maiov 2020

Hpepopnvia televtaiog avavémong: 14 @efpovapiov 2025

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPOPOPIES Y10 TO TAPOV PUPLUKEVTIKO TPOidV givort d100éc11EG GTOV SIKTVOKO TOTTO
tov Evponaikod Opyaviopov @appdkov: https:// www.ema.europa.eu.
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IHAPAPTHMA 11

HHAPAXKEYAXTEX YIHEYOYNOI I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

OPOI'H NEPIOPIXMOI ZXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHZEIX THX AAETAX
KYKAO®OPIAX

OPOI'H HEPIOPIXMOI ZXETIKA ME THN AX®AAH KAI

AIIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTEX YIIEYOYNOI I'IA THN AITIOAEXMEYXH TQN ITAPTIAQN

‘Ovoua kot 81e0fuven TOV TOPOCKELOGTMV TOV £lvorl VITELOVVOL Y10 TNV AT0OECUEVCT] TV TOPTIO WV

Novartis Farmacéutica, S.A.
Gran Via de les Corts Catalanes, 764

08013 Barcelona
Iomovia

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

270 £VTLTTO PVUALO 00N YLDV ¥PNOTG TOV PUPUAKEVTIKOD TPOIOVTOG TPEMEL VOL VLY PAPETAL TO OVOLOL
Ko 1 91evBLVOT) TOV TEPACKEVAGTH TOV gfvorl VITEVHVVOG Y10 TNV ATTOOEGUELON TG CYETIKNG TAPTIOAG.

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

DopUIKEVTIKO TPOTIOV Y10l TO OTTOI0 OTANTEITOL WITPIKT CLVTAYN.

I AAAOI OPOI KAI ATTAITHXEIX THX AAETIAY KYKAO®OPIAX

. Ex0¢oe1g Teprooikiig mapaxorovOnong g acedreras (PSURs)

Ot anmoutnoelg yio v vaofoin tov PSURS yia 10 gv Adym @apuakevtikd mpoidv opilovton
GTOV KATAAOYO LE TIG Nuepopunvieg avapopas ™me Evoong (katdioyog EURD) mov mapatifeton
oV Topaypopo 7, ov apbpov 107y, g odnyiag 2001/83/EK kar kdbe emaxdrlovdng
EMKOPOTOINONG OTMG ONUOCIEVETAL GTNV EVPAOTOIKT SIKTVOKT] TOAT Y10 TO, QAPUOKOL.

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

. Yyéoro orayeiprong Kivovvov (XAK)

O Kdrroyoc Adeiag Kukhopopiag (KAK) Ba diegaydyet Tig amattovpleveg OpacTnploOTNTES Kol
TOPEUPAGEIG PAPLLUKOETOY PUTTVIONG OTMG TAPOVS1ALovTal 6T0 GVUPVNBEY ZAK Tov
nmopovctaletat oty evotnta 1.8.2 g doglog KukAogopiag Kot 0TolEGONTOTE ETAKOAOVOEG
gyKekpéves avabewpnoeig tov TAK.

‘Eva emikaporomuévo LAK Ba mpénet va katotedet:

. Metd om6 aitnuoe ov Evponaikod Opyaviopot Oapudkoy,

. OnoTedNMOTE TPOTOTOLEITOL TO GVUGTNLLO Y EIPIOTG KIVOUVOD, EI0TKE MG ATOTEAEGLOL ATYNG
VEDV TANPOPOPIDV TOV PTOPOVY VO ETLPEPOVV GTLLOVTIKT] GAAAYT) GTN GYECT OPEAOVG-KIVOVUVOL
M ©G ATOTELEG LA TNG EMITEVENG EVOG GTLOVTIKOD OPOCTILOL (QOPHOKOETAYPVTVION 1
glay1oTomoinom Kivdvvov).
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IHAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX

28



A. EIIXHMANXZH
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pikpoypappdpto/62,5 pukpoypopitapio KOVIG Yo EI6TVoT), GKANPA Koy OKio!
woaKATEPOAT/POVPOTKT HOUETULOV

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

Kd&be mapeyduevn 06om mepiéyet 125 pwikpoypoppdpia wdakatepoing (og o&ikn) Kot
62,5 pikpoypappdapio ovpoikng Lopetalovng.

3. KATAAOI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln povoiidopikr|. BAEme pOAAO 001 y1dV ¥p1oNg Y10 TEPUITEP® TATPOPOPIES.

4. OPAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Koévic yia gromvor|, okAnpd koydxio

10 x 1 koydkia + 1 cuokevn| el6mvor|g
30 x 1 konydiio + 1 cuckevn €16TVONG

‘ S. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

AwPdote T0 VAL 0INYIDOV ¥PNONG TPV 0T TN YPNOT.

[Ipog ypnom pévo e T GLCKELY| EIGTVONG TOV TOPEYETOL GTI CLCKEVAGIOL.
Mnv katomrivete To KoyaKio.

Xpnon 14 elomvong

6. EIAIKH HPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN IIPOZEITIZOYN TA ITAIAIA

No puAdocetar og BEon, TV omoia dev PAEmOVV Kot dev Tpoceyyilovy Ta Toudid.

| 7. AAAH(EZ) EIAIKH(EX) TPOEIAOMIOTHEH(EILY), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

EXP
H ovokevn elomvong kabe cuokevaciog TPETEL Vo, amoppinTETOL APOTOL £Y0VV YpMcoTonOel OAa T
KOWAKLO TG GLOKEVOGIOG.
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9. EJAIKEX XYYNOHKEY OYAAZEHX

Mn evAdcoete o€ Beppokpacio peyarvtepn tov 30°C.
DvLdooeTe GTNV OPYIKT] CLOKELOGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPAGIaL.

10. TAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdio

12. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/20/1439/001 10 x 1 kowdkio + 1 cuokKevT| E1GTVONG
EU/1/20/1439/002 30 x 1 kaydkia + 1 cuokevr| E1GTVONG

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIEEX XPHEHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/62.5 micrograms

17.  MONAAIKOZ ANATNQPIZTIKOX KQAIKOX — AISAIAXTATOX TPAMMOQTOX
KQAIKAX (2D)

A166166T0TOG YPOUULOTOG KddKaS (2D) mov pépel Tov TEPIMNPOEVTU LOVOSTKO aVayVOPITTIKO KWOTKO.

18. MONAAIKOZX ANAI'NQPIETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOZXZ IIEPIEKTHX IIOAYXYXKEYAXIAX
(YMIIEPIAAMBANETAI TO BLUE BOX)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pucpoypoppdpto/62,5 Hikpoypoppdapta, KOvig yio. E16TVoT, GKANPE KayaKio
woaKaTEPOAT/POVPOTKT popeTalovn

2.  XTYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kdé&Be mapeyopevn do6om mepiéyel 125 pucpoypoppdpio vdakatepoing (og o&ikn) Kot
62,5 LIKpOYPOUILAPLO POVPOTKNG LOUETALOVIG.

3. KATAAOI'OX EKAOXQN

Eniong, mepiéyet Aoktdln povoidpikn. BAEme OAAO 0dny1dV ¥pNong Yo TEPAITEP® TANPOPOPIEG.

4. OGAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovig yia elomvor|, okAnpo KowaKio

IToAvovokevacia: 90 (3 cvokevacieg Twv 30 X 1) Kaydxio + 3 GVOKEVEG EIGTVONC.
IMoAvevokevacia: 150 (15 cvokevacieg v 10 X 1) kaydkio + 15 cuokevég E10TVOTG.

‘ 5. TPOITIOX KAI OAOX(0OI) XOPHI'HXHX

AwPdote T0 VAL 0INYIOV ¥PNONG TPV O TN YPNOT.

[Ipog ypnom pdvo e T GLCKELY| EIGTVONG TOV TOPEYETOL GTI CLGKEVAGIOL.
Mnv kartamivete To KooK,

Xp1on 614 elomvong

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

No puAdocetar og B€o, TV omoia dev PAETOVV Kot dev Tpoceyyilovy Ta Toudid.

| 7. AAAH(EZ) EIAIKH(EX) IPOEIAOMIOTHEH(EILE), EAN EINAI ATAPAITHTH(EE)

‘ 8. HMEPOMHNIA AHEHX

EXP
H ovokevn elomvong kabe cuokevaciog TPETEL Vo, amoppinTeETOL ApdTOL £Y0VV YpMcoTon el OAa Ta
KOWAKLO TG CLOKEVAGIOG.
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9. EJAIKEX XYYNOHKEY OYAAZEHX

Mn evAdcoete o€ Beppokpacio peyarvtepn tov 30°C.
DvLdooeTe GTNV OPYIKT] CLOKELOGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPAGIaL.

10. TAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdio

12. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/20/1439/003 90 (3 ovokevaoiec tov 30 x 1) kaydkio + 3 GUOKEVEG EIGTVOTNG
EU/1/20/1439/004 150 (15 ovokevacieg tov 10 X 1) koydkio + 15 cuoKeEVES E1GTVONG

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEZHE

‘ 16. ITAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/62.5 micrograms

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

A166106T0TOG YPOUULOTOG KddKaS (2D) mov pépel Tov TEPIANPOEVTU LOVOSIKO aVayVOPITTIKO KWOTKO.

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

PC
SN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENAIAMEXOX XAPTINOX IIEPIEKTHX ITIOAYXYXKEYAXIAY (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pucpoypoppdpto/62,5 HiKpoypoppdapta KOvig yio. E16TTVoT, GKANPE KayaKio
wdaKaTePOAT/Povpoikn popetaldvn

2.  XTYNOEXH XE APAXTIKH(EX) OYZIA(EX)

Kabe mapeyopevn d6on mepiéyet 125 pikpoypappdpio vdokatepoing (wg o&ikn) ko
62,5 piKpoypappaplo ovpoikng Lopuetalovng.

3. KATAAOI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln povoidpikr|. BAEme pOAAO 00 y1®dV ¥p1oNg Y10 TEPUTEP® TATPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Koévic yia gromvor|, okAnpd koydxio

10 x 1 xoydxwo + 1 cvokevn elonvong. Mépog molvovokevaciog. Na punv toieiton EeympioTd.
30x 1 kaydkwo + 1 cvokevr| elonvone. Mépog moivovokevaciog. Na unv moieitor EexopioTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPdote T0 PUALO 0INYIDV YPNOTG TPV OO TN XPTON).

[Ipoc yp1jom HOVO LLE T GUGKEDLY| EIGTTVONC TOL TAPEYETAL GTI] GLGKELOGTOL.
Mnyv kartamivete To KOyaKioL.

Xpnon o014 eleTvong

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

Noa puAdcoetal og B¢or, TNV ontoia dev PAETOLY Kot dev TpooeYyilovy T Tad1d.

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

‘ 8. HMEPOMHNIA AHEHX

EXP
H ovokevn eionvong kabe cuokevaciog TPENEL va, amoppinTeTol apdTov £Y0VV YpMoomotn el OAa ta
KOWAKLO TG CUOKEVAGING.
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9. EIAIKEX XYNOHKEYX OYAAZEHX

Mn puAdooete og Oeppokpacio peyoarvtepn tov 30°C.
DVAAGGETE GTNV OPYIKT] GLOKELOGIN Y10 VUL TPOGTATEVETOL OTO TO MG KoL TNV VYPOAGIa.

10. TIAIAITEPEX ITIPO®YAAZEIX I'IA THN AIIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY ITPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdio

12. APIOMOX(OI) AAEIAY KYKAO®POPIAX

EU/1/20/1439/003 90 (3 ovokevacieg Tv 30 X 1) Koydkio + 3 CLGKEVEG EIGTVOTG
EU/1/20/1439/004 150 (15 ovokevaocieg tov 10 x 1) konydkio + 15 cuoKevég e16mvong

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'A TH AIAGEXH

‘ 15. OAHI'TEX XPHXHX

‘ 16. TTAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/62.5 micrograms

17. MONAAIKOX ANATNOQPIETIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KAITAKI TOY
. EZQTEPIKOY XAPTINOY IIEPIEKTH I'TA £YXKEYAZXIA MONAAQN
. ENAIAMEXZOY XAPTINOY IIEPIEKTH IIOAYXYXKEYAXIAX

1. AAAA XTOIXEIA

1 Ewdryete

2 Tpunnote Kot apnote

3 Ewonvevote Babid

‘Edeyyog  EAéy&te 611 10 KOWydK10 givan ddg0

AwPdote T0 PUALO 0INYIOV ¥PNOTG TPV OO TN YPNOM.
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YXYXKEYAXIEX KYYEAHX (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 mcg/62,5 mcg x6vig yia elomvon
woaKaTEPOAT/POVPOTKT HOpETALOV

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AH=EHX

EXP

4. APIOMOX ITAPTIAAX

Lot

S. AAAA XTOIXEIA

Xpnon dud glomvong povo
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pikpoypappdpio/127,5 pkpoypoppdpio KOvViG yio El6TvoT), OKANPE KOWAaKLo
woaKATEPOAT/POVPOTKT HOUETULOV

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

Kd&be mapeyduevn 06om mepiéyet 125 pwikpoypoppdpia wdakatepoing (og o&ikn) Kot
127,5 picpoypappépio @ovpoikng popetalovng.

3. KATAAOI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln povoiidopikr|. BAEme pOAAO 001 y1dV ¥p1oNg Y10 TEPUITEP® TATPOPOPIES.

4. OPAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Koévic yia eromvor|, okAnpd koydkio

10 x 1 koydkia + 1 cuokevn| el6mvor|g
30 x 1 konydiio + 1 cuckevn €16TVONG

‘ S. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

AwPdote T0 VAL 0INYIDOV ¥PNONG TPV 0T TN YPNOT.

[Ipog ypnom pévo e T GLCKELY| EIGTVONG TOV TOPEYETOL GTI CLCKEVAGIOL.
Mnv katomrivete To KoyaKia.

Xpnon 14 elomvong

6. EIAIKH HPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN IIPOZEITIZOYN TA ITAIAIA

No puAdocetar og BEon, TV omoia dev PAEmOVV Kot dev Tpoceyyilovy Ta Toudid.

| 7. AAAH(EZ) EIAIKH(EX) TPOEIAOMIOTHEH(EILY), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

EXP
H ovokevn elomvong kabe cuokevaciog TPETEL Vo, amoppinTETOL APOTOL £Y0VV YpMcoTonOel OAa T
KOWAKLO TG GLOKEVOGIOG.

38



9. EJAIKEX XYYNOHKEY OYAAZEHX

Mn evAdcoete o€ Beppokpacio peyarvtepn tov 30°C.
DvLdooeTe GTNV OPYIKT] CLOKELOGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPAGIaL.

10. TAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdio

12. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/20/1439/005 10 x 1 kowdkio + 1 cuokKevT| E1GTVONG
EU/1/20/1439/006 30 x 1 kaydkia + 1 cuokevr| E1GTVONG

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIEEX XPHEHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/127.5 micrograms

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

A166166T0TOG YPOUULOTOG KddKaS (2D) mov pépel Tov TEPIMNPOEVTU LOVOSTKO aVayVOPITTIKO KWOTKO.

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

PC
SN

39



ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOZXZ IIEPIEKTHX IIOAYXYXKEYAXIAX
(YMIIEPIAAMBANETAI TO BLUE BOX)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pwcpoypoppdpto/127,5 pikpoypoppdpio KOVIG yio IGTVOT), GKANPA KoydKio
woaKaTEPOAT/POVPOTKT HOpETALOV

2.  XTYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kdé&Be mapeyopevn do6om mepiéyel 125 pucpoypoppdpio vdakatepoing (og o&ikn) Kot
127,5 pwcpoypappdpio povpoikng Lopetalovng.

3. KATAAOI'OX EKAOXQN

Eniong, mepiéyet Aoktdln povoidpikn. BAEme OAAO 0dny1dV ¥pNong Yo TEPAITEP® TANPOPOPIEG.

4. OGAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovig yia elomvor|, okAnpo KowaKio

IToAvovokevacia: 90 (3 cvokevacieg Twv 30 X 1) Kaydxio + 3 GVOKEVEG EIGTVONC.
IMoAvevokevacia: 150 (15 cvokevacieg v 10 X 1) kaydkio + 15 cuokevég E10TVOTG.

‘ 5. TPOITIOX KAI OAOX(0OI) XOPHI'HXHX

AwPdote T0 VAL 0INYIOV ¥PNONG TPV O TN YPNOT.

[Ipog ypnom pdvo e T GLCKELY| EIGTVONG TOV TOPEYETOL GTI CLGKEVAGIOL.
Mnv kartamivete To KooK,

Xp1on 614 elomvong

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

No puAdocetar og B€o, TV omoia dev PAETOVV Kot dev Tpoceyyilovy Ta Toudid.

| 7. AAAH(EZ) EIAIKH(EX) IPOEIAOMIOTHEH(EILE), EAN EINAI ATAPAITHTH(EE)

‘ 8. HMEPOMHNIA AHEHX

EXP
H ovokevn elomvong kabe cuokevaciog TPETEL Vo, amoppinTeETOL ApdTOL £Y0VV YpMcoTon el OAa Ta
KOWAKLO TG CLOKEVAGIOG.
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9. EJAIKEX XYYNOHKEY OYAAZEHX

Mn evAdcoete o€ Beppokpacio peyarvtepn tov 30°C.
DvLdooeTe GTNV OPYIKT] CLOKELOGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPAGIaL.

10. TAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdio

12. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/20/1439/007 90 (3 ovokevaoiec tov 30 x 1) kaydkio + 3 GUOKEVEG EIGTVOTNG
EU/1/20/1439/008 150 (15 ovokevacieg tov 10 X 1) koydkio + 15 cuoKeEVES E1GTVONG

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEZHE

‘ 16. ITAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/127.5 micrograms

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

A166106T0TOG YPOUULOTOG KddKaS (2D) mov pépel Tov TEPIANPOEVTU LOVOSIKO aVayVOPITTIKO KWOTKO.

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

PC
SN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENATAMEXOX XAPTINOX IIEPIEKTHX ITOAYXYXKEYAXIAY (XQPIX BLUE BOX)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pikpoypappdpio/127,5 pkpoypoppdpio KOvViG yio El6TvoT), OKANPE KOWAaKLo
woaKATEPOAT/POVPOTKT HOUETULOV

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

Kd&be mapeyduevn 06om mepiéyet 125 pwikpoypoppdpia wdakatepoing (og o&ikn) Kot
127,5 picpoypappépio @ovpoikng popetalovng.

3. KATAAOI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln povoiidopikr|. BAEme pOAAO 001 y1dV ¥p1oNg Y10 TEPUITEP® TATPOPOPIES.

4. OPAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Koévic yia eromvor|, okAnpd koydkio

10 x 1 xoydkio + 1 cvokeun gilomvonc. Mépog moAvovokevaciog. No punv toAsitol Eeympiotd.
30 x 1 koydxio + 1 cvuokevn gilomvong. Mépoc moAvovokevacioc. Na unv toAeiton EexmpiloTd.

‘ S. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

AwPdote T0 VAL 0INYIDOV ¥PNONG TPV 0T TN YPNOT.

[Ipog ypnom pévo e T GLCKELY| EIGTVONG TOV TOPEYETOL GTI CLCKEVAGIOL.
Mnv katomrivete To KoyaKia.

Xpnon 14 elomvong

6. EIAIKH HPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN IIPOZEITIZOYN TA ITAIAIA

No puAdocetar og BEon, TV omoia dev PAEmOVV Kot dev Tpoceyyilovy Ta Toudid.

| 7. AAAH(EZ) EIAIKH(EX) TPOEIAOMIOTHEH(EILY), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

EXP
H ovokevn elomvong kabe cuokevaciog TPETEL Vo, amoppinTETOL APOTOL £Y0VV YpMcoTonOel OAa T
KOWAKLO TG GLOKEVOGIOG.

42



9. EJAIKEX XYYNOHKEY OYAAZEHX

Mn evAdcoete o€ Beppokpacio peyarvtepn tov 30°C.
DvLdooeTe GTNV OPYIKT] CLOKELOGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPAGIaL.

10. TAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdio

12. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/20/1439/007 90 (3 ovokevaoiec tov 30 x 1) kaydkio + 3 GUOKEVEG EIGTVOTNG
EU/1/20/1439/008 150 (15 ovokevacieg tov 10 X 1) koydkio + 15 cuoKeEVES E1GTVONG

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEZHE

‘ 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/127.5 micrograms

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

18. MONAAIKOZX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KAITAKI TOY
. EZQTEPIKOY XAPTINOY IIEPIEKTH I'TA £YXKEYAZXIA MONAAQN
. ENAIAMEXZOY XAPTINOY IIEPIEKTH IIOAYXYXKEYAXIAX

1. AAAA ETOIXEIA

1 Ewayete

2 Tpoumote Kot apnote

3 Ewonvevote Babid

‘Edeyyog  EAéyEre 011 10 KOWaK10 givan GdOE0

Awfdote T0 QOAAO 0ONYIOV YPNOTG TPV amd TN XPNON.

44




EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YXYXKEYAXIEX KYYEAHX (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 mcg/127,5 mcg k6vi¢ yuo e10mvon
woaKaTEPOAT/POVPOTKT HOpETALOV

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AH=EHX

EXP

4. APIOMOX ITAPTIAAX

Lot

S. AAAA XTOIXEIA

Xpnon 014 elomvor|g Hovo
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pikpoypoppdpio/260 pikpoypoppdpio KOG Yio EITTVOT|, GKANPO KOyAaKLo
woaKATEPOAT/POVPOTKT HOUETULOV

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

Kd&be mapeyduevn 06om mepiéyet 125 pwikpoypoppdpia wdakatepoing (og o&ikn) Kot
260 pikpoypoppdpro @ovpoikng popetaldvng.

3. KATAAOI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln povoiidopikr|. BAEme pOAAO 001 y1dV ¥p1oNg Y10 TEPUITEP® TATPOPOPIES.

4. OPAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Koévig yia eromvor|, okAnpo koydkio

10 x 1 koydkia + 1 cuokevn| el6mvor|g
30 x 1 konydiio + 1 cuckevn €16TVONG

‘ S. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

AwPdote T0 VAL 0INYIDOV ¥PNONG TPV 0T TN YPNOT.

[Ipog ypnom pévo e T GLCKELY| EIGTVONG TOV TOPEYETOL GTI CLCKEVAGIOL.
Mnv katomrivete To KoyaKia.

Xpnon 14 elomvong

6. EIAIKH HPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN IIPOZEITIZOYN TA ITAIAIA

No puAdocetar og BEon, TV omoia dev PAEmOVV Kot dev Tpoceyyilovy Ta Toudid.

| 7. AAAH(EZ) EIAIKH(EX) TPOEIAOMIOTHEH(EILY), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

EXP
H ovokevn elomvong kabe cuokevaciog TPETEL Vo, amoppinTETOL APOTOL £Y0VV YpMcoTonOel OAa T
KOWAKLO TG GLOKEVOGIOG.
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9. EJAIKEX XYYNOHKEY OYAAZEHX

Mn evAdcoete o€ Beppokpacio peyarvtepn tov 30°C.
DvLdooeTe GTNV OPYIKT] CLOKELOGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPAGIaL.

10. TAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdio

12. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/20/1439/009 10 x 1 kowdkio + 1 cuokKevT| E1GTVONG
EU/1/20/1439/010 30 x 1 kaydkia + 1 cuokevr| E1GTVONG

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIEEX XPHEHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/260 micrograms

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

A166166T0TOG YPOUULOTOG KddKaS (2D) mov pépel Tov TEPIMNPOEVTU LOVOSTKO aVayVOPITTIKO KWOTKO.

18. MONAAIKOZX ANAI'NQPIETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOZXZ IIEPIEKTHX IIOAYXYXKEYAXIAX
(YMIIEPIAAMBANETAI TO BLUE BOX)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pucpoypappdpto/260 pkpoypoppdpio KOVIG Yio EIGTVOT, CKANPA KoK,
woaKaTEPOAT/POVPOTKT HOpETALOV

2.  XTYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kdé&Be mapeyopevn do6om mepiéyel 125 pucpoypoppdpio vdakatepoing (og o&ikn) Kot
260 pikpoypoppdpio @ovpoikng popetaldvng.

3. KATAAOI'OX EKAOXQN

Eniong, mepiéyet Aoktdln povoidpikn. BAEme OAAO 0dny1dV ¥pNong Yo TEPAITEP® TANPOPOPIEG.

4. OGAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovig yia elomvor|, okAnpo KowaKio

IToAvovokevacia: 90 (3 cvokevacieg Twv 30 X 1) Kaydxio + 3 GVOKEVEG EIGTVONC.
IMoAvevokevacia: 150 (15 cvokevacieg v 10 X 1) kaydkio + 15 cuokevég E10TVOTG.

‘ 5. TPOITIOX KAI OAOX(0OI) XOPHI'HXHX

AwPdote T0 VAL 0INYIOV ¥PNONG TPV O TN YPNOT.

[Ipog ypnom pdvo e T GLCKELY| EIGTVONG TOV TOPEYETOL GTI CLGKEVAGIOL.
Mnv kartamivete To KooK,

Xp1on 614 elomvong

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

No puAdocetar og B€o, TV omoia dev PAETOVV Kot dev Tpoceyyilovy Ta Toudid.

| 7. AAAH(EZ) EIAIKH(EX) IPOEIAOMIOTHEH(EILE), EAN EINAI ATAPAITHTH(EE)

‘ 8. HMEPOMHNIA AHEHX

EXP
H ovokevn elomvong kabe cuokevaciog TPETEL Vo, amoppinTeETOL ApdTOL £Y0VV YpMcoTon el OAa Ta
KOWAKLO TG CLOKEVAGIOG.
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9. EJAIKEX XYYNOHKEY OYAAZEHX

Mn evAdcoete o€ Beppokpacio peyarvtepn tov 30°C.
DvLdooeTe GTNV OPYIKT] CLOKELOGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPAGIaL.

10. TAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdio

12. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/20/1439/011 90 (3 ovokevaoiec tov 30 x 1) kaydkio + 3 GUOKEVEG EIGTVOTNG
EU/1/20/1439/012 150 (15 ovokevacieg tov 10 X 1) koydkio + 15 cuoKeEVES E1GTVONG

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEZHE

‘ 16. ITAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/260 micrograms

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

A166106T0TOG YPOUULOTOG KddKaS (2D) mov pépel Tov TEPIANPOEVTU LOVOSIKO aVayVOPITTIKO KWOTKO.

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

PC
SN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENATAMEXOX XAPTINOX IIEPIEKTHX ITOAYXYXKEYAXIAY (XQPIX BLUE BOX)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pikpoypoppdpio/260 pikpoypoppdpio KOG Yio EITTVOT|, GKANPO KOyAaKLo
WOUKATEPOAT/POVPOTKT| POUETOLOV

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

Kd&be mapeyduevn 06om mepiéyet 125 pwikpoypoppdpia wdakatepoing (og o&ikn) Kot
260 pikpoypoppdpro @ovpoikng popetaldvng.

3. KATAAOI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln povoiidopikr|. BAEme pOAAO 001 y1dV ¥p1oNg Y10 TEPUITEP® TATPOPOPIES.

4. OPAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Koévic yia eromvor|, okAnpd koydkio

10 x 1 xoydkio + 1 cvokeun gilomvonc. Mépog moAvovokevaciog. No punv toAsitol Eeympiotd.
30 x 1 koydxio + 1 cvuokevn gilomvong. Mépoc moAvovokevacioc. Na unv toAeiton EexmpiloTd.

‘ S. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

AwPdote T0 VAL 0INYIDOV ¥PNONG TPV 0T TN YPNOT.

[Ipog ypnom pévo e T GLCKELY| EIGTVONG TOV TOPEYETOL GTI CLCKEVAGIOL.
Mnv katomrivete To KoyaKia.

Xpnon 14 elomvong

6. EIAIKH HPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IMPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN IIPOZEITIZOYN TA ITAIAIA

No puAdocetar og BEon, TV omoia dev PAEmOVV Kot dev Tpoceyyilovy Ta Toudid.

| 7. AAAH(EZ) EIAIKH(EX) TPOEIAOMIOTHEH(EILY), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

EXP
H ovokevn elonvong kdbe cucokevaciog TpEnel va, amoppinTteTol apdtov £xovy ypnoomotndel Oia ta
KOWAKLO TG GLOKEVOGIOG.
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9. EJAIKEX XYYNOHKEY OYAAZEHX

Mn evAdcoete o€ Beppokpacio peyarvtepn tov 30°C.
DvLdooeTe GTNV OPYIKT] CLOKELOGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPAGIaL.

10. TAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdio

12. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/1/20/1439/011 90 (3 ovokevaoiec tov 30 x 1) kaydkio + 3 GUOKEVEG EIGTVOTNG
EU/1/20/1439/012 150 (15 ovokevacieg tov 10 X 1) koydkio + 15 cuoKeEVES E1GTVONG

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIEX XPHEZHE

‘ 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/260 micrograms

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

18. MONAAIKOZX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KAITAKI TOY
. EZQTEPIKOY XAPTINOY IIEPIEKTH I'TA £YXKEYAZXIA MONAAQN
. ENAIAMEXZOY XAPTINOY IIEPIEKTH IIOAYXYXKEYAXIAX

1. AAAA ETOIXEIA

1 Ewayete

2 Tpoumote Kot apnote

3 Ewonvevote Babid

‘Edeyyog  EAéyEre 011 10 KOWaK10 givan GdOE0

Awfdote T0 QOAAO 0ONYIOV YPNOTG TPV amd TN XPNON.
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YXYXKEYAXIEX KYYEAHX (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 mcg/260 mcg k6vig Yo €1GTVOT
woaKaTEPOAT/POVPOTKT HOpETALOV

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AH=EHX

EXP

4. APIOMOX ITAPTIAAX

Lot

S. AAAA XTOIXEIA

Xpnon 014 elomvor|g Hovo
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B. ®YAAO OAHI'TQN XPHXHX
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®vrho 0dNNIAOV yprong: IIAnpogopies yra Tov ypioty

Atectura Breezhaler 125 pikpoypoppapra/62,5 pikpoypoppdpiro K6vig yio e167vot], GKANpa
Koyaxio
Atectura Breezhaler 125 mikpoypoppapra/127,5 pikpoypappdapio KOviS Yo 16Tvor], cKApa
KoyaKio
Atectura Breezhaler 125 pikpoypoppapra/260 pikpoypoppdpio K6vig yio e16mvor}, cKinpa
Koyaxio
wWoOKATEPOAN/POVPOIKT popeTaldovn

AwfdoTe TPOGEKTIKA 0AOKAN PO TO PVALO 0N YAV YPNONG TTPLV UPYICETE VO YP1CLUOTOLELTE AVTO

T0 QAPNOKO, O0TL TEPLAGUPAVEL ONUAVTIKES TAN POPOPIES Y10 CUG.

- DvraEte avTo TO EOAAO 0dNYLDV YpNone. Towg ypetootel va to dfdoete Eavd.

- Edv éyete mepartépm amopieg, pOTNOTE TOV Y1OTPO, TOV PAPULOKOTO0 1) TOV VOGOKOUO GOG.

- H ocvuvtayn yo avtd to eappoko yopnynonke amokAEIGTIKA Yio GOc. Aev TPEMEL VO OMGETE TO
@appako og dArovg. Mmopel va Tovg Tpokaiécel PAAPT, axOpa Kot OTAV TO GUUTTOUOTO TNG
ac0évelng Toug givar 1010 e TaL S1KA GOC.

- Ed&v mopatnpnoete kdmowo avemBOunt evepyeLn, EVILEPDCTE TOV Y1UTPO, TOV POPLOKOTO0 1|
TOV VOGOKOLO Gag. AVTtO 10YVEL Kot Yot KAOe mBavi] avemBountm evépyeio mov Sev avopEPETOL
070 TToPOV PUAL0 0dNYIBY Ypnong. BAéne moapdypapo 4.

T wepréyet 10 Tapodv UL 0N YLOV:

1 T eivar 10 Atectura Breezhaler ko o givar 1 yprion tov

2 T mpéner va yvopilete mpv ypnoonomoete to Atectura Breezhaler
3 [a¢ va ypnoylonomcete to Atectura Breezhaler

4, [MBavéc avemBounteg evépyeteg

5. [ va purhdcoete To Atectura Breezhaler

6. [Tepieydpeva NG CLOKEVAGIOG KOl AOUTEC TAT|POPOPIES

Odnyieg ypnong Y ™ cvokevn gwlomvong Atectura Breezhaler

1. Th givon To Atectura Breezhaler ko wowa givol 1 ypijon tov

Tu eivan To Atectura Breezhaler ko g opa.
To Atectura Breezhaler mepiéyet 600 dpactikég ovoieg mov ovoualovtol doKATEPOAT Kol OVPOTKN
popetalovn.

H wdaxatepdin avikel o€ pio opddo goppikmv mov ovopdlovrot Bpoyyxodiactaitikd. XoAopavet
TOVG PVEG TV LKPAOV OEPUYOYDY TV TVELUOV®V. AVTO Bonddel 6To Gvorypa TV 0EPy®Y®Y Kot
dtevkoAvvel TV €i6000 Kot ££060 Tov aépa amd Tovg mvedpoves. Otav Aapfaveton Taxtikd, fonbdet
MOTE 01 LKPOi aepaywyol Vo TopapeiVOVY OVOIKTOT.

H @ovpoikn popetaldvn avikel o€ pio Kotnyopio popRaK@y Tov ovopdlovtal KopTikooTePoEdn (1
o1epoedN). Ta KOPTIKOGTEPOELDN LEIDBVOLV TNV S1OYKMGT) Kol TOV EpENGHO (PAEYLLOVT]) GTOVG
LLUKPOVG 0EPALY®YOVG TMV TVELHOVAOV KOl ETOUEVMS OVOKOVPILovV GTadtoKd To TpoPARLLATA GTIV
avamvor]. Ta KopTikootepo£d GVUPIALOVY EMiong oTNV TPOANYN TV GVUPRAVI®OV AcOlOTOC.

Iowa ivar 1 gp1jon Tov Atectura Breezhaler
To Atectura Breezhaler ypnopomotgitonr og taxtikn Ogpomeio Yo 10 oo 6TOVg EVAMKES Kol TOVG
gpnPoug (12 etov kot dvw).

To doBpa etvon pio cofopn pakpodypovn Tvevpovoradeia 6Tov ot pieg Tov TePPEALOLY TOVG

UIKPOTEPOVC OEPAYDYOVS YivovTan oprytoil (Bpoyyocvatodn]) Kot pAeyUovddels. Ta cuumtouoTo
epeavifovtot Kot viroympovv kot Tephapdvouy duomvola, cLPLYHO, cPiEyo oto otnlog Kot Prya.
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[péner va ypnoyonoteite to Atectura Breezhaler kdBe pépa kan 6yt povo o6tav Exete mpofinpata
avomvong 1 GAAa cuprTdpate dodpatoc. Avtd Ba dracpariost 6TL ELEyyel To Gobla oG caTd. Mnv
YPNOILOTOIEITE OWTO TO PAPLLOKO Y10 TNV ovakoVeion Eaevikod cuuPdvtog S0oTVolag 1 GUPTYUOD.

Edv éyete omowadnmote amopia oyeTikd Le TOo TAOC dpa. o Atectura Breezhaler 1 yioti avtd 1o
(QAPLOKO GLVTAYOYPAPNONKE Y10 GGG, POTNGTE TOV YI0TPO GOGC.

2. Tvpéner va yvopilete mpiy (pnoyponooete To Atectura Breezhaler
AxolovBnoTe TIC 001 YiES TOV YLOTPOV GOG TPOGEKTIKAL.

Mnyv ypnorpomounoete 10 Atectura Breezhaler

- 0€ TEPIMTMON OALEPYIOC OTNV VOUKATEPOAN, TN POVPOTKN LopueTalovn 1 6€ 0Tol0dNTOTE GAAD
amtd T0. GLOTOTIKG CVTOD TOL POPUAKOV (CVAPEPOVTAL GTNV TTAPAYPaPO 6). AV TIGTEVETE OTL
umopei va glote aAlepykdc/aiiepyucny, (note cupPovAég amd ToV YoTpo GOg.

Ipocdomoniceilg Ko TPOPLAGEELG

Anegvbuvbeite 6ToV Y10TPO, TOV POPLOKOTOLO 1) TOV VOGOKOLO GOG PIV YPTCOTONGETE TO Atectura

Breezhaler edv kémo1o and o TapaKATm 1GYVEL Y0 EGOG:

- €QV £YETE KOPIOAOYIKA TPOPANLATA, CLUTEPIAAUPOVOLUEVOD OKAVOVIGTOL 1) YPIYOPOL
KapS1oKov TOALOD.

- eaqv &xete mpoPAnuata e Tov Bupeogdn] adéva.

- €QV 060G £YOVV TEL OTOTEONTOTE OTL £XETE OB TN 1 LYNAO GAKYOPO OLLATOC.

- gbv méoyete ond oTAGLOVE N KPIoELS.

- €V €xeTe YOUNAO eMimeSO KAAIOV GTO Qo GOG.

- €av €yete coPapd nratikd Tpo AT,

- €QV £YETE PLULATIMON TOL TVEVLOVA T} OTOLUONTOTE LLOKPOYPOVID Aoipmén 1 Aoméetg mov dev

€Yovv avTieTOTIcOEL.

Kotéa ™) Oepanscio pe Atectura Breezhaler

AWKOWYTE TN YP1GT CVTOV TOV QUPUAEKOL KOl AdPeTe apécws tatpuki) Po0sia edv Exete

OTO100MTOTE OO TOL TOPUKAT®:

- o@i&o oto otPoc, Prixa, cuptyrd N dvorvola auécmc Letd T ypnomn Atectura Breezhaler
(VTOONAGDVOVY OTL TO PAPLOKO TPOKAAEL ATPOGIOKNTA GOIELO TOV OEPAYDYADV, YVOCTO MG
Topado&og BpoyydoTaGUOG).

- OVOKOAID GTNV AVOTVOT 1] GTNV KOTATOGT), OdNLe 6T YADGGA, 6Ta YEIAN 1| 6T0 TPOS®TO,
depuatikd eEavOnua, Kvnoud Kot Topeovg (onpeio oAAepyIKNG avTiopacnq).

Hoowa ko £pnfor
Mnv divete 0 pappaKo avtd o€ TodLd KAT® TV 12 e1mv Kabmg dev £xel peAetnBel og vtV TV
NMKIK opada.

Alho @appoka ko Atectura Breezhaler

Evnuepoote tov y1o1pd 1 TOV GOpUOKOTOI0 GOG AV XPNCILOTOLELTE, EYETE TPOGPATA YPNCYLOTOMGEL

N Uwopel vaL YpNOUOTOGETE AR PAPLLUKO. ZVYKEKPYLEVO, EVILEPDOTE TOV Y10TPO 1) TOV

(QOPLLOKOTOL GO OV YPNCYLOTOLEITE:

- (QAPLLOKO TTOV HELDOVOLV TO. ENimed KOAIOV 6TO aipa Goc. e avtd meptlapfivovol o
dovupnTiKa (To 0Toi0 ALEAVOUV TNV TAPAY®@YT 0VPWOV KOl LTOPOVY VA ¥pNGILOTOmBovY Yo TV
OVTILETOTIOT TNG VYNANG OpTNPIOKNG TEGNG, 7. VOPOoYAwpobelalidon), Giia
Bpoyyodwuotartikd 0mwme LeBuAEavOives Tov ¥PNGIOTO0VVTAL Y10, TPOPANIATA GTIV OVOTVOT
(.. Beo@LALIVY) 1| KOpTIKOGTEPOEWDN (.. TPESVILOAOVN)).

- TPIKLKAKE avTikaTaOAMmTTIKd 1] 0vaoTOAEIS LOVOOUIVOEEDGoNS (Pdp oK TTOV
YPMOLOTO0VVTAL Yo TN Bgpoameio Tng KataOAlnymg).

- OTO10ONTTOTE PAPLOKA ToL OT010L Limopel va eivor Topdpota pe 1o Atectura Breezhaler (mepiéyovv
TOPOUOLEC OPAOTIKEG 0VGieg). Xpnouonolovrog To poali pmopel va avéndet o kivovvog yio
mOOvEG avemBUUNTES EVEPYELEG.
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- (QAPLOKO OV OVOLALoVTOL BTO AMOKAEIGTEG TO 0TI YPNCLOTOIOVVTOL Y10 TNV VYNAR
aptnplokn mieomn 1 GAla Kopdtoroyucd TpofAnpata (6Twg TpompavorldAin) 1| yia TV
OVTETMOTIOT TOV YAUVK®OWUATOG (OT®S TLOAOAN).

- KkeToKova{OAN N rtpakovalOAn (QAPLOKE TOV YPNCLOTOIOVVTOL Y10 TV OVIILETOTIOT)
LUK TIOC KMV AOIUMEEWDV ).

- prrovofipm, vehpwvafipn 1 KOUTIGIGTATN (QAPUAKA TOV YPT|CYLOTOIOVVTOL Y10, TV
QVTLETOTION TNG AoTpméng and tov 10 HIV).

Kinon ko nioopoc

Edwv giote éykvoc 1 OnAdlete, vouilete 6T umopei va giote £yKvog 1 oed1alETE VO ATOKTNG ETE TTAD,
{nmote ™ cupPovAr] Tov Yiatpov cog Tpy Tdpete avtd T0 PappaKko. O yatpdg oag o culnrroet
poli oog av pmopeite vo, ypnowonomoete To Atectura Breezhaler.

OdMynon Kot LEPIGROS POV LA TOV
Agv Bewpeiton TOavO avTd TO EAPAKO VO ETNPEAGEL TNV IKAVOTNTE GOG VoL 0dNYEiTE Kot vol

yepileote unyoviuoTa.

To Atectura Breezhaler mepiéyel haxtoln
Avto 10 pdppako mepEyel AakTolr. Av 0 ylTpog Gag, 6og evnuépmae 0Tt £yete dvoavelia o
OPIGUEVA GAKY 0P, ENKOVMVINOTE LUE TOV YIOTPO GOG TPV TAPETE OLTO TO POPHAKELTIKO TPOTOV.

3. o va ypnoypomonjcere To Atectura Breezhaler

[Tédvtote va. YpMNOYWOTOIELTE TO PAPLLOKO AVTO CLOTNPE CUUPOVO. LLE TIC 001 YIES TOV Y1OTPOV 1 TOL
@oppokorolov oag. Edv &xete apupiBolieg, pothote ToV Y10Tpd 1 TOV QOPHOKOTOLO GOC.

IIéco Atectura Breezhaler vo eiomvevoete
Yrépyovv Koyaxio LLe TPELS SIPOPETIKEG TePlekTIkOTNTEG Atectura Breezhaler. O yiatpdg cog Oa
OTOPAGIcEL TOW £ivorl KOAVTEPO Y10l EGOC.

H ovvnng 600m ival va elomvéete 10 mePIEXOUEVO EVOC Kayokiov KaOe nuépa. Xpewdleote udvo va
YPNOUOTOEITE TO PApHaKO Lo popd v nuépa. Mnv ypnotponoleite mepiocdtepo amd 660 GOg TEL O
Y10TpOG GOG VAL YPNOUOTOIEITE.

[Ipéner va ypnouonoteite 1o Atectura Breezhaler kdfe pépa, axdpa kot 6tav 1o dcbua cog dgv cag
EVOYAEL

IIé71e va eiotvéete To Atectura Breezhaler

Ewonvéete to Atectura Breezhaler tnv 110 dpa ka0e pépa. Avtd Ba cag Bondncet va eréyéete ta
CUUTTOUATE oG KD OAN T S1dpKELD TNG NUEPOG KO TNG VOYTaS. AvTd Ba oag fondnoet emiong va
Boupdote va 10 YpnoloTolEiTE.

o va ewonvevoete To Atectura Breezhaler

- To Atectura Breezhaler givat yio ypnion 614 16Tvong.

- Yg vt TN cvokevacia, Bo Ppeite pic GLOKEVT EIGTVOTG Kol KOWAKIM TOV TEPIEXOVV TO
@appako. H cuokevt| €1I6TVONG GOG ETITPENEL VO ELGTVEETE TO PAPUOKO TOV KOWYAKIOV.
Xpnoonoteite to KaWAaKio LOVO LLE T GUCKEVY| EIGTVOT|G TOV TAPEYETAL GE QVTY] TN
ovokevooia. Tao koydakio 0o TPETEL Vo TaPUUEVOLY OTIC KOWEAEG LEYPL VO XPELOCTEL VA, Ta.
YPTCLOTOU|CETE.

- ATOKOAANGTE TNV TPOCTOTEVTIKN EMEVOVCT TNG KLWEANC Y10 VO TNV OVOIEETE, PNV CTTPOYVETE
T0 KOWYAKL0 PEG® TOV GOAAOV aAovpviov.

- Orav Eexvioete vEQ GLOKELOGIN, XPTIOYOTOW|OTE TN VEQ GUOKELT| EIGTVOTG TTOL TUPEXETOL GE
OVTNV TN VEQ, GLOKELOGTO.

- Amoppiyte TNV GLGKELT EIGTVOTNG KAOE CLOKEVAGIOG AUPOTOV OAL TAL KAWAKLML TNG GUOKELUGTOG
&yovv ypnoomotnoet.
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- Mnv xatamivete To KoyaKio.
- Hoepaxkarodpe Srapaote Tig 00N Yieg xpoNS 670 TELOG GVTOV TOV PVALOV 0ONYIOV YPNONS
Y10 TEPLOCOTEPES TANPOPOPIES GYETIKA IE TOV TPOTO P16 TS CVCKEVNG EICTVONG.

Edv ta copntodpeta cog ogv ferticafdovy
Edv 10 oo cog dev Pedtidvetor 1 av emdevmbel apob Eekiviioete T yp1on tov Atectura
Breezhaler, enucotveovnoTe e TOV y10Tpd GOGC.

Eaév ypnowpomoujoete peyaivtepn 66on Atectura Breezhaler amé Tnv kavoviki
Edv elonvedoete toyaio ToAD and ovtd T0 PAPUOKO, ETIKOIVOVIGTE AUESHOC LE TOV YIOTPO GOG N TO
vocokopeio Yo cupPoviés. Mmopet va ypelaoteite wtpikn fondeia.

Edv Egyaoete va ypnopononicete to Atectura Breezhaler

Edv Eeydoete va elonvevcete pio 6061 oty cuvnOIGUEVT OPO, EICTVEVGTE TNV TO GLUVTOUOTEPO
dvvatov ekeivn TV NuéPA. TN CLUVEYELD, EIGTVEVGTE TNV EMOUEVT 060N MG GUVIHOMG, TNV EXOUEVN
nuépa. Mnv elonvetdoete 500 d0celg TV 1010 NéPa.

Eév otapatiocere va yproyponoreite To Atectura Breezhaler
Mnyv otopatioete vo ypnoponoteite to Atectura Breezhaler ektdg av cog 1o met o yiotpog coc. Ta
CUUMTOWNATA TOV ACOUATOC PUTOPEL VO ETIGTPEWYOVV 0V GTOUOTNCETE VO TO YPTCYLOTOIEITE.

Edv éyete meprocdTEpEg EPOTNOELG GYETIKA [IE TN XPNOT OWTOV TOL POPLAKOV, POTHGTE TOV YATPO 1|
TOV QUPULOKOTOL0 GO,

4. MBavég avemBOunTeg evépyereg

Onwg 6Aa To. eAPLOKO, £TCLKAL 0VTO TO QAPLOKO UTOPEL VO TPOKOAEGEL OVETIOOUNTES EVEPYEIES, OV
KoL 0gv Tapovoldlovtal 6 GAOVG TOVE OVOPOTOVG.

Opopéves avem@ounteg evépyseieg propei va givon coPapéc
Zrouatnote va, yprnoyonoleite Atectura Breezhaler kon Adfete apéomg wtpikn fondeia av Exete
0omo1001moTE amd To akdAovOaL:

Yuoyvég: punopet va ennpedoovv uéypt 1 otouvg 10 avBpadmoug
- dVoKOAiD GTNV AVOTTVOT 1] GTNV KOTATOGT, O10YK®GT GTI YADOGH, TO. EIAN 1} TO TPOCMOTO,
depuatikd eEavOnua, payodpa Kot Topueovs (onpeio aALepYIKNS avTidpaog).

‘O ovyvég: pmopei va exnpedoovv péypt 1 otovg 100 avBpmnovg
- S10yK®o™ Kuplwg TN YADCGO, Ta XElAT, T0 TPOS®MO 1) T0 Ao (TBava onueio
AYYE0O0ONOTOG).

Aldrec avem@OunTEg evépyereg

Aleg avemBounteg evépyeleg TEPLOUPAVOLY TIG aKOAOVOEC TOV AVOPEPOVTOL TUPOKAT®. AV VTG O
avemBounTeg evépyeleg Yivouv coPapéc, TapaKoieichs va evneEpDCETE TOV Y10TPO, TOV POPHOKOTOO
1M TOV/TIV VOGOKOLO GO,

oAb cuyvéc: punopei va ennpedoovy TeptocdTeEPovs omd 1 otovg 10 avBpdmoug

- TOVOAAUOG, KaTappon (ptvopapuyyitida)

- Eapvikn dvokoAio oty avomvon kot aictnon oei&ipotog oto otfog pe cuptynd M fryo
(mapd&vvon dobuatog)

- GTOUATOPOPVYYIKOG TOVOG

Yuyvég: umopei va emmpedoovy péypt 1 otovg 10 avBpmmoug

- oddayi eovig (Bpdyxog pmvig)
- PVIKT GLUEOPNMOT, PTEPVISUA, PY0S (AOTUWOEN TOV AVMTEPOV OVOTVEVGTIKOD GUGTIILOTOC)
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- TOVOKEPAAOG
- TOVOG GTOVG LG, TO. 00TA 1| TIG apBpdoelg (onpeio LOoKELETIKOD TOVOL)

Oy ovyvég: pmopei va exnpedcovv péypt 1 otovg 100 avBpmmovg.
- YPNYOPOS KAPIOKOG TAAUOC

- OTOLOTIKT Ao (onpeio KovTvTiaong)

- VYNAG emineda cakyGpov oTo aipla (VITEpYALKayLio)

- LUiKOG OTOGOG

- KVNOUOG 6T0 dépHa

- eEavonua

- 00Lhwon TV PaK®OV TOV pHoTdV 60g (onueio kaToppdktn)

- Oaumn 6pacn

Ava@opd avemOOUNTOV EVEPYELOV

Edv mopatnpnoete Kamoo avemBountr evépyeLd, EVIUEPADGTE TOV YIOTPO, TOV PUPLLAKOTOL0 1) TOV/TNV
VOGOKOWO 60G. AVTO 1oyVeL Ko Y10, KABE mBavr) avemBountn evépyela Tov deV AVapEPETAL GTO TUPOV
@OALO 0dMYLDV ¥pRoNc. Mropeite emiong va avapépete avembounteg evépyeieg omevbeiog, LEcm TOV
€0VIKOU GLGTNUATOG AVAPOPAS TTOV avaypapeTol 6o Llapdpmua V. Méow tng avapopdg
avemBOUNTOV EVEPYEIDV UTOpEiTE Vo fonbNceTe 6T GLALOYN TEPIGCOTEPOY TATPOPOPLDY CYETIKE
LE TNV aCQAAELL TOV TOPOVTOG PUPLLAKOU.

5. IIdg va pvridooete 10 Atectura Breezhaler

- To @appaxo ovtd TPETEL VoL LAACCETAL GE LEPT TTOV eV TO PAETOVV Kot dev T0 PBGvVoLV Ta.
Tond1a.

- No un xpnoILoTolEiTe aVTd TO PAPUOKO WETE TV NUEPOUNVID ANENG TOV OVOPEPETAL GTO KOLTL
kot oty koyéA (blister) petd mv “EXP”. H nuepounvia Anéng etvor 1 tedevtaio npépa tov
UVOL TTOV ovOpEPETOL EKEL.

- Mn gvraocoete ot Oeppokpacio peyarvtepn tov 30°C.

- DvAACCETE TO KOWAKLO GTNV OPYLIKT KVWEAT Y10 VO TPOGTATEVOVTOL OTO TO QMG KOL TNV
VYPOAGio KoL Uy To AQUPEITE TOPA LOVO akpipdg TPy T ¥PNon.

- Mnv metdte eappoKa 6To vepd TG amoy£TELONG 1| 6T 01KLaKE amoppipata. Potiote tov
QOPULUKOTOL0 GOG Y10, TO TMG VO TETAEETE TA, PAPUAKA TTOL OEV YPNCOTOLELTE T AVTA TO!
pétpa Ba fondncovv oty tpoctacio Tov TEPPAAAOVTOG.

6. Iepreydpeva TG GVOKELAGIAG KO AOUTEG TANPOPOPIES

T wepiéyer 1o Atectura Breezhaler
- O1 dpaoticég ovsieg sivan wdakatepoAn (g 0&un) Kot povpoikr LopeTalovn.

Atectura Breezhaler 125 pikpoypappidpto/62.5 pucpoypoppdpio

Kda0e kaydxio mepiéyet 173 pikpoypopptdpia 0EWNG wookatepoAng (1looduvapel e

150 pucpoypoppdapio wdakatepding) kot 80 pikpoypappdpilo povpoikng popetalovng. H
apeYOLEVT 300N (1 0061 OV EEEPYETAL OO TO EMOTOUIO TNG CLCKELNG EIGTVONG) 1GOSVVOLET
ue 125 pwikpoypoppdpio vdakatepOANG Kot 62,5 LIKPOypopLaplo pOVPOikng LOUETALOVNG.

Atectura Breezhaler 125 pikpoypaupdpio/127.5 pikpoypappdpio

KaBe koo mepiéyet 173 pikpoypoppdapio oEkng woakatepoOAng (1loodvvaplel pe

150 pwikpoypoppdpio wdakatepoing) kot 160 pucpoypoppdpio eovpoikng popetalovng. H
mapeyOpevn 600 (1 6661 mov e&€pyeTan amd TO EMGTOWUIO TS GUGKELNG EIGTVONG) 160dVVapLE]
pe 125 pikpoypoppdpio vdaxatepoins kot 127,5 pkpoypappdpio. povpoikng popetaldvng.

Atectura Breezhaler 125 pikpoypoppiépto/260 pkpoypoppdpio.
Kda0e kaydxio mepiéyet 173 pikpoypoppdpio 0EKNG vookatepoAing (1Icodvvaplel pe
150 pikpoypoppdpro vdakatepoing) kot 320 pucpoypoppdpio eovpoiknig popetalovng. H
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apeyOEVT d0oM (1 0061 OV EEEPYETAL OUTO TO EMOTOUIO TNG CLUCKELNG EIGTVONG) 1G0SVVOLET
pe 125 pikpoypoppdpio. vdoakotepoAng kot 260 pucpoypappdpio. govpoiknig Hopetalovne.

Ta dAha cvotatikd givar Aaktdln povoidpwn (PAéne “To Atectura Breezhaler mepiéyst
Aaxtoln” oy Topdaypago 2) kot {ehativn (TepifAnuo koyoakiov).

Ta GAA0 GVOTOTIKG 6TO PEAGVL EKTOTTOOTG Etval:
Atectura Breezhaler 125 pikpoypoupdpia/62.5 LKpoypoLLuLapia

Koppea Adaxkkag, kvavo FCF (E133), mporvievoylvkoin (E1520), titaviov d10&eidio (E171) kot
pélav odnpov o&eido (E172).

Atectura Breezhaler 125 pikpoypouudpio/127,5 pikpoypappdpio
Koppea Adakkag, Trtaviov dwoéeido (E171), péhav ownpov o&eido (E172), TpomuievoyAvkoin
(E1520), kitpwvo cdnpov o&eidio (E172) kar appwviog vdpoeidwo (E527).

Atectura Breezhaler 125 pikpoypauudpto/260 pikpoypouudpto,
Koppea Adkkag, pérav odnpov o&eidw (E172), mporvievoyivkodn (E1520) kot appoviog
vopoéeidwo (E527).

Epg@avion 1ov Atectura Breezhaler ko mepieydpeva g cuokevaoiog
e autnv Vv ovokevacia Oa Bpeite pia cuokevn elonvong pe kayakio oe kKuyéleg (blisters). Ta
KOyaKio gtvorn d1apavi| Kot TeEPLEYouV AEVKT GKOVT.

To kaydxia Atectura Breezhaler 125 pukpoypoppdpta/62,5 pikpoypoppdpio £(0uv Kodkod
poidvtog “IM150-80” Tum®pEVO L UTAE XPOUE TAVED amd pio UTAE pado GTO CMOUA KO TO
AOYOTLTIO TOV TPOTIOVTOG TVTTMUEVO LE UTAE YPDOLO KOl TAUIGIOUEVO amtd 600 PTAE pAPdovs 6TO
KOTTOKL.

Tao kaydxia Atectura Breezhaler 125 pukpoypoppdpio/127,5 pukpoypoppdpio £ouv kmdikod
poidvtog “IM150-160" TUTOUEVO LLE YKPL YPOUO GTO OO KOl TO AOYOTVUTO TOV TPOIOVTOC
TUTOUEVO E YKPL XP DO OTO KOTTAKL.

Ta kaydxia Atectura Breezhaler 125 pukpoypopptdpio/260 pikpoypoppdpio £(ouv Kootko
poidvtog “IM150-320” tummpévo pe padpo ypodue Tdve omd 600 padpeg pafdove 6To COU
K0l T0 AOYOTLTIO TOV TPOIOVTOC TUTMOUEVO [LE LOPO YPDUO KO TAOUGIOUEVO 0O dVO HoPES
pafdove 6To KOTAKL.

To, axdéAov0a peyén cuokevociog ivat dStabéoua

Movn ouokevacio mov meptéyet 10 x 1 1 30 x 1 oxdnpd koo pali pe 1 ovokeun glomvong.
[MoAvovokevacieg mov amotelobvton amd 3 Kovtid, to Kabéva and ta omoia mepiéyetl 30 x 1 okinpd
Kkayaxio poli pe 1 ouokevn| el6mvong.

[NoAvovokevacieg mov amotedobvton amd 15 kovtid, 1o kabéva amd to onoia mepiéxel 10 x 1 oxinpd
Kayaxio poli pe 1 ouokevn| l6Tvong.

Mmopel vo unv KukAopopoOV OAEG 01 GUCKEVAGIEG.

Kéroyog Adsrog Kvkiogopiog
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

Iphavdio

HopaokevaoTi|g

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Iomavia
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Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Nupepfépyn
Ieppavia

INo omowadnmote TANPOPOPin, GYETIKE, LLE TO TAPOV PAPUOKEVTIKO TPOIOV, TOPUKAAEIGTE VOl
amevbuveite ooV TOTIKO AvTITPdo®TO ToL Katdyov g Aderog Kukhopopiog:

Belgié/Belgique/Belgien Lietuva

Novartis Pharma N.V. SIA Novartis Baltics Lietuvos filialas
Tél/Tel: +322246 16 11 Tel: +370 5 269 16 50
Bovarapus Luxembourg/Luxemburg
Novartis Bulgaria EOOD Novartis Pharma N.V.

Ten: +359 2 489 98 28 Tél/Tel: +322246 16 11
Ceska republika Magyarorszag

Novartis s.r.o. Novartis Hungaria Kft.

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

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

APONTIS PHARMA Deutschland GmbH & Co. Novartis Pharma B.V.

KG Tel: +31 88 04 52 111

Tel: +49 2173 8955 4949

Eesti Norge

SIA Novartis Baltics Eesti filiaal Novartis Norge AS

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

EMGda Osterreich

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

TnA: +30210281 17 12 Tel: +43 1 86 6570

Espaiia Polska

Laboratorios Menarini, S.A. Novartis Poland Sp. z o0.0.
Tel: +34 93 462 88 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 Romainia

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
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Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: +39 02 96 54 1 Puh/Tel: +358 (0)10 6133 200
Kvnpog 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 mapdv @OAL 00N YAV YpioN S avadempr)Onke Yo TEAELTUIO POPE OTIS

Addreg TYEC TANPOPOPLAOY
Aentopepeic TANpo@opieg Yo To PAPLOKO aLTO gival d1abéotes 610 d1KTLOKO TOTO Tov Evpomaikond
Opyaviopod @apudxmv: https://www.ema.europa.eu.
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Odnyieg Xpfiong Tov Atectura Breezhaler

Hopokoieiote vo S10PaceTe TIG TAPELS 00N YIES YPNONS TPLY VA YPTCLUOTOGETE TO Atectura

Breezhaler.

Ewayete

Brpa Lo:
A@a1péoTe TO TONA

Tpomiote KoL
apioTE

Brpa 2a:

TpoafoTe TO KOWYAKLO
pia gopd

Kpamote ) cvokeun

glomvong o€ opbia B€o.

Tpumnote To Koydxio
mélovtag otabepd ta

dVo TAELPIKE TAKTPOL
GLYXPOVAC.
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Brjua 3a:
Exnvevote evieldg
Mn @vonéete 610

EMOTOO.

V7

Ewsnvevote fabua

E\éyEre 60TL TO
Koyakio givar dogo

EAréyEte 6T TO KOWAKIO
givar ade0

Avoi&te ) cvokevn
EL0TVONG Y1t Vo OgiTe €qv
£xel amopetvel Toydv KOVIg
GTO KOWAKLO.

Edv éyet amopeiverl kdvig

GTO KOWAKLO0:

e Keiote m cvuokevn
ELGTVON|G.

e Emavoldfete ta
Pruoto 30 émg 39.




Brpo 1f:
Avoifte T ovokevn
ELGTIVONG

Brpa ly:

AQu1péoTE TO KOWYAKLO
Aogarpéote pio omd g
KOWELEG amd TNV KAPTA
KOWEAQDV.

AmoxoAMote TV
TPOCTOTEVTIKY EMEVOVON
KOl 0QOIPECTE TO
KoaKlo.

Mn crpdyveTe O
KOWAKLO PEGH TOV QUALOV
aAovuviov.

Mnv kotomivete T0

KOyaKLo.

Ba mpénel vo AKOVOETE
éva 06pvPo kabmg
dtaTpumdTon To Koyakio.
Tpumote T0 KowhKlo

uovo pia @opd.

Bnpa 2f:
A@rote TA TAELPIKA
TANKTPO
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Brpa 3f:

Ewonvevote 10 @appoxo
padia

Kpoatiote ™ cvokeun
ELOTVONG, OTWG QOIVETOL
oTNV €KoVal.
TomoBemote T0
EMIGTOLIO GTO GTOLO GO
Kot KAEIoTE COLYTA T
¥elAn cog yopw tov.
Mnyv mélete o mALPLKE
TANKTPO.

Ewonvedote ypiyopa Kot
000 Pabdid pmopeite.
Kabag eronvéete Oa
axovte €va B6pufo
otpofilopod. Mmopei
va oucOavOeite ™ yevon
TOL EAPUAKOL KOODG
EIOTVEETE.

Brpa 3y:

Kpatiote v avamvon
Kpatiote v avamvon
o0G Yo 5 dgvTepOAETTAL.

Bnua 36:

EemAOVETE TO OTONA
EemAOVETE TO OTOU GOG
pe vepod PETd omd KOs
d6on Kot TOCTE TO.

=3 3

Adcro

Kévig mwov
omopével

Agarpéote 10 GogLo
KoyaxKo
TomoBemote T0 AdELO
KOWAKLO OTO. OLKLOKGL
amoppippaTa.
Kleiote ) ovokevn
EI0TVONG KoL
enavaTomodeTote TO
MO




Bnua 13:
Ewcdyete To kayakio
Mnv tomofeteite moté Eva

Koyaklo ansvdeiog oto
EMOTOWO.

Bnua le:
Kl\eiote T cvokevn
ELOGTIVONG
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Inpavtikég IIinpoeopisg
e To xoydio Atectura
Breezhaler mpénet
TAVTOTE VO, LAAGGOVTOL
GTNV KLYEAN KOl VoL
aQoPOVVTOL LOVO
apECMC TPV Ao ™
xpfion.
Mnv onpayvete T0
KOWYAKLO LEGEH TOV
@OALOV chovpviov yio
VO TO 0QALPEGETE AT
™V KOYEAT).
Mnyv katamivete To
KodKlo.
Mnv ypnoiponoteite
Koydkia Atectura
Breezhaler pe
0OTOLLONTTOTE GAAN
GUGKELT ELCTVOT|G.
Mn ypnoiomoteite
GLGKELT EIGTVONG
Atectura Breezhaler yia
VoL TAPETE OTOLOINTOTE
GALo dppoKo o€
KoaKlo.
Mnv tomobeteite moté
éva Koyakio omevbeiog
670 GTOLO GOG 1) OTO
EMOTOLIO TNG GLOKELNG
ELGTVON|G.
Mnyv mélete to TAELPIKA
TANKTPA Y10
mEPLOGOTEPES Omd pioL
POpEC.
Mnyv guornéete oto
EMOTONO.
Mnyv mélete to TAELPIKA
TAKTPO KoOMG
€L0TVEETE OO TO
EMOTOO.
Mnv yepileote ta
KOWAKLOL LLE VYPA YEPLOL.
[Moté pnv miévete ™
GUGKELT EGTVON|G LE
vePO.




H ovokevacio cog Atectura Breezhaler Inhaler
TEPLEYEL:
. Mia cvokevn| elonvong Atectura Breezhaler
. Mia 1} TeplocoTEPES KUYEAES, OOV 1 Kabegpio
meptéxel 10 kaydkuo Atectura Breezhaler
TPOG (PTOT| OTN GLGKEVT] ELGTVONG
Odhapog
KayokKiov

Enotoo

Topa

Mhevpa_|
TANKTPOL
Bdon

-
d >

Xookevi

f107voiC Baon ovokeviig s1emvoiig

Kapto xoyerodv

Toviifeig Epotiosig

IN'oti n ovokevn
EL6TIVONG 08V £KavE
Kdamoro 06pvpo kata v
E16TIVOT;

To koydKio evagyetatl va
€Yel KOAAMGEL GTOV
Bdlapo Tov Kayakiov.
Eév ovpfet avtd
YOALOPDOOTE TPOGEKTIKE TO
KOWAKLO TUTMVTOG OTTaAd
m Pdon me cvokevng
glonvons. Etonmvevote Eava
TO (PAPLLOKO
emavaiapfavovag to
prpota 3o g 39.

Tivva kKGvo gav &g
ATONEIVEL KOVIG 6TO
KOWYaK1o;

Agv éyete MaPet apketd
omd T0 PAPLOKO GOG.
K\eiote ) cvuokeun
€10MVONG Kol EMOVAAGPETE
To frpato 3o £og 39.

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

Avtd propei vo copei.
Epdoov 1o kaydkio glvat
adeto éyete MaPet apketd

QAPHOAKO.

Aw60avOnkoe pukpa
TEPAO TAVEO OTY
YAOGGA pov — £YEL
onpacio avTo;

Avt6 pmopet va copPet.
Agv givon emPrapés. O
mBavomreg Opvpatiopov
ToL Koyakiov Ba gival
oLENUEVES €AV TO KAWEAKIO
tpunn el TEPLGGOTEPES
oand pio popéc.

KaOapropog g
GUOKELNG EGTVONS
2KovnioTe T0 EMGTOUO
péoa Ko EEm pe éva
kaBapo, oTEYVO TAVL YWPig
¥vovodla, OGTE VO
AQUPECETE TUYOV
KOTAAOLTO KOVEMG.
Awatnpeite ) cvokevy
glonvong oteyvn. [Toté unv
TAEVETE T1 GLGKELN
€10TVONG e vepO.

Amoppryn TG CLOKELVTG
ELGTIVONG HETA TN Yp1ion
H ovokevn| etomvong oe
Kk@0e cvokevacio Tpénet
Vo 0oppInTETOL APHTOL
€yovv ypnotpomon et OAa
T KOWYAKLO TNG
cvokevaoiag. Pomorte tov
(POPLOAKOTOLO GOG TMS VOl
amoppiyete Ta. PApLLOKa
KOl TIG OUOKEVEG ELGTVONG
7oL O¢ ypelalovral T
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