IMAPAPTHMA |

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX
Atectura Breezhaler 125 pukpoypappdpta/62,5 pikpoypappdpio kOvic yio e16mvorn (okAnpa Koyakio)

Atectura Breezhaler 125 pukpoypapudpia/127,5 wikpoypappdpio kovig yio elomvon (oxAnpd koydxio)
Atectura Breezhaler 125 pukpoypappdapio/260 pikpoypoappdpto kKovig yia elomvon (okAnpa konydkio)

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Atectura Breezhaler 125 pucpoypappdpto/62,5 pikpoypopupdpto KOvic yio £16mvor) (GkANpa Kowoikio.)

Ka&Be kayducro mepiéyer 150 meg woakatepoing (og o&ikn) ko 80 mcg gpovpoikng popetalovng.

Kabe mapeyopevn d06on (1 060M oL EEPYETAL OO TO EMGTOLUO TG CVCKEVTG EICTVONG) TEPIEXEL
125 mcg wdakotepoing (o o&kn) kot 62,5 mcg eovpoikfg popetalovne.

Atectura Breezhaler 125 pucpoypapuudpia/127,5 pikpoypapudpio K6vic yio eiomvon (okAnpd ko dicia)

Kabe xaydxio mepiéyet 150 meg wdakatepoing (mg o&ikn) ko 160 meg gpovpoikng popetaldvng.

KdaBe mapeyopuevn 66cm (1 6601 mov e£E€pYETOUL GO TO EMGTOULO TNG GVGKELNC EIGTVONG) TEPLEYEL
125 mcg wdakotepoing (o o&kn) kot 127,5 mecg govpoikng popetalovng.

Atectura Breezhaler 125 pupoypaupdpto/260 pikpoypouudpio kOVIC yia 16mtvon (GKANpa KowaKio)

Kabe xaydxio mepiéyet 150 meg wdakatepoing (og o&ikn) ko 320 meg gpovpoikng popetaldvng.

Ka0Oe moapeydpevn d6om (n 66om mov eEépyetat amd T0 EMGTOUIO TG GVGKEVNG EICTVONC) TEPIEXEL
125 mcg wdakotepoing (o o&ikn) kot 260 meg povpoikng popetaldvng.

"Exdoyo(a) ue yvootn 6pdon:

Kdabe xaydxio mepiéyet mepimov 25 mg Aaktolng Lovovddpikng.

Mo Tov i pn Katdhoyo Twv exdoywv, BA. Tapdypapo 6.1.

3. DAPMAKOTEXNIKH MOP®H
Kévic yia etomvon (oxkAnpd kaydxio) (KOvig yio £16Tvon).

Atectura Breezhaler 125 wkpoypouudpio/62.5 uikpoypauudpio k6vic yia siorvon (oxAnpd konwdiia)

Awapavn (Gypope) Koydkio Tov TEPIEXOVLY AEVKN KON, UE TOV Kmdkd Ttpoidvtog “IM150-80”
TUTOUEVO UE PTTAE YPOUO TAVED amd pio Phe paBdo 610 GOUO Kot PE TO AOYOTLTTO TOL TPOIOVTOG
TUTOUEVO UE PTTAE YPOUO Kol TAUGIOUEVO artd 600 pmAe pafdovg 6To Kamdxt.

Atectura Breezhaler 125 pucpoypaundpia/127,5 mkpoypapudpio k6vic yio eiomvon (okAnpd kowdiio)

Awpovn (Gypmpa) KoyaKio, mov TepLEYovy ALK KOV, e ToV Kodkd tpoidvtoc “IM150-160”
TUTIOWEVO LE YKPL YPDOLUO GTO GO0 KOl LLE TO AOYOTVTO TOV TPOIOVTOC TUMUEVO LLE YKPL YPDOO GTO
KOmaKL.



Atectura Breezhaler 125 pucpoypappdpto/260 pikpoypouudpio kOVic yia 1omvon (okAnpd Kowakio)

Awpovn (Gypmpa) KoyaKio ov TEPLEYOVY ALK KOV, e ToV K@dkd tpoidvtog “IM150-320”
TUTOUEVO UE PODPO YPDUO TAV® 0O dVO LODPES PAPIOVE GTO CAOUM KOl LLE TO AOYOTLTO TOV
TPOTOVTOG TUTOUEVO LE HOHPO YPDUA Kot TAUIGLOUEVO armd dVo padpeg pafdovg 6To Kamdt.

4. KAINIKEX TIAHPO®OPIEXZ

4.1 OgpomevTiKEG EVOEILELg

To Atectura Breezhaler evéeikvutatl wg Oepancio cuvtnpnong tov dobuatog og evijhkes Kot pnpovg
12 g1V kol Ave oV Oev EAEYYOVTOL EMAPKAOC LUE EICTVEOLEVO, KOPTIKOGTEPOELDT KL EIGTVEOUEVOLS
B2-ayovictég Bpoyeiog dpdong.

4.2  Aocoloyio kol TPOmTOGS Yop1yNOoNG

Aocoloyia

Evilixec ko épnfor nhikiog 12 etwv kot avw
H cvvietoduevn d60m ivar Eva KoyaKio Tpog EIGTVOT io popd TNV NUEPQ.

2100¢ 000gvelg TPEMEL VoL YOPMYELTOL 1 TEPLEKTIKOTITA TOV TEPLEYEL TNV KATAAANAT dOGN POVPOIKNG
popetalovng yio tn Papvtnto, TG VOGOL TOVG KOl TPETEL VO, ETAVAEIOA0YODVTOL TOKTIKE 0d
enayyerpatio vyeiog.

H péyiot cvvietodpevn d6on givar 125 meg/260 meg pio gopd v nuépa.

H Oepaneio mpémel va yopnyeiton Tnv id1a dpo T nuépag kadnuepvé. Mropei va yopnyeiton
0TO10ONTOTE MPA, TNG NUEPAS. AV pia d0om mapoinebei, Tpémetl vo AapfaveTol To GUVTOUOTEPO
duvato. Oa mpémet vo, divoviar 0d1yiec 6Tovg acbevelg va unv Aapfavouy tive amd o d6om HEca 6€
pio nuépa.

Eidikol winQvapol

Hlawuévos minBoouog

Agv anouteitat Tpocaproy g 60ong oToug nAKiopévovg acbeveic (65 etmv 1 peyaivtepot) (BA.
napbypapo 5.2).

Neppixn dvoleitovpyio.
Agv amouteital Tpocoppoyn tng 86omg o€ aobeveic ue veppikn dvoiettovpyia (BA. mapdypago 5.2).

Hratikn dvalertovpyio

Agv amaiteitol Tpocappoyn g 60omg og acbeveig pe fma N péTpla NroTikn Svciettovpyia. Aev
VIAPYOLY Slabéotua dedoUEVa Yo TN ¥PNGT AVTOD TOL PUPUUKEVTIKOD TPOiOVTOG e achEVEIC e
cofopn NTOTIKN SOLGAEITOLPYID, EMOUEVDG O TPETEL VO YPNOUYLOTOLEITAL GE aVTOVS TOLG acBeveig
HUOVO EGV TO OVAUEVOUEVO OPEAOC VITEPTEPEL TOV SLUVNTIKOV KIvdOvoL (BA. mapdypago 5.2).

Houdrorpixoc ninQvouog

H docoloyia og acOeveig 12 etadv kot dvem gival idia pe tn docoroyia yio Tovg evniikovs. H acpdieia
KOLL 1] QTOTEAEGLLOTIKOTNTO GE TodLUTPIKOVG ae0eveic KaTm TV 12 etdv dev £xouv akdua
tekunprwei. Aev vdpyovv dabécio dedopéva.



Tpomog yopnynong

I ypnon 014 elomvong povo. Ta kaydakio OV TPETEL VO KOTATIVOVTOL.

Ta koo Tpénet va yopnyovvTol LOvo LE T XPNoN TNG GVGKELNG EIGTVONG oV mopEyeTal (PA.
Topaypao 6.6) pe kabe véa cvvtaym.

®a mpémet vo divovtar 0d1yiec 6Tovg ac0evels Yo TO 6GTO TPOHTO YOPTYNONS TOL PUPLAKEVTIKOD
mpoidvtog. AcBeveig ol omoiot dev eppaviCovv Pertioon oty avamvor| Ba tpémel va epmtnBovv edv
KOTOTIVOLV TO PAPUOKEVTIKO TPOIOV OVTL VOl TO EIGTVEOLV.

Ta kaydxio Tpénet va apopovvtal amd TV KVYEAN HOVO APECMS TPV Od TN XPNO).

Metd v elomvon ot acBeveic Tpémel va EETAEVOLY TO GTOO TOVS E VEPD XPig Vo Katamivouy (BA.
Tapoypaeovg 4.4 kat 6.6).

INo 0d1Myieg oYETIKA UE TNV (PNOT TOV QUPUOKEVTIKOD TPOIOVTOC TPV atd T yopnynon, PA.
Tapaypoeo 6.6.

I npoopisc yio acBeveic mov ypnowomroiody aucntrpa yio to Atectura Breezhaler
H ocvokevaocio propet va mepiéyet niektpovikd ocOntipa o onoiog tomobeteiton otn Pdon g
GUGKELTNG EIGTVONG,.

O aesOnmpoag yua to Atectura Breezhaler mpoopiletor povo yio xprion omd eVviAKeS.

O aoOnmpog yio To Atectura Breezhaler dev mpémnet va ypnoipomoteital yia epfovg acOeveic kabmg
N epapuoyn dev dabétel emPePainon cuykatddeong acbevoic 1| Aettovpyia Yo Aoyaploouod
QPOVTIOTY).

O astntpog Kot 1 EPAPUOYT OEV OTALTOVVTOL YLO, T XOPNYNOT TOV PAPUOUKELTIKOD TPOIOVTOC GTOV
acBev). O aoBntpag Kot n epapproyn dev eAEyyovv 00T mapeUPaivovy TNV XYOpNyNon Tov

POPLOKEVTIKOD TPOTOVTOG LLE TN (PT|ON TG CLOKELNG EGTVOT|G.

O 10tpdc OV GuVTaYoypael uTopel va GuINTNOEL e ToV 0c0evT] KaTd TOGOV 1| ¥p1ion Tov aisbnThpa
KOl TNG EQAPUOYNG EIVOL EVOEIKVVOOUEV.

INo Aemtopepeic 00Myiec GYETIKA Ue TOV TPOTO ¥PNONE TOL AeHN TP Kot TNG EQOPLOYNS, PAETE TIC
Odnyieg Xpnomnge mov TapEYOVTIOL 0T CLCKELOGIN TOL GONTNPA KAl GTNV EPAPHOY.

4.3  Avtevositag

YrepevoioOnoio 6T OpacTIKEG OVGIES ] G€ KATOL0 amtd Ta EKS0Y0 TOV AVOPEPOVTOL GTNV
mTapdypoeo 6.1.

4.4 E10kég TPOEIOOTOMGELS KOL TPOPLAAEEIS KATE TN (p1ion

Emdsivoon the vOoou

AVT0 TO POPUAKEVTIKO TPOIOV EV TPEMEL VA, YPTGILOTOLEITAL Y10, TNV OVTIUETOMIOT TV 0EEMV
CUUTTOUATOV TOL Gobuatog, cupmeptAapuavouivey Tov 0wV enelcodiov Bpoyy0cTucUov, Yo To
omoio amatteitan PpoyyodiocTtadtikd Ppayeiag opdone. H avénon g ypriong Ppoyyodtactoltikmdv
Bpayeiog dpdong yio TNV avaKOVPIOT] TOV CUUTTOUATOV VITOOMADVEL EMOEIVMOON TOL EAEYYOL Kol OL
acOeveic npémnel va e€etdlovrat amd 1Tpo.

Ot acBeveic dev mpénet va otapatovv v Oepaneia ywpig v enifieym watpov, Kabmg To
CUUTTMOUOTO UTOPEL VO, ETOVEUPOAVICTOUV LETE T OLOKOTY].



Yovictdton 1 Oepameio e aVTO TO PUPLOKELTIKO TPOTOV Vo Ny dtokdmtetan amdtopa. Edv ot
acBeveic Bewpodv 0TL M Bepaneia eivor avarotehespatikn, Ba Tpénet va cuveyicovv T Bepaneia,
aAAG TpEmeL va avalnTioovy wtpikr epovrtida. H av&avouevn ypnon tov fpoyyodlacTaATIKOY
AVOKOVQLOTC VITOONADVEL EMOEIVMOOT TNG VITOKEIUEVNC KATAGTOOTG KOl OIKAOAOYEL TNV EXAVEKTIUNON
¢ Bepoameiog. H awpvidia Kot Tpoodeutiy MdEiVOOT TOV GUUTTOUAT®V TOV AGOHTOG glval
duvnTika ametnTikn yuo T oM Kot o aobevi|g mpénet va vtoPAnBel o eneiyovoa woTpik|
a&loldoynon.

YnrepsvoucOnoia

Apeoeg avtidpacelg vrepevailcinciog £xovv mapotnpenoel LETE TNV YOPYNOT AVTOD TOV
QOPUAKELTIKOV TTPoiovTog. Edv mapatnpnBodv onpeio mov vmodnAmdvouy aAAepyKés avTidpacelg Kot
GUYKEKPIUEVO 0LyYELO01OM 0L (CUUTEPIAAUPAVOUEVEOY SUGKOM®MDY GTNV OVOTVOT 1] TNV KOTATOGN,
SOYK®MON NG YADGGUS, TOV XEIMMY Kol TOV TPOCHTOV), KVidmon 1 depuatikd e&avOnua, n Bepomeio
TPENEL VO, SLOKOTTETA APECHS Kol VoL Egkvdiel evarlaxtiky Bepameia.

[Mapddo&oc BpoyyOoTUGLOC

Onwg cvpPaiver kot pe dAleg elomvedpeveg Bepameieg, 1 xop1yNon AVTOD TOL POPHOKEVTIKOV
TPOTOVTOC UTOPEL VO, 00N YNGEL 0€ TAPAd0ED PPoyYOCTAGHO, TTOV UTOPEL VAL EIVOL ATEIANTIKOG Y1 TN
Con. Av cvpPet avtd, 1 Bepareio Tpémel va dtokomel apéoms Kot vo EEKIVIGEL EVOAAUKTIKY Oepameia.

Kapdrayyeiokéc emdpdosic Tmv frto oyovicTaV

Onwg cvpPaiver kot pe AL QUPUOKEVTIKA TPOIOVTA TOL TEPLEYOLV P2-AOPEVEPYIKOVS OYDVIGTECS,
AT TO PUPUOKEVTIKO TPOTIOV UTOPEL VOL OTLOVPYNGEL KAVIKG GTLOVTIKT KAPOLOYYELOKT| ENTIOPACT| GE
0pIoUEVOLG aebeveic cOLE®VA PE TIG LETPNOELG ADENONC TNG KAPSLOKT] GLYVOTNTOC, TNG OPTNPLOKNG
mieong ka1 TV cuuTtOUdTOV. AV Tapoatnpnovy TETolov £idovg emdpacels, 1 Oepaneio Tpémel va
SwokomTeTOL.

AVT0 TO PUPUOKEVTIKO TPOIOV TPEMEL VAL YPNCIUOTOLEITOL LE TPOGOYN G acheVEiG e KapdloyyeloKEg
dwtapayés (otepaviaio voso, 0&H Euepaypa Tov pokapdiov, kapdlakég appuduieg, vréptaon),
dTapayés e omacpovg 1 Bupeotoikmon kot o€ acbeveig Tov Tapovsidlovy acuvifiot
avTamOKPIoT] GTOVS P2-0dPEVEPYIKOVG OYMVIOTES.

Ot aoBeveic e aotadn WoyoiKn KapdoKn VOGO, I0TOPLIKO EUPPAYLLOTOS TOV LLOKAPIIOV KATE TOVG
tehevtaiong 12 piveg, avendpketo apiotepnc kotkiog katnyopiog HI/TV katd v Kapdioloyikn
Etoupeio Néog Yopxng (NYHA), appubuia, un eleyyouevn vaéptact), oyyeloK EYKEQOAIKT VOGO 1)
16TOPIKO GLVOPOLOL Tapdtaong QT kot o1 acheveig Tov Aappdvovy EUPUAKEVTIKAE TPOTdGVTA TOL Eivarn
Yvooto 6TL Topateivovy To QTC amoxheiomray omd TIC LEAETEG 0TO KAVIKO TPOYPOULULO AVATTVENG
woaKATEPOAN G/ POoVPOIKNG popetalovng. Enouévmg, to amoteAéoroto 0GPAAELNS 6€ aVTONE TOVG
mAnBuopovg Bewpodvtar dyveoora.

Evd ot Bo-adpevepyikol aymviotég Exovv avapepbel 0Tt Topdyovy petaforéc oto
niektpokapdoypdenua (HKI), 6mmg emnédwon tov kopdtov T, mapdtacn tov dactipotog QT kot
KATAOTOGOT TOV JoTaTog ST, 1 KAVIKT GNUaGio auT®V TOV EVpNUATOV Elval dyveooT.

Emopévag, ot Ba-adpevepykol ayoviotég pokpdg dpdong (LABA) 1 ta mpoidvia cuvevacuon mov
nepiéyovv LABA, 6mog to Atectura Breezhaler, Oa mpénet va ypnoiponolohviol Ue Tpocoyn 6€
acOeveic pe yvoortn 1 ewalopevn topdracn tov dwwotuatog QT 1 oe acBeveic mov Aapfdvovy
AYOYN LE QAPUOKEVTIKG TPOidVTa OV emnpedlovy to ddotnuo QT.



YrokoAwoipio pe frto oyoviotéc

O1 B2-adpevepyikol oymvIoTEC UTOPEL VAL TPOKAAEGOVY GTLLOVTIKT DITOKOALOLUIO GE OPIOUEVOLS
acBeveic kot ovTod givar Suvatd vo Tpokaréssl avembOunTeg Kapdayyelokéc emdpdoeic. H peimon
oV KaAiov 6ToV 0p0 givar cLVHBWOE TAPOSIKN KoL eV amatTel ANYT GUUTANPAOUATOS. LTOLG acbeveig
pe coPfoapd dobua, n vrokaoupio propel va evicyvetot omd v vro&ia Ko TNV TapAAANAY Bepameia
Kot auTod pmopel vo avénoel v eumddeta anévavtt oTig Kapdlakég appubuieg (PA. Tapdypaeo 4.5).

KAlvikd oyetikn vrokailoupio dev €xel mapatnpnel oe KAviKES peAéteg g
WOOKATEPOANG/ POVPOTKNG LOUETALOVTG OTI GUVIGTMOUEVT BepamenTiKn dOGT.

Yrepyloxoupio
H giomvor] vymhav 866wV B2-adpevepYIKOV AYOVIGTMOV Kol KOPTIKOGTEPOEWSDV UITOPEL Vo
TPOoKaAEGEL aENGELG 0T YALKOLN Tov TAdopaToc. Me v évapén g Bepameiag,  YAvkoln

TAACLLOTOG TTPEMEL VO TapakoAovBeitan o o1eva oTovg drafnticods acbeveic.

AT T0 POapUOKEVTIKO TPOIOV dev €xel akdpa peketn el oe aobeveig pe cakyapmon dwafntn Tomov |
N un eleyyxopevo caxyoapmon dwefrn Tomov 1.

[IpOANW”N GTOLOTOPOUPVYYIKAOV AOUMEEDMV

®o mpémel v, divovTal 001yiec 6Tovg aebeveig va EEMAEVOLV TO GTOO TOVE 1| VO KAVOLV YOPYAPES UE
vepd ywpig va o Kotamivouv 1 va, fovptoilovv Ta dOVTIL TOVE apoD EIGTVEDNGOVV T 00T TOV EYEL
cuvtayoypaenOel, Tpokeévov va petmbel 0 KivOuvog GTOUATOPAPLYYIKTG AOTHMENS OO KAVTIVTAL.

2ZUGTNUATIKEC EMOPACELS TV KOPTIKOGTEPOEIODV

Mmropeti va mopatnpn oy GUGTNUATIKES EMOPACELS TOV EIGTVEOLEV®OV KOPTIKOGTEPOEIOMV 1OLLTEPMG
6€ VYNAEG OOGELG TOL GLVTAYOYPUPOVVTAL Y10, TOPATETAUEVEG TEPLOSOVE. AVTEC 01 EMOPAGELG Efval
oA AyoTEPO TOOVO Vo Topatnpnlovy Ge oG e TO ad GTOUOTOC KOPTIKOOTEPOELDT Kol UTOpPET
Vo TOKIAOVY GTOVG HEPOVOUEVOLG 0.60eVElG Kot LeTAED dLOLPOPETIKMY GKEVAGUATOV
KOPTIKOGTEPOELODV.

O mBavég cvomuatikég emdpdoeic pmopet va nepthapfdavovy cuvopopo Cushing, yopaktnpiotiKd
oLvdpoOLoL TPpocopoldlovtog pe o cuvopopo Cushing, KataoToA) TOV EMVEQPLOI®V, EMPBPAduvon
NG avanTuéng o€ Todd Kot EPrfovg, HeimON TG 0GTIKNG TLKVOTNTOG, KOTAPPUKTT), YAADK®LLO, KO,
7O GTLAVLA, EVO QACLO YOYXOALOYIKMV 1) GUUTEPLPOPIKDY EMOPACEDY TOV GLUTEPIALUPAVOVY
YOYOKIVITIKT DITEPSPAGTNPLOTNTA, SLUTAPUYES VTTVOV, AyY0G, KaTdbiym 1 embeticotnTa (1d10itepa
ota Toudld). Emopévag, eivar onpavtikd 1 8661 ToL EIGTVEOUEVOL KOPTIKOGTEPOELOOVG VO,
TITAOTIOLEITAL OTT YOUNAOTEPT OOGT GTNV OO0, SLATNPEITOL ATOTEAEGLOTIKOG EAEYYOG TOV dobuatoc.

Mmopei vo avapepOei omTikn dtotapayn LE CLOTNLOTIKY KOl TOTKY] YPHOT KOPTIKOGTEPOEWMV (1)
TOTIKN YPN oM TEPLAUPAVEL TNV EVOOPPLVIKY, TNV YPNoN & E16TVONG Ko TNV evooeddiuia). Ot
acBeveic mov mapovsidlovy copnTOpATe OTMG Baumn dpacn N GAAeg onTiKES dratapayEs Oa mpémel va
mapomEumToviot o€ opOodpioTpo mote va agloloyndovv ta mbava aitio TV dotapaydv TG OpaoNg,
Ta. omoia pmopel vo tepthapufdvouy katappdrt, YAodkoua 1 oTavieg acBEVEES OTMC 1) KEVIPIKY

oph NG yoproapepAnotpocidonddeia (KOXA) mov £xovv avoaeepbel petd amnd ypron GLGTIUUTIK®OVY
K0l TOTK®V KOPTIKOGTEPOELODV.

AV10 TO PUPUAKEVTIKO TPOIOV TPETEL VAL YOPTYEITAL LE TPOGOYN GE AGOHEVEIC LLE TVEVUOVIKT)
ovpatioon 1 o€ acbevelg pe ypovieg AOYMEELS 1) AOUMEELG TTOL deV EYOVV AVTILETOTIGOEL.



"Exdoya

Av106 T0 POPUAKEVTIKO TPOTIOV TTEPLEYEL AakTOLN. O1 0i60gvelg e omavia KANPOVOULIKE TpoBAR T
dvoave&iog otn YOAaKTOLN, TAPT OVETAPKELN AOKTACG 1] KOKT amoppoenoTn YAVKOLNG-yahakTolng
dgv TPEMEL VoL TAPOLV OVTO TO PAPLLOKO.

45 Allemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTA KO AALES HOPPES aAANAeTiopaoG
Agv &yovv de€aybel edkég pehéteg aAANAenidpacns pe v wdakatepOAn/@ovpoikn popetaldvn. Ot
TANPOQOPIEC avaPopIKa pe TNV ThavotnTa aAAnAemidpdcewy Paciloviol otnv mbavotTa TV

0VCIMV povobepomeiog.

DapuokevTikd Tpoidvto mov eivol yvowotd 0Tt Tapateivouy 1o dtdotnua QTc

Onwg dAlo popUOKELTIKA TPOIOVTA TTOL TEPLEYOLV EVa P2-AOPEVEPYIKO ay®VIOTY], QLT TO
QOPUOKELTIKO TPOTOV TPETEL Vo yopnyeitat Le Tpocoyn o€ acbeveic mov Aapupdvovv avactolelg
HOVOOUIVOEEIDAGTC, TPIKVKALKA OVTIKOTAOAITTIKG 1] QOPUOKEVTIKA TPOIOVTO, TTOV EIVOL YVWOOTO OTL
napoteivouy to ddotnua QT, Kabdg omoladnmote enidpacn avtdv oto ddotnue QT pumopei va
evioyvbel. Ta pappokevTiKd Tpoidvta Tov elval Yvwotd Ot mapoteivovy To didotnua QT pmopel va
av&Noeovy Tov Kivouvo kothakng appvduiag (BA. mapaypdeovg 4.4 kot 5.1).

Oepomeio Yo TNV VITOKOALOLLLICL

H mopdAinin Bepameio yio vrokaAiaipio pe mapdywya peBoiooaviivig, otepoetdn 1 un
KOALOGUVTINPNTIKA S10VPNTIKE UTOPEL VOl EVIGYVGEL TNV TOAVT] VTOKUALLKT dpAoT) TV B2-
AOPEVEPYIKDV QYOVIOTOV, ETOUEVMG TPETEL VOL XPpNOLLoTotovvTal pe tpocoyn (BA. mapdypapo 4.4).

AnoxAelotéc B-adpevepyIKOV VITOd0YEMY

O1 amoxhelotéc B-adpevepyikdv vmodoyéwv pumopel va eEacbevicovy 1 va avtaymvifovrol T opdon
TOV Po-adpevepyikdv ayoviotdv. Emopévag, o0vtd 1o popprokentikd mpoiov dev Bo mpénet va
yopnyeiton poli pe amorkAelotéc TV B-adpevepyik®mv vTodoyEwy, EKTOG GV VITAPYOVV GoPapoi Adyot
v T xpnon tovc. Otav amatteital, Oo Tpémet va TPOTUOVTOL KOPIOEKAEKTIKOL ATOKAEIGTES T™V [B-
AOPEVEPYIKMY VTTOS0YEDV, TOPA TO OTL Do TPETEL VAL YOPTNYOOVTOL UE TPOGOYT.

AlnAeridopoaon ue avactoreic CYP3A4 kar P-yAvkorpmteivig

H avaotoin tov CYP3A4 kot tng P-yAvkonpwteivig (P-gp) dev éxgl avtiktuomo oty ac@dAslo, Tov
Bepansvtikdv d0cemv Tov Atectura Breezhaler.

AvooTtol TV PaciK@V Tapayovimy Tov cuvielobv oty kabapon wdakotepoing (CYP3A4 kar
P-gp) 1| otnv kéBapon g povpoikng popetalovng (CYP3A4) avédvel T cvotnuotikn ékfeon oe
wdaKatepOAN 1| POVPOTKN popeTaldvn péypt 500 PopEC.

AdY® TG TOAD YOUNANG GLYKEVTP®ONG OTO TAAGLLO TOL EMLTVYYAVETAL HETA TNV EICTVOT TNG dOONG,
01 KAWVIKE oM UAVTIKEG OAANAETIOPAGELG LE TNV POLPOIKT| popetalovn dev gival mbovég. QQotd00,
umopel va vapyel ThavotnTo Yio odENCT TG CLOTNUATIKNG EkBEoNg € POoVPOIKN poueTaldvn otav
ouyyopnyovvtol ioyvpoi avactoreic CYP3A4 (m.yh ketokovaloin, itpakovaloin, vehpwafipn,
prtovapipn, KOUTIGIGTATN).

AMOL B2-adpEvEPYIKOT Ay OVIGTEC LAKPAC OpAoNC

H ovyyopnynon awtov tov eopuakevtikod Tpoidovtog pe GAAL POPUOKEVTIKA TPOTOVTO TOV TEPIEXOVY
B2-adpevepyikoDe aymVIoTEG LaKPAS Opdong oev €xel peretnOel kat dev cuviotdrtol kabdc umopei va,
gvioyvoel Tig avemBounteg avtdpdoeig (PA. mapaypdpovg 4.8 ka1 4.9).



4.6 Tovipotnra, kOmon km yoerovyio

Kvnon

Agv vapyovv emapkr| dedopéva and t xpron tov Atectura Breezhaler 1} tov pepovopévov
GLGTATIKAOV TOV (VOUKATEPOAT KOl POVPOTKN pHopeTalovn) oe £YKVES Yuvaikeg dote va kabopilotel av
VILAPYEL KIVOLVOG.

H wdakatepdin dev NTav T€pATOYOVOG GE 0POVPAIOVS KOl KOUVEALD, HETE artd vIToddpia yoprynon (PA.
Tapdypoeo 5.3). Te peléteg avamapoywyng (MY e TOVTIKIL, 0povPaiovs Kol KOVVEALN GE KDOPOPIia,
N QOLPOIKY pHopeTalovn Tpokdiese aLENUEVES SUGLOPPIEG TOV EUPPVOL Kal PHELUEV emPimon Kot
avamTuén Tov gufpoov.

Onwg cvpPaiverl pe AL QOPUOKEVTIKA TPOIOVTO TOL TEPLEYOLV P2-AdPEVEPYIKOVS OYMVIGTES, 1)
wdakatepOAn pmopet va avooteilel TOV TOKETO AOY® YOAAPOTIKNG dPAGTS 6TO Aglo L TNG UATPOS.

AVT0 TO POPUOKEVTIKO TPOIOV TPETEL VAL YPNCIUOTOLEITOL KATA T1 SLAPKELD TNG EYKVUOGVVIG LOVO EGV
TO OVOPEVOUEVO OPEXOG Yo TNV acBevi] vepTepel TOL duVNTIKOY KIVOHVOVL Yo To EUPpvo.

ONnAaopog

Agv vtdpyovv daBEceg TANPOPOPIES Y10 TNV TAPOLGIQ TG WVOUKATEPOANG N TNG POVPOTKNG
popetaldovng oto avBpdmivo yaAa, yio Tig emdpdoelc 6o ONAdlov Bpépog N Yia TG EMOPAGELS GTNV
TOPUYOYN YOAUKTOG. AALY EIGTVEOUEVO, KOPTIKOGTEPOELON TAPOLOLN LE TV POVPOTKT LOUETALOVT
petapépovrat 6to avhpmnivo yéAa. H wdakatepoln (cuumeptAapfBavopévoy Tmv HETABoMTOV TNG)
KoL 1 eOVPOiKY popetalovn éxovv aviyvevbel oto ydia tov Onraldoviov apovpainy.

[Ipénet vo amopaciotel edv Bo dtakomei o Onrlacuog 1 Oo dwaxonel / Oa amopevybei n Oepamneia,
Aappdvovtag voyn To 6PEAOG Tov INAacuoL Yo To Tondl Kot To OPeLOG TG Bepameiog yio TV
yovoika.

Tovipdtra

Meréteg avamapayyng kot aAlo dedouéva o {Hor eV VITOOEIKVOIOLY OVNGUYI0 GYETIKA UE TNV
yovipdtTnTa TOG0 6TOVG AvOpeg OGO KOl OTIG YUVOIKEG.

4.7 Emopacels 6Tny IKavoTnTo 001Y161S KUl YEIPLEUOD UMY OVI|LATOV

To mapdv PapUakeLTIKO TPOTOV deV £xEL Kapia 1) £(EL OCLLOVTY] EXLOPACT] GTIV KOVOTNTA 0O1|YNONG
KO XEPICHOD UNYOVILAT®V.

4.8 AvemOOunteg evépyereg

TIepiAnyn tov TPoPik 0cQAAEIOC

O1 o ovyvég avemBOUNTEG EVEPYELEG OE StaoTna 52 efSopddmv NTov To AcOua (Tapofvveon)
(26,9%), n pvogapvyyitida (12,9%), n Aoipuwén Tov avdTEPOL OVATVEVGTIKOD 6VOTHATOS (5,9%) Kot
n xepaiaryio (5,8%).



Kotdroyoc tov avemtBountwv evEPYEIDV GE LOPQON TTIVUKO,

Ot avemBounteg evépyeteg Tov eapuakov (AEc) mapatibevtar avd katnyopia / opyovikd chotnua
ovpemvo pe ™ Pdon dedopévav MedDRA (TTivaxag 1). H cuyvotnta tov AE Baciletor otn pedé
PALLADIUM. Mécoa og kaBe Katnyopio / opyavikd cOotnua, ot avemBOuntes evépyeteg
ta&wopovvron pe Baon ™ cuyvotNTa, LE TPMTEG TIG GLYVOTEPES avemBounteg evépyetes. Eviog kabe
KATNYOPlog GUYVOTNTAG EUPAVIGNC, Ol AVETIOVUNTES EVEPYELES TOL PAPUAKOV TapaTidevTal KOTA
oBivovca celpd coPapdtnrtas. Emmpocsbétmg, 1 avtictoryn katnyopia cuyxvotntag yro kibe
avemBount evépyeta faociletar oy mapaxdto copfacn (CIOMS 1H1): modd cuyvéc (>1/10), cuyvéc
(>1/100 émg <1/10), &y cvyvég (>1/1.000 £wg <1/100), omdvieg (=1/10.000 £wc <1/1.000), ol

omavieg (<1/10.000).

Mivaxkag 1 AvemO@opnteg gvépyeieg

Koatnyopia / opyaviké cOotnpa AvemO@OunTeg evépyereg Kotmyopia
ovyvoTnTOC
Pwoopopuyyitida [ToA) cuyvég
AOUDEELS KOl TOAPACITOCELS Aoipwgn Tou aveTEpov Z0xVES
OVOTVELGTIKOV GUGTNLOTOG
Kavtvriaon*! Oyt ovyvég
\ , , YnepevaroOncio*? Yoyvég
Awtopay£C TOL 0VOGOTOUTIKOD GUGTHLOTOG ; p .
Ayygrooidnuo*s Oy cuyvéc
Awotapayéc Tov petofolopon Kot e 0péyng Yrepyhvkopio* Oy cuyvég
Alotapay£C ToV VEVPIKOD GUGTHLATOG Kepahahyio*® 2uyvéc
OpOarpikég droTapoyég Hpaon Qamcn*e O AL
Koatappdxing Oy ouyvég
Kopdrokég dratapayég Tayvkapdio*’ Oy cvyvég
AloTopay£c TOV aVOTVELSTIKOD GLUGTILLOTOC, TOV AoBua (nap O@V"n), HOM), A
, . STOHOTOQAPLYYIKO GAyoc*® | Zuyvéc
Ompaka Kot Tov pHecobmpiKiov p ;
Avcoavia Xuyvéc
AwTapayég Tov SEPHOTOG KAl TOL VITOSOPLOV E&avOnuo*® Oy ovyvég
16700 Kvnoudg* Oy ovyvég
AL0TOpoy£EG TOL LVOCKEAETIKOD GUOTHUATOG KOl MvooKeAETIKOC TOVOC* ! Yuyvéc
TOV GUVOETIKOV 16TOD Mvikoi oracuol Oy ouyvég
* YTodNA®VEL TNV OpOd0TOINGT) TOV TPOTILAUEVDY OP®V:
1 Kovrtivtioon 6TOHTOS, GTOROTOPOPLYYIKY] KAVIIVTIOGN.
2 Ooppokevtikd eEavonua, vrepevalcnoio 6to Pdpuako, vrepevatcdnaia, e£avOnua, puONUOTOSES
e&avOnua, kvnoumdeg e&avnua, kvidwon.
3 AMepykd oidnpa, ayyel00idnua, TEPIKOYYIKO 0idnua, 0idNua Tov PAEQApOL.
4 AvEnpévn YAvkoln aipatog, vrepyAvKapLio.
5 KepaaAyia, kepaiadiyio Tdong.
6 Katappaktng, pAoudong KatappakTng.
7 Avénpévn kapdrakn cvyvotnta, tayvkapdia, reBoropfikn Tayvkapdio, VIEPKOIALNKT] ToYLKAPIIAL.
8 XtopaTikdg TOVOG, GTOUATOPAPVYYIKT SVGPOPIN, GTOUATOPOPVYYIKOG TOVOG, peBIGOG AoV,
odvvopayio.
9 dappokevtikd eEavonua, eEavOnua, epubnuatddeg e&avinuo, kvnopmosg eEavonua.
10 TTpokTikdg KvNOHOG, 0POOAUIKOG KVNOUOC, PIVIKOG KVNOUOC, KVNOUOC, KVIGOG YEVVITIKOV OPYOV@V.
11 PayloAyio, pP0ooKeAETIKOG TOVOC, LLodyia, TOVOG 0TOV avyéva, LPVOCKEAETIKOG TOVOC 6T0 6TNHOG.

Avopopd ThavorloyoOUEVOV avETIOOUNTMOV EVEPYELDY

H avagopd mBavoroyoduevov avemBOUnNT®mv evePYEL®V HETA amd T YOPNYNoN Gdel0g KuKAOPOPiog
TOV PAPUOKELTIKOD TPOIOVTOG elvar onpavtikn. Emtpénet tn cuveyn mapoakolobnon e oyéong
0PEALOVC-KIVOVVOD TOV QUPUOKEVTIKOD TPOTOVTOC. Znteital amd Toug emayyeAuatieg vyeiag vo
AVOPEPOVY OTTOIEGONTTOTE TOUVOAOYOVUEVEC OVETIOVUNTEG EVEPYELES LECH TOVL EOVIKOD GLGTNATOG
ava@opdg Tov avaypdeetol oto [Hapdptnua V.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

4.9 Ynaepdooolroyia

[pénet va yivetar Evapén YEVIKGOV DTOGTNPIKTIKOV HETPOV KOl CUUTTOUOTIKAG Depameiog o
TEPMTMOGELG VIO NG VITEPIOGOAOYING.

H vrepdocoroyia mBavdg Oa mpokarécetl onueio, countopato 1 avemBounteg evEPYELES TOV
oyetilovial e TIG PUPUOKOALOYIKEG OPAGELG TMV HEHOVOUEVOV CLUGTATIKOV (T.). TayLKaPJia, TPOUOC,
aicOnpo ToApdv, kepaialylio, vavtio, EueToc, vIvnAia, KotMakés appuduies, petafoikn o&émon,
vroKoAoupio, vTEpYALKaLio, KOTAGTOAN TG Asttovpyiag Tov dEova

VoBaAdpov - VIOPLONG - ETVEPPLII®V).

H ypnion KopdloeKAEKTIKOV B-0vaGTOAE®V PUTOPEL VoL EEETOCTEL Y10 TNV AVTILETAOTION TOV
Bo-adpevepyikmdv ovTdpdcemv, 0AAG LOVO VTIO TNV ERIPAEYN 1TPOL KoL LE EEAPETIKT TPOGOYN,
KaBdg N xpnom P2-adpevEPYIKOV aVUGTOAE®V UTOPEL Vo TPOKUAESEL PpoyyOoTaco. Xg coPapég
TEPMTOGELS, Ol acBeveic Ba mpémet va vooniehovroal.

5. DOAPMAKOAOT'IKEX IAIOTHTEX

51 ®appoxodvvopkEs 1010TNTES

Doppoakobepamentikn katnyopio: Oappoka yio acéveleg andPpoing aepaywymy, AdPEVEPYIKA GE
GUVOLOCUO UE KOPTIKOGTEPOELDN 1 GALD QAPLOKO, EKTOC TMV AVTLYOAVEPYIKOV, K®dikog ATC:

RO3AK14

Mnyoviopdc épdonc

AVT6 T0 POPLOKELTIKO TTPOTOV Evat £VOG CLVOLOCLOC VOAKATEPOANG, EVOG P2-AOPEVEPYIKOD Oy®VIGTN
pokpag dpaons (LABA) kat povpoikng popetaldvig, evog e16mvedIeEVOD GuVOETIKOD
koptikootepoeldovg (ICS).

Ivdarxarepoln

O1 @apraKOAOYIKES OPAGELS TOV OYOVICTOV TOV P2-00PEVEPYIKDOY VTOSOYEMV, TEPIAALBOVOUEVIC TNG
WOOKATEPOANG, UTOPOVV VO, at000000V, TOVAGYIGTOV €V HEPEL GTO, AVENUEVE ETITEDN KUKAKNG-3’,
5’-povomo@opikng adevooivng (kukiikd AMP), mov Tpokadovv xaldpwon Tov Bpoyyikod Asiov
pooc.

Katd v etomvon, n wdakotepdAn dpa TOTIKG GTov Tveduova o¢ Bpoyyodtactortiko. H
woaKaTEPOAN Elvar PHEPIKOS OYOVIGTNG GTOV avOp®TIVO P2-0dpevepyIKd VITOSOYEN LLE VOVOLOPLOKT
SPACTIKOTNTO. LTOV ATOUOVOUEVO avOpdTTIvo Bpdyyo, 1 vdakatepOAn Exet Tayeia Evapén opaong Kot
pakpa duapkela dpdong.

[apd To 611 01 B2-0dpevepyikoi vodoyeig eivar o1 Kupiopyotl adpevepyikol VTOSOYEIG oTOV PPOYYLKO
Agio po kot o1 Br-adpevepykol vtodoyeig ival ol Kupiapyot vTodoyeig oty avBpdTIvN Kapdid,
VILAPYOLV EMiONG P2-adpevEPYIKOL LITOSOYELS TNV AVOpOTIVN Kapdid, o1 omoiot amotelovv To 10% ue
50% T®V GUVOMK®OV AOPEVEPYIKMDY VTOSOYEWDV.

Dovpoikn pouetolov

H @ovpoikn popetalovn etvor Eva cuvOETIKO KOPTIKOGTEPOELDEG LUE VYNAN CLYYEVELD LLE TOVG
VIOB0YEIC YAVKOKOPTIKOEIBMV KO TOTIKES OVTLPAEYUOVMOELS 1810TNTEG. IN Vitro, ) @ovpoikn
popetaldvn avaoTEAAEL TNV ATELELOEPMOOT] TOV AEVKOTPLEVI®MV 0td TOL AEVKOKDTTOPO TMV OAAEPYIKDV
acevav. XNV KaAMEPYELD KUTTAPMOV 1] POVPOIKT LOUETALOVN TOPOVGINGE 1GYXVPO SVVOUIKO
aVOOTOANG TNG obVOeomg Kot TG amedevBépwong towv IL-1, IL-5, IL-6 kot TNF-a. Eniong, eivan
10YLPOG AVOCTOAENG TG TOPOYMOYNES AEVKOTPLIEVIOV Kal TNE Tapay®yng Kuttapokivav Th2 1L-4 kot
IL-5 omd to avOpamva T-kotrapo CDA+.
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Doppokodvvoutkéc emOPAoels

To TpoPiA EOPUAKOSVVALIKNAG AVTOTOKPIOTG AVTOD TOL POPUOKEVTIKOD TPOIOVTOG YopakTnpileTat
amo tayeio Evapén dpdong eviog S AETTMV UETE TN yopNyNo”n d00NG Kl TopOTETAUEVT ENiOpaoT Kab’
0M0 10 24®PO PEGOJAGTNLO TOV OOGEDY, OTMOS ATOJEIKVVETAL OO TIS PEATIDGELS GTOV KATMTATO
TOYEDC EKTVEOLEVO OYKO 6TO TP®TO dgvTEPOAeTTO (FEV1) évavtt ovoidv ohykpiong 24 dpeg petd
docoloyia.

Agv mopatnpnnke tayvevioio Mg TPOG Ta 0PEAT TG TVELUOVIKNG Agttovpyiag amd avtd To
POPUOKEVTIKO TTPOIdY 61NV Topeia Tov YPOHVOUL.

Midotnua QTC

H enidpaocn owtod Tov gapuokevtikod Tpoidvioc 6to didotnua QTC dev €xet a&loloynbel oe
de€odkn puerétn tov QT (TQT). T v @ovpoikn popetalovn dev eivorl YvmoTég 1010TNTES
napdracng Tov QTc.

KAMvikn omoTeAEGUATIKOTNTO KOl 0GOOAELDL

Ao peréteg paong I, Tuyaromompéveg, duthd TveAiéc (PALLADIUM kot QUARTZ) diapopetikig
ddpkerog a&loAdynooy Ty acPAieln Kot TNV anotelecpotikotnto tov Atectura Breezhaler oe
EVIAIKOLG Kal eprPovg acBeveic pe eppévov aobpua.

H peAiétn PALLADIUM fjtav pio kevipikn pedétn 52 efdouddwnv tov a&lohdynce to Atectura
Breezhaler 125 mcg/127,5 mcg pia opd v nuépa (N=439) kot 125 mecg/260 mcg pio gopd v
nuépa (N=445) o cvykpion pe ovpoikn popetaldvn 400 meg pio popd v nuépa (N=444) xar
800 mcg ke pépa (xopnyndnke mg 400 mcg dvo popég v nuépa) (N=442), avtictorya. ‘Eva tpito
OKEAOC ELEYYOL LE OPOOTIKY ovGio cvumeplElafe acbeveig mov EAafov GaAUETEPOAN/TPOTIOVIKN
erovtikalovn 50 meg/500 meg dvo gopéc v nuépa (N=446). Ola ta dropa Empens va. £xovv
ovpntopatikd aodua (Badbuoroyio ACQ-7 >1,5) kot va Aappdavouvv Oepaneio Guvtnpnong yio to
dobua pe ypnon elonveduevov cuvBetikol koptikootepoeldovg (ICS) pe 1 yopic LABA yio
TOVAGYIGTOV 3 UNVEG TPV atd TNV EIGAY®YN 6TV HEAETN. TNV dohoyn| to 31% 1oV aclevav siyav
16TopKo EAPCEMY KOTA TO TPOTYOLLEVO £T0G. Katd tnv eloaymyn oTnv HeAETN TA PAPLLAKE Y10 TO
Gobpa Tov avaeépbnkay o cuyva frav pecaia d6on ICS (20%), vynin d6om ICS (7%) 1 yaunin
d6on ICS og cuvévaocud ue LABA (69%).

O kVp1og 610Y0G TG perég NTav va arodeifel Tnv vepoyn gite Tov Atectura Breezhaler

125 mcg/127,5 mcg pia popd v nuépa Evovtl TG povpoikng popetalovng 400 meg pio popd v
nuépa M tov Atectura Breezhaler 125 mcg/260 mcg pio @opd thv nuépa £VovTl TG POVPOIKTG
popetalovng 400 meg dvo popég v nuépa 6Gov apopd tov Katdtato FEV: atnv efdoundada 26.

>ty efdouada 26, to Atectura Breezhaler 125 mcg/127,5 meg kou 125 meg/260 mcg pio @opd v
NUEPO ELPAVIGOV CTATIGTIKG ONUOVTIKEG BEATIOOES 6TOV KatdTtato FEV: kot otn fabuoloyia oto
Epotnpatordyio yia tov 'Edeyyo tov AcBuotog (ACQ-7) oe ohykpion pe TNV pOVPOIKN popetaldvn
400 mcg pia 1 800 @opég v nuépa, avtiotoiymg (PAéne Iivaxa 2). To gvprjuato oty efdopdda 52
Ntav oe cuuwvio pe v efdopdada 26.

To Atectura Breezhaler 125 mcg/127,5 mcg kot 125 mcg/260 meg pio popd Ty nuéPO epeavicoy
KAWVIKG onpoavtikn pelmon otov ethoto puiud pétpimv | coPapdv tapoloveemv (devtepedov
KATOANKTIKO oneio), og ohykpion pe v povpoikn popetalovn 400 meg pio Kot Vo opég Tnv
nuépa (BAéne Iivoko 2).

Ta amOTEAEGHOTO Y10 TO TTLO KAIVIKG OTUOVTIKG KATOANKTIKA onpeio teprypdooviat atov [livaka 2.
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Ilvevuovikn Jertovpyia, oourmtauoto kot eCapoels

[Mivokog 2 ATOTELECRATO KUPLOV KO OEVTEPEVOVTOV KUATUANKTIK®OV GNUEIOV 6T HELETY

PALLADIUM katd Tic efoopades 26 ko 52

(-0,354, -0,177)

(-0,229, -0,053)

Kotolnktiké Xpoviko onpeio/ Atectura Breezhaler? Atectura Breezhaler?
onueio Algpkera évavtt MF? évavti SAL/FP?
Meoaia 660m Yynin 66on Yynan 66om évavtt
évavtt pecaiog EvavtL vymang VYNANG 6601M¢
5060m¢ 5060m¢
Mvevpovikii Aertovpyia
Kozoraroc FEV*
EBdopdada 26 211 ml 132 ml 36 ml
(x0pro <0,001 <0,001 0,101
Awpopd Oepameiog KOTOANKTIKO (167, 255) (88, 176) (-7, 80)
T P onueio)
(95% CI) EBdoudda 52 209 ml 136 ml 48 ml
<0,001 <0,001 0,040
(163, 255) (90, 183) (2,94)
Méon mpwivy uéyroty exnvevotixn pory (PEF)*
Awpopd Oepameiog Epdopdda 52 30,2 I/Aentd 28,7 l/hentd 13,8 l/remto
(95% CI) (24,2, 36,3) (22,7, 34,8) (7,7,19,8)
Méaon Bpaoivy uéyiotn exnvevotiy por (PEF)*
Awpopd Oepameiog Epdopdda 52 29,1 l/hentd 23,7 l/hentd 9,1 I/\ento
(95% CI) (23,3, 34,8) (18,0, 29,5) (3,3,14,9
TUOUTTONOTO
ACQ-7
EBdoudda 26 -0,248 -0,171 -0,054
(Baowkd <0,001 <0,001 0,214
Awpopd Ospameiog devtepevov (-0,334, -0,162) | (-0,257, -0,086) (-0,140, 0,031)
Ty P KOTOANKTIKO
(95% CI) onueio)
EBdopndda 52 -0,266 -0,141 0,010

(-0,078, 0,098)

Arouo. mov wapovaiocoy aviorokpion oto ACQ (mrocooté acbevav mov wétvyay v eAdyiotn kKAVIKaG

onuovtiky drapopd (MCID) amd to anueio avapopag ue ACQ >0,5)

IMocootd EBdouddo 26 76% évavtl 67% | 76% évavt 72% 76% évavt 76%
Avaloyia EBdoudda 26 1,73 1,31 1,06
mOavotitmv (1,26, 2,37) (0,95, 1,81) (0,76, 1,46)
(95% CI)

[ocootd EBdoundda 52 82% évavt 69% | 78% évavt 74% 78% évavt 77%
Avaloyia EBdopada 52 2,24 1,34 1,05
mOavotitmv (1,58, 3,17) (0,96, 1,87) (0,75, 1,49)
(95% CI)

Hoooato nuepav ywpic papuoxo dicowans™

Awpopd Bepamneiog EBdopada 52 8,6 9,6 4,3

(95% CI) (4,7,12,6) (5,7,13,6) (0,3, 8,3)
Ilogoato nuepav ywpic ooumrouoto™

Awpopd Bepamneiog EBdopada 52 9,1 5,8 34

(95% CI) (4,6,13,6) (1,3,10,2) (-1,1,7,9
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Emcomompévo 1060616 mapoivecnv dodpatog™

Mérpieg 17 oofopés mopoldvoeig

AR EBdopdda 52 0,27 évavti 0,56 | 0,25 évavt 0,39 0,25 évavt 0,27
RR Epdopdda 52 0,47 0,65 0,93
(95% CI) (0,35, 0,64) (0,48, 0,89) (0,67, 1,29)
2ofopéc mopoldvoeic

AR EBdopdda 52 0,13 évavtt 0,29 | 0,13 évavtt 0,18 0,13 évavt 0,14
RR Epdopdda 52 0,46 0,71 0,89
(95% CI) (0,31, 0,67) (0,47, 1,08) (0,58, 1,37)

*

Méon tiun yo ) dtbpketa g Oepameiog

RR <1,00 gvvosi v wdokatepoin/povpoikn popetalovn.

! Atectura Breezhaler pecaio 66om: 125 meg/127,5 mcg od, vynAn 86on: 125 meg/260 meg od.

2 MF: povpoikn| popetalovn pecaio 86om: 400 meg od, vynin d6on: 400 mcg bid (86on mepieyopévon).
H ¢ovpoikn poperalovn 127,5 meg od kot 260 meg od oo Atectura Breezhaler eivar ovykpiown pe
™mv eovpoikn popetalovn 400 meg od kon 800 meg v nuépa (yopnyovuevn og 400 meg bid).
SAL/FP: capetepdin/mpomiovikn rovtikaovn vymin d6on: 50 meg/500 meg bid (86om
TEPIEYOUEVOD).

Katdtatog FEV1: n péon amd tig 000 tipég FEV mov petpndnke otig 23 dpeg kat 15 Aemtd Kot otig
23 dpeg ko 45 Aentd petd ) Ppadivi doon.

Kbpro katodnktikd onpeio (katdratog FEV: v gfdondda 26) kot Bacikd devutepehov KOTOANKTIKO onueio
(BaBporoyia ACQ-7 v efdopdda 26) ftav HEPOG TS OTPATNYIKNAG TOL EMPEPUIOTIKOD EAEYYOV Kol G €K
TOUTOV EAEYYOVTAL Yo TOAAATAGTNTA. OAal T GAAL KOTOANKTIKA onueion dgv TavV LEPOG TNG GTPATIYIKNG TOV
emPePar@ticon eAEYYOV.

RR = avoioyia mocootod, AR = gtnolonompévo 1ocootd

0d = pio gopd v nuépa, bid = dvo popég v Nuépa

**

[Ipokafopiouévn GLYKEVIPMTIKY GVAAVOT

To Atectura Breezhaler 125 mcg/260 mcg pio gopd v nuépa peretinke eniong o dpaoTikn ovaia
obOykpong og GAAN perét edong 1 (IRIDIUM) oty omtoio 0Xa ta drtopa giyov 16TOPKO
opo&Hvoemv AGOULATOC TOV ATOLTOVCE GLOTNATIKG KOPTIKOGTEPOELON KOTA TO TPOTYOVLEVO £TOC.
Mia, Tpokabopiopévn GUYKEVTPOTIKY oviivon TV peretdv IRIDIUM ko PALLADIUM
devepyndnke ya t obykpion tov Atectura Breezhaler 125 mcg/260 mcg pio opd tnv nuépa pe ™
ocaipeteporn/erovtikalovn 50 meg/500 mcg 800 Qopég THY NUEPA Y10 TO. KATOANKTIKG GNUEIR TOV
katotatov FEV: kot ACQ-7 oty gfdopdada 26 kot o etnolonompévog puouog toposhveswy. H
OVYKEVTPOTIKN avalvon anédeie o1t to Atectura Breezhaler Beltimoe tov katdtato FEV: katd

43 ml (95% CI: 17, 69) kot T Pabuoroyio. ACQ-7 katd -0,091 (95% ClI: -0,153, -0,030) otnv
ePdopdda 26 ko peiwoe tov etnolonompévo pudud pétpiov N cofapmv tapodvoemv aoOuotog Kot
22% (RR: 0,78, 95% CI: 0,66, 0,93) kot tov cofapdv mapo&iveewv katd 26% (RR: 0,74, 95% CI:
0,61, 0,91) évavtt g coiuetepdAng/erovtikalovng.

H pelétn QUARTZ firav pia ueiém 12 efdoudadmv mov a&lordynoe to Atectura Breezhaler

125 mcg/62,5 mcg pia eopd v nuépa (N=398) og chykpion pe v ovpoikn popetalovn 200 meg
pia eopd v nuépa (N=404). Oha ta dropa £mpene vo eivon CLUTTOUATIKA Kot Vo Aappdvovv
Oepoameio cuvtpnong ywo. to dobua pe ™ ypron yoeuning d6ong ICS (ue ) yowpic LABA) yia
TovAdylotov 1 univa Tpv amd v elcaywyn otn peAétn. Katd v eicaywyn ot perlétn ta wo cuyvd
QappaKe yio. To dcbua Tov avaeépdnkov ftav yaunin d6on ICS (43%) ko LABA/yaunin d6om ICS
(56%). To kP10 KOTOANKTIKO oNpEio TG LEAETNG NTav va omodei&el v vepoy Tov Atectura
Breezhaler 125 mcg/62,5 mcg pia @opd thv nuépa o cOYKPIoN UE TNV POVPOIKT HopeTalovn

200 mcg pia popd v nuépa 6oV apopd tov katdtato FEV1 v efdoudda 12.

To Atectura Breezhaler 125 mcg/62,5 mcg pia @opd thv NuUéEPa TOPOVCINGE GTATIGTIKG GNULOVTIKY
Bektioon otov apykd katdtoto FEV: 6to onueio avapopdg katd tv gfdondada 12 kot oto
Epomuatordyio yio tov Edeyyo tov Acbuoatog (ACQ-7) 6g cOYKplon Ue TNV Govpoikt| popetalovn
200 mcg pio popd v NUéPQ.

To 0mOTEAEGHOTO Y10 TO TTLO KAIVIKG GYETIKG KATOANKTIKA onpeio mteprypdoovtot otov [Tivaka 3.
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IMivokog 3 AmoteléopOTE TOV KOPLOV KOL OEVTEPEVOVTOV KOTUAKTIKOV GNUEIOV 6TV HEALT
QUARTZ xaté tv epoopdda 12

Koatainktikd onueio Atectura Breezhaler yopnin 66on*
évavti
MF younii 66on**
[veopovikn Aettovpyio
Katararos FEV1 (kbpio karalnkuixo onueio)***
Alopopd Bepamneiog 182 ml
P tyn <0,001
(95% CI) (148, 217)
Méaon mpwvi uéyiotn exnvevotixy pon (PEF)
Alopopd Bepamneiog 27,2 I/min
(95% CI) (22,1, 32,4)
Bpoodwi uéyiotn exmvevotixii porj (PEF)
Awopopd Bepameiog 26,1 I/min
(95% CI) (21,0,31,2)
TUUTTONOTO
ACQ-7 (Paoiko devtepedov katalnktiko onueio)
Awopopd Bepameiog -0,218
P tun <0,001
(95% CI) (-0,293, -0,143)
Ilocooto acbevarv mov emrvyyavovy MCID oe oyéon ue to onueio ovagpopdg ue ACQ >0,5
[ocooto 75% évavt 65%
Avolroyia mbavotitov 1,69
(95% CI) (1,23, 2,33)
Tloooato nuepv ywpic popuoxo o160wong
Awopopd Bepameiog 8,1
(95% CI) (4,3,11,8)
Tloooato nuepwv ywpic oourrouoazo,
Awpopd Bepomeiog 2,7
(95% CI) (-1,0,6,4)
* Atectura Breezhaler yaunin 66on: 125/62,5 mcg od.
**  MF: yapnn d6on @ovpoikng popetalovng: 200 meg od (d6om mepieyopévon).
H @ovpoikn popetalovn 62,5 mecg oto Atectura Breezhaler od givon cuykpiowun pe tnv
@ovpoikn popetalovn 200 meg od (86om mepiE)OUEVOD).
*F*% - Katotatog FEVi: n péon and tig 6vo tipéc FEV: mov petpnnkav otig 23 dpeg 15 Aentd ko
o115 23 opeg 45 Aemtd petd v Ppadvn doom.
od = pia @opd v nuépa, bid = dbo @opéc v nuépa

Houdwotpikde TAnbvoudc

Y pedétn PALLADIUM nov cvpmepiéhafe 106 spnpovug (12-17 gtdv), ot fedtidcelg otov
katotato FEV: katd v efdopada 26 rav 0,173 Aitpa (95% CI: -0,021, 0,368) ywo to Atectura
Breezhaler 125 mcg/260 mcg pio @opd v nuépa Evavtt g eovpoikng popetalovng 800 mcg
(dnradn vynréc dooeig) kau 0,397 Aitpa (95% Cl: 0,195, 0,599) yia o Atectura Breezhaler

125 mcg/127,5 mcg pia popd thv nuépa Evovtl TG povpoikng popetalovng 400 meg pio popd v
nuépa (dniadn pecaieg SOGELS).

v pedétn QUARTZ mov cvunepiélafe 63 eprifovg (12-17 etdv), ot péoeg d1opopés tov elayiotmv
teTpay®vev ot Bepaneio yio tov kototato FEV: v nuépa 85 (efdopdda 12) nrav 0,251 Aitpa
(95% CI: 0,130, 0,371).

I 11g vToopuadec PPV 01 BEATIOGEIC GTNV TVEVUOVIKT AEITOVPYIQ, TO CUUTTMOUOTO KOl Ol LELDGELG
0T1G TOPOEHVOELG TAPOVGIOGOV GUVETELN [LE TO GUVOMKO TANOVGLO.
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O Evponaikoég Opyoviopoc Pappdkmv €xel ddoel avaPoir and Ty vToypEmot LIOBOANG TV
QTOTEAECUATOV TOV UEAETMOV UE VOUKATEPOAT/POVPOTKN popeTaldvn og pia 1| TEPIGGOTEPEC
VIOKOTNYOPiEG TOV madlaTpikod TANBVGHOY oTo dobua (PAére Tapdypapo 4.2 yio mAnpogopieg
OYETIKG L€ TNV TOBOLTPIKN XPHON).

5.2  ®uppokoKIvNTIKEG 1O10TNTES

Amoppdonon

Mertd omo v elomvor) tov Atectura Breezhaler, o didpecog ypovog émg tnv enitevén TV PEYIGT®V
GUYKEVIPMGEMYV TNG WVOOKATEPOANG KoL TNG POVPOTKNG LOUETALOVIG OTO TAAGE NTOV TEPITOL
15 Aemtd kou 1 dpa, aviietoiymc.

Me Bdon ta in vitro dedopéva amddoong, 1 6001 Kabe GLGTATIKOD TG Hovobepameiog Tov TapEyeTat
GTOV TTVEDLLOVA OVOLLLEVETOL VO ElVaL TAPOLLOLA Y10 TOV GUVOVAGHO VOAKATEPOANG/ POVPOTKTG
popetalovng Kot ta Tpoidvra povobepaneiog. H £xBeon mhdopotog o wdakatepOAn Kot povpoik
popetaldvn e oTadEPOTOMUEVT] KOTAGTUGT UETE OTO ELGTVOT] TOV GLUVOVAGLOD NTOV TOPOULOLN UE TN
GLGTNUOTIKT EKOECT] HETA OO TNV EIGTVOY| TPOTOVTOG Lovobepameiog e UNAEIVIKT vdOKATEPOAN M
@OVLPOIKTN HoueTAlOVN.

Metd amd €16TVoT| TOL GLVOLACUOV, 1 AOALTH ProdlabesiudTnTo EYEL VITOAOYIGOEL OTL Eivan TTEPiTOV
45% y1o TNV wdokotepOAn Kot Arydtepo and 10% yio t govpoikr poperalovn.

Ivdaxarepoln

O1 cVYKEVTPOGELG VOKATEPOANG &N OnKay pe TNV eravorapovopevn xoprynon pa eopd v
nuépa. Zrabepomompévn Katdotaon emtedydnke péca oe 12 g 14 nuépec. H péon avoroyio
GLGOMPEVONG TNE WOOKATEPOANG, ONA. AUC puéca 610 S14eTnpa yopnynong e 60ong tov 24 opaov
v nuépa 14 o oyéon pe v nuépa 1, Pprokdtav oto gupog amd 2,9 mg 3,8 ylo eloTveOUEVES HOGELG
pio @opd v nuépa petac&d 60 kot 480 meg (mapeyduevn 60on). H ocvotuatikn ékbeon npokodeitat
a6 GVVOETN TVELLOVIKT KOl YOUGTPEVIEPIKT] OTOPPOPTGN, TTEPimOV T0 75% TNg CLGTNUATIKNG EkBeomg
NTav amd TNV TVELUOVIKT AoppOeNoN Kot TEPimov 10 25% amd TNV YOSTPEVTEPIKT AITOPPOPN o).

Dovpoixn uouctolovn

O1 cUYKEVTPOGELG POVPOIKNG Hopetalovng avénonkay e v eravarapufavouevn yopnynon uic eopd
™mv nuépo LEcm NG cvokevng slomvong Breezhaler. H otabepomompévn katdotaon emnttedydnke
petd and 12 nuépec. H avaroyia péong cuoodpevong tng ovpoikng popetalovng, dniadn AUC
KT T O1GPKELD TOV JOGOAOYIKOD UEGOJUGTAIATOC 24 @pdV TNV Nuépa 14 o GuyKpIoN Ue TV
nuépa 1, frav gvidg tov ebpovg 1,61 ¢ 1,71 yio slomvedpeveg dOGEIC pia popd Tnv nuEPa LeTaEy
62,5 kot 260 mcg wg PHEPOG TOL GLVOVAGHOV WWOAKATEPOANG/ POVPOIKTG LOUETALOVTS.

Metd amd TV 0o GTOUOTOC YOPNYNCT TS POLPOIKNG LOUETALOVTG, 1] ATTOAVTY OTO GTOUOTOG
oLOTNHOTIKY Blod1abecUOTNTO POVPOTKNG HOopETALOVNG eKTIUNONKE OTL TAV TTOAD YaunAn (<2%).

Koatavoun

Ivdaxarepoln
Metd omd evdopAéPia Eyyvomn, o 0ykog katavopung (V) g voakatepoing firav 2.361 wg 2.557 Aitpa,

Kotadeikvbovtag ektetapuévn kotavoun. H in vitro odvdeon pe mpwteivi otov avBpdrivo opd Kot 6To
T aopa Tav 94,1 wg 95,3% xo 95,1 wg 96,2%, avticToiywc.

Dovpoikn pouetolovy

Metd amo v evoopAéPia yopnynon 60ons £pddov to Vy givan 332 Aitpa. H in vitro cuvdeon e
TPOTEIVT Y10, TN POVPOTKN popetalovn ival vynan, 98% g 99% oe GLYKEVTPMGELS TOV KLLOIVOVTOL
and 5 éwg 500 ng/ml.
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Buougtooynuatiopde

Ivdaxarepoln

Metd amd oTOHOTOG YOPTYNOT PUSIOCUACUEVNC VOOKATEPOANG o€ peAét) ADME (amoppdoenon,
KaTovour, LeTaBoAMcudc, amofoin) otov dvBpmmo, 1 aUeTAPAN TN WdaKATEPOAN NTAV TO KOPLO
GLGTATIKO GTOV 0pO Kot eBLVITAY Yo TEPITOL TO £val TPITO TNG GLVOMKNG GXETILOUEVNC LLE TO
oapuaxo AUC péoa og 24 mpeg. 'Eva vdpo&oiiopévo mapdymyo Ntav o kuplapyog HeTafoiitng otov
0p0. Darvorikd O-yAvkovpovidio TG vOaKATEPOANG Kol VOPOELAMUEVT] LVOAKOTEPOAN MTAV AAAOL
rKupiapyot petaforites. ‘Eva dactepeopepés tov vdpoEvAimpévon mapaydyov, éva N-yAvkovpovidio
NG woaKkaTePOANG Kot T C- kot N-omoadkvAlopuéva Tapdymya fTov dALotl peTafoiiteg mov
avayvoplotnkay.

In vitro épevveg £6e1&av 6t1 o UGTLAIL Ntov 1 uévn wwopopen UGT mov petaforle my
woaKaTEPOAT G€ PavoAkd O-yAvkovpovido. O&eldmTikoi petafolriteg aviyvednkav o ETOACELS e
avacvvdvacpévo CYP1ATL, CYP2D6 ko CYP3A4. Zourepaiverar 6t 10 CYP3A4 givor To emkpatég
100évippo mov gvbivetat yio TNV VEPOELAIMGN TG vdakaTePOANG. IN Vitro épevveg £de1&av TEpAITEP®
OTL 1| WOUKATEPOAT EIVOL VTTOGTPOMA, LIE YOUNAT CLYYEVELD VIO TNV avTAia ekpong P-gp.

In vitro, n woopopen UGT1AL éyet peydin cuvelcpopd oty petofoAlkn Kabapon thg voaKatepOANG.
[Moporo avtd, 6nwc dopavnke ce pio KAVIKT PHEAETN o€ TANOVGUOVE UE SLOPOPETIKOVS YOVOTVTTOVS
UGT1A1, n cvatnuatikn ékbeomn oty vdokatepodn dev ennpedletal oNUAVTIKA 0md ToV YOVOTLTO
UGT1AL.

Dovpoirn poueralovy

To pépog g elomvedpevng 606MG POVPOTIKNG LOUETALOVTG TTOV KATATIVETAL KOl OTOPPOPATOL GTO
YOOTPEVTEPIKO cVGTN O LTOPAALETOL G exTeEVT] LETAPOAIGUO G TOALATAOVG petaforites. Agv
VIAPYOVY GNUOVTIKOL LETABOAITEC OVIYVEVGILOL GTO TAUCUO. XTO MKPOGMUOTE TOV avOpdITIVOoU
Nratog N eovpoikt popetaldovn petaforiletor amd to CYP3A4.

Amofoin

Ivdokorepoln
Y& KMVIKEG PeEATEG TTOV TTEPIAGUPOvVAY Tr GUALOYT 0VP®V, 1 TOGOTNTA TNG VOUKATEPOANG TTOV

amoBoAAOTAY OUETARANT LECHD TOV 0VPMV NTAV YEVIKDG YounAOTEPT TOV 2% ¢ 600ng. H veppikn
KkéBapon g wdakaTepOANG NTAV, KOTA HEGO Opo, peta&y 0,46 kot 1,2 Atpa/dpa. Xe oyxéon pe v
KkéBapon g wdakatepdAng otov opd NG théewg twv 18,8 mg 23,3 Aitpa/dpa, etvat epeaveg 0TI
veppikn kabapon dadpapatilel Hocova poro (epimov 2 émg 6% g GVGTNUATIKNG KAOapong) otV
amooAn TS CLGTNUATIKG O100EGIUNG VOUKATEPOATS.

e pio perétn ADME otov avBpmmo 61tov 1) tvdakaTeEPOAT XOPNYOOVTOV GO TO GTOUC, T) ATOBOAN
o0 KOTPOVa, Kuplapyovoe TG omoPoing ota ovpa. H wdakatepoin amofoiidtav ota avOpdmvo
KOmpava Kupiog ¢ apetaPAintrn unepkn ovcia (54% g d6omng) ko, o€ pkpotepo Pabuod, cov
vopo&uiwpévor petafolrites daxatepoing (23% g do6onc). H wopponia palag nrav mdnpng pe
>90% tng 066MC¢ va evtomileTol 6TIC OMEKKPIGELC.

O1 GUYKEVTPDOGELG TNG WWOOKATEPOANG GTOV 0pO LEIDONKOV KATE TOAVPAGIKO TPOTO [LE LEGO TEALKO
xpovo nuicetag Long va kopaiveton amd 45,5 wg 126 dpeg. O amotelecuaTikog ¥pOVoG NIICELNG
Cong, 0 omoiog vwoAoyiletal amd T GLGCOPEVST TNG WOUKATEPOANG UETE 0T EmAVAAAUPAVOUEYT
yopnynon g 66omg, kopavinke omd 40 £wg 52 mpeg, 6ToLKEl0 TO 0MOI0 GLUPOVEL e TOV
TOPUTNPOVUEVO YPOVO £G TN oTadepomomuévn Katdotaon mov gival mepimov 12 ue 14 nuépeg.

Dovpoixn uoucstolovy

Metd amd evoopAEPLa yopyNon 066NG EPOSOV, 1| POVPOTKN HopeTaldvn Exel TEMKN amofoin Ty
nepinov 4,5 dpec. Mia padloonUAGUEVT, 0TO GTOUATOC EIGTVEOLEVT OOCT aEKKPIVETAL KVPIDC 6T
konpava, (74%) ko og pikpodTepo Padud oto ovpa (8%).
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AMNAeTOpACELS

Tavtdypovn yopNynomn omd GTOUUTOS EIGTVEOLEVNG IVOUKATEPOANG KOl POLPOIKNG LOUETALOVNG OE
ouvOnKeg oTadeomomUEVNG KATAOTOONG OEV ETNPENGE T PAPUOKOKIVITIKY KOUI0G EK TV 60O
SPUCTIK®Y OVGLOV.

ICpopukdTnTo/un Yoo uuKoTnTo,

H ocvompatikn ékBeomn ot ovpoikn| popetalovn avéndnke kot avaioyio pe  06on petd and
povég kot molhomAég dooelg Atectura Breezhaler 125 mecg/62,5 meg kot 125 meg/260 mcg oe vy
dropa. Mia Atyotepo avoloyikn avénon oe GueTHaTIKY £k0EoT| 68 6TABEPOTOINUEVT] KOTACTOON
napoTnpnOnke o€ aobeveic pe dobua yio o evpog ddoemv 125 meg/62,5 meg wg 125 meg/260 mcg.
O1 a&loroynoeic avaroyiog d0cemv dev devepynnkav yio Tnv wdakatepOAn €nedn uovo pio doom
YPMOLOTOONKE GE OAEC TIG TEPLEKTIKOTNTES SOOT|G.

Touwdwapikdc TAnOvoudc

To Atectura Breezhaler pmopei vo ypnoipomomei o€ pnpovg acbeveic (12 etdv kat dvm) oty idia
S0coA0Yio e EKEIVI TV EVNATK®V.

Ewwoi tAnbvouoi

Mia avarlooT Sed0UEVOV POPUOKOKIVITIKNAG TANBUGHOV o€ acbevelg ue doBuo LeTd amd elomvon
WOOKATEPOANG/ POVPOTKNG LoUETALOVNG OeV KATEDEIEE GNUAVTIKT EMIOpac TG NAKiag, Tov POAOL,
TOL GOUATIKOV BAPOVG, TOL KOMVIGHOTOC, TOV EKTILOUEVOL pLOUOV orelpapatikhc dtonong (eGFR)
xat tov FEV1 xotd 10 onpeio avagopdg otn cvotnuatikn ékBecn otny wdakatepOAn Kot TV
(POVPOTKT LOUETALOVT.

Aaobsveic ue veppixn dvalsitovpyio

AOY® ™G TOAD YOUNANG GUUPOANG TNG OVPOTOMNTIKNAG 000V GTNV OMKTH aTOPOAT TNG VOUKATEPOANG
KoL TNG POVPOIKNG HopeTaldvng amd Tov OpyavIGUO, Ol ETATMGELS TNG VEQPIKNG SUGAELITOVPYIONG OTN
ovotnpotiky £kbeon tovg dev Exovv diepsuvndei (BAEne mapdaypapo 4.2).

Aaobeveic ue nmatixiy dvoieitovpyio

H enidpaon g wdakatepOANg/povpoikng popetalovng dev €xel aSlohoyndel o dtopo pe NToTKn
dvodettovpyia. Qot660, £yovv delaydel pedéteg pe ta cuotatikd oe povobepaneio (PAEne
napbypapo 4.2).

Idaxarepoln

Acbeveic pe Mo Ko pETplo Natiky SueAeltovpyia dev TopovGiocay oYETIKEG LETOPOAES TNG Cmax N
g AUC g vdaxkotepdAng, o0te SIEPePE 1| GHVOEST LLE TPAOTEIVEG AVAUESH GE OCOEVELG [LE TTLoL Ko
LETPLO NTOTIKT SLCAEITOVPYIN Kot TIG VYLES opddeg eAEYyov. Agv vrdpyovv dlabéaia dedopéva Yo
acBeveic pe coPapn nratiky dvchettovpyia.

Dovpoixn pouetalovn

Mio pelétn mov a&loAdynoe T xopnyNon Hovig elomvedpevng 60omg 400 mcg @ovpoikrg
popetalovne HEC® GLOKEVTG EIGTVONG ENPG oKkOvNG o€ dtopa pe N (N=4), pétpra (n=4) Ko
cofopn (N=4) nratikn dveiertovpyia iye ®g amotédeso udvo 1 1 2 drtopa og Kabe opddo va
TOPOVGIACOVY AVIYVEDGIUES GUYKEVIPAOGCELS POVPOTKNG HopeTaldovng 610 TAAGHO (Kupaivovtay arnd
50 £w¢ 105 pcg/ml). Ot TapatnpodUEVEC CLUYKEVIPMOGELG 6TO TAAGLE PaiveTal OTL aEAVOLY UE TN
cofopdtnTa TS NTATIKNG dSucAettovpyioc. QoT060, oL aplOuol TV aviyVeELSIU®Y ETTESWMV (TO
KATAOTEPO OPLO AvAAVGONG TG TocoTiKonoinong frav 50 pecg/ml) frav Aiyot.

Aot erdikol wAnBvouoi

Agv mapatnpridnkav peiloveg drapopég 6N cuvorkr cvotnuatiky £ékbeon (AUC) ko yio tig dvo
ovoieg petald tov landvov kot Kavkdoiov atépmv. AtatiBeviol avenopkn QopUOKOKIVITIKA
dedopéva yio GALEC EOVIKOTNTEC 1| PLALG.
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5.3 IIpoxkiviké dedopéva yio TNV ac@drsio

Ot un KAvikég a&roroynoelg kabe povobepameiog kot Tov TPoidvTog GLVIVAGHOD TapoVSLAlovTal
TOPOKATO.

2VVOVaoUOC VOOKATEPOANC KOl @OVPOTKNC mouetaldvne

Ta gvpipata ot dudpkela tov 13 efoopddmv HeEAETMV TOEIKOTNTOG KATE TV EIGTVOT armododnKav
KATA KOPLO AGYO GTO GLGTOTIKO POVPOTKNG LOUETALOVNG KO TOV TUTIKES QUPUOKOAOYIKEG ETIOPAGELG
TV YAvkokopTikoewmv. Ot avénuévor kapdiaxoi pvbuoi tov cuoyetilovtay pe TV WOOKATEPOAN
NTOV TPOPAVELS GTOVG GKOAOVG LETA T XOPNYNOT WWOUKATEPOANG/ POLPOIKNG popeTalovng 1
woaKaTeEPOANG o€ povobepameia.

Ivdokatepdin

2T1¢ EMOPACELS GTO KAPIIAYYEINKO GUGTNO, TTOV UTOPOVV Vo 0tod0000V GTIC P2-0yOVICTIKES
WO10TNTES TNG WWoaKATEPOANG cLUTEPIAaUPavOTay 1 Tayvkapdia, ot appLOUIES Kot 01 HUOKAPIIOKES
aALOI1DGELS 6TOVS 6KOAOLS. 'HTog epebiopog g pvikng KOAOTNTOG Kot TOL AQpuyya Somiotdonke
GE€ TPOKTIKA.

Meléteg yovoTootnTog dev amokdAvyay HeTaAlaEloyovo 1 KAAGTOYOVO dpdoT).

H xoprivoyéveon extiundnke o pio perétn S1apkelag 000 ETOV Ue apovpaiovg kabde Kot 6 pia
HEeAETT O1dpKeLag EEL UNVOVY UE dlaryovidlaKovg TOVTIKOUS. AVENUEVES EMITTMGELS KOAOTBovg
AELOUVOUOTOC TNG MOBNKNG KOl EGTIOKNG VIEPTANGIOS TOV Agi0L HLOG TG WOBNKNG GTOVG APOVPAIOVS
NTAV GE GUUPOVIO, PUE TOPOUOLO EVPTLLOTOL TOV OVOUPEPOVTOL Y10 AALOVS B2-0dPEVEPYIKOVG QLY DVIGTEG.
Agv damoT®OnKaY GToLYElN KAPKIVOYEVESTG OTOVG TOVTIKOVG,.

O)o avTd To eVpHUATO TOPUTNPHONKOY GE EKOECELS EMAPKOVG TTEPIGGELNG GE OYECT WE EKEIVES TOV
AVOUEVOVTAL GTOVG avOpmTovC.

Metd v vTodOpLa YOPTYNOT OE UEAETY E KOVVEALL Ol AVETMBOUNTEG EVEPYEIEG TNG VOUKATEPOANG
OGOV aPOPE, TNV EYKLUOGVVN Kot TNV EUPPLIKT avamtuén uropovoay vo topatnpndodv povo o
d0oe1g 500 popég peyolotepeg amod Tic SO0ELS oL eMTELYONKAY HETA TNV MuUEPNOI eloTTvon 150 mcg
otovg avOpdmovg (pe Paon v AUCo241).

[Moporo mov 1 WdaKATEPOAN SEV EXNPEAGE TNV YEVIKT] OVATUPUYDYIKT] 0TOO00T GE LEAETN
yovipdtntag apovpainv, pia peioorn otov apBpod eykdwv F1 anoyévov mapoatnphnke otnv perém
TEPI-KOL LETA-YEVVNTIKNG avATTUENG TV apovpaimy o€ Ekbeom 14 opéc vymAdtepn amod v £kbeon
6T0Vg avpdmovg Tov Aappdvovy wdakatepoAn. H wdakatepoin dev ntav epfpvotolikn 1
TEPATOYOVOG GTOVG ALPOVPOIOVE 1] T KOLVEALD.

Dovpoikn pouetolovn

Oleg o1 mapatnpodEVES EMOPACELS EIVOL TUTIKES Y10, TNV KOTNYOPIN CKEVAGUATOV
YAVKOKOPTIKOEOMV Ko oXETILOVTOL LIE TN UEYIGTOTOINGN TOV EXTTOCEMY TOV YAVKOKOPTIKOEIOMV.

H govpoixn popetalovn dev £dei&e yovoto&ikn dpactnplotnta og Kabiepopuévn cepd e&etdoewmv in
Vitro ko in vivo.

e HEAETEG KOPKIVOYEVESNG OE TOVTIKLN KOl 0POLPAIONG 1] EICTVEOLEVT POVPOTKT popetalovn dev
EUPAVICE GTOUTIOTIKA OTLLOVTIKY 00ENCT TNV ENXINTOOT TOV OYKOV.
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Onoc kot GALN YAVKOKOPTIKOELDN 1] OVPOIKT LopeTaldovn givol TEpatoydvVoS 6T TPMKTIKE KOl TO
Kovvéla. Ot emdpacelg TOV TOPATPHONKAV NTOV OUPAAOKAAT GTOVG APOLPOIOVS, VITEPMIOCYICTIO
OTO TOVTIKIO KOl yEVEGTD YOANOOYOV KOGTNG, OUPOAOKNAT KOl TOPAUOPPEOCT) TOV UTPOCTIVAOV
ooV ota kovvéAl. Emtiong, vanpyav Heidoelg oty avénon couatikod Bapoug tng untépag,
emdphoelg oty euPpuikn avamtuén (yopunidtepo eufpuikd copotikd Papog 1/kor kabvotépnon g
0GTEOTOINGOTG) GTOVG APOVPAIOVS, TO KOLVEALD KO TOL TOVTIKLO Kot LELOMEVT EMPimon amoydvemv 6Ta
TOVTIKLOL L€ PEAETEC AVATAPAYMYIKNG AEtTovpyiag, 1 vToddpilo ovpoikn popuetalovn ota 15 meg/kg
TOPETEVE TNV KON O™ Kot Tapatnpnnke duckolio otov ToKeTd pe peimon g emPioong tov
AmOYOVOV Kol TOV GOUOTIKOD BApOvG.

Meléteg extipunong tepPorloviikod Kivduvov £xovv dgi&etl 0T 1 popetalovn Umopel va, evéyet
Kivéuvo yia to emeavelakd voata (BA. wapdypopo 6.6).

6. OAPMAKEYTIKEX TIAHPO®OPIEX

6.1 Katahoyog exdoymv

IIepieyduevo Tov KowyaKiov

Aoktoln povoidpkn

[epifAnua Tov Koyakiov

Zghativn
MeAavi ekTOTmonG

6.2 AovppotoTnTeg

Agv epapuodletat.

6.3 Awdpkera Confg

3 ypovio.

6.4 Idwitepeg TpoPuraels KoTa T POAAEN TOV TPOTOVTOG
Mn pvlacoete o€ Oeppokpacio peyorvtepn tomv 30°C.

dvldccete GTNV APYIKN GLOKEVAGIN Y10, VO TPOGTATEVETUL OO TO MG KAl TNV VYPOGia.
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6.5 ®@VOon Kol GLOTUTIKA TOV TEPLEKTN

To 6TéAe)0g KOL TO TAOUA TNG GVOKELNG EICTVONG KOTAOKEVALOVTOL 0Td aKPLAOVITPIKO fOVTASIEVIKO
GTLPEVIO, T TANKTPO £MONONG KatackevdlovTol amd HEBVAIKO HeBokpVAIKO aKPLAOVITPIKO
Bovtadievikd otupévio. Ot feldveg kot Ta eAaTipla Kataokevaloviatl amd avoEeidmTo yaivPa.

AtdTpn KoyéAn povadag 66ong and PA/AIU/PVC — Alu. Kdabe koyéln mepiéyet 10 orknpd koyaxio.

Atectura Breezhaler 125 pucpoypaupdpta/62.5 pikpoypoupdpto KOvic yio elomvon (okAnpd Kowdkio)

Movn cvckevacio wov mepi€yet 10 X 11 30 X 1 oxAnpd xaydxio, poli pe 1 cuokevn El6Tvong.
Yvokevaocia mov meptéyel 30 X 1 okAnpd kaydxo, poli pe 1 cvokeun elomvong kot 1 axsOntipo.
IMolvovokevaoiec mov mepiEyovv 90 (3 cvokevaoicg v 30 X 1) oxAnpd koydkio, kot 3 GLOKEVEC
E10TVONG.

IMoAvovokevacieg mov epiéyovy 150 (15 cvokevaocieg tov 10 X 1) oxAnpd koydkio kot 15 cvuokevég
€10TVONG.

Atectura Breezhaler 125 wpoypauudpia/127,5 mkpoypapudpia kévic yio eionvon (okAnpd kowdiio)

Movn cvokevacio Tov meptéyet 10 X 1 1 30 X 1 okinpd kawyakia, poli pe 1 cuokeun elomvonc.
Yvokevacio Tov weptéyel 30 X 1 oxkAnpd kaydxia, poli pe 1 cuokevun eilomvong kat 1 aisOntpa.
[ToAvovokevaocieg mov meptEyovv 90 (3 cvokevaocieg tov 30 X 1) oxkAnpd Koyakio Kot 3 GLGKEVEG
E10TVONG,.

IMoAvovokevaoieg mov mepiEyovv 150 (15 cvokevacicg Tov 10 X 1) oxAnpd koydxia kot 15 cvokevég
€16TVONG.

Atectura Breezhaler 125 pupoypappdpto/260 pikpoypouudpio kOVIC yia 16mvon (GKANpa KowoKio)

Movn cuokevacia mov mepiéyet 10 X 1 1 30 X 1 oxinpd xoyduiio, poli pe 1 cvokevn| elomvong.
Yvokevacio Tov weptéyel 30 X 1 oxkAnpd kaydxia, poli pe 1 cuokevun eilomvong kat 1 aisOntpa.
IToAvovokevaoieg mov mepiEyovv 90 (3 cvokevaoicg v 30 X 1) oxAnpd Koy dKio, Kot 3 GLOKEVEC
E1GTVONG.

[ToAvovokevaocieg mov mepiEyovv 150 (15 cvokevacieg v 10 X 1) oxAnpd kaydxio Kot 15 cvokevég
EL0TVOTG.

Mmropei va unv KuKAOQOpPOUV OLEG Ol GUOKEVAGIES.

6.6 Idwitepeg TPoPULLAEELS aTOpPLYNG KO AALOG YEIPIGNOG

B0 TPETEL VO, YPTCLOTOIEITOL 1] GLOKEVT EIGTIVONG TTOL TTapEYETAL Ue KAOe véa cuvtayn. H cuokeun
€10TVONG G€ KAOE CLOKEVAGIN TPETEL VO ATOPPITTETAL APOTOV EXOLV ¥PNCIUoToMOel OAM T KOyAKLO
NG GLOKELOGIOG.

AT 10 PaPUOKELTIKO TPOidV Umopel vo. gvéyel kivouvo yia to mepifdilov (BA. Tapdypago 5.3).

Kabe aypnoiponointo gopuokeutiKd Tpoidv 1 VIOAEWUO TPETEL VO OTOPPITTETAL GOUPDVO. LE TIG
KaTd TOTOVG 10(DOVOES GYETIKEG SATAEELS.
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Odnyiec ypnonc Kot YEPIGULOD

Awfdote Tig mApelg Odnyieg Xpiong npwv va ypnoponoiioete to Atectura Breezhaler.

Ewayete

Tpumiote Kot
aQNoTE

Bnpa 1a:
A@uipéoTe TO TORA

Brpo 1B:
Avoifte T cvokevi
E16TTVONG

Ewonvevote Babua

Bnua 2a:

Tpomiote TOo KOYEKLO
pia @opa

Kpatiote ™ cvokevn

glonvong og 6pOia Béo.

Tpourfote TO KOYAKLO
mélovtog otobepd T

500 TAEVPIKA TANKTPO.
oLYYPOVOC.

Oa TPEMEL VoL AKOVOETE
éva 00pvfo kabdg

S10TPLTTATOL TO KAWAKILO.

Tpurnote T0 KOWAKLO
uovo pia eopd.

Bnpa 2B:
AQN6TE TO TALVPIKE
TAMKTPO
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EAéyEre 6TL TO
KOyaxo givor aogto

Brpo 3a:
Exnveiote evrehag
Mn uonéete 610

EMOTOO.

Brjuo 3p:

Ewsnvebote To pdppaxo
padra

Kpamote T cvokevn
€10TVONG, OGS Paivetal
GTNV €1KOVO.
Tomnobeote T0
EMOTOMO GTO GTOUA GOG
Ko KAeloTte oyt T
¥€lAn oog yopw tov.
Mnyv mélete 10 Thgvpikd
TAMKTPO.

EAéyEre 6T TO KOydKL0
gival adero

Avoi&te T cvokevn
€10TVONG Y1a Vo, dgite edv
€xel amopeivel ToyOV KOVIG
GTO KOWAKIO.

Edv éxel amopeivel KOVIg
GTO KOWAKIO:
e Kieiote ) ovokevy

€LOTTVONG.
o  Emavoldfete ta
pruota 3a £wg 36.
Koévig mov Adglo
amopével




Bnua 1y:

A@uipéoTe TO KOYAKLO
Apapéote pia amod Tig
KOWYEAEG OO TV KAPTO,
KOYEADV.

Amokolnote TV
TPOCTATEVTIKT ETEVOVOT)
KOt 0QOpESTE TO

Koy aKto.

Mn onpdyyvete 10
KOWOKIO HEC® TOV QOAAOL

aAovuwiov.
Mnv KaTomiveTe o

KOWAKILO.
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Ewonvevote ypriyopa kot
060 Pabid urmopeite.
Kafdc eionvéete Oa
akovte éva B6puvfo
otpofiiicpod. Mmopet
va awcBavBeite ) yedon
TOV PUPUAKOL KaBMG
EIOMVEETE.

Brua 3y:

Kpatiorte v avamvor]
Kpatote v avomvon
caG Yo 5 dgvTepOLETTAL.

Bnua 30:

ZEenAOVETE TO 6TON
EeMAOVETE TO GTOUA GOG
pe vepod petd omd kabe
3001 Kol TOGTE TO.

A@arpécTe TO 10£10
Koydxio
TonoBemote 10 Ad10
KOWYAKLO OTO OUKLOKAL
amoppitpaTo.
Keiote ) cvokevn
€10TTVOTNG KOl
ENOVATOTOOETGTE TO
O




Bnpa 19:

Ewsdyete To koydxio
Mnyv tomobeteite moTé £vo
Ko aklo angvbeiag 6to

EMGTOUIO.

Brjua le:
Kieiote ™0 cvokevi]
EL6TTVONG

23

Inpavrikég IIinpogopisg
o Ta koydkio Atectura
Breezhaler mpénet
TAVTOTE VO QLAACCOVTOL
GTNV KLYEAN Kot va
aeopovvToL HOVo
OUESMG TPV Ao TN
xpMon.
Mnyv onpayvere t0
KOWOAKLO LECH TOV
@OALOL aAovpviov Yo
V0L TO OPOPEGETE OO
TNV KOWYEAD.
Mnv katanivete to
KOYAK1O.
Mnyv ypnoonoteite
koydkio Atectura
Breezhaler pe
0OTOLOONTOTE GAAN
GLOKEDLY| ELOTVOTNG.
Mn ypnoyomoteite
GLOKELT| ELOTVONG
Atectura Breezhaler yw
Vo TAPETE OTOLOONTOTE
dAlho @dpuako og
KOYAK1o.
Mnv tomobeteite TOTE
éva Koyakio angvdeiog
670 oTOLO GOG 1] OTO
EMIGTONLO TIG GUOKELNG
€10MVONG.
Mnyv mélete o TAgLpKd
TANKTPA YLo
mEPLEGOTEPES Omd pial
Popéc.
Mnyv @von&ete 6t0
EMOTOMO.
Mnyv mélete ta TAELPIKE
TKTpo. kabdg
glonvéete and To
EMOTOLO.
Mnv yepileote Ta
KOWAKLOL LLE VYPA YEPLOL.
[Moté unv nAévete
GUOKELN EIGTVONG UE




H ovokevooio cag Atectura Breezhaler Inhaler

TEPLEYEL:

o Mia cvokevn gionvong Atectura Breezhaler

. Mia 1| meprocdtepeg KoyéLes, dmov N kabepio
nepiéyet 10 xanydxio Atectura Breezhaler
TPOG YPNOT| GTY] GLOGKELN EIGTVOTNG

Oddapog
Koyokiov

Emctouo

Topa

IMhevpwcd._|
TMKTPOL

Tvookevi}
£1e7mVoNg

Baon cvekeviic e16mvorig

Kapta xoyehov

Xuvi0e1c Epotioceig

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

To KoydKlo evaéyeTat va
€€l KOANGEL GTOV
0dAapo Tov Koyakiov.
Edv ooppei avtd
XOAOPDOTE TPOGEKTIKE TO
KOWOKLO YTUTMOVTOG OTaAd
) Pdon g cuokevng
glonvong. Elonvevote Eava
TO QAPLLOKO
enovaiappavovtog To
prpata 3o wg 39.

T va KGve gdv Exel
ATOPEIVEL KOVIC 6TO

KO AaKL0;

Agv €yete Mafel apketd
076 TO PAPLOKO GOG.
Keiote ) cvokevn
€10MVONG Kot EMAVaAGPete
ta Prjpata 3o €og 39.

"Exo piée peta v
E16TIVON] — £)€1L onuocia
aVTo;

Avto pmopei vo couPei.
E@pdoov to koydakio givar
adeto éyete MaPet apkeTd
PapuaKo.

Aw60avOnka mkpa
TEPAYLA TAVO 6T

YA Goo pov — £xeL
onuocia avTo;

Avtd pnopet va cupPel.
Agv givar emPrapés. Ot
mhavdTES OpLUATIOHOD
TOV Kayokiov Ba sivat
avENUEVES EGV TO KOWYAKLO
tpunn0el TeplocOTEPES
oo pio popéc.

Ka@apiopdg g
GUGKEVNG ELGTTVONG
YKOVTIGTE TO EMGTOULO
péoa Kot €€ e éva
KkaBapd, oteyvo mavi yopig
yvovdiaL, MCTE Vo
apapécsete TVXOV
KATAAOUTO KOVEMG.
Awtnpeite ) cvokevn
glonvong oteyvi. [loté unv
TAEVETE TN GUGKELT
€loTVONG He vepo.

AmoppLy TG 6VOKELVNG
glomvong netd T ypron
H ovokeun elonvor|g og
Kké0e cvokevacio Tpémet
VOl ATOPPINTTETAL OPOTOV
&youvv ypnoipomroindei 6ra
ToL KoKl e
ovokevaciog. Potrote tov
QOPLAKOTOO GOG TAG VOl
amoppiyeTe TO PAPLLOKOL
KOl TIG GUOKEVEG EIGTTVONG
mov dg ypelalovTot ma.

IMo Aemtopepeic 0dnyieg oyeTIKa pe TNV YP1ON TOL CcHNTHPA Kot TNG EQAPUOYNS, PAETE Tic Odnyieg

Xpfong mov TOPEYOVTAL GTIV GLGKEVOGIN TOV KCONTNPA Kol GTNV EQAPLOYN.
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7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphovdia

8. APIOMOZXZ(OI) AAEIAY KYKAOPOPIAX

Atectura Breezhaler 125 pucpoypaupdpta/62.5 pikpoypoupdpto KOvic yio elomvon (okAnpd Kowdkio)

EU/1/20/1439/001-004
EU/1/20/1439/013

Atectura Breezhaler 125 pucpoypapudpie/127,5 pikpoypapudpio K6vic yio eionvon (okAnpd kowdicia)

EU/1/20/1439/005-008
EU/1/20/1439/014

Atectura Breezhaler 125 pucpoypaupdpta/260 pikpoypouudpio kOvic yia sionvon (okAnpd kowdkio)

EU/1/20/1439/009-012
EU/1/20/1439/015

9. HMEPOMHNIA ITPQTHE E'KPIXHX/ANANEQXHYX THX AAEIAX

30 Matov 2020

10.. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TANPoeopieg Yo 10 TaPOHY POPUAKEVTIKO TPOioV gival d100€a1EG GTOV SIKTLAKO TOTO
oV Evponaikod Opyovicpod @apudkov: hitp://www.ema.europa.eu.
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http://www.ema.europa.eu/

IMAPAPTHMA I

IHAPAXKEYAXTEX YIIEYOYNOI I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TAPAXKEYAXTEX YIIEY®OYNOI I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

‘Ovouo kot d1e06vven TV TOPACKEVOGTMV TTOL E£ivoil VITELHVVOL Y1 TNV ATOOEGUEVCT) TV TOPTIOWY

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Iontavia

Novartis Pharma GmbH
Roonstralle 25

D-90429 Nuremberg
Teppovia

210 £VTUTTO QUALO 0JNYLDV XPNOTG TOV POPUOKEVTIKOD TPOIOVTOC TPEMEL VO VALY PAPETAL TO OVOULQL
Kol 1 d1ev¥Bvvor Tov TAPACKELAGTH TTOL givat VITEHOLYVOG Y10 TNV ATOSEGUEVGT TNG CYETIKNG TAPTIOAS.

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

DopUaKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLVTOYT.

I. AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX
o Ex0<oe1g Teplodikig mapakorovdnong g aseaisiag (PSURS)

Ot amartnoelg Yo v vroPoin tov PSURS yuo 10 gv Adym @apuaxevtiko mpoiov opilovtan
GTOV KOTAAOYO LE TIG NHepounvieg avapopds g Evaong (katdhoyog EURD) mov mapatiBeton
otV apdypapo 7, tov apBpov 107y, g odnyiag 2001/83/EK kot k&b emacoiovdng
EMKALPOTOINGNE OTIMG ONLULOGIEVETAL GTNV EVPMOTOIKT SIKTVOKT TOAT] Y10, TO, PAPUOKO.

O Kdaroyog Adetog Kvkiopopiag (KAK) Ba vropdiier tv tpdtn PSUR yia to mpoidv péca oe 6
UNVEG amd TNV £YKPLOT).

A.  OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITOTEAEXMATIKH
XPHZIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Tyédro drayciprong kivdvvov (ZAK)

O Karoyog Adelag Kukiogpopiag (KAK) Oa die€aydyet Tig amattodpueveg SpacTnploTNTES Kol
TOPEUPAGELS PUPHOKOETOYPVTVIIONG OT(¢ TTapovoidlovtal 6to cuppovntév ZAK mov
mapovstdleTar oty evotnta 1.8.2 g doelog KukAopopiag Kot OTolEcONTOTE ETaKOAOVOEG
gykekpipéveg avabempnoeig tov TAK.

‘Eva emucoiporompévo ZAK Oa mpénet va katotedet:

. Metd and aitnpa tov Evponaikov Opyovicpod Goapudkmy,

o OnoTeEdNTOTE TPOTOMOLEITAL TO GVOTNUO, SLAYEIPIONE KIVOHVOD, EIO1KE MG QTOTEAEGLOL ANWYTG
VE®V TAPOGOPIDV TOV HUTOPOVV VOl EMPEPOLY CNUAVTIKT] OARQYT) GTN GYECT] 0QELOVG-KIVOHVOL
N ®©G ATOTELEG LA TNG EMITEVENG EVOG OTLLOVTIKOV OPOGTILOV (POPUOKOETOYPOTVIION 1
glayloTomoinen Kvévvov).
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MMAPAPTHMA I

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/62,5 pikpoypoppdpia Kovig yio elomvon (okAnp Koydakio)
WOOKATEPOAT/POVPOTKT popeTALOV

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

KdaBe mapeyouevn d6om mepiéyet 125 pukpoypoppdpio vdakatepding (og o&ikn) Kot
62,5 pikpoypappdpio ovpoikng pouetalovng.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln. BAEme @UALO 0ONYIDV XPTOTG Y10 TEPALTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia eiomvon (oxAnpd koyakio)

10 X 1 xonydkio + 1 cuekeLN EIGTVONG
30 x 1 xawydxia + 1 cuokevn El6TVONg

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN YPNOT).

IIpog xprion LOVO LLE TN GLOKELN EIGTVONG OV TTAPEXETOL GTN] GLGKELAGIOL.
Mnv katomivete T KOyAKLa.

Xp1fion d1d eleTTvong

‘Tlephappdvetor kKodikoc QR’
TKOVAPETE Y10 TEPIOCOTEPES TANPOPOpPieC 1| emokepteite: Www.breezhaler-asthma.eu/atectura

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

Na puidooetal o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tondid.

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

EXP
H ovokevn elonvong kabe cuokevaciog Tpénet va anoppintetal apdtov £xovv ypnoipomrotn el OAa ta
KOWYAKLO TNG CLOKELOGIOG.

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 30°C.
DuAdccete GTNV APYIKN GLOKEVAGIO Y10 VO TPOGTATEVETOL OO TO QMG KOl TNV VYPUTid.

10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1439/001 10 x 1 xayaxio + 1 6uGKeELT| E16TVONG
EU/1/20/1439/002 30 X 1 koydkio + 1 cuoKeELT EIGTVONG

13. APIOMOZX IMAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

| 15. OAHTIEX XPHEHE

| 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/62.5 micrograms

17.  MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPOUUU®TOS KddKaS (2D) mov pépel tov TePIANPOEVTO LOVOSTKO avoyVOPIOTIKO KOOTKO.
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18. MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN IIOY ITIEPIEXEI
AIXOHTHPA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/62,5 pikpoypoppdpia Kovig yio elomvor (okAnpa Koydakio)
WOOKATEPOAT/POVPOTKT popeTALOV

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

Kabe mapeyopevn o6on mepiéyet 125 pukpoypoappdpio vdakatepoing (og o&ikn) Kot
62,5 pikpoypappdpio ovpoikng pouetalovng.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln. BAEme @OALO 0OMYIDV ¥PNONG Y10 TEPUITEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvon (oKAnpo Koyakio)

30 X 1 xaydxia + 1 cvokevn elomvon|g + 1 ausOnripag povo yio evijikeg

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIDOV XPNOTG TPV 0T TN XPTOM.

ITpog xprion HOVO LLE TN CLGKELN EICTVONG OV TTAPEYETAL GTN GUOKEVAGICL.
Mnv katomivete T KOyWAKLa.

Xpnon Sl elomvong

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

Na euidocoetal o€ 0éom, TV onoia dev PAETOVY Kot dgv TPOooeYYilovy Ta A

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

‘ 8. HMEPOMHNIA AHEHX

EXP
H ovokevn elomvong kabe cuokevaciog Tpénel va amoppintetal apdtov £xovv ypnoiomrotndei OAa ta
KoK TG CLOKELAGTOG.

33



9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
DuAdcoETE GTNV OPYLIKN CLGKEVAGIN Y10l VO TPOGTATEVETAL OO TO PG KOl TNV VYPAGIL.

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/20/1439/013 30 x 1 xayakio + 1 cuokevn ilomvong + 1 arcbnmmpog

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

| 15. OAHTIEX XPHEHE

| 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/62.5 micrograms

17.  MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAX (2D)

A163146T0TOC YpapL®mTOS KOdwkag (2D) mov pépet Tov TeptinehEvia povadikd avoyvopioTiko KOSKO.

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

ENAIAMEXOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN IIOY IIEPIEXEI
AIXOHTHPA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/62,5 pikpoypoppdpia Kovig yio elomvor (okAnpa Koydakio)
WOOKATEPOAT/POVPOTKT popeTALOV

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

Kabe mapeyopevn d06on mepiéyet 125 pukpoypoppdpro wvdakatepoing (og o&ikn) Kot
62,5 pikpoypappdpio ovpoikng pouetalovng.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln. BAEme @OALO 0OMYIDV ¥PNONG Y10 TEPUITEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia giomvon (oKkAnpd Kayakio)

30 X 1 xaydxia + 1 cuokevn elomvong

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIDOV XPNOTG TPV 0T TN XPTOM.

ITpog xprion HOVO LLE TN CLGKELN EICTVONG OV TTAPEYETAL GTN GLGKEVAGIOL.
Mnv katomivete T KOyWAKLa.

Xpnon Sl elomvong

‘Tlephappdaveton kmdkoc QR’
YKaVAPETE Y10 TEPLOCOTEPES TANPOPOPiEG N EmoKePTEiTe: WWW.breezhaler-asthma.eu/atectura

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA TTAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

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

EXP
H ovokevn elonvong kabe cuokevaciog Tpénet va anoppintetal apdtov £xovv ypnoipomrotn el OAa ta
KOWYAKLO TNG CLOKELOGIOG.

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 30°C.
DuAdccete 6NV APYIKN CLGKEVAGIO Y10l VO TPOGTATEVETOL OO TO PG KAl TV VYPUGICL.

10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1439/013 30 x 1 kayakio + 1 cuokevn iomvong + 1 aisbnmmpog

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lTA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/62.5 micrograms

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

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

EZEQTEPIKOX XAPTINOX IIEPIEKTHX IIOAYXYXKEYAZXIAX
(ZYMIIEPIAAMBANETAI TO BLUE BOX)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpta/62,5 pikpoypappdpio k6vic yio e16mvorn (6kAnpa Koyakio)
WOOKATEPOAT/POVPOTKT LOUETOLOV

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

Kdé0Oe mopeydpevn d6om mepiéyet 125 pikpoypoppdpio vdokatepoing (og o&ikn) kot
62,5 pikpoypappdpio eovpoikng popetalovng.

3. KATAAOI'OX EKAOXQN

Eniong, mepiéyel Aaxtoln. BAéme gUALO 0dNY1DV XPTOTG Y10 TEPOUTEP® TANPOPOPIES.

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Kovig yia glomvon (6kAnpo Koy diilo)

IToAvovokevaoia: 90 (3 cvokevaoiec tov 30 X 1) kaydkio + 3 GLOKEVES EIGTVONG.
IMoAvovokevacia: 150 (15 cvokevaoieg tov 10 X 1) kaydkio + 15 cuokevég elomvonc.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpaote 10 PUALO 0INYIDOV XPOTG TPV OO TN XPTOM.

IIpog yprion HOVO LLE TN GLGKELN EICTVONG OV TTAPEYETAL GTN CLGKEVAGIOL.
Mnyv Katamrivete o Koy oK.

Xpnon Sl elomvong

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPEINEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euidocoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tatdid.

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

‘ 8. HMEPOMHNIA AHEZHX

EXP
H ovokevn elonvong kabe cuokevaciog TpENEL va amoppinteTal apdTov £xovv ypnoyorotndel OAn ta
KOydKio TG CLOKELAGIOG.
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9. EIAIKEYX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
DuAdccete GTNV APYIKN GCLOKEVAGIO Y10l VO TPOGTATEVETOL OO TO QMG KOl TNV VYPUCid.

10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavéia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1439/003 90 (3 ovokevaoieg tov 30 X 1) kayakio + 3 GLCKEVEG EIGTVONG
EU/1/20/1439/004 150 (15 ovokevaoieg tmv 10 X 1) koydkia + 15 cuokevég elomvong

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

‘ 15. OAHTI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/62.5 micrograms

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A160106T0TOC YPOUUU®TOS KddKaS (2D) mov pépel tov TEPIAN@OEVTO LOVASTKO aVayVOPIGTIKO KMOTKO.

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

ENAIAMEXOX XAPTINOX NEPIEKTHX MOAYXYXKEYAZXIAY (XQPIX BLUE BOX)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/62,5 pikpoypoppdpia Kovig yio lomvon (okAnpa Koydakio)
wdakatepOAT/Povpoikn popetalovn

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

Kabe mapeydpevn 60om mepiéyet 125 pkpoypoppdpia vdakotepOing (og o&kn) Kot
62,5 pikpoypappdpio ovpoikng pouetalovng.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln. BAEme @UALO 0ONYIDV XPOTG Y10 TEPOLTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia eiomvon (oxAnpd koyakio)

10 X 1 kaydxwa + 1 cuokevn elonvong. Mépog molvovokevaciog. No unv Toleital Eexmplotd.
30 x 1 kayakia + 1 cvokevn glonvong. Mépog molvovokevaciog. Na pnv toieitot EexopioTd.

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIDOV XPNOTG TPV 0T TN XPTOM.

ITpog xprion HOVO LLE TN CLGKELN EICTVONG OV TTAPEYETAL GTN GLGKEVAGIOL.
Mnv katomivete To Koy oK.

Xpnon Sl elomvong

‘Tlephappdaveton kmdkoc QR’
YKaVAPETE Y10 TEPLOCOTEPES TANPOPOPiEG N EmoKePTEiTe: WWW.breezhaler-asthma.eu/atectura

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

Na puidocoetal o€ 0éom, v onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Taidid.

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

EXP
H ovokevn elonvong kabe cuokevaciog Tpénet va anoppintetal apdtov £xovv ypnoipomrotn el OAa ta
KOWYAKLO TNG CLOKELOGIOG.

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 30°C.
DuAdccete GTNV APYIKN GLOKEVAGIO Y10 VO TPOGTATEVETOL OO TO QMG KOl TNV VYPUTid.

10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1439/003 90 (3 ovokevaoieg Tov 30 X 1) kaydkio + 3 GLGKEVEG EIGTVONG
EU/1/20/1439/004 150 (15 ovokevaoieg Twv 10 X 1) kaydkio + 15 cuokevég e16mvong

13. APIOMOZX IMAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

| 15. OAHTIEX XPHEHE

| 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/62.5 micrograms

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOX TPAMMQTOX
KQAIKAY (2D)

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

EXQTEPIKO KAITAKI TOY
o EZQTEPIKOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA MONAAQN

o ENAIAMEXOY XAPTINOY IHEPIEKTH I'TA XYXKEYAXIA MONAAQN IIOY
HEPIEXEI AIXOHTHPA KAI

o ENAIAMEXOY XAPTINOY IHEPIEKTH ITOAYXYXKEYAXIAX

1. AAAA ETOIXEIA

1 Ewbyete

2 Tpomnote Ko 0proTE

3 Ewonvevote Babid

‘EAeyyog  EAéyErte 011 10 KONyhKLO £lvat Adg10

AwPaote T0 QUALO 0ONYIOV XPNOTG TPV 0T TN YPNOT.
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KAITAKI EEQTEPIKOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA
MONAAQN IIOY IIEPIEXEI AIXOHTHPA

1. AAAA ETOIXEIA

IMapakalreiote vo dofdcete To OALO 0dNYLBV Xpriong ot cvokevacia Tov Atectura Breezhaler kot
T1G 00MYiEg PN ONG TOL TAPEYOVTAL GTT GLOKELAGIN TOV asONTHPO.
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAZXIEX KYYEAHX (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 mcg/62,5 mcg kovig yio elomvon
woaKATEPOAT/POVPOTKT popeTaloVN

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AH=ZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Xpfon dud elomvong uovo
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZEQTEPIKOX XAPTINOX IIEPIEKTHX I'lA YXKEYAXIA MONAAQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/127,5 pkpoypappdpio kovig yia elomvon (okAnpd koo
wdakatepOAT/Povpoikn popetalovn

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

Kabe mapeydpevn 60om mepiéyet 125 pkpoypoppdpia vdakotepOing (og o&kn) Kot
127,5 pkpoypappdpio govpoikng LopeTalovng.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln. BAEme @UALO 0ONYIDV XPOTG Y10 TEPOLTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yio eiomvon (okAnpd koydkio)

10 x 1 kowydxia + 1 cuckevn el6Tvong
30 X 1 koydkio + 1 cuoKeELT EIGTVONG

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIDOV XPNOTG TPV 0T TN XPTOM.

ITpog xprion HOVO LLE TN CLGKELN EICTVONG OV TTAPEYETAL GTN GLGKEVAGIOL.
Mnv kotomivete To KOyaKLo.

Xpnon Sl elomvong

‘Tlephappdaveton kmdkoc QR’
YKaVAPETE Y10 TEPLOCOTEPES TANPOPOPiEG N EmoKePTEiTe: WWW.breezhaler-asthma.eu/atectura

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

Na euidocoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tatdid.

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

EXP
H ovokevn elonvong Kabe cuokevaciog Tpénet va anoppintetal apdtov £xovv ypnoiporotnel Oia ta
KOWYAKLO TNG CLOKELOGIOG.

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 30°C.
DuAdocete GTNV APYIKN GLOKEVAGIO Y10 VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.

10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1439/005 10 x 1 xayaxio + 1 6uGKeELT| E16TVONG
EU/1/20/1439/006 30 X 1 koydkio + 1 cuoKeELT EIGTVONG

13. APIOMOZX IMAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

| 15. OAHTIEX XPHEHE

| 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/127.5 micrograms

17.  MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A160106T0TOC YPOUUU®TOS KOOKAS (2D) mov pépel tov TEPIANPOEVTO LOVASTKO aVayVOPIOTIKO KMOKO.
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18.  MONAAIKOX ANAI'NQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN ITIOY ITIEPIEXEI
AIXOHTHPA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/127,5 pikpoypappdpio kovig ya elomvon (okAnpd konydikio)
WOOKATEPOAT/POVPOTKT popeTALOV

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

Kabe mapeyopevn o6on mepiéyet 125 pukpoypoappdpro wvdakatepoing (g o&ikn) Kot
127,5 pwikpoypappdpio govpoikng LopeTolovng.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln. BAEme @UALO 0ONYIDV XPTOTG Y10 TEPOLTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia elomvon (okAnpo Kayakio)

30 X 1 xaydxia + 1 cvokeun elomvon|g + 1 ausOntipag pdvo yio evijikeg

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIDOV XPNOTG TPV 0T TN XPTOM.

ITpog xprion HOVO LLE TN CLGKELN EICTVONG OV TTAPEYETAL GTN GLGKEVAGIOL.
Mnv katomivete T KOyWAKLa.

Xpnon Sl elomvong

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPEINEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETTIZOYN TA ITAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

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

‘ 8. HMEPOMHNIA AHEHX

EXP
H ovokevn elomvong kabe cuokevaciog Tpénel va amoppintetal apdtov £xovv ypnoiomrotndei OAa ta
KoK TG CLOKELAGTOG.
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
DuAdcoETE GTNV OPYLIKN CLGKEVAGIN Y10l VO TPOGTATEVETAL OO TO PG KOl TNV VYPAGIL.

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/20/1439/014 30 x 1 xayakio + 1 cuokevn ilomvong + 1 arcbnmmpog

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

| 15. OAHTIEX XPHEHE

| 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/127.5 micrograms

17. MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AISAIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A163146T0TOC YpapL®mTOS KOdwkag (2D) mov pépet Tov TeptinehEvia povadikd avoyvopioTiko KOSKO.

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

PC
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENAIAMEXOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN IIOY IIEPIEXEI
AIXOHTHPA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/127,5 pikpoypappdpio kovig ya elomvon (okAnpd konydikio)
WOOKATEPOAT/POVPOTKT popeTALOV

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

Kabe mapeyopevn d06on mepiéyet 125 pukpoypoppdpro wvdakatepoing (og o&ikn) Kot
127,5 pwikpoypappdpio govpoikng LopeTolovng.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln. BAEme @OALO 0OMYIDV ¥PNONG Y10 TEPUITEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia giomvon (oKkAnpd Kayakio)

30 X 1 xaydxia + 1 cuokevn elomvong

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIDOV XPNOTG TPV 0T TN XPTOM.

ITpog xprion HOVO LLE TN CLGKELN EICTVONG OV TTAPEYETAL GTN GLGKEVAGIOL.
Mnv katomivete T KOyWAKLa.

Xpnon Sl elomvong

‘Tlephappdaveton kmdkoc QR’
YKaVAPETE Y10 TEPLOCOTEPES TANPOPOPiEG N EmoKePTEiTe: WWW.breezhaler-asthma.eu/atectura

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA TTAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

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

EXP
H ovokevn elonvong kabe cuokevaciog Tpénet va anoppintetal apdtov £xovv ypnoipomrotn el OAa ta
KOWYAKLO TNG CLOKELOGIOG.

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 30°C.
DuAdccete 6NV APYIKN CLGKEVAGIO Y10l VO TPOGTATEVETOL OO TO PG KAl TV VYPUGICL.

10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1439/014 30 x 1 xayakio + 1 cuokevn iemvong + 1 aicbnmmpog

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lTA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/127.5 micrograms

17.  MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

18.  MONAAIKOZ ANATNQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOX IIEPIEKTHX IIOAYXYXKEYAZXIAX
(ZYMIIEPIAAMBANETAI TO BLUE BOX)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/127,5 pikpoypappdpio kovig yia elomvon (okAnpd koo
WOOKATEPOAT/POVPOTKT popeTALOV

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

KdaBe mapeyouevn d6om mepiéyet 125 pukpoypoppdpio vdakatepding (og o&ikn) Kot
127,5 pikpoypappdpio @ovpoikng popetalovng.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln. BAEme @UALO 0ONYIDV XPTOTG Y10 TEPOLTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yio eiomvon (okAnpd koyaxio)

IMoAvovokevoaoio: 90 (3 cvokevaoicg tov 30 X 1) kaydkio + 3 CVLOKEVEG EIGTVONG.
IToAvovokevaoia: 150 (15 cvokevaoieg tov 10 X 1) kawydkio + 15 cuoKevEg ELlGTVONC.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote 10 QUALO 0INYIOV XPNOTG TPV 0T TN YPNOT).

IIpog xprion LOVO LLE TN GLGKELN EIGTVONG OV TTAPEXETOL GTN] GLGKELAGIOL.
Mnyv Katamrivete o Koy oK.

Xp1fion d1d eleTVong

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

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

EXP
H ovokevn elonvong kabe cuokevaciog TpENEL va amoppinteTal apdTov £xovv ypnoorotndel OAn ta
KOWAKLO TNG GLOKELAGING.
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9. EIAIKEYX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
DuAdccete GTNV APYIKN GCLOKEVAGIO Y10l VO TPOGTATEVETOL OO TO QMG KOl TNV VYPUCid.

10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavéia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1439/007 90 (3 ovokevaoieg tov 30 X 1) kayakio + 3 GLCKEVEG EIGTVONG
EU/1/20/1439/008 150 (15 ovokevaoieg tmv 10 X 1) koydkia + 15 cuokevég elomvong

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

‘ 15. OAHTI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/127.5 micrograms

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A160106T0TOC YPUUU®TOS KddKag (2D) mov pépel tov TePIAN@OEVTO LOVASTKO aVOyVOPIGTIKO KMOTKO.

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

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

ENAIAMEXOZX XAPTINOX NIEPIEKTHX IIOAYXYXKEYAXIAX (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/127,5 pikpoypappdpio kovig yia elomvon (okAnpd koo
WOOKATEPOAT/POVPOTKT popeTALOV

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

KdaBe mapeyouevn d6om mepiéyet 125 pukpoypoppdpio vdakatepding (og o&ikn) Kot
127,5 pikpoypappdpio @ovpoikng popetalovng.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln. BAEme @UALO 0ONYIDV XPTOTG Y10 TEPOLTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yio eiomvon (okAnpd koyaxio)

10 X 1 xoydkia + 1 cvokevn elonvons. Mépog molvovokevaciog. No punv toieitatl Eex®plotd.
30 x 1 xawydxio + 1 cuokevn elomvong. Mépog moAveuokevaciog. Na punv moisitoar EExmploTa.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN YPNOT).

IIpog xprion LOVO LLE TN GLOKELN EIGTVONG OV TTAPEXETOL GTN] GLGKELAGIOL.
Mnv katomivete To Koy oK.

Xp1nion d1d eleTVong

‘Tlephappdvetor kKodikoc QR’
TKOVAPETE Y10 TEPIOCOTEPES TANPOPOpPieC 1| emokepteite: Www.breezhaler-asthma.eu/atectura

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

Na pvrdooetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

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

EXP
H ovokevn elonvong kabe cuokevaciog Tpénet va anoppintetal apdtov £xovv ypnoipomrotn el OAa ta
KOWYAKLO TNG CLOKELOGIOG.

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 30°C.
DuAdccete GTNV APYIKN GLOKEVAGIO Y10 VO TPOGTATEVETOL OO TO QMG KOl TNV VYPUTid.

10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1439/007 90 (3 ovokevaoieg Tov 30 X 1) kaydkio + 3 GLGKEVEG EIGTVONG
EU/1/20/1439/008 150 (15 ovokevaoieg Twv 10 X 1) kaydkio + 15 cuokevég e16mvong

13. APIOMOZX IMAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

| 15. OAHTIEX XPHEHE

| 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/127.5 micrograms

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOX TPAMMQTOX
KQAIKAY (2D)
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18. MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KAITAKI TOY
o EZQTEPIKOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA MONAAQN

o ENATIAMEXOY XAPTINOY IHEPIEKTH I'TA XYXKEYAXIA MONAAQN IIOY
HEPIEXEI AIXOHTHPA KAI

o ENAIAMEXOY XAPTINOY IIEPIEKTH ITOAYXYXKEYAXJIAX

1. AAAA ETOIXEIA

1 Ewbyete

2 Tpomnote Ko 0proTE

3 Ewonvevote Babid

‘EAeyyog  EAéyErte 011 10 KONyhKLO £lvat Adg10

AwPaote T0 QUALO 0ONYIOV XPNOTG TPV 0T TN YPNOT.
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KAITAKI EEQTEPIKOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA
MONAAQN IIOY IIEPIEXEI AIXOHTHPA

1. AAAA ETOIXEIA

IMapakalreiote vo dofdcete To GOHALO 00NYLDOV Xpriong 6T cvuokevacio tov Atectura Breezhaler kot
T1G 00MYiEg PN ONG TOL TAPEYOVTAL GTT GLOKELAGIN TOV asONTHPO.
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX KYYEAHX (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 mcg/127,5 mcg k6vig yio 16mvon
WOOKATEPOAT/POVPOTKT popeTALOV

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AH=ZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Xpnon dud elomvong poévo
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/260 pukpoypappdapio kovig yio lomvor| (6kAnpa konydkie)
WOOKATEPOAT/POVPOTKT popeTALOV

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

KdaBe mapeyouevn d6om mepiéyet 125 pukpoypoppdpio vdakatepding (og o&ikn) Kot
260 pkpoypappdaptlo ovpoikng LoUEToLovNG.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln. BAEme @UALO 0ONYIDV XPTOTG Y10 TEPALTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia elomvon, oKANpo Kayakio

10 X 1 xonydkio + 1 cuekeLN EIGTVONG
30 x 1 xawydxia + 1 cuokevn El6TVONg

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN YPNOT).

IIpog xprion LOVO LLE TN GLOKELN EIGTVONG OV TTAPEXETOL GTN] GLGKELAGIOL.
Mnv katoamivete To KOyaKLo.

Xp1fion d1d eleTTvong

‘Tlephappdvetor kKodikoc QR’
TKOVAPETE Y10 TEPIOCOTEPES TANPOPOpPieC 1| emokepteite: Www.breezhaler-asthma.eu/atectura

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

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

EXP
H ovokevn elonvong Kabe cuokevaciog Tpénet va anoppintetal apdtov £xovv ypnoiporotnel Oia ta
KOWYAKLO TNG CLOKELOGIOG.

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 30°C.
DuAdocete GTNV APYIKN GLOKEVAGIO Y10 VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.

10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

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

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1439/009 10 x 1 xayaxio + 1 6uGKeELT| E16TVONG
EU/1/20/1439/010 30 X 1 koydkio + 1 cuoKeELT EIGTVONG

13. APIOMOZX IMAPTIAAX

Lot
[ 14. TENIKH KATATAZH I'A TH AIAGEZH
| 15. OAHTIEX XPHEHE
| 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/260 micrograms

17.

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

A160106T0TOC YPOUUU®TOS KddKaS (2D) mov pépel tov TePIAN@OEVTO LOVASTKO aVayVOPIGTIKO KMOTKO.
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18. MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EZQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN IIOY ITIEPIEXEI
AIXOHTHPA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/260 pkpoypappdapio kOvig yio i6mvor| (oKAnpa konydkie)
WOOKATEPOAT/POVPOTKT popeTALOV

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

Kabe mapeyopevn o6on mepiéyet 125 pukpoypoappdpro wvdakatepoing (g o&ikn) Kot
260 pkpoypappdaptlo ovpoikng LOUETOLOVIG.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln. BAEme @UALO 0ONYIDV XPTOTG Y10 TEPOLTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvor, 6KANpO Kayaklo

30 X 1 xaydxia + 1 cvokeun elomvon|g + 1 ausOntipag pdvo yio eviikeg

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIDOV XPNOTG TPV 0T TN XPTOM.

ITpog yprion HOVO LLE TN CLGKELN EICTVONG IOV TTAPEYETOL GTN GCLGKEVAGIOL.
Mnv katomivete T KOyWAKLa.

Xpnon Sl elomvong

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPEINEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

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

‘ 8. HMEPOMHNIA AHEHX

EXP
H ovokevn elomvong kabe cuokevaciog Tpénel va amoppintetal apdtov £xovv ypnoiomrotndei OAa ta
KoK TG CLOKELAGTOG.
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
DuAdcoETE GTNV OPYLIKN CLGKEVAGIN Y10l VO TPOGTATEVETAL OO TO PG KOl TNV VYPAGIL.

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/20/1439/015 30 x 1 xayakio + 1 cuokevn ilomvong + 1 arcbnmmpog

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

| 15. OAHTIEX XPHEHE

| 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/260 micrograms

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

A163146T0TOC YpapL®mTOS KOdwkag (2D) mov pépet Tov TeptinehEvia povadikd avoyvopioTiko KOSKO.

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

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

ENAIAMEXOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN IIOY IIEPIEXEI
AIXOHTHPA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/260 pkpoypappdapio kOvig yio i6mvor| (oKAnpa konydkie)
WOOKATEPOAT/POVPOTKT popeTALOV

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

Kabe mapeyopevn d06on mepiéyet 125 pukpoypoppdpro wvdakatepoing (og o&ikn) Kot
260 pkpoypappdaptlo ovpoikng LOUETOLOVIG.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln. BAEme @OALO 0OMYIDV ¥PNONG Y10 TEPUITEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvor, 6KANpO Kayaklo

30 X 1 xaydxia + 1 cuokevn elomvong

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIDOV XPNOTG TPV 0T TN XPTOM.

ITpog xprion HOVO LLE TN CLGKELN EICTVONG OV TTAPEYETAL GTN GLGKEVAGIOL.
Mnv katomivete T KOyWAKLa.

Xpnon Sl elomvong

‘Tlephappdaveton kmdkoc QR’
YKaVAPETE Y10 TEPLOCOTEPES TANPOPOPiEG N EmoKePTEiTe: WWW.breezhaler-asthma.eu/atectura

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

Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

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

EXP
H ovokevn elonvong kabe cuokevaciog Tpénet va anoppintetal apdtov £xovv ypnoipomrotn el OAa ta
KOWYAKLO TNG CLOKELOGIOG.

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 30°C.
DuAdccete 6NV APYIKN CLGKEVAGIO Y10l VO TPOGTATEVETOL OO TO PG KAl TV VYPUGICL.

10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1439/015 30 x 1 xayakio + 1 cuokevn iemvong + 1 aicbnmmpog

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lTA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/260 micrograms

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

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

EZQTEPIKOX XAPTINOX IIEPIEKTHX IIOAYXYXKEYAZXIAX
(ZYMIIEPIAAMBANETAI TO BLUE BOX)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/260 pkpoypappdapio kOvig yio i6mvor| (6KANpa ko akie)
WOOKATEPOAT/POVPOTKT popeTALOV

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

KdaBe mapeyouevn d6om mepiéyet 125 pukpoypoppdpio vdakatepding (og o&ikn) Kot
260 pkpoypappdaptlo ovpoikng LoUEToLovNG.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyetl Aaxtoln. BAEme @UALO 0ONYIDV XPNOTG Y10 TEPOLTEP® TATNPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yio eiomvon (okAnpd koyaxio)

IMoAvovokevoaoio: 90 (3 cvokevaoicg tov 30 X 1) kaydkio + 3 CVLOKEVEG EIGTVONG.
IToAvovokevaoia: 150 (15 cvokevaoieg tov 10 X 1) kawydkio + 15 cuoKevEg ELlGTVONC.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote 10 QUALO 0INYIOV XPNOTG TPV 0T TN YPNOT).

IIpog xprion LOVO LLE TN GLGKELN EIGTVONG OV TTAPEXETOL GTN] GLGKELAGIOL.
Mnyv Katamrivete o Koy oK.

Xp1fion d1d eleTVong

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

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

EXP
H ovokevn elonvong kabe cuokevaciog TpENEL va amoppinteTal apdTov £xovv ypnoorotndel OAn ta
KOWAKLO TNG GLOKELAGING.
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9. EIAIKEYX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
DuAdccete GTNV APYIKN GCLOKEVAGIO Y10l VO TPOGTATEVETOL OO TO QMG KOl TNV VYPUCid.

10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavéia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1439/011 90 (3 ovokevaoieg tov 30 X 1) kayakio + 3 GLCKEVEG EIGTVONG
EU/1/20/1439/012 150 (15 ovokevaoieg tmv 10 X 1) koydkia + 15 cuokevég elomvong

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

‘ 15. OAHTI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/260 micrograms

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A160106T0TOC YPUUU®TOS KddKag (2D) mov pépel tov TePIAN@OEVTO LOVASTKO aVOyVOPIGTIKO KMOTKO.

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

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

ENAIAMEXOZX XAPTINOX NIEPIEKTHX IIOAYXYXKEYAXIAX (XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 pukpoypappdpio/260 pukpoypappdapio kovig yio lomvor| (6kAnpa konydkie)
WwOOKATEPOAT/ POVPOTKN popeTALOVN

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

KdaBe mapeyouevn d6om mepiéyet 125 pukpoypoppdpio vdakatepding (og o&ikn) Kot
260 pkpoypappdaptlo ovpoikng LoUEToLovNG.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyel Aaxtoln. BAEme @UALO 0ONYIDV XPTOTG Y10 TEPOLTEP® TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yio eiomvon (okAnpd koyaxio)

10 X 1 xoydkia + 1 cvokevn elonvons. Mépog molvovokevaciog. No punv toieitatl Eex®plotd.
30 x 1 xawydxio + 1 cuokevn elomvong. Mépog moAveuokevaciog. Na punv moisitoar EExmploTa.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN YPNOT).

IIpog xprion LOVO LLE TN GLOKELN EIGTVONG OV TTAPEXETOL GTN] GLGKELAGIOL.
Mnv katomivete To Koy oK.

Xp1nion d1d eleTVong

‘Tlephappdvetor kKodikoc QR’
TKOVAPETE Y10 TEPIOCOTEPES TANPOPOpPieC 1| emokepteite: Www.breezhaler-asthma.eu/atectura

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

Na pvrdooetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

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

EXP
H ovokevn elonvong kabe cuokevaciog Tpénet va anoppintetal apdtov £xovv ypnoipomrotnel Oia ta
KOWYAKLO TNG CLOKELOGIOG.

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 30°C.
DuAdccete GTNV APYIKN GLOKEVAGIO Y10 VO TPOGTATEVETOL OO TO QMG KOl TNV VYPUTid.

10. IAIAITEPEX IPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1439/011 90 (3 ovokevaoieg Tov 30 X 1) kaydkio + 3 GLGKEVEG EIGTVONG
EU/1/20/1439/012 150 (15 ovokevaoieg Twv 10 X 1) kaydkio + 15 cuokevég e16mvong

13. APIOMOZX IMAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

| 15. OAHTIEX XPHEHE

| 16. TIAHPO®OPIEX XE BRAILLE

Atectura Breezhaler 125 micrograms/260 micrograms

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOX TPAMMQTOX
KQAIKAY (2D)
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18. MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KAITAKI TOY
o EZQTEPIKOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA MONAAQN

o ENATIAMEXOY XAPTINOY IHEPIEKTH I'TA XYXKEYAXIA MONAAQN IIOY
HEPIEXEI AIXOHTHPA KAI

o ENAIAMEXOY XAPTINOY IIEPIEKTH ITOAYXYXKEYAXJIAX

1. AAAA ETOIXEIA

1 Ewbyete

2 Tpomnote Ko 0proTE

3 Ewonvevote Babid

‘EAeyyog  EAéyErte 011 10 KONyhKLO £lvat Adg10

AwPaote T0 QUALO 0ONYIOV XPNOTG TPV 0T TN YPNOT.
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KAITAKI EEQTEPIKOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA
MONAAQN IIOY IIEPIEXEI AIXOHTHPA

1. AAAA ETOIXEIA

IMapakalreiote vo dofdcete To OALO 0dNYLBV Xpriong ot cvokevacia Tov Atectura Breezhaler kot
T1G 00MYiEg PN ONG TOL TAPEYOVTAL GTT GLOKELAGIN TOV asONTHPO.
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX KYYEAHX (BLISTER)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Atectura Breezhaler 125 mcg/260 mcg kovig yio lomvon
WOOKATEPOAT/POVPOTKT popeTALOV

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AH=ZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Xpnon dud elomvong poévo
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B. ®’YAAO OAHI'IQN XPHXHX
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@viro ooy ypiong: IIAnpoeopics yra Tov ypriotn

Atectura Breezhaler 125 pikpoypoppdpra/62,5 pikpoypoppdpro K6vig yro siemvon (ekinpa
KO aKLo)
Atectura Breezhaler 125 pikpoypoppdpre/127,5 pikpoypoppdpra Kovig yro g16mvon (6kAnpa
KOYaKio)
Atectura Breezhaler 125 pikpoypoppdpra/260 pikpoypoppaplo K6vig yio £16tvot] (6KAnpa
KOYaKLo)
wdakatepOAN/Povpoikn popetalovn

AP aoTE TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLOV YP1ONGS TPV UPYIGETE VA YPNCLUOTOLEITE AVTO

70 Qappoxo, H16TL TEPAUPPEVEL SNUOVTIKEG TANPOPOPiES VIO TOC.

- DvrdEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to dwuPfdcete Eava.

- Edv éxete mepartépw amopieg, p@TNoTE TOV Y10TPO, TOV POPUOKOTOL) 1] TOV VOGOKOUO GOG.

- H ocvvtayn v avtd to pdappoako xopnynnke amokAeloTiKA Yo 6oG. Agv TPEMEL VO ODGETE TO
@apupoxo oe GArovs. Mmopel va Tovg TpokaAéoel PAALN, akOUa Kot OTAV TO GUUTTAOLOTO TG
acOévelog Tovg givar 010 e ta S1Kd GOg.

- Edv mapotnprioete kamoo avemBOpUnTn evEpYELL, EVILEPMDGTE TOV YIATPO, TOV PUAPLOKOTOLO 1|
TOV VOGOKOUO G0G. ALTO 1oy0eL Kot Yo KGO mBavn avemBOunTn evépyela TOV OV AVAPEPETOL
670 TOPOV PUALO 0dNYIDV ¥pNong. BAére mapdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

1 T eivaun o Atectura Breezhaler ka1 mowa givar 1 gprion tov

2 Tipénel va yvopilete Tpv xpnooromoete to Atectura Breezhaler
3. Ilog va ypnoponooete Atectura Breezhaler

4, [MBavég avemBounTeg evépyeteg

5 ITo¢ va puidooete to Atectura Breezhaler

6. [epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

Odnyieg xpnong yio T cvokevy lomvong Atectura Breezhaler

1. T eivan To Atectura Breezhaler kot owa givon i xp1jon tov

T eivan To Atectura Breezhaler ko i dpa
To Atectura Breezhaler nepiéyet 500 dpaoTikég ovoieg oV ovopalovTol vOaKATEPOAT KOl GOVPOTKT

popetalovn.

H wdokatepoin avikel og pio opddo poappakov tov ovopudlovtotl fpoyyodlactaAtikd. Xalapmvel
TOVG UOEC TOV HIKPDV 0EPAYDOYDV TV TVELUOVDV. AVTd Bon0del 6To Avolypra TV 0EPIY®YDY Kot
dtevkoAbveL TV €lc0d0 Kot ££050 TOL aéPa amd Tovg TveLoveS. Otav Aaupavetal TokTikd, Bonddet
moTE o1 LKpot aepaywyol va mapapeivouv avorktol.

H @ovpoikn pouetaldvn avikel o€ pio Katnyopio popuakoy mov ovoudloviol KopTikooTeposdn (M
o1epoe1dn). Ta KOPTIKOGTEPOELDN LELDVOLV THV JOYKMOT Kot ToV £peGO (PAEYHOVT) GTOVG
LIKPOVG LEPAYMYOVS TV TVELUOVAOV KOl ETOUEVMS OVOKOLPILOVV 0TOSIOKA To TPOPAR AT GTV
avanvon. Ta koptikootepoeld] cuuPdArovy eniong otV TPOANYN TV GLUPBAVIGOV dcOuaTod.
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ITowx civar n ypfion Tov Atectura Breezhaler
To Atectura Breezhaler ypnowponotgitor og taxtikr Ogpameio yio 1o dobuo 6Tovg EVAMKES Kot TOVG
epnPovg (12 etdv kot dvo).

To doBpa eivon pio coPapn pakpoypovn TvevLovOTAdEL OTTOV 01 PHVES OV TEPPAALOVY TOVG
LIKPOTEPOVG AlEPAY®YOVS YivovTal o@ryTol (BpoyyocuaToin]) Kot @AeYHoV®OELS. Ta cuurtdpaTa
eupaviCovrol Kot LToY®POVV Kol TEPIAUUPAVOLY dVGTVoLa, cLPLYLO, GPi&ILo oTo 600G Kot Briya.

Ipémet va xpnoonoteite To Atectura Breezhaler ké0e pépa ko oyt pdvo dtov €xete mpoPanuata
avamvong N dAlo coprtdpato dobuatog. Avto Bo dtucporicel 0Tt EAEyyel To Aobuo oag cotd. Mnv
YPTCULOTOLEITE 0L TO TO PAPLOKO Y10 TNV avaKoVElon Eaevikod cupuPdvtog dOGTVoLaG 1) GUPLYHOD.

Edv éyete omoladnmote amopio oyeTikd e to g dpa. to Atectura Breezhaler 9 ywoti avto 1o
QAPUOKO GLUVTOYOYPAPNONKE Y10 EGAC, POTHOTE TOV YIUTPO CUG.

2. T npémer vo yvopilete Tpwv ypnoyponouieste To Atectura Breezhaler
AxoAovBnaote Tig 00Myieg TOL YIATPOL GO TPOGEKTIKAL.

Mnyv ypnowpomomjcete To Atectura Breezhaler

- o€ MEPINTOON aAlepYiOG TNV WWOAKOTEPOAN, TN POVPOTKN HopeTalovn 1 o€ omolodnmote GALO
amtd T GLOTOTIKA AVTOD TOV PAPLAKOL (AVAPEPOVTOL OTIV TOPAYPuQo 6). Av TioTtevETE OTL
umopei va iote aAlepykoc/adlAiepyikn, (NTMoTe GLUPOVAEG amd TOV YIOTPO GUG.

Ipocdomomjoeis ko TpoPLAGEES

AmevBuvheite 6TOV Y10TPO, TOV POPLAKOTOLO 1] TOV VOGOKOWO GOG TPV Yproiponooete to Atectura

Breezhaler edv kdmot1o amd to mopakdTo 10yeL Yo €60G:

- edv €xete KapdoAOYIKE TPOPANLATO, CUUTEPIAALUPAVOUEVOD AKOVOVIGTOL 1) YPTYOPOU
KOPSILOKOD TOAUOD.

- €4 €yete mpoPAnuata pe Tov Bupeosidn adéva.

- €dv oog £xovv el OTOTEINTOTE OTL £XETE SLof1yTN 1 LYNAO GAKYOPO OiULATOG.

- €0v TAoyETE OMO GTAGUOVG 1] KPIGELG.

- €4 €yete younAd eninedo Koliov 6To aipo cog.

- edv €xete coPfopd nroTKd TPOPAHATAL.

- €dv €xete PLUATIOOT TOV TVELLOVA 1| OTOLUONTOTE LAKPOYPOVIL AOTH®EN 1 AOUDEELG TTOL dEV

£Youv avTIpETOTIGOEL.

Kata ™ Ogpancio pe Atectura Breezhaler

AWKOYTE TN YP1IOT CVTOV TOV PUPNAKOV KUl AAPfete apéocm waTpkn Bondsra edv Exete

OTO10ONTOTE OO TO, TUPUKATO:

- oi&yo oto othbog, Prixa, cvptyud 1 dborvola apéocmg petd ™ ypron Atectura Breezhaler
(VTOdMAGVOLV OTL TO PAPHOKO TPOKOAEL ATPOGIOKNTO GPIEO TOV AEPUYDYDYV, YVOOTO MG
napado&oc Ppoyydonacuoc).

- SVOKOAID GTNV AVOTVOT 1 OTNV KOTATOGT, 00N 6T YADGGa, 6Ta. XEiAn 1 610 TpdS®TO,
deppatikd eEavonua, Kvnopo kot Touovg (onueio OAAEPYIKNG avTidpooT|S).

o kor £égenpor

Mnv divete to aproKo avTd o€ Toudld KAt TV 12 eTdv Kabnhg dev £xel peletn el oe avtv TV
NMKLOKT opdda.
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Alha gappoko kar Atectura Breezhaler

Evnuepmote Tov yiatpd 1| TOV QOPpUOKOTOL0 GG 6V YPOUOTOLEITE, £YETE TPOCPOTO YPTCLLOTO|CEL

N UTOopEl Vo YPNOUYLOTOIGETE GALD PAPUOKO. ZVYKEKPIUEVO, EVILEPDOTE TOV YIATPO 1] TOV

(QOPLOKOTOLO GOG OV YPTCLULOTOLEITE!

- QAPLLOKO TTOV LEUDVOLV Ta EMITEdN KAAIOV GTO aiplo 6. Xe avtd mepthappdvovtol To
Stovpntikd (to omoio avEEvouV TNV TapaymY] 00PMV Kol UTopovV va xpnciomomovy yuo tnv
AVTILETOTION TNG VYNANG OPTNPLOKNG TECTS, TT.X. VOPOYA®PoBealidn), GAAa
Bpoyyodactaltucd dnwg peBuAEavOives Tov YPNGILOTOLOVVTOL Yio TPOPANLOTO GTHV OVOTVOT
(3. Be0@LAAIVN) M| KOpTIKOGTEPOEWN (TL.). TPESVILOAOVN).

- TPIKVKAKE ovTIKATOOMATIKA 1) avaeTOAEIC LOVOUUIVOEELDAONG (PAPIOKA TTOV
y¥pNooToovVTaL Yio TN Bepameio TG KoTdOANYC).

- onoladNToTe PappoKo ta onoio umopei va givar mapopoa pe to Atectura Breezhaler (mepiéyovv
TAPOUOLEG BPUOTIKEG OVGiEG). Xpnotporoldvtag ta pali pmopei va avéndei o kivéuvog yio
mOovEG avemBOUNTEC EVEPYELEC.

- @appaxa wov ovopdlovrat Brita amokAEIGTEG TO OO0 XPTGLLOTOLOVVTOL Y10 TV VYNAN|
aptnploky mieon 1 dAla Kapdiohoyikd TpofAnuate (0Tmg TPOTPUVOAOAT) 1 Yol TV
OVTILETMOTIGN TOV YAAUKOUATOS (OTTmG TILOAOAT).

- KetokovaloAn N 1tpakovaloin (QApLOKO TOL YPNCULOTOLOVVTOL Y10l TV OVTLUETAOTION
HUKNTIOGIKOV AOUMOEEDV).

- prtovaPipn, velpvafipn 1 Kopmiciotdn (QapUaKe ToL ¥PNCIUOTO0VVTOL Y10, TV
QVTILETORION TG Aoip®wéng amd Tov 10 HIV).

Kinon kot Onhaopog

Edv giote éykvog 1 Onhalete, vouilete 0T umopei va gicte £ykvog 1 oxed1dleTe Vo AmoKToETE TOUdL,
{ntote ™ GuPPOLAN TOL YTPOV GOG TPV TAPETE 0LTO TO PAppoKo. O yaTpdg cog Ba cvlntnoet
poli cag av umopeite va ypnowonomoete to Atectura Breezhaler.

Odnynon ko yEPLGROS PNV RATOV
Agv Bempeitor TBavo avutd T PAPLOKO VO, ETNPEAGEL TNV IKOVOTNTA GOG Vo 0dnyeite Kot va

yewpileote unyoviuaTa.

To Atectura Breezhaler sgpiéyer haxtoln
Av106 10 Pappako TEPLEYEL TEPimov 25 Mg AakTolng ovd Kaydkio. Av 0 YI0TpOG 0aG, GOG EVIUEPWOOE
oTL &yeTe dvoovelio oe OPIGUEVE GAKYOP, WANOTE LLE TOV YIOTPO GUC TPV TAPETE ALTO TO PAPLAKO.

3. Iag va ypnoworomjcete To Atectura Breezhaler

[Tévtote va ¢pNOYLOTOLEITE TO PAPLOKO AVTO OQVCTNPA COLPOVA LE TIC 0OTYIES TOVL YLATPOV 1| TOL
QopuroKomolod coc. Eav éxete appifolieg, poThoTe TOV Y10TPO 1 TOV QOPUUKOTOLO GOG.

Iléco Atectura Breezhaler va ewonvevoete
Yndapyovv koydkio pe TpeLg Stapopetikég nepektikotnteg Atectura Breezhaler. O ywtpdg oag Oa
ATOPOGIGEL TO10 Elval KAADTEPO Y10 EGAG.

H ocvvnng 660m civar va elomvéete 10 mepreydpevo evog kayokiov kdbe nuépa. Xpelaleote povo va
YPNOUOTOLEITE TO PAPLLOKO Lo popd TNV NUEPA. M1 ypnotponoleite TeplocdTePo amd 0G0 Gag TEL O
Y10TPAC GOG VO YPTCLULOTOLELTE.

Ipénel va ypnowomnoteite to Atectura Breezhaler kabe pépa, axopa kot dtov to dobuo cog dev cog
evoyAel.

Mot va swemvéete To Atectura Breezhaler

Eionvéete to Atectura Breezhaler v {610 dpa kéBe pépa. Avto Ba cag Pondnoet va ehéyEete o
CUUATOUOTE GO KaO™ OAN TN SLapKeLn TNG NUEPOS Kat TG vyTag. Avtd Ba cag fondnocel emiong va
Bvpdote vo To ypnolLonoleite.
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ITog va sronvedoete 1o Atectura Breezhaler

- To Atectura Breezhaler givon yio yprion 814 eiomvonc.

- e outr TN cvokevaoia, Bo Ppeite piot GLOKELN EIGTVONG KoL KOWAKLO TOV TEPIEXOVYV TO
@approxo. H cuckeun €10mvong cog EmTPENEL VOL EIGTVEETE TO PAPLOKO TOL KOWAKIOL.
Xpnoponoteite ta Koyakio LOVO LE T1) GUGKEDT] EIGTVONG TTOL TOPEYETAUL GE OVTY| TN
ocvokevaoio. Ta koydkia o Tpémel va Tapapévouy oTic KOWELEG PLEYPL VO XPELOCTEL VO TO
YPNOLOTOCETE.

- ATOKOAANOTE TNV TPOCTATEVTIKN EMEVOLGT TNG KLWEANG Y10 VOL TV aVOIEETE, PV OTTPOYVETE
T0 KOWEKL0 péc® Tov PUAAOV dAovpviov.

- Orav Eexvnoete vED CLGKEVAGIA, YPTCLLOTOIOTE T VEQ GUOKELT EIGTTVONG OV TOPEYETOL GE
OVTNV TN VEX GLCKEVAGIA.

- AmoppiyTe TNV GLGKELT EIGTVOTG KAOE GLOKELAGIOG APOTOL OAN TA KOWAKLO TG GUGKELAGTOG
£yovv ypnoyomoindei.

- Mnv katomivete To KOWAKL.

- Hopoxarodpe orafdote TIg 001)YieS YPioNS 6TO TEAOG AVTOV TOV PVALOV 00N YOV YPNONS
Y10 TEPLOCOTEPES TANPOPOPLES GYETIKA E TOV TPOTO YP1]OG TNS CLVOKEVTS ELGTIVOT|G.

Av 1] 6vokevacia cog TepEysL oreOnTipa Yo To Atectura Breezhaler

- O awoOnmpag ya to Atectura Breezhaler tpoopiletat povo yio yprion amd evilkec. Agv mpémet
va ypnoonoteitar g eprifovg (Miikiog 12 etdv kot avm) Kabhg 1 epapproyn dev dtabétel
empPePainon cvykatabeong acbevoidc 1 Aeitovpyia Yo AOyoplooud @POVTIGTH.

- O acntpog Kot 1 EPAPUOYT OV OTALTOVVTOL Yol VAL TAPETE TO PAPLaKO Goc. O asOntipag
dev ypeldletal va eivarl cuvOEdEUEVOC LE TV EQUPLOYT OTOV TTOIPVETE TO PAPUAKO GOGC.

- O y10tpdcg o0 B0 amoPaGicEL av 1 ¥PNOoT TOL UGONTAPA KoL TNG EPAPUOYNG EIVOL KATAAAN AN
Yo EGOC.

- O nektpovikdg aucntipog yio o Atectura Breezhaler tomobeteitan otn Bdon tng cvokevig
glomvong Atectura Breezhaler.

- O awsnpog emPePfaidverl OTL EXETE YPNOUOTOGEL TI GVOKELNC EloTvon|g Atectura
Breezhaler, xataypdgovtog kot TopakoAovddVTag TIg EVEPYOTOMOELS TNG KL TOV YO
GOUPLYLOTOG TOV TTEPIGTPEPOUEVOL KOWOKIOV KATE TNV €167TVOT| 0AAG dev Oa mapakolovbncet
€av €yete MaPet T d001 TOL PAPUAKOV COG.

- O aoOnmpag npémnet va ypnowonoteiton pe v epappoyn Propeller oto ‘é&vmvo mAépmvo’
oag (smart phone) 1| oe kémota GAAY KotdAANAN cvokevn. O aeOntpag cuvdieTan pe v
gpapuoyn Propeller péow Bluetooth.

- [oapakareiote va dSafdoete TIg 0dNYieg XPNONG OV TOPEYOVTAL GTI| GUGKELOGIO LUE TOV
a1o0n PO KOl GTNV EPAPLOYT VIO TEPIGCOTEPES TANPOPOPIEG CYETIKA LLE TOV TPOTO YPTONG TOV
atcOnmpa Atectura Breezhaler ko g epappoync.

- A@ob ypnoomomBoiv oA ta koydkio Atectura Breezhaler and pio cuokevacio, petakiveiote
ToV aeOnTpa 6N VEo GLGKELT EIGTIVOTG TG EmOUEVIS ovokevaciag Atectura Breezhaler.

Eév ta copntopatd cog ogv ferticmbovv
Edv to doBua cog dev Peltidveton 1} av emdevmbet apov Eekivnoete ) xpnon tov Atectura
Breezhaler, emikowmviote pe tov ylotpo oag.

Eav ypnowpomronjoete peyorlvtepn 60on Atectura Breezhaler amé tnv kavoviki)
Edv siomvevoete Toyaio ToA0 and avtd T0 QAPUAKO, ETIKOIVMOVIOTE OUESMG LE TOV YIOTPO GOG 1| TO
VOGOKOEID Yoo cLUPOVAES. MTtopei va. ypelaoteite watpikn fondeto.

Eav Eeyaoete va yproypomouicste To Atectura Breezhaler

Edv Egydoete va slonvevoete pia 6001 oty cuvndicpévn mpoa, EIGTVELGTE TNV TO GLVIOUOTEPO
duvatov ekeivn Ty NUEPa. XT1 GLVEXELDN, EICTVEDGTE TNV EMOUEVT 000N G cLVNO®S, TNV ETOUEVN
nuépa. Mnv gltomvevoete 600 S00ELg TV 1010 NUEPA.

Eav stapotieste va ypnoypomorsite To Atectura Breezhaler

Mnyv otouaticete vo ypnoiuonoteite To Atectura Breezhaler ektdc av cog 1o met o yiorpdg oag. Ta
CUUTTMOUOTE TOV ACOUOTOC UTOPEL VO ETGTPEYOVV OV GTOUATICETE VO. TO YPT|CLLOTOLEITE.
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Edv éxete meplocdTepeg EPOTNCELS OYETIKE LLE TN YPTOT] QVTOV TOV QUPUAKOV, POTHOTE TOV Y1ATPO 1)
TOV QUPLOKOTOLO GG,

4. IIBavéc avemOBOunTES EVEPYELEG

Onwg 6ha Ta eAppOKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0gv Tapovctdlovtatl 6 GAOLS TOVG AVEPMOTOVC.

Opwopéveg avemBopnteg evépyereg pmopel va gival cofapéc
Yrapotote vo ypnowonoleite Atectura Breezhaler kot Aafete apéong wrpikn fondeta av Exete
OTO10ONTTOTE O TaL AKOAOVOL:

Yoyvég: umopei va emmpedoovy péypt 1 otovg 10 avBpdmovg
- dvokoAia 6TV avamvon 1 6TNV KOTATOGT, 010YK®OOT 6T YAMGGA, To XiAn 1| T0 TPOCOTO,
deppotikd eEavOnpa, eayovpa Kot Topeovg (onueior oAepyIKNG avTidpacng).

Oy ovyvég: pumopet va ennpedoovv péypt 1 otovg 100 avBpdmovg
- ddykwon Kupimg 6N YA®ooa, ta Xeiln, T0 Tpdcmmo 1 10 Aotpd (Thavd onueio
OYYEL00IONUATOG).

Alrec avemBOuNTEG EVEPYELES

Aleg avemBOUNTEC EVEPYEIEG TEPIAAUPAVOVV TIG AKOAOVOEC TOL AVOPEPOVTOL TOPUKAT®. AV AVTEG OL
avemBounTeg evépyeleg Yivouv coPapés, mapukaieiche va EVUEPDGETE TOV YIUTPO, TOV QUPLOKOTOLO
1 TOV/TNV VOGOKOUO GOG.

IMoAv ovyvég: pumopel va emnpedoovy nepiocdtepovg amd 1 atovg 10 avBpmmovg

- TOVOLOLOG

- KaToppon

- Eapvikn dvokodia oty avamvon kal aicOnon cei&ipatog oto otiboc pe cuptyud M Prxa

Yoyvég: umopel va emmpedcovy péypt 1 otovg 10 avBpdmovg

- arhoym eoviiG (Bpayxos eviG)

- PVIKN GLULPOPTON

- @tépviopa, Prixog

- TOVOKEPAAOG

- TOVOG GTOVG LG, TO 00TA 1 TIC apOpd el (oNueio LOCKEAETIKOD TOVOL)

Oy ovyvég: pmopel va exnpedioovv pexpt 1 otovg 100 avBpamove.
- YPYOPOG KOPILUKOG TOALOG

- otopoTikn aeda (onpeio kavtvtiooncg)

- VYNAL ETITESA GOKYAPOV GTO aLiplal

- HUiKOC 6o oG

- KVNGLOG GTO OEPUAL

- eEavonpua

- 00 mon TV PaKdV TOV HoTIOV 60g (onueio kaToppdKTn)

- Ooumm 6paon

Ava@opd avemOOuNTOV EVEPYEL®OV

Edv mapotnpfoete kamolo, avemBOunT evEPYEL, EVILEPDOTE TOV YIOTPO, TOV PAPUOKOTOLO 1) TOV/TNV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kKéOe mhavr avemBountn evépyelo TOv OEV AVOPEPETOL GTO TUPOV
@OALO 0OMY1DV Yprionc. Mmopeite eniong va avapépete avemBounteg evépyeleg amevbeiog, HESH TOL
€0viKoL GLGTNUATOG aVaPOPAS TToL avaypdeeTol oto [apdpmua V. Méom g avaeopdg
avemBOUNTOV EVEPYEIDV pmopeite va Pondncete 6T GLALOYN TEPLGGOTEP®V TANPOPOPIDY GYETIKA
HE TNV AGPAAELD TOV TOPOVTOC PAPLLAKOV.
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6.

Iog va puidecste To Atectura Breezhaler

To @apuako 0vTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kol dgv TO POAVOLY T
TodLd.

Na pn ypnotponoteite autd 10 PAPUOKO LETE TNV NUePOUNVia ANENG TOV aVOEEPETAL GTO KOVTL
kot oty koyéln (blister) petd mv “EXP”. H nuepopnvio AMéng givor ) tekevtaio nuépa tov
VO, TTOL OVOPEPETOL EKEL.

Mn gpuAdooete og Beppokpacia peyarvtepn tmv 30°C.

DVAACCETE TO KOWAKLO GTNV ap)LKT] KOYEAN Y10l VO TPOGTATEVOVTAL OTd TO MG KoL TNV
vypocio Kot unv o apalpeite mopd Ldvo akpipac Tpv T xpnon.

Mnv metdite @ApUOKA GTO VEPD TNG OMOYETELONG 1 GTA OKLOK(A amoppipata. Potiote tov
(OPLOKOTOLd GOG YOl TO TAG VO TETAEETE TO PAPLLOKO TTOL OEV XPNOLUOTOIELTE Tl AvTd TOL
pétpa Bo Bondncovy 6Ty TpocTacio Tov TEPPAAAOVTOC.

Av 1 ovokevooia oog meplEyel NAekTpovikd ocOntrpa yo Atectura Breezhaler, deite tig
Odnyleg Xpnomng mov TapEYovtal 6T GLGKELOGIN TOL ceONTPa Yo Aemtopepels odnyieg
GYETIKA L€ TO TAOG VO, TOV OTOONKEVGETE KOl TOTE VAL TOV ATOPPIYETE.

Iepreydpeva TG 6VOKEVAGIAG KOL AOUTEG TANPOPOPiES

T gpréyer o Atectura Breezhaler

O1 dpooTikég ovoieg sivar vdakotepOAN (g 0&KN) Ko POVPOIKN popeTalovn.

Atectura Breezhaler 125 pkpoypaundpio/62,5 wkpoypopudpio

Kabe xaydxio mepiéyet 173 pukpoypappapio oEikng wdoakotepoing (toodvvaypel pe

150 pikpoypoppdpia vdakatepoAnc) kat 80 pikpoypappdpia povpoikng popetalovng. H
mapeyouevn 80on (N 66om mov EEPYETAL OO TO EMGTOUIO TNG CVOKELNG ELGTVOTS) 1000VVAEL
pe 125 pukpoypoppdpio vdokatepOANG Kot 62,5 LKpoypappaplo povpoikng Lopetalovng.

Atectura Breezhaler 125 pkpoypauudpio/127,5 pikpoypaupdpio

Kdabe xaydxio mepiéyet 173 pikpoypappdapio 0&1kng woakatepoing (loodvvapei pe

150 pikpoypoppdpra vdakatepoAnc) kat 160 pkpoypappdpio @ovpoikng popetalovne. H
noapexopevn doom (1 d6om Tov EEpYETAL A TO EMGTOUIO TNG GVOKELNG EIGTVOTG) 160SVVALUEL
ue 125 pukpoypoppdpro vdakatepoing kot 127,5 pkpoypoppdpio povpotkng popetaldvng.

Atectura Breezhaler 125 wkpoypouudpio/260 pikpoypaupudpio

Kdabe xaydxio mepiéyet 173 pikpoypappdapio 0E1kng woakatepoing (loodvvapei pe

150 pkpoypapudpia wdakotepoing) kot 320 pwkpoypoaupdpia povpoiknig pouetalovng. H
noapexopevn doom (1 d6om Tov EEpYETAL A TO EMGTOUIO TNG GVOKELNG EIGTVOTG) 160SVVALUEL
ue 125 wkpoypoppdpro vdakatepoing kot 260 pikpoypappdpio govpoikng popetolovng.

To Ao cvotatikd givar povoddpikn Aaktoln (BAéne “To Atectura Breezhaler mepiéyet
AokToln” otV TOPAYPAPO 2).
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Epgavien tov Atectura Breezhaler kou mgpieyopeva g cvekevociog

e avuTnVv TNV cvokevaoio Ba Ppeite pio cuokevn| elomvong pe kaydxio o kKoyéeg (blisters).

Op1opéveg GLOKELVOGIEG TTEPLEYOLVY EmioT G piot cuokevT] ateOnTpa. Ta kaydkia gival dtapavn Kot

TEPIEYOLV AEVKT GKOVN).

- To kayaxio Atectura Breezhaler 125 puxpoypappdpia/62,5 pikpoypappdpio £4ouv Kmdko
poiovtog “IM150-80” tumwpévo pe pmhe xpdpa TAVe amd pic prAe papdo 6To GO Kol TO
AOYOTLTO TOV TPOTOVTOG TUTMOUEVO JLE UTTAE YPMUO KO TAAIGIOUEVO amd dV0 UTAE pAPdoVE GTO
KOAKL.

- To kaydaxia Atectura Breezhaler 125 puxpoypappdpio/127,5 pikpoypoppdpia £x0vv Kmodtkd
wpotovtog “IM150-160” TuTmUEVO LE YKPL YPOUN GTO OO, KOL TO AOYOTLTTO TOL TPOIOVTOC
TUTIOUEVO LE YKPL YPDUO GTO KOTAKL.

- To kayaxio Atectura Breezhaler 125 pukpoypappdpio/260 pikpoypappdpio 400V Kodikd
wpoiovtog “IM150-320” Tummpévo pe Havpo YpOUO TV oo 600 Hovpeg pAPoovg GTO GMLLN
K0l TO AOYOTLTIO TOL TPOIOVTOC TVTMUEVO LE LODPO XPDUE KOL TACGIOUEVO OO dVDO LODPES
pAPoovS 6TO KOTAKL.

Ta akdlovba peyébn cvokevaciog ivar dStobéotua:

Movr| cuokevacia mov mepiéyet 10 X 11 30 X 1 oxinpd xoyduicio pali pe 1 cuckevn elomvons.
Yvokevaocia mov meptéyel 30 X 1 oxkAnpd kaydxio poali pe 1 cvokevn glonvong kot 1 acdntipa.
[ToAvevokevacieg mov amotelodviat amd 3 KouTid, To Kabéva and Ta omoia mepiéyel 30 X 1 oxinpd
kayaxia poli pe 1 cuokevn EIGTVONG.

IToAvovokevascieg mov amotelovvtat amd 15 kovutid, To Kabéva amod ta omoia mepiéyet 10 X 1 oxAnpd
koyakio poli pe 1 cuokevn €16TVOTC.

Mmnopei va unv dratifeviatr OAEG 01 GLGKEVOGIEG GTN YDPA CAG.

Karoyog Aderog Kvkhogopiag
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

Iphavdia

IHopoaockevaotig

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Ionmtavia

Novartis Pharma GmbH
Roonstrafle 25

D-90429 Nuremberg
Teppovia
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T"o omoladnmoTe TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amevBuvleite otov TomIKO avimpdosmno Tov Katdyov g Adstoc Kukiogopiag:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tel/Tel: +32 2 246 16 11

bbarapus
Novartis Bulgaria EOOD
Ten: +359 2 489 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

Eesti
SIA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

E)\ada
Novartis (Hellas) A.E.B.E.
TnA: +30 210281 17 12

Espafia
Laboratorios Menarini, S.A.
Tel: +34 93 462 88 00

France
Novartis Pharma S.A.S.
Tél: +33 1 55 47 66 00

Hrvatska
Novartis Hrvatska d.o.o.
Tel. +385 1 6274 220

Ireland
Novartis Ireland Limited
Tel: +353 1 260 12 55

island
Vistor hf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +3902 96 54 1
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

Magyarorszag
Novartis Hungéria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: +356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 88 04 52 111

Norge
Novartis Norge AS
TIf: +47 23 05 20 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska
Novartis Poland Sp. z 0.0.
Tel.: +48 22 375 4888

Portugal
Novartis Farma - Produtos Farmacéuticos, S.A.
Tel: +351 21 000 8600

Romania
Novartis Pharma Services Romania SRL
Tel: +40 21 31299 01

Slovenija
Novartis Pharma Services Inc.
Tel: +386 1 300 75 50

Slovenska republika
Novartis Slovakia s.r.o.
Tel: +421 2 5542 5439

Suomi/Finland
Novartis Finland Oy
Puh/Tel: +358 (0)10 6133 200



Konpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

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

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

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

To mwapdov @ULA0 00N YLOV yp1oNS avaBe®P1)ONKe Y10 TEAEVTUIO POPE GTIS

AlLrec N YEG TANPOGOPLAY
Aemntopepeic TANPoQopieg Yo TO0 pApLOKO avTd eivar dtabéoipeg 6To dikTvakd TOTo ToL Evpomaikon
Opyovicpod ®appdkmv: http://www.ema.europa.eu.
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Odnyieg Xpiong Tov Atectura Breezhaler

Mopokareiote va S10Pacete T TAPELS 001 YIS YP1ONS TPLY VO YpPricipoTtomceTe To Atectura
Breezhaler. Avtég o1 0dmyieg givar emiong drobéoipeg av okavapete Tov Kmdikd QR 1 av emokepteite
t0: Www.breezhaler-asthma.eu/atectura

“ITeprhappdavetor Kodkoc QR”.

77

Ewayete

Bnipa la:
AQuIpéoTE TO TONO.

Tpurniote kot
aPNoTE

Bnpa 2a:

Tpuvmiote To KOWYAKLO
pio opa

Kpatfote ™) cvokevy

glomvong oe opBa BEo.

Tpumiote o Koydkio
méCovtag otabepd To

600 TAEVPIKA TANKTPOL
GUYYPOVAC.
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Ewontvevote fabua

Brupa 3o
Exnvevote eviehdg
Mn guonéete 610

EMOTOWO.

E\éyére 6T1 10
Kayaxio givar aogto

EAéyEre 611 TO KOWYAKLO
givon adero

Avoi&te T cvokev)
€10TVONG Yo va, dgite edv
€XEL AMOUEIVEL TVYOV KOVIG
0TO KOWYAKLO.

Edv €yxet amopeivetl kovig

07O KAWYAKLO:

o Kieiote ) cvokevy
€10TVOTG.

e  EmavoldPete ta
prpata 3a éog 36.



http://www.breezhaler-asthma.eu/atectura

Bnua 1B:
Avoi&te 1] 6VGKEV)
EL6TTVONG

Bniua 1y:

AQuipéoTe TO KOWYAKLO
Apapéote pio amd TIg
KOWEAEC OO TV KAPTO,
KOYEADV.

Amokolnote TV
TPOCTATEVTIKT ETEVOVON
KoL 0QaLPESTE TO
Koyaktio.

Mn onpdyvete 10
KOWOKIO HECM TOV QOAAOL
aAovpviov.

Mnyv xotomnivete To

KOWAK10.

Ba TpémeL VoL 0KOVGETE
éva BopuPo kabmg
STPLTATOL TO KOWAKIO.
Tpurriote T0 KOWAKLO

uévo pio Qopd.

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

Ewsnvevote To @appoxo
Babia

Kpatnote T cvokeun
glomvong, dnmg paivetot
GTNV EKOVAL.
Tomnobetnote 0
EMIGTOWLO GTO GTOUN OOG
Kot KAeloTte oLyt T
Y€ cog yopw tov.
Mnv mélete ta Thevpkd
TAMKTPQL.

Ewonvevaote ypriyopa kot
660 Babid puropeite.
Kobaog sionvéete Ba
akovte éva B6pufo
otpofiiicpod. Mmopet
va awcbavOeite ) yedon
TOV PUPUAKOL KaBMG
EIOMVEETE.

Bnua 3y:

Kpaotiote Tnv avamvon
Kpoatiote v avamvon
60G Yo S devTEPOLETTOL.

Bnua 30:

Eenldvere 10 oTONO
EEMAOVETE TO GTOUA GOG
pe vepo Petd omd kabe
d00M Kot TVGTE TO.

=3 3

Adsio

Kévig mov
OTOpEVEL

Agupécte TO G.O€10
Koyaxkio
TomnoBemote 10 AdE10
KOWAKLO OTO OUKLOKAL
amoppippaTo.
Keiote ) cvokevn
ELGTVONG Kol
gmavatonofetnote o
OO




Bnpa 19:

Ewsdyete To koydxio
Mnyv tomobeteite ToTé £vo
Ko aklo angvbeiag 6to

EMGTOUIO.

Brjua le:
Kieiote ™0 cvokevi]
EL6TTVONG
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Inpavrikég IIinpogopisg
o Ta koydkio Atectura
Breezhaler mpénet
TAVTOTE VO QLAACCOVTOL
GTNV KLYEAN Kot va
aeopovvToL HOVo
OUESMG TPV Ao TN
xpMon.
Mnyv onpayvere t0
KOWOAKLO LECH TOV
@OALOL aAovpviov Yo
V0L TO OPOPEGETE OO
TNV KOWYEAD.
Mnv katanivete to
KOYAK1O.
Mnyv ypnoonoteite
koydkio Atectura
Breezhaler pe
0OTOLOONTOTE GAAN
GLOKEDLY| ELOTVOTNG.
Mn ypnoyomoteite
GLOKELT| ELOTVONG
Atectura Breezhaler yw
Vo TAPETE OTOLOONTOTE
Ao pdpuako cg
KOYAK1o.
Mnv tomoBeteite TOTE
éva Koyakio angvdeiog
670 oTOLO GOG 1] OTO
EMIGTONLO TIG GUOKELNG
€10MVONG.
Mnyv mélete o TAgLpKd
TANKTPA YLo
MEPLEGOTEPES Omd pial
Popéc.
Mnyv @von&ete 6t0
EMOTOMO.
Mnyv mélete ta TAELPIKE
TKTpo. kabdg
glonvéete and To
EMOTOLO.
Mnv yepileote Ta
KOWAKLOL LLE VYPA YEPLOL.
[Moté unv nAévete
GUOKELN EIGTVONG UE




H ovokevooio cag Atectura Breezhaler Inhaler

TEPLEYEL:

o Mia cvokevn gionvong Atectura Breezhaler

. Mia 1| meprocdtepeg KoyéLes, dmov N kabepio
nepiéyet 10 xanydxio Atectura Breezhaler
TPOG YPNOT| GTY] GLOGKELN EIGTVOTNG

®Mau9g Emotopo
Koyakion N
atond ’/
5 Diktpo
Mhevpucd,_ |
TAKTPOL

Badon

Tvookevi}
£1e7mVoNg

Baon cvekeviic e16mvorig

Kapta koyerov

Xuvi0e1c Epotioceig

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

To KoydKlo evaéyeTat va
€€l KOANGEL GTOV
0dAapo Tov Koyakiov.
Edv ooppei avtd
XOAOPDOTE TPOGEKTIKE TO
KOWOKLO YTUTMOVTOG OTaAd
) Pdon g cuokevng
glonvong. Elonvevote Eava
TO QAPLLOKO
enovaiappavovtog To
prpata 3o wg 39.

T va KGve gdv Exel
ATOPEIVEL KOVIC 6TO
KoydaKio;

Agv €yete MaPet apkeTd
0o TO PAPLOKO GOGC.
Keiote ) cvokevn
€10MVONG Kot EMAVaAGPete
ta Prjpata 3o €og 39.

"Exo piée peta v
E16TIVON] — £)€1L onuocia
aVTo;

Avto pmopei vo couPei.
E@pdoov to koydakio givar
adeto éyete MaPet apkeTd
PapuaKo.

Aw60avOnka mkpa
TEPAYLA TAVO 6TN
YAOGGA pov — £YEL
onuocia avTo;

Avtd pnopet va cupPel.
Agv givar emPrapés. Ot
mhavdTES OpLUATIOHOD
TOV Kayokiov Ba sivat
avENUEVES EGV TO KOWYAKLO
tpunn0el TeplocOTEPES
oo pio opés.

Ka@apiopdg g
GUGKEVNG ELGTTVONG
YKOVTIGTE TO EMGTOULO
péoa Kot €€ e éva
KkaBapd, oteyvo mavi yopig
yvovdiaL, MCTE Vo
apapécsete TVXOV
KATAAOUTO KOVEMG.
Awtnpeite ) cvokevn
glonvong oteyvi. [loté unv
TAEVETE TN GUGKELT
€loTVONG He vepo.

AmoppLy TG 6VOKELVNG
glomvong netd T ypron
H ovokeun elonvor|g og
Kké0e cvokevacio Tpémet
VOl ATOPPINTTETAL OPOTOV
&youvv ypnoipomroindei 6ra
ToL KoKl e
ovokevaciog. Potrote tov
QOPLAKOTOO GOG TAG VOl
amoppiyeTe TO PAPLLOKOL
KOl TIG GUOKEVEG EIGTTVONG
mov dg ypelalovTot ma.
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