IHAPAPTHMA |

MEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enerzair Breezhaler 114 pkpoypoupdpio/46 pikpoypoppndpta/136 pkpoypoppdplo KOvic yio e16mvon
(oxANpa Konydicio)

2. MOIOTIKH KAI ITOXOTIKH XYNGEXH

Kabe koyaxio mepiéyet 150 meg wdakoatepoing (og o&ikn), 63 mcg fpmiiovyov yAvkomvppoviov
eodvvapo pe 50 meg yAvkomvppoviov kot 160 mcg govpoikng popetalovng.

Kdébe napeydpevn doon (1 6601 mov eE€pyetal amd T0 EMOTOLUO TIG GVOKEVTG EIGTVONG) TEPIEXEL
114 mcg wdakatepoAng (og oikn), 58 mecg Bpopovyov yAvkorvppoviov i1codvvapo pe 46 meg
yAvkomvppoviov kot 136 mcg povpoikng pouetaldvng.

"Exdoyo(a) pe yvootn dpdon:

KdéBe xaydiio mepiéyet 25 mg Aaktdlng Lovoiopikng.

I"o tov TApn Katdhoyo Tev ekddywv, PA. Tapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Kovig ya eionvon| (okAnpd kaydkio) (k6vig yio ilomvon).

Koydxio pe d1opavég Tpaoivo KOmaKt Kot AypoUo S10pavEG CMLLO, TOV TEPLEXOVV L0 AEVKT KOV, LLE
Tov Kmd1Ko6 Ttpoidvtog “IGM150-50-160" turmpévo pe padpo ypodpe Téve ord 600 pavpeg pafdovg
GTO OO KO TO AOYOTLTTO TOL TPOIOVTOG TUTMEVO LLE LLODPO YPDUO KOL TAUIGIOUEVO 0o i LLopn
pAaPdo 6TO KAmAKL.

4, KAINIKEZ IAHPO®OPIEX

41 OgpomevTikég gvositealg

To Enerzair Breezhaler gvdgikvotar og Ogpameio cuvempnong tov dobpatog o evidikeg aoBeveic mov
dev EAEyOVTOL ETAPKMOG LE OY®YT GLVTIPNGNS CLVOVOGHOV P2-ayOVIGTH LOKPAS dPAGTIC KOL DVYNANG
d00T1G EIGTVEOLLEVOD KOPTIKOGTEPOEIOOVS, Ol OTTOIOL ELPAVICAV L0 1] TEPIGCOTEPES TAPOEVVGELG
6.o0UATOG KOTA TO TPOTYOVUEVO £TOG.

4.2  Aocoloyio kKot TPOTOS YOPNYNONG

Aocoloyia

H cuvictdpevn 66om etval vo KayaKio Tpog E1I6mVon Hio popa TNV NUéEPa.

H péyiom ovvietdpevn doom ivor 114 meg/46 meg/136 meg pio @opd v nuépo.

H Bepamneio mpénel va yopnyeiton v id1o dpo g nuépag kabnuepvd. Mmopei va yopnyeiton

OTO100NTOTE MPO TNG NUEPAS. AV pio 66om Tapainebel, Tpémel va AauPaveTol To GUVTOUOTEPO
dvvatdv. Oa mpénet vo divovtar 0dmyieg otovg acbeveic va punv Aapdavovy ndve and pio d6on oe pia

pépa.



Eidixoi whnboouoi

Hlixiouévos minboouog

Agev amarteiton Tpocappoyn e d6ong 6tovg nhikimuévoug acbeveic (65 etdv 1 peyaivtepor) (BAEne
Tapaypapo 5.2).

Neppixcy dvalertovpyio

Agv amonteital Tpooappoy”n g 06oM¢ o€ aoBEVELS e NTio. ¢ LETPLO. VEPPIKT OVGAELTOLPYia. O
npénel va, dlvetal Tpocoyn o€ acheveic e GoPapn VEQPIKT OVGAELTOLPYIN 1] VEPPIKT VOGO TEAKOD
otadiov ot omoiot ypetdfovron apokdbapon (PA. Tapaypdpovg 4.4 kar 5.2).

Hromiey dvolertovpyia

Agv amatteital Tpoocapoyn g 06on¢ o€ aohevels e Nrio. 1 LETPLO NIOTIKY dvoiettovpyia. Agv
vtapyovv dafécyla dedopéva yia T ¥PNoT CLTOV TOV PAPUOKELTIKOD TPOIOVTOG o€ acOeVeig e
coPapn NTaATIKA SLGAELTOLPYiQ, ETOUEVMC D0 TPETEL VOL YPTCYLOTOLELTAL GE AVTOVE TOVG aeBeveic
LOVO AV TO OVOUEVOUEVO OPELOG VITEPTEPEL TOV duvnTiKOD Kivduvov (BA. mapdypago 5.2).

THouorozprrog minBoouog
H aogdieia kou n amotedespatikotro tov Enerzair Breezhaler oe maudiorpikodc acbeveic kdtw tov

18 g1mv dev €yovv axopa TeEKpNpLwbel. Agv vtdpyovv drobécio Sed0UEVaL.

Tpomog yopnynong

IMo xpnon S elomvong puovo. To kayaKio dev TPETEL VO KATOTIVOVTOL.

Ta, koK1, TPETEL VoL YOPNYOOVTOL LLOVO LLE T1) XPTIOT] TNG CLOKELNG EIGTVONG TOL TOPEYETOL (BA.
napaypao 6.6) pe kabe véa cuvtoyn.

Ba Tpémel vo. divovtar 0d1yieg 6TOVG 0GHEVEIS Y10 TO GMGTO TPOTO YOPNYNOTG TOV PUPUAKEVTIKOD
npoiovtoc. AcBeveic ot omoiot dev gupavifovv Pedtioon oty avomvor 0o Tpénet vo epotnBoldy edv
KOTOTIVOUV TO QOPULOKEVTIKO TPOIOV OVTL VOL TO EIGTVEOLV.

Ta, koK1, TPETEL VOL APALPOVVTOL OTO TIV KOWEATN LOVO OESHG TTPLY amd TN YPNoT.

Metd Vv elomvon ot acBeveic Tpémel va EEmAEVOUY TO GTOUO TOVG LE VEPO YMPIC va. KoTomivouy (BA.
mopaypapovg 4.4 kot 6.6).

IMo 0dMyieg oyeTIKA e TNV (PN TOV PUPUOKEVTIKOD TPOIOVTOG TPV atd TN YOopnyNon, PA.
mopdrypao 6.6.

IAnpogopiec yio aobeveic mov ypnoiponoiody arolntipa yio o Enerzair Breezhaler
H cvokevacio propei va mepiéyel niektpovikd oisntipo o onoiog tomobeteiton otn fdor ™
GUGKELNG EICTVONG.

O o160 T™pOg KoL 1) EQAPIOYT OEV OTOLTOVVTOL Y10, T YOPTYTOT) TOL POPUAKEVTIKOD TPOIOVTOC GTOV
acBevn. O aroOnNTPOG KoL 1 EPAPHOYN dEV EAEYYOVV 0VTE TAPEUPAIVOVY GTIV XOPYNGCT TOV
(POPLOKEVTIKOD TPOIOVTOG LLE TN XPTOT THG GLVGKEVTG EIGTVOTG.

O 101pdc TOL GUVTAYOYPAPEL UTopEl Vo GLINTAGEL e TOV aeBEV KOTA TTOGOV 1] XPNOT) TOL asONTipa
KOl TNG EPUPUOYNC Elval EVOEIKVOOUEVN.

INo Aemtopepeic 0dnyieg oYETIKA e TOV TPOTO ¥PNONC TOL OO TAPA Kot TNG EPUPUOYNGS, PAERE TIg
Odnylec Xpnong mov TapEYovTaL 0TI GUCKEVOGIO TOL AGONTPA KAl GTNV EPAPLOY.

4.3  Avrevoeifeg

YrepevoicOnoio oTig SpacTikéG 0VGIEG 1) G€ KATOL0 Otd T0 EKOOY 0 TOV AVAPEPOVTOL TNV
mopdrypao 6.1.



44 E101kéc TPOEOOTOU|GELS KAl TPOPVAAEELS KATA T Yp1joN

Emdsivoon e voésov

AVT0 T0 PUPLOKEVTIKO TPOIOV OEV TPETEL VAL YPTGYLOTOIEITOL Y10 TNV AVTILETMTIOT TOV 0EEMV
CUUTTONATOV GoOuaToc, GUUTEPIAOUPAVOUEVOVY TOV 0EEWMV ETEIGOSIMY BPOYYOCTAGILOV, Y10, TO, OTTOl0
amoteiton Ppoyyodractartikd Ppayeiog dpdong. H avénon g xpriong Ppoyyodiactaltikdv Bpayeiog
dpdiong Yo TNV avaKoOPIGT) TV CUUTTOUATOV DTOINAMVEL ETOEIVAOOT] TOL EAEYYOL Kot 01 achevelg
npénel vo e€eTalovot amod 1uTpo.

Ot acOeveig dev mpénel va otopatovy v Oepameio yopic v emifreym 10Tpod KoHOC TO GOUTTOUATA,
Umopel VoL ETAVEUPAVIGTOVV LETA TN S1OKOTY).

Yuviotdron 1 Oepameio pe avTd TO PAPUOKELTIKO TPOTOV Vo, pnv dtokdmtetal amotopa. Edv o
acBeveig Bempovv 611 M Bepameia eivon avarotedeouatiky, Oo Tpénetl va cuveyicovy ) Bepameia,
aALG mpémel va avoalntmoovy watpikn epovrida. H avgavopevn ypion tov BpoyyoditacToATIK®Y
avaKODELoNG VIOONAMVEL EMOEIVMOOT] TNG VITOKEILEVIC KATAGTAOTG KOl SUKOLOAOYEL TNV EMOVEKTIUNON
™G Bepaneiog. H arpvidia Kol TpoodevTiKy| EMOEIVMOOT TOV GCUUTTOUATOV TOV AoOLLATOG Etval
dvvnTikd amelintiky yuo ™ o1 Kot 0 aobevng mpénet va vtoPAndel oe enetyovoa TPk
aglordynon.

YrepevarcOnoio

Apecec avtidpacelc vrepevaicinaoiog xovv mtapatnpnoel LETA TN YOPTYNOT CVTOV TOV
QOPLOKELTIKOV TPoidvToc. Edv mapatmpnBoldv onpleio Tov vrodnAOvouy dAAEPYIKES OVTIOPAGELS Kot
GUYKEKPUEVO ayYELO00IONO (CUUTEPIACUPOVOUEV®Y SVGKOAM®MY GTNV OVAITVON 1) TNV KOTATOoT),
S10YK®OT TG YADOOWS, TOV YEIAMV KOl TOV TPOCSHTOV), KVidmon 1 deppaticd e&avonua, 1 Oepameio
TPETEL VO, O10KOTTETOL OUES MG KO Vo EEKTIVAEL EVOALOKTIKT Beparmeia.

Iopddo&oc Bpoyy0cTac oG

Onwg ovpPaiver kan pe dhdeg elomvedpeves Bepameiec, n xopynomn avTol TOL PAPUAKEVTIKOD
TPOIOVTOC UTOPEL VoL 001yNoEL GE TOPAd0ED PPoyYOCTAGHO, TOV UTOPEL Vo EIval OENTIKOC Y1a. TN
Con. Av oouPel avto, n Bepareio Tpémel va drokonel apéows Ko vo EeKvioel eVOALOKTIKY Bepameia.

Kopdayyeiakéc emdpdoelc

Onog cvpPaivet kot pe GAAL QOPUOKEVTIKA TPOIOVTO TOV TEPEXOLY P2-adPEVEPYIKOVS 0Ly MVIGTES,
OVTO TO PUPUOKEVTIKO TPOIOV UITOPEL VO SNILIOVPYNOEL KAVIKG OMLOVTIKT] KOPOLOYYELOKT) ENTIOPACT| GE
OPIGLLEVOVG 0GOEVEIC COLLPMVO LLE TIG LETPNGELS ADENCTG TG KAPIIOKNG GUYVOTITAS, TNG OPTIPLUKTS
TEONG KOV TOV COUTTOUAT®V. AV Tapatnpnfoldv T€totov gidovg emdpdaoelc, 1| Oepaneio Tpénet va
SloKoOmTETOL.

AVTO T0 PUPLOKEVTIKO TPOIOV TPETEL VO YPTCILOTOIEITOL LE TTPOCOYT GE ACOEVEIG LLE KOPOLOYYELOKES
dwatapoyés (otepoviaio voco, 0&D Epepayio ToL LLOKoPSion, Kapdlakés appubiies, vTéptoon),
dlatapayés e omacpovg 1 Bupeotoikwon kot o€ acbeveic Tov mTapovsidlovy aouviOioT
OVTOTTOKPLOT) GTOVG P2-0dPEVEPYIKOVS Oy OVICTEC.

Ot aoBeveig pe aotadn 1oy oK KapdloKn VOGO, IGTOPIKO EULPPAYLLOTOS TOV LLOKAPSIOL KATE TOVG
televtaiong 12 unveg, avendpkela apiotepng kothiog katnyopiog HI/IV kotd v Kapdiodoykn
Etapeio Néag Yopkng (NYHA), appobpio, un eeyyopevn véptacn, ayyelokn eyKEQaAKT voco,
10T0pIKO GUVOPOLOL TapateTapévoy QT kat o1 acbeveig mov Aapufavouy PaPLOKEVTIKA TPOIOVTO TOV
glval yvoato o0tL Topateivovyv 1o QTC amoxAsiomnkay amd T LEAETEG GTO KAVIKO TPOYPOLLLLOL
avantuéng wdakatepOANG/yAvkomvppoviov/povpoikng popetalovns. Eropévag, ta aroteléopata
ACQAAELNG GE 0LTOVG TOVG TANBLGUOVE BempovvTal AyvmaTa.



Evd ot B2-adpevepyikol ayoviotés €xovv avapepbei 6Tt Tapdyovv petaforés oto
niextpoxapdoypaenuae (HKI), 6nmg emmédmon tov kopdtov T, Tapdtoaom tov dtotipatoc QT ko
KOTOOTAOT TOL OoTAUATOG ST, 1 KMVIKY] GNUOGI0 0UTOV TV EDPNUATOV Elval AYyVOGT.

Emopévag, ot B2-adpevepyikol aymviotéc pokpdg opacnc (LABA) 1 ta mpoidvta cuvovasuon tov
nepiEyovv LABA, onwc to Enerzair Breezhaler, Oa tpénet va ypnotomotovvol e Tpocoy o€
acBevelg pe yvoot 1 ealopuevn tapdrtaon tov dwwotiuotog QT 1 o acbeveic mov Aapfdavovy
Ay®YN LE QUPUAKEVTIKA TPOTOVTO, OV £nnpedlovv to didotua QT.

YroxkaMaipio pue fATo oayovVIeTES

O1 B2-adpevepy Kol ay®VIGTEC UTOPEL VO TPOKUAEGOVY GTLULAVTIKT VITOKAALOLLIO GE OPIoUEVOVG
acBevelg kol avto givar duvatd va Tpokarécel avemiBuuntes kapdayyslokés enwwpdoeic. H peimon
TOV KOALOL GTOV 0p0 givarl CLVNOME TOPOSIKN KOt OEV ATALTEL AMYT GLUTANPOUOTOS. XTOVG AcOEVEIC
pe soPapd dobua, 1 vrokaAlopio propel va evicyvetan omtd v vo&ia Kot v wopdAinin Oepaneia
Kot avTd pmopel va owERoel Ty evmabeia omEvavtt 6TIC Kopdakég appubuies (BA. mapdaypago 4.5).

KAwvikd oyetikn vrokaionio dev €xel mapatnpndel o KAviKéG peréteg
WOOKATEPOANG/YAVKOTUPPOVIOV/POVPOIKNG LOUETALOVIG GTI GUVIGTMUEVT BEPOmEVTIKT dOO.

Yrepyivkouyio

H giomvor| vynAdv 806emV P2-adpevePYIKOV 0y®VIGTAOV KOl KOPTIKOGTEPOEWDMV UITOpPel va
TPoKoAESEL aENCELS 6TN YAVKOLN Tov mAdopatog. Me v évapén g Bepameiog 1 yAukdin
TAAGLOTOG TPETEL VO TOPAkOAOVDEITAL TTO TOKTIKG GTOVG dLofrTikodg aobeveic.

AVTO TO QPUPLLOKELTIKO TTPOIOV dev ExEl akOpa dlepevvnBel aTovg acbeveic pe coxyopmon dafnt
Tomov | | pun eheyydpevo coxyapmdon dafnm Tomov Il.

AvtiyoMvepyikn enidpaot Tov oyeTilEToL UE TO YAVKOTLPPOVIO

Onwg cvufaivet pe GAAO OVTYOAVEPYIKA QUPLOKEVTIKA TPOIOVTO, QLTO TO PUPUOKELTIKO TPOIOY Oa
TPETEL VO, YPNGLULOTOIEITAL LUE TPOGOYN o€ 0oBevelg e YAaOKoUa KAEIGTHG Yoviag 1] Katakpdtnon
ovpwV.

O1 acOeveig mpémel va AapuPdvovy cupPovAEG Yia. Ta GTLELD KOl T, GUUTTMOUOTO TOV 0EE0C
YAOVKOUOTOG KAEIGTNG YOViog Kot Tpémel va Aapdvouy odnyieg va otapatovy ™ Bepaneio kot va

EMKOVAOVOVV LE TOV 10TPO TOVG AUECMG EAV ELPAVICTEL KATO0 OTd ALTA TO OTUEIR 1) GUUTTOUOTA.

Aocbeveic ue cofapn veepikn dusAeitovpyio

' tovg acbeveic pe coPapr| veepikr duoAertovpyio (EKTILMOUEVO TOGOGTO CTEPAUATIKAG d10nong
k6t amd 30 ml/min/1,73 m?), copumeplapBovopéveoy Tov achevdY e VEQPIKT VOGO TeEMKOD GTodion
nov ypetaovtor aupokdbapon, Oa mpénet va divetor tpocoyn| (BA. mapaypdpovg 4.2 ko 5.2).

[IpoAnyn TV AOWOEEMV TOL GTOLATOQPAPLYYO.

[poxeévon vo petwbel o kivduvog Aoiméng Tov GTOULATOPAPVLYYO ad KAVIIVTIO, Ol acbeveig mpémet
va AapBdvouv cupBoviéc mate vo EETAEVOLY TO GTOUE, TOLG 1] VO KAVOLY YOPYAPES e vEPD YmPig va
TO KOTOTivouy 1] va, Bouptoilovv Ta dOVTIO TOVG LETE TNV EIGTVON TG SOCTG TTOV £XEL
cuvvtayoypaenOet.



2UOTNUOTIKES ETWPACELC TV KOPTIKOGTEPOELD DV

Mmropet va Tapatnpn0ovv GUGTNUATIKEG ETOPACEIS TMV EICTVEOUEVMV KOPTIKOGTEPOEIWOMV 1O1UITEPMS
6€ VYNAEG BOGELG TOV GUVTOYOYPOPOVVTOL Y10l TOPUTETAUEVES TEPLOOOVG. AVTEG O1 EMOPACELS Eivan
TOAD AMyoTEPO MOAVO Vo Tapatnpnfoldy e oxEomn UE To 0md GTOLUTOC KOPTIKOGTEPOELDN KOl LUTOPET
VO TOIKIAOVV GTOVG HEUOVOLEVOVG aGOEVEIS Kot LETOED SLUPOPETIKOV CKEVAGUATOV
KOPTIKOGTEPOELDDV.

O thavég cuoTnuaTKEG EMdPaoels propel vo meplapfavovy civdpopo Cushing, xopoktnploTikd
ouvopoUoL Tpocouotdlovtog te o cuvopouo Cushing, katactoln Tav enveppdiny, emPpadvven
™G avanTuéng o€ Todld Kot EPMPOVS, LelmoT TS 0GTIKTG TUKVOTNTOG, KOTOPPAKTY], YAODK®LLO KoL,
7O OTAVLA, EVOL PACLLO, YOYOAOYIKMV 1) GUUTEPLPOPIKDY EMOPAGEMY TOV GLUTEPIAAUPAVOVY
YOYOKIVITIKN VIEPOPAGTNPIOTNTA, dlatapayEg VIvov, Gyyog, KatadAwm 1 embeticotnta (1dwitepa
ota wodld). Emopévac, eival onpavtiko 1 0061 TOL EIGTVEOUEVOD KOPTIKOGTEPOELOOVG VL
TITAOTIOEITOL GTN YOUNAOTEPT] OOGT GTNV OTOI0, SWTNPEITAL OTOTEAEGLATIKOG EAEYYOG TOV AGOpaTOC.

Mmopei va avapepfel otk dtatapayn e GLUCTNLOTIKY KOl TOTKT XPNOT KOPTIKOGTEPOEW DV (1]
TOTIKN (PNON TEPLLAUPAVEL TNV EVOOPPIVIKT, TNV XP1OoT dol EI6TVONG Kot TV evoopOdipia). Ot
ac0eveic mov TaPoLGLALOVY CLUTTONOTO OTTMG Bopnr) Opaon 1 GALEG OTTIKEG StatapayEg Oa TpEmet va
moponéumovtol o€ oehuipiorpo mote va agloloyndovv ta mfavd aitio TV dlatapoymv TG Opaonc,
To 0moio, UITopel va TEPTIAOUPAVOVY KATOPPAKTN, YAAUK®OLLA 1) OTAVIEG 0GOEVEIEG OTIMG 1] KEVTIPIKN
0pmddNG yoproapeiPAnotpocdonddeia (KOXA) mov £xovv avapepbel Letd amd ypon cLoTNUATIKOV
KO TOTIK®OV KOPTIKOGTEPOEIOMV.

AVTO TO QUPLLOKELTIKO TPOIOV TPEMEL VAL YOPTYELTOL UE TPOCOYN OE OoDEVEIS LUE TVEVUOVIKT
ovpatioon 1 o€ acbevelg e xpOvieg AOUMOEEIS 1) AOIUMOEELG TTOV dEV EYOVV AVTIUETOMICOEL.

"Exdoya

Avtd 10 PUPROKEVTIKO TTPOiOV TTEPLEXEL AakTOlN. O acBevels pe ombvia kKAnpovopkd tpofin Lot
dvoave&iog ot YoAakToln, TANPN AVETAPKELN AOKTACTG 1] KUKT amoppoPnor YAUKOING-yalaktdling
dev TPEMEL VAL TAPOLY AVTO TO PAPLLOKO.

45  Alnlemopaceag ne GAAO QUPROKEVTIKG TPOTOVTO KOl AALES HOPPES alAnAeTidpaong
Agv &rovv diekaybel e101kég peAéteg OAMNAETIOPAONC LE VOAKATEPOAT/YAVKOTUPPOVIO/POVPOTKT
popetalovn. Ot mAnpopopieg avapopikd pe v mavotnta aAnienidpdoewv Pacilovtol oty

TOAVOTNTO TOV 0LCIDY povobepameiog.

DapuoKeVTIKA TPOoidVTa TOV £ivol YvaoTtd 0Tl TopaTeivouy 1o didotnuo QTC

Onwg GAA0 apULOKEVTIKA TPOTOVTO TTOV TEPEXOLY EVOL P2-adPEVEPYIKO QY®VIOTT, AVTO TO
(QOPLOKEVTIKO TPOIOV TPEMEL VO, YOPTYEITAL LE TPOGOYN G€ a60eVEIS TOV AaUPAVOLY OVAGTOAEIG
HOVOOUUIVOEEIDAONG, TPIKVKAKA aVTIKOTOOAUTTIKA 1] QOPUOKEVTIKA TPOIOVTO TOV VAL YVOOTO OTL
nopateivovy 1o drdotnua QT, kabng onowdnmote enidpacn avtdv oto ddotpe QT pmopei va
evioyvBel. Ta @appokeutiKd Tpoidovta mov ivar Yyvooto 6Tt mapateivovv to ddotnua QT pmopei va
avénoovy tov kivduvo kothakng appudpiag (BA. Tapaypdeovg 4.4 ko 5.1).

Oepameio, Yo TV VITOKOMLLLIC

H mapdAinin Bepomeio yio vrokoloio pe woapdywya pedviosoaviiving, otepoetdn n un
KOALOGUVTNPNTIKA S100pNTIKA puopet va evioyvaoet v mlavr] vToKaAlKy Opdon tv P2-
AOPEVEPYIKDV Oy MVIGTAOV, ETOUEVOG TPETEL VAL PO LoTotovvtor pe tpocoyn (BA. mapdypago 4.4).



AmorAeloTéC B-odpEVEPYIKDV VTOOOYEWMV

Ot amokAeloTtég B-adpevepyikmv vrodoyéwv umopel va eEacbevicovv 1 va avtaywvilovtal tn dpdon
TV B2-adpevepyik®dV ayovioTdv. Emopévac, antd o paprakevtiko mpoidv dev o mpénet va
yopnyeitarl poli e amoKkAEIoTEC TV B-adPEVEPYIKMOVY DTTOJOYEWV, EKTOG GV VITAPYOVY cofapol Adyot
v T gpnon tove. Otav oamorteitat, B0 TpEmEL va TPOTUAVTOL KOPOIOEKAEKTIKOTL OTOKAEIGTEG TV -
0O PEVEPYIKAOV VTTOSOYEMV, TTaPd TO OTL Oa TPEMEL VAL YOPTYOUVTAL [LE TPOGOYN .

AlMnAienidpaon pe avactoreic CYP3A4 ko P-yAvkompwteivng

H avaoctoir] tov CYP3A4 kot g P-yAvkorpoteivig (P-gp) dev éxel avTiKTumo 6TV 00QAAEIN TV
Bepamevtikdv 66cemv Tov Enerzair Breezhaler.

AvooTOM TOV BactK®V TopayOVToOVY ToL cLVIEAODY oty KabBaporn wdakatepoing (CYP3A4 kat
P-gp) 1 otv kaBapon g eovpoikng popetalovng (CYP3A4) avédavel T cvotnuatikn ékbeomn og
wdakaTePOAN 1 POLPOTKN HopeTalovn Pl SVO POPEC.

Ab6Y® ™G TOAD YOUNANG GUYKEVIPMOOTG GTO TAAGLLO TOL EMLTVYYAVETAL LETA TNV EICTVON TNG 000NG,
01 KAVIKG ONUOVTIKEG OAMNAETIOPAGELS e TV povpoTkn popetaldvn dev givar mbovég. 61600,
umopet va vapyel TBavoTnTo Yo 0dENGN TG CVGTNHATIKNG EKkBECTG G POVPOTKT LopeTalovn dTov
ovyyopnyovvtat ioyvpoi avactoreic CYP3A4 (m.y. ketokovaloin, ttpakovaloin, vekpwvafipn,
prrovaBipn, KOpme1otdrn).

2Zetdivn 1 GAAOL OVAGTOAEIC TNE LETOPOPEC TV 0PYOVIKAV KOTIOVIWV

e pio KAMVIKT PEAETT o€ VY1Elg €0EAOVTEG, 1) CUETISIVT, EVOG OVOGTOAENS TNG LETAPOPAG OPYOVIKMDV
KOTIOVTOV oV Oempeital 0Tl GUVTEAEL TN VEPPIKT OTEKKPLOT) TOL YAVKOTLPPOVIOD, aENGE TNV OAIKN
¢kBeom (AUC) tov yAvkomvppoviov katd 22% kot peiwoe ™ veppikn kdBapon kotd 23%. Me Baon
70 €0POC AVTAOV TV UETOPOADVY, OEV AVOUEVETOL KOO KAIVIKA CTLOVTIKT QOPUOKEVTIKN
oAANAeniOpacT OTav TO YALKOTLPPOVIO YopnyEiTol TapdAAnAa pe oluetdivn 1 GAAOVG avaGTOAEIS TG
LETAPOPAG TOV OPYOVIKADV KOTIOVTIWMV.

A\ OVTWOVOKAPIVIKO LOKPAC 0paonc Kot B2-ad pEVEPYIKOL ay®VICTEC LLOKPAS OpGonc

H ovyyopnynon awtod tov eoprakevtiKod Tpoidvtog te GAAL QOPUIKEVTIKA TPOTOVTO TOV TEPLEYOVV
LOVOKAPIVIKODE OVTOY®VIGTES LOKPAG OpAcNC 1 B2-00 peVEPYIKOVS Oy VIGTEG LOKPAC dpdiomng Oev Exel
peketn0ei kat dev cvviotdton Kabdg pmopei va evicydoel Tig avemOvunteg evépyeteg (PA.
napaypdpovg 4.8 ko 4.9).

4.6 Tovipétnra, KONGN KOL YOAOVYiO,

Kbnon

Agev vrapyovv emapkn dedopéva and T xpnon tov Enerzair Breezhaler 1| towv pepovouévov
GUGTATIKGV TOV (VOOKATEPOAT, YAVKOTLUPPOVIO KOl (POVPOTKT LOUETOLOVT) GE EYKVEC YUVOIKEG DOTE
va KaBopiotel £6v vapyet Kivouvog.

H wdakatepdin kot To YADKOTUPPOVIO OEV MTOV TEPUTOYOVO GE OPOVPAIOVS KOl KOVVEALD LETA OO
VIOdOPLA YOPNYNOT 1 E10TTVON, avtioToiyme (BA. mapdypago 5.3). Te ueréteg avanopaymyng COwv pe
TOVTIKLOL, 0POVPAIOVG KOl KOUVEALD G KVOPOPIa, 1) OLPOTKT popetaldvn TpokdAese avénpéveg
dvopoppieg Tov eufpvov Kot petopévn emPioon kot avantoén tov euppidov.

Onog oupPaiver pe GAAA QUPLLOKEVTIKA TPOIOVTA TOV TEPEXOVV P2-00PEVEPYIKOVS OYOVIGTES, M)
WOUKATEPOAT UTOPEL VO AVOGTEILEL TOV TOKETO AOY® YOAUPOTIKAG dPAONC GTO AEI0 LWL TG UNTPOC.

AVTO TO QUPLOKEVTIKO TPOIOV TPETEL VO YPNCYLOTOLEITOL KATE TN S1APKELD TNE EYKVILOGVVNG LOVO EQV
70 6QENOG Yo TNV 0c0eVT VITEPTEPEL TOL dSLYNTIKOD KIVOHVOV Yia To EUPpvo.



OnAacudg

Agv vapyovv S1o0Ec1LEG TANPOPOPIES Y10 TNV TAPOVGIN TG VOUKATEPOANG, TOL YAVKOTLPPOVIOL N
NG POVPOTKNG HOUETALOVNG GTO avOPOTIVO YAAQ, Yo TIC EXOPAceElg oTo OnAGlov Bpépog 1 Yo TIC
EMOPACELG OTNV TOPOYDYT YAAAKTOG. AALO EICTIVEOUEVO KOPTIKOGTEPOELDT TOPOLOL0. LLE TNV
(OVPOIKTN HOUETALOV HETAPEPOVTOL GTO OvOpdTIVO YaAa. H tvdakatepoin, To YAVKOTUPPOVIO Kot 1)
@ovpoikn popetalovn £xovv aviyvevbei oto yara Tov OnAaloviav apovpaiov. To yAvkorvppovio
£€ptace Péypt Ko OeKAmAGGIEG GLYKEVIPDGELS GTO YA TV OnAaldviav apovpainv 6e GyEom e TO
UNTPIKO ool LT TV EVOOQAERLa yoprynon.

[Ipéner va amopaociotel €dv Oa dwokomei o Onrlacuog 1 Oa dwukornei / Bo amopevydel n Oepameioa,

Aappavovtag vtoyT to 6PEAOG Tov INAacLoV Y10 To Tandi Kot To dpeAog g Oepameiag yio TNV
yovoiKa.

Coviuomra

Meléteg avamapoywyng Kot Ao dedopéva o€ (Mo dEV VITOJEIKVVOLV OVICUYI0 GYETIKA LLE TNV
YOVILOTNTA TOGO GTOVG GVOPEG OGO KOl GTIG YUVOIKES.

4.7 Emodpdoeis 6ty IkavOTNTA 001]Y101)G KOL YEIPIGHOV UNYUVI|LATOV

To Tapdv PapUAKELTIKO TPOTIOV dev £xEL KOpia 1) £XEL ACTLAVTN ENXIOPACT OTNV KAVOTNTO 0ONYNONG
KOl YEPIGUOD UnyovnudTov.

4.8  AvemOOunTEG EVEPYELEG

IepiAnwn Tov TPoPiA AcOEIAELOG

O o cuyvég avemBounteg evépyeteg o ddotua 52 gfdopddwv ftav o dcbua (tapdEuvon)
(41,8%), n pvopapuyyitwa (10,9%), n Aolpwén tov avadtepov avamvevoTikod suotipatog (5,6%) Kot
N kepoiadyia (4,2%).

KatdAoyoc TV avemtQOUNTOV EVEPYEIDV GE LLOPOT TIVOKO,

O avemBounteg evépyeieg tov eapudxov (AEq) mapatifevtol ava katnyopio / opyoavikd cuGTnUd
obuewva pe T faon dedopévov MedDRA (ITivaxag 1). H ouyvomto tov AE Baocileton ot pehét
IRIDIUM. Méoa og kdBe katnyopia / opyovikd cusTna, ot avemBOuntes evépyeleg TaIvoovvToL e
Baon tn cuyvoTO, LE TPAOTEG TIG GLYVOTEPES avemBOUNTEG evépyeles. Eviog kdBe katnyopiog
SUYVOTNTOG EPPAVIONC, Ol AVETIBOUNTES EVEPYELES TOV QOPLLAKOL Tapatifevtal Katd eBivovoa oepd
copapomrac. EnurpocBétwe, n avtictoyn katnyopio cuyvotntag yio kébe avemBountr evépyeia
Booiletan oty mapakdato coppacn (CIOMS I11): modd cuyvég (>1/10), cvyvéig (>1/100 émg <1/10),
Oyt ovyvég (>1/1.000 éwg <1/100), omdvieg (>1/10.000 £wg <1/1.000), mord omdvieg (<1/10.000).



Mivaxag 1 AvemOounTteg evépysareg

Katmyopia / opyaviké cvompa Avem@ounteg evépyeareg Katmyopia
ovyvoTNTOG

Pwogapuyyitida IToAb cuyvég

Aoilpmén Tov avmtepov Zoyvég
AOWGBEELS KO TOPAGITOCELG OVOTTVELGTIKOU GUGTHLLOTOS

Kovtivtioon*! Yuyvég

Ovpoloinmén*? ZoyVvEC
Al0TOpaY£ES TOL OVOGOTOUTIKOD GUGTHILATOG Ynepevarohnoio*? Xuyvéc
Awrtapayéc Tov petafolopon Kot g 8péyng YrepyAviopio*? Oy1 ovyvég
Awtapay£c Tov VEVPIKOD GUCTHLOTOS Kepalohyio*® Suyvég
OpBaipucéc doTapoyég Koroppdxtg Oy ovyvég
Kapdiaxéc dwotapayés Toyvkopdioa*® Xuyvéc

Acfuo (mapdEvvon) IToA0 cuyvéc
AWTOPAYEC TOV OVOTTVEVGTIKOD GUGTALLATOC, TOV | ZTOHOTOQPAPLYYIKO dhyoc*” | Tuyvég
Ompoka kot Tov pesobmpakiov Bnyog Xoyvég

Avcopwvia Xoyvéc

r *8 ’

AlTopayéc ToL YOG TPEVTEPIKOV g%(;g; i\;f{:: :;8(1 g;)f\:i?xvsg
ATOPOYES TOL OEPUATOC KOl TOV DTTOOPIOV E&avOmuo*™ Oy ouyvég
1670V Kvnopoc* Oy ovyvég
ATOPOYEG TOV IVOGKEAETIKOD GLOTAROTOC Kot | MVooKeAeTikOg Vo™ Suyvég
TOV GUVOETIKOV 1GTOD Mvikoi oracuol Xuyvéc
Al0Tapoy£C TV VEQP®V KOl TMV OVPOPOP®V Avcovpia Oy ouyvég
000V
I'evikég SratapoyEg Kol KATUOTAGELS TNES 000V [Mopeéia Zoyveg
XOpMYNong

*  Yrodnhovel TNy opadonoinon TmV TPOTIUOUEVOV OpoV:

1 Kovtivtioon 6T0H0TOG, GTOLOTOPAPLYYLKY KOVTIVTIOON.

2 Acvumtopatikny Boktnplovpio, aktnplovpia, Kuotitide, ovpnOpitida, ovporoipnwén, oyevig ovporoipmén.
3 Goppokevtikd e&avonpua, vrepevaictncio oto EappaKo, vepevarsinacia, eEAvOna, Kvnoumdeg eEGvOnua,
Kkvidwon.

4 AvEnpévn YAvkoln aipotog, vaepylvkoipia.

5 Keparodyia, keparolyio Tdong.

6 drePoxopfikn tayvkopdia, VIEPKOAMAKTY TaxLKOPdia, TayvKoPdia.

7 Odvvopayio, CTOUUTOPAPLYYIKT SVGPOPIN, GTOUNTOPAPVYYIKOG TOVOG, EPENGUOC AaLL0D.

8 Xpdvia yootpitida, eviepitidan, yooTpitida, YUoTPEVIEPITION, YUOTPEVIEPIKT PAEYLOVT].

9 Enpootopia, EnpdtnTo Aoipov.

10 dappakevticd eEavOnpa, e&avonua, Pratidddes eEavinua, kKvnopmdeg eEavonpa.

11 Kvnopdg 09Baion, kvnopos, KVvoHOG TOV YEVVITIKMOV 0PYOVOV.

12 Poyodyio, poookedetikdg Tovog 6Tto 600G, UOGKEAETIKOG TOVOG, LVOAYI0, TOVOG GTOV QUYEVA.

Avopopd TovoloyoOUEV®V OVETIOVUNTOV EVEPYEIDV

H avagopd mhavoroyodpuevoy avemtBOunTmy evepyelmv LETA amd TN Yoprynon ddsiog KukAlopopiog
TOL POPHOKEVTIKOD TPOIOVTOG eivan onpovTiky. Emtpémetl ™ cuveyn napakorodOnor me oxéong
0PEALOVC-KIVOVVOL TOL QPUPLLOKEVTIKOV TPOTOVTOG. Znteital amd Toug emayyeiatiec vysiog va
aVOQPEPOVY OTTOIECONTOTE TOUVOAOYOVUEVES OVETIOVUNTEG EVEPYEIEG LEC® TOL EBVIKOD GUGTIILATOG
avapopdg Tov avaypapetar oto Hopdapmua V.

4.9 Ynepdocoloyia

[Ipénel va yiveton Evapén YEVIKOY DIOGTNPIKTIKAOV LETPOV KOl CUUTTOUOTIKNG Oepaneiog oe
TEPUTMGELC VTOYI0C VITEPOOCOAOYIOG.



H vrepdocoroyia mBoavadg Bo Tpokodésel onpeio, CUUTTOATO 1) OVETIOOUNTEG EVEPYELES TOV
oxetilovTat LE TIG PAPLOKOAOYIKES dPAGEIG TOV LEULOVOUEVMV GUOTOTIKGV (7.). TopuKopdic, TPOUOG,
aicOnua ToAudv, kepalodyia, vavtia, EUETOG, VIVNALL, KOMoKES appubuies, petafoikn o&éwon,
VIOKOAOLLL, VITEPYAVKALicL, oVENUEVT] EVOOPOAALLO TTiEoT [TOV TPOKAAEL TOVO, OTTIKEG S10TOPOYEG
N epOpdTTA TOV 0PHEALOD], duoKOIMOTNTO 1 BVCKOAIEG KEVMONG, KATAUGTOAN TG AELTOLPYiG TOV
G&ova VTOHAALLOV - VITOPLOTG - ETVEPPSIWV).

H ypnion kapdioekhekTiKadY B-avacToAémv Umopel vo, eEETOCTEL Y10 TNV AVTILETMOTIOT TOV
B2-adpevepywmv avtdpdoemv, ahid Lovo vrd v enifreyn watpov kot pe EuPETIKN TPosoy,
Kabmg 1 xprion P2-0dPEVEPYIKMV OVAGTOAE®V UTOPEL VO, TPOKOAESEL BpoYyOoTacO. € GOPUPES
TEPMTMGELS, Ol acBeveic Oa mpémel va voonievova.

5. OAPMAKOAOTI'TKEX IAIOTHTEX

51 ®@oppoxodvvopikés 1010t TEG

DOappakobepamevtikn kotnyopia: Odppaka yio ac0éveleg andpaing aepaywymV, ddPEVEPYIKA GE
GUVOLAGLO LE OVTLYOAVEPYIK(, CUUTEPIAAUPOVOUEVOV TPITADY CUVIVUCUAOV LLE KOPTIKOGTEPOEIDN.

Kodwog ATC: RO3AL12

Mnyovicpdc dpdonc

AvT0 T0 POPLOKEVTIKO TTPOIOV EIVOL £VOC GUVOVACLOG VOAKATEPOANG, EVOG B2-00PEVEPYIKOD 0Y(OVIGTNH
nakpac dpdong (LABA), yhvkomuppoviov, evOC ovToy®vIGTH LOVGKAPIVIKOD VITOS0YEN, LOKPAC
dpaong (LAMA) kot ovpoikng Lopetalovngc, EVOG EI6TIVEOUEVOL GUVOETIKOD KOPTIKOGTEPOELOODG
(ICS).

Ivdaxarepoin

Ot @apLLaxoA0YIKEG OPECELS TMV OYMVICTOV TOV P2-0dPeVEPYIKMV VITOS0YEWV, TEPLOLPAVOLLEVIC TNG
WOAKATEPOANC, UTOPOVV V., Aod000VV, TOLAYICTOV £V LEPEL GTA AVENUEVA ETITEON KUKAIKNG-3’,
5’-Hovo@mc@optkng adevosivng (kukiikd AMP), Tov tpokolodv yakdpmon Tov Ppoyytkod Asiov
oG,

Koatd v eiomvon, n wdakotepdAn dpa TOTIKAE GTOV TVEVLLOVH ®¢ BpoyyodtacTaAtikd. H
WOUKATEPOAT EIVOL LEPIKOG OYMVIGTNG GTOV avOPAOTIVO P2-adpevepPYIKO VITOJ0YEN, LLE VOVOLOPLOKT
SpacTIKOTNTO. XTOV OTOUOVMUEVO avOpdmvo Ppdyyo M vdakaTepOAn &xel Tayeia Evapéin opaong Kot
pakpd d1aprea Spaong.

[Mopd To 611 01 B2-adpevepykol vITodoyEeig eival o1 Kupilapyol adPeEVEPYIKOT VTTOOOYEIG GTOV PPOoyYKd
Aelo po Ko ot Br-adpevepyucot vTodoyelc etvan ot kupiapyot vtodoyeic oy avBpmmvn Kapdid,
VIapyovV eniong Pz-adpevepykol vITodoyelg otV avBpdTIVY Kapdid, ot otoiot arotelovy o 10% e
50% T®V GUVOAK®V OSPEVEPYIKMY VITOSOYEMV.

Llvkorvppovio
To YAukomuppovio dpa avaoTEALOVTOS T BPOYYOCLGTUATIKY dPAoT TNG AKETVAOYOAIVNC 6Ta Agin

UUTKG KOTTOPO TOV OEPUYDYDY, Kl ETOUEVMG O10OTEALEL TOVG aepay®yovs. To fpopiodyo
YAVKOTUPPOVIO Eival £VOG VYNANG GLYYEVELNG OVTOYMVIGTHG TOV LOVoKApVIKoD vrodoyéa. H
EKAEKTIKOTNTA Y10, TOLC OVOpdTIVOLG LITodoYeic M3 kot M1 éyel kotadetybel 0T eivarl TovAdyl1oTOV
4 ¢wg 5 popég PeyaAhTEPN OO CVTH Y10 TOVG OVEPOTIVOLS VTTOSOYEIC M2 ¥PNGOTOIDVTOG LEAETES
Tpdcdeomng popiov. ‘Exet tayeia Evapén dpdong, OTmG 0modEKVOETOL OO TOPUTPOVUEVEG KIVITIKEG
TOPAUETPOVG OECUEVONC/UTOSEGUEVCTG LITOSOYEN KOl 0td TV Evapén dpaoTg LETA TNV EIGTVON| GE
KMviKéG pedétec. H poakpd didpieta 0pdong pumopel va amodobel Leptkdg 6€ TopaTETAUEVES
GUYKEVIPMGELS QOPUAKOD GTOVE TVEVLOVEC, OTTMG OVTOVOKAATOL OTO TNV TOPATETOLUEVT] TEMKN
nuicea {1 amopdKpuVeNS TOL YAVKOTLUPPOVIOL LETA TNV EIGTVOT HECH TNG GCUGKEVTG EIGTVONG GE
avtifeon pe v nuiceia Lo petd mv evdoeAiépia yopriynon (PAére napdypopo 5.2).
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Dovpoikn poueralovy

H @ovpoikn| popetalovn ival £va GUVOETIKO KOPTIKOGTEPOELOES LLE VYNAT GUYYEVELD LLE TOVG
VIOS0YEIG YAVKOKOPTIKOE MV KOl TOTIKES AVTIPAEYLOVAODELG 1010TNTEC. IN Vitro, n @ovpoikn
HOUETACOVN aVOCTEALEL TNV OTEAEVOEPMGT TOV AEVKOTPIEVIOV OO TO AEVKOKVTTAPO TMV OAAEPYIKAOV
acOevav. TV KOAMEPYELD KUTTAP®Y 1 POLPOIKT] LOUETALOVN TapoVGinGE 10YVPO SVVOUIKO
AVOGTOANG TG oVVOeoNG Kot TG anedevbépmwong Twv IL-1, IL-5, IL-6 kot TNF-a. Eniong, sivan
10(VPOG AVOOGTOAENS TNE TOPOYWYNG AEVKOTPLEVIMV KOl THG TTOpoy®YNG KutTopokvav Th2 IL-4 ko
IL-5 am6 ta avBpomiva T-kottopo CDA+.

DopULoKOOVVOLLKES ETOPACELS

To wpoeik EAPUAKOSVVOUIKNG OVTUTOKPIGT|C 0UTOV TOV PUPUOKEVTIKOD TPoidvTog yapoakTnpiletan
and tayeia Evapén dpdong eviog S5 AemT®V LETA TN Yoprynomn d0ong Kot Tapatetapuévn enidpoocn Kad’
0M0 T0 24mPO LECOJUCTNUO TOV dOGEDV.

To wpoeik EaPUAKOSVVOUIKNG AVTUTOKPIoNG YopaKTnpileTon TEpaTEP® amd avénuévo Péco Léyloto
TOYEWDG EKTVEOLEVO OYKO a€pPa 6TO TPDTO devtepdrento (FEV1) tov 172 ml petd and
wdakaTePOAN/YAVKOTLPPOVIO/Povpoikn popetaldvn 114 meg/46 meg/136 meg pio popd Thv NuéPa
o€ cUYKpIoN pe T caApueTeEpOAT/PAovTIKa OV 50 Mcg/500 mcg dvo popég Tnv nuépa.

Aev TopatprOnke toyveLAa&io g TPOG ToL OPEAT TG TVEVUOVIKNG Agttovpyiag amd to Enerzair
Breezhaler otnv mopeia tov ypovov.

Aidonua QTC

H enidpoon avtov Tov @apurokevTikod Tpoidovtog 61o dtdotnua QTC dev &xetl a&loloynbel ot
d1e&odikn perétn tov QT (TQT). ' v povpoikn popetalovn dev Eivol YVOOTEC 1010TNTEG
mapdtoong tov QTc.

KAMvikn omoteleouatikdTTo Kol 0CQAALELO,

H aogdieia ko n amotedespatikotro tov Enerzair Breezhaler otovg evijhikovg acbeveic e enipovo
doBua agloroynonke ot edong I toyoomompévn, dmhd toeAn ueké (IRIDIUM). H uekém
IRIDIUM ftav pia perémn 52 efdopddwv mov a&loAdynoe to Enerzair Breezhaler

114 mcg/46 mcg/68 mcg pia eopd v nuépa (N=620) kor 114 mcg/46 mcg/136 mcg pia popd v
nuépa (N=619) o clykpion pe mv wdakatepoAn/eovpoikn popetalovn 125 meg/127,5 meg pio
@opd v nuépa (N=617) kou 125 mcg/260 mcg pio popd v nuépa (N=618), avtiotoiyms. ‘Eva tpito
okéA0g EAEYYOL e OpaCTIKY ovsia cuumeplEAaPe dtopa wov EAapav Oepaneia pe
calpetepOAn/Tpomioviky provtikalovn 50 mcg/500 meg 600 popég v nuépa (N=618). Ola ta
Gropa émpene va Exovv cvpmtopatikd acdua (Babuoroyio ACQ-7 >1,5) kon AdpPovav Bepaneio
GUVTPNOTNG TOL ACOUATOG LE TN XPNOT HESALOG 1] VYNANG dOOTG EIGTIVEOUEVOL GLUVOETIKOD
Koptikoatepoedovs (ICS) kat Bepaneio uvdvacuov pe LABA yo tovAdyiotov 3 piveg Tpv omd T
gloaywyn ot peAétn. H péon niio rov 52,2 £m. Katd ™ dwdoyn, 10 99,9% tov acbevov
AVEPEPOY 1GTOPIKO TOPOEHVGEMV KOTA TO TEAEVTAi0 £T0G. Katd v eicaywyn otn HEAET, Ta TTO
oVYVE EApOKa Y10 TO AcOpa Tov avagépBnKay NTav pecaio 600T EIGTVEOUEVOD KOPTIKOGTEPOELOOVG
og ovvovaouo pe LABA (62,6%) kat vynin 8061 EI6TVEOUEVOD KOPTIKOGTEPOEIBOVG GE GLVIVOGLO
ue LABA (36,7%).

O KOp1og 6T0X0G ™G UEAETNS NTaV Va amodei&el TNV avmtepodtTa gite Tov Enerzair Breezhaler

114 mcg/46 mcg/68 mcg pia opd v nuépa oe GYEon e TNV WOUKATEPOAT/ POoVPOikT popetalovn
125 mcg/127,5 mcg pio @opd v nuépa eite tov Enerzair Breezhaler 114 mcg/46 mcg/136 mcg pia
QOPA TNV NUEPO GE GYEST LE TNV WWOOKOTEPOAN/ PovpoikT popetalovn 125 mcg/260 meg pia gopd
™mv nuépa, 6oV apopd Tov kathtato FEV1 katd v efdopdda 26.
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To Enerzair Breezhaler 114 mcg/46 mcg/136 mcg pio gopd v nuépa enédelée 6TaTIoTIKA
onuovtikég Pertiwoels otov katdtato FEV1 katd mv efdopdda 26 o ohykpion pe myv
woakaTEPOAT/Povpoikn popeTaldvn o avtiototyn 66on. Khvikd onuoviikég fertivoelg oty
TVELHLOVIKT Agrtovpyia (LeTaffoAr amd TV apyikn ektiunon otov katdtato FEV1 katd v
gfdoudda 26, mpmwvr Kot fpadiv HEYIOTN EKTVEVGTIKT pOn) TapoTnpHONKay eniong o cOyKpIon He
™mv coietepOAN/Tpomtiovikn AovTikalovn 50 mcg/500 meg 6vo popég v nuépa. To gvpnpato
Katd v efdoudda 52 Ntav oe couemvio pe v efdopdada 26 (Préne Iivaxa 2).

Oheg o1 Bepamevticég opades £0e1Eav KAVIKE CNLOVTIKES BEATIOCEIS ad TNV apyIKT eKTiunon 610
ACQ-7 xotd v gfdopdda 26, ®oT0G0 dev TOPATNPNONKOY GTATICTIKA GUAVTIKEG d10QOPEC LETAED
v opddwv. H péon petaforn amd v apyikn ektipnon oto ACQ-7 katd v gfdopada 26 (Paciko
SEVTEPEVLOV KATUANKTIKO onueio) ko tnv fdopddae 52 Nrav mepimov -1 yio OAeg T1g OgpomevTiKég
opddec. To mocootd avtandkpiong ACQ-7 (opilovtar og petafforn] peimong ot Pabuoroyia >0,5) o
SlopopeTIKG YpoviKa onueia Teptypdpovtatl otov [ivoxa 2.

O1 Tapo&Yveelg NTav Eva SEVLTEPEDOV KATOANKTIKO onuelo (dev Tav PEPOG TNG GTPATNYIKNG TOV
emPefarmtikod eréyyov). To Enerzair Breezhaler 114 mcg/46 mcg/136 mcg pio popd thv nuépa
enédelte Pelwon otov €TNG10 pLOUO TaPOEHVOEMY GE GUYKPIOT| LE TI CUAUETEPOAT)/TPOTIOVIKT
ehrovtikaovn 50 mcg/500 mcg 500 Popég TV NUEPD KoL TNV VOAKATEPOAT/POVPOIKT HopeTalovn
125 mcg/260 mcg pio @opd v nuépa (PAéne Iivaxa 2).

To amoteAéo T Y10 TO O KAWVIKG GTULOVTIKE KATAANKTIKA onpeio weptypagpoviol otov Tivaka 2.

MMivokog 2 AmoTehéopATO KOPLOV KOL HEVTEPEVOVIOV KOTUMKTIKOV GTUEIOV 6T PEAETY
IRIDIUM oTig efoopadsg 26 ko 52

Katalnktiko Xpoviko Enerzair Breezhaler® évavt Enerzair Breezhaler® évavt
onueio onusio/ IND/MF? SAL/FP?
Algpkeara
Ivegvpoviki) Aettovpyia
Kardroroc FEV,*
Epdondde 26 65 mi 119 mi
Awapopd i‘;‘g‘f N <0,001 <0,001
Oepomeiog onusi:)]) (31, 99) (85, 154)
’(‘5%‘; A)PCI) 86 ml 145 ml
EBdonada 52 <0,001 <0,001
(51, 120) (111, 180)
Méon mpawivij uéyioty exmvevonixn porp (PEF)
Awogpopd . .
18,7 I/min 34,8 I/min
Oepameiog Epdopdada 52* ’ ’
(95% CI) (13,4, 24,1) (29,5, 40,1)
Meéon fpoadivi uéyiotn exnvevonri) pory (PEF)
Awogpopd . .
p . 17,5 l/min 29,5 I/min
Oepameiog EBdopada 52* (123, 22.8) (24.2,34.7)

(95% Cl)
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ZOURTONATO.

Arouo. mov mopovaioooy aviardrpion oo ACQ (mocootd acbevirv mov métoyay tnv EAG 1oTH KAVIKG

anuavtiki oiopopd. (MCID) ard v apyuri extiunon ue o ACQ >0,5)

IMocootd EBdopdda 4 66% évavtt 63% 66% évavtt 53%
Rbavontion 121 172
(95% CI) (0,94, 1,54) (1,35, 2,20)
INocootd EBdonada 12 68% évavtt 67% 68% évavtt 61%
Saee
(95% CI) (0,86, 1,42) (1,05, 1,73)
IMocootd EBdoundda 26 71% évavtt 74% 71% évavtt 67%
Rbavontion 092 121
(95% CI) (0,70, 1,20) (0,93, 1,57)
[locootd EBdopdada 52 79% évavtt 78% 79% évavtt 73%
Rbavonton 110 141
(95% CI) (0,83, 1,47) (1,06, 1,86)
Etnownoimpévo 1060616 mapovvesmv dosdpatog

Mérpieg 1} oofapés mapolvvoelg

AR EBdopdda 52 0,46 évovt 0,54 0,46 évovt 0,72
RR** EBdopada 52 0,85 0,64

(95% ClI) (0,68, 1,04) (0,52, 0,78)
2oPapég mopoldvoelg

AR EBdopdda 52 0,26 évavtt 0,33 0,26 évavt 0,45
RR** Epdopada 52 0,78 0,58

(95% ClI) (0,61, 1,00) (0,45, 0,73)

*

Méom i o ™) ddpketa g Bepameios.
e RR <1,00 gvvoei v wdaxatepdin/yAvkomvppdvio/povpoikn popetalovn.

! Enerzair Breezhaler 114 mcg/46 mcg/136 mcg od.

2

IND/MF: wdaxotepdin/@ovpoikn popetalovn vynin 6oom: 125 meg/260 mcg od.

H govpoikn popetalovn 136 meg oto Enerzair Breezhaler givat cuykpicym pe mv @ovpoikn

popetalovn 260 meg oty wdakatepOA/ Povpoikn popetalovn.

SAL/FP: colpetepoin/mpomioviky provtikalovn vynin d6or: 50 meg/500 meg bid (86om
TEPLEYOUEVOD).

Katdtatog FEV1: n péon and tig dvo tipég FEV: petprinke otig 23 dpeg kar 15 Aemtd kot otig

23 mpeg ko 45 Aemtd petd ™ Ppadvi doon.

Kvpio kotoinktikd onpeio (katdtatog FEV: v efdondda 26) ko factkd devutepehov KOTAANKTIKO oneio
(BaBporoyioo ACQ-7 v efdopdda 26) NTav LEPOG TG GTPATNYLKNG TOL EMPERAULOTIKOD EAEYYOV KOl MG EK
TOVTOL EAEYYOVTAL Ylot TOAAATAOTNTO. Olol Tot GAAC KOTOATKTIKG onpeio dev HTav HEPOG TNG OTPOTNYIKAG TOV
emPePorotikod gAEyyOL.

RR = avaAoyio mocoatol, AR = gtnolomomévo T0606To

od = pia popd v nuépa, bid = 500 popéc v Nuépa

Hodrorpikdg TANBvoudc

O Evponaikoc Opyoviopog @oppikmv £xel dmaoetl ovaforr] amd Ty vIoypEmon VTOBOANS TV
OTOTELECUATOV TOV LELETMV UE TVOUKATEPOAT)/ YAVKOTUPPOVIO/POLPOIKY| LopeTalovn o€ pio i
TEPLOCOTEPEG VITOKATNYOPIES TOV Tadatpikov TANOvG oD 670 dobua (BAéne mapdypapo 4.2 yuo
TANPOQOPIEG GYETIKG LUE TNV TOUSIALTPIKY YPHON).

52 ®appoxokivnTikég 1010TNTEG
Amoppoéonon
Meta and v gwomvon tov Enerzair Breezhaler, o 61duecog ypdvog émc v enitevén tov péyiotov

GUYKEVIPOGEMV TNG WWOUKATEPOANG, TOV YAVKOTUPPOVIOL KoL THG POLPOTKNG HopeTaldvng 6To TAACHA
Nrav wepinov 15 Aentd, 5 Aemtd kou 1 dpa, ovTioToly®.
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Me Bdaon ta in vitro dedopéva amddoong, n 66om kébe cuaTaTikod TG HovobEpAmEing TOV TaPEXETOL
GTOV TVEDLOVO OVOUEVETOL VOL EVOIL TAPOLLOLE, Y10 TOV GUVOVOAGHLO
WOUKATEPOANG/YAVKOTVPPOVIOV/PoVPoTKN HopeTalovng Kot To tpoidvta povobepaneiog. H éxbeon
TAAOLOTOG GE VOUKATEPOAT], YAVKOTLPPOVIO KOl (POVPOTKT LOHETALOVN 08 oTABEPOTONUEVT|
KOTOGTOOT LETE 0TO ELGTTVOT] TOV GLVOLOGLLOD NTOV TAPOLOLN LE TH GUCTNLOTIKT EK0g0T LETA ad
TNV €16TVOT TPOIOVTOG LOVOBEPATEING e UINASTVIKT] VOAKATEPOAT, YAVKOTUPPOVIO 1| POVPOIKT|
popetalovn.

Metd amd glomvor] Tov cuvdLAGHoD, I adivTn ProdabesyotnTa Exel vrodoyiobel 6Tt eivan mepimov
45% ywo v woakotepoAn, 40% yio o yAvkomuppovio kot Aryotepo amd 10% yio ™ ovpoikn
popetalovn.

Ivdaxarepoin

O1 CLYKEVTPDGELC VOOKATEPOANG aENONKAY UE TNV ETAVOAAUPOVOLLEVT XOPTYNOT Ko popd TV
nuépa. Zrabepomompévn Katdotaon entevydnke péca og 12 éwg 14 nuépeg. H péon avaroyio
GLGCMPEVONG TNG WOUKATEPOANG, ONAndn AUC péca 6to d1dotnua yopnynons tmge 60ong twv

24 opav v nuépa 14 o oyéon pe v nuépa 1, Bpiokotav oto 0pog and 2,9 £mg 3,8 yia
€16TVeEOUEVEG BOOELS [ia popd TNV Nuépa peta&b 60 kot 480 mcg (rapeydpevn doom). H cvotnuatikn
€xBeom TpokaAgitan amd GHVOETT TVEVHLOVIKY| KOl YOGTPEVIEPIKT ATOPPOPT oM, TEPITOV TO 75% NG
GUOTNUOTIKNG EKBEGC NTAV OO TNV TVELUOVIKT amoppdenomn Kot Tepinov 10 25% and v

YOG TPEVIEPIKT] AOPPOPTON).

Llvkoroppovio
[epimov to 90% G GLoTNUOTIKNG £KOE0T|G LETE OO E10TVOT OQEIAETAL OE OTOPPOPTON ATTO TOVG

nvevpoveg kot to 10% ogeidetar o€ yootpevteptkn amoppdenon. H andivt Prodabecipdmto Tou
Ao GTOLATOG YOPNYOVHEVOL YAvKomTLppoviov ektipdton 6Tt ivon mepimov 5%.

Dovpoikn poueralovy

O1 CLYKEVTPMGELS POVPOIKNG LOUETALOVNG avENONKay (e TNV eravaiopupavopevn yoprynon o eopd
™mv nuépa pécm ™G cvokevng etomvong Breezhaler. H otafeporompévn katdotoon emttedydnke
petd amd 12 nuépeg. H avaroyio péorng cueompeuong g ovpoikng popetalovng, sniadn AUC
KOTA T SLIPKELD TOL OGOAOYIKOD UEGOIUGTAIATOC 24 wpmdv TV Nuépa 14 6e chykpion pe v
nuépa 1, nTov eviog tov evpovg 1,28 wg 1,40 ya siomvedpeveg 60oe1g pia popd Tnv nuépa peta&y 68
kot 136 meg ¢ uépog Tov GuVOVAGHLOD VOOKATEPOANC/ YAVKOTUPPOVIOV/POVPOIKNIC LopeTalovng.

Metd amd TV 00 GTOLTOC YOPTYNON TNES POLPOTKNG LOUETALOVNG, 1) OTOAVTY ad GTOUATOS
ovoTNroTikn Brodiadsciuda Povpoikng popetalovng ektiundnke ot o Todd yaunir (<2%).

Korovoun

Ivdaxarepoln
Metd and evdoeAiBia £yyvon, o dykog katavoung (Vz) g wdakatepding nrav 2.361 wg 2.557 Aitpa,

KOTOOEIKVOOVTOG EKTETANEV Katavoun. H in vitro civdeon pe npwteivn otov avlpdrivo opd Kot 6To
mhdopo Ntav 94,1 wg 95,3% ko 95,1 wg 96,2%, avtioTtoiywe.

Llvkorvppovio
Metd and evoopréPia xopnynon, o oykog katavoung (Vss) Tov yAvkormvppoviov o otafepomotnpuévn

Kotdotaon Nrav 83 Altpa kot o dykog katavoung otnv tedkn edon (Vz) frav 376 Aitpa. O
QOVOUEVOG OYKOC KATOVOUNG 0TV TEMKN @don petd amd swonvon (Vzr) frav 7.310 Aitpa, Tov
OVTOVOKAG TNV 70 0pyn amopdkpuvon uetd v swomvon. H in vitro chvdeomn tov yAvkomvuppoviov pe
TPOTEIVN 6710 avBpdmvo TAdopo Ty 38% we 41% oe cuykevipaoelg and 1 £wg 10 ng/ml. Avtéc ot
GUYKEVIPAOGELS NTAV TOVAGYIGTOV 6 POPES LYNAOTEPES OO OTL TOL LEGA KOPLPOiaL EMimed
otafepomompévng KaTAGTaonG oL enttedydnKay 6to TAdoua Yo Socoroykd oyfua 44 meg pia
Qopd. TNV NUépaQ.
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Dovpoikn poueralovy

Metd amd v evioeAEPia xoprynomn d6ong epodov to Vi eivan 332 Adtpa. H in vitro cbvdeon pe
TPOTEIVT Y10, TN PoVPoikn popetalovn sivar vymAn, 98% émg 99% o€ GUYKEVTPOGEIS TOV KVLULOIVOVTOL
and 5 éwc 500 ng/ml.

Bulougtooynuotiondg

Ivdaxarepoln

Metd omd GTORATOG YOpNYNoN PadOCT|LacHEVNS wdakaTePOANG oe perétn ADME (amoppdenon,
KOTOVOUN, LETAPBOAIGIOC, amoBoAR) 6TOV GvOp®TO, 1 AUETAPANTI VOOKOTEPOAT TAV TO KVPLO
6VoTATIKO 6TOV 0pd Kot evBuvdTay yio TePIToL T0 £va TPITO TG GLVOAIKNG GYETILONEVNG LLE TO
oapuaxo AUC péoa og 24 opec. 'Eva vopocvmpévo Tapdymyo fitav o kupiapyog Letafoiitng otov
0p6. Datvorkd O-yAvkovpovidio g vdaKaTePOANG Kol VIPOELAMMUEV TVOOKOTEPOAT NTAV GAAOL
Kuplapyot petofolites. ‘Eva daotepeopepég Tov vOpoELAmUEVOL Tapaydyov, Eva N-yAvkovpovidio
g woaxatepoAns Kot to C- ko N-amoodkvAwpéva mapdywya nrov dAlot petafolriteg mov
AVOYVOPIGTNKAV.

In vitro épevvec éde1i&av 6t 10 UGT1AL Ntav n puovn ieopopen UGT mov petaformle v
wdaKaTEPOAT o€ Povolkd O-yAvkovpovido. O&ewwtikoi petafolites aviyvelnKoy o€ ETMACELS e
avacvvovacpévo CYP1AL, CYP2D6 kot CYP3A4. Zvurepaiveton 6t to CYP3 A4 givan to emucpatég
160éviupo mov vhvvetat yio v Vopo&LAimon TG wdakatepoAng. In Vitro £pguveg Ede1&av TepatTEP®
OTL 1] WOOKATEPOAT EIVOL LITOGTPOUO [LE YOUNAT GUYYEVELD Yo TV avTAio ekpong P-gp.

In vitro, n wopopen UGT1AL £€yet peydAn cuvelcpopd oty LetafoAkn KaBapon g voaKaTepOANG.
[Mopoia avtd, OTOC dSopdavnKe oe pio KAWVIKN LEAET o€ TANOVGUODE e S1POPETIKOVE YOVOTUTTOVS
UGT1ALl, n cvotpatikn ékBeon oty wdakatepoin dev ennpedleTol GNUOVTIKA 0O TOV YOVOTUTO
UGT1AL.

Llvkorvppovio
Meréteg petaforopot in vitro £dsi&ov otabepéc petaffoAkéc 0600 yia To Ppwutovyo

yYAvkomuppovio petasd Lowv kot avBponwv. Aev Bpédnkav edikol yuo avBpdmovg petaforitec.
[MopoatnpMOnke vOPoEVAi®GN HECH TNG OTOTl0G TOPAYOVTAL dLAPOPOL LOVO- KoL 51-0OPOELAMMUEVOL
petaforiteg, KaBdS Kot dpesm vVOPOALGT TOL OONYEL GTO GYNUATIGUS EVOS TOPAYDYOL TOV
kapPolviikov o&éog (M9).

In vitro épevveg £de1&av 611 moAlomAd 1ooévlvua CYP coufdrilovv otov 0&e1dmTind
Blopetacynuotiopd tov yaAvkomvppoviov. H vdpoivon oe M9 mibavotata kotodvetan omd e g
OIKOYEVELNG TNG YOAVEGTEPAONG.

Metd, v el6mvon| 1 cuatnpotikn ékfeon oto M9 ftay Katd péco 6po oty idla Taén peyébovg e
™mv €ékbeom oto uNTPIKd eappoko. Kabdg ot in vitro pedéteg dev £deiéav petafolopd 6tov Tvedpova
kat 70 M9 fjtov pikpng onpociog oty kukloopia (repimov 10 4% twv Cmax and AUC tov pntpikon
QopudKov) PeTd v evoopAEPia yopriynon, fewpeitor 6t To M9 dnpuovpysitan omd To TURLLOL TG
d0601M¢ oL KATATIVETAL OO TO ad GTOUOTOG EIGTVEOUEVO BPOUIOVYO YAVKOTUPPOVIO LECH TTPO-
GUGTNHOTIKNG VOPOAVOTG KA HECH HETOPOMGLOD TPAOTNG 61000V. METE 0o TNV EIGTVOT| Kol PLETA
and TV evOoPAEPLa Yoprynon, povo eldyioteg mooomteg M9 Bpébnkav ota ovpa (dnradn <0,5% g
d0ong). I'hukovpovidio ko culedypota Oukod dAatog Tov yAvkomvppoviov Bpébnkay ota ovpa
TOV avVOPOT®V PETA 0O EMAVOAOUPOVOLEVT EIGTIVON KOl dVTO avTIGTOKEL 6T0 TTepimov 3% TG 666NG.

In vitro peléteg avactoAnc Katédel&ay Ot 10 BPmovyo YAVKOmuppdvio de S100£TEL GNUAVTIKNY
dvvarotrta avactoing tov CYPLA2, CYP2A6, CYP2CS, CYP2C9, CYP2C19, CYP2D6, CYP2E1L 7
CYP3A4/5, tov petagpopéwv exkpong MDR1, MRP2 11 MXR, kot TmV HETAPOPE®MV TPOGANYNG
OATP1B1, OATP1B3, OAT1, OAT3, OCTI 1 OCT2. In vitro peiéteg emaywyng evidpmv dev
KOTESEIEAV KAVIKA OYETIKT EMOY@YT| UE PMULOVYO YAVKOTVPPOVIO Y10, OTOL0dNTOTE Od TO
wooévlupa Tov kutoxpdpatog P450 mov dokipdodnkay, kabaog kot yio to UGT1AT kot tovg
petapopeic MDR1 xou MRP2.
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Dovpoikn poueralovy

To pépog g e16mvedEVT|G SOOTG POLPOTKNG popeTaldVNG TOV KATATIVETOL KOl 0TOPPOPATIL GTO
YOO TPEVTIEPIKO GUOTN LTOPAAAETOL o€ ekTEVT LETAPOAOUO GE TOALOTAOVC peTafoArites. Agv
VIAPYOVY ONLUOVTIKOL LETAPOAMTES OVIXVEDCLOL GTO TAGCLA. ZTO LIKPOSMLOTO TOV 0VOPOTIVOU
Nmatog N eovpoikn popetalovn petaforileton amd o CYP3A4.

Amofor)

Ivdaxarepoln
e KAMVIKEG HEAETEC TTOV TTEPIAAUPOVOY T GLAAOYT OVPWOV 1] TOGOHTNTA TNG WWOUKATEPOATG TOL

amoBOUALOTAY OUETAPAN TN HECH TMV OVPOV HTAV YEVIK®OG YounAotept tov 2% g d6omg. H veppikn
KkaBoapon ¢ wdakatepdANng Nrav, Katd LEco 6po, uetatd 0,46 kot 1,2 Altpa/mdpa. Xe oxéon e mv
KGBapomn g wdakatepOANG otov opd TG ThEems Tov 18,8 we 23,3 Aitpa/dpa, sivor EpEavEg OTL T
veppikn kdBapon dtadpapatiCel nocova poro (wepimov 2 g 6% tng cvoTraTikng KdBapong) otV
0TOPOAN TNG CLGTNUATIKA SIOESUNG VOOKATEPOANG.

e pia perétm ADME otov avBpomo 6mov 1 vdakatepoin yopryohvioy and 10 GTOL, 1| amoPoAn
oT0 KOTPOVa, Kuplapyovoe g amofoAng ota ovpa. H wdakatepdin amoPfailotay ota avOpdmiva
KOmpava Kuplmg g apetafAntn untpkn ovsia (54% g 60omc) Ko, o pikpotepo Pabud, mg
vdpo&uhmpévor petaforiteg wdakotepoing (23% g 66onc). H iooppomio palog oy TAnpng pe to
>90% ¢ d6oNG v evTomileTon 0TS AmEKKPIOELC.

O1 GLYKEVTIPDOGELS TG WVOOKATEPOANG GTOV 0pO HEIDONKAY KATA TOAPAGTKO TPOTO LE TN HLEST] TEMKN
nuton va kopaivetor amd 45,5 g 126 opeg. O anotelespatikdg xpovog niicetog {ong, o omoiog
VTOAOYICETOL GO T1 GUGGMPELGT TNG WVOUKOTEPOANC LETA GO ETAVOLOUPOVOLEVT YOPTYNON TNG
do0omg, Kupavonke and 40 £mg 52 ®peg, GTOLYEID TO OTOI0 GVUPOVEL LLE TOV TAPATNPOVUEVO XPOVO £1G
T otafepomomuévn KaTdotaot o ivorl mepimov 12 pe 14 nuépeg.

Llvkorvppovio

Metd and evdopAiéfia xopriynon [*H]-onpospévon Bpopiodyov yAvkomvppoviov cg avBpdmove, 1
péon amékkpion 6To oVpa TG padievépyelag o€ 48 mpeg aviAbe og 85% g doonc. 'Eva emurdéov 5%
g 060M¢ Ppédnke o yohn. Emopévamg, 1 icoppomia palog oy oyeddv mnpne.

H veppikn amofoin tov apyikod gapudkov avépyetal o€ mepimov 60 g 70% e oAKN¢ kdBapong
TOV GLOTNUOTIKE S100€G 1OV YAVKOTLPPOVIOD, EVD O SOIKAGIEG UN-VEPPIKNG KABapoTS
avtioTolyovv wepinov oto 30 £mg 40%. H kdbapon péowm tav yoANPOp®V GUUPAALEL GTI UN-VEPPIKY
KaBapon, aALd 1 TAEOVOTNTA TNG UN-VEQPIKNG KABapong Bewpeital dTL opeidetar 6To PETAPOAGO.

H péon veppucn kaBopom tov yAvkomvppoviov kKopaivetol and 17,4 péypr 24,4 Atpa/opa. H gvepyn
COANVOPLOKT EKKPLoT CVUPGALEL 6T veEpKT aoBoin Tov yAvkorvppoviov. Ewg kot 20% g
TopEYOLLEVNG 6O0TG PpEdnie 6O OVPA WG APYIKO PAPLLOKO.

O1 GLYKEVTIPMOGELG TOV YAVKOTLPPOVIOD GTO TAAC LY LEIGONKOV KOTA TOAVPOSIKO TpOTo. O HECOC
TEAKOG ¥ pOVOG Nuicoelag {ong g amoPoing ftav oAl ueyoAvtepog uetd v gwomvon (33 €mg

57 dpeg) o€ ouyKplomn pe TNV evooPAEPia (6,2 dpeg) kot v amd oTopatog (2,8 dpeg) xopriynon. To
HOVTELO OTOBOANG VITOSMADVEL TOPATETAUEVT] TVEVLOVIKT] OITOPPOPT|OT) KUY LETAPOPH TOV
YAVKOTUPPOVIOV GTI GUGTNUATIKT KUKAOPOpPin 0TIG 24 MPEG 1 KoL TEPIOSOHTEPO UETA OO EIGTVON.

Dovpoikn poueraldvy

Metd and evoopAéPia xopnynon 6ong epadov N povpoikn HopeTaldvn £yt TEAKN amopdkpuvorn Tx
nepinov 4,5 opeg. Mia padioonUOGHEVT, OO GTOUATOG EICTVEOUEVT] 0OGT AEKKPIVETAL KVPIWOG GTA
kompava (74%) ko o€ pikpotepo Paduo ota ovpa (8%).
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AMnAemtdpdosic

H tovtdypovn yoprynon omd GTOUNTOG EICTVEOUEVOV VOUKATEPOANG, YAVKOTLPPOVIOL Kol (POVPOIKNG
popetaovne o cuvONKeg oTafEPOTOMUEVIC KATAGTOONG OEV EXNPEACE TI POPLLOKOKIVITIKT
0mOo10.60NTOTE OO TIC OPACTIKEG OLGIEC.

Ewwoi tAnbuopuol

Mia avéAivon dedopévav eappokokivnTikig tAndvcuov og acbeveic e dobua petd and iomvon|
Enerzair Breezhaler dev xotédei&e onpavtikn exiopoocn e nAKiag, Tov @O0V, TOL COUATIKOD
Bapoug, Tov KATVIGLOTOG, TOV EKTILMUEVOL pLOOD orelpapatikig dudnong (EGFR) kot tov FEV1
KOTO TO GNUEI0 avaQOpdg TN GLOTNUATIKT EKOEGT GTNV WWOAKATEPOAT], TO YAVKOTLPPOVIO 1 TNV
(POLPOIKT HopeTALOVN).

Aaobeveic ue veppixn dvolertovpyio

H enidpaon g veppikng duciettovpyiog oTny QOpUOKOKIVITIKTY TS VOUKATEPOANC, TOL
YAVKOTUPPOVIOL KO TNG POLPOTKNG LOHETAOVNG dev €xel a&loAoynbel o€ HELETEG PLEPOUEVES OTO
Enerzair Breezhaler. Xe pappokokivntikn avéivon tAn0vcpo, o eKTL®UEVOS pLOUOS CEWPOUATIKNAG
dmonong (eGFR) dev Ntav GTATIGTIKA GNUAVTIKY] GUUUETAPANTA Yo TN GLGTNUATIKY EKOEGT TG
WOUKATEPOANG, TOV YAVKOTLPPOVIOL Kol TNG POVPOIKNG LopeTaldvng LeTd amd Yoprynon Tov
Enerzair Breezhaler og acfeveig pe dobpo.

AbY® ™G TOAD YOUNANG GUUBOANG TG OVPOTONTIKNG 000D GTIV OAIKY OTOBOAT TNG VOUKOTEPOANG
KO TNG POVPOIKNG HOUETALOVIG OO TOV OPYOVICLO, Ol ETUTTMOELS TNG VEPPIKNG SUGAEITOVPYiNG 0T
ovoTNHOTIKY £kbeon Tovg dev Eyovv diepeuvnei (PAéne mapaypdpovg 4.2 ko 4.4).

H veppikn dvciertovpyia £xel OvTIKTUTO GTIV CUGTNUOTIKY £KOEGT] GTO YAVKOTLPPOVIO TOV
xopnyeitor og povobepomeio. Mia pétpa péon avénon otn cvvorlikn cvotuatiky Ek0eon (AUChst)
€mc kol 1,4 popég Exel mapatnpndel o€ AToO LLE NTTLOL KO LETPLO. VEPPIKT) OVETAPKELD KO £MC KoL
2,2 popég ae dtopa e cofapn veppikn SuGAEITOVPYin Kot TEAKOD oTadiov veppikr voco. Me Bdon
QOPUAKOKIVITIKY] aviAvon TANBus ol tov yAvkomuppoviov oe acbeveig pe dobua petd and
xoprynon Enerzair Breezhaler, n AUCo-24n av&nonke kotd 27% 1M peuwbnke katd 19% yio toug
acbeveic pe oamdoivto GFR 58 1 143 ml/min avtiotoiymg, cuykpitikd pe acevn pe amdivto GFR

93 ml/min. Mg Baon @appokokvntiky aviivcn TAnbucuod tov yAvkorvppoviov oe acbeveic pe
YPOVI0. OTTOPPUKTIKN TVELLLOVOTAOELDL e MITLaL Ko pETPLa. VEPPIkn dvuoiettovpyia (EGFR

>30 ml/min/1,73 m?), To YAUKOTVPPOVIO PTOPEL VaL YPNGLOTOIEITAL GT GUVIGTMOWEVT SOOT.

Aaobeveic ue nrortiky dvoertovpyio,

H emidpaon g nratikig SUGAEITOVPYING 6T POPUOUKOKIVITIKY TNG VOAKATEPOANG, TOV
YAVKOTUPPOVIOL KoL TG POVPOoikNG popetalovng dev &xel a&loloyndel oe dropa e Nratikng
dvohertovpyia petd and yoprynon tov Enerzair Breezhaler. Qotoco, éyovv die&oydel peréteg pe ta
GLOTOTIKG, VOAKATEPOAT KO POVPOIKN HopeTalovn o€ povobepaneio (PAéne Tapdypapo 4.2).

Ivdoxarepoin

AcBevelg pe N Kot PETPLo NIatiky SucAettovpyia dev mapovsiacav oyeTtkeés HETAPOAEG TS Cmax M
™¢ AUC g wdakatepdAng, oUTe SIEPEPE 1] GUVOEDST LLE TPOTEIVEG AVALLEG O GE OCDEVEIG LLE L. Kot
UETPLO NTTOTIKT] SOLVCAEITOLPYIN Kot TIG VY1l Opddeg EAEYyov. Agv TpaypoTomomOnkoy LeAETeg o€
ac0eveig pe coPapn nratiky SuveAELToLPYia.

Tororvppovio

Agv &rovv deaybel Khvicéc peréteg oe acbeveic ue nratikn dvsiertovpyia. To yAvkomvuppdvio
amoPdAleTor Kuplwg omd T GLGTNHOTIKY KUKAOPOpia LECH TNG VEPPIKNG amékkpione. H peimon tov
NTATIKOL PETAPOAMGHOD Tov YAvKomuppoviov dev Bewpeitotl 6Tt 00Nyl 6€ KAVIKA oMoyt adEnon
NG CLGTNUOTIKNG EkOEONC.
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Dovpoikn poueralovy

Mia perétn mov a&loddynoe T yoprynon povig siomvedpevng doong 400 meg gpovpoikng
popetalovng LEcm GLOKEVNG EloTvong ENpng okovng oe dropa pe fo. (N=4), pétpra (N=4) kat
ocofapn (N=4) nratikr dvciettovpyia eiye wg amotédeospa povo 1 1 2 dropa o€ k@b opdada vo
TOPOVGIACOVY AVLYVEVGIUEG GUYKEVIPMOELS POVPOIKNG LOUETALOVNG 6T0 TAGoua (Kupaivovtoy oo
50 £mwg 105 pcg/ml). Ot apatnPOVUEVES GUYKEVIPMGEL; 6TO TAAOHO PaiveTal OTL aEAVOLY LE T
coPapdtnTa TS NTATIKNG dvoAertovpyioag. 261000, ot aplfuol TV avivedoIU®V ETTEI®V (TO
KOT®TEPO Op1o avarlvong g mocotikoroinong firav 50 pcg/ml) Rrav Atyot.

AMot edikol winBvouoi

Agev mopatnpndnkay peiloveg dapopég otn cuvolikn cvotpatiky ékBeon (AUC) ya v
WOUKATEPOAT), TO YAVKOTLPPOVIO 1 TN Povpoikn popetalovn petald tov londvov Kot tov
Kovkdoiwv atopwv. Atatifevton avemopkr] QoprokokiviTiKa dedopéva yio GAAeS e0VIKOTNTEG 1)
oVAéc. H ouvolikn cvomuotikn £ékBeon (AUC) yia to yAvkomuppdvio pmopet vo, sivar péypt

1,8 popég vymAotepn o€ acBuaticong acbeveig pe younio copatiko Bapog (35 kg) kot émg 2,5 popég
vynAGTEPT o€ acbuaTikovg acheveig pe youniod copatikd fapog (35 kg) kot younid andivto GFR
(45 ml/min).

5.3 IIpoxhvikd dgdopéve yio TV ao@areia

Agv dtevepynOnkav peléteg o€ (O [E TO GLVOVOCLO VOOKATEPOANG, YAVKOTLUPPOVIOL Kol POVPOTKNG
popetalovne. Ot un kKhvikéc agloloynoelg kdbe povobepameiog Kot TV TPoidVTOY GLUVIVAGHOD
WOUKATEPOAN G/ LopeTaloVNG KoL VOAKOTEPOAN G/ YAVKOTUPPOVIOL TaPOoLCIAoVTaL TOPUKATM:

vdaxatepdin

ZTIC EMOPAGELS GTO KAPILOYYELOKO GOGTNUO TOV UTOPOVV va, arrod0Bohv GTIC B2-0yOVIGTIKEG
O1OTNTES TNG WVOAKOTEPOANG GUUTEPIAAUPAVOTAV 1) TOXLKOPOLN, Ol appLOLIES KOl 01 LLOKOPILOKEG
aALOIDOELS 0TO oKVAO. Hrtlo evepebiototTa TG PIviKng KOIAOTNTOG KO TOV APUYYQ dLOTIeTOONKE
G€ TPOKTIKA.

Melétec YovoToEkOTnTag OEV AmOKAALYOV LETAAAAEIOYOVO 1) KAUGTOYOVO dPAoT).

H xapkivoyéveon extipuninke o pio PeA€Tn S14pKENG dVO ETMV E 0POLPIoLE KaOMC Kal 6€ pia
peré 01dpketog €61 UNVAaV pe S1oyovidloKovg Toviikovg. AvEnuéveg emnTdoelg kaionovg
AELOUVOUOTOC TNES MOONKTG KOl EGTIOKNG VIEPTAAGING TOL AEIOV HVOG TG MOONKNG GTOVG APOVPAIONG
NTOV GE GLUP®VIO PLE TAPOHOL0 EVPTLLATA TOV OVOPEPOVTAL Y10t AAAOVG P2-adpeEVEPYIKOVS Oy OVIGTEG.
Agv dametddnKay oToryeio KOpKIVoyEVEGNG GTOVG TOVTIKOVG.

Ola avtd To evppOTO TOPATNPNONKOY GE EKBECELG EMOPKOVG TEPIGOELNG OE GYEOT LE EKEIVEG TTOV
AVOLEVOVTOL GTOVG OVOPOTOVG,.

Metd v vTodopla Yop1YNON O€ LEAETN LLE KOVVEALD Ol OVETIBVUNTEG EVEPYELEG TNG VOUKATEPOANG
OGOV aPOPA TNV EYKLUOGUVT Kal TNV EUPPLIKT avartuén uropodoay va topatnpndodv uoévo oe
d6ce1c 500 popég peyardTepeg amd Tig dOGELG TOV EMTELYONKAV HETA TNV NUepNola eiomvor] 150 mcg
otovg avBpmmovg (pe Baon v AUCo-241).

[Moapdro mov 1 daKATEPOAN JEV EANPENGE TNV YEVIKT OVOTOPOYOYIKT] 0TO000T) GE LEAETN
yoviuotrag apovpainy, pio peioon otov aptBpud eykvmv F1 aroyovov mapatnpnidnke oty perém
TEPL-KOL PETO-YEVVITIKNG AvATTLENG TV apovpainv og Ekbeon 14 popég vymAadtepn amnd v ékbeon
6Tovg avBpmmovg Tov AapBdvouy wdakatepoAn. H wdakotepoin dev Ntav eufpvotosikn 1
TEPATOYOVOG GTOVG ALpoVPAiong 1] TO KOUVEALD.
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Mwkonvppdvio

ZT1C ovemBOUNTEG EVEPYEIEG TTOL OOSIOOVTOL GTIC WOLOTNTEG TOV YAVKOTVPPOVIOU MG AVTAY®OVIGTH TOL
LOVGKAPIVIKOD VITOSOYEN GUUTEPIAAUPAVOVTAL 1] L0 £MG LETPLY. ADENGT) TNG KAPOLOKTG GUYVOTITOG
G€ GKOAOVC, 1 BOAEPOTNTO TOL PUKOV GE APOVPAIOVG KO 01 VUCTPEYILEG METAPOALC OV oyeTilovVTaL
LE LEIMUEVES OOEVIKES EKKPIGELC GE apovpaiovg Kot okvAoVG. ‘Hrio gugpediototta 1 petaforég
TPOCUPLLOYNG GTIV AVOTVEVGTIKT 000 Tapatnpridnkay og apovpaiovg. Ola avtd To gvpriLoTo
TOPOVCLACTNKAY G EKOEGELG EMOPKDG PEYUIADTEPES O EKEIVEG TOV AvaUEVOVTOL GTOV AvOpwTO.

Melétec YovoToEIKOTNTAG OEV OmOKAALYOY LETAAAAELIOYOVO 1) KAOGTOYOVO dpAcm Yid TO
YAVKOTVUPPOVIO. MeAETES KAPKIVOYEVEDTG GE SLOYOVIOLOKE TOVTIKIO LE atd GTOUOTOG XOPT YO KOl GE
apoVPOIoVE LLE YOPTYNOT 014 E16TVONG OEV KATEDEIEAY KOUPKIVOYEVEDT).

To yAvkomuppdvio dev lye TEPATOYOVO dPACT) GE APOVPAIONS 1) GE KOUVEMA LETE TN YOop1 YoM d1dt
glonvong. To yAvkomuppovio kot ot petafforiteg Tov, dEV SOMEPAGOYV GTUOVTIKE TO PPOAYUO TOV
TAOKOOVTO GE TOVTIKIOL, KOUVEALD KOl GKOAOLG G€ KOTAGTAOT €YKLUOoUVNG. Ta dnpocievpéva
dedopéva Yo 10 YAUKOTUPPOVIO G€ (M0 SEV VITOSNADVOLV KOVEVH TPOBATLLOL CVOTTOPOY YTKNG
to&wdmrag. H yovipdmmra kot 1 TpoyevvnTikng Kot LETAyEVVNTIKY ovamTuén dev ennpedotnKay o
apovpaiove.

Dovpoikn pouetoldvn

Oleg o1 mopatnpovpeVeG EMOPAGELG £V TUTIKES Y100 TNV KATIYOPio. GKEVAGUATOV
YAVKOKOPTIKOEW OV Kol GYETILOVTOL LLE TN LEYIOTOTOINGT) TOV ENMTOCEDV TV YAVKOKOPTIKOEIOMV.

H @ovpoikr| popetalovn dev £deiée yovoto&ikn dpactnplotnta o Kablepopévn oelpd e&etdoemy in
Vitro ko in vivo.

Xe HELETEC KOPKIVOYEVEDTG GE TOVTIKIN KOl 0lPOLPOIOVE 1] EIGTVEOUEVT] POVPOIKT HopeTalovn dev
EUPAVICE GTATICTIKA GNULOVTIKN aOENGT TNV ENINTOCT TOV GYKWV.

Onog Kot GALN YAVKOKOPTIKOEIDN 1) POLPOIKT| LOUETALOVN EIVOL TEPATOYOVOC GTO TPOKTIKG KO TO
Kouvéla. Ot emdpdoelg mov mapatnprOnKay NTav OPEAAOKNAT GTOLS APOVPAIOVS, VITEPMIOCYICTIO
GTO TOVTIKLOL KO 0YEVEGTO YOANOOYOV KVGTNG, OUPOAOKNAT KOl TUPOUOPPDCT] TMV UTPOCTIVOV
ooV ot Kovvélo. Emiong, vanpyav Hedoelg otny avénon copatikod fapovg tng UnTtépag,
EMOPACELS GTNV EUPPLIKT avATTLEN (YOUNAOTEPO EUPPLIKO copaTikd Bapoc Kavn kabvatépnon e
0GTEOTOINGTC) GTOVE APOLPOIOVE, TOL KOLVEALDL KOIL TO, TTOVTIKLO KOl LEIMUEVT eMPiwon amoydvav ota
TOVTIKIOL X€ HEAETEG OVATTOPOYWYTIKNG AEtTovpyiag, 1 vIodopio ovpoikn popetalovn ota 15 meg/kg
TOPETEVE TV KOT|ON KoL Tapatnpridnke dSuokolio 6Tov TOKETO e peimon TG emiPinong Tov
ATOYOV®V Kol TOV GCORATIKOD BApoug.

2VVOVOOUOS VOOKOTEPOANC KOl YAVKOTUPPOVIOL

Ta gvppato Katd T S1GPKELN U1 KAVIKOV LEAETMV Y10l TNV OGQAAELD TNG
WOUKATEPOANG/YAVKOTUPPOVIOD TOPOVCINGOV GUVETELY. LLE TIG YVMOTEG QOPLUKOAOYIKEG EMOPACELG
TOV GUGTATIK®V PLOVODEPUTEING [LE VOUKATEPOAT] 1] YAVKOTLPPOVIO.

H enidpaon oty Kapdiok cuxvotnTa yio v vdakatepOAn/yAvkomuppovio nrav avénuévn oe
uéyebog Kot dLIPKELD, O CUYKPIOT LE TIG LETOPOAES TOV TapatnPONKaY Y10 KAOE GLOTATIKO
povofepaneiog LELOVOUEV.

H ghdttmon tov Hesod1ootUdToy Tov NAEKTPOKOPO10YPAPTLOTOG KOt 1) LEWUEVT] GUGTOAIKT Kot
dlaotohkT aptnplokt tieon Ntav eniong eppoaveis. H wdakatepdin yopnyovuevn mg povobepameio
G€ GKDAOVC 1] GE GUVOVAGUO VOUKATEPOANG/YAVKOTVPPOVIOV GLGYETICTNKE e TAPOUOLN ETIMTOO
HooKapdK®V BAafdv.
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2VVOVOGUOC VO OKOTEPOANC KO @OVPOIKNAC topeTaldvne

Ta evppato ot didpkela Tov 13 gfdopddmv LEleT®V TOEIKOTNTOG KATA TV EIGTVOT| amodo0mKay
KT KOHPLO AOYO GTO GLOTATIKO POVPOTKNG HOUETACOVNG KOL HTOV TUTIKEG (POPLUAUKOAOYIKEG EMOPACELG
TV YAUKOoKoPTIKOEW®V. O avénuévol kapdiokoi pubuoi Tov cueyetilovtay Pe TNV WWOUKATEPOAT
NTOV TPOPOVEIS GTOVG GKVAOVG LETA T YOPNYNOT WWOOKATEPOANG POVPOIKTG LopETOLOVNG N
woakaTeEPOANG o€ povobepameio.

6. OAPMAKEYTIKEY IAHPO®OPIEX
6.1 Koatdroyog ekdoywv

IIepeyduevo Tov KooKion

Aoxtoln povobidpikn
Maoayvnclo oteatikd

IepifAnuo tov Koyakiov

YrpopeAholin
Melavt eKTOTOONG

6.2 AocvppatoTnreg

Agv gpappoletor.

6.3 Awapkero Conig

30 pnveg.

6.4 Iowitepeg mpo@urdsels kKatd ™ @OAUEN TOV TPOIOVTOG

DvLaooeTe GTNV 0PYIKT CLOKELOGIN Y10 VO TPOGTATEDETOL OO TO MG KO TNV VYPOGia.
To pappoxevticd avtd Tpoidv dev amartel Waitepeg ovvONKes Beppokpaciog yio TNV GUAAEY TOL.

6.5 ®von Km GVGTATIKA TOV TEPLEKTY

To o1éleyog Kol TO IO TNG GUCKEVNG EIGTVOTG KOTAOKEVALOVTOL ad AKPLAOVITPIKO BOVTASIEVIKO
oTLPEVIO, T TANKTPO eEMONONG KatackevalovTal amd pHeBuAikd peBakpLAKO aKPLAOVITPIKO
Boutadieviko otupévio. Ot Peldveg kot Ta eAaTPLO KOTOOKELALOVTOL 0O avoEED®TO YoAvPa.
Adtpnm koyén povadag 60ong amd PA/AIU/PVC — Alu. Kdébe kuyédn nepiéyet 10 ordnpd Koydkia.
Movn ovckevacio wov mepiEyet 10 X 1, 30 X 1 7190 X 1 oxAnpd kaydkia, pali pe 1 cuokevn| e16Tvong.
Yvokevaoio mov tepiEyel 30 X 1 oxAnpd koydio, pali pe 1 cuokevn gilomvong kot 1 axeOntipo.
[ToAvovokevooieg mov epiéyovy 150 (15 ovokevaocieg tov 10 X 1) oxdnpd koydxia kot 15 cuokevég

E1GTTVONG.

Mmopei vo unv KukAopopoOv OAEG Ol GUGKEVAGIEG.
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6.6 Idwaitepeg TPoQLAAEEIS amOpPLYNS KO AALOG (EIPLOUOG

®o TPEMEL VAL YPTCLOTOIEITAL 1] GUGKELT EICTVOTNG TOL TTapEYETAL Le KAOe vEéa cuvtayn. H cuokeun
€10TVONG G€ KADE GVOKEVOGIN TPETEL VO, ATOPPITTETAL OPOTOL £YOVV YPNCLoTonOel Olo T KoK

TG GLOKEVUGING.

Kd&Be aypnoylomointo eopuokevTiko Tpoiov 1 DITOAEYLL TPETEL VO, ATOPPITTETOL GOUPMVOL UE TI
KOTE TOTOLVG 10(VOVGESG OYETIKEG S10TAEEIC.

Odnyiec ypNone Kot YEPLGLOD

AwBdote Tig TAfpelg Odnyieg Xpiong mpwv va ypnoyononicete to Enerzair Breezhaler.

=
e

Ewayere

Brpo lo:
AQa1péoTE TO TONA

Tpomote kK
apoTE

Brjpo 2a:

Tpomote TO KOWYAKLO
pia gopa

Kpoamote ™ cvokeon

glomvong o€ Opbio Béom.

Tpumfote 0 KOWaKLO
méCovtag otabepd to
V0 TAELPIKA TANKTPOL
GLYYPOVAC.
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Ewnveiote fadrd

Brpa 3o
Exnvevote evieh®g
Mn guoniéete 610
EMOTOLIO.

E)réyEre 6T TO
KOWYAaKLo givon Gog1o

EAéyEre 6T TO KOWYAKLO
gival aoso

Avoi&te T cvokev
EIOTVONG Y10l VoL deite Qv
€xel amopeivel ooV KOVIg
GTO KOWAKLO.

Edv éyel amopeivel kdvig

GTO KOWYAKLO:

o Kleiote ) cvokevn
ELOTVONG.

o EmavoAdfete ta fripata
3a émg 306.




Brpo 1f:
Avoi&te T cvoKEL
ELOTTVONNG

N

Brpa ly:

AQuIpéoTE TO KOWYaKLO
Aopapéote pio omd Tig
KOWELEG amd TNV KAPTAL
KOYEADV.

AmokoAAnote TV
TPOCTOTEVTIKY EMEVOLON
KOl 0QOPECTE TO
KodKlo.

Mn crpayveTe 10
KOWAKLO LEGH TOV QUALOV
aAovuviov.

Mnv katomivete T0

KOYaKLo.

Oa TPENEL VO KOVOETE
éva 00pvPo kabog
SLOTPLTATOL TO KOWYAKIO.
Tpumote to Kawdkio

uévo pio eopd.

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

Elonvevote 10 @appoko
padia

Kpatiote T cvokeun
EI0TVONG, OGS PoiveTon
oTNV edval.
TomoBeote TO
EMGTOLIO GTO GTOLO GOLG
Kot KAgloTE OPLYTA TOL
YEIAN o0g YOP® TOV.
Mnv mélete 10 TALLPIKE.
TAKTPO..

Ewonvedote ypiyopa Kot
660 PBabud pmopeite.
Kabng eionvéete Oa
axovte €va B6pufo
otpofilopod. Mmopei
va owcBavOeite ™ yevon
TOL EAPUAKOL KOODG
ELOTVEETE.

Brpa 3y:

Kpatiote v avemvor]
Kpoamote v avamvon
o0G Yo 5 dgvTepOAETTAL.

Brua 36:

ZEemAOVETE TO OoTONA
EemAOVETE TO OTOL GOG
pe vepod PETd omd Kabe
d6on Kot TOCTE TO.

a3

Kévig mov
0mTopéveL

a

Adcro

AQ@upéoTe TO AOEL0
KOWYaKio
TomoBeotE TO AdEL0
KOWEKLO GTOL OIKLOKEL
amoppippata.
K\eiote ) ovokev)
EI0TVONG KoL
enavaTomoeToTE TO
O




Bnua 16:
Eloayete To KOwdkio
Mnv tomobfeteite mot€ Eva

Koydkio angvbeiog oto
EMOTOLIO.

Brjua le:
Keiote T cvokev)
ELGTIVONG
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Inpoavrikéc [Iinpogopieg
o Ta koydxio Enerzair
Breezhaler npénet
mAvToTE VO PLUAGCGOVTOL
GTNV KLYEAN KOl Vo
agapodvtor povo
aUECMG TPV Ao ™
xpfion.
Mnv onpdyveTE TO
KOWAKLO LEGD TOV
@POALOL oAoLLLVIOL Y0l
VoL TO aQaLPECETE AT
TNV KOWEAT.
Mnv xatamivete To
KOWYOKLO.
Mn ypnoiomoteite
Koyakio Enerzair
Breezhaler pe
omolodmote GAAN
GUOKELT ELGTVOT|G.
Mn ypnoiomoteite
GUGKELT EIGTVONG
Enerzair Breezhaler yio
VO TAPETE OTOLOONTOTE
GA\o @appako og
KOWYOKLO.
Mnv tomobfeteite moté
€va, KayaKio amevdeiog
GTO GTONO GOG 1] GTO
EMOTOLIO TNG GLGKELVNG
EL0TTVONG.
Mnyv mélete T0 TAELPIKA
TAMKTPA Y10
TEPLGGOTEPES OO piat
POpEC.
Mnv puonéete 6To
EMOTONO.
Mnyv mélete T0 TAELPIKA
TNKTPA KOODG
EIOTVEETE ATO TO
EMOTONO.
Mnv yepileote ta
KOWYOKLOL LLE VYPA XEPLOL.
[oté unv miévete ™m
GUGKELT ELGTVONG LE
vepo.




H ovokevaoia cag Enerzair Breezhaler Inhaler

TEPLEXEL:

e  Mia cvokevn sionvong Enerzair Breezhaler

e Mia 1 meplocdtepeg KOYELEG, 010V 1) Kabepio
nepéyet 10 kaydiio Enerzair Breezhaler mpog
YPOT OTI CLUGKEVY| EIGTVONG

O6naptog Emotomo

Todpa

TThevpikd
TANKTPOL:

Baon

Kapra xoyerdv

Baon ovokeviig 16mvoilg
ZVUOKEVT E16TVOTIG

Toviifeig Epotijosig

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

To koydKio gvdgyetol va
€xel KOAMNGEL 6T0 OGALO
Tov kayokiov. Eav coppel
oVTO YOAUPDOTE
TPOGEKTIKA TO KON AKLO
YTOTOVTOG amaAd T Pdon
NG GLGKELNG ELGTVONG.
Eiwonvevote Eava to
PApLLOKO
emavoiopfavovtag ta
ppata 3o g 39.

Tuvva KGvo gav e
ATONEIVEL KOVIG 6TO
KOYaKio;

Agev €xete MPel apkeTod
0o TO PAPLOKO COG.
K\eiote ™) cvokevn
ELOTVONG KoL ETOVOAGPETE
Ta frpoto 3o €mg 39.

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

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

PappoKo.

Aw60avOnkoe pukpa
Tepdyo Tave ot

YAO G600 pov — £YEL
onpacio avTo;

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

KaBapropog g
GUOKELNG EGTVONS
YKOVTHOTE TO EMGTOMUIO
péoa Ko Em pe éva
kaBopd, 6TEYVO TV YOPIg
xvobvdia, doTe va
aQopécete ooV
KOTAAOLTO, KOVEMG.
Awatnpeite ™ cvokevn
glomvong oteyvn. [loté unv
TAEVETE T1] GLOKELN
ELOTTVONG LLE VEPO.

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

INo Aemtopepeic 0dNyieg GYETIKA LLE TV (PTON TOL UGONTNPA Kot TNG EPAPROYNS, PAETE Tic Odnyieg

Xpfong oL TOPEYOVTAL GTHY GUGKEVOGIN TOV ceONTAPA Kol GTIV EPOPUOYT.

24




1. KATOXOX THX AAEIAY KYKAO®OPIAX
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Iphavdia

8. APIOMOX(OI) AAEIAY. KYKAO®OPIAX

EU/1/20/1438/001-005

9. HMEPOMHNIA IIPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

03 IovAiov 2020

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

AgnTopepeic TANPOPOPIES Y10t TO TAPOV POPHOKEVTIKO TPOIOV £ivol S10OEGIEG GTOV SIKTVOKO TOTO
oV Evpondikod Opyavicpov dopudkov: http://www.ema.europa.eu.
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IHAPAPTHMA |1

HNAPAXKEYAXTEX YIIEYOYNOI I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

OPOI'H NEPIOPIXMOI ZXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI ATAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H HEPIOPIXMOI ZXETIKA ME THN AX®PAAH KAI

AIIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A.  THAPAXKEYAXTEX YIIEYOYNOI I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN

‘Ovopo kot 51evfuven TOV TOPOCKELOSTMV TOV £lvol VITELOVYVOL Y10 TNV ATOOECUEVCT] TV TOPTIOWV

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Ionmavia

Novartis Pharma GmbH
Roonstralie 25

D-90429 Niirnberg
I'eppavia

270 £VTLTTO PUAAO 0ONYIDV XPTIONG TOL POPHOKEVTIKOD TPOIOVTOG TPETEL VO OVOY PAPETOL TO OVOLLOL
KoL 1 91eVOLVOT) TOV TOPUCKEVAGTY| TOV ivol LITEVHVVOG Y10 TNV OTTOOEGEVLON TG GYETIKNG TAPTISAC,

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

DopprokevTikd TPOIOV Y1t T0 OTOI0 ATALTEITOL WTPIKT) GLVTAYN.

I'' AAAOI OPOI KAI AITAITHXEIX THX AAEIAX KYKAO®OPIAX
. Ex0¢oe1c meprodikng mapakorovdnong g asearerag (PSURS)

Ot anautoelg yio v vroPoin twv PSURS yio to ev Adym @appokeuticd mpoiov opifovtot
GTOV KATAAOYO LE TIC Nuepounvieg avapopdg g Evoong (katdhoyog EURD) mov mapatiBeton
otV Topdypapo 7, Tov dpBpov 107y, tng oonyiag 2001/83/EK kot kdbe emaxdlovdng
EMKOPOTOINONG OMMG ONUOGIEVETAL GTIV EVPOTOIKT] SIKTVAKT] TTOAT Y10l TOL PAPLLOICAL.

O Kdrroyog Adeag Kukhopopiag (KAK) o vropdirer v mpm PSUR Yo 10 Tpoidv péca oe
6 unveg amod TV ykpiom.

A. OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEEMATIKH
XPHIH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyédro dwaygipiong kivdvvov (ZAK)

O Kadrroyog Adetag Kukhopopioag (KAK) Ba dieEaydyet Tig amattodEVEG OPACTNPLOTTEG KoL
TOPEUPACEIS POPLLOKOETOYPOTVNONG 0TS TapovctdlovTol 61o cupupmvndéy ZAK mov
napovctaletor oty evotnta 1.8.2 g adeiag KuKAOQOPIing Kol 0ToEGONTOTE EMAKOAOVOEG
gykekpuéveg avabempnoelg tov ZAK.

‘Eva emikarponomuévo ZAK B wpémet va kototedet:

. Metd amd aitmpo Tov Evponaikod Opyaviopod Oapudkmy,

. OnotedNmOoTE TPOTOTOLEITOL TO GVOTNLLA SLAYEIPIONG KIVODVOL, E101KE MG OTOTEAEGLLA AYNG
VEOV TANPOPOPIDOV TOV LITOPOVV VO ETUPEPOVY CTIUAVTIKT OAANYT OTI GY£0T) 0PEAOVG-KIVOUVOL
M ©G ATOTELEG LA TNG EMITEVENG EVOG GTLOVTIKOD OPOCTILLOV (QPOPHOKOETOYPOTVION 1
eAa1oTOMO N oM KIVdOVOD).
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IHAPAPTHMA Il1

EIMIEXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXZH
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOX IEPIEKTHX I'TA XYXKEYAXIA MONAAQN

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enerzair Breezhaler 114 ppoypopupdpio/46 pikpoypoppdpta/136 pukpoypopdpto KOvig yio e16mvon
(oxAnpd Koydxio)
wdakatepOAn/yAvkorvppdvio/povpoikn pouetalovn

| 2. LYNOEZIH IE APAXTIKH(EX) OYEIA(EL)

Kabe mapeydpevn 60om nepiéyet 114 pikpoypoppdpio woakatepoing (og o&ikn), 46 pucpoypoppdapio
yAvkomvppoviov (16odbvapo pe 58 pikpoypoppdpio Bpopiovyov yAvkorvppoviov) Kot
136 pikpoypappdpio eovpoikng pLopetaldovng.

3. KATAAOI'OX EKAOXQN

Emiong, mepiéyel Aaxtdlin ko poyvioto oteatikd. BAETe pUALO 0dNy10V ¥pNoNG Y10 TEPOLTEP®
TANPOPOpPIEC.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovig ya eionvon| (okAnpd konydkio)

10 x 1 xoydkio + 1 GuoKen EI6TVONG
30 x 1 konydxia + 1 cuokevun E10TVONG
90 x 1 koyakio + 1 cuoKeLT EIGTVONG

‘ 5. TPOITIOX KAT OAOX(OI) XOPHI'HXHX

Awpdote To PUALO 0INYIDV ¥PNONG TPV OO TN XPTOT.

[Ipog xpriom LOVO UE T GLOKELT| EIGTVONG TOV TOPEYETAL GTI| GUCKELAGIAL.
Mnyv kartamivete To KOyaKioL.

Xpnon o1 16TVoNC

Ogpamneio yio 90 nuépeg.

‘Ieprhappdvetor kwduog QR’
YKOVAPETE Y10, TEPLOCOTEPEG TANPOPOPiEG N EmioKePTEiTe: WWW.breezhaler-asthma.eu/enerzair

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

No puldooetar o€ 0€om, tnv omoia dev PAETOLY Kot dev Tpoceyyilov Ta Tatdid.
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‘ 7. AAAH(EY) ETIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHZHX

EXP
H ovokevn eionvong KaBe cuokevaciog Tpénetl va anoppinteton apdTov xovv ypnoytoromel 6la ta
KOWAKLO TG CUOKEVOGIOG.

9. EIAIKEYX YYNOHKEYX ®YAAZEHX

DvLaooeTe GTNV 0PYIKT CLOKEVOGIN Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPAGIQ.

10. TAIAITEPEX IIPO®YAAEEIX I'IA THN ATIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®PAPMAKEYTIKQN I[MTPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY ITPOEPXONTAI AITIO AYTA, E@OOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIGMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/20/1438/001 10 X 1 koyaxio + 1 GLoKELT E1GTVONG
EU/1/20/1438/002 30 x 1 koyakio + 1 cuokevn E16TVONG
EU/1/20/1438/004 90 x 1 kayakio + 1 cuokewvn El6TVONG

13. APIOMOZX ITAPTIAAX

Lot

’ 14, TENIKHKATATAZH I'A TH ATAGEXH

’ 15. OAHT'IEX XPHXHX

‘ 16. TMAHPO®OPIEX XE BRAILLE

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

A166166T0TOG YPOUULOTOS KOdKaS (2D) mov pépel Tov TEPIMNPOEVTU LOVASTIKO aVayVOPIGTIKO KWOTKO.

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

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

EZQTEPIKOX XAPTINOX IEPIEKTHX I'TA XYXKEYAXIA MONAAQN T1IOY INIEPIEXEI
AIXOHTHPA

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enerzair Breezhaler 114 ppoypopupdpio/46 pikpoypoppdpta/136 pukpoypopdpto KOvig yio e16mvon
(oxAnpd Koydxio)
wdakoatepOAn/yAvkomvppdvio/povpoikn pouetalovn

| 2. LYNOEZIH IE APAXTIKH(EX) OYEIA(EL)

Kabe mapeydpevn d0om nepiéyet 114 pikpoypoppdpio woakatepoing (og o&ikn), 46 pucpoypoppdapio
yAvkomvppoviov (16odbvapo pe 58 pikpoypoppdpio Bpopiovyov yAvkorvppoviov) Kot
136 pikpoypappdpio eovpoikng pLopetaldovng.

3. KATAAOI'OX EKAOXQN

Emiong, mepiéyel Aaxtdlin ko poyviolo oteatikd. BAETE pUALO 0dNy1DV ¥pNoNG Y10 TEPAITEP®
TANPOPOpPIEC.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovig ya eionvon| (okAnpd konydkio)

30 x 1 xoydxwo + 1 cvokevn gionvong + 1 aicOnpog

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awpdote To PUALO 0ONYIDV YpIoNG TPV AT TN YPNON.

[Ipog xpriom HOVO LE T GLOKELY] EIGTVONG TTOV TOPEYETAL GTI GUGKEVAGIL.
Mnv kotomivete To KooK,

Xpnon 514 elomvong

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

Noa puAdcoetal g B¢, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta, Tad1d.

7. AAAH(EZX) EIAIKH(EZ) TPOEIAONIOTHEH(EIX), EAN EINAI AIIAPAITHTH(EX)
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8. HMEPOMHNIA AHZHX

EXP
H cvokeun eilomvong kKdbe Guckevaciog TPEmeL va amoppinTeTol apdTon £Yovv ypnotponomdei Oha ta
KOWAKLO TG CVOKEVOGIOG.

9. EIAIKEYX YYNOHKEYX ®DYAAZEHX

DvLdooeTe GTNV OPYIKT CLOKELOGIN Y10, VO TPOGTATEVETOL OTO TO MG KOL TNV VYPAGIQ.

10. IAIAITEPEX ITIPO®YAAEZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITIOY ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIGMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/20/1438/003 30 x 1 xonyakia + 1 cuokevn elomvong + 1 aicbnmpog

13. APIGMOX [TAPTIAAX

Lot

’ 14, TENIKH KATATAZH I'A TH ATAGEXH

‘ 15. OAHTI'IEX XPHXHX

|16, IAHPO®OPIEX XE BRAILLE

Enerzair Breezhaler

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

A166166T0TOC YPOUULOTOS KOdKAS (2D) mov pépel Tov TEPIMNPOEVTA LOVASTIKO aVayVOPIGTIKO KWOOTKO.
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18.

MONAAIKOX ANAT'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITO

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

ENATAMEXOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN TIOY IEPIEXEI
AIXOHTHPA

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enerzair Breezhaler 114 ppoypopupdpio/46 pikpoypoppdpta/136 pukpoypoppdpto KOvig yio e16mvon
(oxAnpd Koydxio)
wdakoatepOAn/yAvkomvppdvio/povpoikn pouetalovn

| 2. LYNOEZIH IE APAXTIKH(EX) OYEIA(EL)

Kabe mapeydpevn d0om nepiéyet 114 pikpoypoppdpio woakatepoing (og o&ikn), 46 pucpoypoppdapio
yAvkomvppoviov (16odbvapo pe 58 pikpoypoppdpio Bpopiovyov yAvkorvppoviov) Kot
136 pikpoypappdpio eovpoikng pLopetaldovng.

3. KATAAOI'OX EKAOXQN

Emiong, mepiéyel Aaxtdlin ko poyvioto oteatikd. BAETe pUALO 0dNy10V ¥pNoNG Y10 TEPOLTEP®
TANPOPOpPIEC.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovig yua siomvon| (okAnpd kanydkio)

30 x 1 xoydxio + 1 cuokevn| E1GTVONG

‘ 5. TPOITIOX KAT OAOX(OI) XOPHI'HXHX

AwPdote To QUALO 0ONYIDOV ¥PNONG TPV OO TN XPNOM.

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

Xpnion 016 e16mvong

‘Tleproppaveton kwdikog QR’
TKAVAPETE Y10, TEPLGCOTEPES TANPOPOPiES N emicKePTeite: WWW.breezhaler-asthma.eu/enerzair

6. EIAIKH IIPOEIAOIIOIHXH XYM ®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAETIOYN KAI
AEN ITPOXEITIZOYN TA NIAIAIA

Noa purdcoetal g B¢, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta, Tad1d.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOTHXH(EIX), EAN EINAI AIIAPAITHTH(EYX)
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8. HMEPOMHNIA AHZHX

EXP
H cvokeun eiomvong Kabe GueKeELOGING TPETEL VO OOPPITTETOL POTOV EYOVV YpNoLponom el Oha T
KOWAKLO TG CVOKEVOGIOG.

9. EIAIKEYX YYNOHKEYX ®DYAAZEHX

DvLdooeTe GTNV OPYIKT CLOKELOGIN Y10, VO TPOGTATEVETOL OTO TO MG KOL TNV VYPAGIQ.

10. IAIAITEPEX ITIPO®YAAEZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITIOY ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIGMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/20/1438/003 30 x 1 xonyakia + 1 cuokevn elomvong + 1 aicbnmpog

13. APIGMOX [TAPTIAAX

Lot

’ 14, TENIKH KATATAZH I'A TH ATAGEXH

‘ 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX IE BRAILLE

Enerzair Breezhaler

17. MONAAIKOXZ ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAYX (2D)

18. MONAAIKOZXZ ANAT'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXEIMA AIIO
TON ANOPQIIO
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOXZ IIEPIEKTHX IIOAYXYXKEYAXIAX
(XYMIIEPIAAMBANETAI TO BLUE BOX)

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enerzair Breezhaler 114 picpoypoupdpia/46 pikpoypoppndptof/136 pikpoypappdpio KOVIC yio e16Tvon
(oxAnpd Koydxio)
woakatePOAN/YAVKOTLPPOVIO/POVPOTKY HopeTalovN

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

Kabe mopeyopevn 60om nepiéyet 114 pikpoypoppdpia wdakatepoing (og o&wkn), 46 pikpoypoppdapio,
yAvkomvppoviov (16odHvapo pe 58 pikpoypoppdplo Bpopiovyov yAvkorvppoviov) Kot
136 pikpoypappdpio ovpoikng popetaldvig.

3. KATAAOI'OX EKAOXQN

Eniong, mepiéyet Aoxtdln Kot poyvioto oteatikd. BAEme @OALO 0dny10v ¥p1ong Y10 TEPUITEP®
TANPOQPOPIES.

4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Kévig yuo eionvon| (6kAnpo konydkio)

IToAvovokevooia: 150 (15 cvokevaoieg tov 10 X 1) kaydkia + 15 cvuokevég elomvong

’ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Awpdote To PUALO 0ONYIDY ¥PNONG TPV ATd TN XPTION.

[Ipog xpriom LOVO UE T GLOKELT| EIGTVONG TOV TOPEYETAL GTI| GUCKELAGIL.
Mnv kartamivete To KOyaKioL.

Xpnion 016 e16mvong

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

No puAdocetar og Béom, v omoia dev BAEmoVV Kot dgv Tpoceyyifovy T Toudid.

7. AAAH(EY) ETIAIKH(EY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI ATTIAPAITHTH(EYX)
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8. HMEPOMHNIA AHZHX

EXP
H cvokeun eiomvong Kabe GueKeELOGING TPETEL VO OOPPITTETOL POTOV EYOVV YpNoLponom el Oha T
KOWAKLO TG CVOKEVOGIOG.

9. EIAIKEYX YYNOHKEYX ®DYAAZEHX

DvLdooeTe GTNV OPYIKT CUGKELUGIN Y10, VO TPOSTATEDETUL OO TO MG KOl TNV VYPAGIaL.

10. IAIAITEPEX ITIPO®YAAEZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITIOY ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIGMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/20/1438/005 150 (15 ocvokevacieg twv 10 X 1) kaydkio + 15 cvokevég e16mvong

13. APIGMOX [TAPTIAAX

Lot

’ 14, TENIKH KATATAZH I'A TH ATAGEXH

‘ 15. OAHTI'IEX XPHXHX

|16, IAHPO®OPIEX XE BRAILLE

Enerzair Breezhaler

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

A166166T0TOC YPOUULOTOS KOdKAS (2D) mov pépel Tov TEPIMNPOEVTA LOVASIKO OVayVOPITTIKO KMOTKO.
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18.

MONAAIKOX ANAT'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITO

PC
SN
NN

40




ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENAIAMEXOX XAPTINOX NEPIEKTHE TIOAYXYXKEYAXIAY (XQPIX BLUE BOX)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enerzair Breezhaler 114 pkpoypoupdpia/46 pikpoypoppndptof/136 pikpoypoappdpio KOVIG yio e16Tvon
(oxANnpa Konydicior)
wdakatepOAn/yAvkomvppdvio/povpoikn pouetalovn

| 2. IYNOEXIH IE APAXTIKH(EX) OYZIA(EX)

KdébOe napeyduevn doon nepiéyetl 114 pcpoypoppdpio vdakatepoing (og o&ikn), 46 pikpoypopupdapio
yAvkomvppoviov (16odHvapo pe 58 pikpoypoppdplo Bpopiovyov yAvkorvppoviov) Kot
136 pikpoypappdpio ovpoikng popetaldvig.

3. KATAAOI'OX EKAOXQN

Eniong, mepiéyet doxtdln kot poyvioto oteatikd. BAEme @OALO 001 y1dv ¥p1ong Y10 TEPUITEP®
TANPOPOPIEC.

4, OAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Kovig yio gromvon (okAnpd Koyaxio)

10 x 1 xawyaxio + 1 cvokevn glomvong. Mépog moAvcvokevacioc. Na punv toisiton Eeympiotd.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Awpdote To PUALO 0dNYIDY ¥PNONG TPV ATO TN XPTION.

[Ipog yprion HOVO LLE TN GUGKELY| EIGTTVONC TTOV TAPEYETAL GTI] GUGKEVOGIOL.
Mnv kartamivete To KoyaKioL.

Xpnon 514 elomvong

‘Tlepoppaveton kwdukdc QR’
YKOVAPETE Y10, TEPLOCOTEPEG TANPOPOPiEG N EmioKePTEiTe: WWW.breezhaler-asthma.eu/enerzair

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

No puAdocetar og B¢, v omoia dev BAEmovv kot dgv Tpoceyyifovy T Tad1d.

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

EXP
H cvokeun eiomvong Kabe GueKeELOGING TPETEL VO OOPPITTETOL POTOV EYOVV YpNoLponom el Oha T
KOWAKLO TG CVOKEVOGIOG.

9. EIAIKEYX YYNOHKEYX ®DYAAZEHX

DvLdooeTe GTNV OPYIKT CLOKELOGIN Y10, VO TPOGTATEVETOL OTO TO MG KOL TNV VYPAGIQ.

10. IAIAITEPEX ITIPO®YAAEZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITIOY ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIGMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/20/1438/005 150 (15 ocvokevacieg twv 10 X 1) kaydkio + 15 cvokevég e16mvong

13. APIGMOX [TAPTIAAX

Lot

’ 14, TENIKH KATATAZH I'A TH ATAGEXH

‘ 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX IE BRAILLE

Enerzair Breezhaler

17. MONAAIKOXZ ANAT'NQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAYX (2D)

18. MONAAIKOZXZ ANAT'NQPIEZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KAITAKI TOY

. EZQTEPIKOY XAPTINOY HEPIEKTH I'TA XYXKEYAXIA MONAAQN

. ENATIAMEZXZOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA MONAAQN IIOY
HEPIEXEI AIXOHTHPA KAI

. ENAIAMEXZOY XAPTINOY HHEPIEKTH IIOAYXYXKEYAXIAX

1. AAAA YTOIXETA

1 Ewayete

2 Tpounnote Kot apnote

3 Ewonvevote Babid

‘Edeyyog  EXéy&te 611 10 KOWAKIO givon AdE10

Awfdote T0 @OAAO 0ONYIOV YPNOTG TPV amd TN YPNOM.
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ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KAITAKI EZQTEPIKOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA
MONAAQN TI0Y NNEPIEXEI AIXOHTHPA

1. AAAA XTOIXEIA

[Mapokoreiote va doffdcete To OALO 0dNyLDOV Xpiong 6T cvokevacio tov Enerzair Breezhaler kot
TIG 00MYiEC ¥PNONG TTOV TAPEXOVTUL GTI GLOKEVAGIO TOV aisOnTHpa.
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX KYWEAHX (BLISTER)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enerzair Breezhaler 114 mcg/46 mcg/136 mcg kovic yio 16Tvon
wdakatepOAn/yAvkorvppdvio/povpoikn pouetalovn

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AHEHX

EXP

4, APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA

Xprion d1d glomvong povo
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B. ®YAAO OAHI'IQN XPHXHX
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®Vvriio oAV ypiong: IIinpogopieg yra Tov yproty

Enerzair Breezhaler 114 jukpoypoppapro/46 pikpoypoppdpra/136 pikpoypoppdpia Kovig yuo,
gwemtvon] (6KAMNPa KoyaxLe)
wdakatepOAN/yAvKomuppdvIo/povpoikn popetalovn

AP acTe TPOGEKTIKA OAOKAN PO TO QUAAO 00N YLAOV XPNONG TPLY UPYICETE VO, P CLUOTOLEITE GVTO

T0 QappaKo, O16TL TEPLAGUPAVEL SNUOVTIKES TANPOPOPIES Y10 0OG.

- Dvra&te avTo To EOAAO 0dNYLDV Yprione. Towg ypelootel va to dfdoete Eavd.

- Edv éxete mepoartépm amopieg, poTNGTE TOV Y10TPO, TOV POPUAKOTOL) 1] TOV VOGOKOUO GOC.

- H cvuvtayn yo avtd to pappako yopnynonke omokAeloTikd yio 6og. Agv TpEmel vo OMGETE TO
Qapurako og GAAovg. Mmopel va Toug TpokaAéoel PAAPT, AKOLO KOl OTAV TO, GUUTTOLOTO TNG
acBévelng Toug etvan 010 pe T Skl Gog.

- Edv mopatmproete Kamoto, avemtfbunt evépyela, EVIUEPMDGTE TOV YIUTPO, TOV PUPLLAKOTOL0 1|
TOV VOGOKOUO G0G. Avtd 1oy0el Kot yio kaBe mihovr) avemBOUnTn evEpPYELD TOL OEV AVAPEPETOL
070 TTapdV EUAL0 0dNYIdV Ypnong. BAéne mapdypapo 4.

T epréyet 1o TaPGY GUALO 0ONYLOV:

Tt eivon to Enerzair Breezhaler kat wowa ivon 1 yprion tov
T péner vo yvopilete Tpv ypnoonomoete to Enerzair Breezhaler
Iog va xpnowonomoete to Enerzair Breezhaler
MBavég avemBOUNTEG EVEPYELEG
ITog v purdoccete o Enerzair Breezhaler
ITepieydpeva TG GLOKEVAGTAG Kot AOUTES TANPOPOPIEG
6m/18g ¥PNONG Yo TN cvokevn slomvong Enerzair Breezhaler

S, whE

1.  Tueivan To Enerzair Breezhaler kou wova givar n ypon tov

T givon To Enerzair Breezhaler ko ncdg dpa.

To Enerzair Breezhaler ntepiéyet tpeig pactikég ovcied:
- woaKaTEPOAN

- YAVKOTVPPOVIO

- (OLPOIKT popetTalovn

H wdakatepoin Kat To YALKOTUPPOVIO AVIKOLV GE Lol OLAd0 QApUAK®Y ToV ovopdiovTol
Bpoyyodruotoltikd. XaAapdVoOuV TOVG LVES TOV UKPOV OEPAYDYDV TOV TVELUOVOV OpMVTAS e
S10pOPETIKOVG TPOTOVG. AVTO PonBdel GTO AVOIYLLO TV AEPAYWYDV KOl SIEVKOAVVEL TNV €16000 Kol
£€£000 T0V aépa ad Tovg Tvedpoves. Otav AapPavovtal Taxtikd, fondovv doTe o1 PiKkpol agpoywyol
Vo TOPOUEIVOUV OvVOIKTOl.

H povpoikn| popetalovn aviKel 6€ pio Katnyopia GopuaKov Tov ovopaloviol KopTikootepoedn (1
otepoeldn). Ta KopTIKOGTEPOELDN LEDVOLY TNV J10YKWOOT KoL ToV EpeBIoN (QAEYHOVT) GTOVG
LUKPOVG 0EPALY®YOVS TMV TVELHLOVAOV KoL ETOUEVMG OVOKOVPICoVY 6TadLoK To TPoPALLATA GTIV
avarvor. Ta KopTikootepogdn cupPfdiiovy eniong ot TpdANYN TV GUUPAVTOV doBuatos.

Iowa givar n xprjon Tov Enerzair Breezhaler
To Enerzair Breezhaler ypnowonoteiton og taktikn Ogpaneio yio 1o Gobpo 6Toug evilKec.

To dobua etvon pio cofapn pakpodypovn TVELLOVOTAOELD, OTTOV 01 LHEG YOP® OO TOVG LIKPOTEPOLS

aepayyovg yivoviar oprytol (BpoyxocuetoAr]) Kot pAeypovaddels. Ta countdpate speoviloviot Kot
VIOY®POLV Kol TEPIAAUPEVOLY dVGTTVOLa, GLPLYD, GPIEYo 6To GTrBOg Ko Bryyo.
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[Mpénet va ypnowonoteite To Enerzair Breezhaler kabe pépa ko oyt povo otav Eyete mpoPfAnuora
avomvong 1 GAAo coprtdpate Aodpatoc. Avtd o drcpariost 0Tl EAEYYEL TO AoOU0 Gog o®OTH. M1y
YPMNOLOTOIEITE OWTO TO PAPLLOKO Y10 TNV 0vVaKoV(ion Eaevikod cuuPdvtog SVGTVOLNG 1] GLPLYLOD.

Eav éyete omolodnmote amopio oyeTikd e 1o i dpa to Enerzair Breezhaler 1) ywati avtd to @dppoko
GUVTOYOYPOPTONKE Y10 £G5S, POTIHOTE TOV YI0TPO GOG.

2.  Tuvapérer va yvopilete mpiv ypnoonomjoste To Enerzair Breezhaler
AxoAovOnoTE TIC 001YIES TOL YIITPOL GOG TPOGEKTIKAL.

Mnyv ypnowporoncete To Enerzair Breezhaler

- 0€ TEPIMTMON OALEPYIOC GTNV VOUKATEPOAT, TO YAVKOTLPPOVIO, TI POVPOIKN popetaldovn | o€
OTO0dNTOTE AAAO OUTO TO. GLOTOTIKG AV TOD TOL PUPUAKOL (AVaPEPOVTOL GTNY Tapdypao 6).
Av miotedeTe 0T umopet va glote oAlepyKdc/aAiepyikn], (nmote cupPovAég amd Tov yloTpod
oG,

Ipogidomoumceig kon TpoPLAAEELG

Amgvbuvbeite oTov ylatpd, TOV QaPLOKOTOL0 1] TOV VOGOKOLO GOG TPV Xpnotporon|cete to Enerzair

Breezhaler gév xdmolo amd T0 TOPOKAT® 1GYVEL Y10 EGUG:

- €4V €yeTe KOPIOAOYIKA TPOPANLATO, COUTEPTLAUPOAVOIEVOD BKOVOVIGTOL 1] YPYOPOL
KopO1KoD TAAUOD.

- eaqv &xete mpoPfAnpata e Tov Bupeoeldn adéva.

- €4V Gag £(0VV TTEL OTOTEONTOTE OTL £YETE S0P TN 1 LYNAO GAKYAPO OILLATOS.

- €dv mAoYETE AMO GTOGLOVG 1| KPICELS.

- €V €yete GoPapd veppukd tpofAnuata.

- eaqv €xete coPfopd Nratikd TpofAnuaTa.

- €4V €yeTe YOUNAO EMimedO KOMOL GTO il GOG.

- edv €yete éva TPOPANUQ e Ta PATIO GG TOL OVORALeTat YAAVK®U KAEIGTAG YOVIOG.

- edv avtipetonilete SuokoAin GtV ovpno.

- €4V £Y€TE PLUATIOGT TOL TVELILOVE, 1] OTOLOONTOTE LOKPOYPOVIC, AOTHMEN 7 AOUMEEIC TTOV dEV
€xouv avTipeTOmMGOEL.

Kata ™ Ogpomsia pe Enerzair Breezhaler

AloKOYTE TN YP1IoN GVTOV TOV PUPUEKOL Kot AdfeTe apéomg taTpikn fon0sia edv Exete

OTO100MTOTE OO TOL TAPAKATM:

- opi&po oto othdog, Prixa, cvptyud 1 dbomvola apécmg Letd ™ xprion Enerzair Breezhaler
(vTodNAG®VOLV OTL TO PAPLOKO TPOKOAEL ATTPOGIOKNTO GOIEIO TOV OEPAYDYDV, YVOGTO MG
Tapado&og Ppoyydomacuoc).

- dVOKOMO GTIV OVOTVON 1] GTIV KATATOOT], OidNLLA 0T YA®GGO, GTO. YEIAN 1 6TO TPOCOTO,
deppatikd eEavOnua, Kvnopd Kot Topgovg (onpeion aAAEPYIKNG avTidpooc).

- TOVO GTA LLATLOL 1] SVGPOPI, TAPOdIKT BT OpAcT, POTEIVODS dokTOAOVG (PBAETETE PMTEVOVG
KUKAOLG YOP® OO TO QATA) 1 EYYPOLUES EIKOVEG GE GLUVOVAGUO LLE KOKKIVA PaTior (onueio
TPOGPOANG 0O YAAVK®UO KAEIGTNG YOVING).

Hoowd xon £pn ot

Mnv divete o QapuaKo awtd o€ Toudid 1| €prPovg (ikiog kdtw tov 18 £1dv) Kabng dev £xet
ueremOel o€ auTAV TV NAKIOKT OUAdaL.
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Al eappoxa ko Enerzair Breezhaler

Evnuepoote tov yotpd 1) Tov Qappokonold cog eqv xpnolLonoteite, £xete TpoOGEATO YPTGLLOTOGEL

N UTOPEL VO YPTCUYLOTOMGETE GALN PAPLLOKOL. ZVYKEKPILEVA, EVLEPDGTE TOV YLOTPO 1) TOV

(POPLOKOTOL0 GOG OV YPTCYLOTOLEITE:

- QAPLLOKO TTOV LELDVOLY TO EXITEdQ KAAIOV GTO aipla Goc. X avtd mepthapupdvovtal ta,
drovpnTiKa (T omoio, AEAVOLY TNV TOPOYOYT] OVPOV KoL LTOPODY VO XPNGYOTOmOovV Y1 TV
OVTIUETOTION TNG VYNANG apTNPLOKNG Ttieong, .y, vdpoyAmpobealidn), aiia
Bpoyyodwotartikd dnwg pebuA&avOives Tov ypnoyLorolovvTal Yo TPOPANLOTO GTNY OVOTVOT
(.. Beo@LALiIVN) N KOPTIKOGTEPOEWN (TT.). TPESVILOAOVT)).

- TPIKVKAKE avTIKATAOAMTTIKG 1] 0VOGTOAEIC LOVOOUIVOEEIDGONG (PAPUOKO TTOL
xpnoomoovvTal yio t Oepameio e Katddinymg).

- 0moLdNTOTE PAPLLOKQ ToL OTToio propet vo, elvon Tapopota pe to Enerzair Breezhaler (mepiéyouvv
TOPOUOLES dPUCTIKEG 0VGTEG). Xpnotponotdvtag to. poli pmopel vo avéndei o kivouvog yio
TOOVEG avemBUUNTEC EVEPYELEC.

- QappaKo Tov ovoudlovral BrTo amoKAEIGTEG TO OO0 Y PG YLOTOLOVVTOL Y10, THY VYNAN
apTPloKn mieon 1 GAAe Kapdlohoytkd TpofAfuate (0Tmg TPOTPaVOAOAT) 1| Y10 TNV
OVTYETOTIOT] TOV YAAVKMUATOG (OT®G TYOAOAN).

- KeToKOVaLOAN N 1TtpakovalOAN (QAPULAKO TOL ¥PNCUYLOTOOVVTOL Y10 TV AVTILETOTION
LUK TG IKOV AOUOEEDV).

- prrovafipn, veapwaBipn 1 kopmiootdt (@appoka Tov XPNCILOTOIOVVTOL Y10, TV
AVTWETOMIOT TNG Aoipméng oo tov 16 HIV).

Kdnon km Onhaopoc

Edv eiote éykvog 1 OnAdlete, vopilete 6T1 pmopel va giote £yKV0G 1) YEOALETE VO AMOKTAGETE OO,
{ntote ™ GLUPOVAT TOL YIITPOL GOC TPV TAPETE ALTO TO PApuaKo. O yaTpdg cog Ba culntioet
pali oag av pmopeite va ypnoylonomoete to Enerzair Breezhaler.

Oonynon Ko yEpropds pnyovnrdTov
Agv Bewpeitor TOavO avTd TO EAPUAKO VO EXNPEGCEL TNV IKAVOTNTAE GOC VO 0dNYELTE Kot Vol

yepileote punyovipaTa.

To Enerzair Breezhaler wepiéyel haxtoln
Avto 10 PAppOKO TIEPIEYEL TEPITOV 25 MY AakTOING VA KOWAKLO0. AV 0 YI0TPOG OOC, GOG EVIUEPMCE
OTL £yeTe dvoavelio 6€ OPIGUEVE, GAKYOPM, WANCTE LLE TOV YIUTPO GOC TPV TAPETE ALTO TO PAPLLOKO.

3. Ilég va ypnoporomicete To Enerzair Breezhaler

[évtote va ypNOHOTOLEITE TO PAPLOKO CLTO CLGTNPA CULPOVO. LLE TIG 0OTYIES TOV Y1OTPOL 1] TOV
QapuaKonolod coc. Eav éxete augiBoricec, potioTte TOV Y10TPO 1| TOV QUPHAKOTOIO GOG.

Il6co Enerzair Breezhaler va eiomvevoete

H cvving 660 eivor va elomvéete 1o TepleyoLevo evog Koyakiov kdBe nuépa. Xperdleote povo vo
YPNOLOTOIEITE TO PApLaKO pio popd TV Nuépo. MnVv xpnoionoleite TepIocoTEPO OO OGO GOC TTEL O
YTpdS GOG VO (PN CULOTOLELTE.

[pénet va ypnoonoteite to Enerzair Breezhaler kabe pépa, axopo kot 6tav 1o aodua cog dev 6og
eVoyAel.

Iléte vo swenvéete To Enerzair Breezhaler

Eiwonvéete to Enerzair Breezhaler tnv id1a dpa kdBe uépa. Avtd Oa cag fondnoet va edéyéete ta
oupTTONATE Gog Kaf® OAN T d1dpKeln TG NUEPAS Kot TG viyTas. Autd Ba cag Pondnoet eniong va
Bopdote va 1o YpNoIULOTOIElTE.
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Ildg va eronvevoete To Enerzair Breezhaler

- To Enerzair Breezhaler givat yuo ypnion 616 eiomvong.

- Y& ot TN cvokevacia, Oa Ppeite pio GLOKELT EIGTVONG KO KAWYAKI TOV TEPIEXOLY TO
@appako. H cuokent| €10mVoNg oG EMITPETEL VO EIGTTVEETE TO PAPLOKO TOV KOWOKIOV.
Xpnoonoleite o Kaydkio LOVO LLE T GUGKELT] EIGTTVONG TOV TEPIEXETAL GE QLTI TN
ovokevacia. To koydkio Oo TPETEL VO TUPAUEVOVY GTIS KOWEAES LEYPL VOL YPEIGTEL VO TOL
PO YLOTOU|GETE.

- ATOKOAAMGTE TNV TPOCTAUTEVTIKT EMEVOVGT] TNG KLWEANG Y1 VOL TV OVOIEETE, PNV OTTPOYVETE
T0 KOWYAKLO HEG® TOV QUALOV GAOVULVIOV.

- Ortav Eexvoete VEX GLGKEVAGIN, YPTCILOTOUOTE T VEN GUOKELN EIGTVONG TTOL TOPEYETAL GE
VTV TN VEX GUGKELOGIOL.

- Amoppiyte TNV GLGKEVT EIGTVONG KAOE GLOKEVAGIOG APATOL OAL, TOL KAWYAKLY, TNG GVOKEVUGTOGC
&yovv ypnoytomonoei.

- Mnyv kotoamivete 1o KaydKio.

- Hopoxoieiote va orofdoete TIg 001YiEg 6TO TELOS AVTOV TOV PVALOV 0ONYLAV YPTGNS VLU
TEPLEGOTEPES TANPOPOPIES GYETIKE PUE TOV TPOTO YP1) OIS TNG CVGKELI|G ELGTVOI|G.

Av 1] 6voKevOGia cug TEPLEXEL oo Tipa yro To Enerzair Breezhaler

- O eHNTNPOG Kot 1 EQAPLOYT OEV ATOTOVVTOL Y10 VO TAPETE TO GAPHOKO Goc. O cucOntipag
dev ypeldletal va etvar cuvOedEUEVOG LE TV EPAPLLOYT OTAV TOIPVETE TO PAPLIKO GO,

- O ywTpdg oag Ha amopacicetl av 1 yp1oN TOL ccHNTHPA Kot TG EPAPLOYNG EvOl KATAAAN A,
Yo EGAC.

- O nhextpovikdg arsOntpog yio to Enerzair Breezhaler tonofeteiton ot fdon g cuokeung
ewonvonc Enerzair Breezhaler.

- O aeOnmpag emPePordvel OTL £(ETE YPNOILOTOMCEL TN GVOKELNG gloTvong Enerzair
Breezhaler, xotaypdeovtog kot TopakoAovd®VTAG TIG EVEPYOTOMOELS TG KO TOV YO
GOLPLYLLOTOC TOL TEPIGTPEPOUEVOL KAWYOKIOV KATA TNV €10TTVoN 0ALA dev Ba TapakoAovdnoet
eaqv £xete AGPet T S60T TOL PUPLAKOV GOC.

- O acOnmpag mpémet va ypnoonoteitar pe v epapuoyn Propeller oto ‘é&vnvo mAEpwvo’
cog (smart phone) i oe kdmota GAAN KatdAANAN cvckevy. O aeONTpag GLVIEETOL e TNV
epappoyn Propeller péow Bluetooth.

- [Mopoakareicte va dS0PACETE TIG 0ONYIES XPTONG TOL TAUPEYOVINL GTI GVOKELOGIN, [LE TOV
oo TP Kot GTNV EPAPLLOYN Y10 TEPIGGOTEPES TANPOPOPIEG CYETIKA LLE TOV TPOTO XPTONG TOL
atecOnpa Enerzair Breezhaler kou tng epapuoync.

- A@ob ypnooromody 6Aa ta kaydkio Enerzair Breezhaler amd pio cvokevaoia, petokiveiote
TOV uoONTPO. 6T VEOL GLGKELT EIGTVONG TNG endUEVNC ovokevaoiag Enerzair Breezhaler.

Eév ta copntopeta cog ogv ferticmbovv
Eav 1o dobpa oag dev Peltidveton 1 av emdevmbel apov Eekivnoete ™ ypnomn tov Enerzair
Breezhaler, enikowmviote pe tov yotpod oag.

Eav ypnowononjoete peyarvtepn d6omn Enerzair Breezhaler amé v kavoviki
Edv eionvedoete tuyaio moAd amd avTtd T0 GAPLOKO, ETIKOVOVIGTE OUECMS LLE TOV YIOTPO GOG 1) TO
voookopeio Yo cupPoviég. Mmopetl va ypelacteite wTpikn fondeta.

Eav Egyaoete va ypnoponomjoete To Enerzair Breezhaler

Edv Eeydoete va elonvevoete pio 6601 oty cuvnticuévn dpa, EIGTVEVGTE TV TO GLVIOUOTEPO
duvatdv ekeivr TV NUEPO. XTN CUVEYELL, EIGTVEDCTE TNV EXOUEVN OGN G GUVIBMS, TNV ETdEVN
nuépa. Mnv elonvetdoete 600 dOceLg TNV 1010 NUEPAL.

Eav octopoticste va ypneyonoisite To Enerzair Breezhaler

Mnv ctapoathogte va ypnoywonoteite to Enerzair Breezhaler extog av oag to met o yatpdc oag. Ta
GUUTTOWUATA TOV AGOUATOC UTOPEL VO ETIGTPEYOLV OV GTOUOTIGETE VO TO YPNCYLOTOLEITE .

Edv éyete meprocotepeg EpOTNOELG GYETIKA LLE TN XPTOT OVTOV TOV PUPUAKOVL, POTGTE TOV Y1OTPO 1

TOV QAPLLOKOTOO GOG.
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4, MOavéc avemBOunTeg evépyeres

Onwg 6Aa To. PAPULOKO, £TCLKAL VT TO QAPLLOKO UTOPEL VO TPOKOUAEGEL OveTIOOUNTES EVEPYEIES, OV
KoL 0gv Tapovaidlovtal 6 OAOVG TOVG avOPOTOLC.

Opropéveg avemBOunTeg evépysereg pmopel va givar cofapég
Ytopatiote vo ypnoonoteite Enerzair Breezhaler kou Adfete apéomg wtpikn Borbesia av €xete
omotlodnmote amd To akdAovOa:

Yoyvég: puropet va ennpedoovv uéypt 1 otovg 10 avBpamoug
- dVOKOAiD, GTNV AVOTTVON 1] GTNV KATATOGT, 010YKWOGT 6T YADGCGA, T0, XEIAN 1| TO TPOGMOTO,
deppatikd eEavOnua, oyodpa Kot Topeovg (onueio oAAEPYIKNS avTidpaong).

Addrec avemBOuNTEG EVEPYELES

Aleg avemBounteg evépyeieg TePILopPAavouV TIc aKOAOLOES TOV aVAPEPOVTAL TAPAKAT®. AV VTG O1
avemBounTeg evEpYELES Yivouv coPapés, Tapakadeiohe vo EVUEPDOETE TOV YAUTPO, TOV POPLOKOTOLO
1 TOV/TNV VOGOKOLO GOg.

Hoib ovyvég: pmopel va ennpedoovy tepiocdtepovg and 1 otoug 10 avBpamovg

- TOVOAOLLLOG

- KOTOPPON

- Eapvikn duokoAio oty avamvon kot aictnpe cei&ipatog 6to 6tTnBog pe cuptyrd 1 Prixa

Yoyvég: umopet va ennpedcovv uéypt 1 otouvg 10 avBpamoug

- otopatikn aeda (onpeio kavtvtiaong). Aeod TeEleldoeTe T AYN TG 306N 606, EETAVVETE TO
OTOUO GOG LE VEPO N LLE OIUAVILO GTOLOTIKNG TAVGNG KOl GTN GUVEYXELD TOGTE T0. AVt Ot
Bonbnoet oty TpdAnyn g apbac.

- ovyv emBopio yio ovpnomn Kot Tévog 1| Kavoo Katd tnv ovpnon (onueio. ovporoinménc)

- TOVOKEPAAOG

- YPNYOPOS KapIaKOS TAALOS

- Prixos

- arhoyn) povng (Bpdyyog pmvig)

- S1appota, KOIAOKES KPAWTES, VOUTIO, Kol EUETOC (YOO TPEVTEPITION)

- TOVOG GTOVG LG, TOL 06TA N TIS 0pOPpMGELS (OTUELD. LVOGKELETIKOD TTOVOV)

- LUUTKOC oTac oG

- TOPETOG

Oy ovyvég: pmopei va ennpedocovv péypt 1 otovg 100 avBpomovg
- Enpoctopia

- e&avonua

- VYNAG emtineda cakydpov oTo aipLa

- KVNOUOG 6T0 dEpLLa

- dvuokoAio kot TOVog katd Thv ovpnon (onueio duvcovpiag)

- 00 lmon TOV PUK®V TOV LOTIOV 60G (OTIEl KOTappaKT™)

Ava@opd avemOOunTOV EVEPYELOV

Edv mapatnproete kdmota ovemBOunTn EVEPYELD, EVIIEPAOGTE TOV YIATPO, TOV POPLOKOTOLO 1| TOV/TNV
VOGOKOUO 6aG. AVTO 1oYVEL Kat Yo KAOE mBovi| avemBiunt evEpyELo TOL SV AVOPEPETOL GTO TAPOV
@OALO 001 YLV YpNonc. Mmopeite emiong va avapépete avemBounteg evépyeleg angvbeiog, LEGH TOL
€0vikov GLOTILOTOG AvaPopag Tov avaypdeetotl oto [oapdptnua V. Méom g avapopdg
AVETBOUNTOV EVEPYEIDV UTOPEITE VO fONONGETE GTI GLALOYN TEPLGGOTEPMV TAT|POPOPLDV CYETIKA
LLE TNV ACOAAELL TOV TOPOVTOG POAPLLEKOV.
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5. Mo va purdaccete To Enerzair Breezhaler

- To @apuaxo ovtd TPETEL VoL PUAAGCETAL GE LLEPT TOV OEV TO PAETOVV Kal OV TO POAVOLY TOl
Tond14.

- No un ypnoiponoteite ovtd T0 PAPUOKO LETE TV NUEPOUNVia. ANENG TOV aVaQEPETHL GTO KOVTI
Kot ot cvokevacio kuyéAng (blister) petd v “EXP”. H nuepounvia Anéng sivar n tedevtaio
TNUEPO TOL UNVA TTOV OVOPEPETOL EKEL.

- To pappokevtikd avtd Tpoidy dev anartel Witepes cuvONKeS Beppokpaciog yio v OANEN
TOV.

- DVAACCETE TO KOWAKLO GTNV 0P KT KOWEAT Y10 VO TPOGTATEDOVTAL OTO TO QMG KOL TNV
vypacio Kot Uy o aQoipeite Tapd Lovo akpPdg Tpv T ¥PNon.

- Mnyv metdte dproKka 6To vepod e amoyEtevons. Potote Tov @apprakorold Gog yio 10 Tag vo
TETAEETE TO PAPLLOKA TTOV OeV Ypnoionoteite mo. Avtd to puétpa Oa fondrcovy otnv
TPOCTOGio TOV TEPPIALOVTOC.

- Av 1 ovokevacio cog mepEyel nhektpovikd acOntpa yio Enerzair Breezhaler, deite tig
Odnyieg Xpnomg mov TapEYovTaLl TN GVOKELOGIN TOL CICONTAPA Yo AeTTOpEPELS 00N YiES
OYETIKA [LE TO MG VOL TOV AOONKEVGETE Kot TOTE VOL TOV OTOPPIYETE.

6. Mepreydueva TG GVOKELAGIAG KO AOUTEG TANPOPOPIES

T repréyer o Enerzair Breezhaler

- Ot dpaoTikég ovoieg eivar wdakatepOAn (mg 0&wn), yAvkorvppovio (og Ppopiodyo) kot
@ovpoikn popetalovn. Kabe kaydakio mepiéyet 150 pikpoypoppapio voakatepoing (og o&n),
63 ppoypappdpio. Bpmptovyov yAvkorvppoviov (1codvvapo pe 50 pikpoypappdpio
yAvkomvppoviov) kot 160 pikpoypoppdpio povpoikng popetaldvng. Kabe mapeyduevn 66om (n
d0om ov e&€pyETal amO TO EXGTOWIO TNEG CLOKELVNG EI6TVONG) TepExel 114 pikpoypoppdpio
wodakatepoAng (og o&ikn), 58 pikpoypoppdapia Ppopiodyov yAvkonvppoviov (160dHVANO (e
46 pkpoypappdpio yAvkomvppoviov) kot 136 pikpoypoppdpia povpoikng popetolovng.

- Ta dAAa cvotatikd sivat povoddpikn Aaktdln kot oteatikd poyvioto (BAére “To Enerzair
Breezhaler tepiéyet Aaxtoln’” oty mopdypago 2).

Epgavien tov Enerzair Breezhaler kan wepieyopeve g cvokevaciog

e avtv TV cvokevacio Ba Bpeite pio cvokevn lomvong pe kayaxkio o€ koyéleg (blisters). Opiopéveg
oLoKELOGIEG TEPIEYOLY emiong pia cuokev arcOnTipa. Ta kKoydkia etvot dlopavi| Kol TePLEYOLY AEVKN
ok6vn. 'Exovv k@dwd wpoidvtog “IGM150-50-160" tummpévo pe Hovpo xpodue Tave omd 600 Lopeg
PAPOOLE GTO GO KO AOYOTUTTO TUTMOUEVO LE LODPO YPOUO KOl TAUGIOUEVO omtd pio povpn péfdo
GTO KOTAKL.

Ta axoAovBa peyén cuokevociog eivot dSwbéoyua

Movn ovokevacio wov mepiéyel 10 X 1, 30 x 1 1190 X 1 oxdnpd koydiio poli pe 1 cuokevn glomvonc.
Yvokevaoio mov mepiExel 30 X 1 oxAnpd koydxio poli pe 1 cvokevn slomvong ko 1 aisbnmpo.
[MoAvovokevaoieg Tov amotedovvtar amd 15 kovtid, To kabéva and ta omoia mepiéyet 10 X 1 oxAnpd
koydko poali pe 1 cvokeovn el6mvong.

Mmopei vo unv drotibBevTon OAEG Ol GUOKEVAGIEG GTN YDPO. GOC.
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Karoyog Adsrog Kukhogopiog
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

IpAavdia

HapaokevaocTi|g
Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764

08013 Barcelona
Ioravia

Novartis Pharma GmbH
Roonstrafte 25

D-90429 Nurnberg
I'eppavia

INo onowdnmote TAnpopopia GYETIKA LE TO TAPOV POPLOKEVTIKO TPOIOV, TOPOKOAEIGTE VL
angvBuvbeite otov Tomkd avtimpdowno Tov Katodyov g Adsiag Kukhopopiag:

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

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

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

Danmark
Novartis Healthcare A/S
TIf: +4539 16 84 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

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

E)Ldda.
Novartis (Hellas) A.E.B.E.
TnA: +30 210 281 17 12

Espafia
Novartis Farmacéutica, S.A.
Tel: +34 93 306 42 00

France
Novartis Pharma S.A.S.
Tél: +33 1 55 47 66 00
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5 269 16 50

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

Magyarorszag
Novartis Hungaria 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: +43 186 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



Hrvatska
Novartis Hrvatska d.o.0.
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

Kvbnpog

Novartis Pharma Services Inc.

TnA: 4357 22 690 690

Latvija
SIA Novartis Baltics
Tel: +371 67 887 070

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

Sverige
Novartis Sverige AB
Tel: +46 8 732 32 00

United Kingdom
Novartis Pharmaceuticals UK Ltd.
Tel: +44 1276 698370

To mwapdv OAL0 00N YLOV YpMonS avadempnOnke Yo TeELeVTALO QOPA OTIC

Addrec TyEC TANPOPOPLAOV
Aentopepeic MANPoopieg Yo T pAPLAKO 0vTd etvar d100€01Leg 6TO dIKTLOKO TOTO Tov Evpmmaikon
Opyaviopod Pappdxov: http://www.ema.europa.eu.
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Odnyies Xpnong tov Enerzair Breezhaler

Mopakareiote va S1afaceTe TIG TAMPEIS 001YiES YPIONS TTPLY VO Y pnGpomoniosTe To Enerzair
Breezhaler. Avtég o1 0dnyieg eivan emiong dwbéoeg ov okavapete tov Kmdkd QR 1 av enickepteite
t0: Www.breezhaler-asthma.eu/enerzair

“Ilepriappaveron kmdkog QR”

Ewayets

Brpa Lo:
AQuipéoTe TO TO N,

Tpomiote KoL
aQ10TE

Brjpa 2a:

Tpum|0TE TO KOWYAKLO
pio @opad

Kpoamote ™ cvokeon
glomvong o pbua BEom
Tpomote 0 KOyaKLo
méCovtag otabepd to
300 TAELPIKA TANKTPOL
GLYYPOVAC.
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Ewsnvevote Pabua

Brjua 3a:
Exnvedote evreLdG
Mn guoréete oto

EMOTOLO.

E)éyére 6T TO
KOWYAaKLo givan 4ogL0

Eiéy&re 6T TO KOWOKLO
gival doso

Avoi&te T cvokevn
EI0TVONG Y1 VoL delte edv
€xel amopeivel ToyOV KOVIg
GTO KOWdKLO.

Edv éyetl amopeivel kovig

GTO KOWYAKLO:

o Kleiote ) cvokevn
ELOTVONG.

o EmavoAdfete ta fripata
3a émg 306.




Brpo 1f:
Avoi&te T cvoKEL
ELOTTVONNG

N

Brpa ly:

AQuIpéoTE TO KOWYaKLO
Aopapéote pio omd Tig
KOWELEG amd TNV KAPTAL
KOYEADV.

AmokoAAnote TV
TPOCTOTEVTIKY EMEVOLON
KOl 0QOPECTE TO
KodKlo.

Mn crpayveTe 10
KOWAKLO LEGH TOV QUALOV
aAovuviov.

Mnv katomivete T0

KOYaKLo.

Oa TPENEL VO KOVOETE
éva 06pvPo kabmg
SLOTPLTATOL TO KOWYAKIO.
Tpumote to Kawdkio

uévo pio eopd.

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

Elonvevote 10 @appoko
padia

Kpatiote T cvokeun
EI0TVONG, OGS PoiveTon
oTNV edval.
TomoBeote TO
EMGTOLIO GTO GTOLO GOLG
Kot KAgloTE OPLYTA TOL
YEIAN o0g YOP® TOV.
Mnv mélete 10 TALLPIKE.
TAKTPO..

Ewonvedote ypiyopa Kot
660 PBabud pmopeite.
Kabng eionvéete Oa
axovte €va B6pufo
otpofilopod. Mmopei
va oucBovOeite ™ yevon
TOL EAPUAKOL KOODG
ELOTVEETE.

Brpa 3y:

Kpatiote v avemvor]
Kpoamote v avamvon
o0G Yo 5 dgvTepOAETTAL.

Brua 36:

ZEemAOVETE TO OoTONA
EemAOVETE TO OTOL GOG
pe vepod PETd omd Kabe
d6on Kot TOCTE TO.

a3

Kévig wov
0mTopéveL

a

Adsro

AQ@upéoTe TO AOEL0
KOWYaKio
TomoBeotE TO AdEL0
KOWEKLO GTOL OIKLOKEL
amoppippata.
K\eiote ) ovokev)
EI0TVONG KoL
enavaTomoeToTE TO
O




Bnua 16:
Eloayete To KOwdkio
Mnv tomobfeteite mot€ Eva

Koydkio angvbeiog oto
EMOTOLIO.

Brjua le:
Keiote T cvokev)
ELGTIVONG
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Inpoavrikéc [Iinpogopieg
o Ta koydxio Enerzair
Breezhaler npénet
mAvToTE VO PLUAGCGOVTOL
GTNV KOYEAN Kot Vo
agapodvtor povo
aUECMG TPV Ao ™
xpfion.
Mnv onpdyveTE TO
KOWAKLO LEGD TOV
@POALOL oAoLLLVIOL Y0l
VoL TO aQaLPECETE AT
TNV KOWEAT.
Mnv xatamivete To
KOWYOKLO.
Mn ypnoiomoteite
Koyakio Enerzair
Breezhaler pe
omolodmote GAAN
GUOKELT ELGTVOT|G.
Mn ypnoiomoteite
GUGKELT EIGTVONG
Enerzair Breezhaler yio
VO TAPETE OTOLOONTOTE
GA\o @appako og
KOWYOKLO.
Mnv tomobfeteite moté
€va, KayaKio amevdeiog
GTO GTONO GOG 1] GTO
EMOTOLIO TNG GLGKEVNG
EL0TTVONG.
Mnyv mélete T0 TAELPIKA
TAMNKTPA Y10
TEPLGGOTEPES A0 piot
POpEC.
Mnv puonéete 6To
EMOTONO.
Mnyv mélete T0 TAELPIKA
TNKTPA KOODG
EIOTVEETE ATO TO
EMOTONO.
Mnv yepileote Ta
KOWYOKLOL LLE VYPA XEPLOL.
[oté unv miévete ™m
GUGKELT ELGTVONG LE
vepo.




H ovokevaoia cag Enerzair Breezhaler Inhaler

TEPLEXEL:

e  Mia cvokevn sionvong Enerzair Breezhaler

e Mia 1 meplocdtepeg KOYELEG, 010V 1) Kabepio
nepéyet 10 kaydiio Enerzair Breezhaler mpog
YPOT OTI CLUGKEVY| EIGTVONG

O6naptog Emotomo

Kapra xoyerdv

Baon ovokeviig 16mvoilg

Tvokevn] £167VONG

Toviifeig Epotijosig

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

To koydKio gvdgyetol va
€xel KOAMNGEL 6T0 OGALO
Tov kayokiov. Eav coppel
oVTO YOAUPDOTE
TPOGEKTIKA TO KON AKLO
YTOTOVTOG amaAd T Pdon
NG GLGKELNG ELGTVONG.
Eiwonvevote Eavd to
PAPLLOKO
emavoiopfavovtag ta
ppata 3o g 39.

Tuvva kKavo gav &g
ATONEIVEL KOVIG 6TO
KOYaKio;

Agev €xete MPel apkeTod
oo TO PAPLOKO COG.
K\eiote ™) cvokevn
ELOTVONG KoL ETOVOAGPETE
Ta frpoto 3o €mg 39.

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

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

PappoKo.

Aw60avOnkoe pukpa
Tepdyo Tave ot

YAO G600 pov — £YEL
onpacio avTo;

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

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

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