ITAPAPTHMA |

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Zimbus Breezhaler 114 pixpoypapudpro/46 pikpoypoupdapio/136 pikpoypappdpio kOVIC yio £16Tvon,
OKANPA KOWAKLOL

2. IMOIOTIKH KAI ITIOXOTIKH XYNGEXH

Kabe konydxio mepiéyet 150 meg wdakatepding (og o&ikn), 63 meg pmutotyov yAvkomvppoviov
1oodvvapo pe 50 meg yAvkomvppoviov kat 160 meg eovpoikng popetoldvig.

Kabe mapeydpevn d6om (n d6on mov e&€pyetat and TO EMGTOUO TNG CUGKEVNG ELGTVONG) TEPIEYEL
114 mcg wdakotepding (wg o&kn), 58 meg Bpwpiodyov yAvkorvppoviov i1coddvapo pe 46 meg
yAvkomvppoviov kot 136 mcg eovpoikng popetalovng.

"Exdoyo ue yvootn dpdon:

KaBe koydxio mepiéyet 25 mg Aaxtolng (og povobidpikn).

IMa tov TA7pN KaTdhoyo TV ekddYwV, BA. Tapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Koévig yua eiomvon], okAnpd koo (KOvig ylo elomvon)

Koyakio pe dtopavég mpdoivo Kamakt Kot dypouo dapovEG GO TOV TEPLEYEL Lio AEVKT KOV, e
TOV KOO1Ko mpoiovtog “1GM150-50-160” turmpévo pe popo ypoua mhve amd dvo podpeg pafdovg
GTO GO0 KOl TO AOYOTLTO TOL TPOIOVTOG TUTMUEVO LE LOVPO YPDLUO Kol TAUIGIOUEVO OO pic podpn
papdo oto KambKL.

4, KAINIKEX ITIAHPO®OPIEXZ

4.1 OgpomevTikég gvoeitelg

To Zimbus Breezhaler gvdsixkvotat o¢ Oepameio cuvinpnong tov dobuotog oe evilikeg acbeveic mov
dev ELEYYOVTOL EMAPKMG LLE AY@YT] GUVTIIPNOTG GUVOVAGLOD P2-0yOVIOTH LOKPAG SPAOTS KoL VYNANG
d00T1G EIGTVEOUEVOD KOPTIKOGTEPOELDOVG, Ol 0TTOI0L EUPAVIcHY pia 1) TEPLocHTEPES TAPOEHVGELG
GoOLATOG KOTA TO TPOTYOVUEVO £TOG.

4.2  Aocoloyio kol TPOTOG YopNyNoNS

Aocoloyia

H ocvvietdpevn d6om eivat éva KowywaKio Tpog EI0TVOT| Hio popd TNV NUEP.

H péyiotm ocvviotopevn d6on givar 114 meg/46 meg/136 meg pio popd v nuépa.

H Oepancio mpémet va yopnyeitor v 1010 dpa tng nuépag kadnuepivd. Mmopel va yopnysiton
OTOLONTOTE MPOL TNG NUEPAG. AV pia d6on mapainedei, Tpémel vo AapuBdavetal To GLVTOROTEPO

duvatdv. Oa wpémel va divovtor odnyieg otovg acbeveic va unv Aappdvovy méve and pia 666m o pia
pépa.



Eiducoi wAnboouor

Hliiowuévor

Aev amotteitan Tpooapuoyn g 66ome 6Tove NAKIOUEVOLS acbeveig (65 etdv N peyakvtepor) (PAéne
napypao 5.2).

Negpixn ovoiertovpyio

Agv amouteiton Tpocappoyn e 60on¢ o€ achevelg pe e o¢ pHETpla veepikni duciertovpyia. Oa
TpEmeL va diveTal Tpocoyr o€ acbeveig pe coPfapn veppikn Svoieltovpyia 1 VEQPIKT VOGO TEAIKOD
otadiov ot omoiot yperdlovrat apokddapon (BA. mapaypdpovg 4.4 ko 5.2).

Hratikn dvolertovpyio

Agev amonteiton Tpocapoyn tng d0omg o€ aobeveis e fmia 1 H€Tplo nmatiky dSvoiettovpyia. Agv
vrdpyovv dtabécipa dedopéva yia T PO ALTOV TOL PAPLOKEVTIKOD TPOTOVTOC G€ AoHEVEIS LE
cofapn NraTIK SucAEITOVPYiQ, ETOUEVOC Do TPETEL VO ¥PNGIUOTOLEITAL GE OLTOVG TOVG 0GOEVELG
HOVO €4V TO AVOPEVOUEVO OQELOG VTTEPTEPEL TOV SVYNTIKOD Kvdvvou (BA. Tapdypago 5.2).

Houdrozpixog ninBoouog
H acpdlieia ko 1 amotedeopatikotnta tov Zimbus Breezhaler o moudiotpikong acbeveic kGtm tmv

18 etdv dev €xovv axopa ek plwbel. Agv vdpyovy dabEcta dEdoUEVA.

Tpomog yoprynong

T xpion o stomvong povo. Ta konydkio dev TPETEL VO KATOTIVOVTOL.

Ta Koydxio TpEme va yop1yodvToL HLOVO LE T ¥PNOT] TNG CVCKELNG EI0TVONG oL TapEYeTal (PA.
naphypago 6.6) pe kabe véa cuvtayn.

®a mpémnel vo, divovtar 0d1yieg 6TOVG AGOEVELS Y10 TO GOGTO TPOTO YOPNYNOTNG TOL PUPLOKEVTIKOD
poidvtoc. AcBeveig o1 omoiot dev eppavilovv Beltioon oty avamvon Bo mpénetl va epatnBody edv
KOTOTIVOLV TO QOPUAKEVTIKO TPOIOV AVTi VO, TO EIGTVEOLV.

Ta KoyaKio TPETEL VL 0QOPOVVTAL OO TNV KVWEAT HOVO GUEGHS TPV OO T XPNON.

Metd v elomvon| ot acBeveig mpémel va EeMAEVOLV TO GTOHN TOVG LE vepPd ympic va katamivouy (PA.
mapaypdeovg 4.4 kot 6.6).

T 00nyieg GYETIKA LE TNV XPTIOT TOL PAPHOKEVTIKOD TPOTOVTOC TPV Otd T XOp1ynon, PA.
mapdypaeo 6.6.

Illnpopopisc yia acbeveic mov ypnoiuomorody oaralntipa yia to Zimbus Breezhaler
H ovokevaocio pmopei va mepiéyel niektpovikd aiodntmpa o oroiog tomobeteiton 6t Pdon g
GUOKEVTG EIGTVOT|G.

O aoOnTpoc KoL 1 EPapUOYN OEV ATOUTOVVTAL Y10 T YOPNYNON TOV PAPLOKEVTIKOD TPOTIOVTOC GTOV
acfeviy. O awenthipag Kot 1 epapproyr 6gv eEAEyYoLV 0VTE TOPEUPOivOVY GTNV YOPNYNOT| TOV
QOPUOKELTIKOD TTPOTOVTOG LLE TN XPNON TNG CLGKELTG EICTVONG.

O 10tpog TOL GUVTAYOYPAPEL UTOPEl Vo GLLNTNGEL [E TOV 0o0EVT] KaTh OGOV 1| ¥p1ioN TOL aisbnTipa
KO TNG EPOPUOYNG EIVOL EVOEIKVVOUEVT).

T"a Aemtopepeig 0dnyieg oyeTIKA Le TOV TPOTO YPNONG TOV csONnTHPO Kol TG EQUPUOYNGS, PAETE TIC
Odnyieg Xpnong mov TapEYOoVTaL 6T GLOKELACIO TOV OIGONTNPA Kol GTNV EPAPLOYN.

4.3 Avrtevoeitag

Yrepevaichnoio 6Tig SpucTIkEG OVGIEC 1) G€ KATO0 0d TO EKO0Y0 TOV OVOPEPOVTOL GTNV
mopaypapo 6.1.



4.4  Ewkég TPOELOOTOM|GELS KL TPOPVAAEELS KATA T Yp1]ON

Emdsivooon tng vosov

AVTO TO QUPUAKEVTIKO TPOTOV OEV TPEMEL VAL YPTCLOTOLEITAL VIO TV AVIILETOTION TOV 0EEMV
CUUTTONATOV GoBTOC, cVUTEPIAOUPBAVOLEV®Y TV 0EEWMV EMEICOdIMV BPOoYYOGTUGLOV, Y10, TO OOl
amorteiton Bpoyyodiactoartikd Ppayeiog dpaone. H avénon g ypriong Ppoyyodtactoltikdv Bpoyeiog
SpAong Yo TNV AvAKOVPIOT] TOV CLUTTOUATOV VTOONADVEL EMEIVMGT) TOV EAEYYOV Kot 01 acBeveic
npénel va eEgtalovrat amod 1oTpo.

O1 aoBeveic dev mpénet va oTopatovv Ty Bepaneio ymplig tnv enifieyn wrpov kabmg ta cuprnTOUOTO
UTOPEL VO ETOVEUPAVIGTOVV UETA TN SLOKOTH.

Yvviotdron 1) Ogpaneio e AVTO TO POPHOKELTIKO TPOTOV va Unv dtaomTeTal omotopad. Edv o
acBeveic Bempovv 611 1| Bepameia eivarl avoroteleopatik, Oa mpénetl va cuveyicovv T Bepanceia,
OAAG Tpémetl va avalnTioouvy wtpikn epovtida. H avéavopevn yprion tov BpoyyodiacTodTikdv
avaKODQEIoNG VTOONAMDVEL ETOEIVMOON TNG VITOKEILEVNC KATAGTOOTG KOl SOUKUIOAOYEL TNV EXAVEKTIUNON
g Oepaneiog. H opvidia Kot 1poodentikn endeivoon Tov cuuntopdtov Tov doduatog sival
dvvnTikd ameintiky yuo ™ {on Ko 0 acBevig mpénel va vtofAnOel e enciyovsa 10Tpikn
a&lohdynon.

YrepsvoucHnoia

Apeoeg avtdpdoeig vrepgvoictnociog Eyovv mapatnpndel Letd T yopnNYNOT CLTOL TOL
QOPUOKEVTIKOD TTPoTovToG. Edv mapatnpnbovv onpeia Tov vmodnAmvouy aAAEPYIKEC OVTIOPAGELS KoL
GUYKEKPUUEVO AYYELOO1OMN LA (GUUTEPIAOUPBAVOLEV®Y OVGKOAMY GTNV AVATVOT 1] TV KOTATooT),
SOYK®GN NG YADGGOC, TMV YEMMY Kl TOV TPOGAOTOL), kvidmaon 1 deppatikd eEavOnua, 1 Oepaneio
TPETEL VO SIOKOTTETOL AUECHOG Kot Vo, EEKIVAEL EVOALOKTIKY Oepameio.

TTopddo&oc BpoyyOomOGUOG

Onwg ovpPaiver kot pe dAleg elomvedpeveg Bepameieg, 1 x0pNyNoT CLTOV TOL PAPHUKELTIKOD
TPOIOVTOC Hopel va 00N yNoeL o Tapado&o PpoyydoTacLO, TOV UTOPEL VO Elval AmENTIKOS Y10 TN
Con. Av couPet avtd, n Oepaneio Tpénetl va dtokomel apéomc kot vo EEKIVGEL EVOALOKTIKT Oepameia.

Kopdioyystokég emdploelc

Onwg cvpPaivel kot pe GALD QUPHOKEVTIKA TPOIOVTO TOL TEPLEYOVV Po-aAdPEVEPYIKOVS OYMVIGTECS,
aVTO TO POPUOKEVLTIKO TPOIOV UTOPEL VOL SUOVPYHOEL KAVIKG GNULOVTIKT KPSy YELOKT| EXLOPOOT| G
oplopévoug acbevelg cOUE®VO UE TIG HETPNOELS ADENONC TNG KAPOLUKNG GUYVOTNTAG, TNG APTNPLOKNAG
mieong KoM TOV GVUTTOUATOV. AV Tapatnpnovv Tétolov €idovg emdPAcELS, 1 Bepaneio Tpémel va
SlOKOTTETOL.

AVTO TO PUPUAKEVTIKO TPOTOV TPETEL VOL YPT|CLUOTOLEITOL UE TPOGOYT G acheVEl Le KapdloyyELoKES
Swatapayés (otepoviaio voco, 0&H Epepaypa Tov pookapdiov, Kapdlokés appvduiec, vréptaon),
dratapayég pe omacpovg 1 Bupeotoikmon kat e acbeveic mov mapovsialovy acvvibioT
AVTOTOKPIOT] GTOVG P2-0dPEVEPYIKOVE OYOVICTEC.

Ot acBeveig pe aotadn ook Kapdlakn vOG0o, I6TOPIKO ELEPAEYILOTOS TOV HVOKAPIIOV KOTA TOVG
tedevtaiong 12 piveg, avendpkelo apiotepnc kotkiog katnyopiog HI/TV katd v Kapdioloyikn
Etopeia Néag Yopxng (NYHA), appvbuia, un eheyydpuevn vréptact, oyyelokr yKepatkr vOco,
16TOPIKO GLVIPOLOL TapateTapévoy QT Kot o1 acBeveic mov Aapfavovy PapPUOKELTIKA TPOIOVTO TOV
glval yvootd 6t Tapateivouy to QTC amokieiotTnroy amd TG LEAETEG OTO KAVIKO TPOYPOLLLLLOL
avATTLENG VOUKOTEPOANC/YAVKOTTLPPOVIOV/PovpoTikig popetaldvne. Emopévag, ta amoteléopata,
AoPUAELNG GE ALTOVG TOVG TANOLGHOVE BepovvTal AyvmoTa.



Evd ot Bo-adpevepyikol aymviotég €xovv avaeephel 6T Topdyovv peTafoAég 6TO
niektpokapdtoypdonua (HKT), 6mwg emmédwon tov kopdtov T, mapdtoacn tov dtactiuatog QT kot
KATAGTOOT TOV JlaoThatog ST, 1 KAVIKN onpacio autd@v Tov evpnudtev eivat dyvoor.

Emopévamg, o1 Br-adpevepyikoi ayoviotég paxpdg dpdong (LABA) 1 ta Tpoidvta Guvevascov mov
nepiéyovv LABA, dnwg o Zimbus Breezhaler, 8o mpémet vo ypnoiuonotodvial e Tpocoyn oe
aocleveic pe yvootn 1 ewalopevn topdrtacn tov dwotiuatog QT 1 og acbeveic mov Aapfdavovy
YOy LE QAPUAKEVTIKA TPOidVTO TTOV ennpedlovv To ddotnuo QT.

YmokoAtouuio pe fro aymvicoTéc

O1 B2-adpevepykol ayovioTéG Pmopel Vo TPOKOAEGOVV OTLOVTIKT] DTOKOALOLUIO GE OPIGULEVOLG
acBeveic kot avtod givan dSvvatod va Tpokarécset avemBountes kapdayyelokés emdpdoeic. H peimon
TOV KOAIOV 6TOV 0p0 gival cLVHOWE TAPOSIKY KOl OV UTALTEL ANYT GUUTANPOUATOG. TOVG acbeveig
pe cofapd acdpa, 1 vrokaAlopio propel vo evicyvetar amd v vro&ia Kot Ty TapdAAnin Bepameia
Kot 0vtd pmopet va avénoet Ty evmddeia anévavtt otig kKapdiakég appubuiss (BA. mapdypagpo 4.5).

KMviké oyetikn vrokahonpio dev €xel TapatnpnOel og KAVIKEG PEAETEG
wdoKatepOANg/YAvKOTLPPOVIOV/POVPOTKNG HopeTAlOVNG OT GUVIGTANEVT BepamenTiky dO0T).

Yrmepylvkopio
H gionvon vynAmv 506ewmv P2-adpevePYIKOV AYOVIGTOV Kol KOPTIKOGTEPOEWOMV UTOPEL VO
mpokaréoel avEnoelg otn YALVKOLn Tov TAdopotoc. Me v évapén g Bepameioag 1 yAvkoln

TAGGHOTOG TPEMEL VOL TAPAKOAOVOEITAL 1O TAKTIKA GTOVG dlafnTikovg acheveic.

AvT6 T0 UPUAKEVTIKO TPOTOV deV ExEL aKoOUa dlepevvn el oToVG 0G0eVEiC e cakyapdon dafnt
Tomov | | un eheyyouevo cokyapndn dafnt Tomov Il.

AvtiyoMvepyikn exidpoon mov oyetileTon UE TO YAVKOTLPPOVIO

Onwg cvpPaivel pe GAAo avTiyOMVEPYIKE QUPUAKEVTIKA TPOIOVTA, AVTO TO POPLAKEVTIKO TPOidV Bal
TPEMEL VAL YPNOILOTOLEITOL e TPOTOYN o8 0oBeVElS (e YAODK®UO KAEIGTNG YOVIOG 1] KOTAKPATION
ovpwV.

Ot acBeveig Tpémel va Aapfdavouv cupfoviég yia ta onpeio Kot To GUUTTAOUATO TOL 0&E0G
YAQUKOUOTOG KAEIGTNG YOVIiaG Kot TPEMEL v Aapavouv 0dnyieg va oTopatovy T Bepameio Kot vo

EMKOIVOVOLV [LE TOV 10TPO TOVS AUECHG EAV ELPOVIOTEL KATOL0 0O OVTA TO GNUEIN 1] GUUTTMO AT,

Acbeveic ue cofapn veopikn SucAeltovpyia,

I'o tovg acbeveic pe coPaprn veppikn duciettovpyia (EKTIUDUEVO TOCOGTO GREPAUATIKNG 1IN GNG
K6t and 30 ml/min/1,73 m?), copuneplopfovopéveov Tmv acHEVAY LEe VEPPIKT VOGO TEMKOD GTodion
nov ypetdlovion apokdBapon, Ba tpénet va divetar tposoyn (BA. mapaypdpovg 4.2 kar 5.2).

TIpdéAnwn TV AoW®OEEMY TOV GTOUATOPGPVLYYO,

Ipokeévou va petmdel o kivéuvog AoIU®mENG TOL GTOUATOPAPVYYO. amd KavTIVTO, 01 acBeveic mpémet
va Aappavouv cupPoviéc doTe va EETAEVOLV TO GTOUN TOVG N VO KAVOUV YOPYAPES LLE VEPO XWOPIg VA
70 Katamivouv 1 va fouptcilovv ta dOVTIo TOVG PETE TV EIGTVOT TG 00CGNG TOV £)EL
ouvtayoypopnoet.

YuoTnUOTIKEC EMOPAGELC TOV KOPTIKOGTEPOELOMV

Mmropei va mapoatnpnovv GUGTNUATIKEG EMOPACEIS TOV EICTVEOUEVMV KOPTIKOGTEPOELDDV 1O1UITEPMG
6€ VYNAEG OOGELG TTOL GLVTAYOYPOUPOVVTOL Y10 TAPOUTETAUEVES TEPLOOOVG. AVTEC 01 EMOPACELS gival
oA A1yotEPO TBAVE va TapatnpnBodv o€ oYEon LLE TO OO CTOUOTOC KOPTIKOGTEPOELON KAl LWITOPET



VO TOIKIAOVY GTOVG LEHOVOUEVOLS aaOgvelg Kot HeTa&d S10POPETIKMOY GKEVAGUATMOV
KOPTIKOGTEPOELOMV.

O mBavéig cvotnuatikég emdpdoelg pnopei va tepthoufdvovy cbvdpopo Cushing, yapaktmpilotikd
GLVOPOLOL TPOGOLOLALOVTOG pE To cvvdpopo Cushing, katactoln Tov eTvePpdiav, eTiPpadvvon
g avanTuénG o€ modid Ko eeNPovg, Pel®on TG 0GTIKNG TUKVOTNTAS, KATOPPAKTY, YAWOK®OLA KoL,
O GTAVLO, VO PAGLLO YUYOAOYIKMV 1| CUUTEPLPOPIKDV EMOPAGEDY TOL GVUTEPIAAUBEVOLY
YOYOKIVITIKT VIEPOPAUCTNPLOTNTA, dtaTapayég VTVOV, Ayy0os, KatdOAlnyn 1 embeTicoTnTO (110iTEPQL
ota Toudwd). Emopévamg, sivor onpoviikd 1 6661 ToL EIGTVEOLEVOL KOPTIKOGTEPOELSOVG VL
TITAOTO1ELTOL GTN YAUNAOTEPN SOGT 0TV oMol StTNPEITOL ATOTEAEGLATIKOC EAEYYOG TOV AGOLATOG.

Mropet va avagepfel omTikn dtetapayn Le CUGTUOTIKT KOl TOTKY P11 KOPTIKOGTEPOEWDV (1)
TOTIKY] YPNOT TEPILAUPAVEL TV EVOOPPIVIKT, TNV XPNON dlol EIGTVONG Kot TNV evooeBdiiua). Ot
aocBeveic mov mapovstdlovy cupaT®UATE OTT®S Baumn dpacn 1 GhAeg OnTIKES dratapayéc O Tpémel va
napanépnovtol o€ ophoipiotpo mote va agtoroyndovv Ta mhovd aitie TV dtaTapoydv TG OpAoNC,
Ta omoia pmopet va mEPIAAUPBEVOLY KaTappAaKTY, YAODK®UA 1) OTAVIES acOEveLEg OTTMG 1) KEVIPIKY|
0p®M¢ yoproapupipinotpoctdoradeio, (KOXA) mwov éxovv avapepBel LeTd amd yp1oN CLGTIULOTIKOV
K0l TOTIK®V KOPTIKOGTEPOELODV.

AvT6 T0 QUPUAKEVTIKO TPOTOV TPEMEL VA, YOpTYEiTAL e TPOCOY| O€ AGBEVELG e TVEVLLOVIKT|
ovpatioon N og 0o0evelg e xpovieg AOUMEELG 1] AOTUDEELG TTOL dEV £YOVV aVTIUETOTIGOHEL.

"Exdoya

Avtd 10 PUpROKELTIKO TPOTOV TTEPIE)EL AakToln. Ot acheveic e omdvia KAnpovoutkd tpofanuoto
dvoave&iag otn yohaktoln, mAnpn avemdpkelo Aaktdong 1 Kok arnoppodenon yAvkolnc-yolaktolng
dev TPEMEL VO TAPOLYV ALTO TO PAPLOKEVTIKO TPOTIHV.

45  Aliemopdaosig pe AL QUPUOKEVTIKA TPOIOVTA Ko Grheg pop@éc ariniemiopaocng
Agv &povv d1e€oyOel e1d1kég peétec oAANAETIOPOOTG LE VOUKATEPOAT/YAVKOTLPPOVIO/POVPOTKN
popetalovn. Ot TAnpoeopieg avoapopikd pe tnv mhovotnte aArniendpdoewv Pacilovtar oty

mBavoTnTa TV OVclHV povobepameiog.

DapUOKEVLTIKA TPOTIOVTO TTOV Eivol YviwoTd OTL Tapateivovy To ddotnuo QTC

Onwc GAA0 QOPLLOKEVTIKA TPOTOVTO TOV TEPLEYOLV EVA P2-0dPEVEPYIKO OY®VIOTT, AVTO TO
QOPUOKEVTIKO TTPOTOV TTPEMEL VoL YopTyEiTOL e TPOGOoYN o€ acheveic Tov Aapupdvouy avactoleig
LOVOOUIVOEEIDAGTG, TPIKVKAKG OVTIKOTOOAMTTUCG 1] QUPUOKEVTIKE TPOTOVTA TOV Eival YV®OGTO OTL
napateivovy to dStdotnua QT, kabmg onowadnTote enidpacn avtmv 610 dtdotnua QT pmopel va
evioyvOei. Ta @apuaKeLTIKA TPOIOVTO TOV £ival YVoTo 0Tt Tapateivovy to dtdotnua QT umopei va
avénoovy tov Kivouvo kothokng appuduiog (BA. mapaypdeovg 4.4 ko 5.1).

Oepomeio Yo TNV VITOKOALOLLLIO

H mapdAinin Bepomeio yio vrokadoipio pe mwopdywya pebovioaviivig, otepoetdn n un
KOAMOGLVTNPNTIKE S100pNTIKA UTOPEL VO EVIGYVGEL TNV MOV VTOKAALOLULKY dpdon ToV B2-
AOPEVEPYIKDV OYOVIGTAOV, EMOUEVOG TTPETEL VO XPTOILOTOI0VVTOL P Tpoooyn (BA. mapdypago 4.4).

Anordeistéc B-00peVvERYIKDOV VTTOJOYEMV

Ot amokAeloTéc B-adpevepyikdv vrodoyéwv pumopel va e&acbevicovv 1 va avtaymvilovtal tn dpdon
TOV P2-adPeEVEPYIKOV AyOVIOTOV. ETouévmg, outd 10 QopploKevTiKo Tpoiov dev Ba mpémet va
yopnyeitat poll pe omoKAEIOTEG TV B-0d0PEVEPYIKMOV VTOO0YEMV, EKTOG AV VILAPYOLY GoPapol Adyol
ywo T xpnon tovg. Otav amatteital, 0o Tpénet vo, TPOTILOVTOL KOPOIOEKAEKTIKOT ATOKAEIOTEG TOV B-
UOPEVEPYIKMOV VTTOSOYEMV, TaPd TO OTL O TPETEL VAL YOPTYOOVTOL LUE TPOGOYT).



AMnAeridpaon ue avactoreic CYP3A4 kot P-yAvkompmteivig

H avaotoAr] tov CYP3A4 ko tng P-yAvkonpwrteivig (P-gp) dev éxet aviiktuno oty ac@dAeio, tov
Bepamevtikdv 66cemv Tov Zimbus Breezhaler.

Avaotol Tav Bacikdv Tapaydviav Tov cuviedovy otny kdOapon wdakatepoing (CYP3A4 kot
P-gp) 1 otnv kdBapomn g povpoikng pouetalovng (CYP3A4L) avdavel tn cvotnuatiky ékBeon o€
wookatepOAN 1| POVPOTKN LOUETALOVI HEYPL HVO POPES.

Abdy® ™G TOAD YaUNANS GLYKEVTPMOTG GTO TAAGCLLO TTOV EMTVYYAVETAL LETE TV ELGTTVOY| TNG 000G,
01 KAVIKG GUOVTIKEG OAANAETIOPAGELG LUE TNV POVPOIKT| popetalovn dev gival mhavég. QoT660,
pmopet va vépyet mbovotnTa yio adENom g GuoTNHATIKNG EkBeonc o PoVPOTkN popeTalovn otav
ovyyopnyovvtat woyvpoi avactoreic CYP3A4 (m.y. ketokovaloin, rtpakovaloAn, vehpvafipn,
prrovafipn, Koumoiotdn).

2ueTdivn N GALOL 0VOOTOAEIC TNC UETAPOPAC TOV OPYOVIKDOV KOTIOVI®V

e pia kKAvikn peAétn oe vyleig eBeAovTég, 1 GIUETIOVN, EVOC OVAGTOAENS TNG LETAPOPAS OPYOVIKMDV
KOTIOVIOV TOV Bempeital OTL GUVTEAEL OTN VEPPIKT ATEKKPLOT) TOL YAVKOTLPPOVIOV, 0ENGE TNV OAMKN
éxbeon (AUC) tov yAvkomuppoviov kotd 22% kot peimoe ) veepikn kdBapon kotd 23%. Me Bdon
TO €0POC CVTAOV TOV UETAPOADV, OEV AVOUEVETOL KOO KAVIKG GTUOVTIKT] QOPUOKEVTIKN
aAdnenidpaom OTav To YAVKOTLUPPOVIO YopTyEiTal TapdAAnAa e oueTidivn | GAAOVG avVOGTOAEIG TNG
LETAPOPES TV OPYAVIKAV KATIOVIOV.

AM\O. OVTILOVOGKOPIWVIKG LOKPAC 0pdonc Kot B2-00pEVEPYIKOL Oy MVIGTES LAKPAC dpaong

H ovuyyopiynomn avtod Tov opUaKeELTIKOD TPOIGVTOG LE AAAO QOPUUKEVTIKE TPOIOVTO TOV TEPLEXOVY
LOVGKOPIVIKOVG OVTOYOVIOTES LAKPAS OpAcTG 1 P2-0dpEVEPYIKOVG OY®VIOTEG LOKPAG dpdong dev £xel
peretnBel kou dev cuvioTdTol Kabdg propei va evioyboet Tig ovemBopunteg evépyeteg (PA.
napaypapovg 4.8 kat 4.9).

4.6 Tovipétnra, KOnNoN Ko yorovyio

Kvnon

Agv vapyovv emopkn dedopéva amd ™ xpron tov Zimbus Breezhaler 1) tov pepovopévov
GLOTOTIKMV TOL (VOOKATEPOAN, YAVKOTLPPAHVIO KOt POVPOTKT| LopeTaldvn) o€ £YKVEC YOVAIKES MOTE
va KaBoplotel edv VITAPYEL Kivouvog.

H wdaxoatepdin Kot 1o YAUKOTUPPOVIO SEV NTAV TEPATOYOVO GE APOVPAIOVG KOl KOUVEALD PETE 0md
VIodopLa YopNyNnon N elomvon, avtictoiywg (BA. mopdypago 5.3). Xe uehéteg avomapayoyng (dov pe
TOVTIKL0, 0POVPAiONG Kol KOLVEALD G KLOPOPIa, 1 POVPOTKN LOUETALOVN TPOKAAESE AVENIEVEG
dvucpopeieg Tov guPpvov kot petwpévn emPioon kot avartoén Tov euppvov.

Onwg cvuPaivel pe AL QOPUOKEVTIKA TPOIOVTO TOL TEPLEYOLVV P2-adPEVEPYIKODS OYMVIGTES, M
wooKatepOAN UTopel v ovaoTEILEL TOV TOKETO AOY® YOAOPOTIKNAG dPACTG GTO A0 PV TN WATPOG.

AVTO TO QUPUAKEVTIKO TPOTIOV TPETEL VOL YPTCLUOTOLEITOL KOTA T SIGPKELD TNE EYKVUOGHVIE LOVO EQV
T0 6QEAOG Yo TNV acbevi) VITEPTEPEL TOV SLVNTIKOD KIVOVUVOL Y10, TO EUPPLO.

Oniaopodg

Agv vtapyovv S100Ec1Eg TANPOPOPIES Y10, TNV TAPOLGIO TG VOAKOTEPOANG, TOL YAVKOTUPPOVIOL 1)
™G POVPOTKNG LOUETALOVNG 0TO avBpdTIvo Yala, Yo TIG emdpdoslg oto ONAalov Bpépog 1 Yo Tig
EMOPACEIC 6TV TOPAY®YN YAAOKTOC. AAA EICTVEOEVA KOPTIKOGTEPOELDN TOPOUOL [LE TNV
(QOVLPOIKT popeTalovn petapépovtal 6to avlpamvo yaio. H wdakatepoAn, T0 YALKOTLPPOVIO KoL 1)
@ovpoikn popetaldvn Exovv aviyvevbet oto Yoo Tov OnAaldéviev apovpainv. To yAvkomvuppdvio



£QPTOOE LEYPL KO OEKOTAACIEG CVYKEVIPAOCELS GTO YOAa TV ONAaldviov apovpainv ce oyéon Ue TO
UNTPIKo oipa HETA TNV EVOOQAEPLL yopIyNon.
[pénet va amopaciotel €dv Ba drokomei o Onhacpog 1 Oa dwaxonel/amopevydei n Oepanceia,

Aappdvovtag vToyT To 6PEAOG TOV ONAAGLOD Yo To Todl Kot To OPEAOG TG Bepameiag yio TNV
YOVOLIKOL.

Tovipdétta

Meléteg avamoapaymyng Kot GAlo dedopéva oe {da 0eV DTOGEIKVDOVY OVNGLYI0 GYETIKA [LE TNV
yovipudtnra 1060 6Tovg Avopeg OGO KOl OTIG YUVOIKEC.

47 EmOpaceis 6Ty IKAvOTNTO 00171161 KUl YEIPIGHOV UNYOVI|LATOV

To moapov eappoKevTKd TPoidV dev £xel kapio 1 EYEL AOTLOVTN EXIOPACT) GTNV KAVOTNTO 0ONYNONG
KoL XEPIOUOD UNYAVLAT®V.

4.8 AvemOovunteg evépyeleg

TIepiAnyn Tov TPOPIA ACOAAELOC

O1 mo ovyvég avemBounteg evépyeieg o€ ddotnpa 52 efdopddmv nrav to dobua (tapo&vvon)
(41,8%), n pwvogapvoyyitida (10,9%), n Aolpwén Tov avdTEPOL AVATVELCTIKOV cuoTiiatog (5,6%) Kot
N kepaAaryio (4,2%).

Kotdroyoc tov averlBduntmv evEPYELDOV G€ LOPON TIVOKQ

Ot avemBOunteg evépyeteg Tapatifevratl ava Kotnyopio / opyovikd OGO COUG®VO UE T Pdon
dedopévov MedDRA (TTivakog 1). H cvuyvomta tov avemBountov evepyeldv Pacileton otn pedét
IRIDIUM. Mécoa og ka0 kKatnyopio / opyavikd cOGTNUA, Ol AVETIOOUNTES EVEPYELEC TAEIVOLLOVVTOL LLE
Baon ™ cvyvotnTa, PE TPAOTEG TIC GLUYVOTEPES avemBounteg evépyeteg. Eviog kabe katnyopiog
GLYVOTNTOG EUPAVIOTS, Ol AVETIOVUNTEG eVEPYELEG Tapatifevtal katd PBivovsa celpd cofapoTnTag.
EmnpocBétwg, n avtictoyyn katnyopio cvyvotntag yio kabe avemBountn evépyeto Bacileton otnv
noapokdto ovppacn (CIOMS 1HI): modd cvyvig (>1/10), cuyvég (>1/100 £wg <1/10), oyt cvyvig
(>1/1.000 émg <1/100), omdvieg (>1/10.000 émg <1/1.000), oAb omdvies (<1/10.000).



Hivaxag 1 AvemOopnteg evépyeieg

XopNynong

Katnyopia / opyaviké cvotnpa AvemOOunTeg evépyereg Katnyopia
ovyvéTnTOC
Pwogapuyyitida IToAD cuyvéc
Aolpwén tov avatepov 2oyvEC
AOPDEEIS KOl TAPUCITOCELS OVOTTVELGTIKOD GUGTNILOTOG
Kavtvtioon*! Xuyvéc
OvporoipmEn*? 2uyvéc
Alotapoy£C TOV 0VOGOTOWNTIKOD GUGTHLOTOC YnepevorsOnoio*® Xuyvéc
Metafolkéc Kot S10TPOPIKES SL0TOPAYES Yrepylokapio*? Oyt cuyvéc
AwTopay£g T0L VELPKOD GUGTHHATOS Kepatodyioa*® Xvyvég
Alotapoy€c Tov 0HUALOD Koatappdktng Oy cvyvéc
Koapdwakég dratopayés Toyvkopdio*® Xuyvéc
AcBua (mapdévvon) IToAb cuyvéc
AvomvevoTtikéc, Ompaxikég dlatapayEg Kot TTOUOTOQAPLYYIKO GAyoc*’ Xuyvéc
dwatapayés pecobmpakxiov Bryog Xvyvég
Avopwvia 2uyvéc
, , Tootpeviepitda*® Xuyvéc
lFaotpeviepikég datapoyés Enpootopia™® Oyt Guyvec
AlTopay£ TOL SEPIOTOC KOl TOL VITOSOPIO E&avOnua*™ Oyt ouyvéc
1670 Kvnouoc*Ht Oyt cuyvég
Al0Tapoy£C TOV LDOOCKEAETIKOV GUGTILOTOG KOl MvookeAeTikdg Tovoc* 2uyvéc
TOL GUVOETIKOD 1GTOV Mvyikoi omacuoi Xuyvéc
Alotapoyéc TV VEQPAOY Kol TV 0VPOPOP®V Avcovpia Oy cuyvéc
00®V
Ilevikég dratapayés kot Kataotdoelg ot 0o IMupeéia 2UyVEC

Kkvidwon.
4 AvEnpévn yAokodn aipatoc, vrepyAvkoytia.
5 KepaiaAyia, kepaiadyio Tdong.

9 Enpooctopia, Enpotnta Aaipod.

* YTodnA®VEL TV OPOSOTOINGT TOV TPOTILAUEVOY OPMV:
1 Kovtwvtioorn 6TOHOTOC, GTOUOTOQOPVYYIKT KAVTIVTioo.
2 Acvurtopatikn Boktnplovpio, faktnplovpia, kootitida, ovpndpitida, ovporoipnmén, yevig OVPOAOTUOED.
3 Ddappokevtikd eEavonua, vrepevarcnecio 6to PapuaKo, vrepevarcnacia, eEavOnua, kKvnoumdeg e&dvonpua,

6 dLePforopfixn tayvkapdio, VILEPKOIMAKY TOYLKAPSIN, ToYLKOPSiaL.
7 Odvvopayia, GTORATOPAPLYYIKT SVGPOPIN, CTOULATOPAPLYYLKOS TOVOG, £pEOIGLOG AatLoD.
8 Xpovia yaotpitida, eviepitida, YooTpitida, YOGTPEVIEPITION, YUOTPEVIEPIKT PAEYLOVT.

10 doppokevtico eEavonua, eEavonua, Pratidd®deg e&avinua, kvnoumodsg eEavon .
11 Kvnopdg o@Baipon, kvnopdc, KVNoUOG TV YEVWNTIKOV 0PYOvV@V.
12 PoyaAyia, Loookehetikdc Tovog 6to 0T00G, LLOCKEAETIKOG TTOVOS, LVAAYIN, TOVOS GTOV OLYEVAL.

Avooopd mhavoroyouUEVEV AVETIOVUNTOV EVEPYELDV

H avagopd mibavoroyoduevmy overtBountoy evepyelmv PeTd amd T YopyNnon Adelog KVKAOPOPIiag
TOV QUPUAKELTIKOD TPOiOVTOG eivan onpavtiky. Emitpénetl  cvveyn mapakorobnon g oxéong
0PEAOVG-KIVOVVOL TOV PUPHOKEVLTIKOD TPOIOVTOC. ZnTeital 0md TouG EnayyeAaTieg VYElag va
avaPEPOVY OTTOLEGONTOTE TOOVOLOYODUEVES OVETIOVUNTEG EVEPYELEG LEG® TOV EBVIKOD GUGTNUATOG

avapopdg Tov avaypdeetal oto [Hapdptnua V.

49 Ymepoocoroyia

[Ipémet va yivetat Evapén YEVIKMOV VTOGTNPIKTIKOV HETPOV KOl CUUTTOUATIKNG Oepaneiog o

TMEPUTTAOOELG VIOYIAG VTEPOOGOAOYING.



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

H vrepdocoroyia mbavac Bo Tpokarécel onpeio, COUTTOUATO 1] AVETIOVUNTES EVEPYELES TOV
oyetilovton P TIG PUPUAKOAOYIKEG OPAGEIG TV UEPOVOUEV®OV GLUGTOTIKAOV (TT.). Tayvkapdia, TPOHOG,
aicOnpo TaApdy, kepaialyia, vavtio, EUeToc, vavnAia, Kotlokég appuduiee, petafolikn o&émaon,
VTOKOALOLLEO, VITEPYAVKALUiD, aVENUEVT EVOOPOAALLN TiEoT] [TOV TPOKUAEL TOVO, OTTIKEG OLOTAPOYES
N epvBpoTTO. TOV 0PHAALOV], SVGKOIMOTNTA 1 FUGKOAIEG KEVMDGTNG, KATAGTOAN TNG AELTOVPYIOG TOVL
G&ova VOGOV - VTTOPVONG - EXVEPPISIOV).

H yprion xopdloekAekTiK®V B-avacTorémv UTOopEl va EETAGTEL Y100 TNV AVTIUETOTIOT TOV
B2-adpevepyik®dV avtidpdoewy, aALd LOVO VIO TNV eNiPAeym 10Tpod Kal pe EEALPETIKN TPOCOYN,
KaBmg 1 ypnomn P2-adPEVEPYIK®OV AVASTOAEWMY UTOPEL VO TPOKOAEGEL BpoyYOCTOGHO. ZE coPapéc
TEPIMTAOGELS, Ol acbeveic Oa mpénet va vooniedovral.

5. DOAPMAKOAOTTKEX IAIOTHTEX

51 ®@oppokodovapikES 1010TNTES

Ddoppokobepanentikn katnyopio: Dappoka yio acbéveleg amdPpatng aepaymymv, adpEVEPYIKA O
GUVOLOGUO UE OVTIYOAVEPYIK(, CUUTEPIAAUPAVOLEVOV TPITADY GUVIVACUOV LE KOPTIKOGTEPOELON].

Kmduwog ATC: RO3ALL2

Mnyavioudc dpdong

AvT6 10 PUPUAKEVTIKO TPOTOV elvarl £vag GUVIVAGHOC VOAKATEPOANC, EVOG P2-A0PEVEPYIKOD AY®VIGTH
pokpdg dpaong (LABA), yAvkomuppoviov, EvOG avTay®vIeT HOVGKAPIVIKOD DITOS0YEN LOKPAS
dpaong (LAMA) kat povpoikng popetaldvng, evog EI6TVEOUEVOD GUVOETIKOV KOPTIKOGTEPOEIBOVG
(ICS).

Ivdaxatepoln

Ot eopUOKOAOYIKEG OPACELS TOV AYMVICTMV TOV P2-00PEVEPYIKMY VTOS0YEWMV, TEPIAUUPAVOUEVIC TG
woaKatePOANG, LTOPOVV VO, rod000VV, TOLAGYIGTOV eV UEPEL oTa ovénuéva enimedo KUKAKNG-37,
5’-povopmopopikng adevocivng (kukiikd AMP), mov Tpokaiovv xaAdpwon Tov Bpoyykod Agiov

Looc.

Kotd v etonvon, n wdakatepdin dpa Tomikd 6Tov TvedUove o¢ Bpoyyodtactoitiko. H
wOaKOTEPOAN ELVOL LEPIKOG OYMVIGTNG OTOV OVOPDOTIVO P2-adpeveEPYIKO DTOSOYEN LLE VOVOLLOPLOKT|
SPACTIKOTNTO. XTOV AOUOVOUEVO avOpOTIVO Bpdyyo 1 woakatepOAn Exet Tayeio Evapén dpdong Kot
HOKPG StpKeLn dpaonc.

[apd To 611 01 P2-adpevepykol vTodoyeig eivar ot Kupiopyotl adpevepylkol VTOSOYEIG GTOV PpoyyLKO
Agto pw kot o1 Br-adpevepyucol vTodoyeic ivar ot kupiapyot vodoyeig otV avOpdTIvY Kapdid,
VILAPYOVV eMioNg P2-adpevepyKol vITOdoYELS otV avBpdTIVN Kapdid, ot oroiot aroteloby o 10% pe
50% TV GUVOMK®OV AdPEVEPYIKMY VITOJOYEWV.

TAvkomrvppovio
To yAvkomuppdvio dpa avacTEAAOVTAG TN fPOYXOCLOTUATIKY OpAoT TNG OKETVAOYOAIVNG oTa Agia

LOTKA KOTTOPO TOV 0EPUYDYDY, Kl ETOUEVOS O10GTELAEL TOVG OEPAy®mYOVs. To Bpmpiovyo
YAVKOTTLPPOVIO EIVOL EVOC VYNANG GUYYEVELLSG OVTAYMVIGTHG TOV LOVGKAPIVIKOD VItodoyéa. H
EKAEKTIKOTNTA Y10, TOVG avOpdTIVOULS VITodoyeic M3 kot M1 €xet kataderyel 611 eivan TovAdyiotov
4 ¢mg 5 Qopég LeyoldTEPT OO QLT Y10 TOLG OVOPAOTIVOLG VTTOdOYEIC M2 ¥pNoYLOTOIOVTOG LEAETES
pdcdeonc popiov. ‘Eyxel tayeia évapEn dpaong, 0Tme omodeIkvOETAL OO TOPUTPOVIEVES KIVITUIKEC
TOPUUETPOVS OEGUEVOTG/UTOOEGIEVGN G VTTOJOYEN KOl artd TNV EvapEn Opaong LETA TNV EIGTVON O
KhMvikéc perétec. H pokpd didpketo dpdong umopet vo amodobel Leptkdg 6€ TapOTETAUIEVES
GUYKEVIPMGELS PUPLAKOV GTOVE TVEVUOVES, OTME OVTUVAKAATOL OO TNV TAPUTETAUEVT] TEAIKT|
nuicela {1 amopdKpuVeNg TOL YAVKOTUPPOVIOL LETE TNV EIGTVOT] LEG® TNG CVGKELTG EIGTVONG GE
avtifeon pe v nuiosia Lon petd v evdopAiéPia yoprynon (PAére mapdypogo 5.2).
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DPovpoixn pouetalovny

H @ovpoikn popetaldvn eivar Eva cuvOETIKO KOPTIKOGTEPOELDES LLE VYNAT] GUYYEVELD LUE TOVG
VIOB0YELS YAVKOKOPTIKOEIWSMV KO TOTIKEG AVTIPAEYUOVMOELG 1810TNTEG. IN Vitro, 1 povpoikn
HOUETOLOVT aVUOTELAEL TNV ATEAEVLOEPMON TOV AEVKOTPIEVI®V OO TOL AEVKOKVTTAPO TOV OAAEPYIKDV
acfevav. XNV KOAMEPYELD KUTTAP®OV 1 POLPOIKT| HOPETALOVN TOPOVGINGE 1GYVPO SUVOULIKO
avVaGTOANG TG ovVBeong Kot TG amedevBépwong tov IL-1, IL-5, IL-6 kon TNF-a. Eniong, eivar
10YVPOG AVACTOAENG THG TOPAYMYNG AEVKOTPLEVIOVY Kot TNG Tapaywyng kKuttapokvav Th2 1L-4 kot
IL-5 amo6 ta avOpdmve T-kottopo CD4+.

DopUaKOOVVOUKES ETOPACELS

To mpoeik QoppoKodVVOUIKNAG OVTATOKPIoTG GVTOV TOV PUPUOKEVTIKOD TPOIOVTOG YopaKTnpiletan
and tayeio Evapén dpdong eviog S5 Aentdv PHeTd T yopnynon d0oNg Kol TapaTeTAUEVT ENidpact) kad’
OM0 TO HEGOJIAGTNUA 24 ®POV TOV SOCEMV.

To mpopik pappakodvvapukng avtamdkplong yapakmpileror tepartépm amd ovénpévo LEco LEYIoTO
ToEmG EKTVEOUEVO OYKO aEp0. 6TO TPOTO dgvteporento (FEV1) tov 172 ml petd omod
wdakatepdAn/yAvkonvppdvio/povpoikn pouetalovn 114 meg/46 meg/136 meg pio eopd v nuépo
oe oOykpion pe TN coipetepdin/erovtikalovn 50 mcg/500 meg dHo popic Tnv nuépa.

Aev mapatpnnke taxveuAa&io mg TPOG Ta OPEAN TNG TVELUOVIKNG Asttovpyiag and To Zimbus
Breezhaler otnv mopeia tov xpdvov.

Aidornuo QTC

H enidpaon avtod Tov pappoakevticon tpoidovtog oto dibotnpa QTC dev éxel aloloynBel o
de&odkn perétm tov QT (TQT). T v @ovpoikn popetaldvn dev eivar YvmoTég 1010TNTES
napdtoong Tov QTc.

KMvikn) omoteAeouatikdTnTo Kol 0GQAAELL

2byrpion oo Zimbus Breezhaler ue orafspoic ovovovaouoic LABA/ICS

H acpdlreia ko 1 amotedeopatikotnta tov Zimbus Breezhaler otovg evilikovg acBeveig pe enipovo
Gobua a&oroyndnke otn edong HI toyoomomuévn, dumhd toein pekétn (IRIDIUM). H pelétn
IRIDIUM ftav pia perétn 52 efdouddmv mov a&loddynoe to Zimbus Breezhaler

114 mcg/46 mcg/68 mcg pio opd v nuépa (N=620) xor 114 mcg/46 mcg/136 mcg pio opd v
nuépa (N=619) o€ cvykpion pe v wdakatepOAn/@ovpoikn popetaldvn 125 meg/127,5 meg pia
@opd v nuépa (N=617) xar 125 mcg/260 mcg pio gopd v nuépa (N=618), avtictoiywc. ‘Eva tpito
oKELOC EAEYYOL UE OpacTikn ovaia cuumeptérafe dropa Tov ElaPav Oepomeio pe
oaApETEPOAN/TpoTiovikT] pAovTikalovn 50 mcg/500 mcg dvo popég v nuépa (N=618). Ora ta
aropa Enpeme va Exovv cuuntopatikd acdua (fabuoioyio ACQ-7 >1,5) ko AduPavay Bepameio
oLVTHPNOTG TOV AeOpaTOC e TN XPNoN HEGAinG 1 VYNANG dOONC EIGTIVEOEVOD GUVOETIKOD
koptikootepoeldoic (ICS) ko Bepancio cuvovacpov pe LABA yio tovAdyiotov 3 piveg mpv omd tnv
gloaymyn ot pedét. H péon nhwia rav 52,2 én. Koatd m dwekoyn, 1o 99,9% twv acbevaov
avépepaV 10TOPIKO TapoEuvoemvy Katd To teevtaio £Toc. Kotd tnv stoaywmyn ot pHekétn, ta mo
GLYVO QAPLOKA Y10 TO GoOua oV avaEEPOnKaY Tay PHEcaio OGN EIGTVEOUEVOD KOPTIKOGTEPOEIOOVC
oe ouvdvaoud pe LABA (62,6%) kot vynin 806m E1GTVEOLEVOD KOPTIKOGTEPOELDOVG GE GUVOVAGHO
pe LABA (36,7%).

O «bp10g 61O30G TNG HeEAETNG NTa va amodei&el TNV avotepdTnTa gite Tov Zimbus Breezhaler

114 mcg/46 mcg/68 mcg pio opd v nuépa o€ oyéon e TV wdakatepOAN/Povpoikn popetalovn
125 mcg/127,5 mcg pia popd tnv nuépa eite Tov Zimbus Breezhaler 114 mcg/46 mcg/136 mcg pia
QOPa. TNV NUEPQ GE GYEOT UE TNV WVOOKOTEPOAN/Povpoikn popetaldvn 125 meg/260 meg pia popd

v Nuépa, 66ov apopd tov kKatdtato FEV: katd v efdoudda 26.

To Zimbus Breezhaler 114 mcg/46 mcg/136 mcg pia @opd thv nuépa enéde1&e GTATIOTIKA GNUAVTIKEG

BeAtidoelg otov katmtato FEV1 katd tnv efdopdda 26 oe cOyKpion e TNV WOUKATEPOAT/POVPOTKN
popetalovn og avtiotoyn 06omn. Khvikd onuaviikég PEATIOOELS TNV TVELUHOVIKT AgtTovpyia

11



(petaporn amd v apyikn extiunomn otov Katdtato FEV: katd v efdoudda 26, mpwvi kot fpadivi
LEYIOT EKTVEVGTIKT] POT]) TOPOINPNONKOV ETIGNG G GVYKPLON LE TNV CUAUETEPOAN/TPOTIOVIKT|
erovtikalovn 50 meg/500 meg dbo popig tnv nuépa. To gvpiuoto kot v efdondda 52 frav ot
ovpevio, pe v efdopndda 26 (BAéne Iivaxa 2).

Oleg o1 Bepamevtikég opddeg £3e1&av KAMVIKA onUavTIKEG BEATIOGELS amd TNV OPYIKN EKTILNON GTO
ACQ-7 katd Vv gfdopnada 26, ®oTOGO 0V TapATNPNONKAY GTATIGTIKA GNUAVTIKESG SLapopEc uetatld
TV opadwv. H péon petaforn amd v apyikn ektipnon oto ACQ-7 kotd tnv fdondada 26 (Baocikd
devTePELOV KOTAANKTIKO onueio) kat v fdopddo 52 frav mepimov -1 yio OAeg TG BepanevTikég
ouddes. Ta mocootd avtomdkpiong ACQ-7 (opiCovtar wg petafoin ueiwong otn Pabuoroyia >0,5) o

SLPOPETIKE Y poviKa onpeia teptypdpovtar otov [Tivaka 2.

O1 Tapo&LVGELG NTOY EVOL SEVTEPEVOV KOTAANKTIKO onpeio (dgv fTav HEPOG TNG GTPATNYIKNG TOV
emPePorwticod eléyyov). To Zimbus Breezhaler 114 mcg/46 mcg/136 mcg pia opd tv nuépa
emédelée pelmaon otov eTo1o puhud TapoEHvoewv Ge GUYKPLON LE TN CUALETEPOAT)/TPOTIOVIKT|
elovtikaovn 50 mcg/500 meg dHo opéc TV NUEP Kat TV WOUKOTEPOAN/POVPOiKkY popeTtalovn

125 mcg/260 mcg pia eopd v nuépa (BAéne Mivaxa 2).

To, amoTEAEGLOTO Y10l TO TTO KAVIKG OTLLOVTIKG KOTOANKTIKA onueia meptypdeovtat otov Ilivaxa 2.

Mivokog 2 ATOTEAECRATA KUPLOV KO EVTEPEVOVTOV KUTUANKTIK®OV GNUEIOV 6T1) PELETN
IRIDIUM o711¢ efoopdoes 26 kan 52

Katalnktiké Xpoviko Zimbus Breezhaler! évavr Zimbus Breezhaler! évavt
onpueio onpueio/ IND/MF? SAL/FP?
Aldpkero
IIvegopoviki Asttovpyio
Kardroroc FEV
Epdondada 26 65 ml 119 ml

Awgopd i‘;‘iﬁ‘f N <0,001 <0,001

Oepomeiog GWS{;]) (31, 99) (85, 154)

g%g/opu) 86 ml 145 ml

EBdopéada 52 <0,001 <0,001

(51, 120) (111, 180)

Méon mpwivy uéyioty exmvevotiky porp (PEF)

Awpopd . .
18,7 I/min 34,8 I/min

Bepoameiog EBdounada 52* ' '

(95% C1) (13,4, 24,1) (29,5, 40,1)

Méon Bpadvii uéyiotn exmvevotixii porp (PEF)

Awpopd . .
17,5 I/min 29,5 I/min

Oepaneiog Epdopdda 52* : '

(95% Cl) (12,3, 22,8) (24,2,34,7)
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TOUTTOUATO,

Arouo. wov wapovoiaoay aviarokpion oto ACQ (rocooté acbevadrv mov wétvyay v eAdyiotn KAvikd
onuavtiky orapopd. (MCID) arxd v apyixn extiunon ue o ACQ >0,5)

2

Méon Ty yo T Sidpkela g Oepomeiag.
*x RR <1,00 gvvoel tnv vdakoTepOAN/YAVKOTLPPOVIO/POVPOTKT HOUETOLOVT.
! Zimbus Breezhaler 114 mcg/46 mcg/136 mcg od.
IND/MF: wdaxatepoin/@ovpoixn popetalovn vynin doom: 125 meg/260 meg od.

H @ovpoikn poperaldvn 136 meg oto Zimbus Breezhaler sivar cuykpiciun pe tnv govpoikn

[Mocootd EBdouada 4 66% évavtt 63% 66% évavtt 53%
(95% Cl) (0,94, 1,54) (1,35, 2,20)
[Mocootd EBdopada 12 68% évavtt 67% 68% évavt 61%
mbavonttov 111 135
(95% Cl) (0,86, 1,42) (1,05, 1,73)
[Mocootd EBdopdda 26 71% évavt 74% 71% évavtt 67%
Roaorioy 092 121
(95% ClI) (0,70, 1,20) (0,93,1,57)
[Tocootd EBdopada 52 79% évavtt 78% 79% évavtt 73%
Tﬁ‘é?xﬁgzmmv 110 1,41
(95% ClI) (0,83, 1,47) (1,06, 1,86)
Etnoonompévo mo606to mopovveemy dodpuatog

Mérpieg 17 oofopés mapoldvoeig

AR EBdoudda 52 0,46 évavt 0,54 0,46 évavt 0,72
RR** Epdopdda 52 0,85 0,64

(95% CI) (0,68, 1,04) (0,52, 0,78)
2ofapég mopolvvoeig

AR EBdoudda 52 0,26 évovt 0,33 0,26 évavt 0,45
RR** EBdopdda 52 0,78 0,58

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

*

popetalovn 260 meg otnv wdakatepoAn/eovpoikn popetalovn.

SAL/FP: colpetepoin/mpomiovikn erovtikalovn vynin d6om: 50 meg/500 mceg bid (86om
TEPIEYOUEVOD).

Katdtatog FEV1: n péon and tig 0o tuég FEV: petpnonke otig 23 dpeg kan 15 Aemtd kot 6T1¢

23 mpeg ko 45 Aemtd petd ) Ppadivi doon.

Kvpio kotadnktikd onueio (katdratog FEV v efdoudda 26) kot factkd deuTtepedov KATAANKTIKO GNUEL0
(BaBuoroyio ACQ-7 v gfdopdda 26) tav HEPOS TG GTPATNYIKNG TOV eMPBERAIOTIKOD ELEYYOV KOl G EK
TOVTOV EAEYYOVTOL Y10 TTOAAATTAGTNTO. OAa 0 GAAG, KATAANKTIKG onpeio dev NTay PEPOG TG GTPOTNYIKNG TOVL
emPefarotikod eAEyyov.

RR = avoloyia Tococ100, AR = gtnolonompévo 10606td

od = pio gopd v nuépa, bid = §bo popéc v nuépa

2oyrpion tov Zimbus Breezhaler ue v tavtdypovy, avoiktic sxiohuovanc yopnynon
ooAuETEPOANS/plovTikaldvie + T10TPomioy

A&y On pia toyoomompévn, LEPIKMG TUVPAT, EAEYYOUEVT] LE evEPYO Bepameia peAéTn), un-
kotwtepottag (ARGON), n onoia cvvékpive to Zimbus Breezhaler 114 mcg/46 mcg/136 mcg pia
eopd nuepnocing (N=476) kot 114 mcg/46 mcg/68 mcg pia popd nuepnoing (N=474) ue v
TAVTOYPOVT] YOPTYNON COAUETEPOANG/TPOTIOVIKNG PAovTIKa OV S 50 Mcg/500 mcg 600 popég
nuepnoing + totpomiov 5 Mcg pio popd nuepncing (N=475) yio mdvo and 24 efdopddeg Oepaneiog.

To Zimbus Breezhaler katédeiée pun-katmtepdTTa OC TPOC TN GCAAUETEPOAT/ PAoVTIKOLOVN +
TIOTPOTIO Y10, TO TPMTEVOV KATUANKTIKO oNUEI0 (LeTAPOAN 0O TNV ap)IKT EKTIUNGOT GTO
Epotpatoroylo [owdmroag Zong pe AcBpa [AQLQ-S]), o TponyouHévOs GUUTTOUATIKOVS
aoBeveic o Bepaneia pe ICS kot LABA pe dapopd 0,073 (povomievpo yapunidtepo 6pilo
gumortoovvng [CL] 97,5%: -0,027).
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Toudrazpucdc TAnfvoude

O Evponaikoc Opyoaviopudg apudkmv £xel 0MGEL avaBoAn amd TV VToXPEMoT VITOPOANC TV
OTOTELECUATOV TOV PHEAETMV UE WVOUKATEPOAT/YAVKOTLPPOVIO/POVPOTKY popeTalovrn o€ pia M
TEPLOGOTEPES VTOKATI|YOPIEG TOV TSI TPIKOD TANOVoUOL 670 dobua (BAEre mapdypapo 4.2 yia
TANPOPOPIES GYETIKA LUE TNV TOLSLOTPIKY YPNROT).

52  ®appoxokivnTIKEG 1O10TNTES

Amoppdéonon

Metd and v siomvon| Tov Zimbus Breezhaler, o dudpecog xpdvog émg v emitevén tov péyiotov
GUYKEVTIPMGEDV TNG WWOUKATEPOANG, TOV YAVKOTLUPPOVIOL Kol TNG POVPOTKNG HopeTalovng 6To TAGCHA
ntav wepimov 15 Aemtd, 5 Aentd ko 1 dpa, avtioToiywd.

Mg Bdon ta in Vitro dedopéva amddoong, | 66on kabe cuotatikod Tng povobepameiog mov TopEyETAL
GTOV TVEVLLOVO OVOLEVETOL VO VOl TOPOLOLM Y10 TOV GUVOVAGILE
wdaKatepOANG/YALKOTLPPOVIOV/POVPOTKNG HopeTaloVNg Kot To, Tpoidvta povobepaneiog. H éxbeon
TAAGLOTOG GE VOOKATEPOAT), YAVKOTUPPOVIO Kol POVPOIKT HOUETAlOVT G€ oTabepoTOtUEVT
KOTAOTOOT HETA 0O EIGTVOT] TOV GLVOVACUOV NTAV TAPOLOLN LLE T CLGTNUATIKY EkBeon LeTd amd
TNV €10TTVOT| TPOIOVTOC povobepameiog pe UNAEIVIKT vdaKatePOAN, YAVKOTUPPOVIO 1| POVPOTKN
popetalovn.

Metd and glomvon Tov cLVOLACHOD, 1 ardALTN PlodiabesipdTnTa £YEL LVTOAOYIGOEL OTL givan Tepimov
45% ywo v wdaxoatepOAn, 40% yia to YAvkomuppovio kot Myotepo amd 10% yio tn povpoikn
popetalovn.

Ivdaxarepoin

O1 GLYKEVIPOGELG VOAKOTEPOANG oLENON KV Le TNV ETavOAapPovOpEeVT xOpNyNoT wio opd Tnv
nuépa. Xtabepomompévn Katdotaon emredydnke péca o 12 éog 14 nuépec. H péon avaroyia
GLOGMPELOTG TNE WWOOKATEPOANS, nAad AUC péca 610 ddotnua yopiynong me 60omg tomv

24 opov v Nuépa 14 o oyéon pe v nuépa 1, Bpiokodtav ato gvpog and 2,9 £wg 3,8 Yo
glomveopeveg 80oelg pia popd tnv nuépa peta&d 60 kar 480 meg (toapeyxouevn d6on). H cvotnpatikn
£€kBeomn mpokaAleital amd cUVOETN TVELUOVIKT KOl YOOTPEVIEPIKT omoppdeNon, Tepimov 10 75% 1tng
GLOTNOTIKNG EkBeong NTaY 0Td TNV TVELLOVIKT AmoppOENoT Kot Tepinov to 25% amd v
YOOTPEVTEPIKT] ATOPPOPNOT).

TAvkomrvppovio
[epimov to 90% g cvoTnuaTKNG £KBEONC LETA OO EIGTVOT| OPEIAETAL GE ATOPPOPTOT) OO TOVG

nvevpoves kKot 1o 10% ogeiketan og yaotpeviepikn amoppoenon. H ardilvutn Prodabecyotnto Tov
OO GTOLOTOC YOPTYOVUEVOL YAVKOTLPPOVioV ekTipdTol 6Tl gival mepimov 5%.

Dovpoirn uoustalovy

O1 oVYKEVTPMGELS POVPOTKNG HopeTaldVNG avENONKAY e TNV EXAVOAAUPOVOLEVT) XOPTYNON Ha eopd
™V NuEPa LECM TG GLOKEVNG slomvong Breezhaler. H otabepomomuévn katdotaon exitedydnke
petd omd 12 nuépec. H avaroyio péong cuoocmpevong tng ovpoikng popetalovng, dnradn AUC
KOTA TN O18pKELN TOV OOGOAOYIKOD LEGOOOGTAUATOS 24 mpmv TNV Nuépa 14 o cOyKplon Le TV
nuépa 1, frav evrog tov evpoug 1,28 wg 1,40 yia siomvedueveg 006e1g pia popd v nuépa petald 68
Kot 136 Mcg g HEPOC TOV GLVOLOGUOD WOAKATEPOANG/YAVKOTUPPOVIOL/POVPOTKNG LOUETOLOVIG.

Metd amd TV amd GTOUATOG YOPTYNOT| TNG POVPOTKNG LOUETALOVIG, 1) ATOAVTY AtO CTOUATOC
ovotnuatiky frodrafectudnta eovpoikng popetalovng ektyumdnke ot Hray ol yaunin (<2%).
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Koatavoun

Ivdoxotepoin
Metd amd evoopréPia Eyyvon, o dykog katavoung (Vz) g wdakatepoing nrav 2.361 wg 2.557 Aitpa,

KaTadEKVOOVTAG EKTETAUEVN KoTovopn. H in vitro chvdeon pe mpmteivn otov avBpdmivo opd Kot 6To
mAaopa nTav 94,1 wg 95,3% kai 95,1 wg 96,2%, avtictoiywg.

Tvkomrvppovio
Metd oo evdopAéPia xopnynon, o 6ykog katavoung (Vss) Tov yAvkomuppoviov 6 otafepomomnpuévn

Kotaotoorn nrav 83 Aitpa kot 0 dykog Katavoung oty tedikn edon (Vz) ftav 376 Aitpa. O
QOVOUEVOG OYKOG KATAVOUNG 6TV TEAMKN pacn petd amd siomvon (Vze) ftav 7.310 Aitpa, mov
QVTOVOKAG TNV T opy1| amopdkpuvon Hetd v elomvor. H in vitro covdeon tov yAvkomvppoviov pe
TPOTEIVY 670 avOpdTITIVO TAdopa Ntav 38% wg 41% ot cuykevipmoelg and 1 émg 10 ng/ml. Avtég ot
GLYKEVTPMGELC TOV TOVAAYIGTOV 6 @OPEC VYNAITEPES 0 OTL TAL LECH KOopLPaio emimedol
otafepomompévng katdotaong Tov emrtedydnkav oto TAAGHa Yo Socoroykd oynpa 44 meg pio
@OpPa TNV MUEPOL.

Dovpoikn pouetolovy

Metd amd v evéoAéPia yopriynomn doong epddov to Vy givon 332 Aitpo. H in vitro ocbvdeon e
TPOTEIVN Y1 T POVPOikN pouetalovn givar vymin, 98% émg 99% ce GLYKEVTPMGEIS TOV KLUOiVOVTOL
and 5 éwg 500 ng/ml.

Buougtaoynuotiopde

Ivdaxatepoln

Metd amd 6TOUATOG XOP1YNOT PASIOCT LAGUEVNG vOaKOTEPOANG o€ pueAétn ADME (amoppdonon,
KOTOVOUT, LETABOMGUOC, amoPoAn) otov avOpmTo, 1 AUETAPANTY WWaKATEPOAT NTOV TO KOPLO
GLOTATIKO GTOV 0PpO Kol EVOVVOTAV Y10 TEPITOV TO £VO, TPITO TNG GVVOMKNG OXETILOUEVNC LE TO
oappako AUC péca og 24 mpeg. 'Eva vdpo&uiiopévo topdymyo tav o kupiapyog puetafolritng otov
0p06. OavoAikd O-yAvkovpovidlo g woakatepOANG Kot VIPOELA®EEVT VdaKaTEPOAN TOV GALOL
Kupiapyor petaforitec. Eva donotepeopepéc 1o vOpoELAIOUEVOL Tapayd@YOoL, Eva N-yAvikovpovidlo
g woakatepOANG Kot To C- kot N-amoolkvMopéve Topdymyo fTay GAAOL LETABOAITES TOV
ovayvopiomkay.

In vitro épevveg £6e1&av 6Tt to UGT1AL NTov 1 uovn wwopopen UGT mov petafdile myv
wdakatepOAn o€ Patvolkd O-yAvkovpovidro. O&edmTikol petafolriteg aviyveddnkav o ETMACELS Le
avacvvovacpévo CYP1AT, CYP2D6 kot CYP3A4. Xvunepaivetor 611 10 CYP3A4 glval to emikpatéc
100£vCupo mov guBvvetal yio. Ty VEpoEvAimon g doakaTePOANG. IN Vitro épguveg £de1&av mepattép®
OTL 1] WOUKOTEPOAT EIVOAL VTTOCTPOUO LLE YOUNATY GLYYEVELN Yo TV avTAia ekporg P-gp.

In vitro, n wwopopery UGT1A1 éyet peydAn cuveiopopd otnyv petaforikn kdbopon tng vdakatepoAng.
[Mopora avtd, 6nwg dStoedavnke o pio KAVIKT HEAETN g TANOLGHOVS e S10POPETIKOVS YOVOTVTTOVG
UGT1A1, n cvotnpatikni ékfeon otnv vdaKoTepOAn dev ennpedleTal GNUAVTIKA Ao TOV YOVOTUTO
UGT1AL

Llvkomoppovio
Mehétec petaforiopov in vitro éds1€av otabepéc petaforikéc 0600¢ yia to Bpopiodyo

yYAvkomuppovio peta&d (dmv kot avOpammv. Agv Bpédnkav e1dikoi yio avOpdmovg petaforites.
Mopatnpndnie vopo&uAinon pHécw TG omoing Tapdyovtal S1apopot LOVo- Kal 61-03POELAMUEVOL
petafoiriteg, Kobmg Kot AUesT VIPOAVOT TOV 0dNYEL GTO CYNUATIGUO EVOS TAPOYDYOV TOV
KkapPo&uAtkov o&€og (M9).

In vitro épevveg éde1&av 6Tt morhamdd 1oéviupo CYP cuppdirovy otov oedmtikd

Blopetacynuotiopd tov yAvkomvppoviov. H vopoivon oe M9 mibavitato KataAveTol amd LEAT TG
01KOYEVELNG TNG YOMVESTEPHOTG.
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Metd v elomvon 1 cuoetnuotikn £ékbeon oto M9 ftav katd péco 6po oty it TaEn peyéboug pe
v ékBeon oto unTpiko eappoko. Kabaoc ot in vitro perétec dev £de1&av PETABOMGHO GTOV TVEDLOVOL
kot To M9 ftav pikpng onpaciag oty kKukhogopia (nepimov 10 4% tv Cmax and AUC tov puntpiko
QopLaKoD) HeTd TV evioAéPia yopriynon, Bempeitan 6t o M9 dnuiovpyeitor and To TURU TG
SO0 G TOL KOTATIVETOL OO TO OO GTOUATOG EIGTVEOUEVO BPMULOVYO YAVKOTLUPPOVIO LEGH TTPO-
GLOTNUATIKNG VOPOALONG Ko HEG® UETAPOMGHOD TPDTNG 010d0v. Metd and Tnv g16mTvon Kot Petd
amo TV eVOOPAEPLA YopNYNoN, MOVO eAdyioteg Tocdtnteg M9 Bpébnkav ota ovpa (dniadn <0,5% tng
d6on¢). I'wkovpovidio ko cvledypote Beukod dAatog Tov YAvkomvppoviov Ppébnkayv oo obpa
TV avOpOTOV peTtd and emavalapfovOouevn EIGTVOT Kol aVTo avTioToyel oto epimov 3% tng d6oNG.

In vitro peléteg avaotoAng katédei&av 0Tt 10 Bpmutovyo YAVKOTUPPOVIO de S1aBETEL GUAVTIKA
duvatotnta avactodng tov CYPLA2, CYP2A6, CYP2CS, CYP2C9, CYP2C19, CYP2D6, CYP2E1 7
CYP3A4/5, tov petagopémv ekpoig MDR1, MRP2 1 MXR, kot TV HETOQOPE®V TPOCANYNG
OATP1B1, OATP1B3, OAT1, OAT3, OCT1 1 OCT2. In vitro peAétec emaymyng eviduwmv dev
KATESEEUV KMVIKA GYETIKT| EMAYMYN UE PPOUIOVYO YAVKOTUPPOVIO Y10 OTOLOONTOTE OO TaL
ooévlupa tov kutoypdpatog P450 mov dokipdstnkav, kabog kot yio to UGT1AT kot tovg
petaeopeic MDR1 kot MRP2.

Dovpoirn uoustalovy

To pépog ¢ elomvedpevng d00MG POVPOTKNG LOUETALOVNG TTOV KOTATIVETOL KOl OTOpPOPETaL GTO
YOOTPEVTEPIKO GUGTNUO VTOPAALETAL GE EKTEVT] HETOPOMOUO GE TOAAATAODG peTafolrites. Agv
VIAPYOVY OCNUOVTIKOL LETAPOAITES AV VEDOIUOL GTO TAUGHA. ZTO PKPOCMLOTO TOV ovVOpOTIVOL
Nratog n eovpoiky| popetalovn petaforiletor amd to CYP3A4.

Amofoin

Ivdaxarepoin
Ye KAMviKEG peréteg mov eptAdpufavay tn GVALOYT 00POV 1 TOGOTNTO TS VOUKATEPOANG TOV

AmOPUAAOTAY OUETAPANTN HECH TV 0VPOV NTAV YEVIKMOG XOUNAOTEPT TOL 2% 1TNg d6onc. H veppikn
KdBapon g vdakatepOANg NTov, Katd pnéso opo, peta&v 0,46 kat 1,2 Altpa/dpa. Xe oyéon pe v
K@Bapomn TG WoaKaTEPOANC 6TOV 0pd NG TaEemc TV 18,8 ¢ 23,3 Aitpa/dpa, elvat peavég 0TI M
veppikn KaBapor dadpapatifel nocova poro (mepinov 2 Emg 6% tng cuoTnpatikig Kabapong) oty
amoBoAn TG GLOTNUATIKA JOESIUNG VOOKATEPOANG.

e pia perétn ADME otov avBpwmo 6mov 1 vdakatepOAN yopNyoOvVIOY amd TO GTOUA, 1) ATOPOAN
o010 KOTPava KupLopyovse TG omoPoing ota obpa. H wvdakatepdin amoforidtav ota avlpdmva
KOTPpaAvVa KUPImG ®¢ apeTdfAnTn untpik| ovsia (54% tng d60omg) Ko, og pukpdTepo Pabud, wg
vdpoévmuévorl petafolriteg woakotepoing (23% g 66omc). H wooppomio pdlag frav TAnpne we to
>90% 1ng 060MG va. eVIOTILETOL OTIG AMEKKPIGELG.

O1 GLYKEVTPDOGELG TNE VOOKATEPOANG GTOV 0PO LEIDONKOV KOTE TOAVQAGIKO TPOTTO UE TN HECT] TEMKN
nuion va kopaivetor amd 45,5 £og 126 dpec. O amoterespotikdg xpovog nuicelog Long, o onoiog
VROAOYILETOL OO TI GUGGMPELGT TNG WVOAKOTEPOANG LETA OO EXAVULUUPAVOLEVT] XOPNYNOT| TNS
d6omc, Kopavonke amd 40 mg 52 dpeg, oToLYEl0 TO OO0 GLUEMVEL LIE TOV TAPUTNPOVUEVO YPOVO £WG
1 otabepomomuévn Katdotacn mov givar wepinmov 12 pe 14 nuépeg.

L Avkomoppdvio

Metd and eviopAéPia yopiymon [*H]-onpacpévov Ppopodyov yAvkomvppoviov oe avOpdmovg, 1
LECT amEKKPLOT GTO, 0VPa TG pudlevépyelog o 48 mpeg avnibe og 85% tng d6one. 'Eva emmiéov 5%
g 06ong Ppédnie otn yoAn. Emopévac, n iooppomio palog ntav oxedov mAnpng.

H veppikn amofoAin tov apyukod gapudkov avépyetal o€ mepimov 60 £wg 70% g olkng kdbapong
TOV GLOTNUATIKA SLBEGIHOV YAVKOTTUPPOVIOL, EVD 01 S10d1KAGIES UN-VEPPIKNG KABPONG
avtietoryovv mepinov oto 30 émg 40%. H kdBapon pécm tav yoAnedpwv cuUBAALEL GTN UN-VEPPIKT|
KkdOapomn, oAAG 1| TAEOVOTNTA TNG UN-VEPPIKTG KABaponc Dempeitar 0TI o@eiretal 6T0 UETABOAIGUO.
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H péon veppikn kdBapon tov yAvkomvppoviov kopaivetol and 17,4 péxpr 24,4 Aitpa/dpa. H evepyn
coAnvaplokn EKKplon cLUPariel ot veppikn anofoin tov yAvkomvppoviov. Ewg kot 20% g
TapeyOUeEVN S 060Mg Ppédnke Gt 0VPaA MG APYIKO PAPLLOKO.

O1 cLYKEVIPOGELG TOL YAVKOTVPPOVIOV GTO TAUCUA LEIDOONKAV KOTE TOAV(QAGIKO TpOTo. O pé€cog
TEAKOG XpOVoG Nuiooelog {ong e amoBoAns NTav mold peyaidtepog pHetd v gwomvon (33 €mg

57 mpeg) oe oOyKpion pe v evooeAEPia (6,2 dpeg) Kot TV arnd otopatog (2,8 dpec) yopnynon. To
LOVTELO ATOBOANG VTOONADVEL TOPATETUUEVT] TVEVLOVIKT] ATOPPOPNGT KOUT LETAPOPE TOV
YAVKOTTUPPOVIOL GTN GUGTNUOTIKY KUKAOQOPia 6TIG 24 MPEG 1| KL TEPICCOTEPO UETH AT ELGTVOT).

Dovpoixn poustalovy

Metd amd evoo@AEPLa xopnynon d0ong pOdov 1 Povpoikn popetaldvn xet TeMkn anopdikpouvon Ty
nepimov 4,5 dpeg. Mia padtooLAGHEVT, A0 CTOUOTOC EICTVEOUEVT] 0OGN OMEKKPIVETAL KVPIMG oTO
kompavo. (74%) kot og pikpdtepo Paduod ota ovpa. (8%).

AlMnlemdpboeic

H tavtoypovn xopfiynomn and GTOUATOG ELGTVEOUEV®Y VOOKATEPOATG, YAVKOTUPPOVIOL Kol (POVPOTKNG
popetalovng oe cuvOTKkeg oTABEPOTOINUEVNG KOTAGTAGNG dEV EMNPENCE TN PAPLOKOKIVITIKA
OTOLCONTOTE OO TIC OPUCTIKEG OVGIEC.

Ewdwoi mAinBuopoi

Mio avédAvomn 0e00UEVOV QUPLLOKOKIVITIKNG TANOVGHOV og acBeveic e doBpo petd and eiomvon
Zimbus Breezhaler dev katédei&e onpoavtikn enidpaocn g NAKiog, Tov @OHAOV, TOV COUATIKOD
Bépovg, TOL KATVIGUOTOG, TOV EKTIHGUEVOL pOOY orepapatikig dmdnong (eGFR) kat tov FEV:
KOTA TO ONUELD OvVaPOPAS 0TI CUGTNUATIKY kB0 TNV WWOAKATEPOAT, TO YAVKOTVPPOVIO 1) TV
@OVPOTKY popetaldovn.

Acbeveic pe veppixy dvaleitovpyia.

H enidpaon g veppixng duciettovpyiog 6TV QOPUOKOKIVITIKY TS VOOKATEPOANS, TOV
YAVKOTLUPPOVIO Kot TNG POVPOTKNG popeTalovng dev £xel a&loAoynOel oe LeAETEG aplEPOUEVES GTO
Zimbus Breezhaler. X¢ @oppokokivntikn avaivoen TAn0uepov, 0 EKTILOUEVOS pLOIOG OTEIPAUATIKNG
dmonong (eGFR) dev ftav 6TOTIOTIKA GNUOVTIKT GOUUETABANTA Y10 TN GVOTHUOTIKY EkBgo NG
WaKaTEPOANC, TOV YAVKOTLPPOVIOL Kol TNG POLPOiKNG popetaldvng uetd and yoprynon tov Zimbus
Breezhaler og acBeveig pe dobpa.

AOY® ™G TOAD YOUNANG GUUPOANG TG OVPOTONTIKNG 030V GTNV OAIKT] 0TOPOAN TNG VOUKATEPOANG
KoL TNG POVPOTKNG HopeTaldvng omd Tov 0pyovioUd, Ol ETMTMOGELS TNG VEQPIKNG duGAEITOVpYing 6N
ovotnuatiky £kBecn tovg dev Eyovv diepsuvnbei (BAére mapaypdeovg 4.2 kot 4.4).

H veppikn dvciertovpyia £xel avtikTumo 6TV GLGTNUOTIKY £KOEGN GTO YAVKOTLUPPOVIO TOV
yopnyeital og povobepaneio. Mia pétpia péon avénon otn cvvolikn cvotnuatikn ék0eon (AUCas)
€w¢ kot 1,4 popéc €xel mopatnpnOel o€ dTopa e N Kol LETPLO VEQPIKT] OVETAPKELD KOl MG Kol
2,2 popég o€ Gropo pue cofapn veppikn ducieltovpyio Kot TeEAKoV otadiov veppikn voco. Me Bdon
QOPUAKOKIYNTIKN avdAven TANBLGHOD Tov YAvkomvppoviov oe acbeveic pe acOpo petd amd
yopriynon Zimbus Breezhaler, 1 AUCo-24n avéndnke xatd 27% 1 petdbnke kotd 19% yia tovg
acBeveic pe amdlvto GFR 58 1) 143 ml/min avtictoiywe, cuykpitikd pe aobevn pe amdivto GFR

93 ml/min. Mg Bdaomn eoppoakokvntiky aviivct minfucuod tov yAvkorvppoviov o€ aoBeveic ue
POV ATOPPAKTIKT] TVELHOVOTTADELD. pLe Lo Kol LETPLL vEPPIKT dvoiettovpyia (EGFR

>30 ml/min/1,73 m?), 10 yYAVKoTVPPOVIO UTOPEL VaL YPNGLLOTOLEITAL BTN GUVIGTOEVT OO,

AaobBeveic ue nmatiky dvoleitovpyia

H enidpaon g nrotikng SuGAEITOLPYING OTN POPUAKOKIVITIKY TNE WOAKOTEPOANG, TOV
YAVKOTTUPPOVIOL Kol TNG POVPOTKNG LopreTalovng dev €xel a&loroynOel oe dropa pe NTOTIKY
dvohertovpyio petd omd yopnynon tov Zimbus Breezhaler. Qotdco, £xovv die&aydei pekéteg pe ta.
OVLOTOTIKA vdakatepdOAN Kot ovpoikn pouetaldvn o povobepamncio (BAEne mapdypago 4.2).
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Ivdoxotepoln

Acbeveig pe Ao ko PéTpla Nratiky SucAeitovpyio dev mapovciacay oxeTikéc LETAPOAES TS Cmax M
Mg AUC g vdaxatepOANG, 00TE SIEPEPE 1) GHVOEST] LIE TPAOTEIVEG AVAUESH G 0ICOEVELG e TTiaL Kol
LETPLO NIATIKY SuoAEITOVPYiO KOt TIG VYLEiC opades eEAEYYOV. Agv mpaypaTomoOnKay LEAETEG OE
acBeveic pe coPapn nratikn dSucAettovpyia.

Tvkomvppovio

Agv &xovv deEaybel kKhvikéc pedéteg oe aobeveic e nrotikn dvoiertovpyio. To yAvkomvppdvio
oamofdAietal Kupimg omd T GLOTNUATIKN KVKAOQOpPia HECH TNG VEPPIKNG anékkpilong. H peimon tov
Nratikod petafolicpov Tov yAvkomvppoviov dev Bempeitar 6TL 0dnyel 68 KMVIKG oNUOVTIKY ovénom
NG GLOTNHATIKNG EkBeEoNC.

Dovpoikn uouetolovy

Mia pedétn mov a&loAdynaoe T xop1ynon Hovig siomvedpeving 66ong 400 meg povpoixrg
popetalovng péow cuokevNg elomvong ENpng okovng o atopo. pe N (N=4), pétpia (n=4) kot
ooBapn (n=4) nratikn dvcrettovpyia eiye og amotédeopo povo 1 1 2 dropa og ke opdda vo
TOPOVGLAGOVV AVIYVEVCIUEG GUYKEVIPMGELG POVPOIKNG HopeTalovne oto TAdope (Kopaivovtay amod
50 émg 105 pcg/ml). Ot TapoTnPOVUEVEG GUYKEVIPMGELS GTO TAAGHLO QAIVETOL OTL ALEAVOLY HE TN
coPapoTNTa TNG NTATIKNG OLGAEITOLPYING. Q6TdG0, O aPlBol TV OVIYVELGIU®Y EMTESWV (TO
KATOTEPO OPLO aAvAAVGENG TG TocoTikonoinong frav 50 pcg/ml) frav Adyot.

AALoi g1dixol mAnBoouol

Aev tapatmpnibnkoav peioveg drapopéc otn cuvorikn cvotnuatiky £kbson (AUC) yia v
wdaKaTEPOAN, TO YAVKOTLPPOVIO 1 TN POVPOTKY HopeTalovn peta&y tov landvov kot tov
Kovkéoiov atdpmv. AwatiBeviot avemapkn @opUoKoKvnTiKa dedopéva yio dALeG eBvikOTNTES 1)
@VAEC. H ovvolikn) cvotnuatikn £kBeon (AUC) yio 1o yYAvkomuppovio pmopet va sivar péypt

1,8 popéc vynhdtepn o€ acbpotikovg acheveic pe younid copotikd Bapog (35 kg) kot émg 2,5 popég
vynAoTEPN o€ acOuatikovg acbeveig pe yaunio copatikd Bapog (35 kg) kot younid ardivto GFR
(45 ml/min).

5.3 TIIpoxivikd dgdopéva yia TV ac@aiero

Agv dtevepyndnkayv perétec oe {da e TO CLVOLAGLO VOOKATEPOANG, YAVKOTUPPOVIOV KoL POVPOTKNG
popetalovng. O un khvikég agloloynoelg kabe povobepameiog kot TV Tpoidviov cuVILAGHOD
woakatepOANG/popeTaldvng Kot vdakatepding/yAvkomvuppoviov mapovstdloviol TopaKaT®:

Ivdaxotepdin

2116 EMOPACELS GTO KAPSIALYYELKO GUGTILLO TOV UTOPOVY VAL Atod0000V OTIG P2-0y®VIOTIKEG
O1OTNTEG TN WOOKATEPOANG GLUTEPIAAUPOVOTAY 1 ToYLKAPSio, Ol APPLOUIES KOl 01 LLOKOPITUKEG
oAlo1dGElg 6T0 oKVAO. Hmia gvepebiotoTnTa TNG PvIKNG KOIAOTNTAG KOl TOV AAPLYYQ SlomoTdonKe
G€ TPOKTIKA.

Meléteg yovoto&ikotnTog dev omokdAvyav HeTaAlaéloydvo 1 KAacToyovo dpdon.

H xapxivoyéveon extiundnke oe pio pedétn d1dpkelag o0o TV LE apovpaiovg KaBMG Kot oe pio
UEAETT S1apKELag EEL UNVAV LE S1oyOVISLaKODE TOVTIKOUC. AvEnuéveg emmT®oelg KaAon0ovg
AELOPVONOTOG TNG MOONKNG KOl EGTIOKNG VIEPTANGING TOL Ai0VL HVOG TNG WOONKNG GTOVG APOVPAIOVS
NTOV 6€ GUUPM VIO e TOPOLOLN EVPNLOTO TOL AVAPEPOVTOL Y10 BAAOVS P2-0OPEVEPYIKOVG OLYMDVIGTEG.
Agv dlomioT®On Koy oToryeio KapKIVOyEVESTG GTOVG TOVTIKOVG.

Ola avtd To gupipata Tapoatnphnkay og ekBEoelg enapKovg TEPIGCELNG GE OXECT LE EKEIVES TOV
OVOUEVOVTOL GTOVG 0VOPOTOVG.

Metd v VTOdOPLL YOPNYNOT| GE HEAETN UE KOVVEALD OL OVETOVUNTEG EVEPYELEG TNG IVOAKOTEPOANC
00OV 0POPE TNV EYKLLOGVVT KoL TNV EUPPLTKN avATTLEN Hropovsay vo Tapatnpndodv povo o
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docelg 500 popég peyolvtepeg amod Tig dOGEIS TOV eMTEDYONKAV HeTd TV nuepnoia ilemvor 150 meg
otovg avBpdmovg (pe Baon mv AUCo24n).

[Mapdro mov 1 WOAKATEPOAT OEV EMNPLEAGE TNV YEVIKT] OVOTOPAYDYIKT 0TOO00T| GE UEAETN
yovipdtnrag apovpaiov, pio peiowon otov aptBpd eykdov F1 anoydvov mapoatnpnonie oty perém
TEPL-KOL LETA-YEVVNTIKNG AvVATTUENG TV apovpaimv o€ EkBeon 14 popéc vymidtepn amd v €kbeon
6TOVG avOpOTOLE oL AapPdvouy vdakatepoArn. H wwoakatepdAn dev rav epPpvoto&ikn 1
TEPATOYOVOG GTOVG BLPOVPAIOVE T} TO KOLVEALD.

T"'\konvppdvio

2116 avemBounTeg eVEPYELES TOL AmodIdOVTAL GTIS WOTNTES TOL YAVKOTUPPOVIOL MG OVTAYMVIGTH TOV
LOVGKOPIVIKOD DITOS0YEN CLUUTEPIAAUPAVOVTOL 1] IO EMG UETPLO. ADENGT TNG KAPIIAKNG GLYVOTNTOG
6€ GKOAOVG, 1 BOAEPOTNTO TOL PAKOD GE OPOVPAIOVG KAl OL AVASTPEYIUEG LETAPOAES oV GyeTilovTal
LLE LEWWUEVEG adEVIKEG EKKPIGELS O€ apovpaiovs Kot okvAovc. Hma gvepebiotdmta v petaforés
TPOGOPLOYNG OTNV AVATVELGTIKT 000 TapatnpnOnKayv o€ apovpaiov. OAa avtd To EvpHHAT
TOPOVGLAcTNKAY GE eKOEGELS eMapKDS peyoldTepeg amd exelveg TOV avapévovtal 6Tov avOpmro.

Meléteg yovoto&kotntag dev amokdAvyay petaiiacloydvo 1 kKAaotoyovo dpdon yio 1o
YAVKOTUPPOVIO. MEAETEC KAPKIVOYEVEGTC GE dLOYOVIOIOKA TTOVTIKLA [LE ATd GTOUATOC YOPYNON Kol GE
apOLVPAIOVG LE YOPNYNOT 014 EIGTVONG OEV KATESEIEAY KAPKIVOYEVEST).

To yAvkomuppovio dev glye TEPATOYOVO dPACT) GE 0POVPAIOVS 1] G KOVVEALD LETE TN Yoprynon o1
glonvong. To yAvkomuppovio Kai ot LETAPOAITES TOV, OEV SOMEPACAY GTLLOVTIKE TO PPAYLHO TOV
TAOKOVVTO GE TOVTIKLO, KOVVEAMA KOl GKOAOVS O€ KATAOGTOOT EYKLHOGUVNG. Ta dnpocievpéva
dedopéva yia 1o YAVKomuppovio o€ (Mo SV VITOINAMVOVY KAVEVO TPOBAN LA OVOTOPOY®YIKNG
To&oTNTaG. H yoVipotnTa Kot 1) TPOYEVVNTIKT KO LETAYEVVNTIKTY AVATTUEN dev EMNpedoTnKay G
apovpaiovg.

Dovpoikn poustalovn

Oleg o1 Tapatnpobpeveg EMOPACELS £IVOL TUTIKES Y10, TNV KOTNYOPit GKEVAGUATOV
YAVKOKOPTIKOEWOMV KOl GYETILOVTOL LE T PEYIGTOTOINGT TOV EMMTOCEDMY TOV YAVKOKOPTIKOEIOMV.

H @ovpoikr popetaldvn dev £6g1&e yovoto&ikn dpactnplotnto oe kadiepouévn oelpd eEetdoemy in
Vitro ko in vivo.

e UEAETEG KOPKIVOYEVEGTC GE TOVTIKLOL KOl ApOVPOIOVE 1] ELGTVEOUEVT POVPOIKT] popeTalovn dev
EUPAVICE OTOTIOTIKA OTUOVTIKY a0ENCT OTNV ENMIMTOOT TOV OYKOV.

Onwg kot GALC YAVKOKOPTIKOELON 1 pOVPOIKT| LOUETAlOVN €ivol TEPOTOYOVOG OTO TPOKTIKG KO TO.
KovvéALa. Ot EMOPAGELG TTOL TOPATNPNONKAV TOV OUPAAOKNAT GTOLG 0POVPOIOVG, VITEPOIOCHLOTIO
OTO TOVTIKLY KoL 0yEVEGTQ YOANSOYOV KVGTNG, OUPUAOKNAT KOl TAPAUOPPEOOT) TOV UTPOCTIVAOV
OOV ota kovvéMa. Emiong, vanipyov peidoelg oty avénomn copatikod Bapouvg g untépac,
emdpdoelc otV eUPpuikn avamtuén (yapnAdtepo eufpuikd couatikd Bapog kol kabvetépnon e
0GTEOMOINGTG) GTOVG APOVPAIOVE, TO KOVVEALD KO TO TOVTIKIO, Kol LELMUEVT] EMPImON anoydvav ota
TOVTIKLOL & UEAETEG AVOTTOPUY®YIKNG ActTovpyiag, 1 vrodopia @ovpoikn pouetaldvn ota 15 meg/kg
TaPETEVE TNV KOMOM Kot Tapatnpninke duckodia 6Tov TOKETO Ue peimon g emPioong tov
AmoyYOV®V KOl TOV GOUOTIKOD BAPOVG.

A&ioAéynon mepifotioviikod kivdvvoo
Meléteg a&loroynong meptPariiovtikod Kivovvov Exovv deilel 6ti ) popeTalovn Hmopel vo eveyet
kivéuvo yia To empavelokd vooto (PA. Tapdypopo 6.6).
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2ZVVOLACLLOC VOUKATEPOANC KO YAVKOTLPPOVIOU

Ta guprpata Kot T S1GPKELN U1 KAVIKOV LEAETOV Y10 TV 0CQOAELD TNG
woOKATEPOANG/YAVKOTLPPOVIOD TUPOVGINCHY GUVETELN UE TIG YVOOTEG QPUPLOKOAOYIKES EMOPACELC
TOV CLOTATIKOV povobepameiog pe wdakaTepOAN 1| YAVKOTLPPOVIO.

H enidpaon otnv Kapdlakn cvyvotnta yio Ty wooKotepOAN/YALKOTLPpOVIo ftav avEnuévn ot
péyebog kot didpkela, o cOHYKPIOT LE TIC LETOPOAEC TOV TapaTPONKAY Yo KAOE GLGTUTIKO
povobBepanesiog pLepovouéva.

H eldttoon tov HecodlasTnidtoy ToV NAEKTPOKAPIIOYPUPT LATOG KOL 1] LELWUEVT] GCUGTOMKT Kol
dractolk| aptnplokn mieon frav emiong eppaveis. H wdakatepoin yopnyobpevn og povobepomneio
€ OKOAOVG 1) GE GUVOVOGLO VOOKATEPOANG/ YAVKOTLUPPOVIOL GUGYETIGTNKE LLE TAPOLOL0 ETITTOON
HLOKOPIOKDV PAAPDV.

2uvovaoudc vooKaTEPOANCS Kol OVPOiKkNC popetaldving

Ta guprpata ot dudpkela Tov 13 efdopddmv peretdv ToEIKOTNTOC KATA TV EIGTVOT| 0mododnKay
KATé KOPLO AOYO GTO GLGTAUTIKO POVPOTKNG LOUETALOVIG KOt NTOV TUMIKES POPLOKOAOYIKES EMOPACELS
TOV YAVKOKOPTIKOEWOMV. O avénuévot kopdtakoi puBpoi Tov cuoyetifoviay [e TNV voaKaTEPOAN
NTOV TPOPAVEIC GTOVG GKVAOVG UETE T YOPNYNON WOOKATEPOANS/POVPOIKNG HopeTalovng M
wdaxatepOANg o€ povobepamneio.

6. OAPMAKEYTIKEX MIAHPO®OPIEX
6.1 Katdloyog ekdoymv

IIepreydueva Tov Koyokiov

Aoktoln povoidpiky
Mayviolo oteatikd

IIepifAnuo Tov Koyakiov

Yrpopehdoln

Kapayevavn

Kdaio yAwprovyo

Z16Mpov o&gidio, kitpvo (E172)
Ivéwoxappivio (E132)

"Yémp kekabapuévo

Meldvt ekTOTOONC

"Yémp kekabapuévo

Z16Mpov o&gidio, pérav (E172)
IoompomuAik| ahikooAn
ITpomvAievoyivkoin (E1520)
Ynpopeoln (E464)

6.2 Aocvpporétnreg

Agv gpappoletat.

6.3 Awdpxkero ong

3 xpovia.
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6.4 Iowitepeg mpo@uvrdéers kata T @OLAEN TOV TPOIOVTOG

Mn puAdooete og Oegppokpacio peyarvtepn tov 30°C.

DuAdocete TNV OPYLKT) CLGKEVAGIN Y10l VO TPOGTATEVETAL OO TO PG KO TV VYPOCiL.

6.5 ®von Kol GVOTUTIKA TOV TEPLEKTN

To oTéAe)0G KAl TO TOUA TNG GVOKELNE EIGTVONG KUTOOKELALOVTAL 0Td aKPLAOVITPIKO POVTOSIEVIKO
GTLPEVIO, TO TANKTPA eEMONONG KatackevdlovTol amd HeBVAIKO HeBUKPVAIKO OKPVAOVITPIKO
Bouvtadievikd otupévio. Ot Berdves kot Ta gElatnpla Kataokevdlovtol amd ovoleidwto ydAvpa.
Adtpnn xoyédn povadag 66omg ard PA/AIU/PVC/IAIU. Kébe koyéln mepiéyet 10 oxdnpd kaydxio.
Movn cvckevacio wov mepiéxet 10 X 1, 30 X 1 9 90 X 1 okAnpd koydkio, pali pe 1 cuckent| el6mvong.
Yvokevacio Tov weptéyel 30 X 1 okAnpd kawyakia, poli e 1 cuvokevun elomvong kat 1 ausOnthpa.
IToAvovokevaoieg mov mepiEyovv 150 (15 cvokevaoieg tov 10 X 1) oxAnpd koydxia kot 15 cuokevég
€10TVON|G.

Mmropei va unv KokKAOQOpOoLY OAEG Ol CUGKEVAGIEC.

6.6 Idwitepsg TPOoPLLAEEIS OTOPPIYNS KOL AAAOG YELPLGUOG

®a TPEMEL VO, YPTCLUOTOIEITAL 1] GLOKEVT] EICTVONG TTOL TaPEYETOL LE KAOe vEa cuvtayn. H cuokeun
€10MVONG 0€ KABE CLOKEVOGIN TTPEMEL VOL ATOPPITTETAL APOTOV EYOLVV ¥pnoiomomBei dha To Koydkio
TNG CLOKELAGING.

AvT0 T0 PUPLOKELTIKO TPOIOV UTOPEL Va. gvEYeL Kivouvo yia To mepipdAiiov (BA. mapdypapo 5.3).

Ka0e aypnoyonointo eapuokevtikd Tpoidv 1 VITOAEUO TPETEL VO OTOPPITTETAL GOUPOVOL JE TIG
KOO TOTOVG 10YVOVGEG OYETIKEG SIUTAEELS.

Odnyiec ypnong Kot YEPLOLLOD

Awfdote Tic Tpelg Odnyieg Xpiong npwv va ypnotponooete to Zimbus Breezhaler.

Ewayete TpumioTe KoL Ewonvevote fabua EAréyEre 6T TO
oQNoTE Koydxio givar dog1o
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Brjua la:
AQuipéoTE TO TONA

Bnpa 1B:
Avoifte ™) ovokev
E16TTVONG

N

Bnrua 1y:

AQupéoTE TO KOWYAKLO
Apapéote pio amd Tig
KOWELEG 0o TNV KAPpTOL
KOYEADV.

Brua 2a:

Tpom)oTE TO KOWYAKLO
pia gopa

Kpatote T cvokevn
glomvong oe 6pHa BEo.
Tpumiote To Koydxto
méCovtag otabepd Ta
300 mAeVPIKA TANKTPQL
GLYYPOVAC.

Ba TPEMEL VAL OKOVOETE
éva 00pufo kabmg
SoTpumdTon To KOWaKLo.
Tpumiote 10 KOWyaKLO

pévo pia @opd.

Bnua 2B:
AQN0TE TA TAEVPIKG,
TAKTPO.
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Brpoa 3a:
Exnvedote eviehdg
Mn guoniéete 610

EMOTOWO.

Bnua 3f:

Ewsnvevote To pappoko
Babia

Kpamote ™ cvokeun
€10TVONG, OGS PaiveTal
GTNV €KOVO.
TomnobBetnote t0
EMIGTONLO GTO GTOWN OOG
Ko KAelote opryTd TOL
¥elln cog yopw tov.
Mnyv mélete 0 TAELPIKA
TANKTPO.

Ewonvedote ypriyopa ot
660 PBabud propeite.
Kabog eronvéete O
akobte éva B6pvPo
otpofiiiopov. Mmopel
va aicBavOeite T yedon
TOV POPUAKOL KOOMG
ELOTVEETE.

EAéyEte 6T TO KOWAKLO
givo aogLo

Avoi&te ) cvokevn
€10TVONG Y1a Vo, dgite v
£)el AMOUEIVEL TVYOV KOVIG
GTO KOWAKLO.

Edv €xel amopeivel kovig

GTO KOWYAKLO:

o Kieiote ) cvuokevm
€10TVONC.

o Emovaldfere ta

Bruata 3a éog 30.
Kévig mov Adgr0
amopével

Agmpéote TO GOE10
KOy aKLo
TomoBetote 0 Ad€10
KOWOKLO GTO OWKLOKEL
amoppiupara.




AmokolAnote TNV
TPOCTUTEVTIKT EMEVOLON
KO pOLPESTE TO

Koy aK1o.

Mn onpoyvete 10
KOWAEKIO LEGH TOL VAAOV

aAovuwviov.
Mnv KoTomiveTe TO

KOWAK1O.

Bnua 16:

Ewsdyete To Koydaxio
Mnyv tomobeteite TOTE Eva
Koaklo arevdeiag oto

EMGTOLIO.

Brua le:
K\eiote ™ cvokevn
E16TTVONG
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Brpo 3y:

Kpatijote Tv avomvon
Kpatniote v avomvon
oag Yo 5 devtepOLETTAL.

Bnpa 39:

ZEenldvere 10 oTOPA
Eemhdvete 10 oTOUA GOG
Le vepo petd amnd kade
doom Kot TOCTE TO.

Keiote ) cvokevn
EI0TTVONG KoL
enovatonofeoTte To
O

Inpavrtikéc ITAnpogopieg
o Ta koydxkia Zimbus
Breezhaler mpénet
TAVTOTE Vo PUAAGGOVTOL
GTNV KLYEAN Kot VoL
aQPaPOLVTOL HLOVO
OPECMG TPV OO TN
xpriom.
Mnyv onpmyvete T0
KOWYAKLO LEG® TOV
@OALOL aAOVLVIOL VIO
VO TO 0QPUPECETE OO
TNV KOYEAN.
Mnv kortamivete to
KO AK10.
Mn ypnoylomoteite
Kkonyakio Zimbus
Breezhaler pe
OTOLOONTOTE GAAT|
GLOKEDY| ELGTVOTC.
Mn ypnoylomoteite
GLGKEDY| ELGTVONG
Zimbus Breezhaler yio
VO TOPETE OTOLOONTOTE
Ao pdapuako oe
KO AK10.
Mnv tonobeteite moté
éva kayaxto amevdeiog
GTO GTOO GG 1| GTO
EMGTONLO TNG CLOKELNG
€10TVONC.
Mnyv mélete Ta TAELPIKA
TAKTPO Yot
MEPLOCATEPES A0 [Liat
Popég.
Mnv guonéete 610
EMOTOWO.
Mnyv miélete To TASVPIKA
TAMNKTPO KOODG
glonvéete and To
EMGTONLO.
Mnv yepileote Ta
KOWAKLOL LLE VYPA (EPLOL.
Toté unv mévete
GLGKEDY| EIGTVONG LLE




H cvokevaoio cag Zimbus Breezhaler Inhaler

TEPLEYEL:

e  Mia cvokev eomvong Zimbus Breezhaler

e Mio 1 tepiocotepes Kuyéles, 6mov 1 Kobepio
nepiéyel 10 kaydxio Zimbus Breezhaler wpog
XPNOT| OTN GLGKEVY| EIGTVONG

Oihapoc Emotopo

Koyakion

Topa

TThevpcd
TANKTPOL:

Baon Koyéheg
Baon cvokeviig e1omvorig Kapta koyehdv

ZUGKEVT E16TTVOTIG

Xuv0aic Epotioceig

INatin cvokeon
E10TTVONG OeV £KavE
Kamolo 06pvpo xatd TV
EL6TIVON];

To koo gvdéyetot va
&xel koA oeL oTo BAhapL0
Tov kayokiov. Eqv copfel
aVTO YOAOPDOTE
TPOGEKTIKA TO KOWAKLO
YTLUTOVTAG OmaAd T Bdon
NG GUGKEVTG ELGTVOT|G.
Ewonvedote Eava to
QAPLLOKO
emavaAapupdavovrag to
pruata 3o wg 30.

Tvva kGve £av £xet
OTONEIVEL KOVIG 6TO

KOy aKio;

Agv €yete MaPet apKeTd
oo TO PAPHOKO GOGC.
Keiote ) cvokevn
€10TVONG Kot Emavarapete
Ta frpato 3o €og 39.

"Eyo pnée petd v
glomvon — £l onpocia
avTo;

Avt6 pmopei vo couPet.
E@doov to kaydxio gival
adeto €yete AAPel apKeTO

QAPLLOKO.

Aw60avOnka pikpa
TEPA IO TAVO oTY
YADOOO pov — £xel
onuocia avToH;

Avtd pnopel va cupPei.
Aev givan emProfés. Ot
mhavoTTES OpLUATIOUOV
TOV KayoKiov Ba gival
QLENEVEG €AV TO KOWEAKLO
Tpunn0el TEPIOGOTEPEG
amo pio opd.

KaBapiopog e
GUGKEVT|G EL6TTVONG
YKOVLTOTE TO EMGTOULO
péoa kat €€ pe éval
kaBapd, oteyvo mavi yopig
yvovdia, MGTE Vo
apopécete TUYOV
KatdAoura KOVEMG.
Awtnpeite ) cvokev
glonvong oteyvi. [loté unv
TAEVETE TN GUOKELT
E1OTVONG e VEPOD.

Amoppwyn TG GLOKEVNG
glomvong netd T yprion
H ovokevn elonvong o
KkG0e cvokevaoio TpEmEL
VoL OmopPITTETOL OPOTOL
&yovv ypnotporoindei OAa
To, KOy aKio g
cvokevacioc. Potote to
QOPLOKOTOLO GOG MG VO
anopplyeTe T0L PAPLLOKOL
KOl TIG CUOKEVEG ELGTVOT|G
mov dg ypelalovat .

INo Aemtopepeic 0dMYyieg GYETIKA pe TNV YP1ON TOL AN TP Kot TG EPAPHOYNGS, PAETE Tic Odnyieg

Xpnong mov TapEXOVTAL GTNV CLGKELAGIN TOV OGO TNPA KUl TNV EQOPLOYN.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia
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8. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1440/001-005

9. HMEPOMHNIA INPQTHE EI'KPIZTHX/ANANEQXHX THX AAEIAX
Huepounvia tpomg éyxpiong: 03 Ioviiov 2020

Hpepopnvia tedevtaiog avavémong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeic TANpoPopieg Yo T0 TOPOV PAPUOKELTIKO TPOIOV givan dtabéaieg otov dikTvakd TOTO
tov Evponaikod Opyaviopod @apudkov: hitps://www.ema.europa.eu.
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ITAPAPTHMA |1

IHAPAXKEYAXTEX YHHEYOYNOI I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H NEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXZEIX THX AAETIAX
KYKAO®OPIAX

OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEZIMATIKH XPHZH TOY ®APMAKEYTIKOY
MPOIONTOX
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A. TMAPAXKEYAXTEX YIIEYOYNOI I'TA THN AITOAEXMEYXZH TQN HAPTIAQN

Ovopo xai d1evfuvon TV TOPACKEVAGTMOV TOL gival VTELOHVVOL Y10 TNV ATTOOEGLELGN TV TAPTIOWV

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Iomavia

Novartis Pharma GmbH
Roonstralle 25

D-90429 Nuremberg
T'eppovia

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

210 évtumo GOUAAO 0ONYLDV YPNONG TOL QOPUAKEVTIKOV TPOIOVTOG TPEMEL VOL OVALYPAPETAL TO GVOLLAL
KoL 1 6100VVoT TOL TAPACKEVAGTN TOV VoL VTEVHVVOG Y10 TNV ATOOEGILEVTT) TG GYETIKNG TAPTIOOC.

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

DoppokevTIKd TPOTOV Y10 TO OTOT0 ATALTEITAL LUTPIKT CLVTOYT.

T. AAAQOI OPOI KAI AITAITHZEIX THX AAETIAY. KYKAO®OPIAX
o Ex0<oe1g meprodikig mapakorovOneng g acparelag (PSURS)

Ot anaitioelg yio tnv vrofoin tov PSURS yia to ev Adym @appoakentikd mpoidv opilovron
GTOV KOTAAOYO UE TG Nuepounvieg avapopds e Evaong (katdroyog EURD) mov mapatifeton
otV mapdypapo 7, tov apBpov 107y, g odnyiog 2001/83/EK «on kdbe emaxdiovdng
EMKOLPOTOINGNG OTWS OMLOGIEVETAL GTNV EVPOTOAIKT SIKTLAKT TOAY Y10 TO PAPLLOKAL.

A. OPOI'H HEPIOPIEMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX

o Yyédro dwayeipiong kivdvvov (ZAK)

O Karoyog Adetag Kvkhopopiog (KAK) Oa die&aydyet Tig amaitodpueves SpactnploTnTeES Kot
TOPEUPACELS PAPLOKOETAYPVTVIOTG OTTMG Tapovastdlovtatl 6To cupemvniév XAK nov
mapovcildleTal oty evotnta 1.8.2 ¢ ddetog KUKAOQOPING Kot OTOIECONTOTE EXAKOAOVOES
gyKekppéveg avabempnoelg tov TAK.

"Eva emucaiporomuévo XAK Oa mpémet va katotedel:

. Metd and aitnuo tov Evponaikod Opyavicpod @appakaov,

o Onotednmote TPOMONOLEITAL TO GVOTNUA OLoYEIPIoNG KIvODVOV, EIO0IKA MG AMOTEAEG LN ANYNG
VE®V TANPOPOPIDOV TOV UTOPOVV VO ETPEPOVY GNUAVTIKT CALOYT 6T 6YECT 0PEAOVG-KIVOHVOL
N ©¢ OTOTEAECUA TG ENMITEVENG EVOC GNUAVTIKOD OPOCTILOV (PUPUAKOETAYPOTTVION 1)
glayliotomoinon Kvdvvov).

27



ITAPAPTHMA 11

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

EEQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zimbus Breezhaler 114 pikpoypappdpro/46 pikpoypoppdpio/136 pikpoypappdpio kOVIC Yo £16TVOT,
oKANPa Koydiio
wdakatepdin/ylvkonvppdvio/eovpoikn popetaldvn

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

KéBe mapeyduevn d6om mepiéyetl 114 pikpoypoppdpio vdakatepoing (og o&ikn), 46 pikpoypoppdpio
yAvkomvppoviov (16od0vapo pe 58 pikpoypappdplo Bpoptovyov yAukomuppoviov) Kot
136 pukpoypappdpio ovpoikng LopueTaldvng.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyet Laktoln povobidpikn kot Layviolo oteatikd. BAEme @OALO 001 Y1V ¥prong yio
TEPULTEP® TANPOPOPIEG.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Koévic yia elomvon, okAnpd Koyakio

10 X 1 xoydkio + 1 cuoKeLT| EIGTVONG
30 x 1 kawyakia + 1 GuoKeL EIGTVONG
90 x 1 kawyakia + 1 GuokeL EIGTVONG

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

APacTe T0 POALO 0INYIOV YPNONE TPV OO TN XPNON.

IIpog ypron LOVO LLE TN GLGKELT] EIGTVONG TTOV TAPEYETOL TN GLOKEVAGICL.
Mnv katonivete To Koywakia.

Xp1ion d1d. €16TVONG

®epamneia yio 90 nuépec.

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

Na puAdooetatl o Béomn, TV omoia dev PAEmOLV Kot dev Tpoceyyilovy Ta TadLd.

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

EXP
H ovokevn elomvong kKabe cuokevaciog TpEmel va, amoppinTeToL 0pOTOV EX0VV Ypnotpomoindel dha ta
KOYAKLO TG CLGKELAGING.

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Ogppokpacio peyoarvtepn tov 30°C.
DdvAdocete GTNV OPYIKT) CLGKEVOAGIN Y10 VO TPOGTATEVETAL OTO TO YOS KoL TNV VYPAGiaL.

10. TAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON ATTAITEITAI

11. ONOMA KAI AIEY®YNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1440/001 10 x 1 kawyaxio + 1 cuckevy el6TVoNg
EU/1/20/1440/002 30 X 1 koyakio + 1 cLGKELT EIGTVONG
EU/1/20/1440/004 90 X 1 kayakio + 1 cLGKELT EIGTVONG

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

| 16. TIAHPO®OPIEX IE BRAILLE

Zimbus Breezhaler

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

A163106T0T0C YPOUU®TOC KOdKag (2D) mov @épet Tov TeptAn@Bévta. Lovadtko avoyVOPLoTIKO KMOIKO.
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18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQITIO

PC
SN
NN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAZXIA

EZQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAZXIA MONAAQN IIOY IIEPIEXEI
AIXOHTHPA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zimbus Breezhaler 114 pikpoypappdpro/46 pikpoypoppdpio/136 pikpoypappdpio kOVIC Yo £16TVOT,
oKANPa Koydiio
wdakatepdin/ylvkonvppdvio/eovpoikn popetaldvn

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

KéBe mapeyduevn d6om mepiéyetl 114 pikpoypoppdpio vdakatepoing (og o&ikn), 46 pikpoypoppdpio
yAvkomvppoviov (16od0vapo pe 58 pikpoypappdplo Bpoptovyov yAukomuppoviov) Kot
136 pikpoypappdpio eovpoikng popetalovng.

3. KATAAOTI'OX EKAOXQN

Eniong, mepiéyet Aaxtoln povobidpikn Kot payvinoto oteatikd. BAéme @OAAO 0dnytdv yprong yio
TEPULTEP® TANPOPOPIEG.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Koévic yia elomvon, okAnpd Koyakio

30 X 1 xaydkia + 1 cuokeun elomvong + 1 ausbntipag

[5. TPONOX KAI OAOX(OI) XOPHTHEZHZ

AwPaote T0 PUALO 0INYLOV YPNONG TPV OO TN XPNON.

IIpog ypron HOVO LLE TN CLGKELY] EICTVONG OV TAPEYETOL GTT] GUGKEVAGIOL.
Mnv kotonivete To KoydKio.

Xprion dié eloTvong

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

Na pvidooetar o€ 0éom, Vv onoia dev PAETOLY Kot dev TPooeyyilovy Ta TAd1E.

7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOTHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

EXP
H ovokevn elomvong KaBe cuoKevaciag TPENEL VO, ATOPPITTETOL OPATOV EYOLV YpNoLomoinbel dha ta
KOYAKLO TG CLGKELAGING.

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Ogppokpacio peyoarvtepn tov 30°C.
DdvAdocete GTNV OPYIKT) CLGKEVOAGIN Y10 VO TPOGTATEVETAL OTO TO YOS KoL TNV VYPAGiaL.

10. TAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON ATTAITEITAI

11. ONOMA KAI AIEY®YNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1440/003 30 X 1 kayakia + 1 cuokevn elomvong + 1 aieOntpag

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEZEH I'lA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

| 16. TAHPO®OPIEZ XE BRAILLE

Zimbus Breezhaler

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A163106T0T0C YPOUU®TOC KOdKag (2D) mov pépet Tov meptineBévta Lovadiko avoyvmpLoTIKO KMOIKO.
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18. MONAAIKOX ANAI'NQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAZXIA

ENAIAMEXZOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN I1OY IIEPIEXEI
AIXOHTHPA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zimbus Breezhaler 114 pikpoypappdpro/46 pikpoypoppdpio/136 pikpoypappdpio kOVIC Yo £16TVOT,
oKANPa Koydiio
wdakatepdin/ylvkonvppdvio/eovpoikn popetaldvn

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

KdéBe mapeyduevn d6om mepiéyet 114 pikpoypoppdpio vdakatepoing (og o&ikn), 46 pikpoypoppdpio
yAvkomvppoviov (16od0vapo pe 58 pikpoypappdplo Bpoptovyov yAukomuppoviov) Kot
136 pukpoypappdpio ovpoikng LopueTaldvng.

3. KATAAOTI'OX EKAOXQN

Emiong, mepiéyet Laktoln povobidpikn kot Layviolo oteatikd. BAEme @OALO 001 Y1V ¥prong yio
TEPULTEP® TANPOPOPIEG.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Koévic yio elomvon, okAnpd Koyakio

30 X 1 xaydkia + 1 cuokevn €16TVONG

| 5.  TPOMOX KAI OAOX(OI) XOPHTHEHZ

AwPaote T0 PUALO 0INYLOV YPNONG TPV OO TN XPNON.

IIpog ypron HOVO LLE TN CLGKELY] EICTVONG OV TAPEYETOL GTT] GUGKEVAGIOL.
Mnv katomivete To KoyaKia.

Xp1ion d1é e16TVONgG

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

Na puAdooetatl og Béomn, TV omoia dev PAETOLY Kat dev Tposeyyilovy To TadLd.

7. AAAH(EY) EIAIKH(EYX) IIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

EXP
H ovokevn elomvong kKabe cuokevaciog TpEmel va, amoppinTeToL 0pOTOV EX0VV Ypnotpomoindel dha ta
KOYAKLO TG CLGKELAGING.

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Ogppokpacio peyoarvtepn tov 30°C.
DdvAdocete 0NV OPYIKT) CLGKEVOAGIN Y10 VO TPOGTATEVETOL OO TO PG KL TV VYPUGCIaL.

10. TAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON ATTAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1440/003 30 X 1 kayakia + 1 cuokevn elomvong + 1 aieOntpag

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'lA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

Zimbus Breezhaler

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

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQITIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKOX XAPTINOX HEPIEKTHX ITOAYXYXKEYAXIAX
(YMIIEPIAAMBANETAI TO BLUE BOX)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zimbus Breezhaler 114 pixpoypapudpro/46 pikpoypoupdapio/136 pikpoypappdpio kOVIC yio £16Tvon,
OKANPA KOWAKLOL
wdakatepOAN/YAvKoTLppOVIO/PoVPOiKN popetaldvn

2. TLYNOEXIH IE APAXTIKH(EX) OYZIA(EYX)

Kabe mapeydpevn d6on nepiéyel 114 pikpoypappdpio vdakotepoing (og o&ikn), 46 pkpoypappdpio
yAvkomoppoviov (16od0vapo pe 58 pikpoypappdpia fpmputovyov yAvkomvppoviov) Kot
136 pikpoypappdpilo povpoikng Lopuetalovng.

3. KATAAOTI'OX EKAOXQN

Eniong, mepiéyet Aaxtdln povoddpikn kot poyviolo oteatiko. BAEme @OALO 0dny1dV yp1ong yio
TEPALTEP® TANPOPOPIES.

4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Kovig yia giomvon|, oKANpo Kayakio

IToAvovokevaoia: 150 (15 cvokevaoiec tov 10 X 1) kaydkio + 15 cuokevég elomvong

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To OAAO 0INYIDV ¥PNONG TPV AT TN YPNON.

IIpog yprion LOVO e TN GLGKELT] EIGTVONG TTOL TAPEXETOL GTT] GUGKEVAGIOL.
Mnv katomivete To Koyakia.

Xpnon o1é elomVong

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

Na pvidooetar o€ Oéon, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALd1E.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

EXP
H ovokevn elomvong kKabe cuokevaciog TpEmel va, amoppinTeToL 0pOTOV EX0VV Ypnotpomoindel dha ta
KOYAKLO TG CLGKELAGING.

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Ogppokpacio peyoarvtepn tov 30°C.
DdvAdocete GTNV OPYIKT) CLGKEVOAGIN Y10 VO TPOGTATEVETAL OTO TO YOS KoL TNV VYPAGiaL.

10. TAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON ATTAITEITAI

11. ONOMA KAI AIEY®YNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1440/005 150 (15 ovokevaocieg Tav 10 X 1) konydxio + 15 cuokevéc el0mvong

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEZEH I'lA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

| 16. TAHPO®OPIEZ XE BRAILLE

Zimbus Breezhaler

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A163106T0T0C YPOUU®TOC KOdKag (2D) mov pépet Tov meptineBévta Lovadiko avoyvmpLoTIKO KMOIKO.
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18. MONAAIKOX ANAI'NQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAZXIA

ENAIAMEZOX XAPTINOX IEPIEKTHX NIOAYXYXKEYAXIAX (XQPIX BLUE BOX)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Zimbus Breezhaler 114 pixpoypappdpro/46 pikpoypopupdplo/136 pikpoypoppdpio kOVIC yio £16Tvon,
SKANPE Koy aKLoL
wdakatepdin/ylvkonvppdvio/eovpoikn pouetaldvn

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

KdaBe mapeyduevn d6on mepiéyet 114 pikpoypoppdpio vdakatepoing (og o&ikn), 46 pikpoypoppdpio
yAvkomvppoviov (tooddvapo pe 58 pkpoypappdpia fpopovyov yAvkomvppoviov) Kot
136 pwikpoypappdpio povpoiknig popetaldvig.

3. KATAAOI'OX EKAOXQN

Eniong, mepiéyet Aoktoln povoidpikn ko poyviolo oteatikd. BAEme @OALO 0dnyidv xprong yo
TEPALTEP® TANPOPOPIES.

4, GAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Kovig yia giomvon|, okAnpo kayakio

10 x 1 xaydxwo + 1 cuokevn elonvong. Mépog molvovokevaciog. No unv toieitol Eeywplotd.

‘ 5. TPOIIOX KATI OAOX(OI) XOPHI'HXHX

APacTe T0 POALO 0INYIOV YPNONE TPV OO TN XPNON.

IIpog xpnion LOVO LE TN GLGKELT EIGTVOTC TOV TAPEYXETAL GTI GLOKELAGTOL.
Mnv Katomivete To KOyaKLa.

Xp1ion d16 e16TVOng

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

Na pvidooetar o€ Béon, v onoia dev PAETOLY Kot dev mpooeyyilovy Ta mad1d.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOMOIHEZH(EIZ), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

EXP
H ovokevn 1omvong Kabe cuGKEVAGING TPETEL VO OTOPPITTETAL APATOL £XOVV YpNOLoTOINOEl OA TOL
KOWYEKLO TG CLOKELAGING.
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9. EIAIKEYX XYNOHKEY OYAAEHX

Mn puAdooete og Ogppokpacio peyarvtepn tov 30°C.
DduAdocete GTNV OPYIKT CLGKEVOAGIN Y10 VO TPOGTATEVETOL OO TO YOS KL TV VYPUGCIaL.

10. TAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON ATTAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIGMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1440/005 150 (15 ovokevaocieg Tav 10 X 1) konydxio + 15 cuokevéc e16mvong

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

| 16. TIAHPO®OPIEX XIE BRAILLE

Zimbus Breezhaler

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

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

EXQTEPIKO KAITAKI TOY

EEQTEPIKOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA MONAAQN
ENAIAMEXOY XAPTINOY HEPIEKTH I'TA XYXKEYAXIA MONAAQN IIOY
HEPIEXEI AIXOHTHPA KAI

ENAIAMEXOY XAPTINOY INEPIEKTH ITIOAYXYXKEYAXIAX

AAAA XTOIXEIA

1
2
3

Ewcdyete
Tpoumnote Ko apr|oTe
Eionvevote Babua

"Eleyyog EAéyéEte 0TL TO KOy dkio givar ddgo

Awpdote To @OALO 0ONYUDV XPHONG TPV OO T1| YPTON).
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KAITAKI EEQTEPIKOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA
MONAAQN MIOY INEPIEXEI AIXOHTHPA

1. AAAA XTOIXEIA

IMapakoleiote vo dofdcete To OALO 0dNYIDV ¥priong 6N cvuokevacia tov Zimbus Breezhaler kot
TIG 00N YiEg YPNONG TOL TAPEYOVTOL GTN] GVGKEVAGIN TOV GO THPa.
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

XYXKEYAZXIEX KYYEAHX (BLISTER)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Zimbus Breezhaler 114 mcg/46 mcg/136 mcg kovig yia €16mvon
wdakatepdin/ylvkonvppdvio/eovpoikn popetaldvn

2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXETA

Xpnon o1é elomvong Lovo

45



B. ®’YAAO OAHI'TQN XPHXHX
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®viro oonyr@V rpiong: IIAnpogopisg yia Tov ypnotn

Zimbus Breezhaler 114 pikpoypoppdpra/46 pikpoypoppdpre/136 pikpoypoppdpra kovig yio
€16TTVOT], OKANPA Koy dKLa
wdakatepdin/ylvkorvppdvio/eovpoikn popetaldvn

AP aoTE TPOGEKTIKG 0AOKANPO TO QVALO 03N YLAV PN OGS TTPLY UPYICETE VO, (PNGLUOTTOLEITE VTO

TO PAPRUKO, OLOTL TEPLAAPPAVEL CNRAVTIKEG TANPOPOPIES YL GO,

- DvAGETE 0VTO TO PUALO 00N YLDV Ypronc. Towg ypelaotei va To dafdacete Eavd.

- Edv éxete meportépm amopieg, p@TNOTE TOV Y1OTPO, TOV PUPLOKOTOLO 1) TOV VOGOKOLO GUG.

- H cvvtayn yio avtd 10 @appoKo xopnyndnke amokAeloTikd yio 6og. Agv Tpénel Vo, SDCETE TO
QappoKo o€ aAhovc. Mmopel va Toug Tpokarésetl PAGPT, akopa Kot OTAV TO CUUTTOUOTO TG
acBévelag Tovg etvar id1a e T Sk cag.

- Edv mapatnprioete kdmola avemBountn evépyela, EVIUEPDGTE TOV YIOTPO, TOV POPLOKOTOLO M
TOV VOGOKOLO Goc. AuTo 1oyvet kot yio Kabe mbavn avemBountm evépyeta mov dgv avapépeton
GTO TAPOV GUALO 0ONYIDV ¥pNions. BAére mapdypapo 4.

T wegpréyeL To TaPOV UAAO 0ONYLOV:

1 T eivon To Zimbus Breezhaler kat ol givon 1 ypion tov

2 T1 npémer va. yvopilete Tpv ypnoponomoete to Zimbus Breezhaler
3. [Tog va ypnowonomcete To Zimbus Breezhaler

4, [TBavég avemBounteg evépyeteg

5 ITog va puidooete to Zimbus Breezhaler

6. [Mepieydpeva TG CLOKELACLOG KOt AOUTES TANPOPOPIEG

Odnyyieg yprong yia N cvokevn ionvong Zimbus Breezhaler

1. Tu givar To Zimbus Breezhaler kou oo, ivan  yprjon tov

T givan To Zimbus Breezhaler ko wdg dpa.

To Zimbus Breezhaler nepiéyet tpeig dpactikég ovoieg:
- wdoKatepOAn

- YAVKOTUPPOVIO

- @ovpoikY popetaldvn

H wdaxoatepoAn Kot 1o YAVKOTLUPPOVIO aviKOLV GE Lio opdda eopudKkov mov ovoudlovton
BpoyyodiactaAtikd. Xolop@d@vouy ToVG HOEG TMV IKPOV GEPAYDYRDV TV TVELLOVOV dPOVTOC LUE
SpOoPETIKOVG TPOTOVG. AVTO PBonddel 6To AVolyHd TMV 0EPAYOYDY KOl SIEVKOADVEL TNV €I60J0 KOl
£E€0d0 tov aépa amd Tovg Tvevpoves. Otav Aappdvoviot Taktikd, BonBodv dote ot pikpoi aepaymyoi
Vo TOPAUEIVOUV OVOTKTOL.

H govpoikn popetaldvn avikel oe pio Kotnyopio @apudkmy tov ovopdloviol Koptikootepoedn (1)
otepoctdn]). Ta KopTIKOGTEPOEION LELDVOLV TNV SIOYKMOT| KOl TOV EPEBIGHO (PAEYLOVT]) GTOVC
UIKPOVG 0EPAYDYOVS TOV TVELLOVAOV KOl ETOUEVAOS 0vaKovpilovy oTtadiaxd To tpofAnuate oty
avamvon]. Ta koptikootepoeldr| cupPdriovy eniong oTnv TPOANYN TV GUUPBAVI®OV AcOUATOG.

oo sivar n yprion Tov Zimbus Breezhaler
To Zimbus Breezhaler ypnoyonoteitonr g taktikn Oepaneio yio o GoOpo 6Tovg EVAAIKES.

To aoBua sivon pio cofapr| pokpodypovn TveLUOVOTADELD OOV 01 PEG YOP® OO TOVE LKPOTEPOVC
aepaymYoVg Yivoviar ogiytol (Bpoyxocvatoir]) Kot pAeypovddels. To cuumtdpoto epeavifovton Kot
VIOY®POVV Kol TEPIAOUPAVOLY dVGTVOLA, GLPLYHO, GPIE0 6TO 6TNOOG Kat Briya.

Ipénel va ypnowonoteite To Zimbus Breezhaler kéfe pépa kot oyt povo dtov éxete TpoPAnuoto

avamvong N 6AAo copntdpoto dobuatog. Avto Oa dtucpaiicel 0Tt EAEyyel To dobpa 6o cwoTd. Mnv
YPNOLOTOLEITE OVTO TO PAPLAKO YO TV AVAKOVPLoT E0PVIKoD cLUPBEVTOC SVGTVOLNG 1) GLPLYLLOV.
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Edv éyete omolndnmote amopia oyetikd pe to Tmg dpa to Zimbus Breezhaler 1 yiati ovtd to @appoio
oLVTAYOYPOENONKE Y10 E5GG, POTAOTE TOV YIATPO GO,

2. T npéne vo yvopilers Tpv ypnoworoicste To Zimbus Breezhaler
AxolovOnate Tig 001YiEg TOL YITPOL GOG TPOGEKTIKA.

Mnyv ypnoipononjcete To Zimbus Breezhaler

- 0€ MEPIMTOOT OALEPYIOG OTNV VOAKAUTEPOAT, TO YAVKOTUPPAVIO, TN POVPOIKT HopeTalovn i) o€
OTOL0ONTTOTE GALO OTTO TOL GLGTOUTIKG L TOD TOV POPUAKOV (OVOPEPOVTOL GTNV TOPAYPAPO 6).
Av miotevete 0T umopel va glote aAlepykdc/aliepyikn, {note cupPoviég amd Tov yiaTpo
oG,

Ipocidomomoeirg Kot TpoPuAGEeLS

Amgvbuvleite otov Y1Tpod, TOV POPLOKOTOLO 1| TOV VOGOKOUO 060G TTPLY ¥pnoiponoiioste to Zimbus

Breezhaler edv kdmo10 and to mapaKkdT® 16YVEL Y10 EGUG:

- €0v &yete Kapdlohoyikd mpofALata, GVUTEPIAAUPAVOUEVOL OKAVOVIGTOL 1| YP1YOPOL
Kapd1oKoH TAAUOD.

- €qv €xete TpoPAnpoTa Le ToV BupeOEIdN adEval.

- €Qv 600G £(0VV TEL OTOTEINTOTE OTL £YETE S10PNTN 1 VYNAO GAKYAPO ALHOTOG.

- €dv méoyete amd omAGUOLS N KPIoELS.

- edv &xete coPapd veppikd TpofAnuata.

- €qv &yete coPapd NToTIKE TPOPALOTO.

- €0v &yete YounAo eminedo kaiiov 6TO Oipo CAG.

- ey éyete va mpOPANLA e TO LATIOL GOC TOV OVOUALETAL YAADK®O KAEIGTNG YOVIAG.

- €av avtipeTonilete SuokoAio oty ovPNON.

- €QV £YETE PLUATIOOT) TOV TVEVUOV 1) OTOLAONTOTE LOKPOYPOVIL AoTUwEN 1| AodEELS TOV dev
€YoV aVTIHETOTIGOEL.

Kata ™) Ogpomsio pe Zimbus Breezhaler

AwkéyTe T YpfioN aVTOL TOV PUPURAKOV Kol AdfeTe apécms waTpikn) Pondsia edv Eyete

OTOLOONTOTE OO TO TAPUKAT®:

- o@i&po oto otnbog, Prixa, cvpryud 1 dvonvola auéowc uetd  ypnon Zimbus Breezhaler
(VTOINADGVOLY OTL TO PAPLAKO TPOKAAEL ATPOCIOKNTA GOIEILO TV AEPAYWYDV, YVOOTO MG
napado&oc Ppoyydomacuoc).

- dVOKOAiL, GTNV OVOTVOT 1} GTNV KOTATOGT], 010N 6T YADGGO, ota XEiAn 1 610 Tpdo®TO,
deppaticd eEavonua, Kvnopo kot Touovg (onpeio oAlepyikig avtidpacng).

- OVO Gt PLATIN 1) SLCEOPia, TOPOdIKT| Bapnr| OpaoT], PMOTEWVOVS dakTOAOVS (PAETETE POTEWVOVC
KOKAOVG YOP® oo To PAOTO) 1 EYYPOUES EIKOVEG GE GUVOLOCUO UE KOKKIVO udtia (onueio
TPocPorng amd YLK KAEIGTHG YOVIOG).

MMowora ko Epnpor
Mnyv divete 10 @appoko avtd og Toudid 1 eprifovg (nAkiag kdto Tov 18 e1dv) kabnhg dev £xel
peAetn et oe ATV TNV NAKIOKT OUAOA.

Alha @appoxe kar Zimbus Breezhaler

Evnuepdote tov y10tpd 1 TOV QOPULAKOTOL0 GOG GV YPNOLOTOLEITE, EYETE TPOCPATA YPTCLLOTO|CEL

N UTOpEl VoL YPNCLOTOMNGETE AALN PAPUAKO. ZVYKEKPIUEVA, EVILEPDGTE TOV YIATPO 1) TOV

QOPUOKOTOLd GOG OV YPNCULOTOLEITE:

- QAPLLOKO TOV PEUDVOLV TO EMITESD KOAMOV GTO aiplol 60g. e ovTd TeplapuPavovtal Ta,
SdovpnTikd (ta omoio avEGvouv TNV TapaymYN 0VP®V Kol HITOPOVV VA (PN otpomombodv yio tnv
OVTILETOTION TNG VYNANG OPTNPLOKNG TTieoNs, .Y VOpoyAwpobelalion), dAla
Bpoyyodiactaltikd 0nmg pebBvAEavOivec Tov ¥PNGILOTOIOVVTOL Y10 TPOPAUATO GTNV AVOTVOT
(7% Beo@LAAIVN) 1 KOPTIKOGTEPOESN (TL.). TPEIVILOAOVY).
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- TPIKVKAKG ovTIKATaOMATIKA 1) dvaeTOAEIC LOVOOUIVOEEIDAONG (PAPLLOKD TOV
YPNOoTOI0VVTAL Yo TN Oepaneio Tng kaTdOAY™G).

- OTOLOONTOTE PAPLAKO, T 07010 popel va eivart mapdpota pue to Zimbus Breezhaler (nepiéyouvv
TOPOUOLEG OPAUOTIKEG OVGiEG). Xpnoipomoldvag ta pali pnopel vo avénbei o kivouvog yio
mOovég avemBOUNTEG EVEPYELEG.

- @appaxa wov ovopdlovral BrTa amoKAEIGTEG TO OO0 YPNCLOTOLOVVTOL Y10, THY VYNAN
apTNPLoKn mieon 1 GAlo Kapdtoloyikd mpoPAnpata (6mmg TpompavorOAn) N Yo TNV
OVTIIETMOTION TOV YAAUKOUATOS (OTG TILOAOAN).

- KETOKOVOLOAN N 1TpakovalOAN (PAPLLOKO TTOV YPTCLLOTOLOVVTOL Y10 TNV OVTILETMTION
UUKNTIOGIKOV AOUDEEDV).

- prrovafipn, verpwafipn 1 kopmiciotdtn (Pappoaka Tov ¥PNeILoToloHVIoL Yo, TV
OVTETAOTION TG Aolpméng amod Tov 16 HIV).

Kinon ka1 Oniaopdg

Edv elote éykvog 1 OnAdlete, vopilete 6Tt pmopel va giote £yK00g 1 oxed1ALETE VO AMOKTHOETE O,
{ntote ) cupPovAn Tov VTP Gag TPLY TAPETE ALTO T0 Pdppako. O yaTpds cag Ba cvintnoet
uali cog av umopeite va ypnoipomomoete to Zimbus Breezhaler.

001 yNoN Kot YEPIGUOS POV LATOV
Agv Bewpeitor Thavo avTd TO PAPLLOKO VO EXNPEAGEL TNV IKOVOTNTE GOg Vo 00NYEITE Kot Vol

yepileote unyavnpato.

To Zimbus Breezhaler agpiéysl haxtoln
Av16 10 QapuaKo TEPLEYEL AaKTOLN. AV 0 Y10TPAC Gag, Gag evUEPmaE OTL £xeTe ducavedia oe
OPIOUEVO GAKYOPO, ETLKOLVOVIOTE [LE TOV YATPO GG TPV TAPETE AVTO TO PAPLAKEVTIKO TPOTOV.

3. IMag va ypnoporomjsete To Zimbus Breezhaler

ITavtote va ypNCLLOTOLEITE TO PAPLLOKO CVTO AVGTNPA COLPOVO LE TIC 0ONYIEG TOV YLUTPOV 1| TOV
eappakonolod oag. Eav éxete appiforieg, potiote TOV Y10TpO 1 TOV PUPUOKOTOLO GOG.

ITéco Zimbus Breezhaler va exenvetoete

H ovviOn¢ 660m eivar va glomvéete 10 Teplexdpevo evog Kayakiov kdbe nuépa. Xpedleote povo va
YPNOOTOLEITE TO PAPLOKO o popd TNV Nuépa. Mnv ypnoiponoleite TEPIGGHTEPO amd OGO GOG TEL O
Y10TpOG GOG VA YPNCLLOTOLELTE.

Tpénel va ypnowonoteite to Zimbus Breezhaler kdfe pépa, axdpo kat 6tav 1o Godua cog dev oag
gvoyhel.

Ilote va srwomvéete To Zimbus Breezhaler

Ewonvéete to Zimbus Breezhaler v idwo dpa kd0e pépa. Avtod 0o cog fondnoet va eléyEete ta
CUUTTOUOTA GoG KaB® OAN TN didpkela TG NUEPOS Kat TG voyTog. Avtd Ba cag fondroet emiong va
Bupdote vo TO ¥PNOYLOTOLEITE.

Iog va ewervedeete 10 Zimbus Breezhaler

- To Zimbus Breezhaler givat yio yprion 616 elomvonc.

- e ot TN cvuokevaoia, Oo Ppeite pio, GLOKELN EIGTVONG KOl KAWAKLY TOV TEPIEYXOVY TO
@appoxo. H cuckeun €10mvong cog EmTPENEL VO, EIGTVEETE TO QAPLLOKO TOL KOYAKIOV.
Xpnowomnoteite o Koydkio LOVO LE T1 GUGKELT ELGTVONG TOV TEPLEYETAL GE QVTY] TN
ovokevacia. Ta koydakia Oo TPEMEL v, TOPAUEVOLY OTIC KOYWEAEG LLEYPL VA YPELNCTEL VAL TaL
YPT|CUYLOTOCETE.

- ATOKOAANOTE TNV TPOGTATEVTIKN EMEVOLGT TNG KVWEANG Y10l VO TV OVOIEETE, PNV OTTPOYVETE
T0 KOWYAKL0 péc® Tov GOALOL alovputviov.

- Otav Eekivioete VEQ CLGKELAGTN, YPNCUYLOTOGTE T VED CLGKELN EICTVONG OV TTAPEYETOL OE
OVTNV TN VEO GLOKEVAGIL.
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- Amoppiyte TNV GLGKEVT] EIGTVOTG KAOE GLOKELAGING APOTOV OAN TOL KOWAKL TNG GCUGKELOTIOG
€yovv ypnoyomroindei.

- Mnv Kotomivete Ta KoyoKioL.

- Hopoxaireiote va dwofacete TIG 001YiES 6TO TELOS AVTOV TOV GVALOV 00N YAV YPNGTG YL
TEPLOGOTEPES TANPOPOPIES GYETIKG PE TOV TPOTO AP OIS TG CVOKEVTG ELGTIVOT|G.

Av 1] 6voKevoGio 6ac TEPLEYEL aloOn T pa Yo To Zimbus Breezhaler

- O asOntpog Kot 1 EPaproyYn OV AIOLTOLVTAL Y10, VO TAPETE TO PApHakd cag. O atedntpag
dev ypetaletal va eivol GUVOESENEVOC LLE TNV EQUPLOYN OTOV TOIPVETE TO QPAPLAKO GOG.

- O ywTpdg cag B amoPaciceL av 1) PN TOL e TP Kl TS EPAPUOYNS eival KATAAANAO
Y €66IG.

- O nektpovikdg arcntipog yio to Zimbus Breezhaler tomobeteitan ot Béon g cvokevmic
gionvong Zimbus Breezhaler.

- O aoOntpag emPefaidvel 6Tt £XETE YPNOIUOTOMGEL T1 GLGKELVNG e16Tvong Zimbus
Breezhaler, xoataypdpovtog Kot mopakorovddviag Tig EVEPYOTOGELG TNG KOL TOV X0
GOLPIYLATOG TOV TEPIGTPEPOLEVOVL KAYAKIOL KATA TNV El0TTVON 0AAG OV Ba Topakolovdnoet
edv Eyete MaPet ™ d00T TOL PAPUAKOV GOG.

- O aoBnpag mpénel va ypnoomoteital pe v spappoyn Propeller oto ‘é&umvo mAépavd’
oag (Smart phone) 1 oe kdmola GAAN KatdAAnAn cvokevn. O aebnipog cuvdéetal ue TV
epapuoyn Propeller péow Bluetooth.

- Mopokareiote vo dafdoete TIg 0dNyieg XPNONG TOV TOPEYOVTAL GTI| GUGKELOGIN [LE TOV
asbnTpa KoL 6TV EPAPLOYN Y10 TEPICCOTEPES TANPOPOPIES GYETIKA LLE TOV TPOTO YPNONG TOV
asbntipo Zimbus Breezhaler kot tng spappoyngc.

- Ao ypnoomomBody 6ia ta konydxia Zimbus Breezhaler am6 pio ovokevacio, petakiveiote
ToV 0N TP 6T VEO GUOKELY EIGTVONG TNG ETOUEVNG cuokevaciog Zimbus Breezhaler.

Edav to copntopatd cog ocv fertimbdovy
Edv 10 dobua ocag dev Bertidvetar 7| av emdevobel apov Egkvioete ) ypromn tov Zimbus
Breezhaler, emikowvwviote pe Tov ylotpd Gog.

Eav ypnoewpomouoste peyorvtepn 66en Zimbus Breezhaler amo tnqv kevovikig
Edv eionvedoete toyaio ToAD omd avTd TO PAPUAKO, ETIKOWVMOVAGTE OUECMG LLE TOV YIOTPO GOG 1) TO
vocokopeio ywo ovpfoviéc. Mmopel va ypelaoteite watpikr| fondeta.

Eav Eeyaoete va yproypomoeste To Zimbus Breezhaler

Edv Eeydoete va gionvedoete pia 001 61NV cuVNOIGUEVT] DPA, EICTIVEDGTE TNV TO GLVIOUOTEPO
duvaTdv exeivn TV NUEPA. LT GLVEYELN, EICTVEVOTE TNV EXOUEVT 006N MG cLVNOWC, TNV EXdUEVY
nuépa. Mnv elervedcete d00 dOGELS TNV id10 NUEPQ.

Eav otapatiicete va ypnowpomnoteite to Zimbus Breezhaler

Mnyv otouatiogte vo, ypnouonoteite to Zimbus Breezhaler extdc av cag to mtel o yorpdc oag. Ta
GUUTTMUOTO TOV ACOUOTOG UTOPEL VO ETGTPEYOVV OV GTULOTHGETE VO, TO YPNCUYLOTOLEITE.

Edv éxete mep1ocdtepeg pMTNCELG OYETIKE LLE TN YPTOT) AVTOV TOV QUPUAKOV, POTHGTE TOV Y10TPO 1
TOV QUPHOKOTOLO GOC.

4, MBavég avemOBOUNTES EVEPYELEG

Onwg 6ha To PAPLOKO, £TCL KOL QVTO TO PAPLOKO UTOPEL VoL TPOKAAEGEL AVETIOVUNTEG EVEPYELES, OV
KoL 0gvV mopovotdlovtal 6e OAOVE TOVS OVOPDOTOLG.

Opropéveg avemOopnTteg gvépyeleg pmwopei va givar cofapég
Zrapotnote vo ypnoponoteite Zimbus Breezhaler kon AdBete apéong watpikn Bordeia ov éyete
0mO100NTTOTE amtd T akOAOLOA:

Yoyvég: umopet va emnpedcovy peypt 1 otoug 10 avBpmdmovg
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- SVOKOAiD, GTNV OVOTVOT 1} OTNV KOTATOGT), 010YK®MGN 6T YAM®GGa, Ta XEiAn 1 T0 TpOS®TO,
deppaticd eEavonua, eayodpa Kot mopeovs (onpeio aAlepyikng avtidpacng).

Addeg avemOOUNTES EVEPYELEG

AlAeg avemBOUNTEG EVEPYEIEG TEPIAAUPAVOVVY TIG AKOAOVOEG TOL AVAPEPOVTOL TUPOUKAT®. AV OLTEG O1
aveTIOOUNTEG EVEPYELES YivOuY coPapéc, Tapakaleicde va eVLEPDCETE TOV YIATPO, TOV POPUAKOTOLO
N TOV/TNV VOGOKOLO GG,

Mol ovyvég: umopel va ennpedcoovy teplocdtepovg and 1 atovg 10 avBpmmovg

- TOVOAULILOG, KATAPPOTN (PvopopLuyyiTIon)

- EaeVvikn duokoAia oty avamvor kot aicOnua cei&ipatog 6to otNdog e cuptypd 1 Piya
(rapdEvvon tov dobpatog)

Yuyvég: umopei va emnpedoovy péypt 1 atovg 10 avBpmdmovg

- otopatikn deda (onpeio kavtvtioong). Apov teleldoete T Aqyn g d6oNg 6ag, EemAdvete TO
GTOUM GOG LLE VEPO 1] UE OLAAVLO GTOUATIKNG TAVGTG KOt 6T GLUVEXELD PTVGTE T0. AVTO Ot
Bonbnoetl oty Tpdinym g dedag.

- ovyvh emBopio yio ovpNon Kot TOVOG 1) Kadoo katd Ty ovpnon (onueio. ovporoipnméng)

- TOVOKEPOAOG

- YPNYOPOG KapdokOg TOANOS

- Prixas

- arhoyny eoviig (Bpayyog ewviic)

- S1appota, KOIAMOKES KPAUTTES, VOLTIO Kol £UETOG (YOOTPEVTEPITION)

- TOVOG GTOVG LG, TO 00TA N TIC apOpdoel (onueio, LOoKEAETIKOD TOVOD)

- HUiKOG GTAGHOG

- TOPETOS

- Aoipmén Tov AvATEPOL AVATVEVCTIKOD GUGTNLOTOG

- GTOLOTOQAPVYYIKOC TOVOG

Oy ovyvég: pmopet vo, ennpedcovy uéypt 1 otovg 100 avOpmmovg
- Enpoctopio

- eEavonua

- VYNAL emimeda coKyapov 6To aipa (vrepyAlvkaipio)

- KVNOUOG 6TO dEPLLOL

- dvokoMa ka1 Tdvog katd v ovpnon (onueio duvcovpiog)

- 00A®oN TOV PUKOV TOV PATIOV oG (oNUeEl0 KOTApPAKTN)

Ava@opd avemOounTOV gvepyELOV

Edv mapatnpnoete kdmola avemBountn evépyela, EVLEPDOTE TOV YIATPO, TOV POPLAKOTOLO 1| TOV/TNV
VOGOKOUO GaG. AuTtd 1oyvet Kot Yo kGO mBav| avemBounTn eVEPYELD TOV JEV AVAPEPETOL GTO POV
@OAAO 0OMYIDV YprionG. Mmopeite emiong vo avapépete avemBounteg evépyeleg omevbeiog, LG ToV
€Bvikod cuaTHOTOG OVaPOPAG ToL avaypdpeTol oto [apdptnua V. Méoo g avapopdic
avemBopnTov gvepyeldv umopeite va Pondnoete 6T GLALOYN TEPIGGOTEPMV TAT|POPOPLDY GYETIKA
LE TNV 0CQPAAELD TOV TAPOVTOG PUPUAKO.

5. IMog va pvidooete To Zimbus Breezhaler

- To @appoko ovtd TPETEL VO UAACOETAL GE LEPT TTOV OgV TO PAETOVV Kot dgv TO POGvVOLY Tal
TOLO14L.

- Na pn xpnoiponoteite auTod T0 APOKO LETE TNV Nepounvia AENG TOL AVOPEPETOL GTO KOVTI
Kot 0t ovokevacio kuyéAing (blister) petd v “EXP”. H nuepopunvia Anéng eivor n televtaio
NUEPO TOV UNVE TTOV OVOPEPETOL EKEL.

- Mn pvLdoocete o€ Beppokpacio peyarvtepn tov 30°C.

- DVAGGCETE TO KOWAKLO GTNV OPYIKT KOWEAN Y10 VO TPOGTATEVOVTOL OO TO PG KoL TNV
VYpOCTK Ko NV TO. apaLpeite Tapd Lovo akplBadg TPty T Xpnon.
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6.

Mnyv zmetdite APLOKO GTO VEPO TNG ATOYETEVONG 1| 0TA OIKLOKE amoppipata. Potiote Tov
(OPLOKOTOLO GOG Y10 TO MG VO TETAEETE TA, PAPLOKO TTOV OEV YPTCLUOTOIEITE Tl AVTA TaL
uétpa B fondfcovv 6NV TPocTacic Tov TEPIPAAAOVTOC.

Av 1 ovokevaoia oag mepléyel nAekTpoviko acOntrpa yio Zimbus Breezhaler, deite tig
Odnyieg Xpnong mov TapEYoVTaL TN GUGKELAGIN TOV CICONTHPA Yot AeTTOUEPELS 0ONYiES
GYETIKA LE TO TAOG VO TOV OTOONKEVGETE KAl TOTE VO TOV OTOPPLYETE.

Iepreydpevo. TG GVOKEVOGIUG KO AOLTES TANPOPOPIES

T ngpréyer to Zimbus Breezhaler

O1 6paoTtikég ovoieg eivar wdakatepdin (og o&ikn), YAvKomuppovio (mg Bpmponyo) Kot

@ovpoikn popetalovn. Kabe kopdkio mepiéyet 150 pikpoypappdpio vdokatepoing (og

o&ikn), 63 wkpoypappdpia Ppapovyov yAvkorvppoviov (1coddvapo pe 50 pikpoypoppdpio

yAvkomvppoviov) kat 160 pikpoypappdpia povpoikng popetaldvng. Kabe mapeyouevn doon

(n d60M mov eEEPYETOL OO TO EMOTOUO TG CLOKEVNG ELOTVOTG) TEPLEXEL

114 pikpoypoppdpia wdakatepOAns (og o&ikn), 58 pikpoypappdpia Bpopiovyov

yAvkomvppoviov (tooddvapo pe 46 pikpoypappdpia yAukomvppoviov) Kat

136 pikpoypappdplo ovpoikng Lopuetalovng.

Ta GAAo GVGTOTIKE TOV Kayokiov ival Lovoidpikn Aaktoln Kot 6teatikd payvioto (PAéme

“To Zimbus Breezhaler nepiéyet Aaktdln” oy mapdypapo 2).

Ta GVOTOTIKA TOL TEPIPANLLATOG TOL Koyakiov givor vpopeAldln, Kapayevavn, KOAO

YAmplovyo, c1dnpov o&eidio, kitpvo (E172), wdikokapuivio (E132), ¥dwp

KekaBoprEVO Kot LEAGVL EKTOTMOONG,.

o Ta cvotatikd Tov pPeLoVIoD EKTOTMONG ival o1dMpov o&eidio, uéiav (E172),
1OOTPOTVLAIKT AAKOOAN, TpomvAevoyAvukoAn (E1520), vrpopeArloln (E464) kot
VOmp KeEKAOAPUEVO.

Ep@avion tov Zimbus Breezhaler ko agpieyépeva T 6vokevasiog
e ouThv TV cvokevaocia Oa Bpeite pio cuokeLn e10TVONG pe Kaydkio og kKuyédeg (blisters). Oplouéveg
GLOKEVOCIES TEPLEYOVVY EMIONC pia cuokevn acOnmpa. To kKaydkio ivol Slopovn Kot TEPLEYOVY AEVKN
okovn. 'Exovv kodikd tpoiovtog “IGM150-50-160" tumopévo pe padpo ypodpa Tve amd dVo PodPES
pAPOOVG GTO GO KOl AOYOTUTTO TUTMUEVO LE HOOPO YPDOUO KOl TAOICIOUEVO amd pia padpr papoo
GTO KOTAKL.

Ta axdrovBa peyédn cvokevaciog givar dabéoa

Movn cvokevacia mov meptéyet 10 X 1, 30 X 1 1 90 X 1 okAnpd xawaxia poli pe 1 cvokevn l6mTvong.
Yvokevacio mov weptéyel 30 X 1 okAnpd kaydxia poli pe 1 cvokevn glonvong kot 1 aicOntipa.
IToAvovokevaoieg mov amotelovvTal amd 15 kovtid, To Kabéva arnd ta omoia mepiéyel 10 X 1 oxinpd
koydxkio poli pe 1 cuokevn €1GTVONG.

Mmropei va unv KoKAOPOPOLV OLEG Ol GUGKEVAGIEC.

Karoyog Adsrog Kukhoopiog
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

Iphavdia

Hapackevaotig

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Iomavia
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Novartis Pharma GmbH
Roonstralle 25

D-90429 Nuremberg
Teppovia

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

I'a omolad1moTe TANPOPOPID GYETIKA LE TO TOPOV POPUAKEVTIKO TPOIOV, TAPAKAAEIGTE VO
amegvbuvbeite otov Tomiko avtimpdommo tov Katdyov tng Adetog Kvuhopopiog:

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

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

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

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

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

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

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

Espafia

Laboratorios Gebro Pharma, S.A.

Tel: +34 93 205 86 86

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

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

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

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 83 04 52 111

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

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

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

Portugal
Laboratorio Medinfar - Produtos Farmacéuticos, S.A.
Tel: +351 21 499 7400

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

Slovenija

Novartis Pharma Services Inc.
Tel: +386 1 300 75 50
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island Slovenska republika

Vistor hf. Novartis Slovakia s.r.o.

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

Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: +39 02 96 54 1 Puh/Tel: +358 (0)10 6133 200
Kvbmpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

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

Latvija

SIA Novartis Baltics
Tel: +371 67 887 070

To wapov @UAAO 00NTIOV yp1ioNs avaBewpnOnke Y10 TELEVTOIO POPA 6TIG
Addeg TNYEG TANPOPOPLOV

Aemtopepeic TAnpopopieg yia To PappoKo avtod gival d1a0écieg 6to diktvako tomo Tov Evpomaicohd
Opyaviopod Goppdxov: https://www.ema.europa.eu.
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Odnyieg Xpnong tov Zimbus Breezhaler

Hapaxareicte va dtopaccte TIc TMPELS 00N YiES YpoNS TPV VO Y polporomjceTe To Zimbus

Breezhaler.

Ewdyete

Brua la:
Agarpéote TO TONA

Tpomiote kKot
apoTE

Brua 20

Tpom)ote T0 KOWYaKL0
pia gopa

Kpatiote T cvokevn

glomvong o€ 0pOo Bom.

Tpounote To KaydKlo

méCovrtag otabepd Ta

500 TAEVPIKA TANKTPQL
ouyxpOVOC.
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Ewnvevote fadra

Brjua 3a:
Exnvevote evrehag
Mn guonéete ot0

EMOTOWO.

ELéyEre 6TL TO
KOWYAKL0 £ival GO0

E)AéyEre 6T TO KOWaKLO
givan Gogro

Avoi&te T cvokeun
€I0TTVONG Y10 VO, Ogite €V
€€l amopeiveL TVYOV KOVIG
OTO KOWYAKLO.

Edv €xet amopeivetl kovig

GTO KOWAKLO:

o Kieiote 1 cvokevn
€10MVONC.

o Emovoldfere ta
Bruata 3o éwg 30.




Bnpa 1p:
AvoiEte ™0 cvokev
E6TIVONG

N

Bnpa 1y:

AQuIpéoTE TO KOWYAKLO
Apapéote pia amd Tig
KOWELEG amd TV KAPTA
KOYEADV.

AmokoAAoTE TV
TPOGTUTEVTIKT ELEVOLON
KO OpOPECTE TO
KOYAKLo.

Mn onpdyvete 10
KOWOKL0 HEGE® TOL QUAAOV
aAoLVIOU.

Mnyv koramivete 10

KOWAK1O0.

Ba TPEMEL VAL OKOVOETE
éva 00pufo kabmg
Sl0TPLTTATOL TO KOWAKLO.
Tpvumnote to KoydKlo

uévo pia @opd.

Bnua 2B:
AQN0TE TA TASVPIKA,
TAMKTPO.
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Bnua 3p:

Ewonvevote 10 9appaxo
Padra

Kpamote T cvokeun
glomvong, Onmg gaivetot
o1V €1KOVO.
TomnobBetote t0
EMOTOMO GTO GTOUN GOG
Kot KAelote opryTd TOL
¥€lAn cog yopw tov.
Mnyv mélete 0 TAELPIKA
TANKTPOL.

Ewonvedote ypryopa Kot
060 Pabid propeite.
Kabog eronvéete O
akobte éva B6pvPo
otpofiiiopov. Mmopel
va aicsBavbeite n yedon
TOV POPUAKOL KOOMG
ELOTVEETE.

Brpa 3y:

Kpatioete ™Vv avamvor)
Kpatnote v avomvon
oaG Yo 5 devTepOLETTAL.

Brjua 38:

Zenldvete T0 oTOPA
Eem\Ovete 10 GTOUO GOG
pe vepo petd amd kabe
doom Kot THoTE TO.

Kévig mov
omopével

a

Adcro

Agupéote TO GOEL0
KOy aKLo
TomoBetote TO G1dEL0
KOWAKLO GTO OLKLOKEL
amoppippara.
K\eiote ) cuokevn
£10TVONG Kot
ENOVOTOTOOETAGTE TO
OO




Bnua 16:

Ewsdyete To Koydaxio
Mnyv tomobeteite TOTE Eva
Ko aklo arevdeiag oto

EMGTOUIO.

Brua le:
Kieiote ™ cvokev
E6TIVONG
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Inpavtikéc [Iinpogopisg
o Ta koydxkia Zimbus
Breezhaler mpénet
TAVTOTE VA PLAACCOVTOL
GTNV KOWEAN KoL VoL
aQeALpovVTOL LOVO
OUECHG TPV Ao TN
xpnon.
Mnyv onpmyvete T0
KoyAaKlo HEG® TOV
@VOALOL aAOVLVIOL VIO
VO TO 0QPUPECETE OO
TNV KOYEAN.
Mnv kortamivete to
KO AK10.
Mn ypnoylomoteite
konyakio Zimbus
Breezhaler pe
0omoLdNTOTE GAAN
GLOKEDY| ELGTVOTNC.
Mn xpnowonoteite
GUOKELN EIGTVONG
Zimbus Breezhaler yio
VO TAPETE OTOLOONTOTE
Ao pdapuako og
KO AK10.
Mnv tonobeteite moté
€va Koyakto omevdeiog
GT0 GTOLO. GOG 1) OTO
EMGTONLO TNG CLCKELNG
€10TVONC.
Mnyv mélete Ta TAELPIKA
TAKTPO Yot
MEPLOCATEPES A0 [Liat
QOpEG.
Mnv guonéete 6to
EMOTOMO.
Mnyv miélete To TAEVPIKA
TAMNKTPO KOODS
glonvéete and To
EMGTONLO.
Mnv yepileote Ta
KOWAKLOL LLE VYPA YEPLOL.
[Moté punv miévete T
GLGKEVY| EIGTVONG e




H cvokevaoio cag Zimbus Breezhaler Inhaler

TEPLEYEL:

e  Mia cvokev eomvong Zimbus Breezhaler

e Mio 1 tepiocotepes Kuyéles, 6mov 1 Kobepio
nepiéyel 10 kaydxio Zimbus Breezhaler wpog
XPNOT| OTN GLGKEVY| EIGTVONG

Oihapoc Emotopo

Koyakion

Topa

TThevpcd
TANKTPOL:

Baon Koyéheg
B B Baon cvokeviig 1omvorig Kapta koyehdv
Xvokevij el6mvonig

Xuv0aic Epotioceig

INatin cvokeon
E10TTVONG OeV £KavE
Kamolo 06pvpo xatd TV
EL6TIVON];

To koo gvdéyetot va
&xel koA oeL oTo BAhapL0
Tov kayokiov. Eqv copfel
aVTO YOAOPDOTE
TPOGEKTIKA TO KOWAKLO
YTLUTOVTAG OTaAd T Baon
NG GUGKEVTG ELGTVOT|G.
Ewonvedote Eava to
QAPLLOKO
emavolappdavovtog To
pruata 3o wg 30.

Tvva kGve £av £xet
OTONEIVEL KOVIG 6TO

KOy aKio;

Agv €yete MaPet apKeTd
oo TO PAPHOKO GOGC.
Keiote ) cvokevn
€10TVONG Kot Emavarapete
Ta frpato 3o £og 39.

"Eyo pnée petd v
glomvon — £l onpocia
avTo;

Avt6 pmopei vo couPet.
E@doov to kaydxio gival
adeto €yete AAPel apKeTO

QAPLLOKO.

Aw60avOnka pikpa
TEPA IO TAVO oTY
YADOOO pov — £xel
onuocia avToH;

Avtd pnopel va cupPei.
Aev givan emProfés. Ot
mhavoTTES OpLUATIOUOV
TOV KayoKiov Ba gival
QLENEVEG €AV TO KOWEAKLO
Tpunn0el TEPIOGOTEPEG
amo pio opd.

KaBapiopog e
GUGKEVT|G EL6TTVONG
YKOVLTOTE TO EMGTOULO
péoa kat €€ pe éval
kaBapd, oteyvo mavi yopig
yvovdia, MGTE Vo
apopécete TUYOV
KatdAoura KOVEMG.
Awtnpeite ) cvokev
glonvong oteyvi. [loté unv
TAEVETE TN GUOKELT
E1OTVONG e VEPOD.

Amoppwyn TG GLOKEVNG
glomvong netd T yprion
H ovokevn elonvong o
KkG0e cvokevaoio TpEmEL
VoL OmopPITTETOL OPOTOL
&yovv ypnotporoindei OAa
To, KOy aKio g
cvokevacioc. Potote to
QOPLOKOTOLO GOG MG VO
anopplyeTe T0L PAPLLOKOL
KOl TIG CUOKEVEG ELGTVOT|G
mov dg ypelalovat .
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