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HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seebri Breezhaler 44 picpoypoppdpio KOVIC Y10 16TTVOT, GKANPE Konydkio

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Kdabe koaydxio mepiéyet 63 pKpoypappdpilo BPoptovyon YAVKOTLUPPOVIOL 1IG0SVUVOLO LE
50 pukpoypappdpia yAvkomvppoviov.

KaBe mapeyouevn d6on (1 6001 mov e&€pyetar amd T0 EMMOTOUIO TG CLOKEVNG EICTVOTC)
TEPEXEL D5 pKpoypappdpto Bpoiovyov YAvKomuppoviov wodvvoun pe 44 pwikpoypoppdpio
YAVKOTTLPPOVIOL.

"Exdoyo(a) pe yvootn dpdon:
Kabe xaydxio mepiéyet 23,6 mg Aoktolng (og povobidpikn).

"o Tov mpn katdloyo v exdoywv, BA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
Kévic yia elomvon], okAnpd kayakio (KOvig yio e16Tvon).

Awoyn, TopToKoAl KaWaKLo TOV TEPEXOVY AEVKT] KOVL, LE TUTOUEVO TOV KMOOKO TOV TPOTOVTOG
«GPL50» pe padpo ypodpo tave omd pio podpn papodo kot to Aoydtumo e eTopEiog (l')) TUTOUEVO
HE padpo YpMUO KAT® oo T povpn pafdo.

4. KAINIKEX IAHPO®OPIEX
41 OgpomevTiKég evoeitelg

To Seebri Breezhaler gvdeikvotal og Bpoyyodiactaltikn Oepameio cuVINPNONE Y10 TV ovaKOHPLoN
TOV COUTTOUATOV G€ EVIAIKEG aebeveig e ypovia amoppakTikn TvevpovordOeia (XAITT).

4.2  Aocoroyio Kol TPOTOG Y0P YNONS

Aocoloyia
H ocvvietdpevn d0on elval ) E1GTVOT TOL TEPLEYOUEVOD EVOG KOWAKIOL ATaE NUepNCimg, e XPNON TNG
oVLoKeLVNC elomvong Seebri Breezhaler.

To Seebri Breezhaler cuotivetar va yopryeitol tnv id1a ®pa tng nuépag kabe nuépa. Av mapainedel
uia 660m, N enduevn 66om Ba mpémel va Anedel 660 10 duvoTd IO GVVTONA. XToVG acbeveic Oo Tpémet
va dideton ) 0dnyia vo un Aappavovv mepiocdtepeg and pia 666m TV nuUEPO.

Educoi mAnfuopol

Hliiouévog ninbooudg

To Seebri Breezhaler pmopei va ypnoiponombel otn cuvietdpevn d00m 6Tovg NMKIOUEVOVG acbeveig
(75 etov kot Gvew) (BA. Tapdypago 4.8).

Negpixn ovoieitovpyio

To Seebri Breezhaler pmopei va ypnoiponombel otn cuvictopevn d6on e acbeveig pe Nmo Emg
HETPLO VEPPIKT] duoAelTovpyia. Ze acheveig pe cofapn veppikn Suoreltovpyia 1 ve@pomddeLn TEAKOD
otadiov ya tnv onoia amouteital StwAvon to Seebri Breezhaler Oa mpénet va ypnoipomoteitol povo edv
TO TPOGOOKAOUEVO OPELOC VITEPTEPEL TOL EVOEXOUEVOL KIVODVOL KaBMdG 1 suaTtnuatikny ékbeom oto
yAvkomuppovio propei vo avénbei e avtd Tov TAnbooud (PA. mapaypdeovg 4.4 kar 5.2).
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Hrotirn dvelerrovpyio

Agv &yovv dieayBel pehétec o aobeveig pe nrotikn dvcsiertovpyia. To yYAvkomuppdvio
QTTOLOKPVVETAL KVUPIC LECH VEPPIKNG OMEKKPLOTG KO, MG EK TOVTOV, OEV AVOUEVETAL Koo
onuavtikn avénon g ékbeong o acbevelg e nratikn duvcisrtovpyia. Agv amarteital Tpocappoyn
g 06onG o€ acbevelg pe nroTikn Svciettovpyia.

Houdrazpixog winBvouog
Agv vrdpyet oxetikn ypnomn tov Seebri Breezhaler otov maudiatpikd tAnBucud (kdtw tov 18 e1dv) yia
v évdeién XAIIL.

Tpomog yopnynong
Movo yia gp1ion d1d EIGTVOTG.

Ta koo Tpénet va yopnyodvtol udvo LE Xpnor TG cuokeung elomvong Seebri Breezhaler (BA.
Tapaypago 6.6).

Ta koo TPETEL VoL apopovvToL amd TV KLWEAT LOVO OUEGMG TPV amd TN XPT o).

Ta kayaxio dev TPETEL VO KATATIVOVTOL.

Y1ovg acBeveig Oa mpémel va 6idovTar 00N YiES Yol TO CMGTO TPOTO YOPNYNONS TOL PUPLOKEVTIKOD
poidvtoc. AcBeveig ol omoiot dev mapovoidlovy Beltimon oty avamvon Ba tpémetl vo epatovv gdv

KOTOTIVOUV TO PUPUOKEVTIKO TPOIOV VT VOl TO EIGTVEOLV.

"o 0d1yieg oYETIKA LE TN YPNON TOV POPUOKEVTIKOV TPOIOVTOG TPV Ao T Xopnynon, PA.
Tapdypo@o 6.6.

4.3 Avrevositeag

YrepevaioOnoio 6t dpacTtiky ovcia 1| 6€ KATOL0 amd To EKO0Y0 TOV OVOPEPOVTOL GTNV
mapdypoeo 6.1.

4.4  E101kég TPOELOOTOUNGELS KUL TPOPVAGEELS KATE TN (piom
Agv gvdeikvutal yio ypnon o€ o&fa emeisdola

To Seebri Breezhaler givar pio dra& nuepnoing, pokpoypdvia Oepameio cuvinpnong Kot dev
gvdeikvotal yuo TNy apyikn Oepameio 0&€mv enclcodinv Bpoyyoctacuov, . og Oepareia didcwongc.

Yrepevaonecio

Apeoeg avtidpaoelg vrepevoiodneiog £xovv avoeepbel petd v yoprynon tov Seebri Breezhaler.
Edv eppavicfoiv onpeio mov vo vrodnAdvouy aArepyikég avTidpaoelg (GLYKEKPIEVE SVGKOAIES
OTNV aVOTVOT] KOL TIV KOTOTOOT], S10YK®UEVT YADoo, XEIA Kot TPOG®TO), KVidmoT, SEPLOTIKO
gEavOnua, O mpémet va, S10KOTTETOL AUECHG 1 Oy®YT| Kot Vo, vrrokabictotol pe evailaktikn Oepomeio.

Hapadooc Bpoyydomaciiog

e Khvikég peréteg ue Seebri Breezhaler 6gv mopatnpndnke mopadolog Bpoyydonacog. Qo1o660,
mapado&oc Ppoyydomacog Exel mapotnpnoel pe GAAn Oepameio £16TVONG Kol EVOEXETAL VOL EIvVaL
amenTIKoG Yo T Con. Edv mapovoiactel avtd, 1 aywyn Oa Tpénet va S10kOTTETOL AUECHS KoL VoL
yopmyeitar evoAroktikn Oegpamneio.

AvtiyohMvepyikn dpdion
To Seebri Breezhaler Oa npénet va ypnoylomoteiton pe Tpocoyn oe aceveic e YAOOK®UO KAEIOTNG
yoviag 1 KataKkpdtnon ovpwv.

Ot acBeveic Bo TPETEL VO EVILEPDVOVTOL GYETIKA LLE TO, OTLEIN KOIL TOL CUUTTOUATE TOV 0EE0G
YAOQUKOOTOG KAEIGTNG YOViag, va d1aKOTTOuV T Ypnor tov Seebri Breezhaler ko va emkotvaovodv



ALECH [LE TOV 1TPO TOVE GE TEPIMTTWOT TOV EULPAVICOVY KATO10 0md 0T TOL CUELN T} CULTTOUOTOL.

AocBeveic pe oofapr| veppikn duolettovpyia

Métpia péomn avénon tng cuvoAtkng cuatnuatikng £ékBeong (AUCast) £o¢ 1,4 popég mapatnpndnke oe
dropa pe N Kot pETpla vePpikn ducieltovpyia Kot €og 2,2 popég oe dTopa e GoPapr| VEQPIKN
dvodettovpyia Ko veppordbeia teAkod otadiov. Xe acheveig pue cofapn veppik| duciettovpyia
(extumdpevog puoudg orepapatikhc Sdnong kdtm tmv 30 mi/min/1,73 m?), cuunepiiapfavopivov
TV aclevov pe veppomdfela tedkov otadiov yio Tnv onoio amatteitol dtdAon, o Seebri Breezhaler
Ba mpémetl va ypnoomoteitar LGVo €0V TO TPOGIOKMUEVO OPELOG VTIEPTEPEL TOV EVOEXOEVOL
Kwdvvou (PA. mapdypago 5.2). Avtoi ot acbeveic Bo Tpémet va TopakoAovBodvVTOL TPOGEKTIKA Yio
SVVNTIKEC OVETIOVUNTEG EVEPYELEG TOV PUPHAKOL.

AocBeveic 1e 10Top1Kd KapdloyyELKG VOGO

Acbeveic pe aotadn 1oy okn Kapdtokn vOG0o, OVETAPKELN OPLOTEPAS KOIAING, 1GTOPIKO EULPPAYIOTOC
pvokapdiov, appuduia (eatpovpévng g xpoviag otafepng KOATIKNG LOPLOPVYTS), IGTOPIKO
emunkovg ouvopopov QT 1 tov omoiwv to QTC (uéBodog Fridericia) viéotn emyurkvveon (>450 ms
Yo Tovg Avopeg N >470 ms yia Tig yovaikeg) giyov amokAEIoTEL 0o TIG KAMVIKEG OOKIUES, KOl ETOUEVMG
1 gumepio 6€ oTEG TIG OpadeS acbevav givor mepropiopévn. To Seebri Breezhaler mpémet va
YPTCULOTOLEITAL [LE TPOGOYN OE OVTES TIG OUAOEG AGHEVDV.

"Exdoya
Ot acBeveic pe omdvia kKAnpovouikd tpopinuoata ducovetiog ot yolaktoln, mAnpn avemdpkeo

AOKTAONC | KoK amoppdenon YALKOLNG- YOAaKTOINC eV TTPEMEL VO, TTAPOLV GVTO TO PUPUOKEVTIKO
TPOIOV.

45 Aliemopdosic pe Ghlo QUPRIKEVTIKA TPOIOVTA KoL GALES pOPPES alinhenmiopaong

H ovyyopnynon tov Seebri Breezhaler pe dAAa @opuokeLTIKG TPOTOVTA TOV TEPLEYOVY
AVTIYOAVEPYLKE OEV €xel peAeTNOel Kal, MG EK TOVTOV dE GUOTVETOL.

IMapdro mov dev Exovv dieEaybel emionueg uehéteg aAinienidopoonc, To Seebri Breezhaler éxst
ypNoLonon el TanTOYPOVA LE AAAL PAPUAKEVTIKA TPOIOVTE TTOL GLYVA XPTCLLOTOIOVVTOL YidL TN
Bepaneio g XAII yopig kKhvikég evdeiEelg aAANAETIdpaoNS TOV PapHAKOVL. AVTd cupmeptAappdvouv
GUUTOONTIKOLUNTIKE Bpoyy0dtacTodTikd, pebvlo&aviives, Kot 0o TOV GTOUATOC KO EIGTIVEOLEVA,
GTEPOELON.

e pio KAMvikn pelémn oe vyieic €0eAovtég, N olueTIdiv, £vag avaoTOAENG TG LETAPOPAS OPYUVIKDY
KATIOVTOV TTOL Dempeitar 0Tl GLUVTELEL TN VEPPIKT] OTEKKPLGT TOL YAVKOTUPPOVIOL, aENGE TNV OMKN
éxBeon (AUC) tov yAvkomuppoviov katd 22 % kot peimoe ) veppikn kdbapon katd 23 %. Me Bdon
TO €0POC OVTAOV TOV LETUPOADV, OEV VOUEVETOL KOUIO KAIVIKG GTLOVTIKT QOPUAKEVTIKT
aAANAETIOPOOT) OTAV TO YAVKOTLPPOVIO YOopNYEiTOUL TAPAAANAO HE GLUETISIVI 1 GALOVG OVOIGTOAELS TNG
LETOPOPES TOV OPYAVIKAOV KATIOVI®V.

H tavtdypovn yopfynon Tov YAVKOTUPPOVIOV Kot TNG ot TOL GTOLUTOS EIGTVEOLEVIC
WOOKATEPOANG, EVOG P2-0OPEVEPYIKOV UY®VIGTY, VIO 6TOOEPES GUVONKEG KOl TV dVO SPACTIKOV
0VGIMV, OEV EMNPENCE T POPLOKOKIVITIKY TOV 000 QUPUAKEVTIKMY TPOTOVIMV.

4.6 Tovipotnra, kimon ko yerovyio

Kunon

Agv dratiBevton KAvikd dedopéva oyeTikd e T ypnomn tov Seebri Breezhaler og éykveg yuvaikeg.
Meléteg oe (Do dev KaTESEIEAY AUEST] 1] EUUEST] TOEIKOTNTO GTNV OVATOPAY®YIKT] tKavOTNnTa (BA.
Tapdypoeo 5.3). To yAvkomuppovio TPEMEL VAL YPNCILOTOLEITOL KOTA TN SIIPKELN TNG EYKVUOGVVNG
UOVO €6V TO GQEAOG Y10 TI UNTEPO VITEPTEPEL TOL SVVNTIKOD KIVOUVOL Yid TO EUPPLO.



ONnAacpog
Agv givorl yvooto gdv to Bpoptodyo YAvKomuppovio amekkpivetol 6to avlpdmivo yaia. Q6tdc0o, T0

Bpopotyo yAvkomuppovio (TepLapPOVOUEVOV Kot TMV LETAPOAMTOV TOV) AMEKKPIVETAL GTO UNTPIKO
yoro tov apovpaiov (PA. mapdypapo 5.3). H yprion tov yAvkomvppoviov and yovaikeg mov Onidlovv
Ba mpémel va e€etdletan povo edv 1o avapeEVOIEVO OPEAOG Yol TN Yuvaike gival peyolutepo and 1o
duvntikd kivdvvo yio to Eufpvo (PA. Tapdypapo 5.3).

Tovipdnto
Meléteg avamapaywyng Kot AL dedopéva o€ (DO dEV DTOJELKVDOLV OVIIGLYIM GYETIKE [E TN

YOVILOTN T TOGO GTOVG AvApeC OG0 Kat oTIC Yovaikeg (BA. mapdypago 5.3).
4.7 Emopaoeig 61NV IKOVOTNTA 001]Y1|61S KL (ELPLOUOD Uy OvI|LdTOV

To yAvkomuppdvio dev Exel Kopia 1 £XEL AGNUAVTIN ETIOPACT GTNV IKAVOTITA 0YNONG KoL YEPIGUOD
PN ovnUaTmy.

4.8  AvemOOunteg evépysreg

[epiinyn Tov Tpoid acedielag

H ovyvotepn aviyoivepyikn avemBount evépyeto firav n Enpootopia (2,4 %). H nielovomto tov
avaeopav Enpoctopiog Oewpnoniay 0Tt oyetilovial Le TO POPUOKEVTIKO TPOIOV KOl TAV NTIES, EVHD
Kopio oo autég dgv NTav cofapn.

To mpopik acepdrelag yopaktnpileTor TEPATEP® OO GAAN COUTTOUATO TOV GYETILOVTOL UE TIG
OVTIYOAVEPYIKEG EMOPAGELS, CLUTEPIAAUPOVOUEVIG TNG KATAKPATNONG 0VPMV, T OTTole TV OYL
ovyva. Hapatnpnbnkav eniong yaotpeviepkcég dtatapoyg TEPIMAUPAVOUEVOV TG YOOTPEVTEPITIONG
Kol TG dvomeyiog. AvemBounteg evEpyelec Tov oY ETILOVTaL LE TNV TOTIKN avoyn TepleAdufovay
£peOioUd TOV A0V, PIVOPAPVYYITION, PIVITION KO TOPUPPIVOKOATITION.

2VVORTIKOG TIVAKOG OVETIBOUNTMV EVEPYELDV

Ot avemBounTec evépyeieg Tov avapépnkay Katd Tovg TPMTOVG E&L Ve 600 KHPLOY
GLYKEVTIPOTIKOV dokiudv @dong I didpketag 6 kot 12 unvov tapatibeviot Katd Katnyopia
oLOTAROTOG 0pYaveV cOupova pe To MedDRA (TTivakog 1). Méoa og k@Oe katnyopio. GoTAUATOG
opy&vav, ot avemfountec evépyeleg Ta&vopobvtat Pe Ao tn cuxvoTNTA, UE TPATES TIG CLUYVOTEPEG
avemBounteg evépyetec. Evtog kabe katnyopiag cuyvotntag eLeavions, ol avemBouunteg evEPYELES
OV PapudKov Tapatibevrol Katd Oivovca cepd cofapdmrag. Emmpocshitmg, n avtictoym
Katnyopio cuxvoTNTOS Yo KAOE avemBOun evépyela Paciletor otny mopokato cOUPacn: ToAD
ovyvég (>1/10), ovyvég (>1/100 mg <1/10), oyt ovyvég (>1/1.000 £mg <1/100), ondvieg (>1/10.000
£€w¢ <1/1.000), molv omdvieg (<1/10.000), un yvootég (dev umopodv va ektiunBovv pe faon to
Swbéoua dedopéva).

Mivakag 1 AvemOopnteg evépyeteg

AvemOounteg evépysieg Katmnyopia cvyvétnrog
AOPNDEELS KON TAPUCITAOGELS

Pwogapuyyitdo? Xuyvég

Pwitida Oyt ovyvég

Kvortitida Oyt ouyvég

AWTopayéS TOV AVOGOTONTIKOY GUGTI|NOTOS
YrepegvarcOnoia Oy ovyvég
Ayysiooidnua? Oyt ovyvég




Awtapayés Tov petaforcpov Kol s 0péyng
Ynepylvkoipio

Yoypotpikés dwatapayés
Abnvia

AwTapay£S TOV VELPIKOD GUGTIATOG
Kepararyio®
YroicOnocio

Koapowakéc dwatapayég
KoAmun papuapoyn
AlcOnuo moipdv

AWTopoyES TOV GVETVEVOTIKOD GLUOTHILATOS, TOV
0opaka kKol Tov pecobmpaxiov

ZOUEOPNOT KOATMV TOV TPOCHTOV

Hopayeyucog Prixag

Epebiopog tov Aopon

Enictaén

Aveopmvio?

MapéadoEog Ppoyydonacuoc?

AWTOPayES TOV YOOTPEVTEPIKOD GUGTILATOS
Enpooctopia

Taotpeviepitida

Navtia?

"Epetog? ?

Avoneyia

Tepndova tov 0d6vVTmV

AwoTapayés TOL dEPRATOS KOL TOV VITOSOPLOV 16TOV
E&avOnua
Kvnouog?

AW TOpPayES TOV HVOGKELETIKOD GUGTI|LOTOS KOl TOV
GUVOETIKOV 16TOV
MvookeAeTikd AAy0g
AAyog ota dve Kot KATm GKpo
MvookereTikd Bmpokikd dhyog

1)2)

AWTOPUYES TV VEPPAV KUL TOV 0VPOPOP®YV 00DV
Ovporoinwén?

Avcovpia

Koataxpdtnon ovpwv

Oy ovyvég

Xuyvég

Xuyvég
Oyt ouyvég

Oy ovyvég
Oy ovyvég

Oyt ouyvég
Oy ovyvég
Oy ovyvég
Oyt ouyvég
Oy ovyvég
Mn yvootég

XuyveEg
Xuyvég
Oyt ovyvég
Oy ovyvég
Oyt ovyvég
Oy ovyvég

Oy ovyvég
Oyt ovyvég

Xuyveég
Oy ovyvég
Oy ovyvég

Xuyveég
Oy ovyvég
Oy ovyvég




I'evikég droTapayés KOl KOTAGTAGELS TG 000V

xopnynong
Koénwon Oyt ovyvéc
E&acBévion Oyt ouyvég

1) ITio ovyva. yra o YAvkomuppovio Tapa. yio, To E1koVIKO gdpuaxo oty 12 unvy fdon dedouévarv uoévo
2) Exovv AngOei ovapopés vmepevaionoiog Katd. ty eUREIpio, UETA THY KUKAOQYOPIQ, 0€ Gyéon e THY
xprion tov Seebri Breezhaler. Or avapopéc avtég éyvav oike100eAa¢ ard évo minbooud axabopiotov
ueyeBoug, xai yra avTo JEV EIVAL TAVTO OVVOTOS 0 AVIIKELUEVIKOS DTOAOYVIGUOS THG GUYVOTNTAS 1] O
KaBopioog e artioloyikng ovoyétiong ue ™y ékeon oo pdpuaro. Emousvag, n ovyvotyto,
vroloyioOnke ue faon v KLvikn eumeipia.

3) opatnpnbnxe o ovyva. yio T0 YAVKOTUPPOVIO TOPE, P10, TO EIKOVIKO POPUAKO 08 EVRAKES >T5 eTchv
Hovo

[eprypaor| emheypévov avemBOunT®v evepyeEL®dv

Y1 ovykevipotikn e&aunvn Pdon dedopévav, n cvyvotnta g Enpoctopiog frav 2,2 % évavtt
1,1 %, g abnviag 1,0 % évavt 0,8 % xat g yaotpeviepitdag 1,4 % évavtt 0,9 % yw to Seebri
Breezhaler kot 10 £1Kovikd QAPLOKO AvTIGTOLYOL.

H &npoctopio avapéptnke kuping katd ) didpkela TV Tpdtv 4 eféouddony g Depomeiog pe
dbpeon duapketa tecchpwv efdopddmy oty mAslovotnta TV acbevav. Qot6c0, oto 40 % TV
TEPMTMOGENDY TO, GUUTTAOUATO GLVEXIGTNKOV Y10t OAOKANp1 TNV TtEP10d0 TV 6 PNvdV. Agv
avaeépOnkay véa meplotatikd Enpootopiog yio Tovg ppveg 7-12.

AvoQopd mHavoLloyoLUEVOV aVETBOUNTOV EVEPYELDV

H avagpopd mifavoroyoduevmy ovemBountoy evepyeidv PeTE amd T Yop1yNoT GdEWG KUKAOPOPIg
TOV QAPUAKELTIKOD TPOIOVTOC elvar onuavtikn. Exttpénet tn cuveyn mapakorlovdnon g oyéong
0PEALOVE-KIVOHVOL TOV POPHOKEVTIKOD TPOTOVTOG. ZNTEITOL amd TOVG EMAYYEAIOTIES VYElNG VO
AVOPEPOVY OTTOIEGONTOTE TOUVOAOYOVUEVES OVETIBVUNTEG EVEPYELES LECH TOL EOBVIKOD GLGTNLATOG
ovoeopds mov avaypdeetor oto [Hapdptmua V.

4.9 Ymepdooolroyia

YymAég d0GELS YAVKOTUPPOVIOL UTTOPEL VOl 031y GOVV GE AVTLYOAVEPYIKA GTLUEID KOl CUUTTMOHOTO Y10l
TOL OO0 1] CUUTTOUOTIKY Oepameio pmopel va evdegikvoTal.

Oéela dmAnmpiaon petd and axobolo amd ToV 6TOHNTOG Kotdroon Koyakimv Seebri Breezhaler givat
anifavo va cvpPei Aoyom g pikpng and tov otopatog frodwabesipotnrag (tepimov 5 %).

Ta péyiota eninedo 6To TAGGUIO KO 1) GUVOAIKT) CLGTNUOTIKY £kOeon petd omd evoo@AEPLo yoprynomn
150 pikpoypappopiov fpopovyov yAvkorvppoviov (tloodvvapo pe 120 pikpoypappdpio
YAvKoTLpPOVioL) og vyieic eBerovtég Tav avtioTtorya mepimov 50 popég kat 6 popég vVYNAOTEPA OO
TN HEYIOTN KOl GUVOAIKT ékBeom o€ otabepn KATAGTOOTN OV EXTEDYONKE LE TI GUVIGTOUEVT] HOOT
(44 pucpoypappdpio araé nuepnoimg) tov Seebri Breezhaler kot tov koA avektd.

5. DAPMAKOAOI'IKEX IAIOTHTEX
51 ®@appoxodvvopkis 1010TNTES

Doppokobepamentikn katnyopio: Oappoka yio acOEveleg amdEPUENG AEPAYDYDY, AVILYOAVEPYIKA,
kwdwog ATC: RO3BB06

Mnyavicpdc dpdong

To yAvkomuppovio givor Evog EIGTVEOUEVOS HOKPAG dPACTIC OVTOY®VIGTNG TOV LOVCKOAPIVIKOD
VodoYEa (AVTLYOAVEPYIKO) Yo TNV Al nuepncimg yopnyovuev BpoyyodtoctaAtiky Bepameio
ovvtnpnong g XAIL Ta mapacvuradntikd vevpa gival n KOPLo BPOYYOGVCTAATIKY VEVPIKT 000G
GTOVG OEPAYWYOVS, KO O YOAVEPYIKOG TOVOG amOTEAEL TO fOCIKO AVAGTPEYILO GTOLYEIO TNG
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amoEpoENG TG pong tov aépa otn XAIL To yAvkomvuppdvio dpa avacTtéEALOVTAG TN
Bpoyyoovotaitikn dpdon TG AKETVAOYOAMVNG 6T Aglol LVTKA KOTTOPW TOV OEPAYDYDV, KL ETOUEVOS
SLOGTEAAEL TOVG AEPAYDYOVC.

To Bpouodyo yAvkomuppovio givor Evag VYNANG GLYYEVELNS OVTOYMVIGTIG TOV LOVGKAPIVIKOD
vrodoyéa. H emthektikdtnra yio tovg avBpdmvovg vrodoyeic M3 éxet kKataderyBel 0Tt glvan
TOVAGYIGTOV 4 POPEG UEYOADTEPT] OO QLTI Y10 TOVE OVEPAOTIVOLS VTTOd0YEIC M2 ¥pNGIULOTOIOVTOG
peAéteg mpdodeomg padtoonuacuévov popiov. Exet tayela Evapén dpdong, 0nmg amodekvheTat amod
TIG TOPATNPOVUEVES KIVITIKES TOPAUETPOVS TN GVVIESTS/ATOGVVIEST|G UE TOV VTTOJOYEN KOL TNV
&vapén dpdong HETA 0o EIGTVON GE KAWVIKEC LEAETEG.

H poxpdg d1dpketog dpdon propel va amodobel pepikds 6TIg TAPATETAUEVES GUYKEVIPADGELS TNG
SPOCTIKNG 0VGIOC GTOVG TVEVUOVEG OTIMG VITOONAMVETUL OO TNV TOPOTETAUEVT] NUIL®T 0ToBOANG TOV
YAVKOTTLUPPOVIOL HETA TNV EIGTVON HECH TNG GVGKELNG elomvong Seebri Breezhaler og avtifeon pe tnv
nuon petd omo evéoprépia xopnynon (PA. Tapdypago 5.2).

Dappoxoduvakéc EmMOPACELS

To mpoypappa kKAvikig avémtuéng @dong I nepeddpupave dvo peréreg pdong II: pia eheyyduevn pe
EKOVIKO PAPLOKO HEAETN dbpKeLag 6 VeV Kot pio EAeyYOUEVT LE EIKOVIKO Kot dPOCTIKO PAPLLOKO
peAétn ouapketag 12 unvav (avotktr peAém pe tiotpémio 18 pikpoypappdpio droé nuepnoing), Kot
01 600 o€ acbeveig ue KAvikn didyvoon pétplag Emg cofapng XAIL

Emidpdoeic otnv avevuovirn Aertovpyio,

To Seebri Breezhaler, yopnyovuevo ana nuepnoing oe d0celg v 44 Lukpoypappapiov Tapeiye
otafepd GTATIOTIKA GMUOVTIKT PEATiOON TNG TVELHOVIKNG AetTtovpyiag (LEYIOTOG EKTVEOUEVOG OYKOG
oe éva devtepoiento, FEV1, uéyiom Lotk yopntikdémro, FVC, kot siomvedpevn yopntuotmra, 1C)
o€ o oelpd amd KAvikég pueréteg. Xe peréteg eaong I, Bpoyyodiactoltikng dpdon mapotnpronke
EVTOG 5 AETTOV UETE TNV TPDTN 0O0T KoL dlaTnpnOnKe KoTd T didpkela Tov 24-dpov
LEGOJUCTNLATOG LETAED TV dOGEMV Ao TV TPMTN 060T. Agv TapatnpnOnke e£acbivion trng
Bpoyyod1acTaATIKNG dPAGTC UE TNV TAPOS0 TOL ¥POVOL OTIG HeAéTES d1apKelag 6 kat 12 unvav. To
uéyebog g emidpaong e&optidtav amd tov Padud e avacTPEYIUOTNTOG TOL TEPLOPIGLOD TNG PONG
oV aépa otV apykn TN (e&etdotnke yopnymvtag Evo Ppayeiag-dpaons avIoy®vieT TOL
povokapvikov vodoyén): Ot acheveic pe yapuniotepo Babud avaoTpeyldTnToS amd TNV APYLIKT TN
(<5 %) mopovoiacav yevikd youniotepn PpoyyodlacTolTiKn ovIomOKpion o€ oyéon ue acbeveic ue
VYMAOTEPO PBabUd avacTpeyndTTaG 0d TV apykn Tiun (=5 %). X1ig 12 efdopadeg (kvplo
KoToANKTIKO onpeio), o Seebri Breezhaler avénoe tov katdtato FEV: katd 72 ml otoug aobeveic pe
10 YapunAotepo Pobud avaotpeyipnotntog (<5 %) kot katd 113 ml otovg acbeveic pe Evav vymidtepo
Babuod avactpeypnodmTog amd TV apyikn T (=5 %) ce ovykpion pe to gicoviko eapuako (p<0,05).

> peiétn duapkelag 6 unvov, to Seebri Breezhaler avénoe tov FEV: petd ty npmtn d6om pe
Bektioon 93 ml evtog 5 Aentdv kot 144 ml evtog 15 Aentdv amd ™ xopfynomn g 606Ne, o€ GUYKPION
LE TO EIKOVIKO papLako (Kot oTig 000 mepimtdoelg p<0,001). Xn pekétn dudpkelag 12 pnvav, ot
Bertidoeig frav 87 ml ota 5 Aemtd kon 143 ml ota 15 Aentd (ko otig dvo meputtdoelg p<0,001). Xt
peAétn ouapkelag 12 unvav, to Seebri Breezhaler enégepe 6TaTIOTIKA GNUAVTIKEG BEATIOGELS TOV
FEV1 cg oyéon pe 10 TIOTPOTIO OTIC TPMTEG 4 MPEG LETA TN YOpNYNon TV nuépa 1 Kot oty
ePdopdda 26, Kot apuntikd peyardtepeg Tipég yio tov FEV: otic mpdteg 4 dpeg petd tn xoprynon
a6 OTL TO TIOTPOTIO Kortd TV efdoudda 12 kot v gfdoudda 52.

O ryég Tov FEV1 610 téh0g Tou dtasthipatog yopnynong g 66omng (24 dpeg petd tn 60om) nTov
TOPOUOIEG AVALESH TNV TPDTN 000T Kal e AVTEC TTOL TapaTnPNONKay HeTd amd 1 £tog yopnynong
g 06onc. Xtig 12 gfdopadec (Kvpto kataAnKTikod onueio), to Seebri Breezhaler avénoe tov
xatotato FEV: katd 108 ml oty pedétn didpkeiag 6 unvov kot katd 97 ml otn pekétn didpkelog
12 umvav €vavti Tov gkovikov eapudikov (kot ot dvo p<0,001). Ztn peiétn dudpkelag 12 pnvav, 1
Beltimon évavtt TOV £1KOVIKOD QOPUAKOD Y10 To TLoTtpomio fyTov 83 ml (p<0,001).



2OUTTOUOTIKES EKPOOEIS

To Seebri Breezhaler yopnyovpevo g d6ce1c TV 44 pukpoypappapiov dras nuepnoiong peiooce
GTOTIOTIKA GTHOVTIKA TNV OVOTVEDCTIKY] SuoyEPELD. OTw¢ a&loAoynOnke amd to Agitn Avcmvolag
MetaBaonc (TDI). Xe cuykevipmTikn aAvAALGT TOV KEVIPIKOV HEAET®V O1apKELNG 6 Kot 12 unvav, éva
GTOTIOTIKA GNUOVTIKA VYNAOTEPO TOGO0TO 0c0evdv Tov élafav Seebri Breezhaler avtamoxpifniayv
e Pertioon xatd 1 Babud M tepiocdTepo cvppava pe v eotiokn fadporoyio TDI v efdopdda 26
£VOVTL TOV EIKOVIKOV Qapudicov (58,4 % kot 46,4 % avtictoyo, p<0,001). Avtd ta gvpipata HToV
TOPOUOLL LLE ALTA TTOL TapaTnPNOnKay o€ acBeveic mTov grdpfavay T0TPOTIO, EK TOV OTOIMV TO

53,4 % avtomokpifnke pe Pertioon katd 1 fabud 1 peyorvtepn (p=0,009 og cvykpion Le TO EKOVIKO
@apLOKO).

To Seebri Breezhaler anag nuepnoimng £6eiée emiong oTaTIoTIKE GNUAVTIKY| ETIOPACT] GTNV TOLOTNTO
{ong mov oyetileTon pe v vyeia, n omoio petprdnke pe ypnon tov Epotnpatoroyiov St. George yio
T0 Avamvevotiko (SGRQ). Ze pio cLYKEVTPOTIKY AVAADOT) TOV KEVIPIKMY LEAETMOV SLOPKELNG 6 Kot
12 pnvarv, drumoetddnke 0Tt £va GTATICTIKE GNUAVTIKA VYNAGTEPO TOGOGTO achevmdv mov EAaPav
Seebri Breezhaler avtanokpifnke pe Bektioon kotd 4 Pabpovg 1 mepiocdtepo cdupova pe 1o SGRQ
o€ GUYKPLON UE TO EIKOVIKO @apuako v gfdopdda 26 (57,8 % kar 47,6 % avtictorya, p<0,001). o
tovg aobeveic mov ehdpPavay totpomio, o 61,0 % avtamokpifnke pe Peitioon katd 4 Babpovc N
peyodvtepn cvpeova pe to SGRQ (p=0,004 e c0yKplon Le TO EIKOVIKO PAPLLOKO).

Meiwon twv mopolvveewv g XAIT

2115 KeVTPIKEG HeAétes 6 kot 12 pnvdv éywve cuAldoyn dedopévev tov taposoveewv g XAIL Kot
OT1G 0V0 UEAETEC, TO TOGOCTO TV ACHEVAOV TOVL TAPOLGIAGOV Lo PETPLA 1) GoPapn

mapo&uvon (kabopiletor pe Paon v avaykn yio Oepameio e GVGTEULKE KOPTIKOGTEPOEION Ko/
avTIPlOTIKG 1] EI00YMYT GE VOGOKOUELD) HEIDONKE. TtV peAéTn 6 unvdv, T0 ToG0GTO TV 0cOEVOY
7oL apovciocav o uétpla | cofapn mapdéuven frav 17,5 % yia 1o Seebri Breezhaler kot 24,2 %
Yl 10 €1koviKO eapuako (Babuog kivdvvov: 0,69, p=0,023), kot otnv perétn tov 12

unvov Nrav 32,8 % yo to Seebri Breezhaler kat 40,2 % yia to gicovikd @appako (Babuog kivdvvov:
0,66, p=0,001). e pio cLYKEVIPOTIKY avaAvoT TV 6 TpdTOV uvdv ¢ Bepanciog TV HEAETHV
duapkelag 6 kot 12 umvov, og GOYKPLoN UE TO EIKoVIKO papuako to Seebri Breezhaler mapéteive
OTUTIOTIKA GTHOVTIKG TOV YPOVO €MG TNV TPMOTN METPLO. 1] coPfopn TapdEvuven Kot LEImGE TO TOGOGTO
TV pétplov M coPapav tapo&iveewy g XAIT (0,53 napo&hveeic/étog évavtt

0,77 mapo&ivoeig/étog, p<0,001). H ovykevipotikn aviivon eniong £de1&e AMydtepovg acbeveic mov
éhaPav Oeponeia pe Seebri Breezhaler kot mapovcioacav pa tapdEuven mov anortovoe voonieio o
oy€on e To eKoVIKO eappako (1,7 % évavt 4,2 %, p=0,003).

Alleg emdpaoeig

To Seebri Breezhaler dnag nuepnoiog Lelmoe GTATIGTIKA GTUOVTIKG T1 YPNON POPLAKOV 146mONG
(caAPovtapdoin) katd 0,46 sionvoic ava nuépa (p=0,005) oe S 26 gfdouddmv Kot Katd,

0,37 gionvoég ava nuépa (p=0,039) ot didotnua 52 fdouddwv, 6 GOYKPIOT LE TO EIKOVIKO PAPHOKO
Y TG peAéTeg drdpketag 6 kot 12 pnvav, avtictolya.

e pio pedét dudpkelag 3 foopddmy oty omoia 1) avoyr 6TV Aoknom eEETA0TNKE UECH
KuKAoEPYOLETPOL G VITopEYioTo (80%) popTo epyaciog (EAEYYOG VTOUEYIGTOV POPTOV EPYAGING), TO
Seebri Breezhaler yopnyovuevo to Tpwi, peimoe ) duvoutkn vaepdidtac Kot BEATIOoE TO XpoviKO
dloTnue ol THPNONG TG Goknong amd Ty Tp®Tn 600m Kol énctta. Ty mpodtn nuépa g Depomeiog,
1 E10TVEOUEVT] YOPTTIKOTNTO KOTA TN COUOTIKT Opactnplotnta PeAtidddnke katd 230 ml kot o ypdvog
avVTOYNG OTNV Aoknomn mapovcioce Pedtioon katd 43 devteporenta (avénon 10 %) oe cuykpion pe 0
EIKOVIKO Papuoko. Metd v mépodo tpiodv eBdouddwv Depomneiog, 1 fedtioon g e16mTveOUEVT|S
yopnTikdTTag pe 1o Seebri Breezhaler fitav mapopown pe v mpd nuépa (200 ml), o ypdvog
aVTOYNG OTNV AoKNGoT, ®GTOG0, glxe avéndel katd 89 devteporenta (avénom 21 %), e cOyKplon e
70 €1KOVIKO dpuako. To Seebri Breezhaler Bpébnke 0t1 mpokadel peimwon tng dOGTVOLNC Kot TNG
SVoPOPIaG TOV KATO AKP®V KATA TNV AoKnomn Onwg Letpnonke pe tn ypnon e kiipokag Borg. To
Seebri Breezhaler peiooe eniong t dvomvola Katd tnv ovAamowon Omme LETPHONKE LLE TN XPHOT| TOV
Agiktn Avonvoloc Metapaong.



AevTepedovOES PapUOKOOVVOLIKES ETLOPATELS

Agv mopatnpnOnke petaforn otn péon Kapolakn cvyvotnta 1 oto ddotnpa QTc pe to Seebri
Breezhaler og d0ce1c £¢ kan 176 pukpoypappapiov oe acbeveig pe XAIL Xe pia 61e&ootkn pehétn
tov daotipatog QT oe 73 vyleig eBehoviéc, N epanal e16TVEOUEVT] HOCT] YAVKOTLUPPOVIOL

352 pkpoypappopiov (8 popéc n Bepansvtiky 66om) dev mapéteve to didotnue QTc kot peiwoe
EAPPOS TNV Kopdlakn cvuyvotnta (Léylotn enidpacn -5,9 bpm, péon enidpaon péoa o

24 opec -2,8 bpm) o€ GOYKpIoT e TO EIKOVIKO Pdpuoko. H enidpacn otnv Kapdiokn cuyvotnta Kol
70 ddotpa QTc tov 150 pikpoypoppopiov Bpopiodtyov YAVKOTUPPoviov (I60SHVALO e

120 pukpoypappdpia yAukomvppoviov) xopnyovpeveov vooeiefing diepeuvninke og vEoug LYIEIC
eBehovtég. Méyiateg exBéoelg (Cmax) Tepimov S0 popég vynAOTEPEG OO OTL UETE TNV EIGTVOT|

44 nikpoypappopiov YAVKOTUPPOVIOL 6 otafepn KaTAoTOoT ETITEDYONKAV Kot OEV TPOKAAEG Y
tayvkapdia N tapdracn tov QTc. [Tapatnpndnke pia pikpn peiwon oty kapdioky cuxvotnTa (pLéon
dlpopd og dlaoTnUe 24 @pdV -2 bpm 6€ GOYKPLOT| LLE TO EKOVIKO PAPLOKO), TOL EIVAL YVOOTY
eMidpaoT TG YOUNANG EKOEONG OE AVTLYOAVEPYIKEC EVAOELS GE VY] VEUPA GTOUA.

Houdatpicodg tAnbuopog

O Evponaikdc Opyaviepnog Papudkmv Exel dOGEL amaAloyn omd TNV VTOYPEMST VIOBOANG TV
AMOTEAECUATOV TOV HEAET®V e To Seebri Breezhaler e dleg tig vmokatnyopieg To0v TSt TPIKOD
mAnBuopov oty XAII (BA. Ttapdypago 4.2 yio TANpo@opieg GYETIKA LE TNV TOSTPIKY XPTYOT)).

52  ®appokokiviTiKEG 1010TNTES

Amoppognon
Metd amd €16TVoT| 0d TOV GTOUATOG LIE XPNOT| TNG Guokevn elomvong Seebri Breezhaler, to
YAVKOTTLUPPOVIO AOoPPOPNONKE TaYEWMS EMTLYYAVOVTOG Ta PEYIOTO EMIMEDD 6TO TAACUA G 5 Aemtd

petd tn doom.

H amoéivtn frodiabeciudtnto Tov yYAvkomvuppoviov peTd amd elomvon uécm tov Seebri Breezhaler
ekt Onke og mepimov 45 % g mapeyopevng d0omg. Ilepimov to 90 % g cvopatikng ékBeong
UETE amd €16TTVON OQEIAETAL GTNV TTVEVIOVIKT amoppdenon kot o 10 % ogeiletal ot yooTpevteptkn
amoPPOPN oM.

e aoBeveig pe XAIL n @apporkokvnTikn otadepng KOTAGTAGNS TOV YAVKOTLUPPOVIOL emttenydnie
€v10¢ piag efoopadoc amod v évapén e Oepancioc. H péon péyiom Kot KotdTaTh GUYKEVIPOGT) TOV
YAvKOTTLPPOVIOL 6TO TAAGHO o8 6TafEPT| KATAGTAOT Yo 50G0A0YIKO oynua 44 pikpoypappopiov
droé nuepnoing Ntav 166 mkoypappdpro/ml kot 8 mkoypappdpio/ml, avtictoyo. H éxBeon oto
yYAvKomLppovio oe otabepn kKatdotaon (AUC ot didpkelo Tov 24 @Pov LEGOIUCTAUATOS LETAED
TV d66E®V) ftav wepinov 1,4- £wg 1,7 popéc vymAotepn amd OTL LETE TNV TPMTN dOGT.

Kozavoun
Metd amd evoopAEPLO YOp1YNOT, 0 OYKOC KATAVOUNG TOL YAVKOTVPPOViov 6e oTodepn KatdoTaon

nrtav 83 Aitpa ko 0 GyKog KaTavopung oty TeEMKN edon nrav 376 Aitpa. O epeavig 0YKOG KOTOVOUNG
otV TEMKN edon petd and ewomvon nrov oyedov 20 popég peyaihtepog, Tov aviikatontpilel
Bpadvtepn amoBorn petd v etomvon|. H in Vitro cdvdeon tov yAvkomuppoviov pe Tpmteiv 610
avOpdmvo mhdopo frav 38 % wg 41 % oe cuykevipaoelg amd 1 £wg 10 vavoypoppdpio/ml.

Biopetooynpatiopdc

Mehétec petafolopod in Vitro édei&ov otabepic petaPorikéc 0600¢ yia to fpmpotyo
yYAvkomuppovio petald (omv katl avBparwv. [Hapatnpndnike vopolvrioon pécw g omoiag
TaPAyoVTaL S10popot dvo- Kot di-vdpoéviimpévorl petaforitec, Kabmg Kot dueon vopdivon wov
odnyel 6710 GYNUOTIGUO VOGS TAPAYDYOL TOL KapPoEviikod o&foc (M9). In vivo, To M9 oymuatiCetot
Ao TO KAAOUO TG 00CTG TOV EIGTVEOUEVOL BP®ULONYOVL YAVKOTUPPOVIOV TO OTTOI0 KOTATIVETOL.
Yulevypata yhvkovpovidiov ka1 Beukd cvledypata Tov yAvkorvppoviov Bpébnkav ota avBpomva
oVpa PeTA amd ETAVOLAUPOVOUEVEG EIGTTVOES KO OVTIGTOLYOVV G Ttepimov 3 % g doomg.

IMoAhamdd 160éviupa tov kutoypopatog CYP cuufdriiovy otov 0&edmTikd BlopeTacynUATIoUO TOL
yAvkomuppoviov. H avacstoAin 1 enaymyrn tov petafoAloiol Tov yAvkomuppoviov sivar amifavo va
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00N YNOEL GE CNUAVTIKT LETAPOA TNG CLGTNUATIKNG £KBEOG 0TI dPACTIKY OVGia.

In vitro pehéteg avooToAng katédel&ay Ot To Bpopotyo YAvKoTuppovio de S1ofETel onuavTiKn
dvvatotnta avactoing tov CYPLA2, CYP2A6, CYP2CS, CYP2C9, CYP2C19, CYP2D6, CYP2E1L 7,
CYP3A4/5, tov petagpopéov ekporig MDR1, MRP2 11 MXR, kot tov petapopémv npocinyng OCT1
N OCT?2. In vitro peiéteg emaymyng evOOU®V 6gv KOTESEIEQV KAVIKG OTUOVTIKY] ETOY®OYN LE
Bpopotyo yAvkomuppdvio yio To 1Ioévivpa Tov kutoypmpatog P450, 1§ yie to UGT1A1 ko tovg
petapopeic MDR1 kot MRP2.

AmofoAn

Metd and evéopréfia yoprymon [*H]-onuocuévov Bpmpovyov yAvkomvppoviov ce avdpdmove, M
HEOM AMEKKPLON GTO 0Vpa TG padievépyelag o 48 dpeg aviAbe oe 85 % tng ddong. 'Eva emmiéov
5 % 1tng 06on¢ Ppédnke ot yoAy.

H veppu) anofoin tov apyikod gapudxov avépyetor o mepinmov 60 £mg 70 % g oMkng kéBapong
TOV GLOTNUATIKA SL0BEGIILOL YAVKOTUPPOVIOD, EVD 01 SadIKAGIES UN-VEPPIKNG KABOPONS

avtioToryovV mepimov 6to 30 £mg 40 %. H kabapon pécm tav xoAnedpmv GUUPAAEL GTN UN-VEPPIKY
KkéBapon, ahdd n TAEOVOTNTA TNG PUN-VEPPIKNG KABapomng Bempeitar 61t opeiretal oto petaffolouo.

H péon veppikn kdBapon tov yAvkomuppoviov HETA amd €10TVoT Kopaivetal ota 17,4 kot
24,4 \itpo/dpa. H evepyntikn coAnvaploxy EKKpiorn cOUPBAALEL 0T VEQPIKT 0TOBOAN TOL
yAvkomvppoviov. Ewc kot 23% e mapeydpevns d6omg Ppédnke ota 00pa g apykd AappaKo.

O1 GUYKEVTPDOGELG TOL YAVKOTLPPOVIOV GTO TAUCUA PEIDOONKAV KOTE TOAQOGTKO TpdTo. O Hécog
TEAIKOG YpOVOG NUL®NG TNG amofoAng NTov ToAD peyalvtepog petd v elonvon (33 éwg 57 dpeg) oe
ovyKpion pe TV evoopAEPia (6,2 dpeg) Kat TNV amd Tov otopatog (2,8 mpeg) yopnynon. To povtého
aoBoANC VITOONADVEL TAPAUTETAUEVT TVEVIOVIKT] ATOppOPNON KOV LETAPOPE TOL YAVKOTUPPOVIOL
GTN GLGTNUOTIKY KUKAOQOPio oTIC 24 MPEG KOl AVm PETE amd EIGTVOT).

CpoppkdtnTo/pin ypoppkotmo

e aobeveic pe XAIl 1 cvomuotiky £€k0eom Kot 1 OAKT OTEKKPLGT TOL YAVKOTUPPOVIOL GTO 0VPO. GE
QOPUOKOKIVTIKY 6Tafep1] Katdotaon avéndnke tepimov avdioya pe T 0661 610 60GO0A0YIKO €0POG
v 44 ¢mg 176 pkpoypappopiov.

Fidwkoi mAinfucuoi

Avdivon dedopévev papuakokvnTikng TAnbucuov o acbeveig pe XAll, mpocdidpioe T0 cOUATIKO
Bapog kai tnv nAikio ®¢ ToPAyovTEG TOL GLUPAALOVY GTN SIOKVUOVGT TS GLGTNUATIKNG £KOeoNC
avaueoa otovg acbeveic. To Seebri Breezhaler 44 pucpoypappopiov o nuepnoiog pmopel va
ypMNoLoron el e ac@AAeln o OAEG TIG OLLASES NAKIOG Kol GMUATIKOD BAPOVG.

To @OLo, T0 KabeoTMG Komvicpatog kot 1 apyikn uétpnomn tov FEV; dev glyav epgavn enidpoocn ot
oLOTNHOTIKN EkOEOT).

Agv mopatnpiOnKoy onuoavTikég d10popég ot GuVoAlMKN cvotnuatikn Ekeon (AUC) petald tov
landvev kat Kavkdoiov acBevov petd and gilomvon Ppmpuodyov yAvkomvppoviov. Agv datiBevton
EMOPKT POUPUOKOKIVITIKG dedOUEVA V1o AAAEG EBVIKOTNTEG 1] PUALC.

Aobeveic ue nrotiky dvoiertovpyio.

Agv &govv de€aybel Khvikég peléteg og acbeveig pe nrotikn dvciertovpyia. To yAvkomvuppdvio
amoPAAAETAL KVPIMC OO TN GVOTNUATIKT KVKAOQOpia LEcm TG vePpikng amékkpiong. H peioon tov
NrATIKoH LETAPOAIGHLOD TOL YAVKOTTVPPOVioL d€ Bewpeital dTt 0dnyel o KAMvIKA onuavTiky adénon
NG CLOTNUOTIKNG EkBeonc.

AaobBeveic ue veppixn ovoiertovpyio

H veppikn dveiettovpyia ennpedlet T cuotnratiky £K0ecT Tov Bp®ovyov YAVKOTLPPOViov.
Métpia péon avénon tng cvvoArikng cuatnuatikng £kBeong (AUCast) £oc 1,4 popég mapatnpndnke o
dTopa e NI Kol LETPLA VEQPIKT SLGAELTOLPYI Kot £00C 2,2 PopéG o€ ATOO [l coPBapT| VEPPIKN
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dvoiettovpyia kot veppomdOela TeAkov otadiov. Xe acOeveic pe XAIT pe o Ko péTpia ve@pikn
dvchertovpyia (ektipdpevog puOuog onetpapatikhc dmdnong, eGFR >30 ml/min/1,73 m?), to Seebri
Breezhaler umopei va ypnoomombei otn cvviotmdpevn 86om. e aobeveic e coPapn veepikn
dvchertovpyia (eGFR <30 ml/min/1,73 m?), copnepirappovopévev tov ac0eviy pe veppomddsia
TeAKoD oTadiov yia v omoia amatteiton Stwiiom, To Seebri Breezhaler 8o mpémet va ypnoiponoteiton
HOVO €6V TO TPOGOOKMUEVO OPELOG VITEPTEPEL TOV EVIEYOHEVOL Kivduvov (BA. Tapdypapo 4.4).

5.3 IIpoxkiivika d€dopéva yio TV ao@diero

Ta pn KAvikd dedopéva dev amokaADTTOLY 1010iTEPO Kivouvo Yo Tov dvBpmmo e Paomn Tic
GUUPUTIKEG LEAETEC POUPUOKOAOYIKNG OCPAAELNG, TOEIKOTNTOG ETUVAAUUPOVOUEVDY dOGEDV,
YOVOTOEIKOTNTAG, EVOEXOLEVNG KAPKIVOYOVOL dpAions, TOEIKOTNTOG GTIV OVATOPOYMYIKY IKAVOTI T
Kol oavaTTuED.

2115 avemBounTeg VEPYELEG IOV AT0dIO0VTAL GTIG 1OLOTNTEG TOV PPOIOVYOV YAVKOTUPPOVIOL MG
OVTOYOVIGTT] TOL LOVGKOPIVIKOD DITOS0YEN CLUUTEPIAAUPAVOVTL 1] HTILO EMG LETPLE. ADENGN TNG
KaPOLOKNG GVUYVOTNTAG GE OKVAOLC, 1) BoAepdTNTA TOV PAKOD GE APOVPAIOVG KUl Ol AVOGTPEWIIES
petaforég mov oyetiCovton pe PELMIEVEG AOEVIKEG EKKPIOELS GE apovpaiovs Kot 6KOAOLS. "Hmia
gvepefioTdTTA 1| LETAPOAES TPOSAPHOYNG GTNV OVATVELGTIKY 030 TapatnpiOnKay 6€ apovpaiovg.
O)lo aVTa TOL EVPIUATO TOPOVCLACTNKAY GE EKOEGEIC EMUPKDC LEYUADTEPES OO EKEIVEG TTOV
AVOUEVOVTOL GTOV GvOp®TO.

To yAvkomuppdvio dev elxe TEpATOYOVO OpACT) GE APOVPOIONE 1| GE KOLVEALD LETA TN YOopRYNoN it
glomvong. H yovipomnto Kot 1 TpoyevvnTiky Kot LETAYEVVITIKN avamTTuEn OgV EXNPEACTIKAY GE
apovpaiovs. To Bpouodyo yAvkomuppovio Kot o LETAROAITES TOV, € SIEGYICAY CUAVTIKE TO
OPAYILO TOL TAAKOVVTO GE TOVTIKLO, KOVVEALN Kol GKOAOVG G€ KaTdoTtaon eykvpoohvng. To
Bpopotyo yAvkomuppdvio (GUUTEPTLOUPBAVOUEV®Y TOV UETAPOATOV TOV) EKKPIVETAL GTO UNTPLKO
yoro Onraloviov apovpainv Kot avépyetat o€ ¢ 10 popéc VYNAITEPES GUYKEVTIPMGELS GTO YAAM
amo OTL GTO aipla TNG UNTEPAS.

Meréteg yovoto&ikdtntag dev omokdAvyay HeTaAAagloyovo 1 KAaoTtoydvo dpdon yia to Bpoutodyo
YAVKOTLPPOVIO. MEAETEG KAPKIVOYEVEST|G GE LOYOVIOIOKA TOVTIKLN LE OO TOV GTOUOTOG XOPTYNoN
K0l € apovpaionvs e XYopNynom 61 16TVONG 0ev KOTESEENY KAUPKIVOYEVEDT] Y10L CUGTILOTIKES
ekbéoeic (AUC) katd mepimov 53 popéc vynhdTepeg 6T TOVTIKIN KOL KOTA 75 pOpEG LVYNAOTEPEC
GTOVG 0POVPAIOVS GE GYEON LE TN HEYIOTI GUVICTMOUEVT Ana Nuepnoimg d6oN TV

44 mxpoypappopiov otov dvBpwmo.

6. DOAPMAKEYTIKEX IIAHPO®OPIEX
6.1 Katahoyog ekdoymv
TIepreyduevo Tov Koyokiov

Movodopikn Aaktoln
Mayviclo oteatcod

KéAvpoc kawakiov

YrpopeAroln
Kappaysvavn
KdaAo yAwplovyo
Kitpwo FCF (E110)
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MeAdvt ekTOHTOOoNS

Koupea Aaxag (E904)
[IpomvievoyAvkdin
Appwmviov vopoteidio

Koaliiov vopoteidio

Z19npov o&eido pérav (E172)

6.2 AocvpPatotnreg

Agv gpapuodletat.

6.3 Audpkera Long

2 ypovia

Kd&be cuokevn elomvong Tpémel va amoppinTeTol HETA Ao T XP1oT OADV TOV KOYOKI®OV.
6.4 Iowitepeg mpoPuvArdels kaTd T POLAEN TOV TPOIOVTOG

Mn guAdocete oe Beppokpacio peyodvtepn tov 25°C.

Ta kKo TPETEL TAVTOTE VO, QLAGGGOVTOL GTIV OPYIKT KOYWEAN £TC1 MOTE VO TPOGTATEDOVTOL 0T
mv vypaocia. To Koydakio Tpémel va aQapovvTol LOVO AECHOS TPV amd TN XPNon.

6.5 ®@Von kKo GLOTUTIKA TOV TEPLEKTN

To Seebri Breezhaler givatl cuckevn slemvong epdmaé 06cewv. To 6Téleyog Kot To KAAv U ¢
GLGKELNG EIGTVONG Elval AEVKA KOl KOTAOKEVALOVTOL atd aKPLAOVITPIKO PouTadievikd oTupEévio, To
mnkTpa eEnONong kataokevalovtal omd pebvikd pebakpvAkd aKPLAOVITPIKO BOVTASIEVIKO
otupévio. Ot Beloveg kat ta Ehotpila katackevaloviol amd avoleidmrto ydAlvfa. Kabe tavia
Koyelmv mepiéyel eite 6 gite 10 oxdnpd koydkia.

AtdTpnn KoyéAN povadog doong and PA/Alu/PVC
Yvokevaocia Tov meptéyel 6x1, 10x1, 12x1 7 30X1 oxAnpd KoydKio, e Lo GUGKELT EIGTVOTG.

IToAvovokevaoieg mov mepiEyovv 90 (3 cvokevaoieg v 30X1) okAnpd Koydkia Kot 3 GLOKEVEG
E10TVONG.

IToAvovokevaoicg mov tepiEyovv 96 (4 cvokevaoisg tv 24X1) okAnpd kKoydkia Kot 4 GLOKEVEG
EL0TVONG,.

IMoAvovokevaoieg mov mepiéyovv 150 (15 cvokevaoieg tmv 10x1) oxinpd koydikio Kot 15 cuokevéc
E10TVONG.

TToAvovokevaoieg mov wepiéyovv 150 (25 cvokevaoicg v 6X1) ordnpd kayakio Kot 25 GLOKEVEG
€10TVONG.

Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVAGIEG.
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6.6 Idwitepes mpoPUAGEELS OTOPPIYNGS KOL AAAOG YEIPLOUOG

®o TPETEL VO, YPTCLOTOIEITOL 1] GLOKELT EIGTVONG TOL TTapPEXETOL Ue KAOe vEa cuvtayr. Kdbe
GUGKELT EIGTIVONG TPETEL VO OTTOPPINTETAL LETA GO T YPTON OADV TOV KOWYOKI®OV.

Odnyiec ypnong Kot YEPLoUov

Awfdote Tig mAnpelg Odnyieg Xpiong npwv va ypnoiponooste to Seebri Breezhaler.

Ewayete

t

Bnipa la:
AguipéoTe TO TOPA

k.

Tpuriote kot
agpnoTe

Bnpa 2a:

Tpomiote To KOYEKLO
pia popa

Kpatfote ™ cvokevy

glonvong og 6pOia Béo.

Tpurfote TO KOYAKLO
melovtag otabdepd Ta
600 TAEVPIKA TANKTPOL
SLYYXPOVOC.

14

Ewontvevote fabua

Brjpa 3o
Exnvedote eviehag
Mn ouonéete oto

EMOTOWO.

E\éyére 6T1 10
Koy akio givan oo

EAéyEeTe 6T TO KOWYAKLO
givon Gocio

Avoitte T cvokeun
€L0TVONG Y1a va, dgite edv
€xel amopEIVEL TVYOV KOVIG
OTO KOWYAKLO.




Bnpa 1B:
Avoifte T cvokevN
ELGTIVONG

L

Bnpa 1y:

AQupéoTte TO KOWaKLo:
Apapéote pio amd TIg
KOWEAEC OO TV KAPTO,
KOYEADV.

Amokolnote TV
TPOCTATEVTIKN ETEVOVOT)
Kol 0QAPESTE TO

KO aK1o.

Mn onpdyyvete to
KOWAKLO HEGM TOL LALOV

alovpwviov. Mnv
KOTOTTIVETE TO KOWAKIO.

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

uévo pio Qopd.

Ay

\

Bnpa 2B:
AQNoTE TO TALVPIKE
TAKTPO.
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Brjpa 3p:

Ewsnvebote To pdppaxo
Babwa

Kpatmote T cvokevn
€10TVONG, OGS Paivetal
TNV €1KOVO.
Tonobemote t0
EMOTOMO GTO GTOUA GOG
Kot KAeloTe oyt T
Y€l oag yopw tov.
Mnyv mélete 10 TAgLPIKG
TANKTPOL.

Eionvetote ypriyopa kot
000 Pobid pumopeite.
Kafdc eionvéete Oa
akobte éva B6puvfo
otpofiiicpod. Mropei
va aicBaveite ™ yevon
TOV PUPLAKOL KOOMG
EIOTVEETE.

Brua 3y:

Kpatiote v avamvon
Kpoatiote v avoamvon
oaG Yo 5 devtepOLETTaL.

Edv éyer amopeiver kévig
GTO KOWYAKLO:
o Keiote ™ cvokevn

€10TVOTG.
e EnavaAdpete ta
prparta 3a éog 3y.
Kévig mov Adzgro
OTOpREVEL

Apupéote T0 GO0
KOWaKLo
Tonobetote t0 GdE0
KOYAKIO 6T, OTKLOK(L
amoppippaTo.
Kegiote 1 cvokevn
€10TTVONG KOl
enovatonodemoTe o
O




Bnpa 19:

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

Brjua le:
Kieiote ™0 cvokevi]
EL6TTVONG

16

Inpavtikég Ianpogopieg
o To kaydxio Seebri
Breezhaler npémet
TAVTOTE VO GLAACCOVTOL
GTNV KOYEAN Kot vo
aQeapovVToL LOVO
OUESMG TPV ATO TN
xpfion.
Mnv onpayvete 0
KoydaKlo HEG® Tov
@VOALOL aAoVpVIOL YO
V0L TO OPOPEGETE AT
TNV KOWYEAD.
Mnyv katanivete 10
KOYAKLO.
Mn ypnowonoteite
Konyakia Seebri
Breezhaler pe
OTOLOONTOTE GAAN
GUOKELN EIGTVOTG.
Mn ypnolonoteite ™
GUGKELN EIGTVON|G
Seebri Breezhaler ywo va
TAPETE OTOL0ONTOTE
Ao @dpuako og
KOYAKLO.
Mnv tonobeteite moté
éva Koyakio omevdeiog
GT0 OTOLO GOG 1) OTO
EMGTOLO TNG GVOKELNG
E10TTVOTG.
Mnyv miélete To TAELPIKG,
TANKTPO. Y10,
mEPLEGOTEPES Omd pial
Popd.
Mnv @uvonéete Gto
EMOTOLO.
Mnyv mélete o TAgLpKd
TKTPaA KABDS
€LOTVEETE OTO TO
EMOTOLO.
Mnv yeileote Ta
KayaKlo Le vypé xépioL.
TToté punv mAévete
GLOKELY| ELOTVONG LE




H ovokevaoia cag Seebri Breezhaler Inhaler

TEPLEYEL:

e Mia cvokevn| elomvorig Seebri Breezhaler

e  Mia M meprocdTepes KLYEAES, Omov 1 Kabepia
nepiéyet gite 6 gite 10 koydkia Seebri Breezhaler
TPOG YPNOT| GTY] GLCKELN EIGTVOTNG

TAMAKTPO.

Béon Koyérecg

Baon cvokeviig
amrvong

Tvuokevi} Kapta xoyehdv

£16TVONG

Xuvi0g1c Epotmioceig

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

To koydikio evoéyetat va
€xel koA oeL oT0 BAhaLLO
Tov kayokiov. Edv copfel
aVTO YOAOPDCTE
TPOGEKTIKA TO KOWYAKLO
YTLUTLOVTOG amaAd T Bdon
NG GUGKEVTG EICTVONG.
Eionvedote mdt to
OAPLLOKO
enavaiappavovtog To
prpata 3a £og 3y.

T va KGve gav Eyer
ATOPEIVEL KOVIC 6TO
KoyaKio;

Agv €yete MaPet apreTd
076 TO PAPLOKO GUGC.
Keiote ) cvokevn
€10MVONG Kot EMAVOAAPeTE
ta frjpota 3o €og 3y.

"Exo piée peté v

EL6TIVON] — £)€L oNUOsia
avTo;

Avt6 pmopei vo couPei.
E@doov to kawydxio gival
adeto éyete MaPet apkeTd

PapuaKo.

Aw60avOnka mkpa
TEPAYLO TAVO OTY)
YAOGGA pov — £YEL
oNuocia avTo;

Avto pnopet va cupPet.
Agev givar emPrapés. Ot
mOavotTeg OpLUpATIGHOD
Tov Koyakiov Oa gival
OVENUEVEG EAV TO KOWAKLO
tpunn el TePLoGOTEPES
ond pio eopd.

Ka@apiopdg g
GUGKEVNG ELGTTVONG
YKOVTGTE TO EMGTOULO
péca kat £ pe éva
KkaBapd, oteyvo mavi yopig
yvovdia, MGTE Vo
apopécseTe TUYXOV
KOTAAOUTO KOVEMG.
Awtnpeite T GLoKELT
glonvong oteyvi. [loté unv
TAEVETE T1] GUGKELT
glomvong pe vepo.

AmoppLy TG GVGKELVNG
glomvong netd T ypron
H ovokeun elonvon|g og
Kkd0e cvokevacio Tpémet
VOl ATOPPINTETOAL OPOTOV
&youv ypnoipomoindei 6ra
ToL KO AKLoL TG
ocvokevacioc. Potiote o
QOPLOKOTOO GOG TAG VO
amoppiyeTe To PAPLOKOL
KOl TIG GLOKEVEG EIGTVONG
mov dg ypelafovTol maL.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphovdia

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/1/12/788/001-008
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9. HMEPOMHNIA INPQTHE ET'KPIXHYX/ANANEQXHY THX AAEIAX
Huepounvia mpatng éykpiong: 28 ZentepPpiov 2012
Hpepopnvia tedevtaiog avavémong: 19 Ioviiov 2017

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPoQopieg Y10 TO TAPOV PUPUAKEVTIKO TPOIOV givor S1ABEGILES GTOV S1ASKTLOKO TOTO
tov Evponaikod Opyovicpov @appdkev: http://www.ema.europa.eu.
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ITAPAPTHMA 11

ITAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITOAEXMEYXH
TQN ITAPTIAQN

OPOI'H ITIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAY KYKAO®OPIAX
OPOI'H ITIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEZMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX

19



A. THAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXMEYXZH TQN ITAPTIAQN

‘Ovouoa kot d1e06vven Tov TaPACKELAGTH TOL £ival LITELOVVOC Yo TNV OTOOEGUELCT) TOV TOPTIOWV

Novartis Farmacéutica SA

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Ionmtavia

Novartis Pharma GmbH
Roonstralle 25

D-90429 Nvpeufépyn
Teppovia

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Nvpeppépyn
I'eppavia

270 £VTUTIO QOAAO 0ONYIOV XPNOTG TOV PUPUOKEVLTIKOD TPOIOVTOC TPETEL VO OVALYPAPETUL TO OVOLLL
Kol M S1ev¥0VVOT TOV TAPUCKELAGTH TTOV Eival VTEHOVLVOG YU TNV ATOSEGEVGT] TG CYETIKNG TAPTIOAC.

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

DopUaKEVTIKO TPOTIOV Y10 TO OTTOI0 ATOLTEITOL LOTPIKT CUVTUYN.

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAYXY KYKAO®QOPIAX
. Ex0<oe1g TEplodikig Tapakorovdnong g acseaisiag (PSURS)

Ot anmortnoelg yio v vroPoin tov PSURS yuo 10 gv Adym @apuakevtiko mtpoiov opilovtal 6Tov
KOTaAoyo pe Tig nuepounvieg avapopas g Evoong (katdioyog EURD) mov mapotibetar otnv
Tapdypoeo 7, Tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdOe emakdlovdng emkcarporoinong
OT®G OMUOGIEVETAL OTIV EVPAOTOTKT SUKTLAKT] TOAN Y10l TO POPLLOKOL.

A.  OPOI H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHZIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyé010 oraygiprong Kivovvovu (ZAK)

O Karoyog Adelag Kukiogpopiag (KAK) Oa die&aydyet Tig amattodpueveg dpactnploTnTes Kot
TOPEUPAGELS PUPLOKOETOYPVTVIONG OT¢ Tapovotdlovtal 6to cupenvntéy XAK mov mapovetaletan
omv evomra 1.8.2 ¢ ade1ag KuKAOQOPIOG Kot OTTOIEGONTOTE ETUKOAOVOEC EYKEKPIUEVEC
avaBempnoeig tov TAK.

‘Eva emucarporompévo ZAK Oa mpénet va katotedei:

. Metd and aitnpa tov Evponaikov Opyovicpod Oapudkmy,

o Onotednmote TPOTOMOLEITAL TO GUGTN O, SLOYEIPIONG KIVOHVOU, EIOIKE MG ATOTEAEGLLO ANYNG
VEOV TANPOQOPLOV TTOV LITOPOVV VO ETLPEPOVY GTLLOVTIKT] OAAAYT] OTH OXECT] 0QELOVG-KIVOUVOL
N ©OG OTOTEAECUA TG EMITEVLENG EVOC GNUAVTIKOD OPOCTILOV ((POPUOKOETOYPVTVIOT 1}
glayioTomoinon Kvovvov).
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IHAPAPTHMA 111

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

EZEQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seebri Breezhaler 44 pukpoypappdpio kKOVIG yio. 167Tvon|, GKANPA Koy akio
yAvkomvppovio (mg Bpopiodyo yAvkomvppovio)

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

Kabe kaydxio mepiéyet 50 pucpoypappdpia yrvkomvppoviov. H mocdtnTo 100 YAVKOTLPppOVioL TOVL
mapéxetar givar 44 pikpoypappdpio.

3. KATAAOTI'OX EKAOXQN

[epiéyet emiong: Aoktoln KOl GTEATIKO LYV OIO.
BAéme @OALO 00N YLDV Y10 TEPIGGOTEPES TATPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvon, 6KANpO Kayakio

6 X 1 koydxio + 1 cuokevT| EIGTVOTG

10 x 1 koyaxio + 1 GueKeELT EIGTVONG
12 X 1 koydxio + 1 cuokevn E16TVONG
30 X 1 xaydxia + 1 cuokevn elomvong

| 5.  TPONOX KAI OAOX(OI) XOPHTHZHE

IIpog xprion LOVO LLE TN GLOKELN EIGTVONG OV TTAPEXETOL GTN] GLGKELAGIOL.
Mnv katomivete T0 KOWYAKLAL.

AwPacte T0 QUALO 0ONYIOV XPNOTG TPV OO TN YPNOM.

Xpnon Sl elomvong

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

Na euldcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPpooeyyilovv Ta Taldld.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIYX), EAN EINAI ATTIAPAITHTH(EYX)
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8. HMEPOMHNIA AHEZHX

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

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 25°C.
No eUAGCOETE TO KOWAKLO GTNV OPYIKT KOWEAT Y10 VAL TPOGTOTELOVTIOL OO TV VYpucic. Mnv ta
agaipeite amd TV KLWEAN mapd LOVo AUESHS TPV TN XPTOT).

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

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAXZ

EU/1/12/788/001 6 konydxia + 1 cueKeLN EIGTVOTG

EU/1/12/788/007 10 konydxia + 1 cuoKEL EIGTVOTG
EU/1/12/788/002 12 konydxia + 1 cLGKEL EIGTVOTG
EU/1/12/788/003 30 kayakio + 1 cuoKeELT EIGTVONG

13. APIOMOZX IMAPTIAAX

MMoptida

14. TENIKH KATATAEH I'TA TH ATAGEXH

DopHoKeLTIKO TPOTIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GLVTOYT.

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

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

A16106T0TOC YPOUUU®TOS KDdKAG (2D) mov pépel Tov TepIAN@OEVTO LOVAITIKO aVIyVOPIGTIKO KMOKO.

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

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

EZQTEPIKOX XAPTINOX IIEPIEKTHX IIOAYXYXKEYAXIAX
(ZYMIIEPIAAMBANETAI TO MITAE KOYTI)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seebri Breezhaler 44 pukpoypappdpio KOVIG yio. 167Tvon|, GKANPA Koy akio:
yYAvKomuppovio (¢ Bpoptodyo yAvkomvppovio)

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

Kdabe xawydxio mepiéyet 50 pikpoypoppdpio yAvkomvppoviov.. H mosdtnta Tou YAuKomuppoviov Tov
mapéxetar givar 44 pikpoypappdpio.

3. KATAAOTI'OX EKAOXQN

[epiéyet emiong: Aoktoln KOl GTEATIKO LOYVAGIO.
BA\éme pOALO 0dNYIOV Y10 TEPIGGATEPES TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Kovig yia glomvon, okAnpo kaydxio

IToAvovkevaoio: 90 (3 cvokevaoieg v 30 X 1) kayakio + 3 GLEKEVES EIGTVONC.
IMoAvovkevaoio: 96 (4 cvokevaocieg Tov 24 X 1) kaydkia + 4 GUGKELEG EIGTVONG.
IMoAvovkevaoio: 150 (15 cvokevacieg Twv 10 X 1) koydkio + 15 6uoKELEG EIGTVONG.
IToAvovkevacia: 150 (25 cvokevacieg tov 6 X 1) kaydxia + 25 cLoKEVES EIGTIVONC.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

IIpog ypfon HOVO [LE TN GLGKELT| EICTVONG OV TTAPEYETOL GTN CLGKEVAGIOL.
Mnv katoamivete To KOWYAKLA.

Awfaote T0 PUALO 0ONYIDOV XPNOTG TPV OO TN (PNOT.

Xpnion d1d eleTVoNG

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

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

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

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

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 25°C.
No eUAACOETE TO KOWAKLO GTNV OPYIKT KOWEAT Y10 VAL TPOGTOTELOVTIOL OO TV VYpucic. Mnv ta
agaipeite amd TV KLWEAN mapd LOVo AUESHS TPV TN XPTOT).

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQON IIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAXZ

EU/1/12/788/004 IMoAvovokevaoio Tov mepiéyel 3 cuokevacieg (1 kabepud
nepiéyet 30 kayakio + 1 cVoKELT| E16TVONG).
EU/1/12/788/005 IMoAvovokevocio Tov mepiEyel 4 cuokevacieg (1 kabeud
mepl€yet 24 koydxio + 1 cuoKeLT| EIGTVONG).
EU/1/12/788/008 IMoAvovokevacio Tov TepEyel 15 cvokevaoies (1 Kabeud
nepiéyet 10 xonydxio + 1 cuokevt| EIGTVONG).
EU/1/12/788/006 IMoAvovokevacio Tov TEPIEYEL 25 cvuoKevaoies (1 Kabgud

mePIEYeL 6 kayakia + 1 cuckevn eloTvong).

13. APIOMOZX IMAPTIAAX

MMoptida

14. TENIKH KATATAEZEH I'lA TH AIAGEXH

DopHoKeLTIKO TPOTIOV Y10 TO OTOI0 ATOLTEITOL LOTPIKT] GLVTOYT.

15. OAHTI'IEX XPHXHX
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16. TMAHPO®OPIEX XE BRAILLE

Seebri Breezhaler

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

A160106T0TOC YPOUUU®TOS KddKaG (2D) mov pépel Tov TEPIANPOEVTO LOVOITIKO aVOyVOPIGTIKO KMOKO.

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

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

ENAIAMEXOX XAPTINOX IIEPIEKTHX [IOAYXYXKEYAXIAY (XQPIX MITAE KOYTI)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seebri Breezhaler 44 pukpoypappdpio kKOVIG yio. 167Tvon|, GKANPA Koy akio
yAvkomvppovio (mg Bpopiodyo yAvkomvppovio)

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

Kabe kaydxio mepiéyet 50 pucpoypappdpia yrvkomvppoviov. H mocdtnTo T0L YALKOTLPpOVioL TOV
mapéxetar givar 44 pikpoypappdpio.

3. KATAAOTI'OX EKAOXQN

[epiéyet emiong: Aoktoln KO GTEATIKO LOYVAGIO.
BAéme @OALO 00N YLDV Y10 TEPLGGOTEPEG TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvon, 6KANpO Kayakio

30 X 1 xaydxia + 1 cuokevn elomvong. Xtoryeio pog ToAvcvkevaciog. Nao unv ToAeitol YopioTd.
24 x 1 kayakio + 1 cuckevn elemvone. Xtoyeio piag moAvevkevacioc. Na punv moAsitol yopiotd.
10 X 1 kawyaxia + 1 cuokevn el0mvong. ZTotxelo pog moAvcvkevaoiog. Na unv ToAeitol YopioTd.
6 X 1 koydio + 1 cuokevn l6Tvong. ZTotyeilo pog Tolvovkevociog. No Uy ToAeitol YoploTd.

| 5.  TPONOX KAI OAOX(OI) XOPHTHZHE

IIpog xprion LOVO LLE TN GLGKELN EIGTVONG OV TTAPEXETOL GTN] GUGKELAGTIOL.
Mnv katomivete T0 KOWYAKLAL.

AwPacte T0 QUALO 0ONYIOV XPNOTG TPV OO TN YPNOM.

Xpnon Sl elomvong

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

Na euldcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPpooeyyilovv Ta Taldld.

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

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

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 25°C.
No eUAACOETE TO KOWAKLO GTNV OPYIKT KOWEAT Y10 VAL TPOGTOTELOVTIOL OO TV VYpucic. Mnv ta
agaipeite amd TV KLWEAN mapd LOVo AUESHS TPV TN XPTOT).

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQON IIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAXZ

EU/1/12/788/004 IMoAvovokevacio Tov mepiEyel 3 cuokevacieg (30 Koyakio +
1 cvekevn EIGTVONG).

EU/1/12/788/005 IMoAvovokevacio Tov TePIEyel 4 cuokevacies (24 Koyakio +
1 cvokevn €16TVONG).

EU/1/12/788/008 IMoAvovokevacio Tov mepiéyel 15 cvokevaciss (10 konydixia +
1 cvekevn E1IGTVONG).

EU/1/12/788/006 IMoAvovokevacio Tov TEPIEYEL 25 cVoKELOGIES (6 KoyaKio +

1 cvokevn l6TVONG).

13. APIOMOZX IMAPTIAAX

MMoptida

14. TENIKH KATATAEZEH I'lA TH AIAGEXH

DopHoKeLTIKO TPOTIOV Y10 TO OTOI0 ATOLTEITOL LOTPIKT] GLVTOYT.

15. OAHTI'IEX XPHXHX
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| 16.

IHAHPO®OPIEX XE BRAILLE

Seebri Breezhaler

17.

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

18.

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

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

1. AAAA ETOIXEIA

1 Ewbyete

2 Tpomnote Ko 0proTE

3 Ewonvevote Babid

‘EAeyyog  EléyEete 6T o kaydkio eivan doglo

Awpaote T0 QUALO 0ONYIDV XPNOTG TPV 0O TN XOPTYNOT.
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

YXYXKEYAXIA TYIIOY BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seebri Breezhaler 44 pg kovig yia glomvon
YAVKOTTLPPOVIO

2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Xpnon povo o1 1IGTVonG.
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B. ®YAAO OAHI'TQN XPHXHX
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@vAro ooV piong: IIAnpoeopics yria Tov ypioty

Seebri Breezhaler 44 jkpoypoppaplo KOVIS Yo L6TVO1], GKANPAE KO AKLO,
YAVKOTTLPPOVIO
(g Bpopovyo yAvkomvppdvio)

AP aoTE TPOGEKTIKA OLOKATPO TO PUAAO 0ONYLOV YP1OTNGS TPV OPYIGETE VA YPTCLUOTOLEITE OVTO

70 Qappoxo, H16TL TEPLAAPPEVEL oNUOVTIKEG TANPOPOPiES Y10 EGEC.

- DuraEre avtd To EOALO 0N YDV Yprione. Towg ypelaotel va to dufdoete Eava.

- Edv éxete mepartépw amopieg, p@TNGTE TOV Y1OTPO, 1 TOV QOPLOKOTOLO 1] TOV VOGOKOUO GO,

- H cvvtayn yio avtd 1o pappoako xopnynnke amokAeloTIKd Yio 60G. Agv TPETEL VO dDCETE TO
@apupoko oe GAlove. Mmopel va Tovg TpokaAiécel PAAPT, oo Kot OTOV TO GNUELR TNG
ac0éveldg Toug eivar 1010 pe T Sk Gag,.

- Edv mapotnphoete KOmolo avemBOunTn eVEPYEL, EVILEPMDGTE TOV YIOTPO, 1] TOV (POPLOKOTOLO,
1 TOV VOGOKOUO Gag. AVTO 1oYvEL Kot Yio KAOe mhavi| avemBountn evépyela mov dgv
AVOQEPETAL GTO TTAPOV PUALO 0dNYIdV Ypriong. BAEre mapdypago 4.

T Tepréyer 1o Tapév AL 00N YIOV:

T etvon To Seebri Breezhaler kot mowa eivot n ypron tov

T mpéner va yvopilete mpv ypnoponomoete to Seebri Breezhaler
[dg va ypnoponomoete to Seebri Breezhaler

[MBovég avemBOunteg evépyeteg

Iag va puidocoete 10 Seebri Breezhaler

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

Sk wnE

1. T givan to Seebri Breezhaler ko oo givan 1 yprion Tov

Th givon To Seebri Breezhaler
AVT06 TO PAPUOKO TTEPLEYEL TN OPACTIKT 0VGia TOV OVOrAleTal BPUIoVY0 YAVKOTLPPOVIO. AVTO
OVIKEL G 10 OLLAdA QPOPUAK®V oL ovoudlovtal fpoyyodlacTaATIKA.

Iowa givan n ypfion tov Seebri Breezhaler

AVT0 TO PAPLOKO YPNCULOTOLEITAL Y10, VO SIEVKOADVEL TNV OVATIVOY| 6€ EVIAKES aoBevelg Tov
TAPOVGIALOVY AVATVELGTIKT SVGKOAMA AOY® H10G VOGOU TOV TVELUOVAOV TOL OVOUACETOL XpOVIX
ATOPPUKTIKY Tvevpovoradeia (XAIT).

2 XAII o1 poeg mov mepdlovy T0Vg aEPUyYoVs opiyyouy. Avtd TpoKaiel ducKoiio otV
avamvon. Avtd 1o edpuoxo epmodilel 1o oPIEIUO OVTOV TOV LLMV GTOVG TVEDLOVES, KAOIGTMOVTOG
EVKOAOTEPT T1 POT| TOV AEPQ, A0 KO TPOG TOVE TVEVHOVEG.

Edv ypnowonoteite owtd 10 pappoko pio popd v nuépa, Bo fondnoet va ehayiotononfovv ot
emdpdoeig g XAIl oty kabnuepwvn cag (om.

2. Tvpémer va yvopilete prv ypnoiponomicete To Seebri Breezhaler

Mnyv ypnorpomonoete To Seebri Breezhaler

- o€ MEPITTOON aALEPYIOG 6T0 BPOUIOVYO YAVKOTVUPPOVIO 1) GE OTOL0SNTOTE GALO OO TO.
OVOTOTIKG 0VTOD TOV PAPUAKOL (AVOPEPOVTOL GTHV TOPEYPaPO 6).
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IIposgidomou|oelg Kon TPoPLAGEELS

AmevBuvbeite otov yratpd cog Tpv xpnooromoste to Seebri Breezhaler, eqv kémoto amd ta
TOPOKATO 10YVEL Y10 EGAG;

- AVTILETOTILETE TPOPANUATA LLE TOVS VEQPOVG GG,

- €xete éva TPOPANUA pe Ta pdTio 6o Tov ovopAleTal YAAUK®UA KAEIGTG YOVIiag.

- avtipetonilete SuGKOALD GTNV 0VPNOT.

Kata ™ Ogpancio pe to Seebri Breezhaler, diakoyte T gpnon Tov QopUAKOL Kot EVIUEPDOTE

APESHS TO Y1TP GOG:

- €4v mapovoidoete aictnpa cueEyéng oto Bmpaxoa, ya, CLPTYHO 1 AAYAVIAGIO OUECHG LETA
) ypnon tov Seebri Breezhaler (onpeia Bpoyydonacuov).

- €dv mapovcldicete SUGKOAIEG GTNV AVOTTVOT 1 TNV KATATOGT, TPHEWO TG YADGGOUS, TMV (EMDY
N TOL TPOGMTOV, dEPUATIKO e&AvON A, Payodpa 1| GAVKTOIVES (oMpeia AAEPYIKNG avVTIOpaOTG).

- €av aroBovOeite TOVO oTO PATIO 1) SLGPOPIN, ELPAVIGETE TOPOSIKT Baumr OpacT), POTEWVOL 7
EYYPOHOL SOKTOALOL 1] EYYPOLES EIKOVEG GE GLVOLACUO LE KOKKIVOL LaTio. AVt Vo€ eTaL val
elvan onpeia o&elag TposPoing amd YAAK®UA KAEIGTHG YOVIOG.

To Seebri Breezhaler ypnoylonoteitan og Bepaneio cuvtnpnong yia t XAIL Mn ypnoonoteite avtd
TO (PAPLLOKO Y10 TNV AVTIUETOMION piog Eapvikng Kpiomng dhomvolag 1 cuptypoD.

o ko £éenpor
Mn divete to appako avtd og oudd 1 epfovg niikiog kdto TV 18 eTdV.

Alha @appoko ko Seebri Breezhaler

Evnuepdote tov yratpd 1 Tov popUokomold cag Qv TOipVeTE, EXETE TPOCOATO TAPEL 1] LTOPEL VAL
nhpete dAla edppoaka. Avtd mepthapfavel pappoxa mapopola Tov Seebri Breezhaler mov
YPTCULOTOLOVVTOL Y10 TNV TVELLOVOTAOELL GaG, OTTMC TO ITPATPOTLO, TO 0ELTPOTLO 1 TO TIOTPOTIO (Ta.
AEYOUEVO, OVTLYOMVEPYIKE).

Agv £xovv avoeepbel cuykekpiuéveg avemBounteg evépyeteg Kotd t ypron tov Seebri Breezhaler
padi pe ddho eapuoka wov ypnoiporotovvio yio ) Oepaneia e XAl dnwg avakoveioTika
glonvedpeva (T.y. caAfovtaporn), pebvio&avliveg (m.y. BgopuALivn) ka1 omd Tov GTONATOG Kot
€10TVEOEVA OTEPOELON (T.Y. TPESVILOAOVN).

Kinon, Onhaopoc ko yovipdtnta
Edv giote éyxvog 1 Onhalete, vopilete 60TL pmopei va glote £yKLOG 1] oYEOALETE VO ATOKTIOETE T,
{ntnote Tt GUUPBOLAN TOL YITPOV T} TOL POPLOKOTOLOD GG TPV TAPETE AVTO TO PAPLOKO.

Agv datiBevtor 0edoUEVa GYETIKA LE TN YPNOT AVTOD TOL PAPLAKOV GE £YKLEG Yuvaikeg Kol Ogv etvat
YVOGTO €AV 1) OPUCTIKN 0VGI0 AVTOL TOV PAPUAKOV SEPYETAL GTO UNTPIKO YOO,

001yNoN Ko YEPIOROS PNV LATOV
Ag Bempeitor TBavO avTo TO PAPLOKO VO, EXNPEGGEL TNV IKAVOTNTA GOG Vo, 0dnyeite Kot va xelpileote

HNYOVEG.
To Seebri Breezhaler mepiéyer haxtoln

Av106 10 PapuaKo TEPEYEL AKTOLN. AV 0 Y1ATPOC GOC, GOG EVNUEPWOTE OTL ExeTe dvoavelio oe
OPIGUEVH CAKYOPO, ETKOWVMVIGTE LLE TOV YIOTPO GO TPV TAPETE AVTO TO PAPLOKO.
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3. Iog va ypnorpomomcete To Seebri Breezhaler

[Tévtote va ypNGLOTOLEITE TO PAPLOKO CVTO QVCTNPA COLPMOVA LE TIC 0OTYIEC TOVL YIATPOV 1| TOL
QopuroKomolod coc. Eav éxete appifolieg, poThoTe TOV Y1ATPO 1 TOV POPLOKOTOLO GOG.

II6c0 Seebri Breezhaler va ypnowonomoere

H ocvvnng 660m ival va elomvéete 10 mepleyOpevo evoc Kayokiov kabe nuépa.

Xperaleote LOVO va EIGTVEVGETE P GOPA TNV MUEPA JOTL 1| ENLOPACT] AVTOV TOV PAPHAKOL dtapKel
v 24 dpeg.

Mn ypnoiponoteite mePIGGOTEPO AO OGO GAG TEL O YTPOG GOG VO PN CULOTOLELTE.

Hiuaopévor
Mmropeite vo yp1nOILOTOIEITE OVTO TO PAPUOKO OV €I0TE NAIKING 75 €TMV Kot Ave otV 1010 00T [E
TOVG GALOVG EVAAIKEC.

Iléte va exonvéete 10 Seebri Breezhaler
XpNo1HOTOGTE BVTO TO PAPLOKO TNV 1Ol dpa Kabe pépa. Avtd Ba cag Pondncet eniong va Bvudote
V0. TO (PN CLUOTOLEITE.

Mmopeite va I0TVEDGETE AVTO TO PAPUAKO OTTOIONTOTE GTIYUN TPV 1] LETA TO PAYNTO 1 TO TOTO.

Iog va ypnopomomoere 10 Seebri Breezhaler

- e ouTr TN cuokevooia, Oa Ppeite pio CLOKELT EIGTVONG Kol KOWAKLO (G€ KOWYELEC) TTOL
TEPLEYOLV TO PAPULOKO MG KOV Y10, ELGTVOY|. XPNGLLUOTOLEITE TO KOWAKLY LOVO LLE TN GVOKELT
€10TIVOT|G OV TTEPLEYETAL GE AVTN TN CLOKEVAGIN (GVoKeLN elomvong Seebri Breezhaler). Ta
Kayaxio Bo TPETEL VoL TAPOPEVOLV OTIG KOWELEG LEYPL VO YPELCTEL VAL TO YPT|CLLOTOUCETE.

- Mnv 6Tp®YVETE TO KOWYAKIO LEGH TOL PUALOL GAOLUVIOV.

- Orov EekvioeTe vEN GLGKEVAGIN, YPNOLILOTOOTE TN VEN GVOKELN elomvong Seebri Breezhaler
OV TTAPEYETOL GTN GLGKEVOGIAL.

- Amoppiyete TNV GuokeLn e16TVONG Kabe GuoKeELOGTING APATOV OXOL TO KOWAKIO TNG
GLOKELOCIOG EYOVV YPNOLUOTOOEL.

- Mnv katomivete To KOyWAKLa.

- [opakariovue dofdote Tig 00NYieg 6TO TEAOG ALTOV TOV POHAAOV OINYIDY YPNONG Yo
TEPIOCOTEPEG TANPOPOPIES GYETIKA LE TOV TPOTO YPNONE TG GVGKELNC EIGTVOTG.

Eav ypnowpononjoete peyarvtepn 66on Seebri Breezhaler andé tnv kavoviki

Edv éyete elomvevoetl mapa ToAD amd ovTd TO QAPOKO 1 €AV YPTCLLOTOGEL KATOL0G AALOG KOTA
AGOo¢ T kayakio cog, Oo TPETEL VO EVIUEPDGTE AUECHS TO YITPO GaG 1 Vo, peTapeite oty
TANGIESTEPT HLOVADX ETEIYOVTOV TTEPIOTATIK®V. Agite TN cvokevacio tov Seebri Breezhaler. Mmopet
va oot Oet wTpiky mopakolovinon.

Eav Egyaoete va ypnowporomjcste To Seebri Breezhaler
Edv Eeydoete va elonvedoete pia SO0, EIGTVENGTE TNV TO GLVTOUOTEPO duvatd. 26TOGO, UNV TAPETE
dv0 docelg TV 1010 Nuépa. LT cuvexeLa, AaPete TNV exdevn 006n ©¢ cuvnbmG.

IIéo0 karp6 va ovveyicete T Ogpancia pe Seebri Breezhaler

- YuveyioTte Vo YpNOIUOTOLEITE AVTO TO PAPUAKO Y10 OGO YPOVIKO SLUCTNUA GOC VITOOEIEEL O
Y1TpOC GOG.

- H XAII givan paxpoypovia vocog kot Bo Tpémel va ypnoonoleite avtd 10 QappoKo kabe pépa
Kot Oyl LOvo Oty mapovotdleTe avamvenoTikd TpofAnfuata | GAla courtopato g XAIL

Edv éxete amopieg oyetikd pe 1o ypovikod didotnuo mov Ba mpénel va cuveyioete ) Bepaneia e avtod

TO QApuaKo, arevbuvleite GTo Y1OTPO 1) TO POPUOKOTOLO GO,

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN YPNOT CVTOD TOV POPLEKOV, POTNOTE TOV Y1UTPO,
TOV QUPLOKOTOLO 1| TOV VOGOKOLO GO
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4, IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eAppOKa, ETGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0gv Tapovolalovtal 6 GAOVG TOVE AVEPOTOLG,.

Opropéveg avemO@ounteg evépyeireg mOavo va eivar cofapés, arhd ogv givar coyvég
(evdéyetau va emnpeaoovy uéxpt 1 orovg 100 aobeveig)

o AkavovioTog Kapdtakog puouog

o YymAd eninedo cakydpov 6To aipo (VTEPYAVKAUIN: TUTIKE CUUTTOUATA TEPIAAUPAVOLY
vrepPfoikn dlya 1 Tetva kot cuyvi ovpnon)

o E&avOnpa, payovpa, @AOKTOIVEG, SUGKOAIN GTNV CVOTVOT TNV KOTATOGT, (AN (mbavd onueia
aAAEPYIKNG avTIOpOGTC)

. IIpn&wo Kupimg g YADGGOHS, TV XEWMDY, TOV TPOSOTOV 1 TOL Adpuyya (Tbavd onueia
QYYEL001ONUOATOG)

Edv gppoavicete kdmolo amd anTéc Tig avemBOUNTEG EVEPYEIEG, EVIUEPDOTE AUECHS TO YIUTPO GOG.

Opwopéveg avemBopnteg evépyereg mBavo va gival cofapéc, arrhd n cvYvOTNTO TOVS EivaL BN
VOOt

(n ovyvotnta dev umopet vo. ektiun el ue faon to. drabéoiuo dedopéva)

o AvcKoAio KoTd TNV avomvon pe cuptyrod 1 Priya (onueio Tapddo&ov PpoyydcmaciLov)

Opopéveg avemBopnteg evépyereg eivar ovyveg

(evdéyetan va exnpecoovy uéypt 1 arovg 10 aobeveic)

. Enpoctopio

Avckolio 6ToV HITVO

Kotoppon 1 pmodkmpo 6t wotn, OTEPVICUA, TOVOAULLOC
Aldppoto 1 TOVOG GTO GTOUAYL

MUvooKeAETIKOG TOVOC

Opopéveg avemBounteg evépyeieg ival Oyl ovyvég
(evdéyetau va emnpedoovy uéypt 1 arovg 100 aobeveiq)
. Avcxolia, kot TOVoC Katd Ty ohpnon
Er®ovvn kot cuyvi ovpnon

AlcOnuo Toipodv

E&avOnua

Movdacua

Bnyog pe ntoeha

Tepnddva TV doviimy

AioOnuo mtigong 1 TGVoLv 610 LAYOLA KO TO UETMOTO
Awoppayio ot pon

ITovog ota yépta 1 T

[Tovog otovg e, to. 0oTa 1 TIg ApOpdoelg Tov Bdpaia
Avc@opia Tov GTOUAYOV UETH Ao TO YEOLLOTOL
Epebiopog tov Aopon

Kénwon

Advvapio

Kvnoudg

Metafoin e eovig (Ppoyvaoda)

Noavtia

"Epetog

Optlopévol NMKI®pEVOL acBevels dvem TV 75 etV pmopel va elavicovy TovoKEPAAO (GUYVOTNTO
ovyvR) Kol ovporoinwén (cuyvétnta cuyvn).
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Ava@opd avemOOunTOV evepyELOdV

Ed&v mapotnpricete Kamowo avemBOUnTn evEpyeL, EVIUEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO GO,
Av10 1oyvet Kot Yo kdOe mhavr avemBountn evépyeLa TOL OEV AVAPEPETAL GTO TOPAV PUALO 0ONYIDV
ypnons. Mropeite emiong va avapépete avemBounteg evépyeieg anevbeiag, Léocw Tov Bvikod
GULGTHLOTOG OVOPOPAS TTOL avaypaeeTol oto Tlapdptnua V. Méoom g avapopds avembountov
gvepyeldv pmopeite va fondfoete ot GLALOYN TEPIGTOTEPOV TANPOPOPLDOV GYETIKA LLE TNV ACPAAELN
TOV TTOPOVTOS POPUAKOV.

5. [ ®¢ va puiaocoete To Seebri Breezhaler
To @dppaxo ovtd TPEmel va PUAACCETAL GE PLEPT] TOL OgV TO PAETOVV Kot Ogv TO POAVOLY Ta TOLILEL.

Noa pun xpnoonoteite avtd T0 QAPUOKO UETE TNV NUEpOUNViol ANENG TOV AVOPEPETOL GTO KOVTL Kol
otV KOWEAN petd v «AHEH»/«EXP». H nuepopunvia Aqéng etvar 1) tedevtaio nuépa Tov Piva Tov
avoQépeTal eKel.

Mn gpuAidoocete og Beppokpacio peyardtepn tov 25°C.

No eUAACOETE TO KAWYAKLO GTNV OPYIKT KOWEAT Y10 VO, TPOGTOTELOVTAL OO TV VYpucic. Mnv ta
aQaIpeiTe amd TV KOWEAN Topd LOVO AUESHOC TPV TN XPOT).

H ovokevn| lomvong g Kabe cuoKeVAGio TPETEL VO ATOPPITTETAL OLPATOL £XOVV YpNnoomoindel A
TO, KOWYAKLO TG GUOKELAGTOG.

Na pn ypnoiponoteite autd 10 PAPLOKO EGV TAPATNPNCETE OTL 1) GLOKELAGIA £l VTOoTEL POOPE M
oépel evoei&elg aAloimong.

Mnv metdite @ApULOKA GTO VEPD TNG AMOXETELONG 1| GTA OlKLaKA amoppipata. Potote tov
QOPUOKOTOLO GOG Y10 TO TMG VO TETAEETE TO, PAPLOKO TTOV OEV XPNCIULOTOIELTE Tl AVTA T, LETPa. Oa
BonBncovv oty Tpoctacia Tov TEPPAAAOVTOC.

6. Iegpreydpeva TS 6LOKELAGTOG KO AOLTTEG TANPOPOPIEg

T wgpréyer o Seebri Breezhaler

- H dpactikn ovcia eivar 1o fpoptovyo yAvkomvppdvio. Kabe kaydkio mepiéyet
63 pwkpoypappdpto Bpoptovyov yAvkomvppoviov (1codvvapo pe 50 pikpoypappdapia
yYAvkomvppoviov). H mapeydpevn d6on (n 6601 mov aneievbepmvetal 0md T0 EMOTOUIO TNG
GLOKELNG EI0TVONG) elvar 10odvvaun pe 44 kpoypoppdpla YADKOTuppoviov.

- Ta GAAG GVGTOTIKE TNG EIGTIVEOUEVNC KOVEMC Elval 1 Lovoidpikn AakTdln Kol TO GTEATIKO
Hoyviol0.

- Ta cvotaTiKd Yo To KEAVPOG Koyakiov gival vTpopeAloln, Kappayevavn, kdAto yhoplovyo,
kitpwvo FCF (E110) ko peddvi extdmwong.
o Ta cvotoTikd Yo To peldvi ektummong eivan koppea Adkag (E904), mpomvievoyilvkoin,

appoviov vOpoéeidlo, Kariov VOPoLeidio Kot oldnpov oeidto pérav (E172).

Epoavien tov Seebri Breezhaler kon wepieyopeva TG 6voKevasiog

Ta Seebri Breezhaler 44 pukpoypoppidpio KOVIG yio €16TVOT, GKANPE Koydkia givor dtopavy kot
ToPTOKOM Kot epEyovv Agvkn kovL. 'Exovv tomouévo tov kwdikd tpoidvioc «GPL50» ce pavpo
YPOUO TAVO oo pio powpn papoo Kot £va ETOPKO AOYOTLTO (U)) TUTOUEVO GE PODPO YPDUO KATWO
amd ™ pavpn papoo.

Kdabe cvokevacio mepiéyel o, GLOKELT TOL OVOUALETOL CLGKEVT EIGTTVONG, Loll e KoydKio o€
Koyérec. Kabe koyéin mepiéyet 6 1 10 oxdnpd konydxio.
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AwotiBevton ta eENG peyédn cvokevasiog:
Yvokevaoiec mov mepiEyovy 6 X 1, 10 x 1, 12 x 1 1 30 X 1 orxdnpd koydKia, LE U0 GUGKEDT| EIGTVONG.

IMolvovokevaoiec mov mepiéyovv 90 (3 cvokevaoics v 30 X 1) oxAnpd kaydkio, Kot 3 GLOKEVEC
E10TVOT|G.

IToAvovokevacieg mov mepEyovy 96 (4 cvokevaoies Twv 24 X 1) okAnpd Koydkio Kot 4 GLOKEVES
E10TVONG,.

IToAvovokevacieg mov epiéyovy 150 (15 cvokevaocieg tov 10 X 1) oxinpd koydkio kot 15 cuokevég
E10TVOT|G.

IMolvovokevaoieg mov mepEyovv 150 (25 cvokevaocieg Tav 6 X 1) oxdnpd Koyakio Kot 25 cLOKEVEG
€10TVONG.

Mmropei va unv dratifeviatl OAEG 01 GLCKEVAGIEG OTN YDPO COG.

Kéroyog Aderag Kvkrhogopiag
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

Iphavédia

Hopackevactiig

Novartis Farmacéutica SA

Gran Via de les Corts Catalanes, 764
08013 Barcelona

lomavia

Novartis Pharma GmbH
Roonstrale 25

D-90429 Nvpeufépyn
Teppovia

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

"o omoladnmote TANPOPOPIo. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAAEIGTE VU
amgevuvleite oTov TomIKO ovTITPdowTo Tov Koatdyov tng Adstog Kvuhogopiog:

Belgié/Belgique/Belgien Lietuva

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

Buarapus Luxembourg/Luxemburg

Novartis Bulgaria EOODTeun.: +359 2 489 98 28  Novartis Pharma N.V.
Tél/Tel: +32 2246 16 11

Ceska republika Magyarorszag

Novartis s.r.o. Novartis Hungéria Kft.

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

Novartis Healthcare A/S Novartis Pharma Services Inc.
TIf: +45 39 16 84 00 Tel: +356 2122 2872
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Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

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

E)Mada
Novartis (Hellas) A.E.B.E.
TmA: +30 210281 17 12

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

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

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

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

island
Vistor hf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +3902 96 54 1

Kvnpog
Novartis Pharma Services Inc.
TnA: +357 22 690 690

Latvija
SIA Novartis Baltics
Tel: +371 67 887 070

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

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

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

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

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

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

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

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

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

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

To mapév ¢vAro 00OV YpfioNS avade®pOnKe Yo TELEVTAIN POPA OTIS

Alreg ANYEG TANPOQOPLAOY

Agntopepn TANPOPOPLOKE GTOLYXEID YiO TO TPOTOV CLTO Eivar SLOBECIUA GTOV SIKTLOKO TOTO TOV
Evponaikod Opyoviopod ®oapudkmv: http://www.ema.europa.eu
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Odnyieg ypfiong g cvokev|g ewotvonig Seebri Breezhaler

Awfdote tig minpelg Odnyieg Xpiong mpv va ypnoponooete to Seebri Breezhaler.

Ewayete

4

Brpa la:
AQuIpécTE TO TONO.

Bnpa 1B:
Avoifte T cvokevi
E16TTVONG

Tpumiote Kk
apioTe

Bnpo 2a:

(1)}

Tpuvmiote TO KOWYAKLO

pio opa

Kpatiote ™ cvokevn
glomvong oe 6pBa BEo.
Tpumiote o Koydkio
méCovtag otabepd To
500 TAEVPIKA TANKTPO.

oLYYPOVOC.

Ba TPEMEL VO 0KOVOETE

éva BopuPo kabmg

S10TPLTTATOL TO KAWAKILO.
Tpurfote TO KOWAKLO

uoévo pio Qopd.

\
Bnpa 2B:

Ay

A@iote TO TAEVPIKE

TANKTPO.
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Ewonvevote Babua

Bnpa 3a:
Exnvevote eviehdg
Mn ovonéete oto

EMOTOO.

Brpa 3p:

Ewontvevote To 9appoko
pBada

Kpatmote T cvokevn
glomvong, Onmg paivetot
TNV €IKOVO.
Tonobemote t0
EMOTOMO GTO GTOU GOG
Kot kKAeloTte oLyt T
Y€l cag yopw tov.
Mnyv mélete ta TAELPIKE
TANKTPO.

EAéyEre 6T TO
Koyako givar aoglo

EAéyEete 6T TO KOWAKLO
givan Gogro

Avoi&te ) cvokev)
€1OTVONG Yo Vo, dgite edv
€xel amopeivel ToxOV KOVIG
GTO KOWAK1O.

Edv éxel amopeivel kKOvig
0TO KOWYOKLO:
o Keiote 11 cvokevn

ELOTTVONG.
o EmoavaAdfete 1o
prpata 3a éog 3y.
Kévig mov Adsgro
omopével




L

Brjua ly:

AQa1pécTe TO KOWYAKLO:
Aopapéote pia amd Tig
KOWEAES OO TV KApTaL
KOYEADV.

Amokolnote TV
TPOCTATEVTIKT ETEVOVOT)
KOl 0POPECTE TO

Koy aKlo.

Mn onpdyyvete to
KOWAKIO HEGM TOV VALOV

aAovuwviov. Mnv
KOTOTIVETE TO KOWOKLO.
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Ewonvevaote ypiyopa kot
660 Pabid puropeite.
Koabdg sionvéete Ba
akovte éva B6puvfo
otpofiiicpod. Mropei
va aicBaveite ™) yevon
TOV PUPUAKOL KaBMG
ELOMVEETE.

Bnua 3y:

Kpatiote tnv avamvor]
Kpatfote v avomvon
oaG Yo 5 dgutepOLETTAL.

A@ulpécTe TO (010
KOWaKio
Tomobetote t0 GdE0
KOWYEKIO GTO OTKLOK(L
amoppiptpaTo.
Keiote 1 cvokevn
€LOTTVONG KOl
emavatonofeote o
OO




Bnpa 19:

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

Brjua le:
Kieiote ™0 cvokevi]
EL6TTVONG

a4

Inpavtikég Ianpogopieg
o To kaydxio Seebri
Breezhaler npémet
TAVTOTE VO GLAACCOVTOL
GTNV KOYEAN Kot vo
aQeapovVToL LOVO
OUESMG TPV ATO TN
xpfion.
Mnv onpayvete 0
KoydaKlo HEG® Tov
@VOALOL aAoVpVIOL YO
V0L TO OPOPEGETE AT
TNV KOWYEAD.
Mnyv katanivete 10
KOYAKLO.
Mn ypnowonoteite
Konyakia Seebri
Breezhaler pe
OTOLOONTOTE GAAN
GUOKELN EIGTVOTG.
Mn ypnolonoteite ™
GUGKELN EIGTVON|G
Seebri Breezhaler ywo va
TAPETE OTOL0ONTOTE
Ao @dpuako og
KOYAKLO.
Mnv tonobeteite moté
éva Koyakio omevdeiog
GT0 OTOLO GOG 1) OTO
EMGTOLO TNG GVOKELNG
E10TTVOTG.
Mnyv miélete To TAELPIKG,
TANKTPO. Y10,
mEPLEGOTEPES Omd pial
Popd.
Mnv @uvonéete Gto
EMOTOLO.
Mnyv mélete o TAgLpKd
TKTPaA KABDS
€LOTVEETE OTO TO
EMOTOLO.
Mnv yeileote Ta
KayaKlo Le vypé xépioL.
TToté punv mAévete
GLOKELY| ELOTVONG LE




H ovokevaoia cag Seebri Breezhaler Inhaler

TEPLEYEL:

e Mia cvokevn| elomvorig Seebri Breezhaler

e  Mia M meprocdTepes KLYEAES, Omov 1 Kabepia
nepiéyet gite 6 gite 10 koydkia Seebri Breezhaler
TPOG YPNOT| GTY] GLCKELN EIGTVOTNG

TAMAKTPO.

Béon Koyérecg

Baon cvokeviig
amrvong

Tvuokevi} Kapto koyehodv

£16TVONG

Xuvi0g1c Epotmioceig

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

To koydikio evoéyetat va
€xel koA oeL oT0 BAhaLLO
Tov kayokiov. Edv copfel
aVTO YOAOPDCTE
TPOGEKTIKA TO KOWYAKLO
YTLUTLOVTOG amaAd T Bdon
NG GUGKEVTG EICTVONG.
Eionvedote mdt to
OAPLLOKO
enavaiappavovtog To
prpata 3a £og 3y.

T va KGve gav Eyer
ATOPEIVEL KOVIC 6TO
KoyaKio;

Agv €yete MaPet apreTd
076 TO PAPLOKO GUGC.
Keiote ) cvokevn
€10MVONG Kot EMAVOAAPeTE
ta frjpota 3o €og 3y.

"Exo piée peté v
EL6TIVON] — £)€L oNUOsia
avTo;

Avt6 pmopei vo couPei.
E@doov to kawydxio gival
adeto éyete MaPet apkeTd

PapuaKo.

Aw60avOnka mkpa
TEPAYLO TAVO OTY)
YAOGGA pov — £YEL
oNuocia avTo;

Avto pnopet va cupPet.
Agev givar emPrapés. Ot
mOavotTeg OpLUpATIGHOD
Tov Koyakiov Oa gival
OVENUEVEG EAV TO KOWAKLO
tpunnBel TEPLoGOTEPES
ond pio eopd.

Ka@apiopdg g
GUGKEVNG ELGTTVONG
YKOVTGTE TO EMGTOULO
péca kat £ pe éva
KkaBapd, oteyvo mavi yopig
yvovdia, MGTE Vo
apopécseTe TUYXOV
KOTAAOUTO KOVEMG.
Awtnpeite T GLoKELT
glonvong oteyvi. [loté unv
TAEVETE T1] GUGKELT
glomvong pe vepo.

AmoppLy TG GVGKELVNG
glomvong netd T ypron
H ovokeun elonvon|g og
Kkd0e cvokevacio Tpémet
VOl ATOPPINTETOAL OPOTOV
&youv ypnoipomoindei 6ra
ToL KO AKLoL TG
ocvokevacioc. Potiote o
QOPLOKOTOO GOG TAG VO
amoppiyeTe To PAPLOKOL
KOl TIG GLOKEVEG EIGTVONG
mov Og ypelalovTot ma.
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