IHAPAPTHMA 1

HNEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seebri Breezhaler 44 picpoypoppdpio KOVIC Y10 16TVOT, GKANPE Koydkio

2. ITOIOTIKH KAI ITIOXOTIKH XYNOEXH

Kabe kaydikio mepiéyet 63 pKpoypappdptlo BPoptovyon YAVKOTLUPPOVIOL 1G0SUVOLO LE
50 pukpoypappdpia yAvkomvppoviov.

KdaBe mapeyouevn d6om (1 6001 mov e€€pyetar amd T0 EMOTOUO TNG GLOKEVTG ELCTVOTC)
TEPEYEL D5 pKpoypappdpa Bpoiovyov YAvKomuppoviov wodbvoun e 44 pwikpoypoppdpio
YAVKOTTLPPOVIOL.

"Exdoyo(a) pe yvoon dpdon:
Ka0Oe xaydxio mepiéyet 23,6 mg Aaxtolng (og povobidpikn).

Mo Tov mpn katddoyo v exdoywv, BA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
Koévic yia e1omvor], okAnpd kaydakio (KOvig yio e16mvon).

Awoyn, TopToKoAl KayaKLo TOV TEPEXOVY AEVKT KOVL, LE TUTOUEVO TOV KMOKO TOV TPOTOVTOG
«GPL50» pe povpo ypopo tave omd pio podpn papoo kot to AoyOdTumo e TopEiog (l')) TUTOUEVO
HE padpo YpMUO KAT® oo T povpn pafdo.

4. KAINIKEYX IAHPO®OPIEX
41 OgpomevTiKég evoeitelg

To Seebri Breezhaler gvdeixvotal og Bpoyyodiactaltikn Oepameio cuvINPNONS Y10 TV 0vaKODPLoN
TOV COUTTOUATOV G€ EVIAIKEG aebeveig e ypovia, amo@pakTikn TvevpovordOeia (XAIL).

4.2  Aocoroyio Kol TPOTOG Y0P YNONS

Aocoloyia
H ocvvietdpevn d0on glval ) E16TVOT TOV TEPLEYOUEVOD EVOG KOWAKIOL ATas NUepNCimg, e XPNON TNG
oVLoKeLNC elomvong Seebri Breezhaler.

To Seebri Breezhaler cuotivetar va yopryeitol tnv id1a mpa tng nuépag kabe nuépa. Av mapainedel
pia 660m, N enduevn 66om Ba mpémel va Anedel 660 10 duvoTod T GVVTONA. XToVG acbeveic Oo Tpémet
va dideton ) 0dnyia vo un Aappavovv tepiocdtepeg and pia 6661 TV NuUEP.

E1ducoi mAnfuopol

Hlikiouévos ninbooudg

To Seebri Breezhaler pmopei va ypnoponomBel ot cuvietdpevn 661 6T0vg NMKIOUEVOVG acBeveig
(75 etov kot Gvew) (BA. Tapdypago 4.8).

Negppixn ovoieitovpyio

To Seebri Breezhaler pmopei va ypnoiponombel otn cuviotopevn doon o acbevelg pe nma g
HETPLOL VEPPIKT] duoAelTovpyia. Ze acheveig pe cofapn veppikn Suclettovpyia 1 vepomddeLn TEAKOD
otadiov ya v onoia amouteital StwAvon to Seebri Breezhaler Oa mpénet va ypnoipomoteitol povo edv
TO TPOGOOKAOUEVO OPELOC VITEPTEPEL TOL EVOEXOUEVOL KIVODVOL KaOMG 1 suaTtnuatikn ékbeom oto
yAvkomuppovio propei vo avénbei e avtd Tov TAnbvoud (PA. mapaypdeovg 4.4 kot 5.2).

2



Hromixn ovalerrovpyio

Agv &yovv die€aybel perétec oe acbeveig pe nratiky dvciertovpyia. To yAvkomuppdvio
QTTOLOKPVVETAL KUPIC LEGH VEPPIKNG OMEKKPLOTG KO, MG EK TOVTOV, OEV AVOUEVETAL Koo
onuavtikn avénon g €kbeong o acbeveig e nrotikn dvoieitovpyia. Agv amarteital Tpocapuoyn
g 06onG o€ acbevelg pe nroTikn SvcAettovpyia.

Houdrozpiog winQvouog
Agv vrdpyet oxetikn ypnomn tov Seebri Breezhaler otov maudiatpikd tAnBucuod (kdtw tov 18 e1dv) yia
v évdelén XAl

Tpdmog yoprynong
Movo yia gprion d1é E1GTVOTG.

Ta koydxio TpEREL vVa, yopnyovvToL LOVO LE XPNOT TNG GLOKELNG EloTtvong Seebri Breezhaler (BA.
Tapaypago 6.6).

Ta, koKl TPETEL VO, APOLPOVVTOL OO TIV KLWEAT LOVO OUEGMG TPV Ot TN XPNOT.

Ta koydxio dev TPEMEL VO KATATIVOVTOL.

Y10v¢ aobeveig Oa mpémel va 6i00vTaL 001YiEC Y10 TO CMGTO TPOTO YOPNYNGNS TOL PUPUAKEVTIKOD
poidvtog. AcBeveig ot omoiot dev mapovoidlovv Pertimon oty avamvon Ba tpémetl va epwtnBovv gdv

KOTOTIVOUV TO PUPUOKEVTIKO TPOIOV VT VO TO EIGTVEOLV.

I'o 0dnyieg oYeTIKA LE TN YPNON TOV POPUAKEVTIKOV TPOIOVTOG TPV atd TN Xopnynon, PA.
Tapdypoeo 6.6.

4.3  Avtevositag

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

4.4  E10ukég TPOELOOTOMGELS KOL TPOPVAAEES KATd TN (p1jon
Agv gvdeikvutal yio ypnion o€ o&fa emeisdola

To Seebri Breezhaler givon pia dmag npepnoing, paxpoypdvia Beponesio cuvtipnong kot dgv
gvdeikvotal ylo TNy apyikn Oepoameio 0&€mv enclcodinv Ppoyyodcmacuov, . og Oepareia didcwongc.

Yrepgvouchnocio

Apeoeg avtidpaoelg vrepevoiodneiog £xovv avoeepbel petd v yoprynon tov Seebri Breezhaler.
Edqv eppavicfodv onpeio mov ve vrodnAdvouy aAlepyikés aviidpdoselg (cuykekpipéva SuokoAieg
OTNV aVOTVOT] KOL TNV KOTOTOOT], S10YK®UEVT YADoo, XEIA Kot TpOG®TO), KVidmoT, SEPLOTIKO
eEavOnpa, Ba mpénet va S10KOTTETOL APECHG 1 Ay®YT| Kot Vo, vrtokabictaton pe evailaktikn Bepomeio.

Hapdadooc Bpoyydomaciiog

e Khvikég peréteg e Seebri Breezhaler 6gv mapatnpnnie mopdado&og fpoyydonaciog. 261000,
mapado&oc Ppoyydomacog Exel mapotnpnoel pe GAAn Oepameio £16TVONG Kol EVOEXETAL VOL EIvaL
amenTkog yioo ) Con. Edv mapovoiactel avtd, n aywyn 0o mpénel va S1o0kOTTETOL AUECHS KoL VO,
yopnyeitan evoAroktiky Oepamneia.

Avtiyohvepyikr) dpdion
To Seebri Breezhaler Oa npénet va ypnoylomoteiton pe Tpocoyn oe aceveic e YAQOK®UO KAEIOTNG
yoviag 1 Katakpdtnon ovpwv.

Ot aoBeveic Oa Tpémel va EVUEPDVOVTAL GYETIKA LE TO, OTLLELO KL TO, COUTTOUOTO TOV 0EE0G
YAOVK®UOTOG KAEIGTNG YOViag, va dlakdnTTovV TN Ypror tov Seebri Breezhaler kot va emikovemvovy
ALECH [LE TOV 1TPO TOVE GE MEPIMTWOT TOV ELLPAVIGOVY KATO10 0d 0T TOL CUELN 1) CULTTOLOTOL.



Aocbeveic pe coPfopn veppikr) duciettovpyia

Métpia péon avénon g cuvoAtkng cuatnuatikng £kBeonc (AUCst) éoc 1,4 popég mapatnpndnke oe
dropo pe N Ko PHETPLO VEPPIKT SucAEIToOLpYin Kot £G 2,2 POPEG GE GTOpO e GOPOPT| VEPPIKN
dvodettovpyia Ko veppomdbeia teAkod otadiov. Ze acheveig pue cofapn veppik| duciettovpyia
(exTudpevog puoudg orepapatikhc Sdnong katm twv 30 mi/min/1,73 m?), cuunepiiapfavopévov
TV aclevov e veppomdfela TeAkoD atadiov yio TNV onoio amatteitol dtbAon, To Seebri Breezhaler
Ba mpémetl va ypnoomoteitar LGVO €0V TO TPOGIOKMUEVO OPELOG VTTEPTEPEL TOV EVOEXOEVOL
Kwvduvou (BA. mapdypaeo 5.2). Avtol ot acBeveic Ba mpémetl va mapakoAovBodvTaL TPOGEKTIKA Yio
SUVNTIKEC OVETIOVUNTEG EVEPYELEG TOV PAPUAKOV.

AocBeveicg pe 16T0p1Kd KapdaryyEIOKNG VOGO

Acbeveig pe aotabn 1otk Kapdtokn VOG0, OVETAPKELN OPLOTEPAS KOIAING, 1GTOPIKO EUPPAYIOTOS
pvokopdiov, appuduia (eatpovpévng g ypoviag otafepng KOATIKNG HOPLOPVYNS), IGTOPIKO
emunkovg ouvopopov QT 1 tov omoiwv to QTC (uéBodog Fridericia) vtéot empnkvvon (>450 ms
YL Tovg Avopeg 1 >470 MS yia Tig yovaikeg) iyav amokAelotel amd Tig KAMVIKEG SOKIUES, KOl ETOUEVMG
N eumelpio o€ aVTEG TIG Ouddeg acbevav givar meploptouévn. To Seebri Breezhaler mpénet va
YPTCULOTOLEITAL [LE TTPOGOYN OE OVTES TIG OUAOEG AGHEVDV.

"Exdoyo
Ot acBeveic pe omdvia KAnpovoutkad tpopAnuato dvcovetiog otn yolaktoln, mAnpn averdpkelo

AOKTAONG 1] KOKN amoppdenon YALKOLNG- YOAAKTOLNG eV TPEMEL VO, TAPOLY AVTO TO PAPHLOKEVTIKO
TPOIOV.

45 Aliemopdosic pe Ghlo QUPRIKEVTIKA TPOIOVTA KO GAAES pOPPES alinieniopaong

H ovyyopnynon tov Seebri Breezhaler pe GAAa popUakeLTIKG TPOIOVTO, TTOV TEPLEYOVY
AVTIYOAVEPYIKE OEV £xEl peAETNOEL Kal, WG EK TOVTOV € GUGTNVETAL.

IMapdro mov dev Exovv dieEaybel emionueg uehéteg adinienidopoonc, To Seebri Breezhaler éxst
¥PNOILOTONOEL TAVTOYPOVA LE AAAL PUPUAKEVTIKE TPOTOVTE, OV GLYVEA YPTCLLOTOIOVVTOL Y10 TT|
Bepaneia g XAII yopig kKhvikég evdeiEelg alANAeTidpaong Tov PappraKov. Avtd copmepthappdvouv
ouumaONTIKOHUNTIKAE BpoyyodtacTadtikd, peBvlolavlives, Kot amd TOL GTOUATOC KOt EIGTVEOUEVA
GTEPOELON).

e pio KAMvikn pelén og vyieic e0elovtég, N olueTidivn, £vag avacsToOAENG TG LETAPOPAS OPYUVIKDV
KATIOVTOV TTOL Dempeitar 0TI GLUVTELEL TN VEPPIKT] OTEKKPLGT TOL YAVKOTTUPPOVIOL, aENGE TNV OAMKN
éxbeon (AUC) tov yAvkomuppoviov katd 22 % kot peimoe ) veepikn kdbapon katd 23 %. Me Bdon
70 €0POG OLTAOV TOV PETUPOADV, OEV OVOUEVETOL KOO KAIVIKG GMUOVTIKT QOPUAKEVTIKY
aAANAETIOPOOT) OTAV TO YAVKOTLPPOVIO YOPNYEITOUL TAPAAANAL LE GLUETISIVI 1 GALOVG OVOIGTOAELS TNG
UETOPOPES TOV OPYAVIKAOV KOTIOVTWOV.

H tavtoypovn yopnynon tov yAvKomuppoviov Kot TG o0 TOV GTOUNTOG EIGTVEOLEVNG
WOOKATEPOANG, EVOG P2-0dPEVEPYIKOD UY®VIGT, VIO 6TOOEPES GUVOTKES KoL TV S0 dPAGTIKOV
0VGIMV, OEV EMNPENCE T POPLOKOKIVITIKY TOV 000 QUPUAKEVTIKMY TPOTOVIMV.



4.6 Tovipotnra, kOmon km yoerovyio

Kvnon

Agv datiBevron kKhvikd dedopéva oyetikd pe  ypnomn tov Seebri Breezhaler oe €yiveg yovaikeg.
Meléteg oe {da dev KaTEOEIEAY GUEST] 1] EUUEST] TOEIKOTNTO GTNV AVATOPAYDYIKY] tkavdTnTa (BA.
apdypoaeo 5.3). To yAvkomuppovio Tpémet va xpnoHOTOoLEiTAL KATA TN SLIPKELR TNG EYKVUOGVVNG
UOVO €AV TO OPELOG Y10 TN UNTEP VIEPTEPEL TOV SLVITIKOD KIVOVVOL Y10 TO EUPpuo.

ONnAacpOg
Agyv givol yvooTo €6v To Bpoptodyo YAVKOTUPPOVIO AEKKPIVETOL GTO 0vOpOTIVO YaAd. 26TdC0, TO

Bpopotyo yAvkomuppovio (TepAapfovorévov Kot TV LETABOAITMOV TOV) ATEKKPIVETOL GTO UNTPLKO
yéAa TV apovpaionv (BA. tapdypapo 5.3). H xprion tov yAvkomvppoviov amd yovaikes mov Onialovv
0o Tpémel va e€etaletal LOvo GV TO AVOUEVOUEVO OPEAOG Y10l TN YVVaiKO Eivol LEYOAVTEPO Oltd TO
duvntikd kivéuvo yio to uppuo (PA. mapdypapo 5.3).

Tovipétnto
Meréteg avamapaymyng kot aAlo dedouéva oe (D0, 0V DTOSEIKVHOVY VNGUYI0 GYETIKA UE TN

YOVILOTNTA TOGO GTOVG AVIPEG 0G0 Kat 0TI yuvaikes (PA. mapdypao 5.3).
4.7  Emdpacsig 6TV IKevVOTNTA 001]Y1|61G KUL (EIPLCHOD PUNYOVIILATOV

To yAvkomuppdvio dev €xet Kopio 1 £XEL AONHOVTIN EMOPACT] GTNV IKAVOTNTA 01 YNONG KoL YEPIGLOD
UNXovNUAT®V.

4.8 AvemOOunteg evépyereg

[epiinyn Tov mPoPil acEarENS

H ovyvotepn aviyoivepyikn avemBount evépyeta fitav n Enpootopia (2,4 %). H nielovomto tov
avapopav Enpootopiog BewpnOniay 0Tt oyetilovial e TO POPUAKEVTIKO TPOIOV KO TAV NTIES, EVHD
Koo 0o avtég dgv NTav cofapn.

To wpoid aopdrelng yopaktnpileTor TEPATEP® OO GARO CUUTTOUATO TOV GYETILOVTOL LE TIG
AVTIYOAVEPYIKEG EMOPACELS, CLUTEPIAUUPOVOUEVIG TNG KATAKPATNONG 00VPWV, TA OTTOie TV OYL
ovyva. [apatnpndnkav eniong yaotpeviepikés dlatapoys TEPIMAUPAVOUEVOVY TNG YOOTPEVTEPITIONG
Kol TG dvomeyiog. AvemBounteg evépyeleg Tov oyeTI{ovVTal e TNV TOTIKN avoyn TepleAdfovay
epeBoO TOV AoV, PVOPAPVYYITION, PIVITION KOl TOPUPPIVOKOATITION.

2VVORTIKOG TIVAKOG OVETIBOUNTMV EVEPYELDV

O avemBounTeg evépyeteg Tov avapépnkay Katd Tovg TPpMToVg £5L Uiveg 600 KHpLOV
GUYKEVTPOTIKAOV dokiudv ®dong I didpketag 6 kot 12 unvov tapatibevior Kotd Katnyopio
oVOTNUATOC 0pYavev cOuewve pe o MedDRA (TTivaxoag 1). Méoa o€ kdfe Kotnyopio cuoTHUATOC
opy&vav, ot avemlBOUNTEG EVEPYELEG TASIVOLODVTOL LE BAOT TN GLYXVOTNTA, LE TPDTES TIG CUYVOTEPEG
avemBounteg evépyetec. Evtog ke katnyoplag ocvyvotntog eLeavions, ol ovemBounteg evEpyeleg
TOV PapudKkov Tapatifevrol kotd eOivovca oelpd coPapdtnras. Emimpocsbitme, n avtictorym
Katnyopia GuxvOTNTOG Yo KB avemBOunT evépyela PacileTor otny mopoKat® cOUPAcN: TOAD
ovyvég (>1/10), ouyvég (>1/100 émg <1/10), 6yt ovyvég (>1/1.000 émg <1/100), omdavieg (>1/10.000
£mw¢ <1/1.000), ToAv omdvieg (<1/10.000), un yvootég (dev umopotv va, ektiunbovv pe faon ta.
Swbéoua dedopéva).




Hivakog 1 AvemOOunTeg evépyereg

Avem@ounreg evépysieg

Katmnyopia cvyvotnrog

AOOEELS KOL TAPUGITAOCELS
Pwogapuyyitda?

Pwitida

Kvartitida

AwTapoyéS TOV GVOGOTOUTIKOD GUCTHATOG
YrepegvarcOnoia
Ayyglooidnua?

Awtapayés Tov petaforiopod kar g Opéyng
Yrepylokopio

Yoyatpikég dwotapayés
Adnvia

AwaTapay£s TOL VEVPIKOD GVGTILOTOS
Kepoiodyio®
YnosOnoia

Kapowkég owatapayéc
KoAnu poapuapoyn
AicOnuo modpdv

AWTapayES TOV UVATVEVGTIKOD GUGTI|LATOS, TOV
0dpaxa Kol Tov pecobopaxiov

SVUEOPNOT KOATMV TOV TPOCHTOV

Hapoyeywds Prixag

Epebiopog tov Aopon

Enictaén

Avceovio?

[apadoog Ppoyydcmacoc?

AWTOpayES TOV YOGTPEVTEPIKOD GUOTI|LATOG
Enpooctopia

laotpeviepitida

Novtia?

"Epetog? 2

Avomeyia

Tepnodva T@v 006vVTV

AlTapayés TOL OEPNATOS KOL TOV VITOSOPLOV 16TOV
E&avOnpa
Kvnopég?

Xuyvég
Oy ovyvég
Oy ovyvég

Oyt ovyvég
Oyt ouyvég

Oy ovyvég

Xuyvég

Xuyvég
Oyt ouyvég

Oyt ovyvég
Oy ovyvég

Oy ovyvég
Oyt ovyvég
Oy ovyvég
Oy ovyvég
Oyt ovyvég
Mn yvooTtég

Xuyvéc
Xuyveég
Oy ovyvég
Oy ovyvég
Oy ovyvég
Oy ovyvég

Oy ovyvég
Oy ovyvég




AWTapayES TOV HVOGKELETIKOV CUGTIRATOS KA TOV

GUVOETIKOV 10TOV

Mvoockehetikd dryoch ? Tuyvég
Alyoc 610 dve KoL KAT® aKpo Oyt ouyvég
MvookereTikd Ompokikd dhyog Oyt ovyvég
AWTaPayES TOV VEPPAOV KAl TOV 0VPOPOP®V 00DV

Ovporoipnén? Tuyvég
Avcovpia Oyt ouyvég
Koataxpdnon ovpwv Oyt ovyvéc
I'evikég oratapoyés KOl KATUOTAGELS TS 0000

xopnynong

Kénwon Oyt ovyvéc
E&acBévion Oyt ouyvég

1) ITio ovyva yia to YAvkomuppovio Tapad. yio, 1o e1koviko pdpuaxo oty 12 unvy fdon dedouévarv uévo
2) Exovv AngOei ovapopés vmepevaiodnoiog Katd. ty KaTa Ty eUREIPLo. UETG THY KVKAOYOPIQ, 0€ Gyéon
e v ypnon tov Seebri Breezhaler. Or avagpopéc avtég éyvav oikerobsiag axd éva ninboouod
oaxofopiotov ueyéBoug, Kar yio owTO 0eV EIVaL TAVTO, OVVATOS O AVIIKELUEVIKOG DTOAOYVIGUOS THG
oVYVOTHTOGS 1] 0 KABOPIGUOS THS OUTIOAOYIKIG OVGYETIONS UE THV EKBeon a0 papuoko. ETousvag, n
ovyvotHTo. vToAoYicOnKe ue Paon Ty KAviky gumelpio.

3) Hopoznpnbnke mo ovyva. YL T0 YAVKOTUPPOVIO TTOPE, Y10, TO EIKOVIKO POPUAKO OE EVHAIKES >T5 eTchv
Hovo

[eprypogr) emAEYUEVOV OVETIOOUNTAOV EVEPYELDY

Y1 ovykevipotikn &aunvn Paon dedopévav, n cvyvotnta g Enpoctopiog frav 2,2 % évavtt
1,1 %, g abnviag 1,0 % évavt 0,8 % xat g yaotpevrepitdag 1,4 % évavtt 0,9 % ywa to Seebri
Breezhaler kot 10 £1KoViKO QAPUOKO AVTIGTOLYOL.

H &npootopia avagépOnke kuping katd ) ddpkelo Tov Tpdtov 4 efdopddwny g Bepansiog pe
dibpeon duapketa tecchpwv efdopddmy oty mAslovotTnTa TV acbevov. Qotdc0, oto 40 % TV
TEPIMTMOGEWDY TO, GLUTTOUATO GUVEXIGTNKOV Y10t OAOKAN P TNV TTEPI0d0 TV 6 PNVAV. Agv
avaeépOnKay véa TePIoTATIKA ENPOcTOoping Yo TOLG puRveg 7-12.

Avapopd mBavoroyovueveov avemBOunTeV EVEPYELOY

H avageopd mibavoroyoduevmy avemBountov evepyeidv Petd and t yopnynon Gdelog KuKAoQopiag
TOV PUPUOKELTIKOD TPOIOVTOG elvar onuavtikn. Emrpénet tn cuveyn mapakolovdnon g oyéong
0PEALOVC-KIVOVVOL TOV POPHOKEVTIKOD TPOTOVTOG. ZNTEITOL amd TOVG EMAYYEAUOTIEG LYEING VO
AVOPEPOVY OTTOIEGONTOTE TOUVOAOYOVUEVEC OVETIBVUNTES EVEPYELEG LECH TOVL EBVIKOD GLGTILATOG
avaQopdg Tov avaypdeetol oto [Hapdptnua V.

4.9 Ymepdoocoloyia

YymAég d0GELS YAVKOTUPPOVIOL PTTOPEL VO, 031 YGOVV GE AVTLYOAVEPYIKA GTLUEID KOl CUUTTAOUOTO Y10l
TOL OO0 1] CUUTTOUOTIKY Oepameio pmopel va evdgikvuTal.

Oéela dnAntmpiaon petd and axobolo amd Tov 6TOHNTOG Kotdroon Koyoakiov Seebri Breezhaler givan
aniBavo va couPel Adyw g Kkpng amd Tov otdpatog Prodrabdeciudmrog (tepinov 5 %).

To péylota enineda 6To TAAGLO KOl 1] GUVOALKY] GUCTNHOTIKY £KOEoT LeTd amd evOopAEPLa yoprynon
150 pikpoypappopiov fpmpovyov yAvkorvppoviov (toodvvapo pe 120 pikpoypappdpio
YAVKOTLPPOVIOV) G€ VYLEig eBehovtéc NTav avtioTotya mepimov 50 popég Kot 6 popéc vYNAOTEPA OO
TN HEYLeTN Kot GLVOALKN €kBeom o€ oTabepn KOTAGTAOT OV EMTELYONKE LE TI GLVICTOEVT dOOT
(44 pwcpoypappdpio araé nuepnoimg) tov Seebri Breezhaler kot tov kaAd ovektd.



5. DOAPMAKOAOTI'IKEZ IAIOTHTEX
51 ®@appoxodvvopkEs 1010TNTES

Doppakobepamevtikn katnyopio: Oappoka yio ac0Eveleg amdPPUENG AEPAYDYDV, AVILYOAVEPYIKA,
kwdikog ATC: RO3BB06

Mnyavioudc dpdong

To yAvkomuppdvio givor €vog 16TVEOIEVOS LOKPAG dPAGT OVTOY®VIGTNS TOV LOVGKAPIVIKOD
VTOS0YEN (AVTLYOAVEPYIKO) Yol TNV GTTOE NUEPNGIMS YOPTNYOOEVT BPOY)0d106TAATIKY Oepameia
ocvvtipnong g XAIlL Ta mopocopmadntikd vedpa givar 1 KOPLo BPoyY0GVGTUATIKY VEVPIKT] 030G
GTOVG OEPAYWYOVS, KO O YOAVEPYLKOG TOVOG amotelel TO POCIKO AVAGTPEYLLO GTOLYELD TNG
amoppaéne g pong tov aépa otn XAIL To yAvkomouppdvio dpa avacTELAOVTOG TN
Bpoyyoovotaitikn dpaomn TG AKETVAOYOAVIC 6T Agl0 LVTKE KOTTOPO TOV OEPUYDYDV, KL ETOUEVMG
SL0GTEAAEL TOVG OEPAY®YOVC.

To Bpoodyo YAVKoTuppoVIo gival EVOc VYNANG GLYYEVELNS OVTAYMVIGTHG TOV LOVGKAPIVIKOD
vrodoyéa. H emthektikdtnra yio tovg avBpdmvoug vrodoyeic M3 éxet kKataderyBel 0Tt lvan
TOVAdYIGTOV 4 POPEG PeyaAdTEPT amd CLTY] Y10, TOVS AVEPAOTIVOLS VITOdOYEIG M2 ¥pNGILOTOIOVTOG
ueAéteg mpdcdeomg padtoonuacuévov popiov. Eyxet tayeia Evapén dpdong, 0Tmg amodetkvigTol amd
TIG TOPATNPOVUEVES KIVITIKEC TOPAUETPOVE TNG GVVIECN S/ ATOGVVIEST|G LLE TOV DTTOSOYEN KOL TNV
évapén dpdong petd omd el6TVon 68 KAVIKES LEAETES.

H poxpdg 61apketag dpacn pmopel v amodobel Leptkdg GTIC TOPATETOUEVEC GUYKEVIPMDGELS TG
dpaOCTIKNG 0VGI0G GTOVG TVEVUOVES OTIWG VITOSNAMVETAL OO TNV TOPATETAUEVT] NUIE®T| 0ToBOANG TOV
YAVKOTTUPPOVIOL HETA TNV EIGTVOT LECH TNG GVOKELNG elomvong Seebri Breezhaler oe avtiBeon pe v
nuiton petd and evéopréPia yopnynon (BA. mapdypago 5.2).

Daprokoduvapkéc ETOPACELC

To wpoypappa kKAvikng avamtuéng @dong I mepieddpupave dvo peréteg edong I1: pio eheyyduevn pe
EIKOVIKO PAPUOKO HEAETN SIPKELNG 6 VOV Kot pio EAEYYOUEVT] LLE EIKOVIKO KOl dPOOTIKO PAPLOKO
peAétn owdpkelag 12 unvav (avoikti perémn pe tiotpémio 18 pikpoypappdpio dras nuepnoing), Kot
o1 600 o€ acbeveig pe KAvikn didyvoon pétpilag Emg cofapng XAIL

Emidpdoeic otnv mvevuoviky Aertovpyio.

To Seebri Breezhaler, yopnyoOuevo anaf nuepnoing oe d0celg tov 44 pukpoypoppopiov topeiye
otabepd GTATIOTIKA GNUAVTIKT PBEATiOT TG TVELLOVIKNAG AgtTtovpyiag (LEYIGTOC EKTVEOUEVOC OYKOG
o¢€ €va, devteporento, FEVy, puéyiom Lotikn yopnrikomta, FVC, kot etenveduevn yopntkotnro, 1C)
o€ po oglpd and KAvikég peréteg. Xe peréteg edong I, Bpoyyodiactodrtikn dpdor mapatnpnnke
EVTOG 5 AETTOV UETE TV DTN 0O0T KoL dlatnpnOnKe KoTd T didpkela Tov 24-dpov
UEGOSOCTNUATOG LETAED TOV dOGE®V Ao TNV TPMTY 00cN. Agv Tapatnpnonke eEacbévion g
Bpoyyodiactaltikig dpaong He TNV Tépodo Tov ¥povov oTig PeAéTeg diapketag 6 kot 12 unvav. To
péyebog g emidpaong e&aptidtav amd Tov Pabud T avacTPEYILOTNTOG TOL TEPLOPIGLOV TNG PONG
TOV aépa otV apytkn TN (e€etdotnke YopnymdvTag évo. Bpayeiac-0pacnc avIoy®VIGT TOL
povokapvikod vtodoyéa): Ot acbeveig pe xounAotepo PabUO avaoTPEYILOTNTOG A0 TNV OPYIKT TN
(<5 %) mopovsiacov yevikd younAiotepn PpoyyodlacTolTIKY 0vTOTOKPIoT 6€ oYEon Ue acbeveic pe
vyNAoTEPO Babud avaostpeyudtnTag omd v apyikn tiun (=5 %). Ztig 12 efdoudadeg (kdpto
KotaAnKTiko onpeio), to Seebri Breezhaler avénoe tov katdtato FEV: katd 72 ml otovg acbeveic pe
0 YopunAotepo Pabud avaotpeyipottog (<5 %) kot katd 113 ml otovg acbeveig pe Evav vymiotepo
Babuod avactpeypnodTTog amd TV apyikn tiun (=5 %) ce cvykpion pe to gikoviko eapuako (p<0,05).



2 peiétn dudpkelag 6 unvov, to Seebri Breezhaler avénoce tov FEV1 petd ty apmtn d6om pe
Bektioon 93 ml evtdg 5 Aemtdv kot 144 ml evtog 15 Aentdv and ) oprynomn g 006NG, o€ GUYKPLON
LE TO EIKOVIKO pApLaKko (Kot oTig 000 mepimtdoelg p<0,001). Xtn pekétn dudpkelag 12 pnvav, ot
Bertidoeig frav 87 ml ota 5 Aemtd kon 143 ml ota 15 Aemtd (ko otig dvo meputtooelg p<0,001). Xt
peiémn odprelag 12 umvav, to Seebri Breezhaler enépepe 6T0TIGTIKA OMUOVTIKES BEATIOGELG TOV
FEV1 og oyéon e 10 TI0TpOmIo 0TIC TPMTEG 4 MPEG UETA TN YOopNYyNon v nuépa 1 Kot oty
gPdoudda 26, Kot apOuntikd peyardtepeg Tinég yio tov FEV: otic mpdteg 4 dpeg petd tn xop1ynon
amd OTL TO TIOTPOTIO KoTd TNV Rdopdada 12 ko v efdopdada 52.

Ot Tég Tov FEV1 670 TéA0G TOV S10.6THROTOG Yopnynong g 00omng (24 mpeg petd tn 60om) nrTov
TOPOWOIEG AVALUESH GTNV TPDOTN 00T KAl LLE AVTEC TOL TapaTNPNONKAY HETA amd 1 £Tog yopnynong
g 06onc. Xtig 12 gfdopddes (Kvpro kataAnktikd onpueio), to Seebri Breezhaler avénoce tov
katotato FEV: katd 108 ml ot pedétn didpreiag 6 unvov kot katd 97 ml otn pekétn didpkelog
12 umvav €vavti Tov gkovikov apudikov (kot ot dvo p<0,001). Ztn peiétn dudpkelag 12 unvav, 1
Beltioon évavtt Tov £1KOVIKOD appdkov yia To Totpdmo frav 83 ml (p<0,001).

ZOUTTOUATIKES EKPOOELS

To Seebri Breezhaler yopnyovpevo og d6ce1g Tov 44 pukpoypappapiov dras nuepnoiong peiooe
GTOTIOTIKG GTUOVTIKA TNV OVOTVEVCTIKY] SuoyEPEL 0TS aEloAoynOnKe amd to Agiktn Avcmvolag
MetaPaong (TDI). X& cuyKevTp@TIKY GVAADOT TOV KEVIPIKMY HEAETMV dtapkelag 6 Kot 12 umvov, Eva
GTOTIOTIKA GUOVTIKA VYNAOTEPO TOG00TO acbevav ov Elafav Seebri Breezhaler avtamoxpifniav
pe Bertioon kotd 1 fabuod 1 mepiocodtepo cupupmva pe v eotiokn fabporoyia TDI v gfdoudda 26
£VOVTL TOV EIKOVIKOV @appakov (58,4 % won 46,4 % avtioctorya, p<0,001). Avtd To evppaTo NTOV
TOPOWOL0, LLE AVTA TOV TapaTNPNONKaAY 68 acbeveic ToL ELGUPavay TIOTPOTIO, EK TOV OTOI®V TO

53,4 % avtomokpifnke pe Pertimon xatd 1 Badud v peyortvtepn (p=0,009 oe clhykpion pe T0 gKOVIKO
OApLOKO).

To Seebri Breezhaler ana nuepnoing £édeiée emiong oTATIOTIKA GNUAVTIKY EXIOPACT] GTNV TOLOTNTO
Cong mov oyetiletan pe v vyeia,  onola petpndnke pe xpron tov Epotnuatoroyiov St. George yuo
T0 Avomvevotiko (SGRQ). Ze pio cLYKEVTPOTIKY AVAADGOT) TOV KEVIPIKOV LEAETMV O1APKELNG 6 Kot
12 umvarv, dometodnke 0Tt £va, GTATIOTIKE GUAVTIKA VYNAGTEPO TOGOGTO acbevmv mov EAafay
Seebri Breezhaler avtanokpifnke pe Bedtioon kotd 4 Babupovg N nepiocdtepo cuppova pe 1o SGRQ
0€ GUYKPLON LE TO EIKOVIKO @appoko v efdopdada 26 (57,8 % ko 47,6 % avtiotorya, p<0,001). I'a
Tovg acbeveic mov eElauPavay ToTpodmo, To 61,0 % avramokpidnke e Pertioon kotd 4 faduoic
peyardtepn ooppova pe 1o SGRQ (p=0,004 e cbykpion Le T0 £1KOVIKO QAPLLOKO).

Meiwon tov ropoldveewv e XAIl

2T1C KEVTPIKEG HeAETEC 6 kal 12 unvav £yve cuAAoyn dedouévav tav Tapoloveemv g XAIL Kot
OTIG 000 UEAETEC, TO TOGOOTO TV 0.CHEVOVY OV TOPOLGINGOV Uio LETPLO 1) GOPapT|

mapo&uvon (kabopiletor pe Paon v avaykn yio Oepameio e GVGTEULKE KOPTIKOGTEPOEION KoM
avTIPlOTIKA 1] EI00YMYT G VOGOKOUEID) HEldOnKe. Ztnv peAétn 6 unvev, 10 T0606TO TV 0cheEVOY
7oV apovciacay o pétpla | cofapn mapdéuven frav 17,5 % yia to Seebri Breezhaler kot 24,2 %
Y10, TO €IKOVIKO @appoko (Babudc kivévvou: 0,69, p=0,023), kot otnv perét tov 12

unvav frav 32,8 % ya to Seebri Breezhaler xat 40,2 % yia o sikoviko gappoko (Babudg kivdivvou:
0,66, p=0,001). Z¢ pio cLYKeEVTIPOTIKY ovdAvoT TV 6 TpdTOV UNVOV TG Bepomeiag Tov HeAeTdV
duapkelag 6 kot 12 unvav, oe GOYKPLoN Ue TO EKoVIKO papuako to Seebri Breezhaler mapéteive
OTOTIOTIKA GUOVTIKA TOV YpOVO £MG TNV TPMOTN PETPLO. 1] coPfopn TapdEvuven Kot LElmGE TO TOGOGTO
TV pétpiov M coPapav tapo&iveewv g XAIT (0,53 mapo&hveeic/étog évavrt

0,77 mapo&ivoeig/étog, p<0,001). H cuykevipotikn avilvon eriong £0e1&e Ayodtepovg aobevei mov
élaPav Oepomeio ue Seebri Breezhaler kot mapovciocay pio mapd&uven mov amattodee voonieia o
oyéon Ue To ekoviko eapuoko (1,7 % évavt 4,2 %, p=0,003).

AAdeg emopaoeic

To Seebri Breezhaler dnag nuepnoiong Lelmoe GTATIOTIKA GTUOVTIKG T1 XPHON POPLAKOD S146MONG
(corPovtapdin) katd 0,46 elonvoéc ava nuépa (p=0,005) o dtdotnpa 26 efdopddwv Kot KoTd

0,37 gionvoég ava nuépa (p=0,039) o¢ didotnua 52 efdopddmv, 6 GVYKPIOT| LLE TO EIKOVIKO PAPLOKO
Y TG peAETeG ddpketag 6 kot 12 pnvav, avtictolya.
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e pio pedétn duipketag 3 foopddmv oty omoia 1) avoyr| 6TV AoKNOT EEETACTNKE LEGM
KuKAoEPYOUETPOL GE VITouEYIoTo (80%) OpTO pyaciog (EAEYYOG VTOUEYIGTOV POPTOL EPYAGING), TO
Seebri Breezhaler yopnyobuevo to mpwi, peimoe tn duvoutky vepdidtocn Kot BEATIOoE TO XPoviKo
diotnua datpnong g doknong amd Ty TpdTn 600m kol énetta. Tnv podtn nuépa g Bepoaneiog,
1 EIGTVEOHEVT YOPNTIKOTNTA KATA T GOUOTIKY dpactnprotnta Pektindnie katd 230 ml kot o xpovog
aVTOYNG oTNV Aoknomn mapovcioce Pedtioon kotd 43 devteporenta (avénon 10 %) oe cuykpion pe 10
EIKOVIKO Pdppoko. Metd v mapodo tpudv Rdopddwy Bepanciog, ) fertioon g elomvedpevng
yopnTikdTag pe 1o Seebri Breezhaler vitav mapopow pe v tpdt nuépa (200 ml), o ypdvog
AVTOYNG OTNV AoKNGT, ®GTOG0, glxe avéndel katd 89 devteporenta (avénom 21 %), e cOyKplon e
70 €KOVIKO dppako. To Seebri Breezhaler Bpébnke 0Tt mpokaiel peiwon Tng SOGTVOLNG KOt TNG
dvopopiag TV KAT® dKpOV KOTd TNV doknomn 0nmg petpnidnke pe ) xpnon g KAlpoakag Borg. To
Seebri Breezhaler peiwoe eniong t dvemvola Katd Ty avamovon 6mme HETPHONKE LLE TN ¥PHOT| TOV
Agiktn Avonvolag Metafaonc.

AevTEPEDODOES POPUAKOIVVOULIKES ETLOPOTELS

Agv mopatnpnnke petafoin ot péon Kapdakn cuyvotnta 1 oto ddotnua QTc pe to Seebri
Breezhaler og d00e1g £¢ kan 176 pukpoypappapiov oe acbeveig pe XAIL e pia 61e&odtkn pehétn
tov daotnpatog QT og 73 vylelg eBehovtéc, N epdnal elomved eV GG YAVKOTLPPOVIOL

352 wikpoypoppapiov (8 popéc n Bepamevtikny 06on) dev Tapéteve To ddotnue QTc kot peimoe
gEAaPPOC TNV Kapdtakn cuyvotnta (Uéylotn enidpaon -5,9 bpm, péon enidpacn péca o

24 dpec -2,8 bpm) 6e cOYKploT Le TO EKOVIKO @dppako. H enidpacn otnv Kapdiakn cuyvotnta Kot
70 dtotuae QTc twv 150 pwkpoypoupapiov Bpopodyov yAvkomvuppoviov (1I6000VaUo Ue

120 pikpoypappdapio YAuKomuppoviov) yopnyoduevmy evooprePimg dtepevvinOnke oe vEoug vylelg
eBehovtég. Méyioteg exBéoelg (Cmax) mepimov 50 popég vynAoTEPEG Od OTL LETE TNV EIGTVON)

44 mxpoypappopiov yAvkomvppoviov o€ otabepn katdoTooT emttedynkay Kot dgv Tpokdiecay
tayvkapdio N Tapdtacn tov QTc. [Mopatnpndnke pio pikpn peiwon oty kapdiokn cuxvotnTa (Léon
dpopa og dlaoTnUe 24 @pdV -2 bpm 6€ GOYKPLOT| LLE TO EIKOVIKO PAPUOKO), TOL EIVAL YVOGOTY
eMidpaoT TG YOUNANG €kBeoNG 08 AVTLYOAVEPYIKEG EVAOELS GE VY] VEUPA GTOUA.

HMoudratpikodg TAnBucepog

O Evponaikoc Opyaviopds Pappdxov €yl ddoet amorroyr| amd TV vroxpEmon VToPoiNg TV
AMOTEAECUATOV TOV PEAET®V pE To Seebri Breezhaler e 0)leg tic vmokatnyopiec To0v mod1aTPIKon
nOvopov oty XAIT (BA. Topdypago 4.2 yio TANPOQOPIES GYETIKG. [LE TNV TUSIATPIKY XPNOoT)).

52 ®appoxoxiviTikés 1010t TES

Amoppognon

Metd amd glomvon and Tov GTOUATOG LE (PNOT TG CLCKELT| El0TVoN|g Seebri Breezhaler, to
YAVKOTTLPPOVIO AmoppoeNONKe TayEme EMLTLYYAVOVTOG T LEYIGTO, EMIMEDD, 6TO TAGGU G 5 AemTd
uetd tn doom.

H arélvt frodiaebecyotnto Tov yAvkomvuppoviov petd and swonvon péco tov Seebri Breezhaler
ekt Onke og mepimov 45 % g mapeyopevng doong. [epimov to 90 % g cvotnpaTiKng kBN
HETE amd €16TVOT| OQEIAETAL GTNV TTVEVIOVIKT amoppdenon kot o 10 % opeiletal ot yooTpevteptkn
amopPOPN oM.

e aoBeveic pe XAIL n eapuakokvntiky otafepig KOTAGTAGNS TOV YAVKOTLUPPOVIOL EmtteyOnke
€vt0g piag efoopadoc amd v Evapén g Bepancioc. H péon péyiom Kot KoTtmTaTh GLYKEVIP®GT) TOV
YAVKOTTLPPOVIOL 6TO TAGGO 68 6TabEPT KATAGTOOT Y10 00G0A0YIKO oynua 44 uikpoypappopioy
amaé nuepnoing Nrav 166 mikoypouudpro/ml kot 8 mkoypappdpio/ml, avrictowya. H éxbeon oto
yYAvkomuppovio og otabepn Katdotaon (AUC ot didpkeio Tov 24 ®pov LEGOIUCTAUATOG LETAED
TV d00e®V) Ntav wepinov 1,4- £wg 1,7 popéc vymAotepn amd OTL LETA TV TPMTN dOCT.
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Koatavoun
Metd amd evoopAEPLa xop1ynom, 0 OYKOG KATAVOUNG TOL YAvKomuppoviov oe otabepn Katdotaon

nrtav 83 Aitpa kot 0 GYKog KaTavoung oty TEMKN edon nrav 376 Aitpa. O eueavig 0YKOG KOTOVOUNG
oTNV TEMKN @don petd and eilomvon nrav oyedov 20 popég peyardtepog, Tov aviikatortpilel ™
Bpadvtepn amofoin petd v giomvony. H in vitro chvdeon tov yAvkomuppoviov pe Tpoteivny 6to
avOpomivo mAdopa nrav 38 % wg 41 % o cuykevipmoelg amd 1 éwg 10 vavoypappdpra/ml.

Biopetooynpatiopdc

Meléteg petafolicpov in vitro édei&av otabepig petaforikég 0600G yia 10 Ppopiovyo
YAvKomLppovio petald (omv kat avOporwv. [Tapatnpndnike vopolvrioon pécw g omoiag
TaPAyovTal S10popot ovo- Kot dt-udpoévlimpévorl petaforitec, Kabmg Kot dpeon vdpdivon mwov
00NYEl 6T0 GYNUATIGHO VOGS TOPOy®dYOL TOL KapPo&uAikov o&éog (M9). In vivo, o M9 oynuartiCetaon
Ao TO KAAoUO TNG 006G TOV EIGTVEOUEVOD BP®UIONYOVL YAVKOTUPPOVIOV TO OTTOI0 KOTAMIVETOL.
Yulevypata yhvkovpovidiov ka1 Beukd cvledypata Tov yAvkorvppoviov Bpédnkav ota avBpomiva,
00pol PHETA and eMAVOLOLPAVOLEVEG EIGTVOES KO VTIOTOLYOVV G€ TTePimov 3 % ¢ doonC.

IMoAromAd 16oéviupa Tov Kutoxpdpetoc CYP cupfdilovy 6Tov 0&e10mTIKO PLOUETOCYNIATIGIO TOV
yYAvkomvppoviov. H avacstoln 1 enaywyn tov petafoAicpod tov yAvkomvppoviov eivar amifovo va
001 YNOEL GE CNUOVTIKY LETAPOAN TG GLOTNUATIKNG £KBEGNC 6TN dPACTIKY OLGIAL.

In vitro pehéteg avootoAng katédetl&ay Ot To Bpopuotyo YAvKomuppovio de S1oBETel oMuavTIKn
duvatomta avactoing twv CYPLA2, CYP2A6, CYP2CS, CYP2C9, CYP2C19, CYP2D6, CYP2EIL 7
CYP3AA4/5, tov petagopémv ekpong MDR1, MRP2 1 MXR, kot tov petapopémv tpocinyng OCT1
N OCT2. In vitro peiéteg emaywyng eviOpmv dev Katédel&ov KMVIKA OTULOVTIKT EX0YOYN LE
Bpopotyo yAvkomuppovio yua To icoévivpa tov kutoypodpatog P450, 1 yio to UGT1AT kot tovg
petapopeic MDR1 kot MRP2.

AmoBo\

Metd and evdoeréfia yoprymon [*H]-onuacuévov Bpmpovyov yAvkomvppoviov ce avdpdmove, N
UEGM ATEKKPLON GTO 0VPa TG podievépyelag o€ 48 mpeg avnAbe og 85 % tng ddonc. 'Eva emmAéov
5 % 1tng 06on¢ Ppédnke ot yoAn.

H veppuc anoforn tov apyikod papudxov avépyetor o mepinov 60 £mg 70 % g oMkng kéBapong
TOV GLOTNUATIKA SLOOEGIIULOV YAVKOTUPPOVIOL, EVED 01 d1adIKACIES UN-VEPPIKNG KABapaNS

avtiotoryovv nepimov 610 30 £mg 40 %. H kdbapon pécm tv yoAnedpmv cupBAaiel 0T Un-vePpikn
KkéBapomn, aAid n TAEOVOTTA TNG PUN-VEPPIKNG KABapong Bempeitarl 611 opeiletal oto petaffolouo.

H péon veppikn kdOBapon tov yAvkomvppoviov HeTd amd gl6mvon kKopaivetal ota 17,4 kot
24,4 Aitpo/dpa. H evepyntikn coAnvaploky EKKpiorn cOUPAALeL 0T VEPPIKT] 0TOBOAN TOL
yAvkomvppoviov. Ewg kot 23% g mapeyouevng 66ong Bpédnke ota 0bpa g apyikd eapuoko.

O1 GLYKEVTPOGELG TOL YAVKOTLPPOVIOV GTO TAACUO PEIDOONKAV KOTE TOAQAGIKO TpdTo. O pécog
TEAIKOG YpOVOG NULMNG TNG AofoANG NToV TOAD PEYaADTEPOG PETA TNV 1omtvon] (33 éwg 57 dpeg) og
ouYKpion pe TV evooAEPa. (6,2 dpeg) Kot TV amd Tov otopotoc (2,8 mpeg) yoprynon. To povtého
AmOBOANC VITOONADVEL TAPATETAUEVT TVEVLOVIKT] OTOPPOPTON KU1 LETAPOPE TOL YAVKOTUPPOVIOL
GTN GLGTNUOTIKY KVKAOQOpia oTIC 24 MPEg KOl AVm PETA Ad EIGTVOT).

CpappkdnTo/pun ypoppukdtno

e aoBeveig pe XAIl n cvomuotikn £€k0eom Kot 1 OAKY| OTEKKPLOT TOL YAVKOTUPPOVIOL GTO OVPO. GE
QOPUOKOKIVNTIKT 6TadEpT| Katdotaon avéndnke mtepimov avarloya (e T 0061 6T0 60GOA0YIKO E0POC
TV 44 émg 176 ukpoypappopiomy.

E1ducoi mAnBvopol

Avéivon 6edopévav PapLaKoKIV)TIKNG TANBLGob o€ acBeveig pe XAl mpocsdidpioe T0 GOUATIKO
Bépog kar v nAkio o¢ Tapdyovteg Tov CLUPAAAOVY 0TI SLUKDLLOVGT TNG CLGTNUATIKNG £KOEOTG
avapeoa otovg acbeveic. To Seebri Breezhaler 44 pucpoypappopiov drnas nuepnoiog pmopel va
ypNopomomOel pe acPAAELD 6 OAEG TIG OLLAOES NAIKIOG KOl COUATIKOD BAPOVG.

11



To @Oro, T0 KaBeoTdG Kamvicpatog kot 1 apyikn pétpnomn tov FEV1 dev elyav epoavr| enidpaon ot
GLOTNHOTIKN EkOEOT).

Agv mopatnpndnikoy onpovTikég olapopég 6T GLVOMKT cvotnuatiky] £ékBeon (AUC) petald tov
lamdvev kot Kavkdoiov acBevov petd and giomvon Bpmpuodyov yAvkomvppoviov. Agv datibBevat
EMOPKT POUPUOKOKIVITIKG deS0UEVA V1oL AAAEG EBVIKOTNTEG 1] PULAEC.

Acobeveis ue nratiky dvoiertovpyio.

Agv &povv de€ayBel KhMvikég pekéteg o€ acbeveig pe nrotikn dvcsiertovpyia. To yAvkomvuppdvio
amOPAAAETAL KVPIOC OO TN GVOTNUATIKT KVKAOQOpPia LECH TG VEPPIKNG amékkpiong. H peioon tov
Nratikoy peTafoAcol Tov yAvkomvuppoviov og Bewpeitar OTL 00Nyel 68 KAMVIKA OMUOVTIKE avEnon
NG CLOTNUOTIKNG EkBeonc.

Aobeveis ue veppixn dvolertovpyio

H veppwn duciertovpyia emnpedlet T cvonuoTikn £€k0gon Tov Bp@ovyov YAvKoTLuppoviov.
Métplo péom avénon g cvvorkng cvoatnuotikng Ekbeong (AUCHst) émg 1,4 popég mapatnpnonke o
dropa pe N Kot PETpLa vePpikn ducAeltovpyia Kot £og 2,2 popég oe dTopa e GoPapr| VEQPIKN
dvuodettovpyia Ko veppomdbeia teAkod otadiov. Ze acheveig pe XAl pe fma kot HETpla veppikn
dvclertovpyia (ekTipdpevog puOudc oretpapoatikhc dmdnong, eGFR >30 ml/min/1,73 m?), to Seebri
Breezhaler pmopel vo ypnoponombei otn cvvictdpevn doon. Xe acbeveic pe coPapn veppiky
dvchertovpyia (eGFR <30 ml/min/1,73 m?), copnepirappovouévmv Tov aceviv pe veppomddsia
TEAIKOD oTOdioL Yo TNV omoia amatteitan dStdiom, To Seebri Breezhaler 6o mpémetl va ypnopomoteitat
UOVO £GV TO TPOGOOKMUEVO OPELOC VIEPTEPEL TOV EVOEXOUEVOL KIvdDVOL (PA. mapdypago 4.4).

5.3 IIpoxivika dedopéva yio TV ac@dreia

Ta, un KAwviKd dedopéva dgv amoKaADTTOVY 1010iTEPO Kivouvo Yia Tov GvBpm o e Pacn Tic
SLUPUTIKEG LEAETEC POUPUOKOAOYIKNG ACPAAELNG, TOEIKOTNTOG EMOVAAAUPOVOUEVOV dOCEDV,
YovoToEIKOTNTAG, EVOEXOUEVNG KAPKIVOYOVOL dPAomS, TOEIKOTNTOS GTIV OVOTOPAYMYIKT IKUVOTITA,
Kol avamTuén.

2115 avemBounteg evEPYELEG IOV A0dI00VTAL OTIG IOLOTNTEG TOV PPOUIOVYOV YAVKOTUPPOVIOL MG
AVTOYOVIGTN TOL LOVGKUPIVIKOD DITOS0YEN CUUTEPIAUPAVOVTAL 1] NTILO EMG LETPLL. ADENGT TNG
KapSLOKNG oUYVOTNTAG 68 OKOAOLG, 1| BohepdTNT TOV PAKOD GE OPOLPAIOVG KO O AVOCTPEWLLES
petaforég mov oyetilovTan pe PEIMUEVEG AOEVIKEG EKKPIOELS GE apovpaiovs Kot 6KOAOLS. "Hmia
guepeioTdTTA M| HETAPOAEC TPOCAPUOYNG GTNV OVATVELGTIKY 000 mapoatnphiinkay 6g apovpaiovg.
Olo anTa TOL EVPTIUATO TOPOVCLACTNKAY GE EKOEGEIC EMOPKDC LEYUADTEPES OO EKEIVES TTOV
avapévovtal 6tov Gvlpmmo.

To yAvkomuppdvio dev gixe T€pTOYOVO dPACT) GE APOVPOIONE 1| GE KOLVEALD LETE TN YopRyNoN didt
glomvong. H yovipdmnto Kot 1 IpoyevvnTiky Kol LETAYEVVITIKN avaATTuEN OEV EXNPEACTIKAY G
apovpaiovs. To Bpopuodyo yAvkomuppovio Kot ot LETAROAITES TOV, O€ JEGYICAY CTIUAVTIKE TO
PPOYLO TOL TAOKOVVTO GE TTOVTIKLO0, KOUVEALD KOl GKOAOVG GE KUTAGTACT] EYKLLOoLVNG. To
Bpopotyo yAvkomuppovio (GUUTEPTAAUPBOVOUEV®Y TOV HETAPOATOV TOL) EKKPIVETAL GTO UNTPLKO
yYoio Onraloviov apovpainv Kot avépyetal o€ £m¢ 10 popéc VYNAITEPES GUYKEVTIPMGELS GTO YA
amd OTL GTO aipla TG UNTEPAG.

Meléteg yovoto&kotntog dev amokdAvyoy petaAraloyovo 1 kKhaotoydvo dpdon yia to Bpouodyo
YAVKOTTLPPOVIO. MEAETEC KOPKIVOYEVEST|C GE SLOYOVIOLOKA TOVTIKIO LLE OTTO TOV GTOMOTOC YOPNYNoN
KOl GE 0POVPIOVG e YopNyNon Ol E16TVONG 0eV KATESEIEAY KOPKIVOYEVEST] Y10 CUGTNUOTIKEG
ekBéoeig (AUC) katd mepimov 53 popéc vynhdTepeg 6T TOVTIKIO KOL KOTA 75 pOopEG VYNAOTEPEC
GTOVG 0POVPAIOVE GE GYECT] LE TN UEYIOTI GUVICTMUEVT Amaé Nuepnoing dOoN TV

44 kpoypappopiov otov avopmmo.
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6. OAPMAKEYTIKEX ITIAHPO®OPIEX
6.1 Katahloyog ekdoymv
TIepeyduevo tov Kayokiov

Movoddpikr Aaxtoln
Mayvficlo oteatikd

6.2 AocvpPatotnreg

Agv gpapuodletat.

6.3 Awdpkera Long

2 ypovia

Kd&0e cuokevn e16mvong Tpémel va omoppinTeTol LETA Ao T XP1OT OADV TOV KOWOKI®OV.
6.4 Iowitepeg mpoPuvArdels kaTd T POLAEN TOV TPOIOVTOG

Mn euAdocete oe Beppokpacio peyorvtepn tov 25°C.

Ta, koyaKio TPETEL TAVTOTE VO, QLAGGGOVTOL GTIV OPYIKT KOYWEAN £T01 MOTE VO TPOGTATEDOVTOL 0T
v vypaocia. To Koyakio Tpémel v aQapovvTol LOVO AUECHOS TPV amd T XPNon.

6.5 ®@Von kKo GLOTUTIKA TOV TEPLEKTN

To Seebri Breezhaler givatl cuckevn slomvong epdmnas 06cewv. To 6Télex0og Kot To KAAv U TG
GLGKELNG EIGTVONG Elval AEVKA KOl KOTAOKEVALOVTOL atd aKPLAOVITPIKO PouTadievikd oTupévio, To
mnkTpa eEnONong kataokevalovtal omd pebviikd pebakpLAkd aKpLAOVITPIKO BoVTASIEVIKO
otupévio. Ot Beloveg kat ta Ehotpila katackevaloviol amd avoleidmto ydAlvfa. Kabe tavia
Koyelmv mepiéyel eite 6 gite 10 oxAnpd koydkia.

AtdTpntn KoyéAn povadog doong and PA/Alu/PVC
Yvokevaocia mov meptéyel 6x1, 10x1, 12x1 7 30X1 oxAnpd KoydKia, e Lo GUGKELT EIGTVOTG.

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

IToAvovokevooieg mov tepiEyovv 96 (4 cvokevaoisg tv 24X1) okAnpd kKoydkia Kot 4 GLOKEVEG
E10TTVONG.

IMoAvovokevaoicg mov mepiéyovv 150 (15 cvokevaoieg v 10x1) oxinpd koydikio Kot 15 cuokevéc
E10TVONG.

IToAvovokevaoieg mov wepiEyovv 150 (25 cvokevaoieg v 6X1) ordnpd Kayakio Kot 25 GLOKEVEG
€10TVONG.

Mmopei va, unv KoKAo@opoHV OAEC 01 GLCKEVAGIES.
6.6 Idwitepeg TPoPLLAEELS aTOPPLYNG KOL AALOG YEIPIGNOG

®a TPEMEL VO YPNGILOTTOLEITOL 1] GLGKEVLY] EICTVONG OV TTapEYeTOL e kB véa cuvtayn. Kabe
GUGKELT EIGTIVONG TPETEL VO OTOPPITTETAL LETA GO T1] AP0 OADV TOV KOWYOKIOV.
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Odnyiec ypnonc Kot YEPIGULOV

Awfdote tig mApelg Odnyieg Xpiong mpwv va. ypnoponooete to Seebri Breezhaler.

Ewayete

4

Bnpa la:
AQuipéoTe TO TONO.

Bnpa 1B:
Avoifte T cvokevi
EL6TTVONG

Tpumiote Kot
apioTe

Bnpa 2a:

Tpuvmote To KOWYAKLO
pio opa

Kpatiote ™ cvokevn

glomvong o€ 6pbo Bom.

Tpumnote o Koydkio
méCovtag otabepd Ta
500 TAEVPIKA TANKTPOL
oLYYPOVOC.

Ba TpémEL VoL OKOVGETE
évag 00pvPo kabmg

S10TPLTTATOL TO KOWYAKIO.

Tpvzrnote 10 KOWAKLO
uévo pio @opd.

Ay

\

Brjuo 2B:
AQNoTE TO TAELPIKE
TAMKTPO.

14

Ewontvevote Babua

Bnua 3a:
Exnvevote eviehdg
Mn gvonéete oto

EMOTOO.

Brjua 3p:

Ewontvevote To @appoko
pBada

Kpatmote T cvokevn
glomvong, Onmg gaivetot
oTNV EIKOVO.
Tonobetote TO
EMOTOUO GTO GTOUN GOG
Kot KAeloTe oQUYTa TOL
Y€ cog yopw tov.
Mnyv mélete Ta TAELPIKG
TANKTPO.

EAéyEre 6TL TO
Koyako givar aoglo

EAéyEete 60TL TO KOWYAKLO
givon aog1o

Avoi&te ) cvokev)
€loTVONG Yo va. Ogite edv
€xel amopeivel ToyOV KOVIG
GTO KOWAK10.

Edv éyer amopeiver xovig
GTO KOWYOK10:
o Keiote 1 ovokevn

ELOTTVONG.
e  EnavoldaPete To
prpata 3o €og 3y.
Kévig mov Adsero
omopével




L

Brjua ly:

AQa1pécTe TO KOWYAKLO:
Aopapéote pio and Tig
KOWEAES OO TV KApTOL
KOYEADV.

AmokoAoTE TNV
TPOCTATEVTIKT ETEVOVOT)
KOl 0POPECTE TO

Koy aK1o.

Mn onpdyyvete to
KOWAKIO HEG® TOL POALOV

aAovpwiov. Mnv
KOTOTIVETE TO KOWAKLO.

15

Ewonvevaote ypriyopa kot
660 Pobid propeite.
Kobdg sionvéete Oa
akovte éva 06pvfo
otpofiiicpod. Mropei
va arcBavbeite ™ yevon
TOV POPUAKOL KOOMG
EIOMVEETE.

Brua 3y:

Kpatmiote tnv avamvor]
Kpatfote v avamvon|
oag Yo 5 devteporental.

A@ulpécTe TO (0£10
KOWaKio
Tomobetote t0 Gdg10
KOWYAKIO GTO OTKL0KGL
amoppippaTo.
Keiote ) cvokevn
€LOTTVONG KOl
EMOVOTOTOOETNOTE TO
O




Bnua 19:

Ewcayere 10 KOWaKio:
Mnv tomobeteite ToTE Eva
Kayakio omevfeiog 6To
EMGTOUIO.

Brpa 1e:
Kiegiote T ovokevi]
EL6TTVONG

16

Inpavrikég IIinpogopisg
o Ta kaydxio Seebri

Breezhaler npénet
TAVTOTE VO PLUAACGOVTOL
GTNV KUWEAN Kot va
aQAlpovVTOL LOVO
OpESOS TPV amd TN
xpNon.

Mnv onpayvete 10
KOWYAKI0 HEG® TOV
@OALOL aAOLLVIOD YL
V0L TO OPOPECETE OO
TNV KOWYEAD.

Mnyv katanivete 10

KOy aK1o.

Mn ypnoonoteite
Koyaxio Seebri
Breezhaler pe
0OTOLOONTOTE GAAN
GUGOKELN EIGTVOTG.

Mn ypnoonoteite ™
GUGKELN EIGTVON|G
Seebri Breezhaler yuo va.
TAPETE OTOL0ONTOTE
Ao @appako og

KOy aK1o.

Mnv tonobeteite moté
éva Koy axto omevdeiog
670 OTOLA GOG 1] OTO
EMIGTOLO TNG GUOKELNG
E10TTVOTG.

Mnyv miélete o TAELPIKA
TANKTPO, Y10,
MEPLOGOTEPES OO pial
Popa.

Mnv @uvonéete Gto
EMOTOLO.

Mnyv mélete Ta TheLpKd
TAMKTPO KAOADG
€LOTVEETE OO TO
EMOTOLO.

Mnv yeileote Ta
KOWAKLo e vypa xEpLa.
TToté punv mAévete
GLOKELY| ELOTVONG LE
vepo.




H ovokevooio oag Seebri Breezhaler Inhaler

TEPLEYEL:

e Mia cvokevn elonvoric Seebri Breezhaler

e Mia N meprocdTepes KLYEAES, Omov 1 Kobepia
nepiéyel gite 6 gite 10 koydxia Seebri Breezhaler
TPOG YPNOT| OTY] GUCKELN EIGTVOTG

TAMAKTPO.

Béon Koyéhegg

Baon cvokeviig
fvon|g

Tvuokevi} Kapta koyerodv

£16TVONG

Xuvi0g1c Epotmioceig

INati n ovokevn
E10TTVoNg Oev £Kave
Kamowo 06pvpo katd v
g1omvon;

To koydkio evdéyetar vo
€xel koA oeL oo BdAapL0
Tov kayokiov. Edv copfel
aVTO YOAOPDOTE
TPOGEKTIKA TO KO KO
YTLUTOVTAG amaAd T Bdon
NG GUGKEVTG ELCTVONG.
Eionvedote mdit to
OAPLLOKO
enavaAappavovrag ta
Prpata 3a émg 3y.

T va KGve gav éyer
ATONEIVEL KOVIS OTO
KoyaKio;

Agv €yete MaPet apretd
oo TO QAPHLOKO GOG.
Keiote ) cvokevn
€10MVONG Kot ETavoAdPeTe
ta frjpota 3o fog 3y.

"Exo piée peta v
ELOTIVON] — €€ oNUOCia
avTo;

Avto pmopei vo coufei.
E@doov to kawydkio givan
adeto €yete MaPet apkeTd

PapLOKo.

Aw60avOnka mkpa
TEPGY L0 TAVO OTY)
YAOGGA pov — £El
oNuocia avTo;

Avtd pnopet va copPet.
Agv givar emPrapés. Ot
mhavOTNTEG OPLUUATIOHOD
TOV Koyokiov Ba gival
OVENUEVEG EAV TO KOWEAKLO
tpunnBel TEPLoGOTEPES
ond pio eopd.

Ka@apiopdg g
GUGKEVNG ELOTTVONG
YKOVT{GTE TO EMGTOULO
péca kot £Em pe éva
kaBapd, oteyvo mavi yopic
yvovdia, HCTE Vo
aQoPECGETE TUYOV
KATAAOUTO KOVEMG,.
Awotrpeite T cvoKeLT
glonvong oteyvi. [loté punv
TAEVETE T1] GUGKEVT
€lomvong pe vepo.

AmoppLyn TG 6VGKEVNG
glomvon|g netd T ypron
H ovokeun elonvon|g og
Kk@0e cvokevacia Tpémel
VO AmopPINTETAL POTOV
&youvv ypnoipomroindei Ora
T KOWYAKLO TNG
ocvokevociog. Potiote to
QOPLOKOTOO GOG TAG VO
amoppiyete TO PAPLLOKOL
KOl TIG GLOKEVEG EIGTVONG
mov Og ypelalovtat ma.
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7.  KATOXOX THX AAEIAX KYKAO®OPIAX
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Iphavdia

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/12/788/001-008

9. HMEPOMHNIA ITPQTHX EF'KPIZTHX/ANANEQYXHY. THX AAEIAX
Huepounvia mpog £ykpiong: 28 ZemteuPpiov 2012

Hpepopnvia televtaiog avavémong: 19 loviiov 2017

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentouepeic TANPOQOPiEg Y10 TO TAPOV POPUAKEVTIKO TPOoioV gival S1aBEGILEC GTOV S1AOIKTLOKO TOTO
1oV Evponaikod Opyovicpov @appdkev: http://www.ema.europa.eu.
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ITAPAPTHMA 11

ITAPAXKEYAXTHX YIIEYOYNOX I'TA THN AIIOAEXMEYXH
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. HAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEEMEYZXZH TQN ITAPTIAQN

‘Ovouoa ko d1e06vven Tov TOPUCKELAGTH TOL £ival LITEVLOVVOC Yo TNV OTOOEGUELCT) TOV TOPTIOWV

Novartis Farmacéutica SA

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Iomavia

Novartis Pharma GmbH
Roonstralle 25

D-90429 Nvpeufépyn
Teppovia

270 £VTUTIO QOAAO 0JNYIOV XPNOTG TOV PUPUOKEVTIKOD TPOIOVTOC TPETEL VO OVALYPAPETUL TO OVOLLOL
Kol 1 d1ev¥BvvoT Tov TAPACKELAGTH TTOV gival VTEHOLVOG Y10 TNV ATOOEGUEVGT] TNG CYETIKNG TAPTIOAS.

B. OPOI'H HEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CUVTOYT.

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®OPIAX
. Ex0<oe1g Teplodikig wapakorovdnong g acseaisiag (PSURS)

Ot anoutioetg yo tnv vroforn towv PSURS ya to gv Aoym gappokevtikd mpoidv opilovior otov
KOTaAoyo pe Tig nuepounvieg avapopas g Evoong (katdioyog EURD) mov mapotibetar otnv
Tapdypoeo 7, Tov dpbpov 107y, tng odnyiag 2001/83/EK kan kébe emakdlovdng enkoiponoinong
OTIMG OMLOCIEVETAL GTIV EVPAOTOIKT OUCTVAKT TOAT Y10l TOL POPLLOKOL.,

A.  OPOI H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX

o Yyéo10 owayeipiong Kivovvov (ZAK)

O Kdaroyoc Adeiag Kukiogpopiag (KAK) Oa die&aydyet Tig amattodpueveg dpactnploTnTes Kot
TAPEUPAGELS PUPLOKOETOYPVTVIIONG OT¢ Tapovotdlovtal 6to cupenvndéy XAK mov mapovctdletot
otV evotnta 1.8.2 g dde1og KukAoQopiog Kol OTOIEGONTOTE EMOKOAOVOES EYKEKPIUEVES
avafempnoelg tov TAK.

"Evo. emcatportompévo LAK Oa mpénet va katotede:

. Metd and aitnpa tov Evponaikov Opyoviepod Oapudkmv,

o Onotednmote TPOTOMOLEITAL TO GCUGTN O, SLOYEIPIONG KIVOHVOU, EOIKE MG ATOTEAEGLLO ANYNG
VE®V TANPOQOPIDOV TTOV UTOPOVV VOl EMLOEPOVY GNUAVTIKT GAANYT OTI GYECT] 0QELOVC-KIVOHVOL
N ®G ATOTELEG LA TNG EMITEVENG EVOG OTLOVTIKOD OPOGTLOV ((PUPLOKOETAYPVOTVION 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 [IEPIEKTHX I'lA XYXKEYAXIA MONAAQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seebri Breezhaler 44 pukpoypappdpio KOVIG yior 167Tvon|, GKANPA Koy akio
yAvkomoppovio (og Bpopiodyo yAvkomvppovio)

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

Kabe kaydio mepiéyet 50 pucpoypappdpia yrvkomvppoviov. H mocdtnTo 100 YALKOTLPppOVioL TOVL
mapéxetal givar 44 pikpoypappdpio.

3. KATAAOTI'OX EKAOXQN

[epiéyet emiong: Aoktoln KoL GTEATIKO LOYVIOIO.
BAéme @OALO 00N YLDV Y10 TEPIGGOTEPEG TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvon), 6KANpO Kayakio

6 X 1 kaydxio + 1 cuoKELT EIGTVONG

10 x 1 koyaxio + 1 GuGKELT EIGTVONG
12 X 1 koydxio + 1 cuokevn E1GTVONG
30 X 1 xawdxia + 1 cuokevn €l6TVoNg

| 5.  TPOMOX KAI OAOX(OI) XOPHTHZHE

IIpog xprion LOVO LLE TN GLOKELN EIGTVONG OV TTAPEXETAL GTN] GLGKEVLAGIAL.
Mnyv Katomrivete To KoyaKioL.

Awfdote To @OALO 0dNYIOV YpNoNG TPV amd TN YXP1oM.

Xpnon Sl elomvong

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

Na euldocoetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPpooeyyilovv Ta Taldld.

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

AHEH
H ovokevn elonvong og kdBe cuokevocia mpénet va anoppinterol apdTov £xovv ypnoiponomel 6ia
TO, KOWYAKLO TG GLOKELAGTOG.

9. EIAIKEX XYNOHKEX ®YAAZEHX

Mn gpuAdooete og Beppokpacio peyarvtepn tov 25°C.
No eUAACOETE TO KOWAKLO GTNV OPYIKT KOWEAT Y10 VAL TPOGTOTELOVTIOL OO TV VYpucic. Mnv ta
agaipeite amd TV KOWEAN mapd LOVo AUESHOS TPV TN XPTOT).

10. IAIAITEPEX TIPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATOQN ITIOY 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.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAXZ

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

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

13. APIOMOZX ITAPTIAAX

MMoptida

14. TENIKH KATATAEZEH I'lA TH AIAGEXH

DopHoKeLTIKO TPOTIOV Y10 TO OTOI0 AMOLTEITOL 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 TEPIANPOEVTO LOVAIIKO aVOyVOPIOTIKO KOJOTKO.

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

PC
SN
NN

25




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 kKOVIG yio. 167Tvon|, GKANPE Koy akio
yYAvKomuppovio (¢ Bpoptovyo yAvkomvppovio)

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

Kd&0e xaydxio mepiéyet 50 pikpoypoppdpio yAvkomvppoviov.. H mocdtnta T0u YAuKomuppoviov Tov
mapéxetar givar 44 pikpoypappdpio.

3. KATAAOTI'OX EKAOXQN

[epiéyet emiong: Aoktoln KOl GTEATIKO LOYVAGIO.
BA\éme @OALO 0dNYIOV Y10 TEPIGGOTEPES TANPOPOPIES.

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Kovig yia glomvon), okAnpo kawdkio

IToAvovkevaoio: 90 (3 cvokevaoieg v 30 X 1) kaydkio + 3 GLEKEVES EIGTVONC.
IMoAvovkevaoio: 96 (4 cvokevaocieg v 24 X 1) kaydxia + 4 GUGKELEG EIGTVOTG.
IMoAvovkevaoio: 150 (15 cvokevacieg Twv 10 X 1) koydkio + 15 6uoKeELEG EIGTVONG.
IToAvovkevaoia: 150 (25 cvokevacieg tov 6 X 1) kaydxia + 25 cLokEVES EIGTVONC.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

ITpog ypron HOVO LLE TN CLGKELN EICTVONG OV TTAPEYETOL GTN CLGKEVAGIOL.
Mnv katomivete To KOWAKLA.

Awfaote T0 PUALO 0ONYIOV XPTOTG TPV OO TN YPNOT.

Xpnon dd eleTvong

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

Na purdcoetal o€ 0éon, TV 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 ovokevn elonvong og kdBe cuokevocia mpénet va anoppinterol apdTov £xovv ypnoiponomel 6ia
TO, KOWYAKLO TG GLOKELAGTOG.

9. EIAIKEX XYNOHKEX ®YAAZEHX

Mn gpuAdoocete og Oeppokpacio peyarvtepn tov 25°C.
No eUAGCOETE TO KAWAKLO GTNV OPYIKT KOWEAT Y10 VAL TPOGTOTELOVTIOL OO TNV VYpucic. Mnv ta
agaipeite amd TV KOWEAN mapd LOVo AUESHOS TPV TN XPTOT).

10. IAIAITEPEX TIPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATOQN ITIOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAXZ

EU/1/12/788/004 IMoAvovokevacio Tov mepiéyel 3 cuokevacieg (1 kabepd
nepiéyet 30 kayakio + 1 GVGKELT E16TVOTNG).
EU/1/12/788/005 IMoAvovokevacio Tov mepiEyel 4 cuokevacies (1 kabepd
mepl€yel 24 koydxio + 1 cuoKeLT| EIGTVONG).
EU/1/12/788/008 IMoAvovokevacio Tov TepEyel 15 cvokevaoies (1 Kabeuld
nepiéyet 10 xonydxio + 1 cuokevT| EIGTVONG).
EU/1/12/788/006 IMoAvovokevacio Tov TEPIEYEL 25 cuoKevaoies (1 Kabgud

mePIEYEL 6 kayakia + 1 cuckevn el6Tvong).

13. APIOMOZX ITAPTIAAX

MMoptida

14. TENIKH KATATAEZEH I'lA TH AIAGEXH

DoppoKeLTIKO TPOTIOV Y1 TO OTOL0 ATOLTEITOL LOTPIKT] GLVTOYT.

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

Seebri Breezhaler

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

A160106T0TOC YPOUUU®TOS KddKaG (2D) mov pépel Tov TePIANPOEVTO LOVAITIKO OVOyVOPIGTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOXZ 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. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seebri Breezhaler 44 pukpoypappdpio KOVIG yior 167Tvon|, GKANPA Koy akio
yAvkomoppovio (og Bpopiodyo yAvkomvppovio)

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

Kabe kaydxio mepiéyet 50 pucpoypappdpia yrvkomvppoviov. H mosdtnTo T0L YALKOTLPppOVioL TOVL
mapéxetal givar 44 pikpoypappdpio.

3. KATAAOTI'OX EKAOXQN

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

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvon), 6KANpO Kayakio

30 X 1 kawydxio + 1 Guokevn €16TVONG. ZToLyelo piag Tolvovukevaciog. Na unv Toleital YopioTd.
24 x 1 kayakio + 1 cuckevn elomvone. Xtoyeio piag moAvevkevaciog. Na punv moAsitol yopiotd.
10 X 1 kawyaxkio + 1 cuokevn el0mTvong. ZTotyelo pog moAvcvkevaoiog. Na unv ToAeitol YoploTd.
6 X 1 koydio + 1 cuokevn €l6TVoNG. ZTotyelo pog Tolvovkevaoiog. No unv ToAgitol Yopiotd.

| 5.  TPOMOX KAI OAOX(OI) XOPHTHZHE

IIpog xprion LOVO LLE TN GLGKELN EIGTVONG OV TTAPEXETOL GTN] GLGKELAGTIAL.
Mnyv Katomrivete To KoyaKioL.

Awfdote To @OALO 0dNYIOV YpNoNG TPV amd TN YXP1oM.

Xpnon Sl elomvong

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

Na euldocoetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPpooeyyilovv Ta Taldld.

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

AHEH
H ovokevn elonvong og kdBe cuokevocia mpénet va anoppinterol apdTov £xovv ypnoiponomel 6ia
TO, KOWYAKLO TG GLOKELAGTOG.

9. EIAIKEX XYNOHKEX ®YAAZEHX

Mn gpuAdooete og Beppokpacio peyarvtepn tov 25°C.
No eUAACOETE TO KAWAKLO GTNV OPYIKT KOWEAT Y10 VAL TPOGTOTELOVTIOL OO TNV VYpucic. Mnv ta
agaipeite amd TV KOWEAN mapd LOVo AUESHOS TPV TN XPTOT).

10. IAIAITEPEX TIPO®YAAEEIX I'A THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATOQN ITIOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYPYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAXZ

EU/1/12/788/004 IMoAvovokevaoio Tov mepiEyel 3 cvokevacieg (30 Koyakio +
1 cvekevn E1IGTVONG).

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

EU/1/12/788/008 IMoAvovokevaoio Tov mepiEyel 15 cvokevacisg (10 konydxia +
1 cvekevn EIGTVONG).

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

1 cvokevn €16TVONG).

13. APIOMOZX ITAPTIAAX

MMoptida

14. TENIKH KATATAEZEH I'lA TH AIAGEXH

DoppoKeLTIKO TPOTIOV Y1 TO OTOL0 ATOLTEITOL LOTPIKT] GLVTOYT.

15. OAHTI'IEX XPHXHX
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| 16.

INAHPO®OPIEX XE BRAILLE

Seebri Breezhaler

17.

MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
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 HHEPIEKTH I'TA XYXKEYAXIA
MONAAQN KAI ENAIAMEXOY XAPTINOY IIEPIEKTH IIOAYXYXKEYAZXIAX

1. AAAA ETOIXEIA

1 Ewbyete

2 Tponnote Ko QN oTE

3 Ewonvevote Babid

‘EAeyyog  EléyEete 6T o kaydkio eivan diogto

Awpaote T0 QUALO 0INYIDV XPNOTG TPV 0T TN OPTYNOT.
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EAAXIXTEX ENAEIZEIX IOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY 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 d1d 1I6TVonG.
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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 L6TVOT], GKANPAE KO AKLO,
YAVKOTTLPPOVIO
(g Bpopovyo yAvkomvppdvio)

AP aoTE TPOGEKTIKA OLOKATPO TO QPUAAO 0ONYLOV YP1OTGS TPV OPYIGETE VA YPTCLUOTOLEITE OVTO

70 Qappoxo, H16TL TEPLAAPPAVEL oNUAVTIKEG TANPOPOPiES Y10 EGEC.

- DvraEre avtd To EOALO 0dNYIBV Yprione. Towg ypetaotel va to dufdoete Eava.

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

- H cvvtayn yio avtd 1o oappoako xopnynnke amokAeloTIKA Yio 60G. Agv TPETEL VoL SDCETE TO
@apuroko oe GAlove. Mmopel va Tovg TpokaAésel PAAPT, aKOUO Kot OTOV TO GNUELD TG
ac0Eveldg Toug eivar 010 pe ta S1Kd Gog,.

- Edv mapotnpfoete Kamoo avemBOUnTn EVEPYEL, EVILEPDGCTE TOV YIOTPO, 1] TOV (POPLOKOTOL0,
1 TOV VOGOKOUO Gag. AVTO 1oyvEL Kot Yo kdOe mbavr| avemBountn evépyela mov dgv
AVOPEPETAL GTO TTAPOV PUALO 0dNYIdV Ypriong. BAéne mapdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvon To Seebri Breezhaler kot o eivot n ypron tov

T pénet va yvopilete mpv ypnoponomoete to Seebri Breezhaler
[dg va ypnopomomoete to Seebri Breezhaler

[MBovég avemBOunteg evépyeteg

Iag va puidcoete to Seebri Breezhaler

[epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

Sk wnE

1. T givan to Seebri Breezhaler ko oo givan 1 g prion Tov

T givan 1o Seebri Breezhaler
AVT0 TO PAPLOKO TEPIEYEL TN OPUCTIKN 0LGI0 TOL ovoudleTal Bpiovyo YAVKOTLPPOVIO. AVTO
OVIKEL G 10 OLLASA POPUAK®V oL ovoudlovtal fpoyyodlacTaATIKA.

Iowa givan n ypfon tov Seebri Breezhaler

AVT0 TO PAPLOKO YPNCULOTOLEITAL Y10, VO SIEVKOADVEL TNV OVOITVOY| G€ VIAKeS acBevelg Tov
TAPOVGIALOVY AVATVELGTIKT SVGKOAMA AOY® LG VOGOU TOV TVELUOVAOV TOL OVOUACETOL XpOVIX
ATOPPUKTIKY Tvevpovoradeia (XAIT).

2 XAII ot poeg mov mepdlovy T0Vg aepUyyovs opiyyouy. Avtd TpoKaiei duoKoiio otV
avamvon. Avtd 1o edpuaxo eumodilel 1o GPIEIUO QVTOV TOV LLMV GTOVG TVEDUOVES, KAOIGTOVTOS

EVKOAOTEPT] T1 POT| TOV AEPQ. A0 KO TPOG TOVE TVEVHOVEG.

Edv ypnowonoteite owtd 10 pappoko pio popd v nuépa, Bo fondnoet va ehayiotononfovv ot
gmdpdoeig g XAIl oty kabnuepvy cag (on.
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2. Tvpémer va yvopilete nprv ypnoiponomicete To Seebri Breezhaler

Mnyv gpnowponomcete 10 Seebri Breezhaler
- o€ mePInT®On aAlepyiog 010 BPOUIOVYO YAVKOTLPPOVIO 1) GE OTOLOONTOTE GALO OO TO
OLOTATIKG OVTOV TOL PAPLAKOV (AVAPEPOVTOAL GTNV TaPaypao 6).

Ipogdomomosic kKo TPpoPLAGEES

AmevBuvbeite otov yratpd cog Tpv ypnoioromoste to Seebri Breezhaler, eqv kémoto amd ta
TOPOKATO 1GYVEL Y10, €GOG:

- AVTILETOTILETE TPOPANUATA LLE TOVS VEQPOVG GG,

- €xete éva TPOPAN O pE Ta LATIO GO TOV OVOUALETAL YAODK®UO KAEIGTHG YOVIOGS.

- avtipetonilete SuGKOALD GTNV 0VPNON.

Katd ™) Ogpomeio pe to Seebri Breezhaler, dwaxdyte ) ypNion ToL QOPUAKOV Kol EVIUEPDOTE

OPECHG TO Y1 TP COG:

- €dv mapovoidoete aictnpa cucEyEng oto Bmpaxa, Pyo, cLPYRO 1 AOYAVINCLO AUEGMG LETA
) ypnon tov Seebri Breezhaler (onpeia Bpoyydonacuov).

- €4V TaPOLVGIACETE SUGKOAIEG BTNV AVOTTVOT 1 TNV KATATOGT, TPHEWO TG YADCGTAS, TMV XEADY
1M TOL TPOGMTOV, dEPUATIKO eEAVON L, Payohpa 1 PAVKTALVES (onpeio GAAEPYIKNG OVTIOpOOT|G).

- €dv aroBovOeite TOVO oTO PATIO 1) SLGPOPIN, ELPAVIGETE TOPOSIKT BauTr OpaCT), POTEWVOL 7
EYYPOLOL SOUKTOAIOL 1] EYYPOUES EIKOVEG GE GLVOVOCHO UE KOKKIVO LATIOL AVTEO EVOEXETOAL VOL
elvan onpeia o&elag TposPoing amd YAAK®UA KAEIGTHS YOVIiOG.

To Seebri Breezhaler ypnoyonoteitoan mg Oepaneio cuvinpnong yia t XAIL Mn ypnoonoteite avtd
TO (PAPLLOKO Y10 TNV AVTIUETONION piag Eapvikng Kpiomng dHomvolag 1 cuptypoD.

o ko £éenpor
Mn divete 10 QApPHOKO aVTO GE TodLd 1) €PNPovg NAtkiog Katw Tov 18 eTmv.

Alha @appoxo ko Seebri Breezhaler

Evnuepmote tov yiatpd 1| 1oV popuaKonold cag edv maipvete, £xete TpOGPUTA TAPEL 1] UITOPEL VOl
ndpete dAla edppoka. Avtd mepthapfavel pappoxe mapopola Tov Seebri Breezhaler mov
YPTOLLOTOLOVVTOL Y10 TNV TVELUOVOTAOELL GOG, OGS TO WTPATPOTLO, TO OELTPOTLO 1 TO TIOTPOTLO (TaL
AEYOUEVO, AVTLYOMVEPYIKE).

Agv éyovv avapephei cuykekpléveg ovembounTeg evépyeteg katd t yprion tov Seebri Breezhaler
pali pe ddho eapuoka wov ypnoiporotovvtol yio tn Oepaneio g XAIl 6nwg avakoveioTika
glomvedpeva (T.y. caAifovtaporn), pebvio&aviiveg (w.y. 0gopLALiv) Ko/ 0md TOV GTOUNTOC Kot
€10TVEOEVA OTEPOELON (T.Y. TPESVILOAOVN).

Kinon, Oniaopdég kor yovipotnra
Edv giote éyxvog 1 Onhalete, vopilete 0T1 pmopei va giote £ykvog 1) oYeSALETE VO ATOKTOETE T,
{ntnote T GUUPOLAN TOL YITPOV T} TOL POPLOKOTOLOD GG TPV TAPETE AVTO TO PAPLOKO.

Agv datiBevtor 0edoUEVa GYETIKA UE TN YPNOT AVTOD TOL PAPLAKOV GE £YKLEG YuVaiKeg Kol Ogv eivat
YVOGTO €4V 1) OPUCTIKY OLGIO AVTOL TOV PAPUAKOV SEPYETAL GTO UNTPIKO YOO

Oonynon ko EPLGROS PNy avnRdTOV
Ag Bempeitor TBavO avTo TO PAPLOKO VO, EXNPEGCEL TNV IKAVOTNTA GOG Vo, 0dnyeite kKot va xelpileote

HNYOVEG.
To Seebri Breezhaler mepiéysr haxtoln

Av10 10 PappaKo TEPEYEL AKTOLN. AV 0 Y1IUTPOG GOG, GUG EVIEPMOOE OTL £YETE duaavesia o
OPIGUEVH CAKYOPO, ETKOWVMVIGTE LLE TOV YIOTPO GO TPV TAPETE ALTO TO PAPLLOKO.
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3. Iog va ypnowpomromocete To Seebri Breezhaler

[Tévtote va ypNGIUOTOLEITE TO PAPLOKO OVTO AVGTNPA COLPOVA LE TIC 0OTYIEG TOVL YILTPOV 1) TOV
QopuroKomolod coc. Eav éxete appifolieg, poThote TOV Y1ATPO 1 TOV POPLOKOTOLO GOG.

II6c0 Seebri Breezhaler va ypnowonomoere

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

Xperaleote LOVO va EIGTVEVGETE Pia GOPA TNV MNUEPA JLOTL 1] ENIOPACT] AVTOV TOVL PAPHAKOL dtapKel
v 24 dpeg.

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

Hiuaopévor
Mmropeite vo yp1OILOTOIEITE VTO TO PAPUOKO OV €I0TE NAIKING 75 £TMV Kot Ave TV 1010 00T [UE
TOVG GALOVG EVAMIKEG,

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

Mmopeite va E16TVEDGETE AVTO TO PAPUAKO OTTOIONTOTE GTIYUN TPV 1] LETA TO PAYNTO 1| TO TOTO.

g va ypnoyponomoste 10 Seebri Breezhaler

- e ouTn TN cuckevooia, Oa Ppeite pio CLOKELT EIGTVONG Kal KOWAKL (€ KOYELEC) TTOL
TEPLEYOLV TO PAPLOKO MG KOV Y10, ELGTVOY|. XPNGLLOTOLEITE TO KOWAKLN LOVO LLE TI GUCKELT
€10TIVOT|G OV TTEPLEYETAL GE AVTN TN CLOKEVAGIN (GVoKeLN elomvong Seebri Breezhaler). Ta
Kayakie Bo TPETEL Vo TAPOPEVOLV OTIG KOWELEG LEYPL VO PELGTEL VAL TOL YPTCLULOTOU|CETE.

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

- Orov Eekvioete vEX GLGKEVAGIN, XPNOLLOTOOTE TN VEN GLOKELN elomvoNg Seebri Breezhaler
OV TTAPEYETOL GTN GLGKEVOAGIAL.

- Amoppiyete TNV GuokeLN €16TVONG KGO GuGKELOGTNG APATOV OXOL TO KOWAKLO TNG
GLOKELACIOG EYOVV XPNOLUOTOOEL.

- Mnv koatomivete T KOyWAKLa.

- [apakariovue dafdote Tig 0dNYieg 6TO TEAOG ALTOL TOV POAAOV 0NYIDV XPTOTG Yid
TEPIOCOTEPEG TANPOPOPIES GYETIKA LE TOV TPOTO YPNONE TG GVGKELNC EIGTVOTG.

Eav ypnowpononjoete peyarvtepn 66on Seebri Breezhaler andé tnv kavoviki

Edv éyete elomvevoel mapa ToAD amd ovTd TO QAPOKO 1 EAV YPTCULOTOGEL KATOL0G AALOG KOTA
AGBo¢ T Kayakio cog, Oo TPETEL VO EVIUEPDGTE AUECHS TO YITPO GaG 1 Vo, petapeite oty
TANGIESTEPT HOVAdX ETEIYOVTOV TTEPIoTATIK®V. AgiEte TN cvokevacio tov Seebri Breezhaler. Mmopet
va oot Oet wTpiky Topakolovdnon.

Eav Egyaoete va ypnowpomomcste To Seebri Breezhaler
Edv Eeydoete va elomvedoete pia SO0, EIGTVENGTE TNV TO GLVTOUATEPO duvaTd. 26TOGO, UNV TAPETE
dv0 docelg TV 1010 Nuépa. Xt cuvExELa, AaPete TNV exdevn 066n ©¢ cuvnbmG.

IIéo0o karp6 va ovveyicete T Ogpaneia pe Seebri Breezhaler

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

- H XAIT givan paxpoypovia vocog kot Bo Tpémel va ypnoonoleite avtd 10 Qappoko kabe pépa
Kot Oy Lovo Oty TapovotdleTe avamvenoTikd TpofAnpata 1 aAia copmtouata g XAIL

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

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

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LIE TN YPNOT AVTOL TOV QUPIAKOV, POTHGTE TOV Y1ATPO,
TOV QUPLOKOTOLO 1| TOV VOGOKOLO GO

37



4, IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eApUOKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0gv Topovclalovtal 6€ OAOLG TOVG AVOPMOTOVG,.

Opropéveg avemOounteg evépyeireg mBavo va eivar cofapés, arlhd ogv givar coyvég
(evdéyetau va emnpeaoovy uéxpt 1 otovg 100 aobeveig)

o AkavovioTog Kapdtakog puouog

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

o E&avOnpa, poayovpa, @AOKTOIVEG, SUGKOAN GTNV AVOTVOT TNV KOTATOGT, (AN (mbavd onueia
aAAEPYIKNG avTIOpOGTC)

. IIpn&wo Kupimg TG YADGOHS, TV XEWMDY, TOV TPOSOTOV 1 TOL Adpuyya (Tbavd onpeia
QYYEL001ONUOATOG)

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

Opwopéveg avemBopnteg evépyereg mBavo va gival cofapéc, arrid n cvYvVOTNTO TOVS EivOL Un
Voot

(n ovyvotnta dev umopet vo. ektiunbel ue faon to drabéoiuo dedouéva,)

o AvckoAio KoTd TNV avomvon pe cuptyrod 1 Priya (onueio Tapddo&ov Ppoyxdcmaciov)

Opopéveg avemBopnteg evépyereg eivar ovyveg

(evoéyetan va exnpecoovy uéypt 1 orovg 10 aobeveic)

. Enpoctopio

Avckolio 6Tov VO

Kotoappon | pmodkmpo 6t wotr, OTEPVICUA, TOVOAULLOC
Aldppoto 1 TOVOG GTO GTOUAYL

MUvooKeAETIKOG TOVOC

Opopéveg avemBounteg evépyeieg ival Oyl ovyvég
(evdéyetau va ernpedoovy uéypt 1 orovg 100 aobeveis)
. AvcxoAia, kot TOVoC Katd Ty obpnon
Er®ovvn ko cuyvi ovpnon

AlcOnuo Toipov

E&avOnpua

Movdacua

Bnyog pe ntoeha

Tepnodva TV doviimy

AioOnuo mtigong 1 TGvoLv 610 LAYOLA KO TO UETMOTO
Awoppayio ot P

ITovog ota yépta 1 T

ITovog otovg puoeg, to. 0oTa 1 TIg ApOpdoelg Tov Bdpaia
Avc@opia Tov GTOUAYOV UETH Ao TO YEOLOTOL
Epebiopog tov Aopon

Koénwon

Advvapio

Kvnouog

Metafoin e eovig (Ppoyvaoda)

Novtia

"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 evepysL@dV

Ed&v mapotnpricete Kamowo avemBOunTn evépyela, EVIUEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO GO,
Av10 1oyt Kot Yo kéOe mhavr avemBountn evépyela TOL OEV AVOPEPETAL GTO TOPAV PUALO 0ONYIDV
ypnone. Mropeite emiong va avapépete avemBounteg evépyeleg anevbeiag, Lécw Tov Bvikod
GULGTHLOTOG OVOPOPAS TTOL avarypapeTol oto Tlapdptnua V. Méoom g avapopds avemBountov
gvepyeldv pmopeite va fondfoete ot GLALOYN TEPIGTOTEPOV TANPOPOPLDOV GYETIKA LLE TNV ACPAAELN
TOV TTOPOVTOS POPUAKOV.

5. o va puidooete To Seebri Breezhaler
To @bppoxo ovtd Tpémel va PLAACCETAL GE PLEPT] TOV gV TO PAETOVY Kol OgV TO POAVOLY TOL TOUdLA.

Na pun xpnoiponoteite avtd 10 GAPUOKO UETE TNV NUEpoUnvio ANENG OV aVOPEPETOL GTO KOVTL Ko
otV KOWEAN petd v «AHEH»/ «EXP». H nuepounvia Aqéng etvar 1) tedevtaio nuépa Tov Piva Tov
avoQépeTal eKel.

Mn gpuAdoocete og Beppokpacio peyordtepn tov 25°C.

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

H cvokevn| elomvong g Kabe cuoKevAGio TPETEL VO ATOPPITTETAL OLPATOL £XOVV YpNnooToindel A
TO, KOWYAKLO TG GUOKELAGTOG.

Na pn ypnoiponoteite autd 10 PAPUAKO GV TAPATNPNCETE OTL 1) GLOKELAGIA £yl VTOoTEL PBOPE M
oépel evoei&elg aAloimong.

Mnv metdite @ApUAKA GTO VEPD TNG ATOYETELONG 1| GTA OlKLaK(A amoppipata. Potote tov
QOPUOKOTOLO GOG Y10 TO TMG VO TETAEETE TO, PAPLOKO TTOL OEV XPTCIULOTOIELTE Tl AVTA T, LETPa. Oa
BonBncovv oty Tpoctacia Tov TEPPAAAOVTOC.

6. Iegpreydpeva TS 6LOKELAGTOG KO AOLTTEG TANPOPOPIEg

T negpréyer o Seebri Breezhaler

- H dpactikn ovcia givar 1o fpoptovyo yAvkomoppdvio. Kabe kaydkio mepiéyet
63 pwkpoypappdpto Bpoptovyov yAvkomvppoviov (1codvvapo pe 50 pikpoypappdapia
yYAvkomvppoviov). H mapeydpevn d6on (n 6601 mov anerevbepmvetal 0md T0 EMOTOUIO TNG
GLOKELNG E10TVONG) Elvar 1oodvvaun pe 44 kpoypoppdpla YADKOTuppoviov.

- Ta, GAA0 GLGTATIKA TNG EIGTIVEOUEVNC KOVEMC Elval 1 Lovoidpikn Aaxtdln Kol TO GTEATIKO

Hoyviol0.

Epoavien tov Seebri Breezhaler kon wepieyopeva e cvokevociog

Ta  Seebri Breezhaler 44 pxpoypoppdpio KOVIC Yo 167TVOT, GKANPE Koydkia givon dtopovi kot
TOPTOKOM Kot TEPLEYOLV Agvkn kOVL. 'Exouv tumopévo tov kwdikd tpoidviog «GPL50» og pavpo
YPOUO TAVO amd pio powpn papoo kot Eva ETAPKO AOYOTLTO (th) TUTOUEVO GE POVPO YPDUO KATWO
Ao TN powpn papoo.

Ka6e cvokevacio mepiéyet o, GLOKELT TOL OVOUALETOL CLGKEVT| EIGTTVONG, Holl e KoydKio o€
Koyélec. Kabe koyéin mepiéyet 6 1 10 oxdnpd konydxio.

Awtifevton ta €N peyédn cvokevaciog:
Yvokevaocieg mov mepEyovv 6 X 1, 10 x 1, 12 x 1 1 30 X 1 okAnpd kawdKia, e [0l GUGKEDT| EIGTVONG.

TMoAvovokevaoieg mov mepiéyovv 90 (3 svokevacieg v 30 X 1) ordnpd Koyakio Kot 3 GVoKEVEG
E10TVONG.
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IToAvovokevaoieg mov tepiéyovy 96 (4 cvokevacics Tov 24 X 1) orhnpd Koyakio Kot 4 cVoKEVES

E10TVOT|G.

IMolvovokevaoieg mov mepiEyovv 150 (15 cvokevacisg Tov 10 X 1) oxAnpd koydxia kot 15 cvokevég

E10TVONG,.

IMoAvovokevacieg mov epiéyovy 150 (25 cvokevaocieg tov 6 X 1) okAnpd kaydkio Kot 25 GUOKELEG

€10TVOT|G.

Mmropei va pnv dratiBeviat OAEg 01 GLGKEVOAGIEG GTN YDPA GAG.

Karoyog Adgrag Kvkhogopiag
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road

Dublin 4

Iphavdia

Iopockevaotiig
Novartis Farmacéutica SA

Gran Via de les Corts Catalanes, 764

08013 Barcelona
Iomovia

Novartis Pharma GmbH
Roonstralle 25

D-90429 Nvpepupépyn
Teppavia

"o omoladnmote TANPOPOPIo. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAAEIGTE VU
angvBouvbeite otov TomKO avTpdcwTo Tov Katdyov tng Adsiog Kuihopopiog:

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

Buarapus

Novartis Bulgaria EOODTen.: +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
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5269 16 50

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

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

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

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

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



E)Mada Osterreich

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

TnA: +30 210281 17 12 Tel: +43 1 86 6570

Espafia Polska

Novartis Farmacéutica, S.A. Novartis Poland Sp. z 0.0.

Tel: +34 93 306 42 00 Tel.: +48 22 375 4888

France Portugal

Novartis Pharma S.A.S. Novartis Farma - Produtos Farmacéuticos, S.A.
Tél: +33 1 55 47 66 00 Tel: +351 21 000 8600

Hrvatska Romania

Novartis Hrvatska d.o.o. Novartis Pharma Services Romania SRL
Tel. +385 1 6274 220 Tel: +40 21 31299 01

Ireland Slovenija

Novartis Ireland Limited Novartis Pharma Services Inc.

Tel: +353 1 260 12 55 Tel: +386 1 300 75 50

island Slovenska republika

Vistor hf. Novartis Slovakia s.r.o.

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

Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: +390296 54 1 Puh/Tel: +358 (0)10 6133 200
Kvbzpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

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

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

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

To wapdv @UAAO 00N IOV Yp1ioNS avade®piOnKe Lo TEAELTOIN POPE GTIS

Addeg TNYEG TANPOPOPLAOV
Agntopepn TANPOPOPLOKE GTOLYEIN Y10 TO TPOTOV 0LTO Elvar SLoBECIUA GTOV SIKTLOKO TOTO TOV
Evponaikod Opyoavicpod ®apudkmv: http://www.ema.europa.eu
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Odnyieg ypfions ™S cvokevi|s ewetvong Seebri Breezhaler

Awfdote tig mApelg Odnyieg Xpiong mpv va. ypnoiponocete to Seebri Breezhaler.

Ewayete

4

Bnpa la:
AQuipéoTe TO TONO.

Bnpa 1B:
Avoifte T cvokevi
EL6TTVONG

Tpumiote Kot
apioTe

Brpa 20

Tpuvmote To KOWYAKLO
pia gopa

Kpatiote ™ cvokevn
glomvong o€ 6pbo Bom.
Tpumnote o Koydkio
méCovtag otabepd Ta
500 TAEVPIKA TANKTPOL
oLYYPOVOC.

Ba TpémEL VoL OKOVGETE
évag 00pvPo kabmg
S10TPLTTATOL TO KOWYAKIO.
Tpumnote to Kowydkio
uovo pio @opé.

Ay

\

Brjuo 2B:
AQNoTE TO TAELPIKE
TAMKTPO.
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Ewontvevote Babua

Bnua 3a:
Exnvevote eviehdg
Mn gvonéete oto

EMOTOO.

Brjua 3p:

Ewontvevote To @appoko
pBada

Kpatmote T cvokevn
glomvong, Onmg gaivetot
oTNV EIKOVO.
Tonobetote TO
EMOTOUO GTO GTOUN GOG
Kot KAeloTe oQUYTa TOL
Y€ cog yopw tov.
Mnyv mélete Ta TAELPIKG
TANKTPO.

EAéyEre 6TL TO
Koyako givar aoglo

EAéyEete 60TL TO KOWYAKLO
givon aog1o

Avoi&te ) cvokev)
€loTVONG Yo va. Ogite edv
€xel amopeivel ToyOV KOVIG
GTO KOWAK10.

Edv éyel amopeivel kovig
GTO KOWYOK10:
o  Keiote 11 cvokevn

ELOTTVONG.
o Emavardfete ta
prpata 3a émg 3y.
Kévig mov Adsero
omopével




L

Brjua ly:

AQa1pécTe TO KOWYAKLO:
Aopapéote pio and Tig
KOWEAES OO TV KApTOL
KOYEADV.

AmokoAoTE TNV
TPOCTATEVTIKT ETEVOVOT)
KOl 0POPECTE TO

Koy aK1o.

Mn onpdyyvete to
KOWAKIO HEG® TOL POALOV

aAovpwiov. Mnv
KOTOTIVETE TO KOWAKLO.
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Ewonvevaote ypriyopa kot
660 Pobid propeite.
Kobdg sionvéete Oa
akovte éva 06pvfo
otpofiiicpod. Mropei
va arcBavbeite ™ yevon
TOV PUPUAKOL KABMG
EIOMVEETE.

Brua 3y:

Kpatmiote tnv avamvor]
Kpatfote v avamvon|
oag Yo 5 devteporental.

A@ulpécTe TO (0£10
KOWaKio
Tomobetote t0 Gdg10
KOWYAKIO GTO OTKL0KGL
amoppippaTo.
Keiote ) cvokevn
€LOTTVONG KOl
EMOVOTOTOOETNOTE TO
O




Bnua 19:

Ewcayere 10 KOWaKio:
Mnv tomobeteite TOTE Eva
Kayakio omevdeiog 6to
EMGTOUIO.

Brpa 1e:
Kiegiote T ovokevi]
EL6TTVONG
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Inpavrikég IIinpogopisg
o Ta kaydxio Seebri

Breezhaler npénet
TAVTOTE VO PLUAACGOVTOL
GTNV KUWEAN Kot va
aQAlpovVTOL LOVO
OpESOS TPV amd TN
xpNon.

Mnv onpayvete 10
KOWYAKI0 HEG® TOV
@OALOL aAOLLVIOD YL
V0L TO OPOPECETE OO
TNV KOWYEAD.

Mnyv katanivete 10

KOy aK1o.

Mn ypnoonoteite
Koyaxio Seebri
Breezhaler pe
0OTOLOONTOTE GAAN
GUGOKELN EIGTVOTG.

Mn ypnoonoteite ™
GUGKELN EIGTVON|G
Seebri Breezhaler yuo va.
TAPETE OTOL0ONTOTE
Ao @appako og

KOy aK1o.

Mnv tonobeteite moté
éva Koy axto omevbeiog
670 OTOLA GOG 1] OTO
EMIGTOLO TNG GUOKELNG
E10TTVOTG.

Mnyv miélete o TAELPIKA
TANKTPO, Y10,
MEPLOGOTEPES OO pial
Popa.

Mnv @uvonéete Gto
EMOTOLO.

Mnyv mélete Ta TheLpKd
TAMKTPO KAOADG
€LOTVEETE OO TO
EMOTOLO.

Mnv yepileote Ta
KOWAKLO e VYPE YEPLL.
TToté punv mAévete
GLOKELY| ELOTVONG LE
vepo.




H ovokevooio oag Seebri Breezhaler Inhaler

TEPLEYEL:

e Mia cvokevn elonvoric Seebri Breezhaler

e Mia N meprocdTepes KLYEAES, Omov 1 Kobepia
nepiéyel gite 6 gite 10 koydxia Seebri Breezhaler
TPOG YPNOT| OTY] GUCKELN EIGTVOTG

TAMAKTPO.

Béon Koyéhegg

Baon cvokeviig
fvon|g

Tvuokevi} Kapta koyerodv

£16TVONG

Xuvi0g1c Epotmioceig

INati n ovokevn
E10TTVoNg Oev £Kave
Kamowo 06pvpo katd v
g1omvon;

To koydkio evdéyetar vo
€xel koA oeL oo BdAapL0
Tov kayokiov. Edv copfel
aVTO YOAOPDOTE
TPOGEKTIKA TO KO KO
YTLUTOVTAG amaAd T Bdon
NG GUGKEVTG ELCTVONG.
Eionvedote mdit to
OAPLLOKO
enavaAappavovrag ta
Prpata 3a émg 3y.

T va KGve gav éyer
ATONEIVEL KOVIS OTO
KoyaKio;

Agv €yete MaPet apretd
oo TO QAPHLOKO GOG.
Keiote ) cvokevn
€10MVONG Kot ETavoAdPeTe
ta frjpota 3o fog 3y.

"Exo piée peta v
ELOTIVON] — €€ oNUOCia
avTo;

Avto pmopei vo coufei.
E@doov to kawydkio givan
adeto €yete MaPet apkeTd

PapLOKo.

Aw60avOnka mkpa
TEPGY L0 TAVO OTY)
YAOGGA pov — £El
oNuocia avTo;

Avtd pnopet va copPet.
Agv givar emPrapés. Ot
mhavOTNTEG OPLUUATIOHOD
TOV Koyokiov Ba gival
OVENUEVEG EAV TO KOWEAKLO
tpunnBel TEPLoGOTEPES
ond pio eopd.

Ka@apiopdg g
GUGKEVNG ELOTTVONG
YKOVT{GTE TO EMGTOULO
péca kot £Em pe éva
kaBapd, oteyvo mavi yopic
yvovdia, HCTE Vo
aQoPECGETE TUYOV
KATAAOUTO KOVEMG,.
Aworrpeite T cvoKeLT
glonvong oteyvi. [loté punv
TAEVETE T1] GUGKEVT
€lomvong pe vepo.

AmoppLyn TG 6VGKEVNG
glomvon|g netd T ypron
H ovokeun elonvon|g og
Kk@0e cvokevacia Tpémel
VO AmopPINTETAL POTOV
&youvv ypnoipomroindei Ora
T KOWYAKLO TNG
ocvokevociog. Potiote to
QOPLOKOTOO GOG TAG VO
amoppiyete TO PAPLLOKOL
KOl TIG GLOKEVEG EIGTVONG
mov Og ypelalovtat ma.
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