IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Oslif Breezhaler 150 pukpoypoppdpia, K6VIG Yo £16TVOT, GKANPE Koy aKio,

Oslif Breezhaler 300 pukpoypoppdpio, K6VIG Yo £16TVOT, GKANPE Koy aKio,

2. IMOIOTIKH KAI ITIOXOTIKH YYNOGEXH

Oslif Breezhaler 150 pukpoypappépro, K6VIg yio €16Tvon, oKANPE Koydakio

Kabe xaydxio mepiéyel unieivikn wdakatepoin isodvvaun pe 150 pikpoypoppdpio vdokatepOANG.

H mapeyopevn d6om mov e€épyetar omd 10 EMOTOMO TG GLoKELNG elomvong Oslif Breezhalersivan
UNAEIVIKT vOaKaTEPOAT 16030V pe 120 Kpoypopaplo tvOoKaTEPOANS.

"Exdoyo pe yvoot dpdon

Kabe kaydiio mepiéyet 24,8 mg Aaktdlng (og povoidpikn).
Oslif Breezhaler 300 pukpoypoppdpio, KOVIG Yo £16TVOT, GKANPE Koy akio,
Kabe kaydxio mepiéyet unieivikn wdakatepoin icodvvaun pe 300 pikpoypoppdpla vdokatepOANG.

H mopeyopevn d6om mov e&€pyetal amod To EMGTOU0 TG Gvokevng glomvon|g Oslif Breezhalergivan
UNAEvikn wdakatepOAn 16oduvaun pe 240 (KpoypapULaplo tvOaKaTEPOANS.

"Exdoyo pe yvoortn dpdon

Kabe xaydxio mepiéyet 24,6 mg Aaktdlng (og povoidpikn).

INa Tov mpn katdhoyo Tev exdoywv, BA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H

Koévig yia eiomvon], okAnpod Koyakio

Oslif Breezhaler 150 pukpoypoppdpio, K6VIG ylo £16TVon, GKANPE Koy akio

Awopav (Gypopa) KoyaKLo Tov TEPEXOVV ALK KOVL, Le Tomwpévo to “IDL 1507 pe padpo ypdpa
Thvo amd pio povpn papoo Kot To A0YOTUTO TNG ETALPELNG TUTMUEVO LE LODPO XPDUC KAT® omd TN
povpn papoo.

Oslif Breezhaler 300 pukpoypoppdpio, K6VIG Yol £16TVOT, GKANPE Koy akio

Aropavn (Gypopo) KoyaKio Tov TePEYouy AEVkn Kovi, pe tomopévo 1o “IDL 300 pe pmie ypopo
v amd pio phe paPoo Kot T0 AOYOTUTO TG ETALPEING TUTOUEVO UE UTAE YPOUN KAT® OO TN UITAE
papoo.

4. KAINIKEX TIAHPO®OPIEXZ

4.1 OgpamevTiKEg EVOEiLeLg

To Oslif Breezhaler evdeikvutan yio Bpoyyodtactaltikn Oepomeion cuvinpnong g andepacng Tmv
AEPAYOYDOV G€ EVNAiKoVG acBeveic e xpovia amoPpakTik Tvevpovoradeia (XAIT).



4.2  Aocoloyio Kol TpOmTOC yopynons

Aocoloyia

H ocvvietdpevn doon elval ) el6mvor] Tov Ttepieyopnévou evog Kayoakiov tov 150 ukpoypappopiov
dmoé nuepnoing, pe ypnon s cvckevng ewonvong Oslif Breezhaler. H d6om 6a mpémet va avédveton
UOVO KATOTLY 10TPIKAG CLUPOVANG.

"Eyet amoderyBel 611 1 g10mvon tov mepieyopévou evog kayakiov Tmv 300 pwikpoypoppapiov dmod
nuepnoimg, pe xpnon g cvokevng etonvong Oslif Breezhaler mapéyel npocbeto KAvikod dpeloc oe
oyéon Le To Aoydviacpa, Wiaitepa yuo acbeveic pe cofapn XAIL H péyiotn d6om givan

300 wkpoypoppdpra drag nuepnoiog.

To Oslif Breezhaler 0a mpémet va yopnyeitat v id1o dpo. Tng NuUéEPag KAOE pépa.

Edv maporeipbei pio 56om, n endpevn do6on Ba npémel va Aappdavetar otn cuvindn dpo v eTOUEVT
nuépa.

E1dixol wnboouoi

Hlciouévor

H péyiom ovykévipmon 610 TAAGUE KOl 1] GUVOAIKT] GLGTNIATIKY kBeon avédvovtal pe Ty nAikia,
OAAG OEV QTOLTELTAL OVOTTPOGOPLOYY] TG 000N S 08 NAMKIOUEVOLG 0.60gvelS (65 €TV Kal AVE).

Hratikn dvolertovpyio

Agv amaiteiton tpomonoinomn g 600G Yo acBeveig pe Mo Kot LETPLA NITATKN SuGAgLtovpyio. Agv
vrapyovv dbéoipa dedopéva yio v xpnon tov Oslif Breezhaler og acBevelg pe coPfapn nrotikn
dvoAettovpyia.

Neppixn dvoleitovpyio,
Agv amaiteitol tpomonoinomn g 000m¢ Yo aoOeveig e veppikr ducAiettovpyia.

Houdrazpixog winBvouog
Agv vmépyet oxetikt| ypnon Tov Oslif Breezhaler otov maidiorpicod tinbuopd (kdtw tov 18 etdv).

Tpomog yopnynong

Moévo yia yprion ue ewemvon. Ta koydkio Oslif Breezhaler dev mpénet va katomivovTat.

Ta Koy aKio TPETEL VO, APOLPOVVTOL OO TNV KUWEAT LOVO AUECMG TPV T ¥PNOM.

Ta xayaxia Oslif Breezhalernpénet vo yopnyodvtor uoévo pe ypnomn g cvokevng stomvong Oslif
Breezhaler (BA. mapdypago 6.6). ®a mpénet va ypnoiponoleital 1 cvokevn elonvong Oslif Breezhaler
OV TTOPEYETAL LE KAOE VEQ GLVTOYT.

Ot acBeveic Ba Tpémetl va KaBodnyovuvTal yio TNV 6oTH YOp1yNnomn Tov gapudikov. Acbeveic ol omoiot

dev mopovctalovy Bertioon oy avarvon Ba mpénet va eptnBodv 4V Katamivouy To PappaKo avti
V0L TO ELGTVEOLV.

I'a 0dnyieg GYETIKA pE TV YPTON TOL PUPLUKEVTIKOD TPOTOVTOG TPV 0td TN Yoprynomn, PA.
Toapaypapo 6.6.

4.3 Avtevosigelg

YrepevoioOnoio 6tn dpacTiKn ovsia 1] 6€ KATO10 and To £KO0Y0 TOV AVOPEPOVTOL GTNV
Topaypopo 6.1.



4.4 E101kég TPOEIOOTOUGELS KUl TPOPVAGEELS KUTE TN (pion

AcbBua

To Oslif Breezhaler givon évag paxpdg dpéong B2- adpevepytkds aymvicTis, 0 omoiog evdeikvoutol yia
v XAII pévo ko dev Ba mpémet va ypnoipomoteitar 6To AcOua A0ym TG amovciag LakpoypoOvimv
dedopévav yio v €kfoocmn oto dobua.

Ot paxpdg opdong P2-adpevepykol ayoviotéc mbavov va avéncovy tov kivouvo cofapdv
AVETIOOUNTOV EVEPYEIDV GYETIKMV UE TO Ao, TEPIAapBovoUEVOV TOV BaVATOV GYETIKMOV UE TO

GoBua, 6tav yopnyodvot Yio To dodua.

Yrepevarchnoio

Apeoeg avtidopaocelg vepevaicnciog £xovv avaeepbel petd v yoprynon tov Oslif Breezhaler. Edv
eueavicfodv onpeia IOV Vo VITOONADVOLVY AALEPYIKES AVTIOPACELS (GLYKEKPIUEVE OVGKOMES GTNV

AVOTVON Ko TNV KATATooT, S10YKOUEVN YADGGA, YEIAN Kol TpOc®TO, KVidwor, deppotikd eEAvOnua)
Ba mpémetl va dtokomtetan apéomg to Oslif Breezhaler kot va vrokaBiotaton pe evolioktikn Oepamneio.

IMapddo&oc BpoyyOoTOGLOG

Onwg pe dAn Bepancio gtomvong, n yoprynon Oslif Breezhaler propet va odnynoet og mapddo&o
Bpoyyoomacuo mov gvdéyetat va, givor amelAnTikog Yo tn (on. Edv mapovciootel mopdado&og
Bpoyyoomacuog, O Tpénel va drakomteton apécmg to Oslif Breezhaler kot va vrokabictatol pe
evaAloktikn Beponeio.

Emdeivoon vocov

To Oslif Breezhaler dev evdeikvuton yio ™) Oepaneia o&ewv eneicodimv Ppoyydonaciov, dni. g
Oepaneia dtdlowong. e nepintwon endeivmong g XAIl katd tn Oepaneio pe Oslif Breezhaler, Oa
npénel va, Tpaypatorotndet ex véov a&loAdynor tov achevoic Kot Tov BEpamEVTIKOD GYNUATOS Yo TN
XAIL Abdénon g nuepnotag d6ong tov Oslif Breezhaler mépav e péyiomg d6ong twv

300 pkpoypappapiov dev lvar KatdAnin.

2VOTNUOTIKEC EMOPAGELC

IMopd to 611 dgv Tapatnpeital GVVNOOC KAVIKA OYETIKT EXIOPOOT GTO KOPILUYYEINKO GUGTNIO LETH
amo yopnynon Oslif Breezhaler 6Tig cuviotdpeveg dOGEIC, OTMC PE AAAOVG Pa-adpeveEPYIKODS
AYOVIGTEG, 1 WOOKATEPOAT B0l TPETEL VAL YPI|CLLOTTOLEITOL e TPOGOYT G aGOEVEIG e KapdlooyyEloKeES
dwtapayéc (otepaviaio vOcog, 0&d Euepayio Tov pvokapdiov, Kapdiakés appubuisc, vaéptaon), oe
acOeveic pe datapayég omacumv 1 Bupeotoéikmon kat o€ acbeveic Tov mapovoidlovv acvvidiom
AVTOTOKPIOT| GE B2-0d0peEVEPYIKOVS OYOVICTEG.

Kapdayysiokéc emdpdoelc

Onwg dAlot f2-0dpevepykol aymVIGTEG, 1 VOAKOTEPOAN UTOPEL VO TOPAYEL KAIVIKH OTLOVTIKY
Kapdlayyelokn enidpacn oe oplopévoug acbeveic, dnmc petpdtat pe avENGELS TOL GEVYLOV, TNG

AP TNPLOKNG TEOTC )/ KOl CUUTTOUAT®V. 1€ TEPITTMGN TOL TAPOVOIAGTOVV TETOLEC EMOPACELS,
evdéyetan va gival amapaitnn 1 Sakonn g Beponeiag. EmnpocsOétmg, £yl avapepbet 6TL ot B-
adpEVEPYIKOL aymVvioTég mapdyovy niektpokapdioypapikéc (HKT) aiiayéc, 6mwe emumedonoinon tov
endpuatoc T, mapdraon tov daotipatoc QT kot katastoAn Tov Turatog ST, mapd to 0Tt 1 KAVIK)
ONUOGI0 OVTOV TOV TOPATPNOE®V Eival Ayveotn. Emopévmg, ot pakpdc dpdong P2-adpevepytkol
ayoviotég (LABA) 1 ta mpoidvta mov mepiéyovv LABA 6nwg to Oslif Breezhaler npénet va
YPNOLOTOL0VVTAL [LE TPOCOYN € achevelg Le yvmotn 1 ewkalouevn mtopdtoon Tov dtaotiuatoc QT 7
oL Kévovv Bepameia e PopUAKELTIKE TpoidvTa oL ennpedlovv to didotnpa QT (PA.

Tapdypoo 4.5).



Ymoxohonpio

O1 Br-adpevepyikol 0ymVIGTEC UTOPEL VO TOPAYOVY GNUOVTIKT DTOKOALOLLIC, GE 0pIoIEVOLS aobeveis,
M omoia £XEL TN SLVOTOTNTO VO, TUPAYEL OVETIOOUNTEG Kapdrayyelakég evépyetes. H peimon tov kaAiov
opo? etvar cuvBmg mapodikn Kot dev amarteiton cvumAnpopa. Xe acbeveic pe coPapr) XAIL n
vrokahopio propel va evioyvbet amd vro&ia kot cuyyopnyoduevn Bepaneia (PA. mapdypapo 4.5),
YEYOVOG TTOL UTopel va av&NcetL TV evactncio o€ Kopdlakég appuOpies.

Yrepyloxoupio

Eiomvon vyniov 806ew@Vv Br-0dpeEvEPYIKOV 0yOVIOTAOV HTOPEL va Tapdyel avENncets g yAvkolng
mAdopatos. Katd v évapén g Oepaneiag pe Oslif Breezhaler, n yAvko{n mhdopatog Ba mpénet va
mapokolovdeitol To TPoceEKTIKA og SlopnTikovg 0ebevels.

Kotd m dubpreta kKAvik®dv peletmv, KAvikd agloonueioteg petaforés tng yAvkoing aiporog nrav

vevikd ouyvotepes katd 1 £mg 2% pe Oslif Breezhaler otig cuvictdpeveg 001G 08 GYEOT e EIKOVIKO
oapuaxo. To Oslif Breezhaler dev €xetl epguvnbei oe aocBeveic pe un koA puOuldpuevo caxyopmon

Swafrn.
"Exdoya

Ta xaydxia Tepiéyovv Aaxtoln. Ot acbeveig pe omdvia KAnpovopkd tpofAanpata dvcavesiog ot
yYoAokTtoln, TANPN AVETAPKELD AOKTACTG 1 KOKT amoppOPnor YAUKOMc-yolaktolng dev mpénet va,
TPovVY avTd TO0 EAPLOKO.

4.5 Aliemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTA KoL GALES pOPPES alinienmiopaong

2ourafo N TIKG QOPUUKEVTIKO TPOTOVTO,

H mopdAAnin yop1ynon AOImdV GUUTAOOUIUNTIKOV QUPUAKEVTIKMY TPOTOVTOV (LEUOVOUEVE, | OC
uépog cuvdvacuévng Bepameiag) pumopet va evioyboet Tig avembBounteg evépyeteg tov Oslif Breezhaler.

To Oslif Breezhaler dev mpénet va ypnoytomoteital tantdypova pe GALovs pLakpag odpketag P -
AOPEVEPYIKOVG AYMVIGTES 1 PUPOKEVTIKA TPOIOVTA TTOL TEPLEYOLV LOKPAG ddpKretag Bo -

AOPEVEPYIKOVS UYMVIOTEC.

Oepameia Y10 TNV VTOKUALOLLLIO,

H mapdAindn Bepaneio yio vwoxoliopio pe mopdywyo pedvioaviivne, otepoetdn 1 un
KOALOGUVTNPNTIKG 100pNTIKGE Uropel va, evioyboel Tnv wibavi vToKaMatky dpdon Tev Pa-
AOPEVEPYIKDY UYDVIGTOV, ETOUEVMG amatteiton Tpocoyr| (PA. mapdypoeo 4.4).

AvooToAElC B-00pEVEPYIK®Y VTTOSOYEMV

O1 avactoleic B-adpevepytk®dv vodoxEwV Kot o Pr-adpevepykol aywviotég pmopet va eEacbevicovv
N va avtayovifovtot tn dpdon tov kabevog 6tav yopnyovvial Tavtdypova. Enopévac, dev Ba npémet
va yopnyeitan wdokatepoAn uali pe ovacTorels Tov B-adpevepyikdv vTodoyEny
(ovumeprrapfavovtorl o@OaAKEG oTOYOVES), EKTOG GV LITAPYOVY GoPapoi AdyoL Yia Tn YPNoN TOVC.
Orav amatteitol, 0o TPETEL VoL TPOTIUMOVTOL KAPIIOEKAEKTIKOT AVOGTOAEIG TV B-adpevepyiKmdv
VTOJ0YEWV, TOPA TO OTL O TPETEL VaL YOPTYOVVTOL LLE TTPOGOYN.

AlMnAiemidpaoceic mov Bocilovior 610 HeTOOMOUO KOl LETOPOPELC

Avactol ToV BactkdV TapayovImv Tov GLVIEAODY otV KdBapon woakatepoAng, Tov CYP3A4 kat
¢ P-yAvkompwteivng (P-gp) av&dvel Tn cvotnuotikn ékBeon o vdokatepdin péxpt 6vo popéc. To
péyebog Tmv avénoemv g Ekbeomng Aoy®m OAANAETIOpAcE®Y dev BETEL TVYOV BEOTA OoPAAELNG



dedopévnc g eumelpiog aopdretog e Oepaneiog pe Oslif Breezhaler oe kKAvikég peAéteg puéypt vog
£€10VG 6€ 00GELG LEYPL OVO POPES TN UEYIOTI GUVIGTMOUEVT BepamevTIKT OGT.

Agv €xel amodetyel 0TL 1 wdaKATEPOAT TPOKAAEL CAANAETIOPAGELG LE POPUAKEVTIK TPOTOVTO, TTOV
yopnyovvtol Tovtdypova. In vitro Epevveg Exovv deilet 6Tl  wdaKatepOAn Tapovcldlel apeAnTén
dvvatotta TpdKANoNG LETAPOAKOV OAANAETIOPAGEDVY LUE POPUAKEVTIKA TPOIOVTA 0TA EMIMESQL
GLOTNHATIKNG £KBEGNC TTOL EMLTLYYAVOVTOL TNV KMVIKT TPAED.

4.6 Tovipétnra, kOnon km yorovyio

Kvnon

Agv vdpyovv otoryeio omd TN XpNo”N TS WOUKATEPOANG GE £YKLEC Yuvaikes. Meléteg oe {da dev
Katéder&ay dpeon 1 EUUect ToEIKOTNTO GTV AVOTOPAYMYIKT IKOVOTNTO 68 KAMVIKG oYETIKEG ekBEcELS
(BA. mapdypago 5.3). Onwg GAAOL B2-adpevepyikol ay®VIGTES, 1) VOOKATEPOAT UIOPEl VO avaoTEIAEL
TOV TOKETO AOY® YOAUPOTIKNG OpAcnG oTov Agio pv g untpag. To Oslif Breezhaler mpénet va
YopMyeitar katd N S1GPKELN TG EYKVHOGVVIG UOVO EAV TO OVOUEVOUEVO OQELOG VITEPVIKA TOVG
mOovovg Kivdhvoug.

Oniooudg

Agyv givorl yvooto gbv 1 wdaxotepoin/otl petafolriteg anekkpivovral 6to avBpomvo ydra. Ta
Stabéotua eapuaKoKIvNTIKA/ToEKOAOYIKA dedopéva oe {ha £de1E0V OmEKKPLOT TNG

wdakatepOANG/ petaforitdv oto yaAa (PA. mapdypago 5.3). O kivduvoc 6to modi mtov Onialet dev
uropel va amokAetotel. Ilpénet va anopaciotel edv Ba daxomel o Onracudg 1 Ba diakomel/Ba
amopevyfei n Bepameia e To Oslif Breezhaler, Aappdvovtag vroyn to 6@ehog Tov OnAacov yio to
7ol Kot To 0pel0g TG Oepoameiog Yo TNV yuvaika.

Tovipdtra

‘Evog peiopévog Babpog eykvpocivig £xet topatnpndel oe apovpaiove. Qotéco, Bewmpeitor anibavo n
WOOKATEPOAT VO ETNPEAGEL TNV OVOTOPAYMOYIKT IKOVOTNTO 1 TN YOVIHLOTNTO GTOV AvOpOTOo UETd omd
€10TIVOT| TG UEYIOTNG GLUVICTAOUEVNG 800G (BA. Tapdypapo 5.3).

4.7 Emodpaoeig 6TV IKOVOTNTA 001]Y1|61G KL YEIPICHOD U OVI|LATOV

To Oslif Breezhaler dev £yl kopio 1 £xel aonuovn EXidpact oTny KavOTNTA 03NYNONE KoL
YEPIOUOD UnyavnpaTmy.

4.8 AvemOOuNTESG EVEPYELES

TIepiinwn Tov TPOEIA ac@EAELNC

O1 cuyvoTePES aVETIOOUNTEC EVEPYELEC OTIC GUVICTMUEVES 0OGELC NTOV pvoapuyyitda (14,3%),
Aoip®én Tov avdTEPOL avamvELGTIKOD cuoTnaTog (14,2%), Pyag (8,2%), keparaiyia (3,7%) ko
puikoi oracpol (3,5%). Xtnv IAE0VOTNTA TOVG NTAV NTIEG 1) LETPLEG KOL KOTEGTNOAV AYOTEPO CLYVEG
o€ mepinTwon cvvéyiong g Oepamneiog.

2115 GUVIOTONEVES 0OGELS, TO TTPOPid avemBountov evepyeidv pe Oslif Breezhaler o€ acOeveig pe
XAII napovctdlel KAVIKG pn ONUOVTIKEG GUOTNLUOTIKES EMOPAGELS TG P2-a0PEVEPYIKNG S1EYEPONG.
Ot péoeg petaforég g KapdlaKng cuyvOTNTAS TV AydTEPO 0td Evay TOAUS TO AETTO Ko )
TayLKapdia NTav 0L GLYVN Kol avapEpOnKe o TAPOUOL0 TOGOGTO LE OepaATEia. [LE TO EKOVIKO
QappoKo. Xyetikég mapotacels tov QTCF dev Nrav aviyvevoieg o€ oyéon Le gikoviko pappoxko. H
ovyvotnta aéloonueiotov dactnudtov QTF [onk. >450 ms (avipec) kot >470 ms (yuvaikeg)] kot
avaQopES VITOKAALUULTOG TaV TOPOLOLES LE TO E1KOVIKO Pdppako. H péon Ty tov péylotov
petaformv g yAvkoling aipatog ftav mapopote avapecsa oto Oslif Breezhaler kot to sikovikd
QOPLOKO.



TIepiAnyn avemBduntwv EVEPYELOV GE TIVOKOL

210 mpodypappa KAvikng avartuéng edong I tov Oslif Breezhaler cuppeteiyav acbeveig pe KAviky
Suyvaoon pétplag émg coPapng XAIL 4 764 acBeveic extédnkay o wdakatepoin puéypt Eva £10G o€
d00e1g péypL SO POPES TN LEYLOTY GUVIGTAOUEV dO0T. ATO avTovg Tovg acbeveic, o1 2 611 éhafav
Oepamneio pe 150 pkpoypoppdpio araé nuepnoiong kot ot 1 157 édapav Oepaneio pe

300 wkpoypoppdpia arag nuepnoiong. Iepimov 10 41% twv acbevov eiye coPapn XAIL H péon
Niwia tov acBevadv Nrav ta 64 £, 10 48% TV acBevav ftav niiag 65 eTdV Kol Avo Kot 1
mietovotnta (80%) frav Kavkdciot.

O avemBOunteg evépyeteg otov Ilivaka 1 mopatiBevronr cOpP@va pe T0 GHOTN A OPYAVEOV GTO
MedDRA oty Bdon dedopévov aopdretag tng XAIL Eviog kdbe katnyopiog cueTiHOTOC 0pydvay,
o1 avemBounTteg evépyetleg mapatifevral katd eOivovsa celpd copeva, pe TV &g cOUPacn: ToAd
ovyvég (=1/10), ouyvég (=>1/100 €wg <1/10), oyt ovyvég (=>1/1.000 £mg <1/100), omdvies (>1/10.000
€w¢ <1/1.000), mold omdvieg (<1/10.000), pun yvooTNG oTYvVOTNTOS (dEV UTOPOVV VO EKTIUNOOVV [E
Baon to dwbécyio dedopéval).

Hivakag 1 Avem@opnteg evépyereg

AvemOounrteg evépyereg Kotnyopia pacer
ovyvoTNTOg

AONAEELS KU TOPUGITAOGELS

Pwogapvyyitida [ToAd Guyvéc

Aoluwén Tov aVOTEPOV OVOTVEVGTIKOD GUGTHIOTOS [ToAd Guyvéc

[opopptvokoATitioa, Suyvég

AWTapay£S TOL GVOGOTONTIKOV GUGTIILATOS

Yrepevaohnoia! | Oy ovyvég

MeTafolMKkES Kol O10TPOPIKES OO TUPAYES

Takyopmong d1ufNTne Kot vIEPYAvKoio | Suyvéc

AW Tapay£S TOL VEVPIKOV GUGTIATOS

Kepoaiaryia Xuyvég

74 Xuyvég

[oparcOncio Oyt ovuyvéc

Kapowkéc owatapayés

loyouukn kapdromadeio Xuyvég

AioOnpo ToApov Xuyvég

KoAmikn poapuapouyn Oyt ouyvée

Tayvkapdio Oyt ouyvéc

AvamvevoTIKES, 0mpakikéc ouTapayEc Ko 1oTapayés necodmpakiov

Bryog Xuyvég

2touato@apuyykd dAyog meptiopovouévou epedioov Tov Aaion Xuyvég

Pwoppoia Xoyvég

IMopadooc BpoyydomacoC Oyt ouyvéc

AwTapay£S TOL dEPRATOS KUL TOV VTOIOPLOV 16TOV

Kvnouodg/eEavonua | Xuyvég

AWTapay£S TOL HVOGKEAETIKOV GUGTI|HOTOS KU1 TOU GUVOETIKOD 16TOV

Muikdg GToGHOC Xuyvég

MvooKeAETIKOC TOVOC Xuyvéc

Muaiyia Oyt ovyvéc




Ievikég draTapayfc Kol KaTaoTdosis 61 0éon yopiynong

Owpaxikd dryog Xuyvég

IIeppepikd oidnua Xoyvéc

I"Eyovv AneOei avapopéc vepevaicOnciog kKatd thv Kotd Ty eumetpio peté THv Kukhogopio o€ oyéon pe T
yxpron tov Oslif Breezhaler. Ot avagopés avtég éyvav otkelofeldg amd éva mAnbuopod akabopiotov peyéboug,
KOL Y100 00TO OgV Vol TAVTO SLVATOG O AVTIKELLEVIKOG DTOAOYIGHLOG TG GLYVOTNTOG 1) 0 KABOPIGHOG TG
OLTIOAOYIKNG CLGYETIONG [E TNV £kBeoT 6TO PapLakeLTIKO TPoidv. Emopévmg, n ovyvotnta vmoloyicOnke e
Béon v KAWIKN gumeipio.

210 600 pikpoypappdpla g eopd nuepnoiong, o mpoeik acedieiag tov Oslif Breezhaler ytav
GUVOMK( TAPOUOL0 E EKEIVO TV CLUVIGTOUEV®V d0cemV. Mo tpdcbetn avemBountn evépyeia nrav
TPOROG (GVEVOQ).

[eprypaon emtheypuévev averlOUNT®V EVEPYELOV

e Khvikég peréteg @aong 111, emaryyehpatieg vysiog mapatnpnooy KoTd T SIEPKELD KAVIKOV
emokéYemv 0Tt Katd pLéso 6po 10 17 mg 20% tmv acbevov tapovoiace cnopadiko Pryo mov
mTapovctaloToy cLVNOmG pEca o€ 15 devTePOLETTA LETA OO TNV EIGTVOT| Kol S10,pKOVGE, KOTA
Kavova, 5 devteporentoa. (mepimov 10 devtepdrenta o€ vuv Kanviotég). [lapatnpnonke pe vymlotepn
GLYVOTNTA GE YUVOIKEG GE OYECN e vopes aoBEVEIS KOl GE VUV KOTVIGTEG GE GYEGT] LLE TPAOTV
KATVIGTES. AVTOG 0 PTG TOL TaPOVSLALOTAY HETA Amd TNV EIGTVOY| OV 001YNOE 5T SLOKOT TNG
GUULETOYNG KOVEVOC 000EVOVG O TIG LEAETEG OTIG CUVICTMUEVEG OGELC (0 Pryoc elval GOUTTOU
otn XAII kot porig 1o 8,2% tov acbevav avépepe tov Pya o¢ avemBount evépyeia). Aev vdpyovv
oTotyela OTL 0 P0G TOL TAPOVCIAGTNKE PETA OO TNV EIGTVOT GLOYETICETAL Pe BpoyyOCTAGHO,
TapoELGUOVG, EMOEWVAOCELS TNG VOGOV 1] OTMOAELN OTOTEAECUATIKOTNTOG,

Avopopd TOavoloyoOUeEVOV avETIOOUNTOV EVEPYELDY

H avagopd mbavoroyodpevov avemBOunTmv evepyelmv PETH amd T YopnyNnon adelog KukAopopiog
TOV PUPUOKELTIKOD TPOIOVTOG elvar onuavtikn. Empénet tn cuveyn mapakolovdnon g oyéong
0PEALOVE-KIVOHVOL TOV POPHOKEVTIKOD TPOTOVTOG. ZNTEITOL amd TOVG EMAyYEAIOTIES VYElNG VO
AVOPEPOVY OTTOIEGONTOTE TOUVOAOYOVUEVES OVETIOVUNTEG EVEPYELES LECH TOVL EOBVIKOD GLGTIATOG
ovoeopds mov avaypdeetor oto [apdptnua V.

4.9 Ynegpdocoroyia

e aoBeveig pe XAIL epamnag 06oeig 10 popég T uéyot cuviotdpevn Bepomevtikn dOom
ocvoyeTictnkay pe péTpla aénon Tov ceLYOD, TS GLGTOMKNG APTNPLUKNG TECTG KOl TOV
dwotiuatog QTe.

Yrepdocoroyia pe vdakatepOoAn sival TOovov vo 0dnynoel 6€ VITEPPOAIKEC EMOPAGELS TUTIKEC TV
B2-adpevepYIKMOV SLEYEPTIKOV TOPAYOVTI®V, dNA. TaLKAPSia, TPOUOC, aicOnua TaAUDY, KEQaAAYia,
voavtio, EUETOG, VIVNALL, KOIMOKEG appuBuies, petafoAikn 0&€won, VToKOAOLiO KOl VITEPYAVKALLIAL.

Evdeikvutol vootpiktikn Kol cuurtouatikny Oeponeio. e coPapéc mepmtdcels, ot acheveic Oa
péneL va voonievovtal. Mropel va Anedet vtoyn 1 xpnor KopdloekAEKTIK®V B avacToAEWDY, AAAG
pévo v TV emifAeyn 10Tpod Kot Pe EENPETIKT| TPOSOYT, EPOGOV 1) YPTO1 AVOCTOAE®V TV -
AOPEVEPYIKMY VTTOS0YEMV UTOPEL VO TPOKUAEGEL fpOoyYOoTAGHLO.



5. DOAPMAKOAOTI'IKEZ IAIOTHTEX
51 ®@oppokodvvoptké 1O10TNTEG

Doppoakobepamevtikn katnyopio: OApHAKa Y10 ATOPPUKTIKES TAONGELS TOV AEPAYDYDV, ETIAEKTIKOL,
B2-adpevovmodoyeic aywviotég, kmduog ATC: RO3ACI8

Mnyoviopdc dpdonc

O1 @apUOKOAOYIKES OPAGELS TOV OYOVICTOV TOV B2-00PEVEPYIKADOV DTOSOYEMV UTOPOVV VO amododovv,
TOVAGYIOTOV €V HEPEL, GTT OLEYEPTT TNG EVOOKVTTAPLOG OOEVLAKNG KUKAGGNC, TOL EVIDIOL TOV
KOTOAVEL TN LETATPOTY| TNG TPLPOCPOPIKNS adevosivig (ATP) oe kuxkhikn-3’, 5’-Hovop@spopikn
a0evooiv (KUKAIKO Hovoeopoptkd). AvEnuéva enineda kukiikng AMP wpokoiodv yaidpmon Tov
Bpoyykov Agiov po. Meréteg in vitro £ovv dgi&el 0TL 1) VOOKATEPOAT, £VaG LokpAC dpdong Ba-
AOPEVEPYIKOS AYOVIOTNG, TOPOVGLALEL AYOVIOTIKY] Opdion HeEYaADTEP Katd TEPIocOTEPES QIO

24 popéc oTovg P2-uT0d0YElG 0 GYEOT e TOVG P1-LTOSOYEIS KOl AYMVIGTIKY OpAoT| LEYUADTEPT KATA
20 popéc o€ oyéon Ue Tovg P3-vTOd0YEIC.

Koatd v etomvon, n wdakatepoAn dpa Tomikd otov mvedpova og fpoyyodiactaitikd. H
WoAKATEPOAN EVOL LEPTKOG OYyMVIGTNG OTOV avOpOTIVO P2-00peEVEPYIKO LTTOJOYEN LLE VAVOLLOPLOKT
dPACTIKOTNTO. L€ AMOUOVAOUEVO avOpmTTIVO Bpoyyo, 1 tvdakotepdin Tapovctdalet tayeia Evapén
dpdiong ko pokpd dépkelo OpAGTG.

Iopd To 611 01 f2-vTOd0YEIG Elvan o1 KLpilapyOL AdpEVEPYIKOT VITOJOYEIS GTOV Ppoyykd Agio v Kot ot
Bi-vmodoyeig eivar ot Kupiopyotl vTodoyeic 6TV AvBpOTIVY KaPSLd, vdpyovV axoun Pa-adpevepyikol
VId0YElS oTNV avBpdTTIVY Kapdid, ot onoiot amotehodv To 10 Emg 50% TV CUVOMKOV UdPEVEPYIKADY
vrodoyémv. H akpifng Aettovpyia Tamv Br-adpevepyikdv vrodoy€mv oty kapdid dev gival yvoori,
aAAG M Tapovsio Tovg avédverl Ty ThAvOTNTA OTL AKOUN Kol AKP®S EKAEKTIKOL P2-adpevEPYIKOL
AYOVICTEG UTOPEL VO £XOVV EMOPACELS OTNV KapdLd.

Daprokodvvalkic emOpUcELS

To Oslif Breezhaler, yopnyoOpevo anoé nuepnoing o doceic tmv 150 ko tewv 300 pikpoypappapiov
TOPETYE UE GUVETELD KAIVIKG OMULOVTIKEG PEATIOCELS TG TVELULOVIKNG AElTovpYiag (OTmG HeTpdTal (e
Béon tov péyioto ekmvedpevo dyko o Eva deuteporento, FEV 1) péoa o 24 dpeg g apketés KAMVIKESG
UEAETEG PAPUOKOSVVOLIKNG KOl OMOTEAESHATIKOTNTAS. YTpye Tayeia Evapén dpdong péca ot

5 Aentd petd amod v elomvon, He o avénon tov FEV) o€ oyéon pe mv apyucn tiwn tov 110 €og
160 ml, cuykpicyn pe ™ dpdon Tov Tayeiog dpaong Pr-aymvictn GoABovTaUOAN

200 KpoypOpUEpIo KOl OTATICTIKG GUOVTIKA TOYVTEPT) GE GYEON UE COAUETEPOAT/PAovTIKOLOVN
50/500 wikpoypoppdapia. Ot péceg uéyloteg Pertiwoeic tov FEV) o€ oyéon pe v apyikn tiun frav
250 ¢w¢ 330 ml o€ otabepn| katdotaon.

H Bpoyyodiaotartikn dpdomn dev e£apTiOTOV amd TO POVO YOPNYNONS TNG 000NG, Tpwi 1 Ppadv.

To Oslif Breezhaler gppoviotnke va LEWOVEL TNV TVELUOVIKT VIEPIIATACT, LE OTOTEAECUA TNV
aOENOT TNG EIGTIVEOUEVIC YOPTTIKOTNTOG KATA TNV AOKNOT KOl TNV NPEUI0 GE GYEOCT] LLE TO EIKOVIKO
QapLOKO.

Emidpdoeic otnyv nlextpopvoioloyio e kapdiac

Mio SITAY] TOQAY], EAEYYOUEVT] LE EIKOVIKO KOl OpaoTIKO Apurako (LoEAoEaKivn) HeAET Yio

2 efoopadeg oe 404 vyeig eBelovtég KatédelEe péyioteg péoeg (90% dSaotrpata EPmoTocHvVNg)
napotacelg Tov daotnuatog QTCF (og yiMootd Tov devteporéntov) g Tdéemg Tov 2,66 (0,55, 4,77)
2,98 (1,02, 4,93) ko 3,34 (0,86, 5,82) petd amd moAlomAég 06celg TV 150 pukpoypoppapiov, Tov
300 pikpoypappapiov kot twv 600 pikpoypappoapiov avtictotyo. Agv vinpyov otoryeio oyEong
ovyKévTpmong -0QT. 010 e0pog Twv 0dcewV oL aE10A0YNONKOVY.




Onoc katadeiydnke o 605 acbeveic pe XAIl og o SutAn TOEAT, EAEYYOUEVT] LLE EIKOVIKO PAPLOKO
perérn Oaong I didpkerog 26 efdopddmv, dev vanpEe KAVIKA oYeTiKn dStopopd oty aviartuén
appLOLKOV ETEGOdIMV TOL TapaKoAoVONONKAY pEca o 24 dPeEG, TNV EvapEn TG LEAETNG KOl £0C
3 popég katd Vv mepiodo Bepaneiog TV 26 gfdonddmv, avdiueca og acbeveic Tov Elafav
cuvictdpeveg 00oelg Bepamneing pe Oslif Breezhaler kot 6e eketvoug tovg acBeveic mov Elafav
EIKOVIKO PdppoKo 1 Bepaneia pe TIOTPOTLO.

KAk ommoteAeouotikOTnTo Kol 0o QAAELD,

270 TPOYPOUUE KAVIKNG aVATTUENG GUUTEPTAAUPAVOVTOV TUYOLOTOUNIEVES, EAEYYOUEVEG LEAETEC GE
acOeveic pe KAwvikn ddyvoon XAIL pia ddpkeiag 12 efdopdadmv, dvo didpkelag €6 unvav (pio omd
TG omoieg mapatTdbnke oto £va £10¢ Yo va aSlohoynBel 1 acedAeio Kot 1) avoyr]) Kot pio StdpKeLog
€VOG £TOVG. X€ OUTEG TIG LEAETEG GUUTEPIAAUPAVOVTAY PETPO TNG TVEVUOVIKNG AEITOVPYIOG Ko
ekPdoewv vyegiog, 6TwC TG SVOTVOLAG, TV TaPOSLGUMY Kol TG GYXETICOUEVNG LE TNV LYEIN TO0TNTOG
Coig.

Ivevuovikn Aerrovpyio.

To Oslif Breezhaler, yopnyovpevo anag nuepnoing og d0celg tov 150 pukpoypappapiov Kot tov

300 pkpoypappapiov, Tapovsioce KAVIKA onUavTiKEG BEATIOCELS TNG TVELUOVIKNG Agttovpying. 1o
KOPL0 KATAANKTIKO onueio Tov 12 gfdouddav (katdtatog FEV: og 24 dpec), n d6on TV

150 wkpoypoppapiov odynoe og avénon 130 éwc 180 ml og oyéon pe TO EIKOVIKO PAPUOKO
(p<0,001) ko avénon 60 ml o€ oyéomn pe ™ coipetepdin S0 PIKPOYPOUHAPLL dIG UEPNOIMOG
(p<0,001). H 6601 twv 300 pikpoypappapiov odnynoe oe avénon 170 émg 180 ml o€ oyéon pe 10
goviKo pdppoko (p<0,001) kar avénon 100 ml oe oyéomn pe T PopuoTePOAN 12 LIKpOYPOUUAPLOL SIC
nuepnoing (p<0,001). Kat ot dvo doceig odnynoav oe avénon 40 £og 50 ml o oyéon pe avotytov
oYE00GLOY YopnyNon Totpomtiov 18 pikpoypappdpia droé nuepnoiong (150 wkpoypopudpio,
p=0,004, 300 wkpoypauudpia, p=0,01). H Bpoyyodiactortikn dpdon 24 mpmv tov Oslif Breezhaler
dttnpnOnke and v Tpd™ dO0™ KB’ OAN TV TEPiodo Bepameing drdpkelag VO £TOVG YMPIC
oTOKEl0 OMMAELNG OMOTEAESUATIKOTNTAS (TayveLAaSia).

20UTTOUOTIIG, 0QELN

Kot ot 800 d00e1c katédel&ov oTUTIOTIKG ONUOVTIKY BEATiOoN TG ovaKODPLONG OO TOL GUUTTMOHOTO
0€ OY£0T] LLE TO EIKOVIKO PAPUOKO Y10 SUGTVOLN KOt TNV KOTASTAON NG vyeiog (cOupmva pe
a&loldynon pe to Aeictn Metafotikng Abvervorag [TDI] kat to Avarvevotikd Epomuoatoroyio St.
George [SGRQ] avtiotoya). O fabudc g avtamoKpiong NTav YEVIKG LeyaAdtepog and 0Tt
mapotnpnonke pe evepyd cuykprrikd edpuaxe (Ilivakag 2). Emmpoctétac, acbeveic mov érafav
Oepoameia pe Oslif Breezhaler ypelidomkov onpovtikd Atydtepo @apoko Stdcmong, mapovsiocay
TEPIOCOTEPEG NUEPES KATA TIG OTOIES SEV MTAV OMOPAITNTO PAPLAKO S1ACMONG OE GYECT LLE TO
EIKOVIKO PAPLOKO KO TOPOLGIOCOV ONUAVTIKE BEATIOUEVO TOGOGTO NUEPDY YWOPIg NUEPNTIL
GUUTTOLLOTOL.

Avdlvon anotehecpuatikdmTag Yo Ogpomeio didpkelog 6 unvav Katédelée mwg o faduog toposvoumy
XAII Atav oTaTIeTIKG ONUOVTIKA YOUNAOTEPOG GE GYECT LE TO EIKOVIKO PAPLOKO. ZVYKPLoN
Oepaneiog pe To €1KOVIKO PapuaKo £6e1Ee avaroyia Pabumv 0,68 (95% CI[0,47, 0,98], Tiun p 0,036)
xa1 0,74 (95% CI 0,56, 0,96], Tyun p 0,026) ota 150 pukpoypappdpia kot ota 300 pkpoypoppdpio
avticTolya.

Ynhpyetl mepropiopévn epumelpia yio v Oepomeio TV aTOU®V APPIKAVIKNG KOTAY®OYNC.
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Iivakeg 2 AvokoYQLe1 00 COUATONOTO 6€ dldpKeLln Oepameiag 6 pnvoV

Adon Bepansiog Ivooxkatepd | Ivoakatepd | Twtpomo | Toaipetepdr | Doppotepd Ewoviko
(mkpoypappdpro) an 150 An 300 18 n 12 QapRaKo
Gma Grat Gma 50 dig
nuepnoiong | npepnciong | npepnciog o npepnoing
nuepNoing
IMo60616 060svAV ST¢ 54¢ 452
7OV TETVYOV 62° 71° 57° 47"
MCID TDI' 59¢ 54¢ 41°¢
060616 060svAV 33a 49 38a
OV TETUY OV 58" 53° 47° 46°
Mzeioon og
glomvoig/nuépa
™ xpiieng 13a 1,2* 0,3°
QUPUAKOD 1,5° 1,6° 1,0° d/at 0,4°
odomong &v.
évaping g
peErETNG
Mocooté 60 a 55¢ 42
THEPGY AOPiS 57° 58° 46° S/ 42°
XpNon Quppaxov
dacmong
Zyedraopndg HeAETNG e & wdakatepdAn 150 uikpoypapdpia, GOAMETEPOAT KAl EIKOVIKO QAPLOKO, O
wdakotepoAn 150 kot 300 pukpoypapdpLo., TIOTPOTLO KOl EIKOVIKO PAPLOKO ©: VOUKATEPOAT
300 pkpoypappdplo, eOPUOTEPOAT KOl EIKOVIKO PAPLLOKO
T MCID = ghdyiota kKhvikd onuovtikh Stapopd (petaforr >1 povédag otov TDI, petaPorn >4 povadov 6to
SGRQ)
&/0= dev a&lohoynOnke otovg &L uAveg

Toudioazpixoc tAnBvouoc

O Evponaikoc Opyaviouodg Gapudikmv Exel dOGEL amaAloyn and TNV VIoYPEMSN VIOBOANG TV
amotehecpdtov tov peretdv pe to Oslif Breezhaler og 0ieg Tic vrokatnyopieg Tov TOSATPIKOV
mANBvuopov otV ¥povia amoppaktikn Tvevpovonddela (XAII) (PAéne napdypopo 4.2 yio
TANPOPOPIEC GYETIKA UE TNV TOUSLUTPIKT Yp1oN).

5.2 ®@appokokiviTikES 1010TNTES

H wdokatepoin eivar Eva evavtiopepéc popto pe R-yeopetpikn devbémon.

DoproKOKIVNTIKA dES0UEV EANOONGAY amd OPKETEG KAVIKEG LEAETES, 0o vYlElg eBeAoVTES Kot
acOeveic pe XAIL

Amoppdonon

O d1Gpecog ypovog £m¢ TNV EMITEVEN TOV HEYIOTMV GUYKEVIPOGEMV TG VOUKATEPOANC GTOV 0pd NTOV
nepinmov 15 Aentd petd amd epana 1| emavaiapfoavopeveg elonveopeveg d06celc. H ovotnuatikn
éxBeon og woakatepoAn awéNOnke pe av&ovopevn 66om (150 wkpoypoppdpio £mg

600 wikpoypappapia) Kot tpodmo avarloyo g 66ons. H amdivtn frodiabeciudtnto g
WOOKATEPOANG LETA OO EIGTVEOUEVT] 00O NTOV KATA PLEGO 0po 43 e 45%. H cuatnpatikn éxbeon
TPOKVOTTEL 0O GHVOETN TVELLOVIKT] KOl YUGTPEVIEPIKT ATOPPOPN O, TEPITOL 75% TNG GLOTNUATIKNG
£€KBeong TpoepydTaV O TVELHOVIKT] AmoPPOPN o™ Kol TEPITov 25% 0md YOOTPEVIEPIKT ATOPPOPNOT).

O1 GUYKEVTPOGELG TNG WWOOKATEPOANG GTOV 0pO awénnkav pe emavaiappovopevn dmaé nuepnoimg
yopnynon. tabepn katdotaon emtedydnke uéca o 12 émg 14 nuépec. H péomn avaroyio
GLOOCMOPELONG TNG WWOUKATEPOANG, ONA. AUC péca 0T0 1ot YOpNyNong g 00omg TV 24 opov
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mv nuépa 14 og oyéon pe mv nuépa 1, Bprokdtav oto gvpog amd 2,9 mc 3,5 yo dmaé nuepncing
glonvedpeveg 06celg amd 150 pkpoypappdpta kKot 600 pikpoypappdapio.

Kotavoun
Metd amd evooAEPLa £yyVoT, 0 OYKOG KOTAVOUNG TNG LVOUKATEPOANG KATA TNV OLAPKELN TNG TEAKNS
@aong amoPoing Ntav 2557 Altpa, Katadeikviovtag eKTeTapuévn katavoun. H in vitro cbvdeon pe

TPOTEIVT 6TOV avBpmdmvo 0pod kol mAdopa tav 94,1 £wc 95,3% ot 95,1 éwg 96,2% avtictorya.

Buoupetaoynuotiopog

Metd amd yoprynon omd to otopa padtoonuacuévng vdakatepding oe perétn ADME (amoppdonon,
KATOVOUT, LETAPOMGUOC, amofoAn) 6TovV AvOp®mo, 1) AUETAPAN TN WOAKATEPOAT NTAV TO KVPLO
GLGTATIKO GTOV 0pO Kol EVOVVOTAV Yo TEPITOL TO £VOL TPITO TNG GVVOMKNG OXETILOMEVNG LLE TO
oapuaxo AUC péoa og 24 mpeg. 'Eva vdpo&uiiopévo mapdywyo Ntav o kuplapyog HeTafoiitng otov
0p0. Davorikd O-yAvkovpovidio TG vdaKATEPOANG Kot VIPOELMMUEVT] VOUKATEPOAN NTOV GAAOL
Kopiapyot petaforitec. ‘Eva dactepeopepég Tov vOpo&uAmpévon mapaydyov, va N-yAvkovpovidio
g woakatepOANG kot C- Kot N-amooikvAiopéva Tapdymya fTov dAlot petaforiteg mov
avayvopiotnKav.

In vitro épevveg €0ei&av 611 t0 UGT1AT givan n udévn UGT 1oopopen mov petoforice tnv
wdakatepOAN 610 QOVOAIKO O-yAvkovpovido. Ot o&gdmtikol petafolriteg cuvavtnOnkav oe
enmaocelg pe ovacvvovacuévo CYP1AT, CYP2D6 kot CYP3A4. Zvunepaiveral 6t 1o CYP3 A4 eivan
70 KLpiapyo 16oévivuo Tov gvubvveTal yio TV VOPoLLAIGN ™G WdaKUTEPOING. [N Vitro Epevveg
£€de1&av TepatTéP® OTL M VOAKATEPOAN EIVOL VTOCTPMUA LE YOUNAT GUYYEVELL Y10 TNV AVTALD EKPOTIG
P-gp.

AmofoAn

Y& KAMVIKEC PHEAETEG OTIC 0Toieg cuumepAapPavotay GVALOYN 00PWV, | TOGOTNTO TG VOUKOTEPOANG
70V aoBOAROTAV APETAPANTN HECH TOV 0VP®Y NTAV YEVIKAOC YounAdtepm tov 2% ¢ doong. H
veQPIKT KaBapom Tng voaKkaTePOANG NTAV, KATA PEGo 0po, omd 0,46 ko 1,20 Aitpa/dpa. Xe oyéon pe
v kéBapomn g vdaKaTEPOANG 6TOV 0pd NG TaEems TV 23,3 Aitpwv/mdpa, elvar eupavég 0TI
veppikn kaBapomn dadpapatilel Hocova poro (mepinov 2 Emg 5% g cuoTnuaTiKig KdOapong) otnv
amoBoAn TG CLOTNUATIKA S100EGIUNG VOOKATEPOANS.

e o pedét ADME otov avpwmo, Katd tv omoia 1) voakaTePOAN YopNnyNONKe amd To 6TOUM, M
000¢ amofoAng amd To KOTPOve NTaY Kupilapyn o€ oyEom e TNV ovptkn 006. H wdakatepoin
amoBoAAOTAV GTO AVOPOTIVO KOTPAVO KUPIMG G OUETAPANTN UnTpikn ovoia (54% g d6oNG) Kat, o€
LkpoTePO Pabuod, vopoévimpévor petafoliteg voakatepoing (23% g d6ong). H woppomia tng
uélog nrov TApng pe >90% e 001G VL OVAKTATOL GTO OTEKKPILLOTAL.

O1 GUYKEVTPDOGEL TNG WWOOKATEPOANG GTOV 0pO LEIDONKOV KATE TOAVPAGIKO TPOTO e LECT) TEALKN
nulon mov xopaivetor and 45,5 €wg 126 opec. H amotedecpatikn nulon, n onoio vroioyiletat amd
T1 GUGGMPELOT TNG WWOUKATEPOANG LUETA OO ETAVOLAUPAVOUEVT YOPNYNON TNG dOGTG, KLIAVONKE
amo 40 £0¢ 52 dpeg, YEYOVOG GUVETEG LE TOV TTOPATIPOVUEVO XPOVO EmG TN oTafepT] KATAGTUCT) TOV
glvon epimov 12 €wg 14 nuépeg.

Ewwoil tAinbvopoi

H avdivon eoapuakokivnTikng TANBuc ol £0e1&e 0Tt deV LITAPYEL KAVIKA GYETIKY EXIOPACT] TNG
niwiog (evilikol £og 88 £tdVv), ToL EOAOVL, ToL Papovg (32 £wg 168 kg) 1) TG PLANG ot
QOPUOKOKIVITIKT] TNG WOOKATEPOANG. Agv £0e1EE TUYOV d10POPE AVAUESH GE EBVIKEC VITOOUAOEG GE
avTOV TOV TANBLGLO.

Aocbeveig pe Mo Ko PETPLOL ATk SVGAEITOVPYIO OEV TOPOVGINCAY GYETIKEG LETOPOAES TNG Cmax M
¢ AUC ¢ vdakatepOAng, o0Te SIEPEPE 1| CLVOEST] LLE TPOTEIVES avdpesa o acbeveic e Mo Kot
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HETPLO NIOTIKTY SVGAEITOLPYIO KOt TIG LYLEIC OUAdES EAEYYOV. AV TpayLaTOTOON KOV LEAETEG O
acbeveic pe coPapr| nratiky svchettovpyia.

AdY® ™G TOAD YoUNANG GUUPOANG TG OVPIKTG 0600 GTNV OAMKY aTOBOAT 0ld TOV OPYUVIGUO, OEV
TpaypatomolOnke peAétn og acbeveic pe veppikn ducAettovpyia.

5.3 Ipoxiwvikd dgdopéva Y10 TNV 06QAAELN

2115 EMOPACELS GTO KAPIAYYEWKO GUGTNLLO T0V UTOPOVV vaL aod0B00V 6TIC P2-0yOVIGTIKES
1O10TNTEC TNG WWOAKATEPOANG cLUTEPIAaUPavOTAY 1 Torvkapdia, appvOpies Kot LvoKapdlaKeg
aAroidoelg 6to okOA0. Hmia guepebiotdtnta Tng prviknig KOAOTNTAG KOl TOL Adpvyya dlomiothdnke
o€ TpoKTKA. Olho ovTd To EVPTLUTO TAPOVCLAGTIKAY GE EKOECELS EMAPKMDG LEYOADTEPES OO EKEIVES
OV OVOUEVOVTOL GTOV AvOpwToO.

[opd To 611 1 VOAKATEPOAT OEV EMNPEACE T1) YEVIKT] VOTOPAYOYIKT IKOVOTNTO GE L0, LEAETN
yovipdtntag otov apovpaio, mapatnpndnke peioon otov apfud eyxbdmv tov Fi otnv mepi- Kot mpo-
avartuélokn HeAET apovpaimv o ékbeon og Oslif Breezhaler 14 popég peyaidtepn and 6TL 6TOVG
avBpomove. H wdaxkatepdin dev nrav epPpvotolikn 1 TepaToydvVog GTOV 0povPaio 1) TO KOUVEAL

Meréteg yovidroto&ikotntog dev amokdAvyov petairaéloyovo 1 kKhaotoyovo dpdon. H
KOPKIVOYEVEGT EKTIUNONKE og pio LeAETn dtdprelag 600 ETMV LE apovpaiong Kabmg Kot g pia, pelétn
Suapkelag €L UNvov pe dlaryovidtakoHg TovtikoDs. AvEnpéves EmmTMGES KaAo00vg AELOHLMUATOG
NG UWTPOC KO EGTIOKNG VTEPTANGTNG TOV AEIOV HVOC TNG UNTPUGC GTOV APOVPOI0 NTUV CUVETEIC e
TOPOLLOL0L EVPTLLOTOL TTOV AVAPEPOVTAL Y10 AAAOVG P2-00PEVEPYIKOVG OYOVIOTES. Agv dtamoT®bnKav
OTOKEl0 KOPKIVOYEVESTG GTOV TTOVTIKO. Xvotnuatikés ekféocels (AUC) otov apovpaio KoL TOV TOVTIKO
oTa eMimeda YWPIg TOPATNPOVUEVES OVETBVUNTES EVEPYELES GE OTEG TIG LEAETEG NNTAY LYNAOTEPES
Katd ToLAGyIoToV 7 Ko 49 popég oe oxéon pe tov dvBpmmo vio Oepameia pe Oslif Breezhaler dmoé
nuepnoing og 66om 300 pikpoypappudpLa.

6. @®APMAKEYTIKEX IAHPO®OPIEX
6.1 Kaotaloyog ekddymv

Oslif Breezhaler 150 pukpoypappdpie, KOvVig yio 16TVOT), GKANPE Koy aKio

Iepisyousvo kowakiov

Movoidpikn Aaktdln

Kélvpoc kawaxiov

Zghativn

Melovi extdmwons, uodpo

Koppea Aaxag (E904)

Z10mpov o&eido pérav (E172)
IIpomvievoylvkoin (E1520)
Appoviog StdAv o, CLUTVKVOUEVO

Oslif Breezhaler 300 pukpoypoppdpio, KOVIG Yo £167TVOT, GKANPE Koy akio,

Tepieyousvo koyoxiov
Movoidpikn Aaktoln

Kélvpoc kowaxiov
Zehativn
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Melavi extdrwonc, urie
Koupea Aaxag (E904)

Kvavé (E133)
IIpomvAevoyivkoin (E1520)
Tiraviov d10&gido (E171)
Z19npov o&eido pérav (E172)

6.2 Aocvpparéotnreg

Agv gpapuodletat.

6.3 Awpkera Long

30 pnvec.

6.4 Iowitepeg Tpo@uAaels katd T POAAEN TOV TPOiIdVTOG
Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.

DuAdccete GTNV KOYEANYLO VO TPOGTATEDETOL OO TIV VYPAGIO Ko 0QoIpEiTe HOVO QUECHOC TPV A0
m xpnon.

6.5 @von Kol GLOTATIKA TOV TEPLEKTT

To Oslif Breezhaler ivan cuokeun elonvonc epdma d0cewv. To 6TéAex0g KAl TO KAAVUULA TG
GLOKELNG EIGTTVONG KATUCKELALOVTOL OTT0 OKPLAOVITPIKO POVTOSIEVIKO GTLPEVIO, TO TANKTPO.
eEdOnong kotackevdlovrol and peBLAIKO HeBaKPLALKO akpVAOVITPIKO PovTadievikd atupévio. Ot
Beldveg kon To ehatiplo. KaTooKeLalovtat omd avoEeidmTo ydAvPa.

Koyéln ano PA/AIu/PVC - Alu, mov mtepiéyetl 10 oxAnpd konydxio.

Kovti mov mepiéyet 10 koydkio ko pio cvokevn giomvong Oslif Breezhaler.
Kovti mov mepiéyet 30 xaydiio kot pio cvokevn glonvong Oslif Breezhaler.

IToAvovokevacio mov mepi€yet 2 cuokevacieg (1 Kabepid mepiéyet 30 koydiia kot 1 cuokevn
E10TVONG).

IMoAvevokevocio mov mepiéyel 3 cuokevaoieg (1 kKobeuid mepéyet 30 koydxio kot 1 cuokevn
EI0TVOT|G).

IToAvovokevacio Tov epiéyel 30 cuokevaoisg (N kabeud mepéyet 10 kaydxio kot 1 cuokevn
E10TTVONG).

Mmropei va, pnv KuKAOQOpOUV OLEG Ol GLOKEVAGIES.
6.6 Iowitepeg mpo@uLAAEers amdppryns Ko GAAOS YELPIGIOG

Oslif BreezhalerKa0e cucskevt| €16mtvong Tpémet Vo, amoppimteton LETO amd ¥pNon OA®mV TV
KOyoKiov.
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Odnyiec ypnonc Kot YEPIGULOV

Awpdorte Tig minpelg Odnyieg Xpiong mpwv va ypnoiponomoete 1o Oslif Breezhaler.

Ewayete

Bipa la:
AguipéoTe TO TOPA

Bnpa 1B:
AvoiEte 1] cVGKEVM)
EL6TTVONG

Tpumiote Kot
apNoTE

\ "=

N

Bnpa 20

Tpumote To KaOYaKLO
pio popd

Kpatfote ™) cvokevn
glonvong og 6pBia BEo.
Tpumiote o Koydkio
méCovtag otabepd To
500 mhevpika TANKTPA
GUYYPOVAC.

Ba TPEMEL VO 0KOVOETE
éva BopuPo kabmg
S10TPLTTATOL TO KAWAKILO.
Tpurote TO KOWAKLO

uoévo pio eopd

Bnpa 2f:
AQN0TE TO TAELPIKA
TAMKTPO.

15

Ewonvevote Babua

Bnpa 3a:
Exnvedote eviehag
Mn ouonéete oto

EMOTOO.

Brpa 3p:

Ewontvevote TO 9appoko
Babua

Kpatmote T cvokevn
glomvong, Onmg paivetot
oTNV €IKOVO.
Tonobemote t0
EMGTOWLO GTO GTOUN OOG
Kot KAelote oyt T
Y€l cag yopw tov.
Mnyv mélete ta TAELPIKE
TAKTPO.

EAréyEete 61 T0
KOWyakio givor aogto

EAéy&re 6T TO KOWYGKLO
givon Gocio

Avoi&te ) cvokevy
€lOTVONG Yo Vo, dgite edv
€xel amopeivel ToxoV KOVIG
GTO KOWAK1O.

Edv éxel amopeivel kKOvig
OTO KOWYOKLO:

o  Kieiote
GLOKELN
ELOTTVONG.

o Emovoldfete ta
prpata 3o mg

3y.
3
Adewo

Kévig mov
0TopéVEL




Brjua ly:

AgupéoTe TO KOyaKuo.
Apapécte Eva KOWAKLO
Ao TV KAPTO KOWEAN.
Mnyv xatanivete to
KOWyOK1o.

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

& ’

!

—

Bruo 3y:

Kpatiote tnv avamvor]
Kpatfote v avomvon
GOC Y10 5 SEVTEPOLETTAL.

Bnua 10:
Ewséyere 10 koydaxio:

Mnv tonobeteite moté Eva,
Koaklo ansvbeioc 6to

EMOTOWO.

Bnpa le:
K\eiote ™ ovokem)
EL6TTVONG

16

A@u1pécTe TO (010
KOWaKio

TomoBetrote 10 dde10
KOWAKLO GTO OKIOKA
amoppipporta.Kigiote
GLGKELN EGTVOT|G KOl
enavatonobetote 10
OO

Inpavrikéc anpogopieg
o Ta xaydkio Oslif
Breezhaler mpénet
TAVTOTE VO PLAACCOVTOL
oTNV KLWEAN Kot va,
apopovvTol Ldvo
OUESMG TPV Ao TN
xpnon.
Mnyv katanivete 10
Ko GaKLo.
Mn ypnoylonoteite
kayakio Oslif
Breezhaler pe
0To10ONTOTE GAAN
GUGKELN EIGTVOTG.
Mn ypnoomoteite ™
ovokevn etonvong Oslif
Breezhaler yio va napete
omolodnmote GArO
PAPLOKO GE KOWYAKLO.
Mnv tonobeteite moté
éva Koy akto amevdeiog
GT0 OTOLO GOG 1) OTO
EMGTOWLO TNG CUOKELNG
€L0TVONG.
Mnyv miélete o TAgvpicd
TAKTPA Y10
MEPLOGOTEPEG OO LLiat
Popa.
Mnyv @uonete Gto
EMOTOMO.
Mnyv mélete To TAgLpKd
TMKTPO KABDS
glonvéeTe and 10
EMOTOMO.
Mnv yeileote Ta
KAYAaKLo e vypa xépia.
[oté unv miévete
GLGKELT| ELOTVONG LE




H ovokevaoia cag Oslif Breezhaler Inhaler pack

TEPLEYEL:

e  Mia ovokevn eionvong Oslif Breezhaler

e Mia N meprocdTepes KVYEAES, Omov N Kobepia
nepiéyet eite 6 gite 10 kayakwo Oslif Breezhaler
TPOG YPT|ON OTN GLGKELT] EIGTVONG

Oddapog
Kayokiov

Emotopo

Zvokevn sremvorig Baon cvckeviic eutvong

Kapto koyehdv

Xuvi0g1c Epotmioceig

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

To koydikio evoéyetat va
€xel koA oL 6TO BdAOLO
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;

Av106 pmopel vo cupPet.
Agv givon emPraféc. Ot
mOavoOTNTEG
Opvppoticpod Tov
Kayokiov Ba gival
avENUEVES €4V TO

Koy akio Tpunn et
mEPLGGOTEPEG ATO pLia,
©opaL.

KafBapiopdg g
GUGKEVNG ELGTTVONG
YKOVTGTE TO EMGTOULO
péca kot £ 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 ATOPPINTETAL OPOTOV
&youv ypnoipomoindei 6ra
ToL KO AKLoL TG
ocvokevociog. Potote to
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. APIOMOZ(OI) AAEIAX KYKAO®OPIAXZ

Oslif Breezhaler 150 pukpoypoppdpio, K6VIG Yo £16TVOT, GKANPE Koy aKio,
EU/1/09/586/001-005

Oslif Breezhaler 300 pukpoypoppdpio, K6VIG Yol £16TVOT, GKANPE Koy aKio
EU/1/09/586/006-010

9. HMEPOMHNIA ITPQTHX EI'KPIXHX / ANANEQYXHY. THX AAEIAX
Hpepounvia npatng éykprong: 30 NoepPpiov 2009

Hpepounvia tekevtaiog avavémong: 18 Zentepfpiov 2014

10. HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

Agntopepeic TANpoopies yia 10 TOPOV PUPUAKEVTIKO TPOioV gival d100Ea1LEG 0TOV SIKTLAKO TOTO
tov Evporaikod Opyoaviouov Gapudkwv: https:/ www.ema.europa.eu
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IHAPAPTHMA 11

IMAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AMMIOTEAEZMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. THAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXMEYXZH TQN ITAPTIAQN

‘Ovouoa kot d1e06vven Tov TOPUCKELAGTH TOL £ival LTEVOLVOC Y10 TNV ATOSEGUEVLCT TV TOPTIOWY

Novartis Farmacéutica SA

Gran Via de les Corts Catalanes, 764
08013 Bapkeimvn

Iomavio

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

270 £VTUTIO QOAAO 0JNYLOV XPNOTG TOV PUPUOKEVTIKOD TPOIOVTOC TPETEL VO OVALYPAPETUL TO OVOLLOL
Kol M S1ev0vVoT TOL TAPUCKELAGTH TTOV Eival VTEHOHVVOG YU TNV ATOSEGIEVGT] TG CYETIKNG TAPTIOAC,

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

DopUaKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITOL LOTPIKT) CLUVTOYT.

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®OPIAX
. Ex0¢cg1g meprookng mapaxorovdnong s acedireras (PSURS)

Ot anoutnoetg yuo tnv vroPoin twv PSURS yo to ev A0ym gappokevtikd npoiév opilovior otov
KatdAoyo pe T npepounvieg avagopds g Evoong (katdioyog EURD) nov mapatifeton otnv
Tapdypaeo 7, Tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdOe emakdrovdng emkaiporoinong
OTIMG OMUOGCIEVETAL GTIV EVPAOTOIKT OUCTVAKT TOAT Y10l TO POPLLOKOL.

A.  OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIHIOTEAEXMATIKH
XPHIH TOY ®APMAKEYTIKOY ITIPOIONTOX

. Yyé010 oraygiprong Kivovvov (XAK)

O Karoyog Adeiag Kvkhogpopiag (KAK) Oa die&aydyel Tig amattodeVeS OpaoTnpLOTNTES Kol
TOPEUPAGELG PUPLOKOETAYPVUTVIIONG OTG Tapovctdlovtal oto cupprvniéy ZAK mov tapovcidaletan
otV evotnta 1.8.2 g ddelag KukAo@opiog Kol 0TOIEGONTOTE ETOKOAOLOES EYKEKPIUEVES
avaBempnoeig tov TAK.

‘Eva emkaporomnpévo XAK Oa npémel va katotedei:

. Metd and aitnpa tov Evponaikov Opyoavicpod Qapudxmv,

o OnotedNmote TPOTOMOLEITAL TO GVGTN O SLOYEIPIONG KIVOHVOD, E101KE MG OTOTEAEG LA AN
VE®V TANPOPOPIDV TTOV UTOPOVV VAL EMLPEPOVY GNUAVTIKT GAANYT OTN GYECT] 0QELOVC-KIVEHVOL
N ®©G ATOTELEG LA TNG EMITEVENG EVOG GTLLOVTIKOV OPOGTILOV (POPUOKOETOYPOTVIION 1
glayloTomoinon Kvévvov).
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IHAPAPTHMA 111

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

EZQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Oslif Breezhaler 150 pukpoypappépro, K6VIg yio €16Tvon, oKANPE Koydakio
WWOOKATEPOAN

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

Kdabe xoydxio mepiéyet unAcivikn wdokatepoAn 1odbvaun pe 150 pikpoypappdapio vdokatepOAng.

3. KATAAOTI'OX EKAOXQN

Iepiéyel Aaktoln povoidpikn kot (erativi. BAETE @OALO 00N YIOV Y10 TEPIGGOTEPES TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvor), okANpa koydiio

10 kaydxio + 1 cuokevn €16TVONG
30 kawdxio + 1 cuokeLT] E1GTVOTG

| 5.  TPOMOX KAI OAOX(OI) XOPHTHZHE

Mnv katomivete T KOyWAKLa.

Mo yprion wovo e T GVOKELT EIGTVONE TOV GUUTEPIAAUPAVETOL GTO KOLTL.
Awpaote 10 PUALO 0INYIDOV XPNOTG TPV OO TN XPTON).

Xpnon dto. el6TVoNG

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

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

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

‘ 8. HMEPOMHNIA AHZHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
Duidooetal GTNV ApyKT] KLWEAT Y10 VAL TPOGTOTEVETAL OO TNV VYPOGIO KOL UNV apalpeitol Topd
HOVO OUECHC TPV TNV XPNON.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavéia

12. APIOMOX(0OI) AAEJIAY. KYKAO®OPIAX

EU/1/09/586/001 10 koydxio + 1 GuekeLT] EIGTVONG
EU/1/09/586/002 30 xoydkio + 1 cuokevT) EIGTVOTG

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'TA TH ATAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Oslif Breezhaler 150

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A163146T0TOC YPAPL®TOS KOOGS (2D) mov pépel Tov TEpIAN@HEVTO LovadIKO avayvVOPIoTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EZEQTEPIKOX XAPTINOX IIEPIEKTHX IIOAYXYXKEYAZXIAX
(ZYMIIEPIAAMBANETAI TO MITAE KOYTI)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Oslif Breezhaler 150 pukpoypoppdpio, K6VIG Yo £16TVOT, GKANPE Koy akio
WOOKATEPOAN

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

Kdabe xoydxio mepiéyet unAcivikn wdokatepoAn 1odbvaun pe 150 pikpoypappdapio tvdokatepOAng.

3. KATAAOTI'OX EKAOXQN

[Mepéyer Aaktoln povoidpikn kot Celotivn. BAETE @UALO 0ONYIOV Y10 TEPIGGOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvor, okANpa koydiio

IMoAvevokevacia: 60 (2 cuokevaoieg pe 30 kaydkio kol 1 cLGKELT EIGTVOTG).
IToAvovokevacia: 90 (3 cvokevacieg pe 30 koydkio Kot 1 cLGKELT| EIGTVOTG).
IMoAvovokevacio: 300 (30 cvokevacieg e 10 Kaydkio Kot 1 cuokevy) E1GTVONG).

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Na punv katamivovtol To Koydxia.

T xprion Hovo pe TNV CLGKELT EICTVOTC TOV TTEPLEYETAL GTNV CLGKELAGIAL.
AwPaote 10 QUALO 0INYIOV XPNOTG TPV OO TN XPTOT).

Xpnon dto ElTTVONG

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

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

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

‘ 8. HMEPOMHNIA AHZHX

EXP

26



9. EIAIKEYX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
DvidcoceTal 6TV ApyK KOWEAT Y10 VO TPOCTOTELETAL ATTO TV VYPOCIH KOL UNV APAlPEITOL TOPA
HOVO OUECHC TPV TNV XPNON.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

12. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/09/586/003 60 KoydKio + 2 CUOKEVEG EIGTVOTG
EU/1/09/586/004 90 KoydKio + 3 GLOKEVEG ELGTVONG
EU/1/09/586/005 300 xawydxio + 30 GLEKEVEG EIGTVONG

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

| 15. OAHTIEX XPHIHE

‘ 16. IAHPO®OPIEX XE BRAILLE

Oslif Breezhaler 150

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KddKaG (2D) mov pépel Tov TEPIANPOEVTO LOVAITIKO OVaYVOPIGTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

ENATIAMEXOX XAPTINOX IIEPIEKTHX ITOAYXYXKEYAXIAY (XQPIX MITAE KOYTTI)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Oslif Breezhaler 150 pukpoypappépro, K6VI§ yiol £16Tvon, oKANPE Koyakio
WWOOKATEPOAN

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

Kdabe xoydxio mepiéyet unAcivikn wdokatepoAn 1odbvaun pe 150 pikpoypappdapio vdokatepOAng.

3. KATAAOTI'OX EKAOXQN

Iepéyer Aaktoln povoidpikn kot (elotivn. BAETE @UALO 0ONYIDV Y10 TEPIGGOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvor), okANpa koydiio

10 koydxio kot 1 cuokevn elomvong: Ltoygio piog tolvovokevaciog. Na pnv moAgitot EExmpioTd.
30 konydkio Ko 1 cuekevn elemvong: Xtoyygio pag toAvcvokevaciog. No unv moAsital EgympioTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Noa punv katoarivovtol To KoydKia.

[Ma ypnon Hovo pe v GLGKELT] EIGTVOTG TOV TEPLEYETAL GTNV GCLGKEVAGIA.
Awpaote 10 PUALO 0INYIOV XPNOTG TPV OO TN XPTON).

Xp1ion oo ELGTVONG

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

Na purdooetal o€ Béon, TNV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta madid.

| 7. AAAH(EZ) EIAIKH(EE) TPOEIAOMOIHEH(EIE), EAN EINAI AMAPAITHTH(EE)

‘ 8. HMEPOMHNIA AHEZHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
Dvidooetal GTNV ApyKT] KLWEAT Y10 VAL TPOGTOTEVETAL A0 TV VYPOCTIH KOl UNV apalpeitol Topd
HOVO OUECHC TPV TNV XPNON.

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

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavéia

12. APIOMOX(0OI) AAEJIAY. KYKAO®OPIAX

EU/1/09/586/003 60 Koy aKio + 2 GLOKEVEG ELGTTVONG
EU/1/09/586/004 90 KoyaKio + 3 CLOKEVEG ELGTTVONG
EU/1/09/586/005 300 xawydxia + 30 cuoKEVEG EGTVONG

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. HAHPO®OPIEX XE BRAILLE

Oslif Breezhaler 150

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

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

EXQTEPIKO KATTAKI EZQTEPIKOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA
MONAAQN KAI ENAIAMEXOY XAPTINOY IIEPIEKTH IIOAYXYXKEYAXIAX

1. AAAA XTOIXETA

1 Ewayete
2 Tpommote Kot 0QroTE
3 Ewonvedote fadud

‘Eleyyog  EAéyéete 6T 10 xOydkio ivar Gog0

Awpdote 10 PUALO 0INYIOV XPNONG TPV OO TN XPTON.
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EAAXIXTEX ENAEIZEIX IOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX(STRIPS)

YXYXKEYAXIA TYIIOY BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Oslif Breezhaler 150 pukpoypoppdpio, K6VIG Yo £16TVOT, GKANPE Koy akio
WOOKATEPOAN

‘ 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Xpnon do elomvong Hovo. Mnv 1o KaTomiveTe.
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKOX XAPTINOX IIEPIEKTHX I'TA XYXKEYAXIA MONAAQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Oslif Breezhaler 300 pukpoypappépro, K6VIG yio €16TVon, oKANPE Koydakio
WWOOKATEPOAN

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

Kdabe xoydxio mepiéyet unAcivikn wdokatepoAn 1odvvaun pe 300 puikpoypappdapio tvooKatepOANg.

3. KATAAOTI'OX EKAOXQN

Iepéyer Aaktoln povoidpikn kot (elotivn. BAETE @UALO 0ONYIDV Y10 TEPIGGOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvor), okANpa koydiio

10 kaydxio + 1 cuokevn €16TVONG
30 kawdxio + 1 cuokeLT] E1GTVOTG

| 5.  TPOMOX KAI OAOX(OI) XOPHTHZHE

Mnv katomivete T KOyWAKLa.

Mo yprion wovo e T GVOKELT EIGTVONE TOV GUUTEPIAAUPAVETOL GTO KOLTL.
Awpaote 10 PUALO 0INYIDOV XPNOTG TPV OO TN XPTON).

Xpnon dto. el6TVoNG

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

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

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

‘ 8. HMEPOMHNIA AHZHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
Duidooetal GTNV ApyKT] KLWEAT Y10 VAL TPOGTOTEVETAL OO TNV VYPOGIO KOL UNV apalpeitol Topd
HOVO OUECHC TPV TNV XPNON.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavéia

12. APIOMOX(0OI) AAEJIAY. KYKAO®OPIAX

EU/1/09/586/006 10 koydxio + 1 GuekeLT] EIGTVONG
EU/1/09/586/007 30 kaydkio + 1 cuGKELT| E16TVONG

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEH I'TA TH ATAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Oslif Breezhaler 300

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A163146T0TOC YPAPL®TOS KOOGS (2D) mov pépel Tov TEpIAN@HEVTO LovadIKO avayvVOPIoTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EZEQTEPIKOX XAPTINOX IIEPIEKTHX IIOAYXYXKEYAZXIAX
(ZYMIIEPIAAMBANETAI TO MITAE KOYTI)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Oslif Breezhaler 300 pukpoypoppdpio, KOVIG Yol £16TVOT, GKANPE Koy aKio,
WOOKATEPOAN

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

Kdabe xoydxio mepiéyet unAcivikn wdokatepoAn 1odbvaun pe 300 pikpoypappdapio vooKkatepOAng.

3. KATAAOTI'OX EKAOXQN

[Mepéyer Aaktoln povoidpikn kot Celotivn. BAETE @UALO 0ONYIOV Y10 TEPIGGOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvor|, okAnpa, koo,

IMoAvevokevacia: 60 (2 cuokevaoieg pe 30 kaydkio kol 1 cLGKELT EIGTVOTG).
IToAvovokevacia: 90 (3 cvokevacieg pe 30 koydkio Kot 1 cLGKELT| EIGTVOTG).
IMolAvovokevacia: 300 (30 cvokevacieg pe 10 kawdkia kol 1 cLoKELT| EIGTVOT|G).

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Na punv katamivovtol To Koydxia.

I"a ypion Hovo e TV GLGKEDT EIGTVONG TOV TEPLEYETAL GTNV GLUCKEVAGIAL.
AwPaote 10 QUALO 0INYIOV XPNOTG TPV OO TN XPTOT).

Xpnon dto ElTTVONG

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

Na puldooetal o€ 0éon v omoia dev PAEmoLY Kat dgv Ttpoceyyilovv To TodLd.

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

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX

Mn gpuAidoocete og Beppokpacio peyardtepn tov 30°C.
Duidoocetal GTNV APk KLWEAT Y10 VO TPOGTOTEVETAL A0 TV VYPOCIK KOl UMV apalpeitol Topd
HOVO OUECHC TPV TNV XPNON.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQON IIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavédia

12. APIOMOX(OI) AAEIAY. KYKAO®OPIAX

EU/1/09/586/008 60 konydxio + 2 CLGKEVEG EIGTTVONG
EU/1/09/586/009 90 KoydKio + 3 GLOKEVEG ELGTTVONG
EU/1/09/586/010 300 kayakio + 30 cuoKEVEG EIGTVOTG

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAEZEH I'TA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. HAHPO®OPIEX XE BRAILLE

Oslif Breezhaler 300
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17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUUU®TOS KddKaG (2D) mov gépel Tov TEPIANPOEVTO LOVAITKO OVIYVOPIGTIKO KMOKO.

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

PCSN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENATIAMEXOX XAPTINOX IIEPIEKTHX ITOAYXYXKEYAXIAY (XQPIX MIIAE KOYTTI)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Oslif Breezhaler 300 pukpoypappépio, K6VIG yiol €16TVon, KANPE Koy akio
WWOOKATEPOAN

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

Kdabe xoydxio mepiéyet unAcivikn wdokatepoAn 1odvvaun pe 300 puikpoypappdapio tvooKatepOANg.

3. KATAAOTI'OX EKAOXQN

Iepéyer Aaktoln povoidpikn kot (elotivn. BAETE @UALO 0ONYIDV Y10 TEPIGGOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Kovig yia glomvor|, okANpa, Koo,

10 koydxkio ko 1 cuokevn glomvong: Xtoyyeio pog tolvcvokevacioc. Na punv toieital Eexwpiotd.
30 koydkio ko 1 cuekevn elemvong: Xtoygio pog tolvcvokevacioc. Na unv toAeital EexwpioTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Na punv katoarivovtol To KoydKia.

[Ma ypnon Hovo pe v GLGKELT] EIGTVOTG TOV TEPLEYETAL GTNV GCLGKEVAGIA.
Awpaote 10 PUALO 0INYIOV XPNOTG TPV OO TN XPTON).

Xp1ion oo ELGTVONG

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

Na purdooetal o€ Béon, TNV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta madid.

| 7. AAAH(EZ) EIAIKH(EE) TPOEIAOMOIHEH(EIE), EAN EINAI AMAPAITHTH(EE)

‘ 8. HMEPOMHNIA AHZHX

EXP
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdoocete og Beppokpacio peyardtepn tov 30°C.
Dvidooetal GTNV ApyKT] KLWEAT Y10 VAL TPOGTOTEVETAL A0 TV VYPOCTIH KOl UNV apalpeitol Topd
HOVO OUECHC TPV TNV XPNON.

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

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavéia

12. APIOMOX(0OI) AAEJIAY. KYKAO®OPIAX

EU/1/09/586/008 60 Koy aKio + 2 GLOKEVEG ELGTTVONG
EU/1/09/586/009 90 Koy aKio. + 3 GUGKEVEG EIGTVONG
EU/1/09/586/010 300 xawydxia + 30 cuoKEVEG EGTVONG

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. HAHPO®OPIEX XE BRAILLE

Oslif Breezhaler 300

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

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

EXQTEPIKO KATTAKI EZQTEPIKOY XAPTINOY IIEPIEKTH I'TA XYXKEYAXIA
MONAAQN KAI ENAIAMEXOY XAPTINOY IIEPIEKTH IIOAYXYXKEYAXIAX

1. AAAA XTOIXETA

1 Ewayete
2 Tpommote Kot 0QroTE
3 Ewonvedote fadud

‘Eleyyog  EAéyéete 6T 10 xOydkio ivar Gog0

Awpdote 10 PUALO 0INYIOV XPNONG TPV OO TN XPTON.
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EAAXIXTEX ENAEIZEIX IOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX BLISTER 'H XTIX TAINIEX(STRIPS)

YXYXKEYAXIA TYIIOY BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Oslif Breezhaler 300 pukpoypoppdpio, KOVIG Yol £16TVOT, GKANPE Koy aKio,
WOOKATEPOAN

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Novartis Europharm Limited

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Xpnon oo elemvong povo. Mnv 1o KoTomiveTe.
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B. ®YAAO OAHI'TQN XPHXHX
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@vAro ooV piong: IIAnpogopics yra Tov ypriotn

Oslif Breezhaler 150 pikpoypoppapro, KOvig yia €16Tvon, GKANPE KOy aKLo
Oslif Breezhaler 300 pikpoypoppdpro, KOV Yo €16TVoT, GKANPE KoY AKLO
woaKoTEPOAN

AP aoTE TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONGS TPV OPYIGETE VA YPTCLUOTOLEITE OVTO

70 Qappoxo, H16TL TEPLAUPPEVEL SNUOEVTIKEG TANPOPOPiES VIO TOC.

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

- Edv éxete mepartépo amopieg, p@TNGTE TOV Y1OTPO 1] TOV PAPHOKOTOLO GOGC.

- H cvvtayn yio avtd 1o appoko xopnynnke amokAeloTiKd yio oG, Agv TPEMEL VoL ODOETE TO
@apupoxo oe GArovs. Mmopel va Toug mpokaAésetl PAAPN, akOpa Kot OTAV TO GUUTTOUATO TG
ac0éveldg Tovg eivar 010 pe ta Skl oG,

- Edv mapotnphoete Kamoto avemBOunTn evEPYEL, EVILEPDOTE TOV YIOTPO 1) TOV PUPUOKOTOLO
cog. Avtd 1oyvet kot yuo KaBe mbovi avemBOUNT EVEPYELD TTOV JEV AVAPEPETAL GTO TAPOV
@OALO 0OMY1dV ¥prione. BAéne mapdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvon To Oslif Breezhaler kot mota givar n xpnion tov

T mpénet va yvopilete Tpv ypnoponomoete to Oslif Breezhaler
Ia¢ va ypnopomomoete to Oslif Breezhaler

[MBavég avemBounteg evépyeteg

[ag va puidcoete to Oslif Breezhaler

[epreydpeva g cvokevaciog Kot AOTEC TANPOPOpieg

AN S

1. Th givan o Oslif Breezhaler kot oo givor n ypijon Tov

T givar to Oslif Breezhaler

To Oslif Breezhaler mepiéyetl ) 0poaoTiKn 0vGio VOUKATEPOAT, 1 OTOI0 AVIKEL GE LULOL OLLAA0L
QopUAK®V TTOL ovoudlovTol BpoyyodtacTaATIKA. OTav TNV EIGTVEETE, YOUAUPOVEL TOVG HVE GTA
TOLYMOUOTO TOV KPDV 0EPAYDYDY GTOVG TVEVUOVEG. AVTO GLVTEAEL TN S1GVoIEN TOV 0EPAYWYDV KoL
dtevkoAvvel TV gicodo Kat v €£000 ToL 0Epal.

Iow givor n xpfon tov Oslif Breezhaler

To Oslif Breezhaler ypnoionoteiton yio va S1e0KOAVVEL TNV OVOTVOT G EVIALKES 0oBEVEIG TOV
TOPOVGIALOVV AVATVEVGTIKT SLGYEPELN AOYM LIS TVEVUOVOTTADELNG TTOL ovoudlEToL XpoOvia
amo@paktikn Tvevpovoradeio (XAID). Katd ™ XAIl napovcidletar cHoQIEN T@V HOdV yOpm ornd
TOVG AEPAY®YOVS. AVTO TPOKOAEL SLGYEPELD KATA TNV AVOTVOT. AVTO TO PUPUAKEVTIKO TPOIOV
YOAOPDOVEL CLTOVG TOVE VG GTOVE TVEDUOVEG, OLEVKOADVOVTAS TNV €i6000 Kot TV £€£000 TOL 0pal
GTOVG TVEVLOVEG.

2. Tvpémer va yvopilete nprv ypnoiponomcsete to Oslif Breezhaler

Mnyv ypnorpomonjoete To Oslif Breezhaler
- o€ MEPIMTO®ON AALEPYIOG OTNV VOUKATEPOAN 1) GE OTOLOONTTOTE AAAO OTTO TO. GLGTOTIKG CVTOD
TOL QOPUAKOL (OVOQEPOVTOL GTNV TTAPAYPAPO 6).

IIposgidomou|oelg Kan TPoPLAGEELS

AmevBuvheite oTov Y10TPO 1 TOV QOPLOKOTOLO GOG TPOTOV Ypnotponomoete to Oslif Breezhaler

- &bv €yxete doBua (o€ avtn TV TEPinT®ON, dev Ba Tpémel va ypnoponomoete to Oslif Breezhaler).
- &hv €xete KapSOAOYIKE TPOPAN AT,

- elv &yete emnyio.

- &bv éyete mpoPAnuata pe to Bupeoeidn adéva (Bupeotoikwon).

- &hv éyxete dwoPrn.
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Kotd ™ Ospaneio pe Oslif Breezhaler,

- AWKOYTE TN APNON TOV GUPUAKOV KOL EVI|ULEPAOTE APUEGOS TO YIOTPO GAS EAV TAPOVCLAGETE
aicOnpa cveEryéng oto Bopaxa, Bya, CLPTYUO 1 AAYAVIOCUO OUECMG LETA OO TN XPHOT TOL
Qopudrxov. Mropei vo mpdKerTon Yo onUeia Piog KOTAGTIoNS Tov ovopdaletal Bpoyy0omTacog.

- Evnpepaote apéong 1o Tatpd cog edv ta cvuntopata g XAIl (Aaydviacua, cuptypog,
Brxoc) dev voywprcovy 1| eMdEV®OOHV.

Howora ko £éenpor
To Oslif Breezhaler dev Oa wpémer va yopnyeiton oe mardia 1 epfovs nikiog kdto Tov 18 et@v.

Alro @appoxa kor Oslif Breezhaler

Evnuepoote tov yatpd 1 Tov popUokomold cag Qv ToipveTe, EXETE TPOGOAT TAPEL 1] UTOPEL VAL

mwhpeTe GALO PapUAKOL.

SUYKEKPIUEVA, TOPAKOAODUE EVIUEPDGTE TO YLOTPO GO EAV YPNCULOTOLEITE:

- eGpuoka ylo avamveuoTikd TpoPfAnuata mapopota pe to Oslif Breezhaler (dnA. edppoka 6mmg
GOAUETEPOAT KO OopUOTEPOAT). Mmopel va gival ThovoTEPO Vo TAPOVGIAGETE AVETIOOUNTES
gVEPYELEC.

- @apuoaka wov ovoudlovtal frTa ovasTOAEIG TOL YPNOYLOTOLOVVTOL Y10l TV VYNAT 0pPTNPLOKT
mieon N Aowrd kapdoloyikd mpoPAnuata (6Twg TPOTPAVOAOLN) 1| Y10 TO OPOUALOAOYIKO
TPOPAN O TOV ovopaleTol YAOOK®UO (0TT®G TYWOAOAN).

- QAPUOKO TTOV UTOPEL VO LELMGOVV TNV TOGOTNTO KOAIOL GTO aijlol 6ag. X& avtd mepthaufavovtot:

o 61ePOELON (.. TPEdVILOAOVN),

o dovpnTiKa (d1oKic VEPOV) TOL YPNCULOTOIOVVTAL Y10 TV DYNAT 0pTNPLOKT| TECT], OTTMG
vopoyrmpobelalion,
o QAPLLOKO Y10 AVOTVEVCTIKE TPOPAN LT, O OE0PLAATVY.
Kinon kot Onraopog

Edv giote éyxvog 1 Onhalete, vopilete 60TL umopei va giote £yKvog 1 oxed14LETE VO ATOKTOETE OO,
{ntnote 1 GVPPOLAN TOL YTPOV 1} TOL PAPLOKOTOLOD GOG TPV TAPETE AVTO TO PAPLOKO.

Agv Oa mpémnel va, ypnoonomoete To Oslif Breezhaler, ektog edv cag 10 7eL 0 Y1oTpog GO,
ZNoTE TN GLUPOVAT TOV YLOTPOD 1] TOL POPUOKOTOLOD GUC TPOTOV TUPETE OTOLOONTTOTE PAPUAKO.

Odnfynon ko LEPLOROS POV HLATOV
Etvaw aniBavo to Oslif Breezhaler va ennpedoet tnv wavotntd cog va odnyeite 1 va. xepileote

UNXOVALLOTOL.

To Oslif Breezhaler mepiéyer Aaktoln

To @apuako avtd mepiéyel Aaxtoln (cdxyapo mov PpiockeTar 6To YOA). AV 0 Y10TpdC GOC, GG
eVNUEPMGE OTL EYeTe dLGOVEEin G OPIOUEV CAKYAPO, ETKOIVOVIGTE LLE TOV YLOTPO GOG TPV TAPETE
oVTO TO PUPULOKEVTIKO TPOTOV.

3. o va ypnoyponromoesre 10 Oslif Breezhaler

[TavtoTe va ypNOUYLOTOLELTE TO PAPLOKO AVTO AVGTNPE GOUPOVO, LE TIC 0dNYiEC TOVL YloTpoV cag. Edv
£xete au@Porisc, pmTNOTE TOV YTPO 1 TOV POPLUKOTOLO GO,

I16co Oslif Breezhaler va ypnoiporou)cete
- H ovviibng 06on eivar va slonvéete to mepleyouevo evog koyakiov kabe pépa. O yatpdg cag
UTOpEl Vo GOG TEL VO YpMNOLULOTTOLEITE TO KOWAKLo TV 150 pukpoypappapiov 1 to KaydKio Tmv
300 pkpoypoppopieVv avaioyo e TNV KOTAGTOCT GOG Kl TO TAOG OVIOTOKPIVESTE OTN|
Oepameio. My ypnoponoteite mePIocdTEPO OO OGO GOG TEL O YLOTPOS GOC.
- Xpnoyomoleite T CLOKELT EICTVONG TNV 1010 dpa. KAPE HEP, TO ATOTEAEGLOTA SLOPKOVVY Y10
24 ®pec. 'Etol dtocpoAiletor 6TL LITAPYEL TAVTOTE UPKETO PAPLOKO GTOV OPYOVIGUO GOC, DOTE
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va 6og Bondd va avamvéete evkoldtepa KaB’ OAN TN d1dpKEL TNG NUEPAS KO TNG VOYTOC.
Eniong, o cag fondrcet va Bopdote va to yprolponoteite.

[ ag va ypnopomomocete to Oslif Breezhaler

- Xg avut ™ ovokevaocia, Ba Ppeite pio cuokeLN ElGTVONG Kot KAWOLAES (GE KOWYELEC) TTOL
TEPEXOLV TO PAPLAKO MG KOVL Yia elomvor|. H cuokevn etomvonig Oslif Breezhaler cag divet
1 SVVOTOTITO VO EICTIVEETE TO PAPIOKO TTOV TEPIEYEL EVO KOAYAKIO.

- Xpnowomoteite Ta KoydKkio LOVO LE T GLGKEVLY| EIGTVONG OV TEPIEXETAL GE QVTI TN
ocvokevaoia (cvokevn| glonvor|g Oslif Breezhaler). Ta xaydxia 0o pénet va mapapévovy oTig
KOWELEG UEYPL VAL (PELCTEL VOL TOL (PTCLUOTTOCETE.

- Ortav Eexvioete véo GLOKELOCIM, YPNOILOTOMOTE TN VEX cLoKeVT] elomvon|g Oslif Breezhaler
OV TOPEYETAL GTI| GUOKELAGIL.

- Amoppiyete kBe GVGKELT ELGTVONG OPOTOL OAN T KAWAKLO TNG GUCKELAGING EXOVV
ypNoLLoTon0et.

- Mnyv katomivete Tig KOWOLAES.

- Hopoxerodpe orefdote TIS 001YiES 6TO TELOS AVTOD TOV PGVAAOV 00N YLAOV YPIIONG Y10,
TEPLOCOTEPES TANPOPOPIES CYETIKA LE TOV TPOTO YPN GG TNG GVGKEVTG ELCTVONG.

Edv ypnowponoujoete peyarvrepn d6on Oslif Breezhaler amwé tnv kavoviki

Edv éyete elonvevoetl mapa modv Oslif Breezhaler 1 edv ypnoilomocel KAmotog GALOG TIC KAWOVAES
o0G, EVIUEPDOTE AUECMG TO YIOTPO 0aG 1 HETOPEITE TNV TANGLECTEPT LOVADD EXELYOVIMV
neprotatikov. Agi&te T cvokevaocio tov Oslif Breezhaler. Mnopet va amontn el wtpikn
mapoaKorlovONnon. Mropel va Topatnpioete OTL 1] KPSl GOg KTUTAEL YPNYOpdTEPQ 0o OTL GUVIHOMC,
N 6T wopel vo. EYeTe TOVOKEPAAO, aicOnuo vavnAiag, aicOnuae vavtiog 1 £ueto.

Eav Eeyaoete va ypnowpomonjoete 10 Oslif Breezhaler
Edv Eeydoate vo elomvensete pia 600T, EI6TVEDGTE aKPIP®S Hiot dOGN 6T cLVNON dpa TNV ETOUEVN
nuépa. Mnv elenvedoete SmAn 800G Y10 VA, AVOTANPDOGETE TN 006N oL EEYACOTE.

1660 kopo va cuveyioete 11 Oepomeio pe Oslif Breezhaler
- Xvveyiote va ypnotponoteite tn Oepaneia pe Oslif Breezhaler yio 660 kopd cog et 0 yitpog
o0,
- H XAII elvan paxpoypdvia vocog kat Ba mpénet va ypnoonoteite to Oslif Breezhaler kG0g
Répa kot oyt Ldvo OTOV TOPOVGLALETE OVATVEVGTIKG TTPOPAN LT 1] GALC CUUTTOUOTO TNG
XAITI.
Edv éxete anopieg oyetikd pe 1o yo méco kapod va cuvveyioete ) Oepaneio pe Oslif Breezhaler,
amevbuvleite 6To yloTpd M TO PAPUAKOTOLO GO,

Edv éxete meplocotEpEG EPOTIOELG GYETIKA LLE T YPNOT] AVTOL TOV PUPLAKOV, POTHOTE TOV Y1UTPO 1
TOV QUPLOKOTOLO GG,

4. MBavég avemOOpNTES EVEPYELEG

Onwg 6ha Ta eAppOKa, £TGL KO AVTO TO PAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
ka1 0gv Tapovolalovtal 6 GAOVG TOVG AvVOPOTOLG,.

Opiopéveg avembBounteg evépyeteg umopet va eivan coPopéc. Evnuepmote auéomg to yiatpd oag

o €dv mapovoidoete 050 TOVO 010 Bdpaka (GLYVEG).

o €4V TAPOVCIAGETE TOAD VYNAG eMimEdD GOKYAPOV 6TO aipa cog (d1efnng). Oa ccbovieite
KOVPOAGHEVOC, TOAD SWWOGUEVOG Kol TEWVAGUEVOS (Ympic avénor tov Bapovc) kat Ba Exete
TEPLocOTEPA. 0VPA amd OTL GVVNHBWC (GLYVEQ).

. €0V TOPOVGIAGETE AKAVOVIGTO COULYUO (O)L GUYVEC).

. €0V TOPOVGIACETE CUUTTOUATO UG OAAEPYIKNC OvTiopaong dmwg e&avOna, payovpa,
KUWELEG, OLOKOAID GTNV AvamvoN 1 TV KATAmooT, (AN (01 GLYVEC).

o €4 €xete SUOKOAID OTNV AVOTTVOT LE GUPLYHO M Prixa (Ot SLUYVES).
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Allec avemBounTec evEPYELEC UTOPEL VoL Elvo:

IToAd cuyvéc avemBounteg evépyeteg (Umopel va emnpedoovy meplocotepo amd 1 ata 10 dtopo)
. cupnTOpate Tov opotdlovy pe Kphopo. Oa Tapovcidcete OAa 1 Ta TEPICTOTEP OO TOL EENG:
TOVOLOLOG, KATAPPOT], PVIKT) CULPOPNGT), PTAPVIGHA, B)0g KOl TOVOKEPAAOG,.

Yoyvég avemBountes evépyeteg (umopel va emnpedcovy péxpt 1 ota 10 dropa)
aicOnpa wieong 1 OVOL 6T PéyovAd Kol TO PETOTO (PAEYLOVN T®V Tapappiviov KOAT®V)
KOTOPPON

Prixag

TOVOAULLLOG

TOVOKEPAAOG

Cakn

aicOnpo ToApodv

LUikOg OTAGHOGC

OLOMNUATAOOELS TOAAUES, AOTPAyaAol Kot TOdo (0idn o)

eEavinua/ payovpa

Bopokikd dhyog

TOVOG GTOVG UVES, TO KOKKOAQ 1 TIG KAEWODOELS

Oy ovyvég avemBounteg evépyeteg (umopet va ennpedoovv péypt 1 ota 100 dropa)
o YPYOPOG KOPILUKOG TOAILOG

o LOPUAYKIOGHO ) LOOOLOG O

. poiKog Tdévog

Opiopévol avOpTol TEPIGTAGLOKA PrXouV Alyo HETA amd TV €l6TTvoT Tov apudikov. O Byag sivol
ovvnbeg ovpmtopa ot XAllL Edv mapovcidoete frya Alyo HETA Ao TV EIGTVOT TOV QAPUAKOL, UMV
avnovynoete. EAéyEte T cvokevn el6mvoNg, MoTe va dgite edv TO KoywdKio givatl ddeto Kot OTL £xeTe
AGBeL v Tpn d6om. Edv to xonydxio gival adegto, dev vdapyel Adoyog avnovyiog. Edv o xoydxio dgv
glval 4d€10, TOTE EIGTVELGTE TAAL GOUPOVOL. LE TIG 0ONYiES.

Ava@opd avemOOunTOV EvEPyELOV

Edv mapotnprioete Kamowo avemBOUNTN VEPYELD, EVILEPADOTE TOV Y1OTPO, TOV, PAPLOKOTOLO 1)
TOV/TNV VOGOKOUO G0c. AuTd 1oy 0eL Kol Yo KABe mbavi) avemBOunTn evEPYELD TTOV OEV OVAPEPETOL
670 TTaPOY PUALO 0dNYIDV XpNong. Mropeite eniong va avaeépete avemBounteg evépyeteg omevbeiag,
UEG® TOV €6VIKOD GUOTNUATOG AVOPOPAS OV avoypapeton 6To [apdptmua V. Mécwm g avagopdg
avemBOUNTOV EVEPYEIDV pmopeite va Pondncete 6T GLALOYN TEPIGGOTEP®V TANPOPOPIDYV GYETIKA
LE TNV AGPAAELD TOV TOPOVTOC PAPLLAKOV.

5. Iog va purdccete To Oslif Breezhaler

To @appoko ovTd TPETEL VO PLAACCETAL GE PEPT] TOV OgV TO PAETOVV KoL OV TO POAVOLY TO TOdLA.
Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TNV NUEPOUNVia ANENG TOV aVOPEPETOL GTO KOVTL Ko
v KoyéAn petd 1o «EXPy». H nuepounvia Aéng eivat 1 tedevtaio npépa ToL PV TOV oVOQEPETOL
eKel.

Mn puAdoocete og Beppokpacio peyarvtepn tov 30°C.

DVAAGGETE GTIV OPYLKT] GLCKEVAGIN Y10 VO TPOGTOTEVETOL GO TNV VYPOCIO KO LNV OTOUOKPOVETE
TOPA LOVO AUECMS TPV TNV YPNON.

Na pn xpnoIHoTolEiTe avTO TO PAPLOKO EAV TOPATNPNOETE OTL 1) GLOKELAGIA £xEl VTOGTEL POOPE N
oépet evoei&elg aaloiwong.

Mnv metdite eApUAKO GTO VEPS TNG AMOYETELONG N OTA OIKLAKA amoppippata. Potote tov
(QOPUOKOTOLO GOG Y0l TO MG VO TETAEETE TO, PAPUOKO TTOV OEV YPTCLOTOIEITE M. AVTA ToL LETPA Oa
BonBnoovv oty Tpoctacio Tov TEPPAAAOVTOC,.
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6. Iepreydpeva TS GLOKEVAGIOG KL AOUTEG TANPOPOPIEg

T wegpréyer to Oslif Breezhaler

- Kabe xaydxio 150 pucpoypoppapiov Oslif Breezhaler mepiéyet 150 pikpoypappdpia
wdakatepOAn ®¢g unAeivikn| wdakatepoin. Ta dAha cvotatikd copneptlopfdavovy Aaktoln
povobidpikn Kot 1o kéAveog kayakiov amoteleitat omd Celativn.
o Ta cvoToTIKG Y100 TO Hopo PEAAVL eKTOT®ONG eivan koppea Adakag (E904), aidnpov

o&eidio pérav (E172), mpomvievoyiokoin (E1520), appovicg StdAvpo GCOUTUKVOUEVO.

- Kabe kaydxio 300 pucpoypappapiov Oslif Breezhaler mepiéyet 300 pikpoypappdpia
woOKATEPOAN MG LUNAEIVIKT vdakatepOAn. Ta dAha cvuotatikd coprmeptlopfavouy Aoktoln
povobdpikn Kot 1o kEALPOG kayakiov amotedeitar omd Celativn.

o) Ta cvotatikd yuo To ke peddvi ektommong sivar koppea Adxag (E904), kvavo (E133),
npomvievoyivkoin (E1520), titaviov d10&eidto (E171), odnpov o&eidio pérav (E172).

Epedévion tov Oslif Breezhaler ka1 wepieyépeva g 6uokevaoiag

Xe autn T cvokevooia, Ba Ppeite o cuokevt| elomvong, pali pe koydkio o Koyéhes. Ta koydiio

glvar dropavn (GypmUO) Kot TEPLEYOVY AEVKT KOVL.

- Ta xaydxia Oslif Breezhaler tov 150 pukpoypappoapiov Egovv TomopEVo Evay pavpo Kodko

wpoiovtog “IDL 150” taveo oo pio pavpn papoo kat £va, pavpo eTaptkd AoyOTLTTO TUAMUEVO

KGT® omd T pevpn papoo.
- Ta xaydxia Oslif Breezhaler tov 300 pikpoypappoapiov Egovv TuTopévo Evay puhe Kok

wpoiovtog “IDL 300” taveo omd pio pmie papoo kot Evo PTAE ETAPIKO AOYOTVTO TLUTOUEVO KOTM

Ao TN UAE pafoo.

AwtiBevton ta €Mg peyédn cvuokevaciog:

Kovrti mov mepiéyet 10 koydkia kot 1 cuokeun l6mvon|s.

Kovrti mov mepiéyet 30 kaydkia kot 1 cuokevn elomvon|s.

IToAvovokevacio mov mepiEyet 2 cuokevacieg (1 Kabepid mepiéyet 30 koydxia kot 1 cuokevn
E10TVONG).

IMoAvevokevocio wov mepiEyel 3 cuokevaoieg (1 kKobeuid mepéyet 30 koydxio kot 1 cuokevn
EI0TVOT|G).

IToAvovokevacio mov mepiéyetl 30 cvokevaocies (n kabepd tepiéyel 10 kaydkio kot 1 cuokgun
E10TTVONG).

Mmnopei va unv dratiBeviat OAEG 01 GLGKEVAGIEG 1) OAEG OL TEPIEKTIKOTNTEG OTN YDPO. COG.

Karoyoc Aderog Kvkhogopiog
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

IpAovdia

Hopackevactiig

Novartis Farmacéutica SA

Gran Via de les Corts Catalanes, 764
08013 Bapkehovn

[omavia

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Nvpeufépyn
Teppovia
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T"o omoladnmoTe TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amevBouvbeite otov TomKd aviupdcwno Tov Katdyov g Adsiog Kuihopopiag:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +322 246 16 11

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

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

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

Deutschland
Novartis Pharma GmbH
Tel: +49 911 273 0

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

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

Espaiia
Ferrer Internacional, S.A.
Tel: +34 93 600 37 00

France
Pierre Fabre Médicament
Tél: +33 149 1096 18

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

Ireland
Novartis Ireland Limited
Tel: +353 1260 12 55

Island
Vistor ehf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +39 02 96 54 1
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Lietuva
STA Novartis Baltics Lietuvos filialas
Tel: +370 5269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +322 246 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 8804 52 111

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

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

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

Portugal

Laboratorio Medinfar - Produtos Farmacéuticos,
S.A.

Tel: +351 21 499 7400

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

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

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

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



Kvbmpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB
TnA: +357 22 690 690 Tel: +46 8 732 32 00
Latvija

SIA Novartis Baltics

Tel: +371 67 887 070

To mwapdv @ULA0 00N YOV yp1oNS avades®P1)OnKe Yo TEAELTUIN POPE OTIS

AlLrec N YEG TANPOGOPLAV
Aentopepeic TAnpoeopieg yio 10 PApuaKo avtod gival dabéoieg oto diktvako Tomo Tov Evponaikon
Opyaviopod Gapudkmv: https://www.ema.europa.eu
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OAHI'IEX XPHXHX THX XYXKEYHX EIZXIINOHX OSLIF BREEZHALER

Awpdorte Tig minpelg Odnyieg Xpiong mpwv va ypnoiponomoete 1o Oslif Breezhaler.

Ewayete

Bipa la:
AguipéoTe TO TOPA

Bnpa 1B:
AvoiEte 1] cVGKEVM)
EL6TTVONG

Tpumiote Kot
aQ1oTE

\ "=

N

Bnpa 20

Tpumote To KaOYaKLO
pio popd

Kpatiote ™) cuokeun
glonvong og 6pBia BEo.
Tpumiote o Koydkio
méCovtag otabepd To
500 mhevpika TANKTPA
GUYYPOVAC.

Ba TPEMEL VO 0KOVOETE
éva BopuPo kabmg
S10TPLTTATOL TO KAWAKILO.
Tpumiote to Koydiio

uoévo pio eopd

Bnpa 2f:
AQN0TE TO TAELPIKA
TAMKTPO.
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Ewonvevote Babua

Bnpa 3a:
Exnvedote eviehag
Mn ouonéete oto

EMOTOO.

Brpa 3p:

Ewontvevote TO 9appoko
Babwa

Kpatmote T cvokevn
glomvong, Onmg paivetot
oTNV €IKOVO.
Tonobemote t0
EMGTOWLO GTO GTOUO GOG
Kot KAelote oyt T
Y€l cag yopw tov.
Mnyv mélete ta TAELPIKE
TAKTPO.

EAréyEete 61 T0
KOWyakio givor aogto

EAéy&re 6T TO KOWYGKLO
givan Goso

Avoi&te ) cvokevy
€lOTVONG Yo Vo, dgite edv
€xel amopeivel ToxoV KOVIG
GTO KOWAK1O.

Edv éxel amopeivel kKOvig
OTO KOWYOKLO:

o  Kieiote
GLOKELN
ELOTTVONG.

o Emovoldfete ta
prpata 3o mg

3y.
3
Adewo

Kévig mov
0TopéVEL




Brjua ly:

AgupéoTe TO KOyaKuo.
Apapécte Eva KOWAKLO
amd TNV KAPTO KOYEAT.
Mnyv koramivete 10
Koydikio.

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

& ’

!

—

Bruo 3y:

Kpatiote tnv avamvor]
Kpatfote v avomvon
GOC Y10 5 SEVTEPOLETTAL.

Bnua 10:
Ewséyere 10 koydaxio:

Mnv tonobeteite moté Eva,
Koaklo ansvbeioc 6to

EMOTOWO.

Bnpa le:
K\eiote ™ ovokem)
EL6TTVONG
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A@u1pécTe TO (010
KOWaKio

Tomobetote t0 dde0
KOWYEKIO GTO OTKLOK(L
aroppippara.Kieiote ™
GLGKELN ELGTVOTG KOl
emavatonofeote o
OO

Inpavrikéc anpogopieg
o Ta xaydkio Oslif
Breezhaler mpénet
TAVTOTE VO PLAACCOVTOL
oTNV KLWEAN Kot va,
apopovvTol Ldvo
OUESMG TPV Ao TN
xpnon.
Mnyv katanivete 10
Ko GaKLo.
Mn ypnoylonoteite
kayakio Oslif
Breezhaler pe
0To10ONTOTE GAAN
GUGKELN EIGTVOTG.
Mn ypnoomoteite ™
ovokevn etonvong Oslif
Breezhaler yio va napete
omolodnmote GArO
PAPLOKO GE KOWYAKLO.
Mnv tonobeteite moté
éva Koy akto amevdeiog
GT0 OTOLO GOG 1) OTO
EMGTOWLO TNG CUOKELNG
€L0TVONG.
Mnyv miélete o TAgvpicd
TAKTPA Y10
MEPLOGOTEPEG OO LLiat
Popa.
Mnyv @uonete Gto
EMOTOMO.
Mnyv mélete To TAgLpKd
TMKTPO KABDS
glonvéeTe and 10
EMOTOMO.
Mnv yeileote Ta
KOWAKLOL LLE VYPA YEPLOL.
[oté unv miévete
GLGKELT| ELOTVONG LE




H ovokevaoia cag Oslif Breezhaler Inhaler pack

TEPLEYEL:

e  Mia ovokevn eionvong Oslif Breezhaler

e Mia N meprocdTepes KVYEAES, Omov N Kobepia
nepéyet eite 6 gite 10 kayakwo Oslif Breezhaler
TPOG YPT|ON OTN GLGKELT] EIGTVONG

Odhapog
Kayoxion

Emotomo

Topa
\ TThevpika
o TKTpOL
Bdon

Zvokev £16mvorig Baon cvckeviic euvong

Kapto koyehdv

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
mBavomTeg Opuppaticproy
Tov Koyakiov Oa gival
OVENUEVEG EAV TO KOWAKLO
tpunnBel TEPLoGOTEPES
ond pio eopd.

KafBapiopdg 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 ATOPPINTETAL OPOTOV
&youv ypnoipomoindei 6ra
ToL KO AKLoL TG
ocvokevociog. Potote to
QOPLOKOTOO GOG TAG VO
amoppiyeTe To PAPLOKOL
KOl TIG GLOKEVEG EIGTVONG
mov Og ypelalovTot ma.
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