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MepiAnyn EPAR yia To KOIVO

Onbrez Breezhaler
IvOaKaTEPOAN

To napodv éyypa@o anoTeAei oUvown TnG Eupwnaikng Anuoaoiag ‘EkBeong AgioAoynong (EPAR) Tou
Onbrez Breezhaler. Enggnyei Tov Tpdno e Tov onoio o Opyaviouog a&ioAdynoe To ¢pApuako npoTou
glonynBei Tn xoprynon adesiag kukhogopiac otnv Eupwnaikn 'Evwon kal d1aTuNwoel GUCTACEIG OXETIKA
HE Toug OpOUG XPHONG ToU. AEV ANOOKOMEI TNV NApoXr NPAKTIKOV CUUBOUAMV yid Tov TpOMNo Xpnong
Tou Onbrez Breezhaler.

ra NPakTIKEG MANPOPOPIEG OXETIKA e TN Afwn Tou Onbrez Breezhaler, ol agBeveig npenel va
oupBouAeUovTal TO QUAAD 0dNYI®V XPAONG 1 va enikolvwvoUV e ToV YIaTpo ) ToV papuakonold Toug.

Ti eival To Onbrez Breezhaler kal 0€ NOIEG NEPINTMOEIG XPNOIMONOIEiTAI;

To Onbrez Breezhaler gival @appako nou Xopnyeital yia Tn diatipnon Tng diavoIEng TWV agpaywywyv o€
EVNAIKEG JE XpOVIa ano@pakTikr nveupovondadeia (XAM). H XAl sival pia xpovia naénon kaTta tnv onoia
0l AEPAywYyoi Kal ol dgpoPOpPOol GAKOI TWV NVEUNOVWY KATACTPEPOVTAl I ano@PAacoovTal, YEYOvOG Nou
npokaAei duokoAia oTnv avanvor). To Onbrez Breezhaler xopnyeital wg Ogpancia ouvTipnong (TakTikn
Bepaneia).

To @apuako nepiEXel Tn dpACTIKI ouaia IVOAKATEPOAN.
Mwg xpnoiponoigital To Onbrez Breezhaler;

Ta kawdkia Onbrez Breezhaler, Ta onoia nepiExouv okKOVN Yyia €10MvVor), XpnolgonoiouvTal govo Pe TN
ouokeun gionvong Onbrez Breezhaler kal dev npénel va katanivovTai. MNa tn Afwn Tng d6ong, o aobevrg
TOnoBEeTel éva KAWAKIO OTN CUOKEUN €I0MNVONG Kal EI0TIVEEI TN oKOVN JECW TOU GTOUATOG.

H ouvioTwpevn doon €ival éva kawdkio Twv 150 pikpoypapuapiov pia gopd Tnv nuépa, Tnv idia wpa
KaBe nuépa. e neploTaTikG coBaprc XAl, o yiaTpog pnopsi va au€nosl Tn 300N o€ éva KAWdakIo TWV
300 piIkpoypaupapinv gia gopd Tnv nuépa.

To pAapuako xopnyeitalr yovo He 1IaTPIKA ouvTayn.
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Mwg dpa To Onbrez Breezhaler;

H dpaoTikn oucia Tou Onbrez Breezhaler, n ivdakaTtepdAn, €ival aywvioThg BriTa-2 adpevepyikou
unodox£a. Apa NpookoAAWHEVN OToUG BTa-2 unodoxeic nou BpiokovTal oTa PUiKa KUTTApa NOAA®V
opydvwv Kal npokaAoUv Tn XaAdpwaon Twv Juwv. 'OTav To Onbrez Breezhaler sionvéeTal, n
IVOAKATEPOAN PTAVEI OTOUG UMOJOXEIC TV aEpAywywV Kal Toug evepyonolei. Kat’ autov Tov Tpdno
npokaAegital xaAdpwon TwV HUKOV TV aEpaywywy, YEYOVOG To onoio BonBdsl atn diathpnon Tng
J1AVoIENG TwV agpaywywv Kai oTn SIEUKOAUVGN TNG avanvong Tou acBbevoug.

Moia gival Ta opéAn Tou Onbrez Breezhaler cUpQ®WvVa HE TIG HEAETEG;

S € TPEIC BAOIKEG MEAETEG OTIC oMnoieg PeTeiXav nepiogoTepol anod 4.000 agBeveic pe XAM 1o Onbrez
Breezhaler ouykpibnke pe gikovikd papuako (eIkovikr Bgpaneia), TIOTPOMIo 1 GOpHOTEPOAN (AAAa
glonvedueva apuaka nou xpnaoigonololvTal yia Tn Bepaneia Tng XAM). O Baaoikdg SeiKTNG HETPNONG TNG
anoTEAEOUATIKOTNTAG NTAV Ol HETABOAEC TOU TAXEWC EKMVEOUEVOU OYKOU Twv acBevwv (FEV4, o
MEYIOTOC OYKOG aépa nou PNnopei va eknvelaoel €va ATouo o€ d1aoTnua evog deuTepoAENTOU) UOTEPA ano
diaotnua 12 £Bdouadwv.

To Onbrez Breezhaler anodeixTnke anoTEAEOUATIKOTEPO AMNO TO EIKOVIKO PAPHAKO oTn BeATIwoN TNG
elpubUNG AsiToupyiag TwV NVEUNOVWY og acBeveig e XAl. Kata péoo 6po, n avu&non Tou FEV, o€
aoBeveic nou éAaBav Onbrez Breezhaler kupavOnke peTa&l 150 kal 190 ml, evw oToug acBeveig nou
€\aBav €IKoVIKO pApHaAKko n METABoAr Tou FEV; Kupavenke ano pia geiwon Tng TaEewg Twv 10 ml €wg
Mia al&non Tng TaEewg Twv 20 ml. Mevikd, n enidpaocn Twv 500wV Twv 150 kal 300 pIKpoypaupapiov
Tou Onbrez Breezhaler Tav napeppepng, woTdoo, anod Ta anoTEAECUATA NPOEKUWE OTI N docon Twv 300
HIKpOYpAUHapiwV PUNopPEl va avakouPioel NEPICOOTEPO TOUG ACBEVEIC MOU NACYXOUV ano ooBapoTepn
Hop®n TnG vooou. H avu&non Tou FEV, ATav 130 ml pe To TioTponio kal 80 ml Ye TN GOPHOTEPOAN.

Moiol kivduvol cuvdéovTal pe To Onbrez Breezhaler;

O1 guxvOoTepeg avenBUUNTEG evepyeleg Tou Onbrez Breezhaler (evdexeTal va spgavioTolv o€
nepioooTepa ano 1 ora 10 dropa) sival pivogapuyyitida (pAsypovn TG HUTNG KAl Tou ¢papuyya) Kal
AOINWEN TNG avWTEPNG avanveuaTIKNG 0doU (AoIMWEN TNC HUTNG Kal Tou @apuyya). AANEC OUXVEG
avenmBuunTeG EVEPYEIEG €ival NOVOC 0To 0TABOC, BrXAC KAl HUIKEG KPAMMEG.

O nARPNG KaTaAoyog Twv aveniBUuUNTWV EVEPYEI®V KAl TWV MEPIOPICHWV NOU ava@ePONKAV HE TO
Onbrez Breezhaler nepiAapBaveral ato UAAO 0dnyI®V XprHone.

Na noioug Adyoug eykpidnke To Onbrez Breezhaler;

O Eupwnaikog Opyaviopog dapudkwyv kpive 0TI £xel anodeixBei 6TI To Onbrez Breezhaler eival
anoTeEAEOUATIKO OTN BeATIWON TNG AIToupyiag Twv nveupdvwy otn XAl. Eniong, o Opyaviopog Ekpive
OTI DEV OUVETPEXE 00BAPOGC AOYOG avnaouxiag oXeTika Je TNV aopdAsia Tou Onbrez Breezhaler, kabwg ol
avenBUUNTEG EVEPYEIEG TOU €ival DIAXEIPIOIPEG KAl NAPOMOIEG HE AUTEG AAAWVY QAPHAKWY PE AYWVIOTEG
BNTa-2 adpevepylkoU unodoxed. Q¢ ek ToUuTou, 0 Opyaviouog EKPIVE OTI Ta OPEAN Tou Onbrez
Breezhaler unepTepolv TwV KIVOUVWV NOU OUVOEOVTAI HE AQUTO Kal €l0nynONKe Tn Xopriynon dadsiag
KUKAOQOpiag yia To ev AOyw QpApuako.
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Moia péTpa AapBavovTal yia TV ac@paAn Kal anoTEAECHATIKA XpPRon Tou
Onbrez Breezhaler;

TNV NepiAnwn TwV XapakTnpIoTIKWV TOU NpoidvTog Kal oTo GUAAO odnyiwv Xpriong GUUNEPIARPOnKav
OUOTAOEIC Kal MANPOPOPIEC YIa TIC KATAAANAEG NPpOoPUAAEEIC Nou npEnel va AapBavovTal ano Toug
ENAYYEAWATIEG TOU TOUEA TNG UYEIag Kal Toug aoBeveic yia TNV ao@aAn Kal anoTEAECHATIKN XPron Tou
Onbrez Breezhaler.

Noinég nAnpo@opisg yia To Onbrez Breezhaler

271G 30 NoguBpiou 2009, n Eupwnaikn EniTponn xoprnynoe adsia kukAo®opiag, n onoia 10XVl O
oAOKANpn Tnv Eupwnaikn ‘Evwon, yia To Onbrez Breezhaler.

H nAfpng EPAR Tou Onbrez Breezhaler diaTiBeTal oTov dIKTUAKO TOno Tou Opyaviouou, aTn
dieuBuvon ema.europa.eu/Find medicine/Human medicines/European public assessment reports. lNa
NEPICOOTEPEG NANPOPOPIEC OXETIKA HE TN Bepaneia pe To Onbrez Breezhaler, diaBdoTe To UANO
odnylwv Xpnong (ocupnepiAappaveral eniong otnv EPAR) 1| €NIKOIVWVAOTE HE TOV YIATPO I TOV
(papuakornolo oac.

TeAeuTaia evnuépwon TNG nepiAnywng: 09-2017.
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001114/human_med_001219.jsp&mid=WC0b01ac058001d124
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