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Riarify (beclomethasone / formoterol / glycopyrronium
bromide)
06w nperneg Ha Riarify 1 3awwo e pa3spelleH 3a ynotpeba B EC

KakBo npeacrasnaBa Riarify n 3a kakBo ce usnonssa?

Riarify e nekapcTBO, KOETO Ce U3rnonssa Npu Bb3pacTHU 3a obnekyaBaHe Ha CUMNTOMUTE Ha yMepeHa Ao
TexkKa XpoHnyHa ob6cTpykTneHa 6enogpobHa 6onect (XOBB). XOBb e xpoHW4YHO 3abonsiBaHe, npu KOETo
AnxaTenHuTe NbTULa W anBeonapHuTe Topbuukn B 6ennte agpobose ce yBpexaaT Uiau 3anyLuBaT, KOeTo
BOAM A0 3aTPyAHEHUS C AMLLaHETO.

Riarify ce nsnonssa 3a noaabpxawo (NMPoAbXKUTENHO) NeYeHne Npu NaunueHTu, Npun KoMTo
3abonsiBaHETO He Ce KOHTPONIMpa B A4OCTaTb4yHa CTeneH, BbMPEKMU SlIeYeHNeTo C KOMbMHaLUKUs oT ABe
nekapctea 3a XOBb, cbcTosLWa ce OT Abaroaencreaw, 6eta-2 aroOHUCT NJIOC MHXanaTopeH
KOPTUKOCTEPOMA MW AbArOAEACTBALL, MyCKapUHOB peLenTopeH aHTaroHUCT. beta-2 aroHUcTuTe U
MyCKapWHOBUTE peLLenNTOPHM aHTAaroHUCTM nomaraT 3a paslWwupsiBaHe Ha AUXaTeHUTe NbTULLA;
KOPpTUKOCTEPpOMNANTE HaMandBaT Bb3MNaJEHNETO Ha ANXATENHUTE NbTULLA U 6enuTte ,D,pOGOBe.

ToBa flekapcTBO € CbWoTo KaTto Trimbow, kKoeTo Beye e pa3pelleHo 3a ynotpeba B EC. dupmara
npousBoauTen Ha Trimbow e fana cbrnacve Hay4yHuUTe M AaHHM Aa ce M3Mon3eaT 3a Riarify
(,mHdOpMMpaHo cbriacue").

Riarify cbabpyka akTnBHUTe BellecTBa 6eknometasoH (beclometasone), dopmoTtepon (formoterol) m

rnnkonupoHunes 6pomuns (glycopyrronium bromide).

Kak ce m3nonssa Riarify?

Riarify ce npeanara nog ¢bopmaTa Ha TEYHOCT B MopTaTMBEH MHXxanaTop. lNMpenopbvynTenHarta g4o3a e no
ABe HXanauuu asa nNbTW AHEBHO.

Nekap nnun aopyr MeanumHCKKN cneumannct Tpﬂ6Ba Aa NoKaXe Ha NauneHTuTe Kak Aa n3non3eat
npaBuIHO MHXanaTopa M peaoBHO Aa NpoBepsdBa AaJiM NAUMEHTLT U3BbPLUBA NpaBU/IHO MHXanauuaTa.

JlekapCTBEHUAT NPOAYKT ce OTMNycKa No JSlIeKapcko npeanucaHue. 3a noseve MHPOpMaumsi OTHOCHO
ynoTtpebaTa Ha Riarify BMXTe nucToBkaTa nam ce cebpxeTte ¢ Bawwnsa nekap naun dapmauesT.

30 Churchill Place e Canary Wharf e London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555
Send a question via our website www.ema.europa.eu/contact An agency of the European Union “ax

© European Medicines Agency, 2019. Reproduction is authorised provided the source is acknowledged.



Kak pencrBa Riarify?

TpuTe akTUBHM BewecTBa B Riarify gelicTBaT No pasnnMyeH Ha4ynH, Kato HamansBaT Bb3NaneHNeTo n
noaabpXaT AMXaTesIHUTE NbTULLA OTBOPEHW, KOETO MO3BOJISABA Ha NauMeHTa Aa AuLia no-aecHo.

BeknoMeTaszoH NpuHaaiexu KbM NpOTUBOBBL3NANIUTENIHUTE JileKapcTBa, U3BECTHU KaTo
KOpTUKoCcTteponan. Tol gencTBa No CXOAEeH HauYMH C U3NbYBaHUTE NO eCTeCTBEH NbT KOPTUKOCTEPOUAHU
XOPMOHM, KaTo HaMmasnsiBa aKTMBHOCTTa Ha MMyHHaTa cMcTeMa. ToBa BOAU A0 HaMmansiBaHe Ha
OTAENAHETO Ha BewecTBa, KOUTO ydacCcTBaT BbB Bb3Ma/MTENHUA nNpouec, HanpunMep XMctaMmH, U no To3un
HauMH ce Nomara Ha guxaTenHuTe NbTUla Aa ocTaHaT cBo6oaHM, KOETO NO3BOJISIBa Ha NauneHTa aa
Avila No-NecHo.

dopmoTepon e gbarogencrealy 6eta-2 aroHnct. PopMoTepos ce CBbp3Ba C peuenTtopu (uenm),
M3BeCTHM KaTo 6eTa-2 peuenTopu B MyCKy/IUTE Ha AuxaTenHute nbTuwa. Cnesn KaTo ce CBbpXe C Tesn
peuentopu, GopMOTEPON NPUYMHABA OTNYCKaHe Ha MYCKYyMTe, KOETO NoAabpXXa AMXaTenHuTe nbTuLla
OTBOpPEHU M NMoMara Ha nauuneHTa Aa Auuia.

FnukonupoHues 6poMua e AbNroaencTBall MyCKapuHOB peLenTopeH aHTaroHUCT. TNTIMKONUPOHMEB
6poMma paslimpsBa AnxaTenHuTe NbTulla, Kato 6,10KMpa MyCKapmHOBUTE peLenTopu B MyCKYyJIHUTe
KkneTkn B 6enute apobose. Tbii KaTo Te3M peuenTopu noMarar Aa ce KOHTposupa CBUBAHETO Ha
MYCKY/IUTE Ha AnXaTeNHuTe nbTulla, 6J10KMpaHeTo UM BOAM A0 OTMyCKaHe Ha MyCKy/nuTe, KaTo ToBa
crioMara AMxaTesHuUTe MbTulia Aa oCcTaHaT OTBOPEHM WM MO3BOJISIBA Ha NaUMEHTUTE Aa AULIAT MO-JIEeCHO.

KakBu nonsm ot Riarify ca yctaHOBeHM B npoy4yBaHuaTa?

YcTtaHoBeHO €, ye Riarify e edhekTnBeH 3a obnekyaBaHe Ha cumnToMmTe Ha XOBb B Tpu OCHOBHU
npoy4yBaHus, BKIOYBALWM Hag 5 500 naymMeHTn CbC CUMMNTOMMU, KOUTO HE ca Buam KOHTPONMpaHu B
3a[0BONMTENHA CTeneH ¢ KoMbuHaums oT ABe Apyru nekapctsa 3a XOBb unn ¢ MyckapuHoB
peuenTopeH aHTaroHWUCT, NpuiaraH CamoCToATeNHO.

B nbpBOTO NpoyyBaHe, NPOABLIXUIO efHa roanHa, cnes 26-ceAMUYHO nedeHune Riarify nogobpsisa ®EO,
(makcumanHmnaT ob6eM Bb3AyX, KOMTO YOBEK MOXe Aa u3guwa 3a egHa cekyHaa) ¢ 82 ml npeawm
npunaraHe Ha fo3a un c 261 ml cnep npunaraHe Ha fo3a. 3a cpaBHeHue ®EO1 ce yBennyasa c 1 1

145 ml cbOTBETHO NMpeaun u cnej npunaraHeTo Ha Ao3aTa Npu NnauneHTU, IeKyBaHW C JIeKapCcTBo,
CbAbpPXKALLO CaMo 2 OT aKTUBHUTE BellecTBa B Riarify (6eknomeTtasoH natoc dopmoTepon).

BbB BTOPOTO NMpoyyBaHe, Npoab/IXXMao 1 roaMHa, naunMeHTuTe, nekyBaHu ¢ Riarify, ca umanun 20 % no-
Masiko 060CTpsAHUA (NPUCTBNMU) FOANLIHO, OTKOJIKOTO MNauUeHTUTe, NeKyBaHu C TMOTPOMNUYM
(obnropencrTeall MycKapMHOB peLenTopeH aHTaroHMcT). B ToBa npoyuBaHe Riarify e TonkoBa
edekTuBeH, KOIKOTO TUOTPOMNYM MJIOC KOMBUHaLUMS OT beknoMeTasoH M hopMOTepos, 3a HaMasiBaHe
Ha 6pos Ha obocTpsHuATa.

B TpeToTo NnpoyuyBaHe, Npoab/kMNO0 1 rognHa, naumeHTuTe, nekyBaHu c Riarify, ca nmanm c 15 % no-
Manko 060CTpSIHUA rOAULIHO OT NauMeHTUTE, JIeKyBaHW C KOMBMHaUKNA OT MHAAKaTepon
(avnropencrealy 6eta-2 aroHMUCT) U raMKonmMpoHues 6pomua.

KakBu ca puckoBeTe, CBbp3aHM € Riarify?

HexenaHuTte peakunu npu Riarify BkntouBaT opasnHa kaHamaosa (rebuyHa nHdekums Ha ycraTa,
npuyMHeHa oT ApoXAWn, HapedeHn Candida), MyCcKy/HM cna3Mu K CyxoTa B ycTaTa.

3a MbJIHUA CMNUCBK Ha HeXefaHUTe peakunn n orpaHnyeHusaTa npu Riarify BuXXTe nnucroskaTa.
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3awo Riarify e paspeweH 3a ynorpeb6a B EC?

Riarify e edpekTMBEH 3a HamMmansiBaHe Ha YecToTaTa Ha obocTpsaHuaTa n nogobpsisaHe Ha 6enogpobHaTa
dyHKumMsa npu naumeHTn ¢ XOBB. He ca cbobwaBaHn cepro3HmM onaceHuns 3a 6e3onacHocTTa npu Riarify,
KaTO HeXxenaHuTe peakuuu ca JIeCHU 3a nedeHune n ca NnogobHM Ha Te3n nNpu Apyru nekapcrea 3a XOBbb.
CnepoBaTtenHo EBponelickaTa areHums nNo nekapcrBarta pewu, 4ye nonsumrte ot ynotpebaTa Ha Riarify ca
no-rojsieMn oT PUCKOBETE M TO3N NPOAYKT MOXe Aa 6bae pa3pelweH 3a ynotpeba B EC.

KakBu Mmepku ce npeanpuemMart, 3a Aa ce rapaHTupa 6e3sonacHata u
ecdexkTnBHa ynotpeba Ha Riarify?

MpenopbKknUTe U NpeanasHUTE Mepku 3a besonacHaTta u edekTUBHa ynoTpeba Ha Riarify, kouTo cneaga
[a ce cnassaT OT MeANLMHCKUTE CNeunanncT 1 nauneHTUTe, ca BK/IOYEHU B KpaTKaTa XapaKTepucTmKa
Ha nNpoAyKTa M B INCTOBKAaTA.

KaKkTo npu BCUMUKM NeKapcTBa, AJaHHMTE BbB Bpb3ka C ynotpebaTta Ha Riarify HenpekbcHaTo ce
npocneassat. CbobLIEHUTE HEXENAHU peakunn, CBbp3aHu ¢ yrnotpebaTa Ha Riarify, BHUMaTeNHO ce
OLEHSIBaT M ce npeanpueMaT BCUUKM HEO6XO0AMMIN MEPKM 3a 3allMTa Ha NauMeHTuTe.

AonbnHutenHa mHdopmauuma 3a Riarify:

Riarify nony4yaBa pa3peweHue 3a ynotpeba, sanuaHo B EC, Ha 23 anpun 2018 .

JonbnHunTtenHa nHdopMaumnsa 3a Riarify moxeTe fa HamepuTe Ha yebcalita Ha AreHumnsTa:
https://www.ema.europa.eu/en/medicines/human/EPAR/riarify-previously-chf-5993-chiesi-
farmaceutici-spa.

[JaTa Ha nocnefHO akTyanusMpaHe Ha TekcTta 03-2019.
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