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Trelegy Ellipta (fluticasone furoate / umeclidinium
bromide / vilanterol)
O6w npernea Ha Trelegy Ellipta v 3aw0 e pa3speweH 3a ynotpeba B EC

KakBo npeacrasnsasa Trelegy Ellipta n 3a kakBo ce nanonssa?

Trelegy Ellipta e nekapcTBo, KOETO Ce M3non3sBa 3a obnek4yaBaHe Ha CUMNTOMUTE Ha YMepeHa A0 TexkKa
XpOHWYHa ob6cTpykTMBHA 6enoapobHa 6onect (XOBE). XOBB e xpoHM4YHO 3abonsiBaHe, Npu KOETO
AnxaTesiHuTe NbTUWa 1 ansBeonapHute Topbuukn B 6ennte gpobose ce yBpexaaT win 3anywBsaTt, KOeTo
BOAW A0 3aTPYAHEHUS C ANLLIAHETO.

Trelegy Ellipta ce nsnonsea npun Bb3pacTHU, NPpU KONTO 3ab0NsIBAHETO HE Ce€ KOHTPOSIMpa AOCTAaTbYyHO
nobpe c koM6MHaALMS OT MHXANATOPHM NEeKapCTBa, CbCTOSIWM Ce OT AbJrogencreawm 6eta-2 aroHUCTH
Na0C KOPTUKOCTEPOUA MW AbJrO4ENCTBALL, MyCKapuUHOB aHTaroHUCT. Avnrogencreawmrte 6eta-2
aroHUCTY paswmnpsiBaT AUXaTesHUTe NbTULLA, KOPTUKOCTEPOMAUTE HaMansiBaT Bb3NasieHNETO B
AMxaTesIHuTe NbTuwa mn bennte 4poboBe, a MyCKapuHOBUTE peLenTOPHM aHTaroOHNUCTU BOAST A0
OTNYCKaHe Ha MYCKYJ/IUTe Ha AUXaTeNHUTe NMbTULla.

Trelegy Ellipta ce nsnonsea 3a nogabpxalwo (peaoBHO) iedyeHne Ha exeaHeBHa ocHoBa. Trelegy Ellipta
CbAbpXa aKTUBHUTE BewecTBa dnyTukasoH dypoart (fluticasone furoate), ymeknnanHmes 6pomMna
(umeclidinium bromide) n BunaHTepon (vilanterol).

Kak ce nanonssa Trelegy Ellipta?

Trelegy Ellipta ce oTnycka no nekapcko npeanuncaHue. MNMpeagnara ce noa popMaTa Ha npax 3a
MHXanaums, KOMTO NauMeHTbT BAMWBA Npe3 ycTata C NoOMOoLTa Ha NPEHOCMM MHXanaTop; NauneHTbT
TpsibBa Aa BAMLWIBA NEeKapCTBOTO BeAHBbX AHEBHO, rope-A40/y Mo €4HO U CbLO BpeMe BCeKM AeH. 3a
rnoeeye MHdopMauus oTHOCHO yroTpebaTta Ha Trelegy Ellipta BuxTe nucroBkaTta uamn ce cBbpXeTe C
Bawwusa nekap nnu dapMauesT.

Kak pencrsa Trelegy Ellipta?

Trelegy Ellipta cbabpxa TpM aKTUBHKM BeLLECTBA, KOUTO AENCTBAT Mo pas/iMueH HauuH 3a paslinpsiBaHe
Ha AMXaTenHuTe NbTULa U 3a nogobpaBaHe Ha aAuwaHeTo npu XOBBb.
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®nyTukasoH dypoat e KopTukocTepoua. Toli AeicTBa NO CXOAEH HAaYMH C NPOU3BEXAAHUTE MO
€CTEeCTBEH MbT KOPTUKOCTEPOUAHN XOPMOHM, KaTo HaMasisiBa akTUBHOCTTa Ha MMYHHaTa cucTemMa 4ypes
CBbp3BaHe C peuenTopu (Lenn) B pasiMyHM BUAOBE UMYHHU KNeTkK. ToBa HaMansBa 0CBO60XAaBaHETO
Ha BellecTBa, KOUTO yyacTBaT BbB Bb3MNaauTeNHUS NpoLEeC, HanNnpuMep XMCTaMuH, U Mo TO3M HauuH ce
HamansiBa Bb3NaJieHMETO M CEe MoMara Ha AuMxaTeNHUTe NbTULA Aa OCTaHaT cBo60AHM, KOETO MNO3BOSIBA
Ha nauMeHTa Aa Aula Mo-/1eCHO.

YMeKknuanHneB 6poMuna € MyckapuMHOB peLenTopeH aHTaroHUCT. Toi AelicTBa, kaTo 61oknpa
MYCKapUHOBUTE peLienTopu, KOUTO y4acTBaT B MYCKY/IHUTE KOHTpakuuu. MNpu BAMLLBaHE Ha
yMeKnIuamMHmeB 6poMua, Tol Kapa MyCKy/UTe Ha AuXaTeNHUTe NbTua Aa ce oTnyckar.

BunaHTepon e abnrogericreawy 6eta-2 aroHucT. Tol AeilcTBa, KaTo ce cBbp3Ba C beTa-2 peuentopuTe B
HSKOM BMAOBE MYCKYJIHU KneTku. Mpu BAMWBaHe BUIaHTEPON akTMBMpa 6eTa-2 peuentopuTe B
AuxaTenHuTe nbTuwa. ToBa BOAM A0 OTMyCKaHe Ha MYCKY/UTE Ha AMXaTesTHUTE MbTULLA, KaTo Mo TO3M
Ha4ynH Ce nomMara Ha AunxaTenHnTe NbTUlla Aa OCTaHAaT OTBOPEHU U CE NO3BOJIABa Ha NauneHTUTE Aa
AVLaT Nno-ecHo.

Kakeu nonsu ot Trelegy Ellipta ca yctaHoBeHM B npoy4yBaHusita?

B nBe OCHOBHM Npoy4yBaHusa e yctaHoBeHO, 4ve Trelegy Ellipta nogobpssa anwaHeTo Ha NaLMEHTUTE U
Hamansea obocTpsHuaTa (NpUCTbNUTE) Ha 3abonsaBaHeTo.

B eaHo npoyuBaHe ce cpaBHsiBa Trelegy Ellipta ¢ BunanTepon, npnemaH ¢ dniyTnkasoH gypoat, uim c
BWUNAHTEPON, NpueMaH ¢ ymeknunamHues 6pomuna, npm 10 355 naumeHtn ¢ XOBb B HanpeaHana ¢opma,
Npuv KOUTO MMa PUCK OT 06OCTPSHUA U NpU KOUTO 3a60NSBaAHETO HE Ce KOHTPOoaMpa B AOCTaTbyHa
CTeneH C exxeAHEeBHO NOAAbPXKAaLLO fleyeHune.

B ToBa NpoyuyBaHe ce ycTaHOBSIBa, Ye B NpoAab/KeHWe Ha efHa rogmHa Trelegy Ellipta Hamansaea HMBaTa
Ha yMepeHun n Texkun oboctpsHusa c 15 %, cpaBHEHO C NeYeHMETO C BUNaHTepos u pnyTMkasoH dypoar,
M c 25 %, cpaBHEHO C JIeYEHNETO C BUIAHTEPON N YMEKNUANHMEB BpoMna.

B apyro npoyusaHe npu 1 810 nauyneHTn ¢ XOBB, KOATO He Cce KOHTpONMpa B 3a40BONUTENHA CTEMeH C
exxegHEeBHO MoAAbPIXKALLO leyeHne, e ycTaHoBeHo, ye Trelegy Ellipta e no-edektneeH 3a nogobpsisaHe
Ha AMWAHETO Ha naumMeHTUTe, OTKONIKOTO MHXanaTopHaTa koMbuHaums oT byaesoHns (KOpTUKocTepoma)
n dopmoTepon (aAbnrogencraaly, 6eTa-2 aroHUcCT).

Cnep 24 ceamuum OEO; (MakcMManHmaT obeM Bb3ayX, KOWUTO MOXe Aa Ce u3auila 3a eiHa CeKyHAa) Ha
nauveHTuTe, Nnpuemaiwim Trelegy Ellipta, ce nogobpsiBa cbc 142 ml. ToBa ce cpaBHsIBa CbC CpeaHO
HaManeHue oT 29 ml, koeTo ce HabnoaaBa Npu NaumeHTH, NpMemMalm KomMbuHaumsTa ot byaesoHna u
dopmMOoTEPON B NPOAB/IKEHME HA CbLUMSA Nepuoa oT BpeMe. lNauuneHTuTe, nekyBaHu ¢ Trelegy Ellipta,
cbobuiaBaT 1 3a nogobpsiBaHe Ha 34paBETO B CPAaBHEHWE C NauMeHTUTe, IeKyBaHU C KOHTPOSTHOTO
neveHue.

KakBu ca puckoBete, cBbp3aHu c Trelegy Ellipta?

Han-4yectnte HexenaHu peakuun npu Trelegy Ellipta (konto Mmoxe ga 3acerHat He noBeye oT 1 Ha

10 ayww) ca Ha3odapuHrnT (Bb3naseHne Ha Hoca U MbpnoTo), rmasobonve n nHdbekuusa Ha ropHuTe
AnxaTtenHu nbtuwa (MHdekumnsa Ha Hoca M rbpnoTo). Mo-cepnosHNTe HexenaHn peakumm (KOUTo Moxe
Aa 3acerHaTt He noseye oT 1 Ha 10 Aywn) BKIOYBAT MHEBMOHMUS.

3a NMbHUS CNUCBK Ha BCUUKM HEXENAHW peakunn n orpaHndeHust npu Trelegy Ellipta BuxTe
ncToBKaTa.
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3awo Trelegy Ellipta e paspeweH 3a ynotpe6ba B EC?

Trelegy Ellipta nogo6psiea 6enoapobHaTta yHKUUS, KAaKTO U KQ4YeCTBOTO Ha XXWUBOT Ha NaUMEHTUTE C
yMepeHa o Texka XOBb. Mo oTHoweHWe Ha npodwunia Ha 6e30MacHOCT Ha NeKapCTBOTO, Hak-yecTuTe
HeXenaHu peakumn, cbobueHn npu Trelegy Ellipta, ca nogobHW Ha Te3n Npu OTAENHUTE aKTUBHMU
BellecTBa Ha 1eKapCcTBOTO M ca Aobpe n3BecTHW. 3aToBa EBponeiickaTa areHUUs No nekapcreaTta peLuu,
ye nonsute oT ynotpebarta Ha Trelegy Ellipta ca no-ronemmn ot puckoseTe, U TO3M NPOAYKT MOXe Aa
6bae paspeleH 3a ynotpeba B EC.

KakBu Mepku ce npeanpuvemMar, 3a Aa ce rapaHTupa 6esonacHaTa u
ecdekTnBHa ynorpeba Ha Trelegy Ellipta?

MpenopbknTe M NpeanasHMTe Mepkun 3a 6e3onacHaTa n edekTnBHa ynotpeba Ha Trelegy Ellipta, kouto
cneABa Aa ce cnasBaT OT MeAUUMHCKUTE CleunanmucT 1 naumMeHTuTe, ca BKJIOYEHM B KpaTkaTa
XapaKTepucTmka Ha npoaykTa u B IMCTOBKaTa.

KakTo npu BCUMYKM NekapcTBa, AaHHUTE BbB Bpb3Ka C ynoTpebaTta Ha Trelegy Ellipta HenpekbcHaTo ce
npocneasaaT. CbobLeHNTE HEXENaHW peakunm, CBbp3aHn ¢ ynotpebaTta Ha Trelegy Ellipta,
BHMMaTENIHO Ce OLUEeHABaT U ce npeanpuemMaTt BCUUYKN HEOOXOAMMM MEPKM 3a 3aluMTa Ha naumeHTuTe.

AonbnHutenHa nHpopmauusa 3a Trelegy Ellipta:

Trelegy Ellipta nony4aBa pa3speweHue 3a ynotpeba, BanuaHo B EC, Ha 15 HoemBpu 2017 r.

JonbnHutenHa nHgopmauus 3a Trelegy Ellipta moxeTe na HamepuTe Ha yebcaTa Ha AreHuusTa:
ema.europa.eu/ medicines/Human/EPAR/Trelegy-Ellipta.

[aTa Ha nocneaHo akTyanausMpaHe Ha TekcTa: 10-2018.
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