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Pe3toMme Ha EPAR 3a o6wecTBeHO non3BaHe
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HacToswmaT AOKYMEHT npeacrasisiBa pe3toMe Ha EBponenckus ny6nm¢@oueHbqu poknag (EPAR) 3a
Daliresp. B Hero ce pa3scHsiBa kak KOMUTETLT NO SleKkapCTBEHUTE NPBEYKTM 3@ XyMaHHa ynotpeba

(CHMP) e oueHwnn nekapcTBOTO, 3a Aa AaAe NOJIOXUTENHO CTaH € 3a pa3pellaBaHe 3a yrnotpeba un
npenopbkn 3a ycroBuaTa Ha ynoTpeba Ha Daliresp. ".’JQ

0
Daliresp e nekapcTBo, CbabpXKalLlo aKTMBHOTé@u.LeCTBo podnymunact (roflumilast). Npeanara ce noa
dopmaTa Ha Tabnetkun (500 mukporpama). Q\

roflumilast

KakBo npeacrasnsasa Daliresp?

A
3a KaKBO ce U3Mnona3Ba Dall$sp?

Daliresp ce npunara 3a nequ@Ha TeXKa XpoHWYHa o6CTpykTMBHA 6enoapobHa 6onect (XOBB) npu
Bb3pacTHU, KOUTO UMaT quemqu 6pOHXUT (MPOABIKUTENHO Bb3MasieHMe Ha AMXATENHUTE NbTMLLA) U
yecto obocTpswa ce XO& XOBB e xpoHM4YHO 3abonsiBaHe, Npu KOETO AMXATESIHUTE MbTULA U
Bb3AYyLWHUTE NpocTpadgiea B 6enute Apobose ce yBpexaaT Uau 3anyLwsaT, KOETO BOAM A0 3aTPyAHEHO
BAMLLBaHE 1 MSAI@ He.

Daliresp He cQ»3non3Ba caMoCTosITeNHO, a KaTo ,A06aBka" KbM fedeHmeTo ¢ 6poHxoaunaraTopum
(nekapcrtBa, KOMTO pa3swmpsaBaTt AnxaTenHuTe nbtuwa B 6ennte gpobose).

J'leKapCTBeHVIFlT NpoAYKT Ce OTNyCKa Mo NeKapCKo npeanncaHune.
Kak ce nanonssa Daliresp?

MpenopbvyunTenHaTta go3a Ha Daliresp e egHa TabneTka BegHbX AHEBHO. TabneTkaTta TpsibBa ga ce
nornblia C Boga U Aa ce nNpuema no e4HO U CbLLo BpeMe BCeKM AeH. Moxe fa ce HanoXn naumeHTuTe
Aa npuemart Daliresp B npoab/KeHWe Ha HAKONKO ceaMuun, npean edekTsbT ga ce NposiBu.
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Kak peuncrsa Daliresp?

AKTUBHOTO BellecTBo B Daliresp, podnymmnacTt, npuHaanexu KbM rpyna fiekapcrea, HapeyeHu
~MHXNbUTOpU Ha ocdoanecrepasa tmun 4 (PDE4)". To 6nokmpa aencreneto Ha eHsuma PDE4, yyactBauy,
B MNpoLleca Ha Bb3nasieHne, KOUTO BoAn Ao pa3suTme Ha XOBB. Kato 6nokupa aencresmeto Ha PDE4,
podnyMunact HamMansea Bb3naneHueTo B 6ennte ApobosBe, KaTo MO TO3M HAaYMH cnoMara 3a otcnabsaHe
Ha CMMNTOMWUTE Ha NauueHTa UaKn 3a NpeaoTBpaTsABaHE Ha BNOLWABaHETO WM.

Kak e npoyueH Daliresp?

Daliresp e cpaBHeH ¢ nnauebo (cnano nevyeHune) B ABe OCHOBHM NpoOy4BaHusa, obxBawawm Hag 3000
Bb3pacTHu C Texka popma Ha XObb, KouTo ca nmanmn Han-mManko eaHo obocTpsiHe Ha 3abonsiBaHETO
npes uaMnHanaTta roanHa. MauneHTuTe MoraTt Aa NpoAbaXKaT IeYeHMETOo ¢ bpoHxoamnaTaTop No BpeMe
Ha npoy4yBaHeTo. OCHOBHaTa MspKa 3a eheKTUBHOCT e NoA0bpeHNEeTo Ha qaopcmpanr I'Il/lpaTOle/I
o6emu (FEV.) n HamansiBaHeTO Ha 6pos Ha yMEepEHUTE UIU TEXKNTE 060CTPSAHMUS Hafs Mo BpeMe Ha
eaHoroaMWwHoO neyveHne. FEV, npeactaBnsiBa MakCMMaaHOTO KOJIMYECTBO Bb3AYX, 59'% naumMeHTbLT
MOXe Aa U3AMla 3a eaHa cekyHaa.
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KakBu nonsu ot Daliresp ca yctaHoBeHu B npquBam@fPa?

Daliresp e nokasan no-gobpa edekTnBHOCT OT nnauebo npm nedyeHd€ Ha XOBb. B HauyanoTo Ha
NnpoyyBaHeTo ABETe rpynu naumMeHTn ca umManu dopcmpax excn»@%;eH 06eM oT okono 1 nuTbp
(1000 ml). Cnen enHa roavHa naumeHTuTe, npuemalym Dalir umaTt cpeaHo ysenunyeHue ot 40 ml,
[OKaTo nauueHTuTe, NpueMalin nnauebo, nmaT cpesHo n eHune oT 9 ml. B gonbnHeHue,
naumveHTute, npuemawm Daliresp, umat cpeaHo 1,1 yMgReéHn nnu Texkn obocTpsiHusa Ha 3abonsiBaHeTo,
B CpaBHeHue C 1,4 060CTpsSHUS MpU NaLMeHTH, npv&@mm nnaue6o.

KakBu ca puckoBeTe, CBbpP3aHM cQ)Q(gliresp?

Han-uectute HexenaHn nekapcTBeHu peER'u,MM npu Daliresp (HabniogasaHu npu 1 go 10 Ha 100
naumeHTn) ca 3aryba Ha Terno, noH %e aneTtuT, 6e3cbHMe (HapyLweH CbH), rnaBobonne, anapus,
rageHe (No3mBK 3a NOBpbLIAHE) % OMWHanHa (kopemHa) 6onka. Tbii KaTO € Bb3MOXHO MaumeHTuTe,
npvemawm Daliresp, na 3ary6 Qerno ce npenopbyBa Aa NpoBepsBaT TEMNOTO CU peAoBHO. JlekapaT
MOXe Aa Crnpe NeyeHneTo §resp aKo naumeHTbT 3arybu npekasneHo roasMa yacTt OT TersioTo cu. 3a
MbJHUSA CNUCBK Ha chnghemenaHm nekapcTBeHn peakuumn, cbobuwenun npu Daliresp, BuxTe
nucroekara.

He Tpsi6Ba aa c ‘f&&mara npu NaUMEHTU, KOUTO UMAT YMEPEHWN UMK TEXKM YepPHOAPOBHMN HapyLUEeHUs .
3a NbAHUSA C 'bK Ha orpaHU4YeHusiTa BUXKTE IUCTOBKATa.

3awo Daliresp e pa3peweH 3a ynorpeba?

CHMP oTbensiza, ye cbllecTBYBa HEO6XOAMMOCT OT HOBM NedyeHus Ha XOBb 1 ye 0CHOBHWUTE Npoy4YBaHUA
rnokassaT yMepeHa nonsa ot Daliresp npu nauueHTn ¢ Texka dopma Ha XOBb. Toea nogobpeHune e
HabnopaBaHO KaTo AOMb/IHEHME KbM edeKTa OT IeYeHnsaTa, KOMTo nauneHTuTe Bede nonyyasart. Cneg
KaTo B3e NpeABuA BCUYKU HANMYHU AAaHHU 3a eeKTUTe OT 1eKapCcTBOTO, KOMUTETLT peLlun, Yye nonsuTe
ot Daliresp ca no-ronemu oT puCKOBETE, 1 Npenopbya Aa ce nsgage paspelweHue 3a ynortpeba.

Daliresp
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KakBu Mepku ce npeanpuvemMar, 3a Aa ce rapaHTupa 6esonacHaTa u
ecdexkTBHa ynoTtpeba Ha Daliresp?

Pa3paboTeH e niaH 3a yrnpasfieHVe Ha pucKa, 3a [a ce rapaHTupa, ye Daliresp ce U3Mnon3Ba Bb3MOXHO
Hali-6e30mnacHo. Bb3 0CHOBa Ha T03M nnaH MHdopMaumnsaTa 3a 6e30MacHOCTTa e BKJIloYeHa B KpaTkaTa
XapakTepucTuKa Ha NpoAyKTa v B NMCTOBKaTa 3a Daliresp, BKNIOYUTENHO NOAXOAALLM MPeanasHi MepKu
3a 3paBHUTE CMeunannucT 1 naumeHTuTe,

OcBeH ToBa dupmMaTa, KosTo npomnssexaa Daliresp, LWie rapaHTupa, Ye Ha MeAULMHCKUTE CNeunanmcTy,
KOWUTO MpeanncBaT N1eKapCcTBOTO BbB BCUUYKKN AbpXaBu YfieHku B EBponelickusa cuio3 (EC), ca
npegoctaBeHy o6pasoBaTesiHM MaTepuanu, CbabpXKaliM MHGOPMaLMS 33 HEXENAHUTE NTEKapCTBEHU
peakumMu 1 3a HayMHa Ha ynoTtpeba Ha nekapcTBoTo. dMpMaTa We NpefocTaBu CblUo KapTu Ha
nauueHTUTe, B KOUTO € passiCHEHO KakBa MHbOpMaLMsa € HeobXxoaMMo Aa AadaT Ha fiekaps OTHOCHO
CBOWTE CMMMATOMU U MUHaNU 3a60n9BaHUs, 3a Aa My NOMOrHaT Aa onpeaenu Aanu DaIir%@e noaxoasiiy
3a TAx. KapTaTa we BK/I04Ba YacT, KbAETO NAUMEHTUTE MOraT Aa 3anmcBaT TerjoTo cyz,

®upmaTa nposexaa Cblio 06CepBaLMOHHO MPOYYBaHE OTHOCHO Ab/rOCpoYHaTa 6E€30NacHOCT Ha
N1leKapcTBoToO. *
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Ha 28 cdeBpyapwn 2011 r. EBponeiickaTta KoMncmnsa nsgasa pa3peLu$$é 3a ynotpeba Ha Daliresp,

BanuaHo B EBponelickus cbto3. ToBa paspelleHue ce OCHOBaBb% paspelueHneTo, n3gaaeHo Ha Daxas,
npes3 2010 r. (,uHdpopMnpaHo cbrnacue"). (b('b

AonbnHutenHa nHdopmauusa 3a Daliresp:

MbnHMAaT TekcT Ha EPAR oTHocHo Daliresp moxe aa ce Hayepu Ha yebcaiTa Ha AreHuusaTa
ema.europa.eu/Find medicine/Human medicines/Eukdbpean Public Assessment Reports. 3a noseuye

MH(OpMaumsa 0OTHOCHO fiedeHmneTo ¢ Daliresp npo Te nucTtoBkaTa (cbLlwo 4act ot EPAR) unu ce
ob6bpHeTe kbM Bawunsa nekap nnm q)apMaueBT.Q)

[aTta Ha nocneaHo akTyasnnsnpaHe Ha Tefg\é 03-2015.
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