KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA
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Esepro Eapmactsp 50 mukporpama/500 mukporpama/nosa npax 3a HHXajaLus, MpeaBapUTETHO
JIO3UpaH

1. HUME HA JIEKAPCTBEHUS [TPONYKT

Everio Airmaster 50 micrograms/500 micrograms/dose inhalation powder, pre-dispensed
2. KAYECTBEH U KOJIMYECTBEH CBHCTAB

Besika eimHMuHa uHxanamms 10C¢TaBs eiHa 0cBOOOIEeHa 1034 (103aTa, KOSATO ce OCBOOOXKIaBa OT
MYHJLLYKa) 0T 43 MHKporpama canmetepon (salmeterol) (kaTo caJiIMeTeponoB KcHHadoar) (as
salmeterol xinafoate) u 432 mukporpama duyrukasonos nponuonar (fluticasone propionate). Tosa
CHOTBETCTBA HA MPEABAPHUTENIHO 103MpaHa 103a oT 50 MUKporpama canmMerepos (KaTto CaJIMETEPOJIOB
kcuHagoar) u S00mukporpaMa u1yTHKa30HOB MPOMHOHAT.

[ loMOIIIHO BEIIECTBO C U3BECTHO JIEHCTBUE
Besika ocBoOoieHa /103a ChaAbpIka PUGAM3UTENHO 13 Mg JIaKT03a (KaT0O MOHOXM/pAT).
3a IIbJIHUSA CITUCHK HA NMOMOLHUTE BelllecTBa BUIKTE Touka 6.1

3. JIEKAPCTBEHA ®OPMA
[Ipax 3a MHXanaums, npeABapUTEIHO 103HPaH.

YCTPOHCTBO, OTJIATO OT M1acTMaca, ChAbpIKaLo GaHcTepHa jieHTa ¢ 60 PABHOMEPHO Pa3mnosIOiKEHH

OGincrepa. Beeku 6amcTep ebhabpika npeiBapHTeNHO 103HpaHa 103a 651 10 Gele3HHKAR npax 3a
MHXaJ1alus.

4. KIIMHUYHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHHSA

Esepro Eapmactbp e nokasan npu Bb3pacTHH M IOHOILIM HA BB3pacT 12 FOAHHH M MOBeYe.
Acmma

EBepno EapmacTsp e nokasaH 3a peioBHa Tepanus Ha acTMa, KOrarTo e NOAXOAALLO NpUJIaraHeTo Ha
KOMOMHHpaH NpoAyKT (abjroaekcrsall f2 arOHHCT | HHXAJIaTOPEH KOPTUKOCTEPOUI):

- MAlMEHTH C HE3aI0BOJIMTENICH KOHTPOJI Ha (JOHA Ha JIeYeHHE ¢ MHXAJIATOPHH KOPTHKOCTEPOM/IH
H C HHXAJIATOPeH KpaTKo-aeHcTBaul B2 aroHUCT NMpu Hyk/1a

WITH

. MALHUCHTH C MOCTUrHAT aIeKBATEH KOHTPOJI IPH €AHOBPEMEHHO MPHJIATaHH HHXAJIATOPEH
KOPTHKOCTEPOMA M ABJITO AeHcTBal B2 aroHMCT.

Xponuuna ob6cmpykmugna 6enodpobna donecm (XOBE )

EBeprno EapmacTsp e nokasaH 3a CHMNTOMaTHYHO JiedeHne Ha namuenTH ¢ XOBB o DOEO1 <60% or--..
3 ';l': T 1 :

[PpEeABHACHHUA HOPMaNeH (npeau OpoHxoauiaraTrop), ¢ aHamHesa 3a MMOBTOPHH eK3auepod 1_5‘1&@@:’_’:7{&

SHAYUTE/IHH CHMITOMH Ha (pOHA Ha peloBHA OPOHXOAMIATATOPHA Teparnus. P 4l a,
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4.2 Jlo3HpOBKA H HAYHH HA NPHJIOKCHAE

o3upoBKa

[MauuenTuTe TpAGBa Ja 6BAAT YBEAOMEHH, Y€ 3a [TOCTHTaHE Ha onTHManleH edekt EBepro EapMacTbp
TpsaGBa [a ce Mpuiara exxeAHeBHO, A0PH MPH JIWNCBALIA CHMITTOMATHKA,

CbCTOSHHMETO HA NaleHTHTE TpAOBa pelOBHO Aa ce MPEOUCHABA OT fieKap ¢ oryiel NoaxAbpaxaHe Ha
OnTUManHa no3upoBka Ha Esepuo EapMacTsp M JO3HPOBKATA Aa Ce MPOMEHA CaMO 10 IEKapCKo
npeanucanue. Jlo3HpoBKaTa ceABa Aa ¢¢ KOPHTHPA 10 AOCTHIraHe HA HAH-HHCKATA 1034, NPH
KOSTO c€ NOANbLPXKA ePpeKTHBEH KOHTPOJ BHPXY CHMOTOMHTE. B c1yuaHTe, IPH KOKTO
afeKBaTeH KOHTPOJ HAJ CAMIOTOMHTE Ce NOANBLPKA ¢ HAH-HACKATA KOHUCHTPARAIHA HA
kKoMOHHHPAHHS MPOAYKT, NPHJIATAH 1BA ObTH AHEBHO, CJICABAIATA CTHNKA B JICUeHHETO OH
MOFJ1a A2 BKJIKYBA NPo0HO NpPHJIOKEHHE CaAMO HA HHXAJIATOPEH KOPTHKOCTEPORA.
ATNTEpPHATHBHO, aKO 110 MPELIeHKA Ha JTeKyBallya JIEKap ToBa OH OCHIypHIIO aIeKBaTeH KOHTPOI Hal
CUMITTOMMTE Ha 3a00Nn9BaHeTo, IpH NaLMEHTH, IPH KOMTO CE Has1ara NPUIoKEHHE Ha ALIrOACHCTRALL
B2-aroHucT, MOKe Aa ce npeMune kbM EBepuo EapmacTep, npunarad BeJHBX IHeBHO. B ciayyawre,
korato Esepro EapMacTnp ce npuiara BEAHEXK JHEBHO, KO MAIMEHTHLT € C aHaMHE3a 3a HOLIHH
MPHUCTHITH, 1eKApCTBOTO TPAOBA Ja ce HHXAIHMpa Beuyep, 4 NpH NallieHTH CbC CHMITTOMH ITaBHO 1pe3
AeHd, Ao3aTa TpAbBa Ja ce HHXaNUpa CyTPHH.

B 32BUCHMOCT OT TEXKECTTa Ha 3a00/19BaHETO CE MpWara TakaBa KOHUEHTpauMsa Ha Esepro
EapmacThp, KOATO Aa ChAbpXKaA [MOAX0ASIIATA 4032 QTYTHKA3OHOB NMPONMOHAT. AKO Ce Hanara
[03HpaHe W3BBH NMpenopbuaHute 3a EBepro EapMacTep TepaneBTHYHH CXEMH, MOTaT Aa ce M3Mno/3sar
MOAXOAALIM A03H HA P2-aroHUCT W/ HITH KOPTUKOCTEPOH.

[IpenoppYUTEIHH AO3H.

Acmma

Bb3pacTHK ¥ IOHOIIH HA M HaA 12 roauHu:

Enua uaxanaums ot 50 mukporpama canmerepon v 500 Mukporpama ¢pyTHKa3OHOB NMPONHOHAT
IBa MbTH JHEBHO.

Kpatkocpouna ynotpeba Ha EBepno EapmacTep Moxe 1a ¢c¢ 0OMHCIH KaTo ITEpBOHaYalHa
MNOoAABbPKALiA TEPANTHA NPH BB3PaCTHH HH IOHOLIK ¢ YMEPEHO TEXKA NEPCHCTHpAILIA acTMa
(MaLMEeHTH ChC CUMIITOMM Mpe3 JeHs, eXXEAHEBHO MPHIOXKECHHE Ha leKkapcTBa 3a 6bp30 obnekyapaHe
Ha CHMITTOMHTE H YMEPEHO A0 TeKKO 3aTpyAHEHHE B AULIAHETO), 32 KOUTO € KpalHo Heo6xoaumo
nocTUraHe Ha Obp3 KOHTPON Ha acTMaTa. B Te3M cilyyau nmpenophyMTeNHATa HaYalHa A03a € ¢/iHa
uyHxanauus ot SO Mukporpama canMerepon 4 100 mukporpama (IyTHKa30HOB NMPONHOHAT /IBa ITBTH
aHeBHO. Cne/l IOCTHraHE HA KOHTPOJI HaJ acTMara, JedeHueTo TpsaOBa na ce npepasryiella v 1a ce
OOMMCIIM AATH NALMEHTHTE Aa NPOAL/DKAT JIEUEHHETO CaMO C UHXANATOpeH KopTHKocTepou. [1pu
[POABIKABAHE HA JICYEHHETO CaMO C MHXANIaTOPEH KOPTHKOCTEPOU, € BAXXHO NALHEHTHUTE aa ObaaT
nperaexaaHy peaoBHO,

He e noka3aHa nonsa B CpaBHEHHE ChC CAMOCTOATENHO HHXANATOPHO MPHAOKEHHE Ha QTYTHKA30HOB
NPOMMHOHAT KATO MTbPBOHAYAIHA MOAIbPKALIA TEparHs, KOraTo JUIICBAT €MH WX ABa OT KDHTEPHHTE
3a TexxecT. OOLLO 32 NOBEYETO NMALUMEHTH HHXANATOPHHTE KOPTHKOCTEPOHIN OCTaBaT u300p 3a
jieueHye OT MbPBa JIMHMA.

Epepuo EapMacThp He € moKa3aH 3a IbpPBOHAYaHA Tepanys Ha JeKka dopmMa Ha acTMa,



IleQuampuuna nonyaayus

Erepuo EapMacTsp He ce npenopbyBa 3a ynorpeba npy aeua Ha Bp3pact nol 12 roausm.
BeszonacHocTTa M edrkacHocTTa HA EBepro EapMacThp 1pM Aeua Ha Bp3pacT noA 12 roanHu He ca
YCTaHOBEHH.

X0bb

Bb3pacTHH:

- Enxa unxanauus (50 muxporpama canMerepos U 500 mukporpama ¢uryTHKa30HOB NpONUOHAT)
IBA YETH JHEBHO.

Cneyuanny 2pynu nAYUeHmu

[Ipy nalieHTH B CTapyecKa BB3PacT WK Takuea ¢ OBOPEUHO yBpeKaaHe HE € HEOOXOAMMA KOPEKLIUA
Ha JO3UPOBKATA.

Hama pannu 3a ynotpebara Ha Erepuo EapmacTsp npu nmauMeHTH ¢ 4epHOOAPOOHO YBpEKARHE,

HauuH Ha mpUAOXKEHHE

Ynorpeta upe3 HHXaNALHS.

Heobxooumo obyuenue

Eeepro EapmacTbp TpaOBa ga ce H3Mon3Ba NpaBUITHO, 3a Aa CC MOCTHIHE e()eKTHBHO JICYEHHE.
Beuuky nauneHTd TpaOBa fa 6bAaT NOCHBRETBAHM 1a MPOYETAT BHUMATETHO JIMCTOBKATA C
MHGOpMALIMA 3a NALKMEHTA W Ja CNa3BaT HHCTPYKUMHTE 3a ynorpeda, KakTo ¢a onucaHu noapodbHo B
JTHCTOBKaTa. Bcuukd nauveHT TpadBa aa 6baaT 00y4YEHH OT npeanrcBallius MELHLUHCKH
CHELHATKCT Kak aa usnonseat Esepuo EapMacTsp, 0cobeHO ako 3a [pES ITBT M3NOJI3BAT TO3H
WHXaaaTop. Toea e HeoOXonuMoO, 3a Ia ¢e TapaHTHpa, Ye Te pa3dupar Kak NpaBUIHO A4 U3NOI3BAT
WHXanaTopa.

YHOT’pEﬁﬂTﬂ Ha EBEPHD E&pMﬂC’[’bp C€ CBCTOH OT TPH NPOCTH CTBIIKH, KOHTO €4 OMMHCAaHH MO-D0JTY.

1. YCTpOHCTBOTO C€ OTBaps 4Ype3 HATHCKAHE Ha YEPBEHHUA NPEANA3UTEN 34 3aTBAPAHE H Cce
3aJiedCcTBa Ype3 Mab3raHe Ha Junas kanak (3a 50/500 mukporpamMa) Ha MyHOIUYKaA, JOKATO CE
yye ,UujpaKkpaHe".

2. [TaumeHTHT TPAOBA MHPRO A4 HanpaeH u3auLiBaHe, Cnel ToRa MyHAUYKBT Ce IOCTaBs B yCTaTa
Y YCTHHUTE C€ CKJIFOUYBAT OKOJIO Hero. Cen ToBa fo3aTa MOXKE Aa Ce HHXANMpa OT HHXanaTopa
ype3 HEMpeKbCHATO ABJIOOKO BAULIBAHE, Cliea TOBA HHXANMATOPBT C€ U3BAXKA OT yCTaTa U
NaLUMEeRTHT TpAORA A2 3a0bPXKH AHIIAHETO CH 3a 0KONO 10 ceKyHAN WIN TONKOBA ALITO,
KOJTKOTO MOXE,

3.  TaumeHTHT ciien TOBa Tpsbea Aa ObAe HHCTPYKTHPaH fa H3AMLIA BHUMATENHO H Aa 3aTBOPH
Kanaka Ha HHXajlaropa, AOKATO C€ yye ,LpaKkBaHe ™.

[Manpenture TpabBa na ObOAT CHLIO MOCHEBETBAHHU Aa M3IUIAKHAT YCTAaTa CH Ce/] TOBA ¢ BOJA U A4 A
W3IUTIONT W/ WK a U3MHAT 360UTe CH ¢liel HHXANAlHATA.

4.3 IIpoTHBONOKA3ZAHHA

CBpBXYyBCTBUTENHOCT KbM AKTHBHUTE BELUECTBA WIH KbM KOETO U 4 € OT NOMOLUH
n30poeHn B Touka 6.1.




44 CphenHanHH npeaynpe:xieHHs H NpeaAna3sHu MEPKH NpH ynorpeda

BroluaBaHe Ha 3a00NgBaHETO

Esepuo EapMacTep He TpsOBa Aa ObJie U3MON3BAH 3a JICUCHHE HA OCThP ACTMATHYEH MPUCTBI, KOWTO
HaJjlara W3noia3BaHeTo Ha 6bp30- B KpaTkoaeicTal OpoHxoaunararop. IlauperTure Tpabea na 6baaT
CBHBETBAHH Ja MMAT NpH cebe CH Mo BCAKO BPEME HHXATATOPHOTO CH JIEKAPCTBO 33 00neKyaBraHe Ha
OCTBHP ACTMaTHYEH NMPUCTE.

He tpabea na ce 3anousa neucHue ¢ Epepuo EapmacTsp npu nauveHTH ¢ ek3zalepOanus UK Npy
3HAYMTENHO, WM OCTPO BJIOLIABAHE HA acTMATa.

[1o Bpeme Ha neueHue ¢ Esepuo EapMacTep Morart 1a HacTBMAT CEPHO3HH HEXKEJTaHH PEAKLIMH,
CBbP3aHH C acTMaTa M ek3allepbaLiuu Ha actMaTta. HeoOxonumo € naumeHTHTEe Aa NPOaBIDKAT
JIeYEHHETO, HO Ja MOTHPCAT JIEKAPCKH CHBET, AKO CUMIITOMHTE Ha aCTMATa OCTAHAT HEKOHTPONHPAHH
HJIM € BJIOLIAT Cel 3an0oYBaHe Ha neueHueTo ¢ Erepuo Eapmactsp.

YBenuueHara Hy»1a ot ynotpeda Ha ofnek4yasau nekapersa (KpaTkoaeicTpaim
OPOHXOAWNATATOPH) HAKM NMOHHKEH OTTOBOP KbM 00/IEKYaBalMTe 1IeKapcTBa MOKa3Ba BJOLIABAHE HA
KOHTpOJIa BbPXY 3a00JIBaHETO W Hajlara nperJjej Ha NaldeHTa oT JeKap.

P43KOTO M MPOrPECHBHO B/IOLIABAHE HA KOHTPOJA HA aCTMATA € NOTEHUHANHO KHBOTO3aCTPAaLIaBaLLlo
A NalMeHTsT TPAOBA Aa ObAe KOHCY/NTHPAaH HEOTIIOKHO OT Aekap. B To3u cnyuaii cnensa aa ce
0OMHC/IH yBeNTHUABAHE HA JO3UPOBKATA HA KOPTHKOCTEPOHIHTE.

Cnen nocTuraHe Ha KOHTPON BBPXY CHMITTOMHTE Ha aCTMaTa, MOXe J1a ce 0OMKCITH OCTENEHHO
HamasIABaHe Ha no3ata Ha Esepuo EapMacTep. [lpu HamanasaHe Ha no3aTta € HeoOXOIHMO MOCTOAHHO
HaOmoAcHKe Ha nalMeHTHTe. TpAOBa Ja ce U3nos3Ba Hall-HUCKaTa eQeKTHBHA Ho3a Epepro
EapMacTop (Bxk. TOUKa 4.2).

[Ipu naument ¢ XOBb ¢ ex3auepbaunn oOuuaiHO € nokasaHo NeueHHe CbC CHCTEMHH
KOPTHKOCTEPOU/IH, NTOPANH TOBA TAKHBA [MAUMEHTH TpAOBa 1a ObAAT CHBETBAHHM [1a NOTBHPCAT NEKApCKa

KOHCYJITaluA, aKO Mo BpCME Ha JICYCHHE C EBE]JHD Eapmac'n:p HAaCTBIIM BJIOWaBaHE Ha CUMITTOMHUTE.

[IpeycraHOBABaHE Ha TepanuATa

Jleuenunerto ¢ Esepro EapmacTep He TpabBa na ce npexnbeBa BHE3AMHO MPU MALMEHTHTE C acTMa,
nopaau puck oT ex3auepbaina. Hamanasanero Ha no3arta TpabBa fa ce U3BLPILBA N0 NEKAPCKH
xoHTpos. I1pHn naunertuTe ¢ XODbb npeycraHoBABaHETO Ha TepanuATa ChILIO MOxe aa OB e
MPUAPY>KEHO OT BJIOIIABAHE HA CHMITTOMATHKATA, 3aTOBa € HEOOXOAHMO Ja ce U3BBPIIBA MO
JIEKapCKH KOHTPOJI,

[loBHIIEHO BHUMAHHWE [NIpH CNiCHHHANHH 3aboJ1sBaHHsA

KakTo 1 BCHUKH OCTaHAJIH HHXAJIATOPHHU JIEKAPCTBEHH MPOAYKTH, ChbABPKALUH KOPTHKOCTEPOHIM,
Esepuo EapmacTep TpabBa na ce npinara BHUMAaTENHO NP NALHWEHTH ¢ aKTHBHA HIH JIATEHTHA
Oenoapobua Tybepkynosa u npu roOMYHH, BUPYCHH WIH APYTH HH(EKIHHA Ha AUXATETHHUTE MBTHLLA.
B cayudait ve e nokasaHo, Tpsabsa He3abaBHO Aa ¢€ HA3HAYM MMOAXOAALLO JIeYEeHME.

CBpAeYHOCHIOBU €EKTH

Panko Esepro EapMacThp MOKe Ja NPUHMHHH CBPACYHH apUTMHH, HAIp. CYNIPaBEHTPHKYJ A a HO\
TAXHKAPIUA, EKCTPACKHCTONH, NPEACHPAHO MBXICHE U c1abo 06paTiMO NOHMKABAHE H "
KaJIMH MMpH BUCOKH TepaneBTHYHH 103U, EBepHo EapMacTop Tpabsa na ce npunarac B
MaLHEHTH C TEXKKH CHPACYHO-CHAOBH 3a00ISBaHMA WIM PHTBMHH HapYLIIE€HHA 4 NpH
3aXapeH A1MabeT, THPEOTOKCHKO03a, HeJIEKYBaHa XUIIOKATHEMHUA WK NPU MALHEHTH, Tl
KBM HUCKHM CEPYMHH HHBA Ha KaJIH4.




XunepriukeMus

MHOFO pAAKO € AOKJIaNBaHO NMOBUIIEHHE HA HABATAa Ha KPbBHATA 3axap (Bx. Touka 4.8) u ToBa TPAOBA
a ce WMa NpeaBH PH NPEATHCBAHETO HA JIEKAPCTBOTO HAa NALMEHTH C aHAMHE3a 3a 3aXapeH nnaber.

[lapanokcaned OpOHXOCIIAIBEM

KakTo ¥ npH BeAka Apyra MHXanaTopHa Tepanis MOXe /ia ¢e pa3Bue MapaJokcaneH OpOHXOCNasbM ¢
BHE3aMHO YBEIHYABaHe HA XPHIIOBETE U 3a1yX ClIe]l IIpHeM Ha 103a. [1apanoKCaTHUAT 6poHXOCnasbM
ce NMOBJIHABA OT GBp3oaeiicTrai SpoHxonunataTop H Tpabea He3abaBHO fa ce nekysa. TepanuaTa ¢
Esepuo EapmacTsp TpaOBa He3abaBHO Ja Ce NPEKpaTH, 4a CE HaNMpasH OLEHKa Ha ChCTORHHETO HA
MALKMEeHTA U B CAy4ail Ha HEOOXOAHMOCT a ¢ Ha3HauH aJITePHATHBHO JICYEHHE,

AroHucTy Ha OeTa-2 aapeHOpPeLENTOPUTE

IoknaaBaHu ca GapMaKONIOrH4HH HEKEIAHW PEaKLUH, B pE3yNTaT Ha JICHECHHETO C B2 aroHUCTH, KaTO
TpeMOp, NANNHTALKMH U [T1aBO0ONIHE, HO Te3X PEaKLWH Ca NIPEXOAHH M HAMA/IABAT B XO/Aa HA
PENOBHOTO JIEYEHHE.

[ToMoUIHH BEINECTBA

Esepuo EapMacTep ChABpxka NpHOIM3HTENHO 13 MITMrpama / 103a JIaKT03a MOHOXMIPAT. Tosa
KONMYECTBO OOUKHOBEHO He MPUUYHHSARA NpoOieMH NP Xopa ¢ HEMOHOCHMOCT KBbM JIAKTO3a.
[ToMOILHOTO BELIECTBO JIAKTO3a ChABPKA MAJIKM KOJTHYECTRa MJIEYHH NPOTEHHH, KOWTO MOrat 21a
MPHYHHAT aJIEPrHYHH PEAKLIUM.

CucTeMHH PEaKLWH, CBBP3aHH ¢ ynorpeba Ha KOPTUKOCTEPONIH

KaxTo npH BCHYKH HHXAJIATOPHH KOPTHKOCTEPOHIH, NO-CNELHATIHO NPH NPHEM Ha BUCOKH I03H 33
NPOABJHKHTENHH MEPHOAH OT BpEME, € Bb3MOXKHO [ia CC MOABAT CHCTEMHH PeakilvH. [losiBaTa Ha TE3H
peaKLH € MHOTO [I0-MAJTKO BEPOATHA, OTKONKOTO MPH NEPOPATTHHTE KOPTHKOCTCPOHIH. BB3MOXKHHTE
CHCTEMHM PEaKLHH BKJIHO4BAT CHHAPOM HAa KBLUIHHE ¥ KBIUWHIOUHH YEPTH, MIOTHCKAHE Ha
Haa6bOpeuHaTa PyHKUHA, MOHKABAHE HA MUHEPATHATA IUTBTHOCT HA KOCTUTE, KATAPAKTa H
rIaykoMa, ¥ Mo-psaako TICHXUYHH WIH NMOBEIACHYSCKH MPOMEHH, BKIIIOYBALIM NCHXOMOTOpHA
XHMEPAKTHBHOCT, PA3CTPONHCTBA HA ChHS, TPEBOXKHOCT, AETNPECHA WIH arpecHs (MpeaduMHO NpH JeLa)
(BX. no-f0y nofzarnasue ,,JleqnaTpuyHa norynauus” 3a HHGopMaLlia OTHOCHO CHCTEMHUTE
PeaKLMH Ha MHXAJAaTOPHUTE KOPTHKOCTEPOHIM TPH Aeua ¥ loHo1uH). Ilopaau Ta3n NPHYHHA €
BAJKHO NALKEHATHT AA ¢ KOHCYJTHPA PeI0BHO ¢ JIEKYBAIIHA JIEKAP H T03HPOBKATA HA
HHXAJIATOPHHS KOPTHKOCTEPOH] Aa ce KOPHIHpPa A0 AOCTHraHe HA HAH-HACKATA 1033, NPH
KOAITO ce NOCTHra eeKTHBER KOHTPOJ BhpXYy CHMNTOMHTE Ha aCTMAaTAa.

Pyukiiua Ha HanOnLOpeuHara xie3a

[poaB/BKUTEAHOTO JIEUEHUE € BUCOKH 1031 MHXANIATOPHU KOPTHKOCTEPOMAN MOXKE [la JOBEAC 10
MoTHCKaHe Ha GYHKLMATA HA HATOBOpeuHHTe Xu1e3H W ocTpa HaabbvbpeuHa kpusa. ChLIo Taka ca
OTHCAHH MHOTO PEKH CITy4aH Ha IOTHCKaHe Ha GyHKIMATA Ha HAAOBOpEUHHTE HUIIC3U U 0CTpa
HanGROpedHa KpH3a NMpH A03H Ha (IyTHKa30HOB NponuoHat Mexay 500 1 no-manko ot |1 000
MHKporpamMa. PakTopUTe, KOUTO MOraT Aa MPOBOKMPAT 0CTpa HanObOpetHa KpH3a, ca TpasMa,
XHUPYPriuHa MHTEPBEHIHA, HH(eKLWA Win Obp30 HaMansBane Ha No3aTa. CHMIITOMHTE OGMKHOBEHO
ca HeoMnpeAeNeHH H MOTaT 1a BKJIIOYBAT aHOpeKcHs, kopeMHa 6ojika, 3aryba Ha Teryo, yMopAeMocT,
rnaso6onue, raeHe, NoBpblaHe, XMIIOTOHUA, HAMAJNICHA ACHOTA Ha Ch3HAHKHETO, XHIIOTIHKEMH U

UHTEpBEHLHH.

TepanuATa ¢ HHXAIaTOpeH (IIyTHKA30HOB NPOMMOHAT HaMallsBa HeoOX0AUMOC
nepopanHu kopTukocTepouan. Tpabsa da ce uMa npeasua ofaue, e 3a sHauuTeNey fig



NpH NAHEHTUTE, NPEMHUHAIH OT NEPOPATHATA KbM HHXATATOPHATA KOPTHKOCTEPOHIHA TEPATIHS, €
HATHLE PHCK OT HaManeH pe3epB Ha HanOwOpeunnTe sote3u. [lopaay Tazu MpHYKMHA TE3H MALUEHTH
Tpa0OBa Aa ce NeKyBaT ¢ 0cOOEHO BHUMaHHE H PEJOBHO Ja Ce npocaeaasa HanHvOpevHaTa UM
¢yHkumsa. ITonobeH puck chiiecTBYBa H NpU NALMEHTHTE, NMPH KOUTO B MHHAIOTO CE € Halaraia
CMELIHA TepanusA ¢ KOPTUKOCTEPOUIAH BB BUCOKH KO3H. BE3MOXKHOCTTA 38 OCTATBYHO HApYHIEHHE
TpAGBa BUHATH [a Ce MMa NPeABU] NTPYU CNISUIHH CHTYaUHH H XMPYPTHYHH HHTEPBEHLHH, TIPH KOWTO €
BCPOATHO MPEAHU3BHKBAHE HA CTPEC, U Ja CE NMPELICHH NOAXOAALI0 KOPTHKOCTEPOHAHO JIcUEHHUE.,
Crenenra Ha HagOBOPEUHOTO yBpEXKAaHE MOXKE A8 HATTOXKH KOHCYNTALUMA OT CIEUMAIKCT Npeau
[UIaHOBA XUPYPrHYHA MHTEPBEHIIHA.

[1neBMOHKA nipu nauyeHTH ¢ XObBb

Habmonasa ce noBHiIeHa YeCTOTa Ha MTHEBMOHHA, BKJIIOYHTENIHO THEBMOHMSA, HATAraua
xocnyranusauus, npu naupeHTH ¢ XOBbb, KOUTO NnpHeMaT HHXaNaTOpHH KOPTHKOcTEpouaH. UMa
HAKOH JaHHH 3a MOBULIEH PHCK OT MHEBMOHHSA INMPH NOBHILIABAHE HA CTEPOMAHATA /1034, HO TOBA HE Ce
JAECMOHCTPHpPA YOESAUTENHO B paMKHUTE Ha BCHYKH NMPOYYBaHHS,

Hsama ybeauTenHo KIMHHYHO JOKA3aTeNCTBO 33 PA3IHKY B PAMKHTE Ha K/aca MeXIy HHXAATOPHHUTE
KOPTHKOCTEPOHIHH NMPOAYKTH OTHOCHO I'OJIEMMHATA Ha PUCKA OT ITHEBMOHHA.

Jlekapure TpabBa 1a NMpocneasBaT 3a Bb3MOXKHO Pa3BUTHE HA MHEBMOHYA NpH naumeHTH ¢ XOBB, Thil
KaTo KIMHHHMYHATA KAPTHHA HA TE3H HH(EKLHUM Ce NPENOKPHBA ChC CHMITTOMHUTE Ha ek3aLepbaluy Ha

XOBB.

Puckosute QakTopy 3a nHeBMOHMS NpH nauneHTH ¢ XOBB BKMOYBAT HACTOAING TIOTIOHOMYLUEHE, M0-
HanpeaHana B3pacT, HUCEK HHAEKC Ha TeaecHa Maca (UTM) v texka XOBB.

B3aumoneAcTBuIA ¢ APYTY NEKAPCTBEHH NPOJTYKTH

PutoHaBHp MOXe A3 MOBHLIH 3HAYHUTENHO HHBATA HA (ITyTHKa30HOB NPONHOHAT B niasMara. ITopangy
Ta3d NpUYHHa TPAOBa 1a ce u3bArBa e AHOBPEMEHHOTO UM NIPHIIOKEHHE, OCBEH aKO MOTEHUHATHHTE
MOJI3H 33 NALHCHTHTE HAIXBBPJAT PHCKA OT CTPAHHYHHUTE €PEKTH Ha CHCTEMHHTE KOPTHKOCTEPOHIH.
PHCKBT OT CHCTEMHH HEXKETAHH JIEKAPCTBEHHN PEaKLHH € TOBHLIEH M NPH KOMOHHHMPAHETO Ha
(ayTHKa30HOB NpONHOHAT ¢ Apyrd MoutHk CYP3A uHxuGuropH (BX. TouKa 4.5).

CobTeTBaliaTa ynotpeba Ha CHCTEMEH KeTOKOHA30/1 3HAYHTEHO YBEIMYABA CHCTEMHATA
EKCMO3HLMA HA caMeTepoi. Tosa Moxke a 1OBEAE A0 YBEMHYEHHE Ha CITYHaHUTE HAa CHCTEMHH e(PEKTH
(Harp. yabkasadHe Ha QT uaTepRana u nannuraityn). CeIIBTCTBALLOTO IEYEHHE ¢ KETOKOHA3O0/ WIH
apyru MolHU CY P3 A4 uHxubutopH TpsbBa na ce H3bArea, OCBEH aKO MOM3UTE OT TEPANHUSITA ChC
CaJIMETEPOJT HAABUIIABAT MTOTCHLHA/IHO YBE/THYEHHS PHCK OT CUCTEMHH HeXKeJTaHH peakLiuy (BiK.
TOYKA 4.3).

3pUTENHH CMYLICHHS

Ipy CHCTEMHO H JIOKATTHO NPUIIOKEHME HA KOPTHKOCTEPOHIN Ca Bb3MOKHH ChOGLIEHHA 33 3PHTEITHH
CMYILEHHA. AKO NPU NAUKEHT Ca HAJTHLIE CHMITTOMHU KaTo 3aMbITICHO 3PEHME HITH JAPYTH 3PUTENHK
CMYLUESHHS, NIALHEHTHT TPAOBa fa 6bAE HACOUEH 3a KOHCYNTalM ¢ 0PTaTIMONIOr 3a OLIEHKA Ha
BE3MOXHHTE NPHUHHH, KOUTO MOTaT Ja BKIIOYBAT KAaTapakTa, INlayKoMa HNH peakH 3a60a18aHus KaTo
LICHTpaliHa cepo3Ha xopHopeTHHomnartus (LICX), 3a kouTo ce croblaBa cies CHCTEMHO H JTOKAITHO
M3M0/I3BaHE HA KOPTHKOCTEPOHIH.

[TeavarpuyHa nonyaauus

EBepuo EapmacTsp He ce npenopbusa 3a ynotpeba npy gelia Ha Bb3pacT nox 12 roa
4.2).




[Tpu 1OHOWIM Ha BB3PACT MOA 16 roOAWHH, NPHEMALIH BUCOKH 103H (QITyTHKAa30HOB MPONTHOHAT
(o6uxHoBeHO 2> 1 000 MHKporpamMa AHEBHO) PHCKBT OT CUCTEMHU HEXETAHH peaKLIWK MOXE 1a €
noBuiLeH. CHCTEMHH peaki[iy € BE3MOIKHO Aa ce MOSBAT Mo-CMeUHaHO NPH MPHEM Ha BHCOKH JO3H
3a NPOAWDKUTETHH MEPHOIH OT BpeMe. BE3MOXKHHUTE CHCTEMHH peakLMH BIUTIOYBAT CHHAPOM Ha
KBIIHMHT, KbLUMHTOMAHM YEPTH, NOTHCKaHe Ha HanObOpeunaTa QyHKIHA, 0CcTpa HAAOBOpeuHa Kpu3a 1
3abaBsHE HA PACTEXA MPH IOHOLIH U, NO-PAAKO, ICHXHYHH WIH NOBEASHYECKH NIPOMEHH, BIIIIOYBALIH
MCUXOMOTOPHA XHMEPAKTHBHOCT, Pa3CcTpoiCTBa Ha CBHS, TPEBOXKHOCT, AeMpecus WK arpecud. Tpabea
na ce OOMMCIIH HACOUBAHE HA IOHOIIATA KbM CMCLHAITHCT MO ASTCKH PpECTHPaTOpHH 3a00MABaHHA.

[IpenopbuBa ce peAOBHO H3MEPBAHE HA BUCOYMHHATA Ha IOHOLLINTE, JICKYBAHH ABJIIO BPEME C
HHXANAaTOPHH KOPTHKOCTEpOoUaU. JI03HpOBKATA HA HHXANATOPHUA KOPTHKOCTEpon TpsidBa na ce
HAMAJIH 00 JO0CTHIaHe HA Hall-HHCKATA 1033, NPH KOATO ce NOCTHIa ¢PeKTHBEH KOHTPOJ BbPXY
CAMNTOMMTE HA aCTMATA.

4.5 BsauMoaelicTsHe ¢ APYrH JeKAPCTBEHH NPOAYKTH H APYrH GopMH Ha B3anMOAeHCTBHE

B-anpenepruuHuTe 610KepH Morar aa orcaabaT WK Ja AHTAarOHU3HPAT AEHCTBHETO Ha CaIMETEpOI.
KakTo HeceleKTMBHUTE, TaKa U celeKTHBHHTE B-00Kepu Tpabea aa ce U3DArBaT, OCBEH ako MMa
HAJIOXKHTEMHH MIPHUMHH 32 TAXHOTO NpHioKeHHe. B peaynTar Ha ie4yeHHneTo ¢ 2-aroHHcTH MoXe aa
HACTBIM MOTEHLIMATHO Texkka XHnokanuemus. [Ipenopsusa ce ocobeHo BHHMaHHE MPH OCTPO
[MPOTHYAILA TEXKKA aCTMa, ThH KaTo TO3M e(PeKT MOXKe 1a Ce MOTEHLIKPa OT €AHOBPEMEHHO JICUEHHE C
KCAHTHHOBH TMIPOH3BOIHH, CTEPOUAH U AHYPETHLIH.

CenbTCTBALLATA YIOTPeOa Ha ApYTH f-apeHeprHyHH JIEKApCTBEHH MPOAYKTH MOXe Aa HMa
MOTEHLHAJICH aJUTHBEH €(EKT.

DIYTHKA30HOB NPOIMHOHAT

[Tpu HOpMaTHH YCIIOBHA Ciell HHXaJTMpaHe Ha 103a QIIyTHKa30HOB [IPOMTHOHAT C€ MOCTHIaT HUCKH
I1a3MEHH KOHUEHTPALMH, MOPaaH €KCTeH3UBEH METab0IH3BM MPH MBPBO NpPEeMHHaBaHe U
3HAYUTENHO CUCTEMHO M3YHCTBaHe, MeauvpaHo oT untoxpom CYP3A4 B yepBaTa M uepHus ApoDd.
[Topaay Ta3u MPHYHHA € MAJIKO BEPOSTHO OCBHINECTBIBAHETO HA KNMHHWYHO 3HAYHMH JICKapCTBEHH
B3aMMOJEHCTBUA C APYTd AKTHBHH BelLLECTBA, MEAUUPAHH OT QAYTHKA3OHOB MPOITHOHAT.

[Tpu npoyuBaHe 32 ONPEIENAHE HA JIEKAPCTBEHUTE B3aUMOICHCTBUS TIPH MHTPAHA3ATHO NPHJIOKEH
$byTHKA30HOB MPONHOHAT IPH 3APABH XOpa € YCTaHOBEHO, 4y¢ 100 mg puToHaBHp (MHOrO MOLLIEH
uHxubuTOp Ha uKMTOXpoM CYP3A4) ABa NbTH AHEBHO MOBHINABA HAKONKOCTOTHH TBETH IUTA3MEHHTE
KOHUEHTPALMH Ha (JTYTHKa30HOB NMPONUOHAT, KOETO BOAH 10 3HAYHTETHO HAMAJICHUE Ha CepyMHUTE
KOHLIEHTPAaLWK HAa KOPTH30JA.

Hama undopmauns 3a Te3u eekTH MpH HHXANATOPHO NPWICKEHHE HA (JTYTHKAa30HOB NPOMNHOHAT, HO
ce OYaKBA 3HAYHTEIHO NMOBHILEHHE HA MJIa3MeHUTE My HHBa. CHoOLLEHH ca CiTyyaH Ha CHHAPOM Ha
KbLUHT ¥ HA NOTHCKaHe Ha QYHKUKATA HaaOBOpeuHHTe Huie3n. KoMOMHMpaHeTo Ha Te3mn ase
NIeKapCTBEHU BelllecTBa TpaOBa fa ce U30ArBa, OCBEH aKO M0J13aTa 33 NMAlMeHTHTe HaAXBbpJA
MOBHUILEHKA PUCK OT CHCTEMHHM TNTIOKOKOPTHKOCTEPOHIAHH HEXKC/IAHH peaKLHH.

[Mpx MaaKo U3MUTBAHE BBHPXY 3APaBH JOOPOBOJILM € YCTAHOBEHO, Y€ MAJIKO M0-C1abusIT HHXHOHTOD
Ha CYP3A KeTOKOHA30M MOBHINABA €KCMO3MLHATA Ha QTYTHKa30HOB [IPOMHOHAT CJIER €AHOKPATHO
uHXxanupase cbe 150 %. Tora € AoBeIO 00 NO-TONIMO HAMANEHHE Ha HMBATA Ha TUTa3MEHHMA KOPTH30J
B CpaBHEHHE ChC CAMOCTOATETHOTO NPWIOKEHHE Ha GIYTHKA30HOB NponuoHaT, EAHOBpeMEHHOTO
NleuyeHue ¢ Apyru MoK HHXuOuTOpKH Ha CYP3 A, KaTO HTPakoHAa3o H NMPOOYKTH, ChAbPXKALUH
koOuumcTat, ¥ ymepeHH CYP3A unxuOHTOPH, KATO €PHTPOMHLIMH, CBLIO CE ONaKBa Ja NOBHIU, PN
CHCTEMHATa €KCMO3MIMA Ha (bNyTHKA30HOB MPONHOHAT M JIa YBEJIHYH PHCKA OT CHCTEMMIKREKemaHy e N
nekapcTeesu peakuni. KomGuHauuuTe Tpa6Ba na ce H304rear, OCBEH ako rnojsara ! SUILED . P o)
MOTCHUMATHO YBENNHEHHS PUCK OT CHCTEMHM KOPTHKOCTEPOHIHH HEXKETAHH peaKily B/ KopL ¢!
clyuaii MaLMeHTHTE TPAGBA 1a Ce MPOCAEAABAT 38 CHCTEMHH KOPTHKOCTEPOHIAHH HEKEFARM. P




CaaMeTepo

Mownu CYP3A4 unxubumopu

ChITbTCTBALIOTO MPHIOKEHHE Ha KeTokoHa3on (400 mg nepopanHo BEAHDBXK AHEBHO) U CANIMETEPOT
(50 MMKpOrpamMa, MHXaHpaHH Ba ITbTH JHEBHO) MpH 15 3apasu go0poBosiiy 32 7 JHH BOAH 10
3HAUMTEJIHO YBEJTHUEHHE Ha €KCIIO3HLIMATa Ha TuiasMeHms canmerepon (1,4-nbTi Cmax u 15-mbTH
AUC). Toea MOoke 2 AOBEAE N0 YBeTHYEHHE Ha CITy4auTe Ha APYrH CUCTEMHH €(QEKTH NpH NiedeHue
che canMereposn (Hanp. yasbkaeane Ha QT HHTEpBana M NAINMTALIMH) B CPABHEHHE CBC
CaMOCTOSTENHO NMPHJIOKEHHE HA CAIMETEPOJT HITH KETOKOHA30M (BX. TOUKA 4.4).

He ca HaOnogaBaHy KIMHHYHO 3HAYHMH €EeKTH BBPXY KPLBHOTO HajIfraHe, CbpA€4YHATa YeCTOTA,
HMBaTa HA KPbBHATA 3aXap H KaJuus B KpbBTa. EAHOBpPEMEHHOTO NpUiiarane Ha CAIMETEpOI C
KETOKOHA30JT HE € YBEJTHUMIIO MOTY;KUBOTA HA SIMMHHHPAHE WIH aKyMyJlaLMATa Ha CAlIMeTepon Npy
MOBTOPHO NPUIIONKEHHE.

CbI'ETCTBALIOTO MPHIOKEHWE Ha KETOKOHA30 TpADBa Aa ¢e W3bArea, OCBEH aKo MNOJ3HTE OT
TeparnusiTa ChC CAnMeTepos HaABUIIABAT MOTEHIMAIHO YBEIMYEHU PUCK OT CHCTEMHH HeXeJ1aHH
peakuuu. BbaMOXHO e a chiuecTByBa NogobeH pHck NpH B3aumoaeicTsue ¢ aApyru MoutHi CYP3A4
MHXHOHUTOPH (Hanp. HTPAKOHA30J, TEIUTPOMHLMH, PHTOHABHP).

VYmepenu CYP3A4 unxubumopu

EQHOBPEMEHHOTO MpHIOKEHUe Ha epuTpoMHLHH (500 mg nepopanHo TpH METH AHEBHO) U
canMeTepon (50 MHKporpama, MHXaJHpaHH ABa MbTH AHEBHO) MpH 15 31paBH nuUa 3a 6 JHH € I0BEJIO
110 MAaJIKO, HO CTATUCTHYECKH HE3HAUKUTENHO YBEJIMMeHHe Ha €KCIIO3uuUATa Ha canMerepon (1,4 mbTu
Cmax # 1,2 nbti AUC). EAHOBpEMEHHOTO NpUIarase ¢ epUTPOMHMLIHH HE € CBBP3aHO CBC CCPHO3HH
HexenaHu eeKTH.

4.6 Depruauter, 5peMEeHHOCT H KbPMeEHE

QepTHIUTET

JIunceaT AaHHY npH Xopa. U3cneasanuaTa py >KHBOTHH HE MOKAa3BaT MOBAMABAHE HA PepTHAMTETA
OT canMeTepos Hnu QIyTHKA30HOB MMPONHOHAT.

bpeMeHHOCT

Tonsm obeM naHHH 3a GpeMeHHH eHH (3a u3xola Ha noseve oT 1000 ciryyas Ha OpeMEHHOCT) He
noka3saT MandopMaTHBHA WIH deTalHa/HEOHATAIHA TOKCHYHOCT, CBbP3aHa ChC CAIIMETEPOI H
dayTHKazonos nmponuoHat. [IpoyyBaHHATa NPH XKHBOTHH NOKA3BAT PENPOAYKTHBHA TOKCHYHOCT Clel
MpWIoKeHHe Ha B2-aapeHOopeLIeNTOPHH arOHHCTH H ITIIOKOKOPTHKOCTEPOHIH (BXK. TOUKA 5.3).

IMpunoxenueto Ha Eeepuo EapMacTsp npu GpeMeHHHU xeHH TpabBa fa ce 0OMUCIH caMo ako
oyaKBaHaTa MoJ3a 3a MalkaTa HaJBUlLaBa BE3MOXKHHA PHCK 3a TUloja.

3a neueHve Ha OpeMeHHH xeHH TpaOBa Ja ce U3NoI3BaHa Hal-HHCKaTa eeKTHBHA 1034 Ha
(JTyTHKA30HOB NPONHOHAT, HeoOX0AHMA 32 NOAAbPIKAHE HA ONTHMANIEH KOHTPOJ BbpXY CHMITTOMHTE
Ha acTMara.

KbpMeHe

KbpMaTa.

[TpoyuBaHHATA [TOKA3BAT, He CAIMETEPON H PIYTHKA30HOB NPOMMOHAT, H TEXHHTE M
€KCKpEeTHpAaT B KbpMaTa Ha ITbXOBE.




He mMoxke [a ce H3KJIIOYM PHUCK 34 HOBOpOJAEeHHUTe/KbpMayeTaTa. Tpa0Ba aa ce B3eMe pelueHHe AaJiH 1a
ce MpeyCTaHOBH KbPMEHETO WM ia Ce NpeyCTaHOBH TepanisiTa ¢ Esepro EapMacTep, kaTo ce B3eMar

NnpeaBua nonsara OT KBPpMCHETO 34 JE€TCTO H [M0JI3dTa OT TEPAITUATA 34 XKCHATA.

4.7

E¢pexTH BbpXY cnocoOHOCTTA 32 1wxogupaHe u padoTa ¢ MAIUHHH

Ereprio EapMacTbp He MOBIMSABA WK MOBJIHABA NMPEHEOPEXUMO CIIOCOOHOCTTA 32 o HpaHe H

pabota ¢ MallIHHH.

4.8 Hexenann JeKapcTBeHH PeAKIIHH

Q6obuenne Ha npoduna Ha 6e3omacHOCT

Twit kaTo EBepro EapMacTsp cbabpika canMeTepoa U (TyTHKA30HOB MPOIMUOHAT, THITBT H TEXECTTA
HA HEXKENAHHUTE peaKi(WH, CBBbP3aHH € BCAKO OT TE3H CHEAMHEHUsR, MOraT Aa ce npeasuaat, Hama

cnyqaﬁ HA NMOSABA HA AOITHJIHUTETHH HeXxelaHH ChOUTHA BCICACTBHUC Ha CBITBTCTBALLIO NMPUTIOXKECHHUEC Ha

ABCTC CBbCIAHHCHHA.

HexenaHHTe NEKapCTBEHH PEaKLHH, CBEP3aHH ChC CANMETEPOJ/ HITYyTHKA30HOB NPOINTHOHAT, ¢a
U30pOEHH 10-T0JTy IO CHCTEMO-OPraHeH Kiiac U yectora. Yecrorara ce nedHHpPA 110 CNEJHNA HAYHH:

MHOTr0 4eCTH (= 1/10), yectn (= 1/100 go < 1/10), Heuectu (= /1 000 mo < 1/100), peaxn (> 1/10 000
no < 1/1 000) u ¢ Hen3BecTHA YecTOTA (OT HAUTHYHHUTE JaHHH He MOoxXe Na Obe HanpaBeHa OLIEHKA),

YecToTHTE Ca ONMPEACIIEHH M0 JaHHHU OT KNMHHYHK W3NHTBaHKUA. ClyyauTe Ha HEXETaHH peakLnH NpH

nnanedo He ¢a OTUETEHH.

NCUXOMOTOPHA XHUIIEPAaKTHBHOCT U
pa3ApasHUTETHOCT (T1aBHO NpU AcLA)
Henpecus, arpecus (riaBHO nNpu aeua)

Cucremo-opranen Knac Hexenana JiekapcTBena peaknus YectoTa
HUudexunu u uHdecrauu Kanaunosa Ha ycrara ¥ r'sp/ioTo Yeern
[Tueemonus (npu naunentu ¢ XOBB) Yectn' ">
BpoHxHT Yectu'-’
EsodareanHa kaHaAKA03a | Peaxu
Hapyiuenns Ha KIMyHHaTa Peakuuu Ha CBpBXYYBCTBHTEIHOCT CBHC
CHCTEMA CII€AHHUTE NPOABH:
Peakniuu Ha KOXKHA CBPBXYYBCTBHTENHOCT Heuectu
AdruoeaeM (ri1aBHO €1€M Ha JIMLETO H Penxu
opogapUHKca)
PecnupaTopHH CUMITTOMH (AHCNHES) Heuectu
PecnupaTopHH CUMIITOMH (GPOHXOCNA3BM) Penxwu
AHapunakTHYHH peaKUHH, BKJIKOYHTETHO Penku
aHaQWIAKTHYEH WOK
Hapyuienud Ha CunapoM Ha KbllIMHT, KBIOHHIOUARH YEPTH, Penxu®
eHAOKPHHHATA CHCTEMa NOTHCKaHe Ha HaabnOpeunaTa PyHKLKA,
3a0aBsHE HA pacTexxa MpHu Aela ¥ IOHOIIIH,
HaMa/leHa KOCTHA MHHEpATHA IUTbTHOCT
Hapyutenus na metaGonusMa | Xunokainemus Yecty’
H XpaHEHETO Xuneprikemus Heuectn®
[IcuxuyHH HapylIeHus be3nokoAcTBO Heuectn
Hapyumienus Ha CbHA Heuectu
[IpoMeHH B MOBeAEHHETO, BKIKOYHTETHO Penxu

C HeusE SOAT 410 )75

3aMBITIEHO 3pEHHKE (BXK. ChIIO TOYKA 4.4)

agdhc 0%
Hapyluenns Ha HepBHATa [ nasoBonue fﬂ ~rw A
CHCTEMA Tpemop E" .,.n'* - "'?i;..
HapyuweHus Ha ouuTe Karapakra ’?‘ffl "..: e
['mayxoma P Nl i
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C HeH3BeCTHa
_ | uecroTa
ChrpaedyHH HapyLICHHA IMannuTauuu Heuectn
Taxuxapaus Heuectu
CbpIaeyHH apuTMHUH (BKJTIOUHTEITHO Penku
HaJKaMepHa TAXHKAPAHA U €KCTPACHCTONHA)
[TpeactpaHO MBXKIEHE HeuectH
AHrvHa NeKTOpHC HeuyecTH
PecriipaTopHH, IPBAHH U Punodapusrur Muoro yecTn®
MEeOWACTHHAMHY HapylieHua | [lpa3HeHe Ha FBpAOTO YectH
[TpecHnHanoCT/ AUCHOHUA YecTH
CHHY3HT Yectn':’
[TapanokcasneH 6poHXOCNa3bM Penxu’
HapylieHus Ha xoxkaTa 1 Koutysuu Yectn'-*
NMOAKOXKHATA ThKaH
HapyuleHna Ha MyCKyaHO- MyCKyJIHH cna3MHu UYectH
CKE/MIETHATA CHCTEMA H TpaBMaTHYHH QPAKTYpH Yecru'-?
CHESIHHHUTEIHATa ThKaH Aprpanrus YectH
Muanrus YectH

' YecTo chobIaBany NpH ruiaue6o

2 MHoOro 4ecTo ¢ho0LIaBaHM MpH miauedo

3 ChobiaBanu npe3 3-roaviHUs NEpHo Ha Mpoy4BaHe NMpH nauueHTH ¢ XObb
4 Buxcre TouKa 4.4

> BuxTe TOUuKa 3,1

OnucaHye Ha U3OpaHU HeXeNaHW PeaKIiuK

ChobiaBar ce hapMaKOJNOTHUHN HEXXETAHHU JIEKApCTBEHH PEAKLHH MpPH Je4eHHe ¢ P2-arOHUCTH KaTo
TpeMop, NAINUTALUMH K riaBobosKe, KaTo Te MOKA3BaT TEHACHLUMA fa CA MPEXONHHU Y 1a OT3BY4aBar B
X07la Ha JIEUCHUETO.

KakTo ¥ pH BCcsKa APyra HHXajaaTOpHA TEPanus, MOXKe Aa CE pa3sBHe NapaioKcaleH OPOHXOCMA3bM C
BHE3aIHO YBeIHYaBaHe Ha XpHNOBeTe U 3allyXa Clle[] pHeM Ha J103a. [1apafiokcanHHIT DpoHXocnasbLm
ce MOBNUABA OT HBp3oaekcTBall OpoHXoaKUnaTaTop 1 TpaOBa He3abaBHO J1a ce JIeKyBa. Tepanusira ¢
Eneprio EapmacTbp TpabBa na ce NpekpaTH BeHAara, Aa ce HarpaBH OLUCHKA HAa ChCTOAHHETO Ha
NALMEHTa U Npy HeoOX0AMMOCT Za ce HasHa4y ANTePHATHBHO JICHEHHE.

HexenaHu nekapCTBEHH peakidy Ha QIyTHKA30HOB MPOMHOHAT, KOWTO MOTAT Aa ce NMOABAT NpH
HAKOM MALIMEHTH, Ca NPECHINBAHE U KaHIKA03a (MIEYHMLIA) HA YCTaTa U TbpJIOTO, H, PAAKO, Ha
ezotaryca. [IpecHIIBaHETO U CltyuauTe Ha KAHANA03a MOTaT Aa ce obekyar upes U3IUIakBaHe Ha
yCTaTa C BOJAA /WM M3MHBaHe Ha 350HTe cnell ynorpeba Ha npogykra. CUMIITOMaTHYHATA
KAHAKAO032 Ha YCTATa M IBPIOTO MOXE J1a Ce JIEKyBa C JIOKaTHa NMPOTHBOrbOMYHA Tepanus
eHOBpeMeHHo ¢ ynotpebara Ha EBepro EapMacTbp.

[TegnaTpUyHa NOMyIaLUs

BL3MOXKHHTE CUCTEMHH peakilMi BKIIOYBAT CHHAPOM Ha KBbLIKHT, KBIUMHIOWAHH YEPTH, TOTHCKAHE
Ha HaaOBOpeuHaTa dyHKUMA ¥ 3a0aBgHe Ha PacTexka MpH Aclia U IoHowWHM (BK. Touka 4.4). Ilpu nena
MOTraT Na ce HabnoaasaT ChIIo 6e3NMOKOHCTBO, HApYLUEHHA Ha ChbHA M IIPOMEHH B NOBEICHUETO,
BKJTIOYUTEHO XHUIIEPaKTHUBHOCT U PasApasHHTEIHOCT.

CpofuiaBaHe HA NOA03MPAaHU HEXENAHH PeaKIUK ,75\
ChoO1IaBAHETO Ha MOAO3UPAHH HEXeNaHH peakLMH Cliefl paspellaBaHe 3a ynotpeba NG :

NoAO3HpaHa HeXxeNlaHa peakuya upes M3nmbaHUTEHA areHLKA 1o JieKapeTeaTta yil. ,,
8, 1303 Codus, Ten.: +35 928903417, yebcaiit: www.bda.bg.
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4.9 Ilpeno3upane

JIMNCBAT DaHHM OT KIMHHYHH M3NTUTBaHWA OTHOCHO NpenosupaHe ¢ Epepuo Eapmactsp, Ho Mo-A0.ay
ca n30poeHH epeKTH, HaCTHIUIH cJie NPefo3UpaHe ¢ ABETE aKTHBHH BEIIECCTBA:

CanMeTepo

IIpy3HanuTe H CHMNTOMHTE Ha NPeAO3HPaHe CHC CATMETEPON ¢a 3aMasHOCT, NMOBHLLABAHE HA
CHCTOJIHOTO KPBBHO HaJIAraHe, TpeMop, MaBo0oHe U TaxHkapaua. B ciyuali, ye neuenuero ¢ Esepuo
EapMmacTep TpsaOBa Aa ObAe NMpekpaTeHo Nopanu NpeAo3HpaHe Ha B-aroHUCTa B JIeKapCTBEHUS
MPONyKT, TpA0Ba Aa ce 0OMHUCIIH MPUIAraHeTo Ha MOAXOAAUIA 3aMECTHTENTHA TEPariHs C
KOpTHKOCTEpOoU. JOMBIIHUTENHO € BE3MOMXHA XUITOKAJIMEMHUS U 3aTOBA CePyMHHMTE HHBA HA KaJus
TpAdBa aa ce npocneasasar. Tpadea 1a ce 0OMHCH 3aMeCTBaHE HA KA,

DIYTUKa30HOB NPOMHUOHAT

OcTtpo npeaosupane: Muxanupadero Ha 1031 QIIyTHKa30HOB MPONHOHAT HAZA NPENOPbUMTETHUTE
A03W MOXE J1a [i0BEeAC N0 BpEMEHHO NOTHCKaHe Ha HaNOLOpeyHaTa GyHkuHA. ToBa CBCTOSHHME He Ce
Hy>X7a€ OT ClelllHd ASHCTBHA, Thi KaTo Haa0BOpeuHara GYHKLMA ce BL3CTAHOBABA B TEYEHHE Ha
HAKOJIKO IHH, KOETO C€ YCTAHOBABA Ype3 H3MEPBAHE Ha HUBOTO Ha IU1a3MEHHA KOPTH3OI.

XPOHHYHO NPe03HPaHe HA HHXANaTopeH Guyrakazon nponuowat: HanonGpeunuar peseps
TpAOBa J1a ce NpOCNeAaBa U MOXKe Na € HeOOXOAUMO JIEYeHHE ChC CHCTEMEH KOpTHKocTepoun. Cnen
CTAOHIH3HPAHEe JICYCHHETO C MPENOPbYHTENHATA 2032 HHXANATOPEH KOPTHKOCTEPOUA TpA6Ba aa ce
B:300HOBH. BHXTE TOUKA 4.4: pHCK OT NOTHCKaHe Ha Haabs6peunaTa GpyHKUMS.

Ipu ciyuau Ha OCTPO H XPOHHYHO NpEAO3UpaHe Ha (IIYTHKA30HOB MPOMHOHAT JieueHHeTo ¢ Esepuo
EapMacTbp TpaOBa a NpoOABL/DKY € NOOXOAsIla 32 KOHTPOJI Ha CHMIITOMATHKATA NO3HPOBKA.

5. ©®APMAKOJOIrHYHHU CBOMCTBA

5.1 ®apmakoaHHAMBYHH CBOlicTBa

PdapMakoTepaneBTUYHA rpyna: AzlpeHepryitd B KOMOMHAIMA ¢ KOPTHKOCTEPOHAH HNH APYrH
NI€KApCTBAa, C H3KMIOYEHUE HAa aHTHXOJIMHEPrHLIH.
ATC kon: RO3AK06

MexanuzbM Ha JeHCTBHE U dapMakoIWHAMHAYHH edekTH

EBepro EapMacTep ChABPXKA CAIMETEPON H (ITYTHKA30HOB [POTHOHAT, KOUTO JEHCTBAT MO pa3nuyeH
Ha4WH. CHOTBETHUTE MEXAHHIMH Ha NeHCTBHE HA BETE AKTHBHH BELUECTBA CA OMMCAHH T10-A0NY:

Canmemepon:

CanmMerepon e cenekTHBeH aparoaeicrraiy (12 yaca) f2-aspeHopelleNTOPEH aTOHUCT C ABArA
CTpaHUYHa BepHra, KOMTO C& CBhP3Ba C BHHILIHATA YacT Ha PELENTopA.

Canmertepon OCHrypaBa no-AnIroTpaifHa GpoHxoqunaTalUus, NpoabL/kasalla Halli-Manko 12 vaca, B
CpaBHEHHE C KPATKOACHCTBALUMTE KOHBEHLUHOHANHH B2-arOHUCTH B NPENOPBUYMTENHH O3M,

DrymuxazoHo8 nponuoRam:
DITyTHKA30HOB NPOMHOHAT, NPHJIOKEH YPe3 HHXANALIKA B NPEMOPHLYHTETHHUTE JO3H, OKA3
FMHOKOKOPTHUKOHAHO NPOTHBOBB3MAIIHTEIHO AeHCTBHE B 6eniuTe ApoGoBe, KOSTO BOAM I

Ha CHMITTOMATHKaTa H ex3alepOallHuTe Ha aCTMATa, H € C MO-MAaJIKO HEXEIAHH eheKTH,
MPH CHCTEMHOTO NMPWI0KEHHE HA KOPTHKOCTEPOUIH.
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Knunuuna edhuxacnocm u 6ezonacuocm

Onucanute no-poiy npoyuealus (GOAL, TORCH u SMART) ca npoBesieHH CbC ChILATA(HTE)
xoMOHHaLwA(H) Ha huxcupaHa(u) nosza(m), caMeTepon keuHadoaT B QIIYTHKA30HOB NPOMHOHAT, HO
W3CcJeBaT paspelleH Npeay TOBA NPOAYKT; ONMUCAHUTE NPOYyYBaHUA He ca npoBexaauu ¢ EsepHo
EapmacTsp.

Canmemepon/AymuKazoHo8 RPORUOHAM — KIUHUNHU USRUMEAKUA NPU acmma

NeananecermeceyHo npoyysane (Gaining Optimal Asthma ControL, GOAL) ripu 3 416 Bs3pacTHH U
JOHOLLH ¢ EPCHCTHpalila acTMa cpaBHABA §€30MacHOCTTa ¥ e(PHKACHOCTTA Ha
caiMeTepon/PJTyTHKa30HOB MPOMUOHAT CIPSMO CaMOCTOATE/IEH HHXANAaTOPEH KOPTHKOCTEPOUL
(dyTHKA30HOB NPONMOHAT), 3a Ja YCTAHOBH JAJd JICYEHHETO Ha aCTMa € MOCTIKHMa Let. [1pu
NeYeHHETO KOHLIEHTpaluuaTa € OWna yBeIHiaBaHa Ha BCEKH 12 ceaMUUM A0 MOCTUraHe Ha **nbaeH
KOHTPOJ WIW JOCTUraHe Ha Haii-BHUCOKATa J03a OT U3NUTBAHOTO JAekapeTso. JanHute or GOAL
[MOKa3BaT, Y€ MoBeve NalHeHTH, JIEKYBAHH ChC CATMETEPOJ/(hAYTHKA30HOB MIPOMHUOHAT, €a NMOCTHIHAIH
KOHTPOJT Ha ACTMATa B CpaBHEHHE C Te3H, JICKYBAHH CBC CAMOCTOATENIEH HHXANATOpEeH
koprukoctepor (MKC), 1 To31 KOHTpO € OWIT MOCTHIHAT NPH NO-HUCKa K032 KOPTHKOCTEPOHA.

*To6pe kowmpoaupara acTMa € 6Guja NoCTHrHaTa Mo-0Bp30 Chbe canMeTeposl/ Py THKa30HOB
MPONMUOHAT, OTKOAKOTO chC camocToaTeneH MKC. BpeMero 3a neuenue 3a 50 % ot mauueHTHTE 10
MOCTHIraHe Ha MMbPBa HHAHBHAYa&IHA A0Ope KOHTpoIUpaHa ceaMuiia e 6o 16 AHHK 3a rpynara Ha
canMeTepost/hyTHKA30HOB MPONHOHAT B cpaBHeHue ¢ 37 auM 3a rpynara Ha MKC. B noarpynara Ha
aCTMATHLHTE, HEIEKYBAHHK CHC CTEPOUIM, BPEMETO J0 NOCTHIAHE Ha TbpBA HHAUBHAYaNHA 100pe
KOHTPOJIHpaHa ceIMuua € Onio 16 AHM npH NieueHHe ChC CanMeTeposl/ PIyTHKA30HOB NIPONTHOHAT B
cpaBHeHHe ¢ 23 auu npu eyeHue ¢ UKC.

[TenHKUTE pe3yATaTH OT NPOYYBAHETO Ca NPEACTABEHH B ClieAHaTa TabnHia:

ITpoueHT HA HAIIHEHTHTE, MOCTHTHAIH *A00pe KonTpoaHpana actma (WC) B **nnaen
KoHTpoJ Ha actMaTa (TC) 3a 12-meceuen neproa
Jledenne npean NPoyuBaAHETO Canamerepon/FP FP
WC TC WC TC

be3z UKC (camocrosteneH SABA) 78 % 30 % 70 % 40 %
Hrcka 103a HKC 5% | 44% 60 % 28 %
(< 500 mukporpama BDP wnu
€KBUBAIEHT/IEH) |
Cpeana noza HKC (> 500 no 62 % 29 % 47 % 16 %
I 000 muxkporpama BDP nnu
eKBHBAJICHT/IEH)
O0equHEeHH pPe3y/ITATH OT TPHTE 71 % 41 % 59 % 28 %
BHAA J¢YEeHHe

* lTobpe KOHTpONMpaHa acTMA: NMO-MAJIKO OT WM PABHO Ha 2 AHM C TOYKOB COOp Ha CUMITTOMHUTE NO-
ronsaM ot 1 (Toukor ¢cOop 1 ce neduHHpa KkaTo ,,[1I04Ba HA CHMIITOMH 33 KPaTbK BPEMEEBH NepHO[ Npe3
HEeHA”); U3NMOA3BAHE Ha [B-aroHHUCTH ¢ KpaTko aelcraue (B-AK/]) nmpe3 ABa UAM MO-MaNko OT ABa AHH,
WIH TIpH 4 WM No-Manko ot 4 ciyyas Ha ceIMHMLIA; MoBeye oT WiH paBHO Ha 80 % oT npeasuaeHUTE
CTOMHOCTH Ha CYTPELIHUS BBPXOB eKkcnupaTopeH aebur; 6e3 cxbyxnaHe npes HowTa, He3
ex3anepbauuu ¥ O6e3 HEXKEJTAHH JIEKapCTBEHH PEakKUWH, Haaraly MpoMsHA Ha TepanuAra.

**[IbneH KOHTPOJ HA aCTMAaTa: HAMA CHMIITOMH, HAMA ynoTpeba Ha B-arOHUCTH ¢ KpaTKo JeiiCTBHE,
nO-BHCOKK WiH paBHH Ha 80 % ot npeapuacHUTE CTOHHOCTH HA CYTPEIIHHUA BhPXOB EKCMHPATOpPEH
neburt, HAMa ¢HOYKAaHe Npe3 HOWITA, JIMIICBAT eK3alepOaliu U He ¢e¢ HabMIoaaBaT HexXeNaHH
JIEKApPCTBEHH peaKLMy, Hajlarauld NpoMaHa Ha TepanuaTa.

PesynraTute OT TOBa NPOyYBaHE NpeAnoiaraT, 4€ Moxe aa ce OOMHUCIH ITbPBOHAYATIH
Tepanus cbe canMeTepol/dbnyTHKazoHoB nponuoHaT 50 Mukporpama/1 00 Mukporpa
JHEBHO TPH MALMEHTH C YMEPEHO TEXKa NePCUCTUpalla acTMa, 3a KOMTO € KpaiHO
NnocTurade Ha OBp3 KOHTPON Ha acTMara (BXK. To4uka 4.2).
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Enno nBoiiHO-cnAm0, paHIOMHM3UPAHO, TapaANeTHO-TPYIIOBO MpoyYBaHe npy 318 nauMeHTH Ha Bb3pacT
> 18 rooyvHH ¢ nepcUCcTHpalla acTMa OLEeHABA O€30MacCHOCTTA H NOHOCHMOCTTA Ha NTPWIOXKEHHETO Ha
2 MHXaNallyM 1Ba TbTH IHEBHO (BOKHA 103a) HA calIMeTepON/ Py THKA30HOB MPOIIMOHAT 32 MepHOA
OT B¢ ceaAMHMLUH. [IpoyuBaHeTO MOKa3Ba, Y€ YABOSBAHETO HAa A03aTa Ha BCAKA KOHLIEHTpAlIKA Ha
caMeTepoN/(PNyTHKA30HOB NPONKOHAT 3a nepuoa A0 14 aHU, BOAH A0 MAJIKO NMOKAaYBaHe Ha
HeXXeJIaHHTe pPeaKUHH, CBbpP3aHH ¢ [ aroHrcTa (Tpemop; 1 maumenT [1 %] cpewry 0, nanmuTauuy; 6 [3
%] cpemy 1 [< 1 %], myckynHH cniazmu; 6 [3 %] cpeuxy 1 [< 1 %)) v noaoOHO yBeaHYEHHE Ha
HEXXEJTAHWTE PeaKLiK, CBRBEP3aHM ¢ HHXANATOPHUA KOPTUKOCTEPOU (HaIp. KAaHAMAO03a Ha ycTaTa; 6 [6
%] cpeury 16 [8 %], npecunnanocT; 2 [2 %] cpewty 4 [2 %]) B cpaBHEeHHE ¢ NPHIOKESHHETO HA €HA
MHXaJaLUMA JBa ITbTH JHEBHO. ManKoTO MoKayBaHe Ha HEXKEJIAHUTE peaKIIMH, CBbP3aHH C [ aroHHCTa,
TpabBa Aa 6b4e B3ETO NOJA BHUMaHKe B chyuyail, ue nexapsar oOMHCHA yOBOABaHE Ha /103aTa Ha
canMeTepory/PIIyTHKa30HOB NPOITHOHAT NPH Bb3PaCTHH NALMEHTH, HY>KJ4€llltH C€ OT AOITBIHHATE/HO
KpaTKOBpEMEHHO (10 14 AHK) Ne4YeHUE ¢ HHXANATOPEH KOPTHKOCTEPOHI.

Canvmemepon/paymuxa3ono8 npoRuoHam — KIUHUYHY usnumearnus npy XO55

TORCH e 3-roauiiHo npoy4BaHe 3a OLICHKA Ha edekTa oT neueHHeTo cbve Ceperua Juckyc 50
mukporpama/5S(00 Mukporpama aBa nvTH AHEBHO, canimetepon Jluckyc S0 Mukporpama, asa ITbTH
OHEBHO, (iyTHKa30HOB nponuoHat (FP) Juckyc 500 MukporpamMa Asa mbTH ZHEBHO HWIH IUTalEe0o
BbpXY oOwara cMbepTHOCT NpH naiieHTu ¢ XObb. [Tanuenrure ¢ XOBb u PEO1 <60 % ot
NpeABUAECHHA HOPMaleH Ha M3X0AHO HUBO (Npeay OpOHXOAMIIATATOP) Ca pAHIOMH3HPAHM 1A
MoJy4aBaT ABOHHO-3acNeNeHO nekapceTeo. [1o0 BpeMe Ha npoyyBaHeTO Ha NMallMeHTUTE ¢ Orna
paspeliena obruuaiiHaTa Tepanus 3a XObb, ¢ u3kimoueHre Ha Ipyrd HHXAIATOPHH KOPTHKOCTEPOUIH,
ABLJIrO-AeHCTBALLM OPOHXOAUNATATOPH U MPOAKIDKHKTENHO JICHEHHE CbC CHCTEMHH KOPTHKOCTEPOHIH.
[IpexxuBsaeMOCTTa B Kpas Ha TPeTaTa roiMHA € OnpeaesieHa 32 BCHUKHY NallHEHTH HE3aBUCHMO OT
NpeyCTAHOBABAHETO Ha NMPHUEMA Ha JIEKApCTBOTO MO NMpoy4BaHeTo. [IbpBHUMHATA KpaliHa TOUKa €
HaMa/iaBaHe Ha o0lIaTa CMbPTHOCT B Kpas Ha TpeTara rofuHa 3a nauveHTuTe Ha Ceperua cripsaMo
Te3M Ha fanedo.

ILnane6o | CanmereponS0| FP S00 Canmertepos/dan
N=1524 N=1521 N=1534 YTHKA30HOB
NpPONHOHAT
50/500
N = 1533
O6Lia CMBPTHOCT B Kpas Ha TpeTaTa rojiHHA
Bpoit Ha CMBPTHH clTyuau 231 205 246 193
(%) (15,2 %) (13,5 %) (16,0 %) (12,6 %)
Koedunuuenr Ha pucka 0,879 1,060 0,825
chpamo wianedo (N) N/A (0,73; 1,06) (0,89; 1,27) | (0,68; 1,00)
_p CTORHOCT 0,180 0,525 0,0521
KoeduuueHT Ha pUcKa Ha 0,932 0,774
Ty THKA30H (0,77, 1,13) (0,64; 0,93) N/A
NMPONMHUOHAT/CANTMETEPOI N/A 0,481 0,007
500/50 cnpamo
xoMmnoHeHtute (JIH1)
P CTOHHOCT

! HeaHauMTenHa p CTOMHOCT Cllef KOPHrupaHe 3a 2 MEXKIHHHM aHAIH3a Ha OCHOBHOTO
CpaBHEHHE Ha epHUKACHOCTTA MOCPEACTBOM JIOTAPUTMHUEH PAHIOB aHANIH3, CTpaTUHIIHpaH 1o
[TyHIa4eCcKH CTaTyc.

Habmopaasa ce TeHaeHUHA 3a TOA00OPABaHE HA MPEKUBASMOCTTA TIPH NTALMEHTH, JIEKYBAHH CbC
cayiMeTepoJl/ Iy THKA30HOB NPOITHOHAT, B CPaBHEHHE C Te3H Ha TUlalebo B paMKHTE Ha 3 rOAWHU
BBNPEKH Y€ HE € MOCTHIHATO HHBOTO HA CTATUCTHUYECKA 3HaYnUMocT p < 0,05. /}@\

[TpoLieHTBT Ha NALMEHTHTE, MOUUHAIIH [PE3 TPUIOAULIHHNA NIEPHOJ MO NMPHYHHH, CBbp3a
6,0 % npu rauebo, 6,1 % npu canmerepon, 6,9 % npu FP u 4,7 % npu canmetepon/d
NPOMHOHAT.
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Cpennuat Opolt Ha yMepeHHU J0 TeXKH ek3aLepOalM roAHIIHO € 3HAYHTEIHO HAMAJIEH NPH
canmerepot/daytrkazonos npornuoHar (FP) B cpaBHeHHe C JIeueHHETO ChC canmerepol, FP u
nnane6o (cpelHa 4ecTOTa B rpynara Ha canMeTeposl/GmyTHKasoHoB nponuoHar (0,85 B cpaBHeHUe C
0,97 B rpynara Ha canMmerepod, 0,93 B rpynara Ha FP u 1,13 B rpynara Ha nnane6o). Tosa Moxxe Ja ce
NpeNICTaBY KATO HaMalABaHe Ha YeCTOTaTa Ha YMEPEHH 40 TEXKH ek3anepbaumu ¢ 25 % (95 % [IH: or
19 % mo 31 %, p <0,001) B cpaBHenue ¢ wiauebo, 12 % B cpaBHeHHE CBC canMeTepon (95 % [JU: ot
5% no 19 %, p = 0,002) u 9 % B cpaBhenue ¢ FP (95 % JH: ot 1 % mo 16, p = 0,024). Canmetepon u
FP 3HauMTENHO HAMAABAT YECTOTATA Ha eK3alepOalMuTe B cpaBHeHHe ¢ w1auedo, ChoTBETHO € 15 Yo
(95 % IOU: ot 7 % 1o 22 %, p <0,001) uc 18 % (95 % IH: ot 11 % no 24 %, p < 0,001).

KauecTBOTO Ha KMBOT, CBbP3aHO ChC 3JPaBeTo, H3MEpEHO upe3 BblpocHHka St George’s Respiratory
Questionnaire (SGRQ), e noxoGpeHo Npy BCAKa OT aKTHBHUTE TEpanHH B CpaBHEHHe ¢ mialeoo.
CpeaHoTO nogoOpeHHe Mpe3 TPH FOAMIIHAS IEPHO 32 CalMeTepos/QITyTHKa30HOB MPOITHOHAT B
cpaBHeHye ¢ mnauebo e -3,1 exunuum (95 % JIH: ot -4,1 no -2,1; p < 0,001), B cpaBHEHNE CBC
canmerepo e -2,2 enuuui (p < 0,001) u B cpasHenue ¢ FP e -1,2 equnnuu (p = 0,017). [lonwxkenwne
OT 4 eIHHHULUH CE TIpHEMA 32 KITHHUYHO 3HAYHMO.,

H3uncrienaTa BEpOATHOCT B paMKMTE Ha 3 rogHHH Ja 6ble cpobilleHa MHEBMOHHA KaTO HeXenaHa
nexapcTBeHa peakuus e 12,3 % 3a mnauebo, 13,3 % 3a canmerepon, 18,3 3a FP u 19,6 % 3a
canMeTepoll/NyTHKA30HOB MPOMUOHAT (KOe(QHLIMEHT Ha PHCKa 3a CamMeTepol/(payTHKA30HOB
NPONHOHAT cnpamo nnauebo:; 1,64, 95 % JH: or 1,33 no 2,01; p <0,001). He e umano ysennyasaHe
Ha CMBPTHHTE CIy4aH, CBbP3aHH ¢ MTHEBMOHHMA; CMBPTHHUTE CITyUaH M0 BpeMe Ha TE€panuaTa, 3a KOUTO
€ MpeLEHEHO, Ye OCHOBHO Ce BJDKAT Ha MHEBMOHHA, ca O6vnu 7 3a manedo, 9 3a canmerepos, 13 3a
FP u 8 3a canmerepon/dnyTikaszoHoB nponvoHat. He € UMano 3Hauvma pasivka BbB BEPOATHOCTTA 32
kocTHH dpaxTypH (5,1 % npu mnauebo, 5,1 % npu canmerepon, 5,4 % mpu FP u 6,3 % npu
canmeTeposl/payTHKAa30HOB MPONMOHAT; KOe(PULIMEHT Ha PHCKA 3a CAIMETEPON/ QITyTHKA30HOB
NponKOHaT cnpamo rwaueto: 1,22; 95 % AW: ot 0,87 no 1,72; p = 0,248).

Pesynratute ot rianebo-KOHTPONHPAHH KITMHWYHH H3NUTBAHHUSA, IPOBEXAAHH 3a NMEPHO OT 6 K 12
MeceLa, MOKa3BarT, ue peloBHaTa ynotpeba Ha canmerepos/duryTHka3oHOB nponHoHar 30
MHkporpama/500 mukporpama noaodpsaea 6eoapobHaTa QyHKUHA, HAMaNABA 3ayXa H
HeoOX0aUMOCTTa OoT ynoTpeba Ha Obp30AelicTBalIM JIeKapCTBa 3a 00IEKYaBAHE HA JHIHAHETO.

SCO040043 u SCO100250 ca paHgoMU3UPaHK, ABOHHO-CIENH, NAPaATIETHO-TPYNOBH, PEIVIMKATHBHH
npoyuBaHus, CpaBHsABALIM edekTa Ha canmeTepos/drmyTukasonos nponuoHat 50/250 Mukporpama aga
MIbTH AHEBHO (JO3MPOBKA, KOATO He € paspeleHa 3a nedeHue Ha XObb B Esponefickus Chio3) cnpamMo
caiMeTepon 50 MUKporpaMa ABa NBTH AHEBHO BLPXY MOAHIIHATA YECTOTA HA YMEPEHH/TEXKH
ex3anepbauuu npu nuna ¢ XObb u ®EO1 no-mansk ot 50 % oT npeaBUASHHUA, H ¢ aHAMHE32 32
ek3aLepOali. Y MEpeHH/TexKH ex3alepdaliui ce ONpeaenaT KaTo BIOIIABALIM C& CHMITTOMH, MPH
KOHTO C€ € HAJIarano JeyeHHe ¢ NEPOPATTHH KOPTUKOCTEPOUAY W/ Wi aHTHOHOTHLM WIH
XOCIIHTANN3AaLUA.

HM3nurBaHuaTa ca HMaH 4 ceIMHLM BBBEKAALL NIEPUOA, MO BpeMe Ha KOUTO BCHYKH YYAaCTHHLIH Ca
npHeManu HesacneneHo canmetepol/FP 50/250, 3a na ce cranaaprusnpa GapMaKoTEpanuaTa Ha
XOBB H aa ce crabunyuzupa 3abongBaHeTo NMpeau paHIOMH3HPAHE 33 3aC/IeNICHOTO JICKapCTBO MO
npoyuBaHeTo 3a 52 cenmuuu. [auuentuTe ca pasnoMusypand 1:1 Ha canmerepon/FP 50/250 (060
ITT n = 776) unu canmerepon (odwo ITT n = 778). Ilpean peBexaaliys NepHoA NALMEHTHTE Ca
MpekbcHaMN ynoTpebarta Ha NpeaHLUHY NekapcTsa 3a XOBB, ¢ H3KMOYeHHEe Ha KPAaTKOJSHCTBALIH
6porxoawiataTopu. EaHoBpeMeHHaTa ynoTpeba Ha HHXanaTopHH AbAroAedcTBally P2 aroHUCTH !
aHTHXONMHEPTHYHH CPEACTBA, IPOAYKTH, ChABbPXKALIY KOMOMHaLMATa candyTaMo//UNpaTponuyM
6poMKL, NEPOPATHH P2 arOHHCTH M MPORYKTH, ChABPKALLH TEOPUIHH, HE ca OHIH NO3BONABAHH NO
BpeMe Ha JieueHHeTo. [lepopanHn KOPTHKOCTEPOUIH ¥ aHTHOMOTHUH ca OWTH NO3BOJIABARE

cremHo ieueHue Ha ek3auepbaunuu Ha XObBb ¢ To4HO onpeneneHH yKalaHHuA 3a ynoTpg -
Ha NMPOYYBaHHATA MMALMEHTHTE ca NpUeMaIH canbyTaMou nNpH HyxAa. §

E Pl :’
Pesyntature OT ABETE NPOYYBAHHUA IOKA3BAT, 4 JICUCHHETO CHC CATMETEPON/ PITYTHHA Bt 0B
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exsauepGauuu Ha XOBB B cpaBHenue cie canmerepon (SCO40043: cvorserHo 1,06 1 1,53 Ha HoBek
1a romMHA, CHOTHOLIEHKe Ha yectoTara 0,70, 95 % CI: ot 0,58 no 0,83, p < 0,001; SC0O100250:
cpoTBeTHO 1,10 ¥ 1,59 Ha yoBeK 3a roJHHa, CHOTHOLIEHUE Ha YyecToTarta (0,70, 05 % CI: o1 0,58 no
0,83, p < 0,001). Haxoaxure 3a BTOPUYHHTE NOKA3aTENH 3@ ePHKACHOCT (BpeMe 10 MbpBa
yMepeHa/TexKa ex3aueplalius, rofHILHATA YeCTOTa Ha exk3anepOaliHy, Hanaralu ynorpebara Ha
nepopaTHH KopTHKocTepouau U cytpetien @EOL npeau npueM Ha 103aTa) NOKA3BAT 3HAUMTE/THO
npeauMCTBO Ha canMetepon/dyTHkasonos nponuoHat 50/250 MHkporpaMa Ba MbTH IHEBHO CIIPAMO
canmerepos. ITpodurbT Ha HexenaHUTe peakunH € OUN CXOAEH, C U3KIIOYEHHE Ha NO-BUCOKA YECTOTA
Ha THEBMOHHH W M3BECTHH NIOKAIHH HeXeNaHH peakumy (KaHAuAo3a ¥ JMcHOHHUs) B rpynara Ha
canMertepoi/dnyTrkazonos nponuoHat 50/250 MuUKporpaMa ABa IbTH AHEBHO B CPABHEHHUE CBC
canmetepon. Hexenanu peakuuu, CBbp3aHH ¢ MHEBMOHHUA, ca chobiweHH rpu 35 (7 %) MaLyUeHTH B
rpynaTa Ha canMeTepos/dmyTuka3oHoB npomuoHaT 50/250 MUKporpaMa Ba ETH JHEBHO M TIPH 2 (3
%) B rpynara Ha caametepon. [loBHeHaTa uecTOTa Ha CHOOLIEHA THEBMOHHA NPH
canMmeTepoin/QiyTHKa30HOB rponoHaT 50/250 MukporpaMa iBa ITbTH JHEBHO MOKA3Ba BEIHYHHA,
CXOJ(HA C Ta3M HA YeCTOTaTa, ChOBIIABaHa Cllel JIEUEHHE Che canmMeTepol/GiTyTHKa30HOB MPONHOHAT
50/500 Mukporpama asa nbTH AHEBHO B H3nKWTBaHeTOo TORCH.

AcTMA

Mrozoyermposo uscredosamencko usnumaane Ka cammemepon npu acmma (Salmeterol Multicenter
Ashtma Research Trial (SMART))

MHOrOLIEHTPOBOTO H3C/IEA0BATENCKO H3NUTBaHe Ha canmerepon nipH actMa (SMART) e 28-ceamuyno
npoyusaHe, nposeaeHo B CAILL, koeto oleHaBa 06e30MacHOCTTa Ha CaJIMETEPOJT B CPABHEHUE C
rnanebo, qobapeHH KbM OGHUYAHATA TepanHa MPY BH3PacTHU H IOHOLIM. Benpeky ye HAMa
3HAYUTENHH PA3IHKH B TLPBHYHATA KpaiiHa TOYKa 332 KOMOHHHpaHUd Opoi Ha CMBPTHH CITy4aH,
CBBP3aHH ¢ JUXATENIHATA CHCTEMA, H XKHBOTO3aCTpallaBallid ChOUTHA, CBBP3aHH C IMXaTeHATa
CHCTEMA, MPOYUBAHETO MOKa3Ba 3HAYHTENHO YBEIMYSHHE HA CMbPTHUTE ClTy4aH, CBbP3aHH C aCTMa,
pH NAUKMEHTH, NpYeMaly canMerepos (13 cMbpPTHH Ciy4as npk 13 176 nalHeHTH, 1€KYBaHH ChC
caMeTepo, CpaMo 3 CMBPTHH ciyyas npy 13 179 naumedty Ha naueto). [lpoy4Banero He €
MPeNHa3HA4YEHO 14 OLEHH BB3AeHCTBHETO HA €/IHOBpPEMEHHaTa yrioTpeda Ha HHXANATOpeH
KOPTHKOCTEPOU/ M caMo 47 % oT yuacTHuUMTE ChoBiuasar 3a ynorpeba Ha MKC Ha M3X0AHO HHEBO.

BesonacHocT U eduxacHocT Ha canmerepon-FP cnpsmo FP caMOCTOATENHO NPY acTMa
[TpoBeaeHH Ca ABE MHOTOLEHTPOBH 26-CEAMHYHY M3NTMTBAHHUA 3a CPaBHeHHe Ha 6e30MacHOCTTa H

epMKACHOCTTA Ha caiMeTepos (ITyTHKAa30H MPONHOHAT - (Canmerepon -FP) cnpamo dbayTHKa30H
npormoHat (FP) caMocToaTeIHO, KATO €THOTO W3NHTBAHE (AUSTRI) € ripy BBE3pacTHH H IOHOIIIH, a
npyroto uanuteake (VESTRI) e npu neanaTpyyny nanueHTy Ha Bb3pact 4 — 11 roaunu. U s aeete
NpOY4BaHHA BKNIOYEHUTE YYACTHHULIH UMaT yMepeHa [0 TeXKKa MepcHCeTHpaLia acTMa ¢ aHamHesa 32
XOCIUTAIH3AlMSA, CBhP3aHAa ¢ ACTMATa, WM eK3alepOalMsa Ha acTMara rnpe3s MpeaxofHara roqHHa.
[TepBUUHATA e Ha BCAKO TIPOYYBaHe € Ja ce ONMpeeiy Aanu Ao0aBiHETO Ha B-arOHKCTH C ABJATO
neiicreue kbM Tepanus ¢ UKC (canmereposn-FP) nokassa He no-manka eduxactoct ot KUKC (FP)
CAMOCTOSTETHO IO OTHOIIEHHE Ha PHCKA OT CEPHO3HM CBOMTHA, CBBP3aHH C acTMaTa
(XOCTIMTANH3ALMA, CBBP3aHa C acTMAaTa, EHIOTpaxealHa MHTY0alus 1 cMBpT). BroputiHa uen 3a
e(hMKAaCHOCT Ha Te3M Mpoy4uBaHus e aa ce oueHH nanu HKC/B-aroHucTy ¢ ABIro JeHCTBHE
(canmetepon-FP) nokassa npeps3xoacTso cnpamo Tepanusita ¢ UKC camocroarento (FP) no
OTHOLLEHHUE Ha TEXKKa ek3aliepbanus Ha acTMaTa (KOATO ¢ Onpe/ieNis KaTo BIOUIaBaHe Ha aCcTMaTta,
Ha/Iaraio ynoTpeba Ha CUCTEMHH KOPTHKOCTEPOHIH Hal-MaJIKo 3a 3 IHH, WIH XOCITHTATH3aLMA B
GONMHMLIA, WK MTOCEILIEHHE HA OTHENeHHE 3a CleLIHa NOMOLL NopPaau acTMa, H3UCKBaIla CHCTEMHH

KOPTHKOCTEPOHIH).

O6wo 11 679 1 6 208 yyacTHALM ¢a CHOTBETHO paHAOMH3WPaHHU H NONYYaBaT JIeYeHHE B
manureanusTa AUSTRI u VESTRI. 3a mppBuyHaTa KpaiiHa TouKa 3a 6€30MacHOCT € NMOCTUrHATa He
no-Maska eHKaCHOCT H B JBETE H3NHTBaHUs (BXK. TabAMIaTa 0-00MY).
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Canmerepon-FP FP Canmerepon-FP FP
(n=13 834) CaMOCTOATENHO (n=3107) CaMOCTOATENHO
(n=135 845) (n=3101)

CucTaBHa KpabiHa TouKa 34 (0,6 %) 33 (0,6 %) 27 (0,9 %)
(xocnuTanu3alms,
CRBpP3aHa ¢ ACTMATAa,
¢HAOTpaxeanHa
HHTYDailua WK CMBPT) | ,
KoeduuueHT Ha prck 1,029 1,285
Ha canMmetepon-FP/FP (0,638-1,662)° (0,726-2,272)°
(95 % IHN)
CMbpT 0 0 0 0
Xocnmuranuzanus, 34 33 27 21
CBbp3aHa ¢ acTMara |
EnporpaxeanHa 0 2 0 0
HHTYOaLMs

* AKO mosryueHaTta OLieHKa 3a ropHa rpaHuua Ha 95 % JIU 3a OTHOCHTEHHA PHCK € [O-ManKa OT 2,0,
CC MpaBH 3aKIIFOYEHHE 33 HE MO-Majlka €(PHUKACHOCT.

AKO nojly4eHaTa OUEHKa 3a ropHa rpaHuLa Ha 95 % JI1 3a OTHOCHTENIHUA PHCK € MO-MaNTka OT
2,675, ce MpaBH 3aKTI0YCHHE 32 HE NMO-MaTKa €(PHKACHOCT.
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3a BTOpHYHATa KpaHHa TOYKA 3a e(pMKACHOCT M B JIBETE NPOYYBAHHS Ce HAOMONABa HAMAIEHHE BB
BPEMETO N0 MbpBa ex3auepOalus Ha acTMara 3a canMeTepon-FP B cpaBHeHue ¢ FP, HO camo B
u3nuTBaHeTo AUSTRI ce poctura cratHcTHYECKA 3HAYUMOCT:

AUSTRI VESTRI
Canmerepon- FP Canmerepon-FP FP
FP CaMOCTOATENHO (n=3107) CaMOCTOATENTHO

(n =135 834) (n=15 845) (n=3101)
bpo#i yyacTHUUH ¢ 480 (8 %) 597 (10 %) 265 (9 %) 309 (10 %)
exk3auepbauusn Ha
acTMara
KoeduumeHT Ha pHCK Ha 0,787 0,859
canMetepon-FP/FP (0,698; 0,888) (0,729; 1,012)
(95 % U

IenuaTtpuuna norynaims
Esepuo EapmacTbp He ¢ nokasaH npu ena Ha Bb3pact nod 12 roauny (Bx. Touka 4.2). OnucanuTe

[O-A10/1y NpOyYBaHHA Ca MPOBEACHHU C paspellieH NpeaH TOBa NMPOAYKT; OMUCAHHTE MPOYYBaHHA He Ca
u3pspiBady ¢ EBepuo EapmacTop.

B npoyusane SAM101667 npu 158 meua Ha BB3pact 6 — 16 roguHK CbC CUMITOMAaTHYHA aCTMa
KOMOHHALMATA HA CATMETEPON/(ITyTHKA30HOB MPOTIHOHAT € CBIIO TONKOBA e(DHKACHA, KATO Ta3H npu
NPWIOKEHUETO HA IBOAHA 1032 GITyTHKA3OHOB MPOMHOHAT [0 OTHOLIEHHE HA KOHTPOJIA Hay
CHMNTOMHTE U 6enoapobHara Gpynkums. [u3aiiHbT Ha IPOYYBAHETO He € NMpeJHA3HAYeH A U3CIeaBa
e(pekTa BbpXY ex3auepdanmuTe.

B enno 12-ceamMuyHO u3nuTBaHe Npy felia Ha Be3pact Mexxay 4 u 11 roannu [n = 257), NEeKyBaHW MNH
ChC CalMeTepoN/PiryTHKas3oHOB nponHoHar 50/100 aBa mbTH RHEBHO, WIH CbC canMetepon 50
MUKporpaMa + QuryTHka3oHoB nponxorar 100 MHKporpaMa isa ITbTH JHEBHO NOKA3Ba, Ye U B JBETE
TEPANEBTHYHH paMeHa BbPXOBHAT €KCNUpaTopeH AeOuUT ce noeHiuasa ¢ 14 % W ocBeH TOBa ce
HabnronaBa noxoGpeHre B OUEHKATa Ha CHMIITOMHTE U ynorpedara Ha canbyTaMos KaTo

cpeactso. He ce Habmopasat pasnuku Mexxny NBeTe TepaneBTHYHH pameHa. Hama pas x{hf ;@@ﬂ%ﬁ D\
napaMeTpuTe Ha 6€30MacHOCT MEXAY NBETE TEPANEBTHYHHU paMeHa. § s # } H.: t;‘-; \,
= ( **;,._P e
B 12-ceaMHYHO paHAOMH3HPaHO, MapaneaHo rpynoso MpoyYBaHe NPH Aela Ha BB3paciMaeKay 4 m 1L~ 7 . /i
roaunH [n = 203] ¢ nepcucTHpallia acTMa, KOHTO Ca HMATH CHMNTOMH Ha OHA HA MHXANATOPHE 4
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KOPTHKOCTepoHaH, 6e30nmacHoCTTa € MbpBHYHATA KpakiHa Touka. [leuara ca momy4asany WK
canMeTepol/dIIyTHKa30HOB rponroHat (50/100 mukporpama), win $nyTHKasoHoB nponuoHat (100
MHKpOTpaMa) CaMOCTOATENTHO ABa METH JHEBHO. JIBe OT AcuaTa Ha canMeTepon/ Iy THKa30HOB
POMHOHAT H 5 OT Jeuara Ha (TyTHKA30HOB ITPOMHOHAT Ca OTTET/ICHH OT NNPOYYBAHETO NOpaau
BIOLIaBaHe Ha acTMaTta. Cnen 12 ceaMHUM HUKOE OT AELATA B JBETE TEPANCBTHYHHN PaMeHa HE €
UMAJI0 CTOHHOCTH, MMO-HHCKH OT HOpPMATa 3a 24-4acoBa €KCKpeUuns Ha KOPTH30M B YpHHarta. He e
HMAaJIO APYTH Pa3jIMKH N0 OTHOLIEHWE Ha poduna Ha 6e30MacHOCT MeXIy ABETe TepaneBTHYHH
paMeHa.

Jlexapcmeenu npodykmu, coObpIcaUU PAYMUKAZOHO8 NPONUOKAM, NPU ACMMA NQ 8PeMe Ha
bpemernnocm

[IpoBeneHo e obcepBaLiOHHO PETPOCMIEKTUBHO ENMYAEMHOIOIHYHO KOXOPTHO NMPOYYBAHE, KOSTO
M3M0/13Ba €JIEKTPOHHH 3/ipaBHU AocHeTa OT BenukoOpUTaHu, 3a 1a C€ OUEHH PHCKBT OT CEPHO3HH
ppoaeHH mandopmauuu (Major Congenital Malformations, MCM) cniel €KCNIO3NLIKA Npe3 MbpBHS
TpUMeECTHP Ha HHXanatoped FP camocroarenHo u canmerepon-FP B cpaBHeHne ¢ UKC, koiTo He
cpabpxka FP. B ToBa npoyyBaHe He € BKIIOUEHO ITaled0 KaTo KOHTPOJIHO CPEACTRO.

B xoxoprata ¢ actMa oT 5 362 ciayuas Ha OpeMeHHOCT ¢ ekcriosuuds Ha MKC npe3 mbpBus TPUMECTBHP
ca yctaHoseHd 131 auardocruupan MCM; 1 612 (30 %) ca ¢ excnosuuma Ha FP unu canmerepon-
FP, xaTo oT TAX ¢a ycTaHoBeHH 42 avarHoctuipaHid MCM. KopurdpaHoTO CHOTHOUICHHE HA
BepoATHOCTTa 32 MCM, nnarnoctuumpanu o 1 roausa, e 1,1 (95 % JAH: 0,5 2,3) 3a )KeHHU € yMepeHa
acTMa ¢ ekcrniosuumg Ha FP cnipsaMo TakuBa ¢ excrio3uius Ha He cpabpxail FP UKC u 1,2 (95 % JH.
0,7 2,0) 3a »xeHH CbC 3HAUUTENHA 0 TexkKa acTMa. He e ycTaHoBena pasnuka 8 prcka ot MCM caen
eKCMIO3HLIMA TIpe3 MbpPBHA TPHMECTEP Ha FP caMocToATeHO B CpaBHEHHE ChC canmerTepon-FP.
A6contoTHuTe pHckose oT MCM npu pa3snuyYHHUTE CTENESHH Ha TEXECT Ha acTMaTa Bapupar or 2,0 1o
2,9 Ha 100 cryuyas Ha OpeMeHHOCT ¢ eKcno3ulMdg Ha FP, xoeTo € CpaBHAMO ¢ pe3yTaTHTE OT
npoyuBaHe Ha 15 840 cy4as Ha GpeMeHHOCT 6e3 eKCo3ULMA HA TEPANTHH 3a acTMa B Hasara JaHHH
General Practice Research Database (2,8 ¢uOurug Ha MCM na 100 cnyyas Ha 6peMeHHOCT).

5.2 @apMaKoKHHBETHYHH CBONCTBA

3a uenure Ha PapMaKOKHHETHKATa BCEKH €AMH OT ABATAa KOMMOHEHTA MOJKe a Ce pa3riexia
CaMOCTOATEITHO.

Cammemepon

Canmerepon JeicTBa nokanHo B Oenus aApo6 ¥ 3aTOBa IUIa3MEHHTE HMBA HE Ca MOKa3aTe/lHu 3a
TepaneBTHYHKA ¢dexT. ChIO Taka UMa caMO OrPaHUYCHH JaHHH 3a GapMaKOKHMHETHKATA Ha
caIMETEPO NOPajd TEXHUUECKH TPYAHOCTH 32 aHAJIH3 Ha aKTUBHOTO BElIECTBO B I1a3Mara,

ABDKAILIY C€ Ha HUCKHMTE TUTa3MEHH KOHLIEHTpallMK MPH TepaneBTHUHH 1034 (npubnusurenno 200
nukorpama/ml WiH Mo-Manko), AOCTHTaHH Clied HHXamauus.

daymuxaszonoe nponuonam (Fluticasone Propionate, FP)

AG6CONIOTHATE OMOHATHYHOCT Ha €JHOKPATHA /10328 HHXAIaTOpeH GUIyTHKA30HOB MIPOMHOHAT TIPH
3/IPABH JTHLA Bapypa Mexay NpubausutenHo 5 1o 11 % oT HoMHHanHaTa 032 B 3aBHCHMOCT OT
H3MON3BAHOTO YCTPOCTBO 3a MHXanauus. [Ipy naunenTy ¢ actma wiu XObD ce Habmonasa no-HUCKa
CTeneH Ha CHCTEMHA €KCIO3ULIMA Ha MHXANaTopeH (PITyTHKa30HOB MPOIHOHAT.

Abcopbuus

CucremHara abcopOLus ce OChLIECTBABA MpeMMHO B 6enus Apob, kaTo B Ha4anoTo e 6up3a, a cnen
TOBa — NpOABJKUTENHA. OCTaTBLKBT OT HHXANATOPHATa 032 MOXKeE Ja Ce NPEerabTHE, HO TOBa

AOTpHHACA B MUHHMAIIHA CTeleH 33 CHCTEMHATa €KCNO3HLIHA Nopajd HHCKaTa pa3TBOPH
BOAA Y TIPEeJICHCTEMHHUS MEeTaboNH3BM, U BOAH 10 OHOHAIMYHOCT, no-manka ot 1 %. C
HA WHXanWpaHaTa Jo3a ¢¢ Habmoaasa TMHEHHO NNOBUIIABAHE HA CHCTEMHATA EKCIIO3HU
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PasnpeneneHue

MucrozMuuaTa Ha (GIyTHKA30HOB NPOMMOHAT CE XapaKTepH3HpPa C BUCOK M1a3MeH KiaupbHC (1150
mb/min), ronsM o6eM Ha pasnpeieJieHye B CTALIHOHAPHO cheTosHHe (npubmuaurento 300 1) u
TepMMHAJIEH MONYXUBOT MpuOnu3uTenHo 8 uaca. CBLP3BaHETO ¢ MIA3MEHH NpoTerHH € 91 %,

buoTpaHcdopMalng

DO nyTHKA30HOB NMPOMHOHAT CE H3b4YBa MHOTO OBP30 OT CHCTEMHATA LMPKyIauus, MPeaAHMHO KaTo Ce
MeTaBonu3vpa A0 €AHH HeakKTHECH MeTaConuT Ha kapOoKcHIHaTa kucenHHa ot en3uMa CYP3A4 Ha
uutoxpom P450. Ipyru HenaeHTHOHULMpaHH META0OIHTH Ce OTKPUBAT M BB (QeKaTHHTe.

EnuMyHHUpaHe

BLOpeYHHST KITHPHHC Ha (QAYTHKA30HOB NPONHOHAT € npeHeOpesxuMo HUCHK. [To-Manko oT 5 % or
7103aTa e eKCKpeTHpa B ypHHaTa rJ1IaBHO KaTo MeTabonuTH. OCHOBHATA YacT OT A03aTa ce eKCKpeTHpa
BbB (PEKATHUTE KATO METAOOJIMTH U HEMPOMEHEHO AKTHBHO BELLECTBO.

Ileduampuura nonyrayus

Esepro EapMacTsp He € NoKa3aH NpH feLia Ha Bb3pacT nof 12 roaguxu, OnucaHuTe mo-10my
rpoyYBaHHs ca MPOBEACHH ¢ pa3pelleH Npean TOBA NPOAYKT; ONUCAHUTE NMPOYYBAHHA HE Ca
wi3sbpluBaHd ¢ EBepro EapmacTsp.

[Tpu rionynaukoHeH GapMaKOKWHETHYEH aHAH3, OCHOBABAIL C€ HA AaHHH OT 9 KOHTPONHpPaHH
KTHHUYHH W3MMTBaHHA, IPH KOMTO Ca H3MON3BaHH Pa3IHYHi HHXAIATOPHH YCTPOHCTBa (HHXAIATOp
Ha CyX Mpax, HHXAaTOp 3a JO3HPAaHO BIPBCKBAHE) M KOHTO BKMOYBAT 350 MauHeHTH ¢ acTMa Ha
BB3pact ot 4 g0 77 roauuu (174 nauneHTH Ha BB3pacT My 4 v 11 rogunn), ce Habmozasa rno-
BHCOKA CUCTEMHA EKCIO3HLHA Ha (DJTYTHKA30HOB MPOITHOHAT ClIe JIEYEHHE ¢ HHXANATOP ChC CyX Ipax

canmeTepos/pnytukasoH 50/100 B cpaBHeHHe ¢ HHXAIATOP CbC CYX Mpax (PIyTHKa30HOB MPONHOHAT
100.

CBhOTHOLIEHME Ha reoMeTpuuHuTe cpearu [90 % JIH] npu cpaBHEHHE Ha CAlIMETEPOI/ (Y THKA30HOB
NPOMHOHAT CIIPAMO MHXANATOP ChC CYX Mpax (GyTHKa3oHOB MPONMOHAT MPH MOITYJIALUKMHK Ha Acua 1
IOHOLLH/BB3PACTHH:

Tepanus (uszcn. cnpamo ped.) | Honyrauun AUC Chriax
Huxanamop cve cyx npax Heya (4—11200) | 1,20[1,06—1,37] 1,25 [1,11 - 1,41]
carMemepoN/paymuxazonos
nponuonam S0/100

Huxanamop cvc cyx npax
hAyMuUKazoOHO8 NPONUOHAM

100

Huxanamop cvc cyx npax IOnowwevspacmnu | 1,52 [1,08 — 2,13} 1,52 [1,08-2,16]
Canmemepor/aymuraonoe (2 12 200.)

nponuoram 50/100

Huxanamop cve cyx npax
PAYMUKA30HO8 NPONUCHAM

100

OueHeH € edexTbT OT 21-AHEBHO NIeYSHHE C HHXANATOpP Ha caIMeTepoi/QIryTHKa30H 25/50
MHKporpaMa (2 HHXalallMy ABa METH AHEBHO ChC HIH Oe3 obeMHa Kamepa) WM HHXanaTo )R no,,\
npax canmerepon/duyTikasoH 50/100 mukporpaMa (1 MHXanauMs asa MbTH AHEBHO) Mp ¢,

Bb3pacT oT 4 10 11 roaunu ¢ neka ¢opma Ha actMa. CHCTEMHATA €KCIO3ULIAA Ha CalIM

CXOHA 32 HHXANATOP Ha CANIMEeTepoJI/PTyTHKA30H, HHXANaTOp Ha CAIMETEpOs/(payTH 3 - )
KaMepa H MHXAIaTop Che CYX Mpax canmeTepolt/dimyTrkasoH (choTBeTHO 126 pgxhr/m [E. o U: 70, -
225], 103 pgxhr/ml [95 % IIH: 54, 200] 1 110 pgxhr/ml {95 % JH: 55, 219]). Cucremna “x &
\\‘\x ol N ., Vi
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eKCIIO3MLMs Ha ITYTHKA30HOB MPOMUOHAT € CXOIHA 3a WHXANaTOp Ha CalMeTeposl/PITyTHKA30H ¢
obemua kamepa (107 pgxhr/ml [95 % IIH: 45.7, 252.2]) v nHXANaTOp CBC CyX npax
canmetepos/dayrukasoH (138 pgxhr/ml [95 % HH: 69.3, 273.2]), Ho 3a MHXANAaTOp Ha
canmeTepos/GayTHKa30H e ¢ Mo-HUCKH cToHOCTH (24 pgxhr/ml [95 % TH: 9.6, 60.2]).

5.3 IlpenkauRuIHHE JaHHH 32 GesomacHOCT

B npoy4BaHHA MPH XKMBOTHH Ha CATMETEPON H QIIYTHKa30HOB MPONHOHAT, NPHUIAaraHH NOOTAEITHO,
eIMHCTBEHHUTE OTaceHH A 3a 0e30MacHOCT IMpU yrioTpeda npu xopa ca CBbp3aHH ChC 3aCHJICHHTE
dbapMaKoJIOTHHHH AEHCTBHA.

B npoyuBaHus Ha PENMPOIYKTHBHOCTTA NP XKHBOTHH ¢€ HabMOAaBa, 4€ IIOKOKOPTHKOCTEPOHAHTE
HHAYUHpaT MangopMauuu (LenHaro HebLe, ckeneTHH MangopMaunn). He ce npeanonara tesu
pEe3YATATH 4 Ca PeJIEBAHTHH 3a XOpa NpH ynorpeba Ha NpenopbuHTEHUTEe A03H. [IpoyuBaHuATA NPH
YKMBOTHH Ha caJIMeTepon nokaspar eMOpruodeTaHa TOKCHYHOCT ¢aMO NPH BHCOKM HHBA Ha
excriosuia. [Ipy eTHOBpEMEHHO NMPHIOKEHHE TPH IUTbXOBE B JO3H, CBBP3aHH C H3BECTHH,
UHAYLMPaHH OT MTIOKOKOPTHKOCTEPOHA MaIOpMaLIHK, ce Habmoaasa MOBUIICHA YECTOTa Ha ClTy4YaH
Ha TPAHCTIOHYPaHa YMOWINKaIHA apTepHa W HEMbIHA OCH(pUKAUHUA HA OKIMNIHTAITHATA KOCT. HHTO
caiMeTeposioB KcHagoat, HUTO (ITyTHKA30HOB NIPOMNHOHAT NOKa3BaT MOTCHIHAA 38 FeHETHYHA
TOKCHUYHOCT.

6. DPAPMAIEBTHYHMH JAHHH

6.1 CauEcbK HA NOMONIHMTE BelecTsa

JlakTO3a MOHOXMIPAT (CHABPXKA MJICYHHU MPOTEUHH).
6.2 HecbBMECTHMOCTH

Henpunoxumo.

6.3 Cpok Ba rogHocT

3 roaQHHH

6.4 ChnennajHu yCJIOBHS H2 ChbXpPAHEHHE

Ha ce cuxpansBa noa 30 °C.

6.5 Bua n cbALPXKAHHE HA OMAKOBKATA
[Ipax®bT 3a MHXANALHUA e ChAbPXKA B ONUCTEpH BBPXY jeHTa ¢ anyMuHHeBO/OPA/PVC nokpurue, ¢
otnensio ce PETP/xaprueno/PVC namuunpano gonuo. biaucrepHara neHTa ce CbAbpiKa BbB
dopMoBaHO 6410 MIacTMacoBO YCTPOHCTRO ¢ stHiaB (3a 50/500 Mukporpama) IUTs3ralll ¢e Kanak Ha
MYHLYK, C YePBEH Ipeana3uTeln.

HuxanaropeT € oakoBaH B TOpOHYKa OT TPHCIOHHO NaMUHHUPAHO (OJTHO, CBCTOALLO C€ OT CJIOHN Ha
nonuectep/ ADH/anymunuit/ ADH/nonuerunen.

[InacTMacoBHTE HHXANATOPHH YCTPOUCTBA Ce MpeiaraT B KAPTOHEHH KYTHH, KOMTO CBABPIKAT:

1 x 60 no3u Esepuo EapMactep

unu 2 X 60 no3u Epepuo Eapmactep
unu 3 x 60 no3u Epepuo EapmacTsp

nid 10 %X 60 go3u Esepuo EapMacTsp

He BcHukH BMAOBE ONAKOBKH Morar z1a 6baaT IMyCHATH Ha Masapa.
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6.6 ChnenuajaHM NpejNa3HH MEpKH NPH HIXBLPJAHE H paboTa

Esepro EapmacTsp ocBo60x/1aBa Mpax, KOHTO Ce BANLIBA B 6enure apodose. Epepro EapMacTep HMa
6posY Ha I03MUTE, KOWTO MOKa3Ba OCTaBallUTe J03H. B NHCTOBKATA C wHopMaLKs 3a nauHeHTa ce
CHABPKAT MOAPOOHHU yKa3aHHA 3a YNOTpeda.

Heu3ro3BaHHAT JEKApCTBeH NPONYKT MK OTNATbYHHTE MaTepHAIIH OT Hero TpAdBa fa Ce U3XBBPIAT
B ChOTBETCTBHE C MECTHHTE H3HCKBAHUA,

7.  IIPUTEXATEJI HA PASPEHNIEHHETO 3A YIIOTPEBA
Zentiva k.s.

U kabelovny 130,

Dolni Mécholupy

102 37, Prague 10

Yeuika penyOiHKa

8. HOMEP(A) HA PASPEINEHHMETO 3A YIIOTPEDBA

Per. No: 20200049

9. JIATA HA ITBPBO PA3ZPEINABAHE/TIOJHOBSIBAHE HA PA3SPEILIEHHETO 3A
YIIOTPEBA

Tlata Ha mppBO paspewapane: 18.03.2020

Tlata Ha nocneAHo nogHoBaBaHe: 25.02.2025

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA

08.08.2025 .
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