KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

o200 TH/ ve
~ RO P72 —p

Esepro Eapmactbp 50 mukporpama/100 mukporpama/no3a npax 3a MHXajlaLms, NpeaBapuTeHO 18 -12- 2075
J103HpaH

Esepro EapmacTsp 50 mukporpama/250 Mukporpama/nosa npax 3a MHXasalus, npeaBapuTeHO

J103UpaH

1. HMME HA JEKAPCTBEHMS TIPOJXYKT

Everio Airmaster 50 micrograms/100 micrograms/dose inhalation powder, pre-dispensed
Everio Airmaster 50 micrograms/250 micrograms/dose inhalation powder, pre-dispensed

2. KAYECTBEH A KOJIHYECTBEH CBCTAB

Esepuo Eapmactsp 50 mukporpama/100 mukporpama/nosa

Bcsaka eIMHHYHA HHXaJ1aUMa 10CTaBs eHa ocBoOOoaeHa n03a (J103aTa, KOSTO ¢c€ 0cBOOOXK/1aBa OT
MYH/LLYKa) OT 47 MUKporpama caamerepos (salmeterol) (kaTo canmereponoB kcuHadoar) (as
salmeterol xinafoate) u 92 mukporpama ¢nyrukazonos nponuonar (fluticasone propionate). Tosa
CHOTBETCTBA HA Mpe/IBapuTe/IHO A03KMpaHa 103a oT SO MUKporpamMa caJiMeTepoJi (KaTo caIMETEPOJIOB
keruHagoat) u 100 mukporpama (yiyTHKa30HOB NPOINUOHAT.

Esepro EapmacTbp S0 Mukporpama/250 mukporpama/nosa

Beska elMHHYHA MHXAALUMs 10CTaBs €1Ha ocBoOoAeHa /103a (J103aTa, KOATO ce 0CBOO0MKaRa OT
MYHIULYKa) OT 45 MHKporpama caimerepod (salmeterol) (karo canmereponoB kcuHadoar) (as
salmeterol xinafoate) u 229 mukporpama ¢uyTukasonos nponuoat (fluticasone propionate). Topa
CbOTBETCTBA Ha NMpeABapHUTE/IHO A03HpaHa J103a oT S0 MUKporpama casmeTepol (KaTo caiMeTeposioB
kcuHadoar) u 250 mukporpama (GayTHKa30HOB MPOMHOHAT.

[ IoMOLIIHO BELIECTBO C U3BECTHO ACHCTBHE
Beaka ocBobozeHa 103a epabpika npuban3uTenHo 13 mg akrosa (KaTo MOHOXMApPAT).
3a ITbJIHKS CTIMCBK Ha MOMOLHUTE BELLECTBA BHIKTE TOUKa 6.1.

3. JJEKAPCTBEHA ®OPMA
[lpax 3a Hxanaums, NpeaBapUTEIHO JO3UPaH.

YCTPOHCTBO, OTIATO OT IJ1aCTMAaca, ChAbpakallo OaucTepHa jeHTa ¢ 60 paBHOMEPHO pa3noJokKeHH

Osnncrepa. Beeku GiMcTep chabpika npeaBapuTeNHO Jo3MpaHa 103a 651 1o Gene3HrKas npax 3a
HHXaJTalMs.

4. KIIMHUYHU JAHHHU
4.1 TepaneBTHYHH NOKA3aAHHSA
EBepuo EapmacTbp € nokaszaH npu Bb3pacTHU M IOHOLLIM Ha BB3pacT 12 roaMHH U noseve.

Acmma

KOMOMHHpaH NpoayKT (AbarojaeHcTsall B2 arOHUCT M HHXAIATOPEH KOPTHKOCTEPOUL):

- NALMEHTH C HE3a10BOJIMTENIEH KOHTPOJI Ha (JOHA Ha JIeYeHHEe ¢ HHXAJIATOPHU KOPTH
H C MHXANaTOpPeH KpaTKo-AeHCTBall B2 arOHUCT NpU Hy»K/1a
WK




- MALMEHTH C TOCTHTHAT AACKBATEH KOHTPOI NPH €AHOBPEMEHHO NPWIaraHd HHXANATOPEH
KOPTHKOCTEPOHI H XBJIro AeicTBaLn B2 arOHUCT.

3abenexka: Ynorpebara Ha Esepro Eapmactep 50 Mukporpama/100 MHUKpOrpamMa/no3a He e
NOOXOAALA MPH BL3PACTHH H J€LIa C TEXKKa aCTMa.

4.2 [lo3ApoBKAa H HATHH HA NPHJIOKEHHE

EDBHQOBKH

INaumenTure Tpadea na 6bAAT yBeAOMEHH, Ue 33 TOCTHUTAHE HA ONITHMAJIEH edekr Erepro EapmacTep
TpAOBa Ja ce npunara exeaHEeBHO, NOPH IIPU JUIICBALA CHMITTOMATHKA,

CBbCTOSHUETO Ha NALMEHTHTE TPAGBa PpeAOBHO J1a ce MPEOLEHABA OT nexap ¢ ornes noaabp)kaHe Ha
ONTHMAJTHA No3MpoBKka Ha EBepuo EapMacTsp U 203MpoBKaTa fa ce MPOMEH camo Mo JIEKapCKo
npeanucanye. Jlo3npopkara caeaBa Ja ce KOPHIHPa A0 JOCTHraHe HA Hal-HHCKATA J03a, npH
KOATO Ce NoAAbpHa eeKTHBEH KOHTPOJ BbPXY cHMNTOMETE. B cityuanTe, npH KoHTO
AIEKBATEH KORTPOJ Al CHMIITOMHTE Ce MOAAbPXKA ¢ HAN-HACKATA KORNEHTPAASA HA
KOMOHHHPAHHSA NPOAYKT, NPHJIATAH ABA IbTH JHEBHO, CJIEABAINATA CTHLIKA B JICYeHHETO OM
MOIJIA A2 BK/IIOYBA NPOOHO MPHIOKEHHE CAMO HA HHXANATOPEH KOPTHKOCTEPOMA.
AJTTEpHaTHBHO, aKO MO MpPELEHKA Ha JIEKyBallUa iekap ToBa 6u OCHIYPHJIO afeKBATEH KOHTPON Hag
CUMNITOMHTE Ha 3a00NABAHETO, MPH NALHEHTH, PR KOUTO CE HANAra NMPHIOKEHHE HA AbArOAeHCTRALL
P2-aronucT, MoxXe a ce npeMHHe KbM EBepHo EapMacThbp, npuiaraH BeiHbX AHEBHO. B ciyyaure,
korato Esepuo EapmacTsp ce npusara BenHDK AHEBHO, KO MALIHEHTHT € ¢ aHAMHE3a 32 HOLIHMU
MPHCTBIH, TEKAPCTBOTO TPAOBA 1a Ce HHXAaNHpa Beyep, a NPH MALUEHTH ChC CHMITTOMH TNIaBHO npe3
AEHs, R03aTa TPAOBA 1@ Ce UHXAIMUpA CYTPHH.

B 3aBHCHMOCT OT TeXXeCTTa Ha 3a60/IABAHETO ce fpuiiara Takasa KOHLIEHTpaums Ha Erepuo
EapMacTbp, KoATO 12 ChABPIKA MOAXOAALLATA 1038 DIYTHKA30HOB POMHOHAT, AKO C€ HaJara
AO3HpaHe H3BBLH NpenoprvaHnTe 3a EBepuo EapmacTep TepaneBTHUHH CXeMH, MOTAT 14 CE M3MOA3BaT
NOAXONALUH 03K HA B2-arOHHCT W/HIIH KOPTHKOCTEPOHII.

[IpenopbuurenHu oo3m:

Acmma

BB3pacTHy U IOHOLUM Ha M HaA 12 roguHu:

- no eaxa uHxanauMd (50 MHkporpama canMerepon 1 100 MuKporpama GayTHKA30HOR
NPOMHOHAT) ABA IMETH AHEBHO

- no eana vHXanauma (50 Mukporpama canmereponos u 250 Mukporpama Gy THKA30HOB
MPONHOHAT) ABA ITBTH JHEBHO

Kpatkocpouna ynotpe6a Ha EBepuo EapmacThp Moxe na ce 0GMHCIK KaTo TbPBOHAYANHA
MOAAbPAKALLA TEPANTHA ITPH BH3PACTHH WM IOHOLLH C YMEPEHO TEXKKa MepCUCTHpAllla aCTMA
(MaUMEHTH CbC CUMITOMH MIpe3 JeHs, eXKEAHEBHO NPHIOKEHHE Ha JI€KapcTBa 3a Obp30 obieKyapaHe
Ha CHMIITOMHTE H YMEPEHO A0 TEKKO 3aTPYTHEHHE B JHILAHETO), 32 KOUTO € KPaifHO HeOBXOaHMO
MOCTHraHe Ha Obp3 KOHTPOJI Ha acTMaTa. B Te3u ciTyuau npenopuyuTenHaTa HayaTHa 4034 € eqHa
WHXanauua ot 50 Mukporpama canmerepon 1 100 Makporpama dbyTHKa30HOB [PONUOHAT ABA ITHTH
AHEBHO. (il IOCTHraHe Ha KOHTPON Hajl ACTMATa, JIeYeHHETO TpAbBa aa ce npepasriea-d a3 op,
OOMMCIM Jamy NauMEHTUTE 1A NIPOALIDKAT JIEUEHHETO CAMO C HHXANATOPEH KOPTUKOZA efon -1
MPOAB/DKABAHE HA NEYCHHETO CaMO C HHXAJIATOPEH KOPTHKOCTEPOUA, € BRKHO Nl ¥
[pernexnaaHi peaoBHO. Q




He e nokasaHa nonsa B CpaBHEHHE ChC CAMOCTOATETHO HHXANIATOPHO MPHIMKEHHE HA (BITYTHKA30HOB
NPOMHOHAT KaTO MMbpPBOHAYAHA NOALBPIKALIA TEPANHsA, KOraTo IMTICBAT €AUH WITH BA OT KPUTEPHUTE
3a TexxecT. OO0 3a NMOBEYETO NALMEHTH HHXAJIATOPHHTE KOPTUKOCTEPOMAMN OCTaBaT U360p 3a
AEeYeHUeE OT ITbpPBA AHUHMA.

Esepro EapmacTbp He e nokasaH 3a m-pBoHaYaHa Tepanus Ha Jjieka ¢popMa Ha actMa. EepHo
EapMacTbp ¢ koHueHTpauus 50 mukporpama/100 MUkporpaMa/nosa He € NOAXOAAL 32 Bb3PACTHH 1
feua ¢ Texxka opma Ha actMa. Ipenopsuba ce Ja ce ycTaHOBH NOAXOAAIIATA HO3MPOBKA Ha
MHXAJIaTOPHHUA KOPTHKOCTEPOUL, MPEaH A Ce H3NoN3Ba GUKCHpaHa KOMOHHALMS MPH MAUMEHTH ¢
Te)KKa )opMa Ha acTMa.

lTeouampuuna nonyrayus
EBepro EapmacTbp He ce nmpenopbusa 3a ynotpeba npu Aeua Ha Bb3pacT noa 12 roguHu.

besonacHocTra ¥ eukacHocTTa Ha EBepro EapMacTsp nipu feua Ha Be3pacT nox 12 roauyu He ca
YCTaHOBEHH.

Cneyuannu 2pynu nayuexsmu

[1pn naunenTH B cTap4ecka BB3PACT WITH TakHBa ¢ 6BOpeHHO yBpexIaHe He e HeOBGXOAHMa KOPEKLIMS
Ha JO3UPOBKATA.

Hsama nanhwn 3a ynotpebara Ha Epepro EapMacTsp npH nauueHTH ¢ 4epHOAPOGHO YBpexXaane.

HauwuH Ha npunoxeHue

Ynorpeba upes uHxanaiu.

Heobxodumo obyuenue

Eeepuo EapMacTsp Tpsa6Ba aa ce H3Mo3Ba NPABWTHO, 38 JIa C€ IOCTUTHE eeKTUBHO JIEUEHHE.
Beuku nauneHTH Tpabea aa 6baaT nockBETBAHKM Aa MPOYETAT BHUMATENHO TUCTOBKATA C
HH(OpMaLKA 32 NAUKEHTA H 11a CNA3BaT HHCTPYKLMHTE 3a YNoTpeba, KaKTO ca ONMMCaHH MOAPOGHO B
JUCTOBKATa. BeHyku nmauneHTH Tpabea na 6baat o0yyeHd oT npeanucBallus MeIHLMHCKH
CIIELIHANHCT Kak Aa H3non3saT Esepro EapmacThp, 0co0€HO ako 3a pbB MbT H3NMOI3BAT TO3M
MHXanarop. Toea € HeoOxoauMO, 3a Aa ce rapaHTHpa, Ye Te pasBUpaT Kak NPaBHITHO Ja H3MO3BAT
HWHXanaropa.

Ynorpebara Ha EBepro EapmMacTbp ce cbeTOM OT TPH NPOCTH CTBHITKY, KOWTO Ca ONHCAaHH Nno-qony:

1. YCTpOHCTBOTO Ce OTBaps 4pe3 HATHCKAHE HAa YepBEHOTO 0De30MacHTeHO YCTPOMCTBO 3a
3aTBApAHE M CC 3a/lefiCTBA 4Ype3 [UTb3raHe Ha cBeTIO0 po3oeus (3a 50/100 Mukporpama) win
po3oBHA (3a 50/250 MHKporpaMa) Kanak Ha MyHAIIYKa, IOKaTO CE Yye , IpaKBaHe".

2. [MaumeHTsT TpAGBa MHPBO Aa HanpaBu W3aMWBaKe. Crlell TOBa MYHALLYKbT Ce NOCTABA B ycTaTa
H YCTHHTE C€ CKIIOYBAT OKOMO Hero. (el ToBa 103aTa MOXE Ja Ce HHXaNMpa OT MHXanaTopa
4pe3 HEMPEKBbCHATO AbA00KO BAHLIBaHe. ClieAl TOBAa HHXAATOPET Ce H3BAXKAA OT YCTATA H
NaMEeHTHT TPaA0Ba 1a 3aIbPXKH JUDIAHETO CH 3a 0KoJIo 10 CEKYHAM WIH TONKOBA ABJFO,
KOJIKOTO MOJXKE.

3. I[MauxenTsT Crien ToBa TpsaOBa a 6bae MHCTPYKTHPAH [a W3AKLUIA BHUMATENHO U Aa 3aTBOPH
Karnaka Ha MHXanaropa, IOKaTo ce 4Yye ,uipaksase™,

ITanuenTHTe TpaOBa M2 6BAAT CHIIO NOCHBETBAHH 14 U3ILIAKHAT YCTATA CH Clie TOBA C
H3IUTIOAT W/HIH 3 H3MHAT 3B0HTE CU ¢JieN HHXANalMsATA.

4.3 IIporrBonokazanns

H30poeHH B TouKa 6.1.




4.4 Cpoennaasu NpeayNpexXieHHs H NpeANa3HA MePKH npa ynorpeba

BrnoniapaHe Ha 3a00IBAHETO

Erepuo EapmacTsp He TpsbBa na 6bae W3mon3saH 3a iedeHUe Ha OCTBP ACTMATHYEH NPUCTBIT, KOWTO
HaJiara M3Mno/i3BaHeTo Ha 6bp30- U kpaTkofekHcTBaul Oponxoaunararop. [lauuenrare Tpadea na 6vaat
CBBETBAHM Jla UMAT 1IPH cede CH MO BCAKO BpEME HHXANATOPHOTO CH JIEKapCTBO 3a obnekyaBaHe Ha
OCTBEP aCTMATHYEH NPHCTHIL.

He tpabsa na ce 3anousa nedenre ¢ EBepuo EapMacTep NMpU NaUMEHTH ¢ exk3ailepOauns WK NpH
3HAYUTEITHO, WM OCTPO BJIOLIABAHE HA aCTMATA.

[lo BpeMe Ha neueHue ¢ Esepuo EapmacTsp Morar fa HaCTHIAT CEPHO3HH HEXETIAHH PEaKLIMH,
CBBP3aHH € acTMata U ek3alepbauum Ha actmara. Heobxoanmo e nauneHTHTe Aa npoabkar
JIEYEHHETO, HO 1a MOTBHPCAT IEKAPCKH ChBET, AKO CHMITOMUTE HAa 4CTMATa OCTAHAT HEKOHTPOJIMPAHH
HJI4 e BJIOLLIAT cJie] 3arnouBaHe Ha le4yeHueTo ¢ EBepuo EapMacTap.

YBennyeHara Hyk/a ot ynorpeba Ha obyiekvyaBaliid n1eKkapcrBa (KpaTKoaelcTBauu
OpoHXoaUNaTaTOPH) WIH MOHMWKEH OTTOBOP KbM 00/IeK4aBaIlyTe JIekapcTBa NOKa3Ba BIOLIABAHE Ha
KOHTpO/1a BbpPXY 3a00/ABaHETO U HaNara nperae] Ha NMaL|eHTa oT Jekap.

P#3KOTO M IpOrpeCHBHO BJIOLIABAHE HA KOHTPO/IA Ha aCTMaTa € NOTCHUMATHO )KUBOTO3aCTpallasallo
¥ TAHMEHTHT TpAOBa Aa ObAe KOHCYNTHPAH HEOTNOKHO OT nekap. B To3u cnyuvait cnensa na ce
OOMMCITH YBEIHYABAHE HA JO3UPOBKATA HA KOPTHKOCTEPOUIHUTE.

Cnen nocruraie Ha KOHTpOJI BbPXY CHMITTOMHTE HA aCTMaTa, MOXeE [1a ¢ OOMMCIIM NMOCTENEHHO
HamaaBaHe Ha no3ata Ha Esepuo Eapmactsp. [Ipn HamansgsaHe Ha no3ata € HeoOXOAUMO MOCTOSHHO
HabmoneHue Ha nauuenTuTe. Tpabsa fa ce uanonssa Hal-HMcKara epekTHBHA n03a EBepHo
Eapmactep (BxK. TOUKA 4.2).

IIpeycTaHoBsABaHE HA TEpANKATA

Jleuenuero ¢ Erepuo EapmacTep He Tpabpa fa ce mpeKkbecBa BHE3ANHO NMPH NALMEHTHTE ¢ aCTMA,
nopaau puck or ek3auepbauns. Hamanapanero Ha qo3ata Tps6Ba na ce H3BBPILBA NOJ JIEKAPCKHU

KOHTPOJ.

[losuileHo BHUMAHKE OPU COEUHATIHH 3a0019BaHUA

KakTo 1 BCHYKHM OCTaHaA/IH HHXANATOPHH JIEKapCTBEHH NPOAYKTH, ChAbPXAUH KOPTHKOCTEPOHAH,
Erepro EapMacTsp 1psabOBa aa ce npuinara BHUMATENHO NPH NAaUHEHTH C AKTHBHA HJIW JIaTEHTHA
benoapobHa Tybepiynosa ¥ npH re6UYHH, BUPYCHH WIH APYTH MHOEKLMH Ha AMXATEIHHTE MbTHLIA.
B cnyua#t ye ¢ nokazaHo, TpAOBa He3a0aRHO Aa ce Ha3HAYM MOAXOIALIO JIEHEHUE,

ChpaevyHOChA0BH eheKTH

Paaxo Esepuo EapMacThp MoXe Aa MPUYHHM CEPACHHH apHTMUH, HAMDP. CYNPABCHTPUKYJIApHA

TaxHKapAHA, €KCTPACHCTONH, MPEACHPAHO MBXKIEHE H ¢llabo o6paTHMO MOHIKABAHE HA CEPYMHHA
KaHH NPH BUCOKH TEPaNeBTHYHH 103u. Erepro EapmacTep TpaGBa a ce npuiiara ¢ BHUMaHHeE [l
NALMEHTH ¢ TEXKKH CbPASYHO-CBAOBH 3a00MIBaAHNA WM PUTBMHU HAPYILEHHS W TIPH

3axapeH AHadeT, THPEOTOKCHKO3a, HENTEKYBaHa XMOKATHEMHSA HJIH MPH MALUeHTH,
KbM HUCKH CEPYMHM HHBA Ha KaJIH4.

XUMEepraukeMus

MHOro pAaako € JOKIaBaHO NMOBHILIEHHE HAa HUBATA HA KPbBHATA 3axap (BXK. TOUKA
Ja ce UMa npeaBH/] NPH NIPEATIHCBAHETO HA JIEKAPCTBOTO HA NMALMEHTH ¢ aHAMHE3a 34



IlapagokcaieH 6 poHX0Cnazbm

KakTo ¥ npy BCsAxa Apyra HHXaJlaTOpHa TEPaIua MOXe Jia Ce pa3BHe napanaoKcaneH GpoHXOCnassM ¢
BHE3aNHO YBENHYaBaHE Ha XPUIOBETE M 3ayX /e npHeM Ha Jo3a. [lapagokcanHuar 6ponxocnassm
ce noBNHsABa OT Obp30AeHcTBaLN OpoHXxoAKHIaTaTOp U TpaGBa He3abaBHO Na ce nekyBa. Tepanusara ¢
Esepro EapMacThp Tpadsa nesabaBHO aa ce npekpaT, [a ¢ HanpaBd OLEHKa Ha ChCTOAHHETO Ha
NALMCHTa M B ClTy4Yad Ha HeODXOAUMOCT Ja ce HazHayYH alTEPHATHBHO JICYECHME.

ATroHHCTH Ha GeTa-2 aapeHOpeHEeNTOPUTE

Joxnansanu ca GapMaKONIOTHYHK HEXKEAHH peaklyH, B Pe3y/ITaT Ha ieYeHHeTo ¢ B2 aroHHCTH, KaTo
TPEMOP, NAJTNHTALIMH U IN1aBOOOIHE, HO TE3H peaKUHH ca IPeXOoaAHU ¥ HAMANIABAT B X044 Ha
PERNOBHOTO JICUSHMKE.

[IoMolIHH BelllecTBa

EBepuo Eapmactep coabpika npubnusurento 13 mumurpama / fosa aakto3a moHoxuapar. Tosa
KOIHYECTBO OOMKHOBEHO HE NMPHYHHABA MPOOAEMH NPH X0pa ¢ HEMTOHOCHMOCT KbM JIaKTO34d,
[IoMOWIHOTO BEWIECTRO JIAKTO3a ChABPXKA MANKH KOJTMYECTBA MJIEYHH NMPOTEUHH, KOMTO MOTaT A4
MPHYMHAT ATEPrUYHH PeaKLHH.

CHCTEMHM peakLUH, CBBbP3aHH ¢ ynoTpeda Ha KOPTHKOCTEPOUIH

Kakro npu BCHYKH MHXATATOPHH KOPTHKOCTEPOMAH, HO-CMIELMATHO TIPH TIPHEM Ha BUCOKH 103U 33
NPOAB/LKHTENHA MEPHOIN OT BPEME, € Bb3MOXKHO J1a CE MOABAT CHCTeMHH peakuuy. [logsara Ha Te3u
PeakUMy € MHOTO MMO-MAJIKO BEPOATHA, OTKOMAKOTO NPH NEPOPATHHTE KOPTHKOCTEPOHIH. Br3MoXkHHTE
CHUCTEMHH PEaKUHWH BIUTIOMBAT CHHAPOM HA KBbUIMHT ¥ KBLIMHTOUWAHU YEPTH, MOTHCKAHE Ha
HanObOpeuHaTa GyHKUUA, MOHIKABAHE HA MUHEPANTHATA IUTBTHOCT HA KOCTHTE, KaTAPaKTa |
[J1ayKOMa, ¥ M0-pAJKO MCHXUYHH WK NOBEAEHUYESCKH NPOMEHH, BIUTIOYBALILY [ICUXOMOTOPHA
XMIIEPaKTHBHOCT, Pa3CTPOHCTBA Ha ChHsl, TPEBOKHOCT, ACNIPECHA WIH arpecus (MPeIHMHO NPH AeLa)
(BX. no-gony noasarnasue ,,Jleanarpuuna nomysauus™ 3a HHYOPMALIMA OTHOCHO CHCTEMHHTE
PEaKUMH Ha HHXANAaTOPHUTE KOPTHKOCTEPOMIH NPH Aela H oHowH), Ilopann Tasn npaYHHA e
BAXKHO NANHEHTHT A Ce KOHCYJITHPA PEAOBHO € JIEKYBAIHA JICKADP H J03RPOBKATA Ha
HHXANATOPHHA KOPTHKOCTEPOHA 1a Ce KOPHTHPA 10 JOCTHIaHe HA Hal-HHCKATA 1034, NPH
KOAITO ce NOCTHTra ePeKTHBEH KOHTPOJ BEPXY CHMITOMHTE HA aCTMATA.

DYHKLHA Ha HaAOBOpeuHaTa »uiesa

ITpoaBIDKHTENTHOTO JIEYeHHE € BHCOKH JO3H MHXANATOPHH KOPTHKOCTEPOMAH MOXKE 1a JOBEE 0
MOTHCKaHe HA PyHKLUHATA Ha HANOBOpeUHHTE *Ke3n H ocTpa HanGbpOpedra kpu3a. ChLIo Taka ca
OfCaHH MHOTO DENIKH CTyYaH Ha NOTHCKaHe Ha (PYHKUMATA HA HanGBOPeUHNTE HKAE3H U OCTpa
HanOBOpeyHa KpH3a NpH J03H Ha (UTYTHKA30HOB NPOMHOHAT MexXTy 500 U mo-Manko ot 1 000
MHKporpama. QakTopure, KOHTO MOraT ia IPOBOKHPAT OCTpa HaaOLOpeuHa Kpu3a, ca TpasMma,
XHPYPruyHa HHTEPBEHLMS, HHEKLMA Wik OBp30 HaManABaHe Ha 103aTa. CHMITTOMHTE 06 UKHOBEHO
Ca HCOMNPENEICHH K MOTAT Aa BKIIOYBAT aHOPEKCHs, KOpemHa 60Ka, 3aryba Ha Terno, yMopsaeMocr,
rnaBodonye, raficHe, NOBPBIIAHE, XUIOTOHUA, HAMAJIEHa ACHOTA Ha CE3HAHHMETO, XHIOTTHKEMHUSA H
rbpuoBe. Heobxoaumo e fa ce HMa npeABHA AOMBIHKUTENHO NOKPUTHE CHC CUCTEMHH

KOPTHKOCTEPOMAH TIPH MANHEHTH B ICPHOMTE HA CTPEC KITH MPH TUTAHOBH XHPYPrHYHH
HHTEPBEHLIHH.

Tepanudra ¢ nHxanaTopeH GIryTHKa30HOB NPOMHOHAT HaMANABa HEOGXOAMMOCTTa OT BRTi
repopaiHy KOpTHKOCTEpouAH. Tpsabea aa ce uMa npeasua obade, ye 3a 3HAUUTENEH for
[pH NAUUEHTHUTE, NPEMHHANH OT NEPOPAHATA KbM HHXATaTOPHATA KOPTHKOCTEPOMY #' s .3
HaAMLE PUCK OT HaManeH peseps Ha HanbwBOpeuHuTe xute3n. [Topany Tasu npuumHa g g‘?* Lt
Tpsi0Ba 21a ce ieKyBaT ¢ 0cO0EHO BHUMAHKE H PeAOBHO Ja ce Npoc/ieasBa HanGuOpeHarh 1k
bynxuns. [Tono6eH puck cobluecTByBa U NPy NALUMEHTHTE, NIPH KOUTO B MHHAIOTO CE -:

CIiCUIHa TCpanus ¢ KOPTHKOCTCPOHAH BbB BUCOKH OO3H. B13MOXKHOCTTA 33 OCTATBRUHONIGS




TpA6Ba BUHArM A4 C& MMa NMPeABUA MpPH CMELIHH CUTYalH H XMPYPrUiHH UHTEPBCHLMH, [IPH KOHUTO €
BEPOATHO NMPEAN3BUKBAHE HA CTPEC, U [a C€ NPELEeHH NOAXOAALIO KOPTHKOCTEPOHIHO JIeYEHHE.,
CreneHTa Ha HanOBOPEUHOTO YBpeXKAaHe MOXKe J1a HAJIOXKH KOHCY/ITalHA OT CNEUHATUCT NPEaH
[1AHOBa XUpYpru4yHa HHTEPBEHIIHA.

B3anMoaeMCTBHA C APYTH IEKAPCTBEHW NPOAYKTH

PUTOHABHP MOXe Ja MOBHLIM 3HAUHTETHO HHBATA HA QUTYTUKA30HOB NPONMOHAT B I1a3MaTa. [Topanu
Ta3¥ NpHYMHa TpabBa fa ce H30ATBA ¢IHOBPEMEHHOTO HM MPUIIOKEHKE, OCBCH 8KO MOTEHLHATHUTE
[1OJ13H 3a IALMEHTHTE HAAXBBP/AT PHCKA OT CTPAHHUHUTE €PEKTH HA CHCTEMHUTE KOPTHKOCTCPONIH.
PUCKBT OT CHCTEMHH He)XeJaH! IEKApCTBEHH PeaKUUH € MOBHLIEH H NPH KOMOMHHPAHETO Ha
hTyTHKA30HOB MPONHUOHAT ¢ ApyrH Mok CYP3A uHXHOHUTOpH (BXK. TOUKA 4.5).

CHIThTCTBaLLATA YIoTpeda Ha CUCTEMEH KETOKOHA30JI 3HAUMTE/HO yBEINYaBa CUCTEMHATA
eKCno3UIMA Ha canMerepol. Toea Moxe a JOBEAE A0 YBENHUCHHE Ha ClTyuanTe Ha CHCTEMHH e(heKTH
(wanp. yaekaBane Ha QT uHTEpBasa H nannurauyy). ChIbTCTBAIOTO JICHCHHE C KETOKOHA3ON WK
npyru mownu CYP3A4 unxuGuropy Tpabsa fa ce H205rpa, OCBEH ako MOM3KTE OT TEPaINuATa CbC
casMeTepo HAABULIABAT MOTEHUMANHO YBEUYCHHUA PHCK OT CHCTEMHH HEXE/TaHH PEaKLMH (BXK.
touka 4.5).

3pUTENIHY C eHUA

TTpH CHCTEMHO ¥ JIOKATHO MPHIIOKEHHE HA KOPTUKOCTEPOMAH Ca BE3MOMKHH CHOOIIEHHA 32 3PUTETIHH
CMYILIEHHS. AKO MPH MALHEHT Ca HANKUE CUMITTOMK KaTo 3aMBIJIEHO 3PEHHE HITH YTyl 3pHTEIHH
cMyLleHus, NauxdeHTsT TpAOBa fa 6ble HACOUEH 32 KOHCYITalHs ¢ odranMoNOr 3a OLICHKA Ha
BBIMOIKHUTE MPUYHHH, KOUTO MOTAT Ja BKIKOYBAT KaTApaKTa, r1aykoMa HiH peiKH 3a00/ABAHUS KATO
LeHTpaHa cepo3Ha xopuopethHonaTths (LICX), 3a koHTO ce croO1IaBa cjien CHCTEMHO M JIOKAJTHO
M3MIOJ3BAHE HA KOPTUKOCTEPOHIM.

[leauaTpruna nonyaaiia

Esepuo EapmacTep He ce MpenopbyBa 3a yroTpe6a npH [eua Ha Bb3pacT noA 12 roauHH (BX. TOUKa
4.2).

IMpy roHOLIM Ha BL3PAcT MOA 16 roquHy, npHeMalll BUCOKH A03H ¢ITYTHK230HOB NMPONHOHAT
(o6uxHOBeHO > 1 000 MHKpOrpaMa JHEBHO) PUCKBT OT CUCTEMHH HEXENIAHH PEAKLINK MOXE Aa €
noBuineH. CHCTEMHH PEaKLHH € Bb3MOXKHO 1a C€ MOABAT MO-CNEeLUaIHO MPU NpHEM Ha BUCOKH JI03H
3a IPOABDKUTETHA NIEPHOIH OT Bpeme. BB3MOXKHHTE CUCTEMHH peakLMH BKIIIOYBAT CHHAPOM Ha
KbIUMHT, KBIIHHENOWAHH YEPTH, MOTHCKaHe Ha HanObs0peuHaTa pyHKIHMA, OCTpa naa0bOpeyHa KpH3a H
3a6aBAHE Ha pacTeXa NMPH IOHOIIHN H, NO-PAAKO, ICHXUYHH HIIK NOBEIEHYECKH NIPOMCHM, BK/IHOHBALLH
[CMXOMOTOPHA XMIEPAKTHBHOCT, PA3CTPOHCTBA Ha CbHA, TPEBOXKHOCT, NCNPECHA UK arpecHl. Tpabsa
Aa ce 06MHUCIM HAcOoUBaHE HA IOHOLIATA KBbM CIELIHAMKCT N0 AETCKH PECTTHPATOPHH 3a00n9BaHUA.

[IpenopbyBa ce PeIOBHO H3MEPBAHE HA BUCOYHHATA HA IOHOIIMTE, JIEKYBaHU B0 BPEME C
HHXAJIATOPHH KOPTHKOCTepouaH. JIo3HpoBKATA HA HHXAJATOPHHN KOPTHKOCTEPOH/ TpaGBa aa ce

HAMAJIH 10 JOCTHTAHE HA HAK-HHCKATA 032, NPH KOATO CE MOCTHra epeKTHBEH KOHTPOJ BHPXY
CHMNTOMHTE HR 2CTMATA.,

4.5 BiammoaelicTBHe ¢ APYIH JICKAPCTBEHH NPOAYKTA H ApYrd GopmH Ha B3aHMOAeHCTBHE

B-agpenepruusuTe 6J0KepH MOraT Aa OTCNa0AT WIH Ja aHTaroOHHU3Hpar NeHCTBHET
KakTo HeceIeKTHBHHTE, TaKa U ceNleKTUBHMTE f-Onokepu Tpsabpea Ja ce U30ArBaT
HATOXKHTESTHH IPUYHHHM 32 TAXHOTO NPHIIOKEHHE. B pe3yNTaT Ha JICYEHHETO C [d-
HACTBLNM MOTEHIMAIHO TeXKa xunokanveMus. [Ipenopsusa ce 0COOEHO BHUMAaRE

NPOTHYALIA TEXKKA aCTMA, ThH KaTO TO3M €(EeKT MozKe Jia Ce MOTEHUHMpa OT CAHGK

KCAHTHHOBH NPOM3BOAHH, CTEPOHIAH H AHYPETHLA. f% g



CrIpTCTBAILATA YIIOTPeOa Ha ApYrH f-aApeHepruuHK JIEKAPCTBEHH NMPOAYKTH MOXE a UMa
MOTEHLHANEH aflMTHBEH €(EKT.

OnyTHKA30HOB OPOMHUOHAT

[Ipy HOpMalHK YCIOBUS ClIe] HHXATUpPAHE Ha 1033 GIyTHKA30HOB MPOIHOHAT C€ NMOCTUraT HUCKH
NJIa3MeHH KOHLIEHTPALMH, NOPAAH SKCTEH3UBEH MeTabOIH3BM MPY ITEPBO NPEMHHABAHE H
3HAYHTETHO CHCTEMHO W3YHCTBaHe, MeAHHpaHo OT UMTOXpoM CYP3 A4 B yepBaTa H YepHHd Apod.
Tlopaau Ta3w NpUYKHA € MAITKO BEPOSTHO OCBLIECTBABAHETO HA KIIMHHYHO 3HAYHMH JICKAPCTBEHH
B3AUMOAENCTBHSA C APYrH aKTHBHH BELIECTBA, MEAKHPAHH OT (UIYTUKA30HOB IIPOIMHOHAT.

[Ipu npoyuBaHe 3a ONpeACIHE HA NCKAPCTBEHUTE B3aUMOACHCTBHA NPH HHTPAHA3ATHO NPHIIOKEH
(pJIYTHKA30HOB MPOMUOHAT [IPH 3APABH XOpa € YCTaHOBeHO, Yye 100 mg puroHaBup (MHOroO MOLLEH
nHxubuTOp Ha upToXpoM CYP3A4) nBa nbTH AHEBHO MOBULIABA HAKOAKOCTOTHH IMBTH TIA3MEHHUTE
KOHUEHTpALHH HA QUIYTHKA30HOB MPOTIMOHAT, KOETO BOAH 40 3HAUHTEIHO HAMAJICHHE HA CEPYMHHTE
KOHLICHTpallUH HAa KOPTH3O0JA.

Hama nHgopmanms 3a Te3d eeKTH NpU HHXANATOPHO NPWIOKeHHE Ha QITYTUKA30HOB MPOMUOHAT, HO
Ceé O4aKBa 3HAUMTEJHO MOBHIIEHHE Ha I1a3MeHHTe My HHBa. CHOOLLCHH ¢a ClIyyan Ha CHHAPOM Ha
KBLIMHr ¥ Ha MOTHCKaHE Ha QYHKUMATA HANOBLOpeunuTe xne3n. KOMOHHUpaHeTO Ha Te3H BeE
NleKapCTBEHH BELISCTBA TPAOBa Aa ce U30ArBa, OCBEH aKo NMOJI3aTa 3a NAUMEHTHTE HAAXBBPJIA
NOBUINEHUS PUCK OT CUCTEMHY INTIOKOKOPTUKOCTEPOUAHH HEXKENTaHHU PEeaKLHH,

[Ipy Manko W3NUTBaHE BBHPXY 3APaBU JOOPOBOJILHM € YCTAHOBEHO, Y& MAJIKO NO-cinabusar uHxuburop
Ha CYP3 A keTOKOHA301 MOBHLIABA €KCTIO3UIHATA HA (PTYTHKA30HOB IPOMUOHAT Clle]] €AHOKPATHO
uHxanupaHe ¢be 150 %. ToBa e noBeno a0 nNo-roigMo HaMajeHUe Ha HUBATA Ha IU1a3MEHHS KOPTHU30N
B CpaBHEHHE ChC CAMOCTOATENHOTO MPHIOKEHHE HAa ITYTHKA30HOB NponuoHar. EAHOBpEMEHHOTO
neueHue ¢ Apyru MolHU UHXHbutopu ra CYP3 A, kaTo UTpakoHAa30J ¥ NPOAYKTH, ChIBPXKALIM
xkoOHIcTaT, H yYMepeHH CYP3 A MHXUOUTOPH, KATO EPUTPOMHLIMH, CHILIO CE OYAKBA [a MOBULLH
CHCTEMHATA eKCTIO3ULMS Ha PYTHKA30HOB MPOITMOHAT M A4 YBEIUYH PHUCKA OT CHCTEMHH HEXETaHH
nekapcTBeHH peakunu. KomOnnauuuTe Tpadea ga ce n3bareart, OCBEH ako 0/13ara NpeBHIliaBa
MOTEHLHAIHO YBEIHUSHAS PUCK OT CHCTEMHH KOPTHKOCTEPOMAHHN HEXETaHHU peakLUH, B KOHTO
caydail nauMeHTHTE TPAOBA A Ce NMpOCNeAaBaT 3a CHCTEMHH KOPTHKOCTCPOHIHH HEXKETAHH PEaKLHH.

Canmerepon

Mownu CYP3A4 unxubumopu

CpIBTCTBALLOTO MPHIIOIKEHHE HA KETOKOHAa30 (400 mg nepopanHo BEAHBK AHEBHO) H CAIMETEPOJT
(50 Mukporpama, MHXaNMpaHy JBa TETH AHEBHO) NpH 15 3apasn noSposonuy 3a 7 AHK BOAY 10
3HAYHTEJIHO YBETHYEHHE Ha eKCIIO3ULMATA Ha fiasMeHus canMetepod (1,4-mbti Cmax H 15-nmbTH
AUCQC). Tosa Moxe 21a foBeae 0O YBEJIHYEHHE Ha CITy4anTe Ha APYTH CUCTEMHH €(EKTH TIPH JICHEHHE
CBhC canMeTepon (Hanp. yawkasaHe Ha QT uHTepBaiia H NAINHTALWK) B CPABHEHHE CBHC
CaAMOCTOATEIIHO MIPHIIOKEHHE HAa CAIMETEPON WIH KETOKOHA30J (BXK. TOUKa 4.4).

He ca HabmoaaBaHU KNMHUYHO 3HAYHMH €(PEKTH BbpXY KPBBHOTO HANMAraHe, ChbpAcYHATa 4eCTOTa,
HHBATA Ha KPbBHATA 3aXap M KaJIMA B KpbBTa. EAHOBPEMEHHOTO MPHJIAraHe Ha CaJIMETEPOI C
KE€TOKOHA30J HEe € YBEJIMYWAO MOMYKHBOTA Ha SITMMUHHPAHE WK aKyMYyJaLMATa Ha CAIMETEPON NpH
IOBTOPHO MIPUIIOAKEHHE.

CBITETCTBAIOTO NPUIOKEHHE Ha KETOKOHA30/ Tpa0Ba Aa ce u3bArea, ocBeH ako MON3UTE OT
TEPAIUATA ChC CAIMETEPON HAJBUILIABAT NOTCHUHAIHO YBETHUEHUS PUCK OT CHCTEMH

peakuui. Bb3MOXXHO € Ja CelEeCTBYRa NOAOOEH PUCK NPH B3aUMOICHCTBHE C ApyrwMQ

UHXMOUTOpH (Hamp. UTPAKOHA30J1, TETUTPOMHLIUH, PUTOHABHP ). §
b

Ymepenu CYP3IA4 unxubumopu T

EnHOBpeMEHHOTO MpHIIOXKEHHE Ha epUTPOMHLIMH (500 mg nepopallHO TPH MBTH [ %:I 5 1,_,. . s

canmetepon (50 MukporpamMa, HHXanupaHy Ba ITbTH AHEBHO) Npu 15 31paBu nuua \ 6 ,zlmie JIOBENQ! /,
;}‘f}‘"ﬂ ﬁf.:\,b ,-r’;r
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A0 MAJIKO, HO CTATHCTHYECKH HE3HAUHTE/THO YBEIHYECHHE HA EKCIO3KLMATA Ha canmMerepon (1,4 mbTH
Cmax # 1,2 nett AUC). EqHOBpeMEeHHOTO Npunarale ¢ epUTPOMHLIMH He € CBBP3aHO CHC CEPHO3HH
HexenaHu epexTH.

4.6 @epTHIAHATET, OPEMEHHBOCT H KhPMEHe

QepTunureT

Jlunceat paHHu npy xopa. U3cneasannsaTta npy )XKMBOTHM He NMOKA3BaT NOBNUABAHE Ha epTHIHTETA
OT canMeTepost Ui QUIyTHKA30HOB NPONMUOHAT.

bpemeHHOCT

['onsam o6em naHHM 3a OpeMEHHH xeHH (3a u3xoaa Ha roseve ot 1000 ciyyas Ha GpeMeHHOCT) He
MoKa3saT MATPOPMATHBHA HIH (PeTaTHa/HEOHATAIHA TOKCHYHOCT, CBBP3aHa ChC CATTMETEPON H
¢uryTHKa30HOB nponuoHar. [lpoyuBanusTa NpM >KMBOTHHY NOKA3BaT PENPOAYKTHBHA TOKCHYHOCT CJien
NpUIoKEHUE Ha P2-aApeHOpELIeNTTOPHH arOHUCTH M TNIOKOKOPTHKOCTEPOUaH (BXK. Touka 5.3),

[Tpunoxenuero Ha Esepuo EapmacTsp npu 6peMeHHH xeHH TpAOBaA Aa ce OOMHMCIIM caMo aKo
OouaKBaHaTa MoJi3a 3a MalkaTa Ha/IBMILABA BB3MOXHHA PHCK 3a TU10Ja.

3a neucHHe Ha OpeMeHHH XXEeHH TpAOBa Aa ce U3noN3Ba Hali-HHCKaTa e(eKTHBHA /1032 Ha
(pIIyTHKA30HOB NMPOMMOHAT, HeoOX0MMa 3a NOAAbP)KaHe Ha ONTHMAJIEH KOHTPOJI BLPXY CHMIITOMMTE

Ha acTMara.

KxpMeHe

He e H3BeCTHO nald canMeTepon U (IyTUKa30HOB MPOMUOHAT/MeTabONUTHTE Ce eKCKPETHPAT B
KbpMara.

[TpoyuBaHusTa 1TOKA3BAT, Ye CATMETEPON U QIYTHKA30HOB NIPOMTHOHAT, U TEXHHTE MeTaboNuTH, ce
EKCKPETUPAT B KbPMAaTa Ha MJIBXOBE,

He Moxe Aa ce H3KIIOUH PHCK 3a HOBOpOAEHUTE/KbpMaueTaTa. TpadBa aa ce BeMe pelicHHe Aalu Aa
C¢ NMpEeYCTAHOBH KbPMEHETO HIH Ja C€ NMpPEeyCcTaHOBH TepanuaTa ¢ Erepro EapMactp, karo ce B3emar
NpeABuAa NON3aTa OT KbPMEHETO 33 AeTETO U MO/13aTa OT TEPAIHATA 32 KeHATa.

4.7 EdexTn BLpxy cnoco0HOCTTA 32 ModHpaHe H pafoTa ¢ MAIIHHH

Esepuo EapMacTbp He noB/MsaBa MM NOBAUABA NpeHeOperxxuMo cnocobHoCTTa 3a odupane U
pabora ¢ MaluHH,

4.8 HexenaHnn JeKapcTBEHN peaKliHH

Ob60obnieHHe Ha npodHaa Ha 6€30MaCHOCT

TvH kaTo Esepuo EapMacTsp chabpxa caniMeTepon M GIyTHKA30HOB MIPOITHOHAT, THITBT H TEXKECTTA
Ha HEXENaHUTEe PEaKLMH, CBbP3aHH C BCAKO OT TE3U Ch€AUHEHUA, MOTAT Aa ce npeaBHasaT. Hama

C/Ty4aH Ha 10oABa Ha AOMBITHUTETHH HEXEJIAHH CHLOKMTHA BCICACTBHE HA CHITLTCTBALLO MPHIOKEHHE Ha
JBETE CheAWHEHHS.

HexenaHuTe JickapCTBEHH peaKiHH, CBbP3aHH CHC CaIMETEPOJ1/GIyTHKA30HOB IIPONHO
H30POEHH NO-A0ITY MO CUCTEMO-OpraHeH KJac ¥ YectoTa. Yectorara ce aedHHUpa no
MHOro YecTH (= 1/10), uectH (= 1/100 no < 1/10), veuectu (= 1/1 000 no < 1/100), pe
Ao < 1/1 000) u ¢ HeH3BeCTHA HECTOTA (OT HATHYHHUTE NaHHH He MOXKe 1a 6bae Hanp

HecToTHTE Ca ONpeAcsieHH MO JaHHU OT KIMHHYHM w3nuTBaHusA. CliydauTe Ha Hexe
nnanedo He ¢a OTUETEeHH.



CHcTeMo-opraHeH KJac Hexenana JJeKAPCTBEHA PeAKIHA YecToTa
HAudexuuu u vHPecTaumuu KaHguzosa Ha yctaTta U replioTo Yectr
E3odarcanya karanoosa Penku
HapyuieHus Ha UMyHHaTa Peakuyy Ha CBpBLXYYBCTBUTEIHOCT CBHC
cUcTEeMa CNEIHHUTE TIPOABH:
PeakiyuH Ha KOXKHA CBPBbXYYBCTBUTEIHOCT HeuecTu
AHrunoeaeM (rIaBHO €1eM Ha IMUETO M Penkwu
opodaprHKca)
PecnupaTopHU CUMITTOMH (AUCITHEA ) Heuectn
PecrniupatopHu cHMnToMu (DpoHXO0CNa3bm) Penku
AHaQMIaKTHYHH PEAKIHH, BKITKOYHUTETHO Peaku
aHa(HIAKTHYEH LUOK
Hapylienus Ha CunapoM Ha KBUIMHT, KBIIMHTOUAHH YEPTH, Penxu?
€HIOKPUHHATA CHCTEMA noTHckaHe Ha HaabLOpeunaTa dyHKLUA,
3a0aBsgHE HAa pacTe)ka NPH ACLA H OHOIIIH,
HaMaJieHa KOCTHA MHHEPAIHA NIBTHOCT
Hapywienns Ha Mmetabonmuama | XHNepriinkeMus Heuectw?
Y XPaHEHETO
[TcHXUYHU HapyLIEHUA besnokoitcTo HeuecTtu
HapylueHus Ha cbHA Heuectn
[IpoMenH B noBeAEHUETO, BKIIIOUHUTENHO Penkmu

CUXOMOTOPHA XUTIEPAKTHBHOCT M
pa3apa3sHHTENTHOCT ([1aBHO NPH Agua)
Henpecud, arpecus (ryiaBHO NPH eHa)

C HeH3BecTHa

4eCcToTa
HapylieHyua Ha HepBHAaTa I'naBobonue Meuoro yecty!
cCUCTEMA Tpemop | Heuectn
HapylileHus Ha ouMTe Karapakta HeuectH
nmaykoma Penku?
3aMBIJICHO 3peHHe (BX. CBHLLUO TOYka 4.4) C HeH3BeCTHa
YEeCTOTA’
CbpaevyHU HapyLLIeHUS Ilannurauuu Heuecty
Taxukapous Heuectn
CbpaeyHd apuTMHH (BKITIOUHTETHO Penkn
HaJiKaMepHa TaXuKapaus U eKCTPACHCTONHA)
[Ipeacspano MBXxaEHE Heuectu
AHrHHa MEKTOPHC HeuectH

PecniupaTopHH, rpbAHH H
MEOHacTUHATHY HapylUIeHHUS

Punodapuarur
Jpa3HeHe Ha rbpJIOTO

MHOro yectTH?
UeetH

[Tapanokcanen 6poHxocnasmem YecTH

Penku’
Hapyuwienus Ha MyCKynHO- MycKynHH cna3mMu YectH
CKEJIETHATa CUCTEMA U ApTpanrus UectH
CBEAUHHUTEIIHATA ThKAH Muanrus YecTH

! YecTo crobuaranu npy raneto
2 Byxkre Touka 4.4

Onucande Ha u30paHu HeXETaHH peakiuH

CrobuiaBat ce papMaKoIOrHUHH HEKEAHH JIEKAPCTBEHH PEaKkUHWH MPH JeYEHH

TPeMOD, NATNHTALMH 4 r1aBoosIHe, KaTo Te MOKa3BaT TeHASHLMA Aa Ca MPpexo
X0/a Ha ICUEHHETO.



KakTo W npH BcAKa Apyra HHXaNaTopHa Teparua, MOXe Ja ce pa3Bue napagokcaneH OPOHXOCNAa3bM ¢
BHE3aNMHO yBeIMYaBaHE Ha XPHUIIOBETE U 3a[yxa cnej npuem Ha go3a. [lapagoxcanHusat OpoHxocnassm
ce noBnusABa ot Obp3oaeHcTall OpoHxoaMIaATaATOP U TPAOBA He3abaBHO 1a ce nekyBa. Tepanuara ¢
Esepuo EapMacTsp TpsaOBa da ce npekpaTH BeqHAra, ia ce HalpakH oliEHKA Ha ChCTOAHHETO Ha
NalMeHTa U IIPpH HEOOXOOUMOCT A C€ HA3HAYH AITCPHATHBHO JICUEHHE.

HexxenaHu iekapcTBeHH peakiiiH HA QITYTUKA30HOB MPOINMOHAT, KOUTO MOraT 4a ce MOABAT IIpH
HAKOH MAaLUEHTH, Ca NPECHNBAHE ¥ KaHOWO03a (MIIeYHMLA) HA YCTaTa Y I'bpAoTO, H, PAIOKO, Ha
ezoaryca. [IpecunBaHeTO U CTydauTe HA KAHAKA03a MOraT Ja ce obnekyaT upe3 U3IUTIaKBaHe Ha
ycTaTa ¢ BOAa W/WIH U3MHBaHe Ha 3u0uTe cnen ynorpeba Ha npoaykra. CHMIITOMaTH4YHATa
KaHAMA03a HAa YCTATa U I'bPJIOTO MOXKE JI1a Ce JIEKYBa ¢ TOKAIHa NPOTHBOrLOMYHA Tepanus
eAHOBpPEMEHHO ¢ ynotpebata Ha Erepro EapMacTop.

[TenuaTpyyHa NOMynanus

B®3MOXKHUTE CUCTEMHH peaklMH BKIOYBAT CHHAPOM Ha KBbUIKMHT, KbLIMHTOMAHH YEPTH, MOTHCKAHE
Ha HanObOpeunara pyHKUMA M 3abaBgHe Ha pacTexa npu aeua ¥ IoHOWH (BXK. Touka 4.4), [Tpu neua
Morart ja ce Habmogasar Lo 0e3noKONMCTBO, HAPYLUEHHA HAa CHHA W NPOMEHH B MOBEIECHHETO,
BKIIIOMHTE/THO XHNEPAKTUBHOCT M Pa3apa3HHTETHOCT.

CrobliaBaHe Ha MOJO3IUPAHU HEXEIAHHU DeaKIINH
CrolLiaBaHeTO HA MOAO3UPAHU HEXKENaHH PEAKLMH CIIeA pa3peliaBaHe 3a ynorpeda Ha JieKapCTBEHHA

NPOAYKT € BaKHO. TOBa NO3BOJIABA A4 NMPOXBDKH HaOMIOASHUETO Ha CHOTHOIIEHHETO NOJ3a/PUCK 3a
NeKapCTBEHUA MPOAYKT. OT MEAULIMHCKUTE CrISLMAIMCTH € U3UCKBa Aa choOIaBaT Beaka

MOAO3MpPaHa HexXeNaHa peakuus upe3 U3ImeaHHUTENHA areHUM 1o ekapcTeara yi. ,.JlamsaH ['pyes” Ne
8, 1303 Codus, Ten.: +35 928903417, yebcaiir: www.bda.bg.

4.9 Ilpepo3upane

Jluncsat AaHHHM OT KJIMHHYHH M3IIMTBAHWA OTHOCHO TNpezo3upaHe ¢ Epepuo EapmacTep, Ho no-gony
ca u3bpoeHn edeKTH, HACTBITWNMU Clled NPeIo3upaHe C IBETE AKTHBHH BELIECTRA:

Canmerepon

[Ipu3HaLKTE U CHMOTOMMTE HA MPEA0O3UPAHE ChC CANMETEPON Ca 3aMAadHOCT, MMOBUIIIABAHE Ha
CHCTOJIHOTO KPbBHO HajlaraHe, TpeMop, raasobonye u taxukapaus. B cnyqai, 4e neyenuero ¢ Epepro
EapmacTep TpsOBa na 6b0¢€ npekpaTeHO NOpaAH Mpeao3HpaHe Ha B-aroHHCTA B JIeKapCTBeHUs
MPOAYKT, TpsaOBa Aa ce oOMHUCIIH MMPHIAraHeTo Ha NOAXOAALLA 3aMECTHTETHA TEpanud ¢
KOPTHKOCTEpOU/. JIOITBIHHTETHO € Bb3MOXKHA XHIIOKATMEMHS M 3aTOBA CEPYMHHTE HHBA HA KAJTHA
TpaOBa Aa ce npocnensear. TpadBa ga ce 0OMUCTH 3aMeCTBAHE HAa KAIHIA.

DOAYTUKAZOHOB MPOMHUOHAT

OcTtpo npeno3npane: Huxanupanero Ha 03 (TyTHKa30HOB IIPONMOHAT Hal NPENOPBUYHTEIHHTE
JIO3M MOXe Ja J0BeJe N0 BPEeMEHHO NMOTHCKaHe Ha HanOwOpevyHaTa pyHkiua. ToBa ChCTOAHME He ce
Hy>K1a€ OT CNELIHH JeHCTBHA, ThH KaTo HaaOBOpeyHaTa PyHKLMA ¢¢ BB3CTAHOBABA B TEUEHHE HA
HAKONKO IHH, KOETO C€ YCTAHOBABA Ype3 U3MEPBAHE Ha HUBOTO Ha [UIa3MEHHA KOPTH301.

XPOHHYHO NPEeAO3NPAHE HA HHXAJAATOpeR GayTHKA30H nponroHaT: Haa016peunusaT peseps

TpsOBa a ce NpocaeasBa U MOXKe a € HeoOXOAHMO JleHeHHe CuC CHCTEMeEH kopTHkocTepon. Cren
cTabuUNINU3NpaHe JIEYEHHETO C MPENOPbLYMTENHATA 032 HHXANTATOPSH KOPTHKOCTEPOH TPpaGBa /1a.
B1L300HOBH. BrokTe Touka 4.4 pUCK OT NOTHCKaHe Ha HaaOBOpeuHaTa QyHKLHA,

[Ipn cny4yau Ha OCTPO M XpOHHUYHO Npefo3npaHe Ha GIYTHKA30HOB MPOMHUOHAT Jieye
EapmacTsp TpaOBa Ja IpoOB/DKY ¢ MOAXOAAIA 32 KOHTPOJ HA CHMITTOMATUKATA O3
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s  @®APMAKOJIOTHYHH CBOHCTBA

5.1 PapMakoagMHAMHYHH CBOHCTBA

dapmakoTepaneBTHHA rpyna: AnpeHepryuuy B KoMOMHaLWS ¢ KOPTUKOCTEPOUAH WITH IpyTH
NIEKapCTBa, ¢ U3KIOYEHHE Ha AHTHXOJIHHEPTHLIK.
ATC xon: RO3AKO06

MexaHH3bM Ha ICHCTBUC U dapmMakoAHHAMHYIHH edhexTH

Esepro EapmacTsp ChABPXKaA CANMETEPOS H Iy THKA30HOB MPONHOHAT, KOHTO neiicTBaT Mo pasjinvueH
Hauvn. ChOTBETHUTE MEXaHU3MH Ha icliCTBYe HA IBETE aKTHBHH BELLECTBA 4 ONACAHH N0-A0Y:

Canmemepon:
CaymeTepos € CENeKTHBEH KBAroAeACTRall (12 yaca) p2-anpeHOpPELENTOPEH aroHHCT € Abira
CTpaHKWYHA BEpHra, KOWTO C¢ CBBp3Ba C BHHIIHATA 4yacT Ha peLenTopa.

CanMeTrepor OCHIypaBa no-aeArorpaiina OpoHXoauNaTauus, MpoALDKaBallia Hall-MaaKo 12 yaca, B
CpaBHEHME C KPATKOAEHCTBAIUTE KOHBEHLIMOHATHH 32-arOHHUCTH B NPENOPBUHUTEHH O03H.

DAYMUKAZ0HO8 NPONUOHAM.

DyTHKA30HOB MPONUOHAT, NPUNIOKEH YPE3 HHXaJaL¥d B MPENOPbUHTEIHUTE A03H, OKa3Bd
[OKOKOPTHKOHAHO MPOTUBOBB3NANHTEIHO Aelicteue B Genute 1poboBE, KOSTO BOJAH A0 pelyLMpane
Ha CHMIITOMATHKATa H eK3alepOanunTe Ha acTMaTa, H € € No-Maiko HexeNnaHu eekTH, OTKONKOTO
Mp¥ CUCTEMHOTO MPUAOKCHHS Ha KOPTHKOCTEPOHAH.

Knunuuna edpuxacnocm u besonacrnocnt

OmnucanuTe Tio-nomy npoyusasus (GOAL, n SMART) ca npoBeJleHH CBbC ChUIATA(UTE)
komOuHauua(u) Ha GukcupaHa(1) Ao3a(H), canMeTepo kcuHadoaT U GAYTHKA30HOB NPOMHOHAT, HO
W3CJIGABAT paspeilleH Npeay TOBa NPOAYKT; ONMCAHHUTE MPOY4BAHHA HE ca npoBeXxkAaHH ¢ EBepHo
EapmacThp.

Canmemepon/paymuxa3oHos RPONUOKAM — KIUHUYHY USNUMBEARUA npY acmmda

JTlpanapeceTMeceuHo npoyusae (Gaining Optimal Asthma ControL, GOAL) npu 3 416 BB3paCTHH H
IOHOLLIM C TePCUCTHpAallla ACTMA CPABHABA Be3onacHOCTTa ¥ €(PUKACHOCTTA HA
canMeTepo/ GITy THKa30HOB MIPOMHOHAT CIPAMO CAMOCTOATEJICH HHXaNaTOPEH KOPTHKOCTEPOHA
(hIyTHKA30HOB TIPOTTHOHAT), 3a /a YCTAHOBH [ANH JIEHCHHETO Ha aCTMA ¢ noctixuma uen. Ipu
Jle4eHHETO KOHLEHTpauraTa € Ouna yee/niaBaHa Ha BCCKH 12 ceAMUIIM OO MOCTHraHe Ha **mbJjieH
KOHTPOJI WK JOCTHIaHE Ha HAl-BUCOKATA 11032 OT H3NHUTBAHOTO nexapctso. Jlanuure ot GOAL
[10KA3BaT, 4e TIOBeUe MALUEHTH, JIeKYBaHH Che canMeTepos/GayTHKa30HOB NPONHOHAT, Ca MOCTUTHAMH
KOHTPOJN HA aCTMAara B CPABHEHHE C TE3H, JICKyBaHH ChC CaMOCTOSRTEJIEH HHXAIATOPCH
xoprukocrepou (MKC), ¥ TO3M KOHTpON € 611 MOCTUIHAT NPU NO-HUCKA 1032 KOPTHKOCTECPOHA.

*/Tobpe KonmpoRupara acTMa e Guna NnoCTUrHaTa no-6sp30 ChC CATMETEPO/ HITYTHKAZOHOB
[IPOMHOHAT, OTKOJIKOTO CBC CAMOCTOATENCH UKC. Bpemero 3a iedeHHe 3a 50 %o OT NAUMEHTHTE [0
[IOCTUraHe Ha TbPBa MHAHBHAYyanHa 1o0pe KOHTPONHpaHa CEAMHLA & 6uno 16 aHM 3a rpynara Ha
canMeTepo/PIIyTHKa30HOB NPOMTHOHAT B CPABHCHHUC C 37 nuu 3a rpynara Ha MKC. B noarpynaTta Ha
ACTMATHLINTE, HEIEKYBaHH ChC CTEPOMAM, BPEMETO 10 MOCTHraHe Ha bpBa HHINBH/yalTHA nobpe
KOHTpOJIMpaHa ceaMuua ¢ 6uio 16 nxM npH jiedeHne CbC caIMETEPOI/QUTYTHKA30HOB ITPONHOHAT B
cpaBHeHKeE ¢ 23 JHH PH JIEYCHHE C HKC.
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[TenHuTE pE3ynTaTH OT NMPOYYBAHETO Ca NPEACTABEHH B clieqHATa TabiMLA:

ITponeHT HA NANHEATHTE, NOCTHIHAJIH *100pe kouTpoHpaHa actMa (WC) u **nrien
KOHTpoJ Ha acTMaTa (TC) 3a 12-MeceueH nepuoa
JledeHHe npeaH NpoyBaHETo Canmertepon/FP _ KFP
WC | TC WC _ TC

bes MKC (camocrosteneH SABA) 78 % 30 % 70 % 40 %
Hucka noza HKC 75 % 44 % 60 % 28 %
(< 500 mukporpama BDP unu
CKBUBAJIEHT/ACH)
Cpeana g03a HKC (> 500 no 62 % 29 % 47 % 16 %
1 000 Mmukporpama BDP unu
€KBHBANEHT/ICH) | | |
OO0enuueHH pe3yJITATH OT TPHTE 71 % 41 % 9% 28 %
BRIA JledeHHe

*To6pe kOHTpONMpaHa acTMa: NO-MaJIko OT WJIH PAaBHO HA 2 AHM C TOUKOB ¢6Op Ha CUMITTOMMTE T10-
ronam ot 1 (touxos cbop 1 ce nepuxmpa kaTo ,,10ABa HA CHMNTOMH 32 KPATHK BPEMEBH TIEPHOA Npe3
AeHA"); U3ToN3BaHe Ha J-aroHUCTH ¢ KpaTko gelictere (B-AK]I) npe3 aBa maM no-Maiko OT ABa OHH,
WY TIPH 4 WM NO-MANKO OT 4 ciiy4ad Ha CeJMHLA; MoBeYe OT WK paBHO Ha 80 % OT npeaBUAcHHTE
CTOMHOCTH Ha CYTPEUIHHSA BBPXOB eKcrupaTopeH aebur; 6e3 cr0yikaaHe npes HolTa, 6e3
ek3anepbauru H 6€3 HeXKETaHH IeKapCTBEHH peaKLMH, Hajaraly MpoMAHa Ha TepanusiTa.

**[1bneH KOHTpON Ha acTMaTa: HAMa CUMITTOMH, HAMa yroTpefa Ha B-arOHHCTH ¢ KpaTKo AeHCTBHE,
[10-BHCOKM WK paBHH Ha 80 % OT NpeaBUREHHTE CTONHOCTH HA CYTPELHUs BLPXOB €KCIIHPATOPEH
AeOHUT, HaMa cpOyKaaHe Mpe3 HOLUTA, JIMIICBAT ek3ailepbaluK W He ce HabmoJaBaT HeXkenaHu
NEKApCTBEHM PEaKkLMK, Hanaraliy NpoMaHa Ha TepanuaTa.

PesyataTure OT TOBa NMpOyYBaHe NPeANonarar, ue Moxe Ja ce oOMHCIH MbPBOHAYATHA MOAABPKALLA
Tepanua Che canMeTepos/(hmyTrHka3oHoB nponuoHat S0 Mukporpama/100 mMukporpaMa asa IbTH
OHEBHO NMPH NalHEHTH ¢ YMEPEHO TEXKa NMEPCUCTHPAILA aCTMA, 38 KOHTO € KpaiHO HeoOX0AHUMO
HOCTUraHe Ha OBP3 KOHTPON Ha acTMara (BXK. Touka 4.2).

EnHo aBo#iHO-CNANO, paHAOMH3HPAHO, NAPATETHO-IPYNIOBO Npoy4BaHe NpH 318 nauueHTH Ha BB3pacT
> 18 roAMHH ¢ NEPCHCTHPALLA aCTMa OLUEHABA 6e30MacHOCTTa M MOHOCHMOCTTA Ha MPWIOKEHHETO Ha
2 HHXanauMy ABa ITbTH JHEBHO (ABOMHA N03a) HA canMeTepos/GmyTHKA30HOB MPONMOHAT 3a NepHo.
OT ABe ceaMHLH. [IpoyuBaHeTo NOKa3pa, ye yABOABAHETO Ha 103aTa Ha BCAKA KOHUEHTPALIMA Ha
caMeTepos/TyTHKa30HOB NMPOMUOHAT 3a Nepuoa A0 14 OHH, BOAM A0 MAIKO NOKAYBAHE Ha
HEeXeJIaHUTe peaklHH, CBbP3aHH ¢ B aronHcTa (Tpemop; | maumeHT {1 %] cpewry 0, nannurauuy; 6 [3
%] cpewmy 1 [< 1 %], MyckynHu cnasmu; 6 [3 %] cpemy 1 [< 1 %]) u noaoGHO yBeuueHue Ha
HEXKEC/IAHHTE PEaKLIHH, CBBP3aHH ¢ HHXANATOPHHA KOPTHKOCTEPOHI (Hamnp. KaHAMA03a Ha ycrara; 6 [6
%] cpewy 16 [8 %], npecunnanoct; 2 [2 %) cpeny 4 [2 %]) B cpaBHEHHE ¢ MPHIOKEHHETO Ha €OHA
WHXaNaluus ABa MbTH AHEBHO. MankoTo nmokauBaHe Ha HEXEIAHHTE peakLy, CBbP3aHM C b aroHMcTa,
TpsabBa Aa Gbae B3€TO MO BHUMaHHE B Ciyvaii, 4e nekapaT oOMHCA yABoABaHe Ha 103aTa Ha
canMeTepoN/PayTHKA30HOB NPONHOHAT NPH Bb3PaCTHH NMAUMEHTH, HYXK/AACIH CE OT AOTBJIHHTENHO
KpaTKOBpeMeHHO (10 14 AHU) leyeHHe ¢ MHXATATOPeH KOPTHKOCTEPOH,

AcT™Ma
Mnozoyenmpogo uzcredosamencko usnumeare Ha cammemepon npu acmma (Salmeterol Multicenter
Ashtma Research Trial (SMART))
MHOroueHTpOBOTO M3CEN0BATENICKO U3NHTBAHE Ha canMeTepon npu act™Ma (SMART) e 28-ceaMuuHo
npoy4eaHe, nposeeHo B CALLL, koeTo oueHaBa 6e30MacHOCTTa Ha CAIMETEPOIT B CpPaBHEHHE
nauedo, nobapeHy kbM oOHualiHaTa Tepamnus MPH BE3PACTHH M IOHOIH. Bunpexu ye Hg
3HAYHUTCIHH PasiiMKY B TbPBHYHATA KpaHHa TOYKA 38 KOMOHHUpaHHA Opoit Ha CMBPT /; -
CBBP3aHH C IUXATE/IHATA CHCTEMA, W KHBOTO3acTpalliasaili CeOUTHSA, CBBP3AHM C 1 oS
CHCTEMA, NPOYUBAHETO NOKA3Ba 3HAYHTENIHO YBETHUEHHE HA CMBPTHHTE C/Ty4YaH, CB {-
«

NpH NaUMEHTH, MMpUeMatlld canmerepon (13 cMbpTHU cnyqas npu 13 176 naumenTw,
CaIMETEPOJT, CAPAMO 3 CMBPTHH Ciiydast nipH 13 179 naunenTtu Ha niaue6o). ITpoyur
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npeaHa3HA4YEHO 3 OLEHH BB3/ICHCTBHETO Ha ¢AHOBPEMEHHATa ynoTpeba Ha HHXaIaTopeH

KOpTHKOCTEpOUA H camo 47 % oT yuacTHHuHTe chobiaBat 3a ynotpeba Ha MKC Ha #3XORHO HHBO.

BesonacHocT W eprkacHOCT Ha canMeTepon-FP cnpamo FP caMocToaTeNHO NpY acTMa

IpoBeaeHH ca 1B€ MHOTOHEHTPOBH 26-CeIMHYHH H3NWTBAHUA 32 CpaBHEHHEe Ha (e30MacHOCTTa U

e(hHKAaCHOCTTA Ha canMeTepon QIYTHKa30H NpofHoHaT (canMetepon-FP) cnpamo ¢uyTikazoH

nponuoHar (FP) camocroarento, kato eaHoTo u3nuTeaHe (AUSTRI) € npy BB3pacTHH K IOHOLIH, A
apyroro uznureaHe (VESTRI) e nmpu neguaTpHuHH NalMEHTH HA BB3pacT 4 — 11 roauHn. M B asere
MPOYYBAHHA BKIMIOUEHHTE YUaCTHHLIM HMAT YMEPEHA 0 TeXKa MepcHCTHpalla acTMa ¢ aHaMHesa 3a
XOCIUTANH3ALMS, CBEP3aHa ¢ aCTMAaTa, KK ex3anepdaLiys Ha acTMaTa npe3 NpeaxXoaHaTa roAHHa.
[TepBHYHATA L] Ha BCAKO MPOYUBaHe € Aa ce ONpeAenH Janu 106aBsHeTo Ha B-aroHUCTH ¢ ABJIrO
peiictBue kM Tepanus ¢ UKC (canmerepon-FP) noka3ea He no-manka edukacHoct ot MKC (FP)

CaMOCTOATCS/THO O OTHOLICHHE HAa PHCKA OT CCPHO3HH CLGHTHH, CBBHP3aHH C aCTMATa

(XOCNHTATH3aLMS, CBBP3aHa C aCTMaTa, eHIoTpaxeanHa WHTyOauus 1 cMBpPT). BropryuHa Lien 3a

e(PHKACHOCT Ha T€3H NpoyuBaHHA € Aa ce oueHH aanu UKC/B-aroHucTH ¢ Oniro qedcTsue
(canmerepoin-FP) noka3Ba npesb3xoacTso cnpamo Tepamusata ¢ MKC camocroarento (FP) no

OTHOLIEHHE Ha TexXKa ek3auepOaums Ha acTMaTa (KOATO ce ONpeness KaTo BIolIaBaHe Ha acTMarTa,
Hanaramo ynorpefa Ha CHCTEMHH KOPTHKOCTEPOMAH HaH-MAIKO 33 3 AHM, WIM XOCTHTAIW3aUHA B
6ONHULA, WM MOCELIeHHE Ha OTHAE/IEHHE 3a CMelIHa MOMOILL [TOpaay acTMa, H3HCKBallla CHCTEMHH

KOPTUKQOCTEPOUIN).

O6wo 11 679 u 6 208 yyacTHULIM ¢a CHOTBETHO PaHAOMH3IHPAHH H NMOAYy4aBat JICUeHHE B

u3nutBanusTa AUSTRI u VESTRI. 3a nepBuuHaTa xpafina Touka 3a 6€30nacHOCT € MOCTHTHATA HE

no-mManka ep¥KacHOCT H B [iBeTe H3NUTBaHKA (BxK. TabnuLiaTa no-A0y).

CepHo3ny cOUTHA, CBBP3aHHU ¢ acTMa, B 26-ceqmuynunte HanuTBaHusa AUSTRI u VESTRI

AUSTRI VESTRI
Canmerepon-FP FP Canmerepon-FP FP
(n=15 834) CAMOCTOATEITHO (n=3107) CaMOCTOATEN
(n=235 843) HO
(n=3101)

CecTasHa KpaliHa TouKa 34(0,6%) |  33(0,6%) 27 (0,9 %)
(xocnuranuzanms,
CBbP3aHa ¢ acTMarTa,
eHAOTpaxealHa UHTyOaLus
WM CMBPT)
KoeduieHT Ha pUCK Ha 1,029 1,285
canmerepon-FP/FP (0,638-1,662) (0,726-2,272)°
(95 % JHD)
CMBpT _ 0 0 0 0
Xocnuraniuzaums, 34 33 27 21
CBbp3aHa C acTMAaTa
ExnpoTpaxeanHa 0 2 0 0
MHTYOaLMA

a

CC NMpaBHy 3aKITIOHCHHC 34 HC ITO-MalJIka ecbuxacuoc'r.
6

2,675, ce npaBH 3aK/TIOUEHHE 33 HE NO-Majika ¢(pHUKACHOCT.

3a BTOpHYHATA KpaiiHa TOYKa 3a €(pHKACHOCT M B ABETE NPOYUYBaHUA c¢ HaOmonAaBa HaMaJICHUG

BPEMETO 10 IMTbpBa ek3alepbanusa Ha acTMara 3a canMmetepon-FP B cpapHenue ¢ FP, H
uanuTeaHeTo AUSTRI ce NoCTHra CTaTUCTHYECKA 3HAYUMOCT:

AN

AUSTRI VER

Canmerepon- FP Canmerepon-FP 1
FP CaAMOCTOATEHO (n=3107)

AKO MoJlyuyeHaTa OLEHKA 3a ropHa rpaHiua Ha 95 % JIM 3a oTHOcUTENTHHA pUCK € no-Mauika oT 2,0,

AKo noJiyyeHaTa OLeHKa 3a ropHa rpaHuia Ha 95 % IH 3a OTHOCUTENHUA PUCK € NO-Manka OT
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(n=15 834) (n=35845) | | (n=3101)
bpo#i yyacTHHLH ¢ 480 (8 %) 597 (10 %) 265 (9 %) 309 (10 %)
ek3alepbaums Ha
acTMaTa
KoeduuuenT Ha puck Ha 0,787 0,859
canmerepon-FP/FP 1 (0,698; 0,888) (0,729; 1,012)

(95 % A

IlenuaTpuyHa NOMyIaLH
Esepuo EapmacThp He € nOKa3aH NpH geua Ha Bb3pact nnoa 12 rogyHy (BK. Touka 4.2). OnHcanuTe

NO-00/1y NpOYYBAHUA Ca MPOBEACHH C pa3pelleH Mpeau TOBa MPOAYKT; ONMUCAHUTE IIPOYYBAHHA He ca
u3BbplIBaHU ¢ Erepro EapMacTsp.

B npoyurane SAM101667 npu 158 aena na Bw3pact 6 — 16 roaHHA CbC CHMITTOMATHYHA aCTMA
KOMOHWHALMATA Ha CAIMETEPOJI/PIYTHKA30HOB MTPONHOHAT € ChIUO TONKOBA ePUKACHA, KATO Ta3u MpH
MPWIOKEHUETO Ha JABOHHA 4032 (PIYTHKA30HOB MPOMHOHAT MO OTHOLIEHHE HA KOHTPONa Haj
cumMnToMuTe M 6enoapobHaTa dyHkumMA. Ju3afiHET HA MPOYYBAHETO HE € NMPEAHA3HAYCH Oa U3CieaBa
edeKTa BBPXY eK3alepOanmmre.

B eaHo 12-ceAMHYHO U3NMUTBAHE NpH Aela Ha Bu3pacT Mexxay 4 v 11 roauns [n = 257], neKkyBaHH Unu
ChC canMeTepost/PiryTHka3oHOB nMponuoHar 50/100 aBa T JHEBHO, WIH ¢bC cayimMeTepon S0
MHKporpaMa + (ayTHKa30HOB npondoHat 100 Mukporpama asa rmsTH AHEBHO MOKAa3Ba, Y€ H B JBETE
TCPANEeBTHYHHU paMeHa BLPXOBHAT eKcnupaTopeH aedur ce nosuuasa ¢ 14 % M oCcBeH ToBa ce
HabnogaBpa nogoOpeHte B OLIEHKATa HA CUMIITOMHTE M ynoTpebara Ha ¢candyTaMon KaTo CnacHTENTHO
cpeacTBO. He ce HabmioaaBaT pa3ivky MeXay ABETe TepaneBTHYHH paMeHa. Hama pasnuku B
napaMeTpuTe Ha 6e30MacHOCT MEXKAY JABETE TEPaneBTHYHY paMeHa.

B 12-ceqMHuHO paHAOMU3HPAHO, NAPaNeIHO rPYNORO NPOYUYBAHE IIPU AcLA Ha Bb3pacT Mexay 4 u 11
roguHy [n = 203] ¢ nepcucTHpalia actMa, KOMTO Ca UMalld CHMITTOMM Ha (JoHa Ha MHXAJIaTOPHH
KOPTHKOCTEPOUAHU, OE30MaCHOCTTA € MbPBUYHATA KpaliHa TouKa. JenaTa ca nmomydaBaly WK
canmeTepoll/payTrka3oHos nponnoHar (50/100 Muxporpama), uam ¢payTukasoHOB nponHoHar (100
MHKpOrpaMa) CaMOCTOSTENTHO ABa NbTH AHEBHO. JIBe OT AeLiaTa Ha canMeTepon/(hryTMKa30HOB
NPOMKOHAT U 5 OT JeuaTa Ha GUIyTHKa30HOB [PONHOHAT ca OTTEIJIEHH OT [IPOYYBAHETO MOpaau
BlIOLIAaBaHe Ha acTMmaTa. Cnel 12 cenMMLIM HUKOE OT JellaTa B JBETE TEPaneBTHYHHY paMEeHa HE €
UMaJIo CTOMHOCTH, MO-HUCKM OT HOpMaTa 3a 24-4yacoBa eKCKpelMs Ha KOpTH30 B ypHHaTa. He e

UMAao APYrd pasiIHKHU [0 OTHOWEHHE Ha nNpoduna Ha 0e30NMacHOCT MEXTY ABETE TEParieBTHUYHH
paMeHa.

Jlexapcmeenu npodykmu, cvOvPICAUY PAYMUKAZ0HOB NPONUOHAM, NPU ACMMA NO 8peMe Ha
bpemenrnocm

IIposeneHo € 06CcepBallHOHHO PETPOCTIEKTHBHO ENKHAEMHONIOTHYHO KOXOPTHO NPOYYBaHE, KOETO
M3M0/13Ba €JIEKTPOHHH 3APaBHHU Jocuera oT BenukobpuraHusa, 3a aa ce€ OLEHH PUCKBT OT CEPHO3HH
BpoaeHn Mandopmaunu (Major Congenital Malformations, MCM) cnen ekeno3uums npes mepeus
TPUMECTBP Ha HHXanaTopeH FP camocToarenHo u canmerepon-FP B8 cpasrenue ¢ UKC, kokHTO He
cpabpka FP. B ToBa npoyuraHe He e BKIIOUEHO mtaledo KaTo KOHTPOITHO CPeCTRO.

B xoxoprara ¢ act™Ma ot 5 362 ciydasd Ha HpemenHocT ¢ ekcnosuuus Ha HKC npe3 nupBus TpHMecTsp
ca yctaHoBeHH 131 anarHocruunpand MCM; 1 612 (30 %) ca ¢ ekcnosuuusa Ha FP wau canmerepon-
FP, kato ot 14X ca ycraHoBeHH 42 nuarHocTHuupadd MCM. KopurupaHoTo CEOTHOLLUEHHE Ha
BeposTHOCTTA 3a MCM, nuardHocThimpanu ao | roguHa, e 1,1 (95 % JIN: 0,5 2,3) 3a )KeHH ¢ yMepeHa
acTMa ¢ ekcro3ulus Ha FP cnpamo Takusa ¢ ekcno3uius Ha He ceabpxkatl FP UKC m 1,2

€KCIIO3HLIMA Npe3 TbPBUS TPUMECTHP Ha FP caMOCTOATENHO B CpaBHEHHE CHC CalM
AbGcomoTHuTe puckoBe 0T MCM npy paznuvHATE CTENeHW HA TEXKECT Ha aCTMATa f
2,9 Ha 100 cnyyan Ha OpeMeHHOCT ¢ excro3uUua Ha FP, koeTo € cpaBHHMO ¢ pe3y

npoyusaHe Ha 15 840 cnyyas Ha GpemeHHoCT §€3 eKCno3MLMs HA TepanuH 3a a
General Practice Research Database (2,8 cs6urna Ha MCM Ha 100 cayyas Ha Gpe
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5.2 PapMakOKHHETHYHH CBOHCTBA

3a uenuTe Ha GapMaKOKMHETHKATA BCEKH €IUH OT JBATa KOMIMOHEHTa MOXe J1a ¢e pa3riekia
CAMOCTOATENHO.

Canmemepon

CanmeTepon AeiicTBa JIOKaIHO B 6enHa apod v 3aToBa IUIa3MEHUTE HMBA HE Ca MTOKA3aTEeHH 34
TepaneBTHUHMA edexT. CHLIO Taka MMa CaMO OrPaHHYEHH JaHHH 32 (papMaKOKHHeTHKAaTa Ha
CaJIMETEPOI MOpagy TEXHHYECKH TPYIHOCTH 3a aHAIH3 HAa aKTHBHOTO BELIECTBO B [L/1a3Mara,
ABJDKAILM CE HA HUCKUTE IIA3MEHH KOHLEHTPALIMH NPU TepaneBTHYHH A03H (npubnmusurenHo 200
MAKorpaMa/ml unu no-Majko), AOCTHraHH CJie] HHXaJIaluA.

Onymuxazonoe nponuonam (Fluticasone Propionate, FP)

A6conmoTHaTa GHOHATMYHOCT Ha& eIHOKpaTHA 0332 HHXanaToped QIyTHKa30HOB NPONHOHAT MpH
30PABH UL Bapupa Mexay npubnusutento 5 1o 11 % or HoMMHa/IHaTa 1032 B 3aBUCHMOCT OT
H3MO3BAHOTO YCTPOHCTBO 3a MHXanauus. IIpu nauueHTy ¢ actMa ce Haboaasa No-HUCKA CTENEH Ha
CHCTEMHA EKCITO3HIIMA Ha HHXAIaTopeH QIyTHUKA3OHOB MPOIHOHAT.

Abcopbuusa

CucteMHara abcop6uma ce ochbUecTBABa NpeJUMHO B Genus Apob, kaTo B HauyanoTo € 6bp3a, a cex
TOBa — npoaAbpkuTeNHa, OCTaTHKBT OT HHXANATOPHATA 1033 MOXKE J1a C€ NPETNIbTHE, HO TOBA
NONPHHACA B MHHHMATHA CTEMNEH 32 CHCTEMHATA €KCMO3HLHUA NOPAAX HHCKATa PasTBOPUMOCT BbB
BOJIa H NpeJCHCTEMHUA MeTaBoNMU3BM, U BOAU A0 OHOHATHUHOCT, No-Manka ot 1 %. C NOBHLIABAHETO
Ha WHXAJTHpaHaTa Ao3a ce Habmoapa NMHEHHO NOBUIIIABAHE HA CHCTEMHATa €KCIIO3HLIHA.

Pasnpeaenenne

Hucno3uuuaTa Ha GAYTHKAa30HOB NPONMHOHAT C€ XapaKTepH3Upa ¢ BUCOK IUTa3MEH KIHpBHC (1150
ml/min), ronsam o6eM Ha pasnpeaeneHHe B CTALIMOHapHO ¢heTogHUe (MpubnusuTendo 300 1) m
TEPMHHANEH NMOMY>KHBOT NpHOnu3uTenHo 8 yaca. CBBP3BAHETO ¢ NAa3MEHH MPOTeHHH € 91 %.

buorpaHchopmartig

DyTHKA30HOB NMPONMHOHAT Ce U3Tb4Ba MHOTO OBP30 OT CUCTEMHATA LMPKYJJaLKA, NPeIUMHO KaTo ce
MeTaGoMn3upa 10 €AMH HeakTHBeH MeTaboauT Ha KapOokcwIHaTa kucenuna or ensuma CYP3A4 Ha
ruroxpoM P450. Jlpyri HeHaeHTHGHUHPaHH MeTaboNUTH C€ OTKPHUBAT U BbB (PEeKATUHTE.

EnuMHHKHpaHe

B1L,0peyHHAT KIHPEHC Ha QITyTHKA30HOB IPONHOHAT € NpeHeOpexrMOo HHUCBK. [To-Manko ot 5 % ot
JI03aTa Ce EKCKpEeTHpa B YPHHATA MaBHO KaTo MeTabonuTi. OCHOBHATA YacT OT J03aTa € EKCKpEeTHpa
BbB (heKATHHTE KaTO MeTa0OJHTH U HEIMPOMEHEHO aKTHBHO BEILIECTBO,

IHeouampuyna nonyaayus

Esepuo EapmacTsp He e NoKa3aH npu Aena Ha Bb3pact nof 12 roauHu. OnHcaHWTe No-aoury
MPOyYBaHUA Ca MMPOBEACHH C pa3pelleH NpeaH ToBa IMPOLYKT, ONMCAHKTE MPOYUBaHHA HE Ca
U3BbplIBaHKU ¢ Esepuo EapMacTep.

[Tpu nomynanuoneH papMakOKHHETHYEH aHAJIM3, OCHOBABALI C€ HAa JAHHH OT 9 KOHTPOJYpar
KIHHHYHK W3NTHTBAHHA, IIPH KOWTO Ca M3MOI3BAHM Pa3/IMMHH HHXANaTOPHH YCTpO# v- AR
Ha CYX Mpax, HHXaJaTop 3a J03UPaHO BIPBbCKBaHE) H KOWTO BKIIOYBAT 350 nmaiue /,/ -
Bb3pacT oT 4 no 77 roauunu (174 naienT Ha BB3pacT Mexay 4 U 11 roauHn), ce waddiOAR
BUCOKa CHCTEMHA €KCMO3HLUMA Ha (IYTHKA30HOB NMPONHOHAT CNEI JIEYEHHE ¢ HHX? ﬁ) 0 EHCTYX

canmerepon/durytukasoH 50/100 B cpaBHEHHE ¢ HHXANATOP CHC CyX NpaxX (UIYTHKAY
100.
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ChoTHOLIeHHe Ha reoMeTpryHKTe cpenHu [90 % JIH] npu cpaBHeHHE Ha caMeTEPO/QITYTHKA30HOB
NpOTHMOHAT CTIPSMO HHXAIATOP CBC CyX Mpax (yTHKa3oHOB NPOMHOHAT MPH NOMyIAlMH Ha Aela K
IOHOIUY/BB3IPACTHH:

Tepanus (u3ci. cnpamo peg.) Honynayua | AUC | Cmax
Huxanamop cvc cyx npax Heya (4 — 11 1,20 125 (1,11 - 1,41}
CAAMemepoN/ (paymuKa3onos 200.) | [1,06-1,37]
nponuonam 50/100
Huxanamop cve cyx npax
 haymuxazorog nponuonam 100
Huxanamop cve cyx npax FOnowwsv3pa | 1,52 1,52 [1,08-2,16]
canmemepon/Paymuxa3oHos CHIHU [1,08 —2,13]
nponuornam 50/100 (> 12 200.)
Huxanamop cvc cyx npax
- prymuxazonoe nponuonam 100

OueHeH e edekThT OT 2 1-IHEBHO JIEYEHHE C HHXAJIATOP HA CATIMETePOJI/(IYTHKA30H 25/50
MHKpOrpaMa (2 HHXaJallly ABa ITTH JHEBHO CBC WK Ge3 0beMHa kamepa) WK HHXAIATOP CBC CYX
npax canmeTeposn/dmyrukason 50/100 mukporpama (1 vHXanauus aga mbTH aHeBHO) npH 31 neua Ha
gb3pacT oT 4 10 11 roauHu ¢ neka ¢opma Ha acTMa. CHCTEMHATA EKCITO3HLMA HA CAIMCTEpOI €
CXOIHA 38 HHXAIATOP Ha CATMETEPON/PIIyTHKA30H, HHXANATOP Ha CAIMETEPON/QITyTHKa30H ¢ 0beMHa
KaMepa ¥ MHXAIaTop ChC CyX Npax canMeTeposn/GryTHkasoH (cboTBeTHO 126 pgxhr/ml] [95 % HH: 70,
2251, 103 pgxhr/ml [95 % JH: 54, 200] u 110 pgxhr/ml [95 % JTH: 55, 219]). CHcTeMHaTa
eKCIIO3MLMS Ha (TYTHKA30HOB MIPOMHOHAT € CXO/HA 32 HHXAJIATOP Ha CANMETePOJ1/ Ty THKA3O0H C
o6emHa xamepa (107 pgxhr/ml [95 % JU: 45.7, 252.2]) n uHxanatop s Cyx npax
canmerepon/pnytrkason (138 pgxhr/ml [95 % IH: 69.3, 273.2]), HO 33 HHXaJATOp HA
canMeTepol/QIyTHKA30H € ¢ o-HUCKH crofiHocTH (24 pgxhr/ml [95 % TH: 9.6, 60.2)).

5.3 TlpeAKTHHHYHHN JaHHH 32 6esomacHOCT

B npoyuBaHHs NPH )XHBOTHH Ha canMeTepol M GIIyTHKa30HOB NPONHOHAT, NPHIAraHU MOOTACIHO,
eIMHCTBEHUTE onaceHys 3a 6€30NacHOCT MpH ynorpeba npy Xopa ca CBbpP3aHH ChC 3aCHACHHTE
dapMaKoNIOrM4HU ACHCTBHS.

B npoyuBaHus Ha penpoLyKTHBHOCTTA MPH XKHBOTHH ce HabMOAaBa, 4e MIOKOKOPTHKOCTEPOHAHTE
UHAYyLHpaT MandopMauuu (LenHato Hebue, ckeneTHu mangopmauun). He ce npeanonara tesu
pe3yJITaTH Aa Ca PEIEBAHTHH 3a XOpa NMpH ynotpebGa Ha NpenopbYHTENHUTE A03H. 1IpoyuBaHHATa npH
*XUBOTHH Ha calMeTepo noxaspar eMGpHogeTasHa TOKCHYHOCT CaMO NPH BUCOKY HHBA HA
ekcno3uuuAa. IIpy eIHOBPEMEHHO NMPHIOKEHHE NPH TUTBXOBE B O3H, CBbP3aHH C H3BCCTHH,
HHAYLMPAHH OT MIIOKOKOPTHKOCTEPOH MaihopMaLiy, ce Hablo/laBa MOBHILIEHA YECTOTa Ha CiTyvau
Ha TPAHCTIOHUPaHa YMOHITHKAIHA aPTEPHS U HEMMbJIHA OCH(MKALIUA Ha OKUMNUTaNHaTa KocT. Huto
caIMETeponoB kKckHadoaT, HUTO QUIyTHKAa30HOB MPONMOHAT NOKAa3BaT NOTEHUMA 33 F€HETHHA
TOKCHUYHOCT.

6. COAPMAIUEBTHYHH JAHHHA

6.1 Chnuchbk Ha NOMOLIHHTE BEMECTBA

JlakT03a MOHOXHMAPAT {CBABPKA MICUHH NTPOTEHHH).
6.2 HecnBMeCTEMOCTH

Henpunoxumo.
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6.3 Cpok Ha roanocT

3 rogviHu

6.4 CnenHaJHH YCJI0BHA HA CbXPaHEHHE
Ha ce cpxpanssa noa 30 °C.

6.5 Bua u coabpKaHHE HA ONMAKOBKATA

[Tpax®T 3a HHXANALHA ce CHABPXA B OTUCTEPH BBPXY JIEHTA C aTyMuHuero/OPA/PVC nokpurtHe, ¢
otnemsitno ce PETP/xapTreno/PVC namunupano ¢onHo. baucrepHara 1eHTa €€ ChABPIKA BbB
(hopMOBaHO GSI0 MIACTMACOBO YCTPOMCTBO ChC CBET/IO PO30B (32 50/100 MuKkporpama) WiH po30B (3a
50/250 MuKporpaMa) IUTB3Tall ¢ Kanak Ha MyHAUIYK, ¢ YepBeH Mpeanasex $pukcarop.

MuxanatopsT € onakoBaH B TOpOHUKa OT TPHCIORHO NTaMHHHPAHO ¢$onHo, CHCTOAILO C€ OT CJIOH Ha
nonnectep/ ADH/anymunui/ ADH/nonuernnen.
[ThacTMacCOBHTE MHXANATOPHH YCTPOWHCTBA Ce MpeiaraT B KAPTOHEHH KyTHH, KOHTO ChAbPIKAT:

1 x 60 no3u Eeepyo EapMacTep

Wiy 2 X 60 go3u Esepuo EapMactop
unv 3 x 60 no3m Esepro EapMacTsp
wik 10 x 60 no3u Esepro EapMacTep

He BcH4ykM BHIOBE OMaKOBKHU MoTaT Aa ObAaT MyCHATH Ha rnasapa.
6.6 ChoensajiHH NpeANA3HH MEPKH NIPH H3XBLPJAHE K paboTa

Esepuo EapmacTsp ocBofoxaaBa npax, KoiTo ce sanmsa B Genure apobose. Esepro EapMacTbp nma
6posy Ha NO3UTe, KOWTO [OKa3Ba ocTaBalluTe 1034, B NMCTOBKAaTa ¢ MHQOpMAaLIKA 32 NALMEHTA CS
ChIBPXKAT NoapobHM yka3zaHHA 3a ynotpeba.

Hen3non3sauuaT IeKapcTBEH NPOAYKT WIH OTNAIBYHHTE MATEPHAITH OT HEro TpAaOBa a ce U3XBBPIAT
B COTBETCTBHE ¢ MECTHHTE H3HCKBAHHA.

7. TPUTEXATEJ HA PA3SPEIIEHHUETO 3A YIIOTPEBA

Zentiva k.s.
U kabelovny 130,
Dolni Mé&cholupy

102 37, Prague 10
Yewka penybnuka

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne: 20200047
Per. Ne: 20200048

9. JIATA HA ITBPBO PA3PEMABAHE/TIOJHOBSAABAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Hara na mbpeo pazpewasase: 18.03.2020
Harta Ha nocnegHo nogHoeaBaHe: 25.02.2025

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

08.08.2025 r.
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