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[Iynmukopr 0,25 mg/ml cycnensus za Heﬁyﬂmal‘opi Cgoteomu Ve .
Pulmicort 0.25 mg/ml nebuliser suspension : i
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2. KAYHECTBEH U KOJIMMECTBEH ChCTAB
Besika enHokparHa f1o30Ba eaMuuna ot 2 ml ceanpxka: 0,5 mg Gyaezonnn (budesonide).

3a ITBHJIHHA CNMCHK Ha NOMOIHHUTE BellleCTBA BIDKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA
Cycnensna 3a HeDyIH3aTop.

bsana no OenesHukara cycrieH3us B €JHOKPaTHa J030Ba €AHHIIIA, HATIpaBeHa OT MJIacTMaca.

4. KNIMHHHYHHA JAHHHA
4.1 TepaneBTHYHH NOKAZAHHA

[Tynmukopt cycrieH3us 3a HeOYIU3aTOp € NMOKa3aH NMpH NALMEHTH C:
-  bpoHxuanHa acTMa, KOHTO He MOTaT Ja M3003BaT HHXANATOP 110/ HAATaHE HITH
MpaxoB HHXAJIATOP.
- Mhuoro cepuozeH NceRNOKpyN (CyOX0OpAancH JapyHriT), NOKa3aHH 3a
XOCIUTAIHA3AIHA.

4.2 /Io3upoBKa A HAYHH HA NPHJIOKERHE

AcrMa

Hosnporkarta Ha Ilynmuxopr € uHauenayanHa. Hpu gHeBHM 031 40 1 mg ng1aTa 103a MOXKe
Ja c€ Aajie HaBeaHbK. IIpH no-BHCOKH JHEBHU 103H JO3ATa C€ pa3aciia Ha JBC ITPHIIOKEHUA
JHEBHO.

Havanua no3a:

Josupatero Ha [TynmMukopr cycneHzus 3a HeOymuzaTop e HHAuBHAYaiHo. HadamHaTa qo3a
TpaOBa 1a Obae:

Neua 6 Mecea u no-ronemu: ,25-0,5 mg AHeBHO. B HAKOH clTy4an Ko3aTa MOXe aa Obae
NIOBHIIIEHA A0 1 mg NAHEBHO.

Burapactau: 1-2 mg qHeBHO.

Homepxkania no3a:
Heua 6 mecenia u no-roaemMu: 0,25-2 mg AHEBHO.
Bwapactau: 0,5-4 mg nueeno. B Texxku cityuau no3aTa Moxe Ja OBb/€ NOBHILCHA.

Haii-Bucokara f03a npu Acua (2 mg AHeBHO) TpsaOBa 14 ce HMA NPEABHI CamMo 11p
TEXKa aCTMa | 33 OTPaHUYeH MEPHOL.

HMoszupaliia Tabnuna



Ho3a 8 mg O6em [IynMUKOpT cycneH3us 3a HeOynu3arop

0,25 mg/ml
0,25 1 ml*
0,5 2 ml
0,75 3 ml
1 4 ml
1,5 -
2 -

* Tpa6Ba na ce paspean 1o 2 ml ¢ 0,9% (GH3MONOrHUEH PasTBOP MITH PA3TBOP 3a
HeOynu3arop.

lIcepnokpymn
[Tpu KBppMayeTa ¥ JeLa ¢ NCEBAOKPYI, 00MYaiiHO M3MOM3BaHAaTa 1034 € 2 mg HeOYIn3HpaH

Oyaezonnz. T4 ce mpuiara €IHOKPAaTHO MM KaTo ABe N034 OT 1 mg ¢ BpeMe MOMEKIY HM
30 MuHyTH. Jl03aTa MOXKE /1a e [IPIIOXKH MIOBTOPHO HA BcekH 12 yaca 3a MakCHMyM 36 vaca
WJIH JOKATO € JJOCTUIHe KJIHHHYHO Noao0peHue.

Crnen eqHOKPATHA 4034 ¢(eKTHT MOXKE Ja CE OUaKBa cJie]] HAKOIKO Yaca. [Isien
TEPANEBTHYEH €(EKT CE NOCTUra €/Ba CJIEA HAKOJIKO CEAMHLM jJeucHHe. JleueHHETO C
[TynMuKOpT € NpoHWIaKTUIHO, HE € J0KA3aH e(eKT NpH OCTPH HAPYLICHHA.

I[Tpu nauMeHTH, IPH KOUTO CE eJ1ac MOCTHIAaHETO Ha 3aCIUICH TepalleBTHYEH €(eKT, 1o
MpaBHJIO Ce MPEANOYHTAa Ja ce penophya MOBHIIEHHE Ha Ao3ara Ha [lynMukopT, a He
KOMOMHHPaHO JIEYCHUE ¢ MEPOPANHU KOPTHKOCTEPOHIH, TIOPAJH NO-MAJIKUA PUCK OT
CUCTEMHH HeXENaHH edeKTH.

[lopawpxamara no3a Tpadea xa 05 BH3MOXKHO Hai-HHUCKa.
1anyenTn, 3aBUCHMH OT NIEPOPAJIHA KOPTHKOCTEPOHJIH:

Koraro ce 3aro4sa npeMHHABaHe OT [IEpOPAJIHH KOPTHKOCTEPOU/IH, NALMEHTHT TPAOBA a
OBAe B OTHOCHTEIIHO ¢TaDUNHO cheTossHUE. B npoab/mskenne Ha 10 JHA ¢e JaBa BHCOKA 4034
[TynMukopT B KOMOHHALIMA ¢ H3MOA3BAHATA MPEeAH TOBA 1033 HA NMePOPANTHIS
KOpTHKOCTepou. Cnell TOBa nepopasHata fo3a TpadBa Jja ¢¢ HaMallv NMOCTENEeHHO C
HarpuMep 2,5 mg MpeAHH30JIOH WIH eKEHBAJIEHTHA 1032 MECEYHO 0 HaH-HHCKOTO
BBE3MOKHO HHBO. HecTo nepopaHuAT KOPTUKOCTEPOH, MOXKE Ja ¢ MPCYCTAHOBH HANIBJIHO.

Twit kaTo Oyne30HUA, faBaH KaTo [IyJIMHKODT CycnieH3HA 3a HEOYTH3aTOp, C€ OT/Iara B
OenuTte ApoOOBE NPH BAUILBAHE, BAKHO € MALMEHTHT A4 BAUILIBA CIOKOHHO ¢ pABHOMEPHH
BAMIIBAHHMA APE3 MYH/UIYKA Ha HeOynuzaropa.

Hsama onur ¢ JieyeHHETO Ha NALMEHTH ¢ YBpeAeHa 4epHOApoOHa mik DBOpeuHa GyHKIHUA.
Toid Kato SyAe30HM] ¢¢ eAMMUHNPA NPeAMMEO upe3 MeTabonuaupane B YepHus Apod, npu
MALMEHTH ¢ TEXKa YepHOAPOOHA LIMpO3a MOXKE Ja C€ OUAKBA [IOBHILICHA €KCIO3UIIHS.

IlpH penata, KOMTO He MOIaT Ja BAMLIBAT NIPe3 MYHANIYKa, MOXKE Ia C€ H3IIOA3Ba MACKA.

Iy IMHKOpPT cycnensHsa 3a HeOyAH3HpaHe C€ MHXAIUpa ¢ TIOMOILTA Ha HeDyJu3aTop, cHabteH
¢ MYHIIYK WIHM ¢ MOAXOAALIA MacKa.

He 1pabga na ce U3non3Bat yITpa3ByKOBH HEOYIIM3AaTOPH, ThH KATO T¢ 10C
HMCKA J03a OyAC30HK Ha NALHEHTA.




HeOynu3aTophT 1 KOMIPecopsT (MPpONeNUpanioTo yeTpoicTso) TpAOBa 1a ce HACTPOAT TaKa,
ye npeobnafaBalnaTa yacT OT KankuTe Ha TEYHOCTTA Ia ¢4 B rPaHHIMTE OT 3 J10
5 MEKpoMeTpa.

Enno npoydeaHe in vitro e nokasano, ue HeOymusaropu ot Tuna Pari Inhalierboy, Pari Master
H Aiolos 10CTaBAT CpaBHEMM 1034 Ha OYAE30HHA.

KonudecteoTo Gye30HMA, OCTaBEHO HA TALHEHTa, Bapupa Mexay 11 u22% ot
KOJIMYECTBOTO, BIOKEHO B HEOyIH3aTOp2a K 3aBHCH OT (PaKTOPH Karto:

s BpemMe 3a HeOynuzupane.

Ob6em.

Texuuuecka paboTa Ha komiipecopa (POMENHPALIOTO YCTPOHCTBO) H HEDy IM3aTOpa.
PecrmparopHMs o6eM Ha naLydeHTa.

YnotpebaTa Ha MacKa WIH MyHJILIYK.

CKOpOCTTA Ha BE3AYIIHUA MOTOK Npe3 HeGynH3aTopa ChiO € BaXHA. 3a Ja ce NONy M
MAKCHMAJIHA HAIMYHA 1033 Oyae30HM], € HeoBX0AHMA CKOPOCT Ha NOTOKa OT 3-8 I/min.
[Tenauar obem Tpadea ga 6vae 2-4 ml.

MakcuMaiiHa HaNMuyHa A03a NpY MaJKHU Aella ce MOCTHra 4pe3 yrnorpeda Ha I1bTHO
NpUJICTBAIla KbM JIMLIETO MacKa.

EnHokparHaTa JO30Ba €JUHMIIA TPAOBa BHUMATEITHO Aa ¢e Pa3sKiiaTH NMpean a Ce OTBOPH.

KamepaTa Ha HeGy/H3aTopa Tpa6Ba Aa ce MOYMCTBA clied BCAKO npunoxenne. Kamepara u
MYHJLIYKBT ¢¢ H3MHBAT C TOILTA YSHIMAHA BOJA, KATO C€ U3MONI3BA MEK ACTePreHT.

Kamepara ce u3nnakpa oOWIHO, H3CYLIABA Ce U Ce CBBP3BA ¢ KOMIIPECOpa MITH OTBOPA 33
BB3/yX. BHKTE CHINO M HHCTPYKIMHTE 3a YNOTpeOa Ha MpOM3BOAMTENA HA HeOy/IM3aTOPa.

3ABEJIEXKA BaxHno e na ce MHHCTPYKTHPA NALIMCHTA/TO3M, KOUTO 1onara rpi:Ku

- 34 JZia ce TPEOTBPATH Apa3HeHe Ha KOXKATA Ha JIMLUETO, KOraTo ¢e U3MOJ3Ba
JIMLEBA MacKa, JIHLETO TpAOBa Ja ce U3MHBA.

4.3 IipoTHBoNOKa3aHHA
CBpPBEXUYBCTBHTEIHOCT KBM OYA€30HH WIH HAKOE OT IIOMOILIHHTE BELICCTRA.
4.4 Cneuna Ul npexynpeskienas H NPeANAIHA MEPKH IIPH ynorpeda

CucTeMHH e()eKTH MOTAT A3 CE NPOABAT ¢ BCEKH MAXANATOPEH KOPTHKOCTEpOU], 0c0obeHo
TIPH BHCOKH JIO3H, [IPEAIMHCAHH 3a MPOXbIDKUTENEH nepHod. Te3u edexru ce nposBaBar
MHOTO IO-PAAKO I[1PH HHXATATOPHO JICYEHHE, OTKOJIKOTO [TPH NMEPOPATHH KOPTHKOCTEPOHIH.
B13MOXKHH CHCTeMHH e(heKTH BKIIOUBAT CHHAPOM Ha Cushing, KbIIHHTOHAHH YEPTH,
HaaOBOpeuHa cynpecus, sabapsaHe HA pacTeXa NMpH Jela | I0ApacTBallly, NOHKABAHE Ha
KOCTHATA MHHEPAIHA TUTETHOCT, KATAPAKTA, INIAYKOMa U MO-PAAKO PEAHLA IICHXOJIOTHYECKH
WJIH IOBEAEHYECKH €PEKTH, BKMIOUUTETHO NCHXOMOTOpHA XHIIEPAKTHBHOCT, HAPYLICHHS Ha
CbHS, TPEBOKHOCT, JEMPEeCHs HITH arpecus (IIpeIHMHO NpH Aela). 3aToBa € BaXKHO 103aTa Ha
MHXATATOPHUTE KOPTHKOCTCPOMIM AA C€ TUTPHpa A0 HalW-HHCKATAa, IIPH KOATO Ce 1O
e(eKTUBEH KOHTPOJI Ha aCTMATA.

bynesonua He € npeaHasHayeH 3a OBLP30 NMOBIMIBAHE HA OCTPHUTE CMHU30NH HA
ca HeoOXONHMH HHXANATOPHU ObpioAeicTBAd OPOHXOAWIATATODH.



3pHTENIHH CMYIICHHA
[pH CHCTEMHO H JIOKANHO TIPHIOKESHHE HA KOPTHKOCTEPOH/IH €3 BE3MOXHH CHOOIICHHA 32

3PUTENTHH CMYLIEHUA. AKO NpPH MALUMEHT €a HATMLE CHMIITOMH KaTO 3aMBIIICHO 3pEHHE WIH
JPYTH 3PUTENTHU CMYIIEHHA, TIAIIHEHTHT TPAOBa 21a Ob/ie HACOUESH 3a KOHCYNTALuA C
oTaIMONIOT 33 OLIEHKA Ha Bb3MOKHUATE NPHYHHH, KOWTO MOTAT Ja BKTIOYBAT KaTAPAKTA,
rayKoMa Wi peAKH 3a00JBaHHs KATO LEHTpajiHa ceposHa xopuopetrHonaTkd (LICX), 3a
KOHTO ce chOOIABa Clie/l CUCTEMHO M JIOKAJTHO H3MOJI3BAHE HA KOPTHKOCTEPOUIH.

ITo BpeMe Ha Tepaliia ¢ HHXANATOPHH KOPTHKOCTEPOHIH MOXKE JIa C€ PasBHE OpayiHa
KaHaH103a. Ta3H MHQEKIHA MOXKe 13 HAJIOKH JISHEHHE ¢ [IOIXO/IA1IIA NPOTHBOrb0HYHA
TEPAaIHI H IIPH HAKOH NMAlLMEHTH MOXE 13 € HCOOXOUMO NPEKPATIBaHE Ha TepanuiTa (BXK.
ChIHO TOUKA 4.2).

Koraro u3noi3eaT HHXalIaTOPHH KOPTHKOCTEPOHIH, MALMCHTHTE TPAOBA 1a CH U3IL1aKBaT
YCTaTa C BOJIA Clie]] BCAKO MPHIIOKEHHE TIOPaal PHCKA OT HHQEKIHA Ha OPOQapHHKCa,
npeausBukaHa or Candida.

EAxoBpeMeHHOTO JIeYeHHE ¢ KETOKOHa301, HTpakoHaszon, HIV-nporeasHyd HHXMOUTOPH HIIH
Apyry Mownu HEXHOHTOpH Ha CYP3 A4 Tpsabea na ce n3barsa. AKo ToBa He € BE3MOXKHO,
MHTEPBATT MEXIY IPHIOKEHUETO HA JIeKapCeTBaTa TpAOBa Aa ObAe, KOJIKOTO € Bb3MOMHO
NO-ABJIBI (BXK. CHINO TOYKA 4.5).

OcobeHo BHUMaHHUE € HY>KHO ITPH NAUEHTH, KOHTO [IPEMUWHABAT OT [MePOPaJIHH
KOPTHKOCTEPOHAHU, Thil KATO T€ MOraT 3HAYMTENHO BpeMe Ja €& ¢ PUCK OT MOHIKCHA
HaaOROpeyHa (pyHkuns. [armenTure, npu KOUTO € NpuJarata CrCIiHa Tepanus ¢ BUCOKH
AO3H KOPTHKOCTEPOMIH MITH ¢a OWIH Ha NPOJb/KHTEIIHA TEPANHA ¢ HAH-BUCOKUTE Bb3MOXKHH
J034 HHXAJATOPHH KOPTHKOCTEPOKAH, CHLIO Ca PUCKOBH. 1€3H NAalHEHTH MOTaT A4 MpOABAT
NpH3HALM 1 CHMIITOMH Ha HaaOb0peyHa HEAOCTATBYHOCT, KOraTo €a H3MIOXKEHHU HA CHIICH
crpec. [To BpeMe Ha IEpHOIH Ha CTPEC WITH TUIAHOBH OTIEpallMH Tp16Ba Aa ce MMa IPCABHA
OOITBJIHHTENIHO CUCTEMHO KOPTUKOCTEPOMHO NIOKPUTHE.

1o BpeMe HA IPEMUHABAHETO OT NIEPOPANTHA TePanMd ¢ KOpTHKOCTEpoRaH KbM [lyMukopT
MOX€E /1a Ce MOABAT NPEAMIIHN CUMITOMM KaTo MYCKYJIHAa U cTaBHa bonka. B TakuBa ciyyau
MOe 712 € HeoOXOTHMMO BPEMEHHO YBEJIWUEHHE Ha T03aTa Ha NEPOPaIHHI KOPTHKOCTCPOUL,.
Koraro, B OTAEIHA ClIy4aM, ce MOABAT YMOPA, rIaBoboIHe, rajeHe, MOBPBIIAHe WK MOA00HH
CUMIOTOMHM, TPAOBa Aa ce Nnoji03Hpa HEAOCTaThueH 001 €eKT HAa KOPTHKOCTEPOHJA.

3aMecTBaHETO HA CHCTEMHOTO CTEPOUIHO JieucHHE ¢ Iy IMHMKOPT NOHAKOra BOJIH A0
NPOABATA HA aNePruu, HANMPHMEP PUHMT U eK3eMa, KOMTO Mpen TOBa ¢a Ol KOHTPOIpaHn
OT CHCTEMHOTO JICUEHHE.

HeoGxoauMo € CrieLiHaTHO BHEMAHME TIPH TIALHEHTH ¢ JaT¢HTHa OenoapofHa Tybepkyiosa H
[pH NALMEHTH ¢ FBOMYHH MW BUPYCHH MHAEKIIMH Ha THXATCTHUTE ITbTHILA.

Ioeruseane na pacmedica
Ilpenoptupa ce peIORHO NMpOCIIeAIBAHE HA PACTEKA NPH ACLA W IOHOIHH, NOJTyqaBail
TPOTLIDKMTENHO JIEYEHHE C KOPTHKOCTEPOUAM. AKO pacTexsT ce 3afasy, Tepanuara Tpsdsa
Jia ce IPEOUCHH B TIOCOKA Ha MIOHWKABaHe Ha /1o3aTa MHXanaTopeH kopTukocTepor. Ilonsara
OT JIEYEHHETO C KOPTUKOCTEPOHUN U BE3MOXKHHUTE PHCKOBE OT IOATHCKAHE Ha pacTexX

MaLHEHTa KbM NICIRATEP TYMOJIOT,

KakTo H npu XpyrH MHXaNAaTOPHH TEPAruy, BEIHAra CJIe/ IPHEMa Ha io3aTa
BB3HMKHE MAaPaJoKCaIeH OpoHXoCna3bMm. AKO € HATMLE OCTPa peaklud, ede



HHXanatopen Oyne3oHuA TpAORa He3abaBHO Aa ce NPeyCTaHOBH, NALHEHTHT AA CC H3C/C1Ba H
aKo ce Hajara Ja ce 3afovHe alTepHaTHBHA Tepamnus.

[TanpenTrTe TPAGBA fa ce HECTPYKTHPAT 4 CE CBLIKAT C JIEKyBallis CH JIeKap, aKo eeKTsT
OT Tepanusra o010 HaMallee, Thil KATO MHOIMOKPATHOTO HHXAJIMPaHe MPH TEXKKH aCTMATHYHH
NPUCTEIM He TPAOBa Aa 3a0aBs HAYAJIOTO HA APYro BaKHO JicueHHe. IIpu HacThIBaHe Ha
OCTPO BJOIIABaHE TePANUATA TPAORA /1a C€ JOMBJIHH € NIEPOPAIHH KOPTUKOCTEPOHIH €
KpPaTKO JCHCTBHE.

[loHwxeHara yepHOAPoOHa PYHKUHA MOXKE 1A OKa)Ke BAMIHHME BbPXY CIMMUHHPAHETO Ha
Oye30HH]I.

4.5 BianMopeiicTBRE ¢ APYIH JICKaPCTBEHH NPOAYKTH A APYrH GOPMH HA
B3aHMOACHCTBHE

He ca n3BeCcTHH KIHHHYHO 3HAUHMH B3aHMOJCUCTBHA ¢ JICKAPCTEA, KOMTO C¢ H3MOJI3BAT 34
JeUeHe Ha acTMa.

IIpu egHOBpeMEHHO IPHIIOKEHHE KETOKOHA301 200 mg BeAHBXK JHCBHO € yBCIIHYHII
IUIA3MEHHTE KOHLICHTPALHMK Ha IIepOPATHO NpIIoxkeH OyAc30HKA (3 mg eIHOKPATHA N1033)
cpeano wect wpTH. Korato ketokonaszon e 6un npwiokeH 12 vaca crien Oyne3oHH],
KOHIEHTPALMATA CE € YBEIMTIIA CpeJHO TpH NbTH. Jluncsa HHopMaLKI 32 HHXAIATOPHO
NPHWIOKEH Oyne30HKA, HO U B TO3H CIyyall ¢ 04aKBa rojiaMO YBEIHUCHHE Ha TUIA3SMCHHTC
HUBA. TBif KaTO JIMIICBAT AAHHH, KOHTO Ja MO3BOMAT AA C€ HANPABAT IPEJI0KCHHA 3a
AO3UpPaHE, Ta3u komOuHaLHA TpAOBa Aa ce U30iArBa. AKo TOBa HE € Bb3MOXKHO, HHTEPBATBLT
MEXTy PHEMHTE Ha KeTOKOHA30J1 ¥ OyAe30HK TPAOBa /1a OBbAAT, KOJIKOTO € B3MOXKHO MO-
apard. Tpsabea Aa ce obMHUCIM B HaManeHHe Ha fo3arTa Ha Oynesonua. Jpyrd MOLIEY
nHxuburopu Ha CYP3 A4, nanpuMep HTPaKOHA30] BEPOATHO CHILO NMPEAW3BHKBAT
NOAYEPTAHO YBEJIHYEHHE HA IUIa3MEHUTE HUBA Ha Oye30HH.

[ToBHilIeHH 1a3MEHH KOHLUEHTPALMH B 3aCHIIEHH eeKTi Ha KOPTHKOCTEPOHIMTE Ca
HaO/MI0aBaHH MPH KEHH, KOHTO MPHEMAT CHILO H €CTPOreHH H KOHTPaleITHBHN
KOPTHKOCTEPOH/IM, HO He € HabmiogaBaH edekT ¢ Oy1e30HHI H €NHOBPEMEHEH NIPHEM Ha
HHUCKONO3HPaHH KOMOMHHpaH! NepopalHH KOHTPALICIITHBH.

Tri kaTo HanOBOpeuHaTa QyHKLHA MOXe Ja ObAe NOTHCHATA, TECTHT ChC CTUMYITHPAHE C
AKTX 3a qHarsocTika Ha Xunogdu3apHa HEJOCTATHUHOCT MOXKE Aa Aaje (aiitHBH
pe3yaraTd (HUCKH CTOMHOCTH).

4.6 bpeMenHOCT H KbpMene

bpeMeHHoct
Haanure ot npuOan3nTenno 2000 SpeMeHHOCTH He ca pa3KpHJIH NMOBHIIEH PUCK OT

MalOpMAalIMH B PE3YJTAT Ha JIeYeHHETO ¢ OyaesoHua. HMzcneapanuara npy ;KUBOTHH Ca
MOKa3a/H, ue TTFOKOKOPTHKOMIHTE MOraT 1a MHAyHHpaT MandopMaumu (BX Touka 5.3), Ho ce
CUWTA, 4€ TORA HAMA IHAYUCHME 33 YORCKA B NPSNIOPHUBAHATA O3UPOBKA.

[TpoyuBanusaTa BBEpPXY KHBOTHH CHIIO HACHTHOHLHpPAaXa BPE3KATA MEXKY €KCLICCUBHHTE
TPEHATAJIHH NIIOKOKOPTHKOMAH H NOBHIICHUTE PUCKOBE OT UHTPAYTEpHHHA peTapAalus Ha
pacrexa, chpAecYHOCHAOBATa GonecT IIPH Bb3PacTHH U NEPMAHSHTHHTE IPOMEHH B I'bCTOTATA

CKCIIO3HIHHA MO TCpATOr€HHaTa A034a.

[1o BpeMe Ha OpeMeHHOCT uenTa TpaOBa 1a Ob/ie NpuiaradeTo Ha HalH-HUCKaTa
103a Ha Oy1e30HM, KaTO ¢€ UMa OpeABH/ PHCKA OT BJIOLLIABAHE HA aCTMATa.



IToBeueTo pe3yATATH OT IPOCIICKTHBHH ENMAEMHOIOrHYHH NPOYUBAHHS H B CBETOBEH Maad
MOCTMAPKETUHIOBH JIAHHH HE Pa3KpUBAT MIOBUILIEH PUCK OT HEXKCTAHH €(DEeKTH 32 MIoAa H
HOBOPOJIEHOTO OT ynoTpedaTa Ha MHxanaropen Gyae30Hn Mo BpeMe Ha GpeMeHHOCT. BaskHo
€, KaKTo 3a IUI0JAa, TaKa W 3a MakKaTa [a ce MOAABPKA NOAXOAA1IA TepanUd 3a acTMa I10
BpeMe Ha OpeMeHHOCTTa. KakTo M nipH JpyrH fiekapcTBa NPWIOKEHHETO Ha Oy1€30HHA N0
BpeMe Ha OpeMEHHOCT U3MCKBA OLICHKA Ha MOM3MTE 34 MaldKara CripAMO DHCKA 3a IUI0AA.

KspMeHe

BymezoHMt ce eKCKpeTHpa ¢ KbpMaTa. Bhapeku ToBa He ce o4akBa pHeMsT Ha [lynMukopt
CycneH3us 33 HeOyIU3arop B TEPareBTHYHY J03H [Ia OKAKE BIMAHHE BbPXY KBPpMaveTo.
[TynMukopT cycnieH3Hs 3a HeOynH3aTOp MOKE J1a C€ H3NOJI3BA MO BpeMe Ha KBPMEHE.

[Moaawspxkaio neveHue ¢ uaxanaropeH Oyaesonua (200 wim 400 MukporpamMa Apa INbTH
JHEBHO) MpH 4CTMATHYHM KEpMadKkHd € J0BeNO A0 He3HAYMTE/IHA CUCTEMHA eKCTIIO3HIHA Ha
Oyae30HU NP KbpMadeTara.

IMpu papMakOKHHETHIHO MPOYUBAHE, ONIPE/IE/ICHATA JIHEBHA /1032 NIpH KbpMayeTa € 0,3% ot
JHEeBHaTa MaivHHA JI03a H 3a JABETe JIOSOBH HHBA, a CpeJHATA [UIa3MeHa KOHLICHTpalluA MpH
KbpMaueTara € OlleHeHa Ha 1/600 oT KoHLieHTpalluKTe, HabNIoNaBaHHu B IIA3MaTa Ha
MaHKaTa, KaTo ce MPHEME IThJIHA OpanHa OMOHATHYHOCT HA KbpMayeTo. KOHLICHTPAlHUTE HA
Oynesonng B mIazMeHuTe NpoOH Ha KbpMadeTara ¢a ro-HACKU OT IpaHMLATa 34
KOAWYECTBEHO ONpele/iHe.

B13 0cHOBa Ha JaHHHTE 32 HHXANATOPEH OyAe30HH U (aKTa, ue OyAe30HHA [POoABsiRa
TUHEHHA GpapMakOKHHETHKA B TepPaneBTHYHHTE A030BH HHTEPBAIH CJIE] HA3aIHO,
HHXAJIATOPHO, MEPOPATHO H PEKTATHO NPUJIOXKEHHE, B TCPAINCBTHYHH 1034 OyAe30HHA,
EKCIIO3UIUATA HA KEPMAUYeTO e o4yaKkea Aa Obje HUCKa.

4.7 EdexTH BbpPXY ¢NOCOOHOCTTA 32 LIOpHpane H padoTa ¢ MALUHHH

[TynMukopt cycniensus 3a HeGyau3aTop He NOBIMABA CTIOCOOHOCTTA 32 modupane U padoTa ¢
MAaILUKHH,

4.8 HexenaHH JEKAPCTBEHH PeaKiHu

Moxe na ce o4akBa, ue go 10% ot neKyBaHWTE MAIIMCHTH 1€ [10JTYYaT JIOKAIHH HeXKeJIaHH
e eKTH.

YecTOTHTE Ha HEXKENIAHHTE PEeaKLHM Ca CTeNeHyBaH| KAKTO CeABa: MHOTO YecTH (> 1/10),
gectu (> 1/100 no < 1/10), vewectu (> 1/1 000 no < 1/100), peaxn (= 1/10 0600 no < 1/1 000)
H MHOTO peakH (< 1/10 000).

Ta6aama 1: HexeJaHu jiekapcTBeHH peaknay no cacreMo-oprasen kaac (COK) n
4eCcTOTA

Cucremo-opraden | Yecrora Hexenana peakiusa

KJiac

Hudexuuu u Hecmu OpodapHHreaina KaHIHI03a

HHecTauy

Hapyluenns na Peoxu HezabaBHH W KECHH peaKklvi Ha

HMYHHATa CHCTEMA CBPBXUYBCTBHTETHOCT*, BKITIOYHTE
KOHTAKTEeH AePMATHT, YPTUKapHi, a
aHA()HIAKTHYHA peaKiud




Hapyienia na Peoxu Ilpu3Haniy ¥ CHMITTOMH HA CHCTEMHH
eHJOKpHHHATa KOPTHKOCTEPOHIHH e(QEeKTH, BITFOUATEITHO
CHCTEMA HaxOBOpeUHa cynpecHs M 3abaBsiHe Ha pacTexka*™
Hapyuienvs Ha Heuzsecmua I'maykoma
OYHUTE yecmoma
Hevecmu Karapakra, 3aMBIJIEHO 3peHHE (BX. CBHHIO
TO4YKa 4.4)
[Tcyuxuuuu Peoxu beznokoiicTBO, HEPBHOCT, NOBEACHYECKH IPOMEHHU
HapyLICHHA (NpeIMMHO MpH JeLa)
Hevecmu TpeBOXKHOCT, ACHPECHS
Heuzeecmna HapyiieHHa Ha CbHS, MCHXOMOTOPHA
yecmoma XUNEPAKTUBHOCT, arpecHs
Hapywienus Ha Hevecmu Tpemop
HEpBHATA CUCTEMA
Pecrniuparopsy, Hecmu Kauuna, nperpakHaaiocT, Jpa3HEHe B I'bPJIOTO
rpBAHH H Peoxu BporxocnazsM, TACHOHNS, MPerPaKHanocT* **
MEJIUACTHHATHH
HapyLIEHHs
HapyineHus Ha Peoxku KpbBOHacamaHe
KOXKaTa U
MOAKOKHATA ThKaH
Hapyliienns Ha Hevecmu MycKynHA cna3Mu
MYCKYJIHO-CKEIETHA
Ta CUCTEMA H
CheAMHHTEITHATA
THKAH

* ObbpHeTe ce kbM ,,OnHcaHne Ha N30paHH HEXKENAaHU PEaKLHK ™, Apa3HEHE Ha KOXKaTa Ha
JULETO, MO-AOITY.

** O0ppHeTe ce KeM I lequaTpuyHa moryauus” ro-aomy.

*** Panko npu aela.

Onucanue Ra U30Pany HeJICenanu peaxyuu

IMopaau pucka oT Hudexmu, npuunHenu ot Candida B opodapuHKca, MALMEHTET TPsAOBa 1a
H3IUIAKBA YCTaTa CH C BOJA CJIe]] BCAKO BIIPBCKBAHE.

B oTaenHu ciryuad MoXe Aa BE3HMKHAT CHMATOMH H MPH3HAllH HA CHCTEMHH
IMIOKOKOPTHKOUAHH €QEKTH, NpH ynorpeda Ha HHXANAaTOPHH FHOKOKOPTHKOH/IHH,
BKJTIOYMTEIHO HAAOBOpeUHa XUNo(YHKINS, BEPOSTHO 32BHCELLHU OT 033, BpEME Ha
SKCIIO3HLMA, €JTHOBPEMEHHA M NpPeaHIIHA €KCTTO3ULUMA HA KOPTUKOCTEPOHIH H HHAHBHYa/THA
YyBCTBHTETHOCT.,

Cpolluaga ce 3a Apa3sHeHE Ha KOXKaTa Ha JIMLETO, KATO IIPHMED 3a peakiys Ha
CBPBXYYBCTBUTEIHOCT B HAKOH CITy4YaH, KOTaTo € H3MOI3BaH HeOyM3aTop ¢ THLEBA MACKA.
3a aa ce IpeaoTBpaTH Apa3HeHe Ha KOo)KaTa Ha JIHLETO, KOraro ¢€ U3NoI3Ba JIMIEBa Macka,
nULeTo TpabBa 1a ce M3MHBA.

Knunnunu npoyuBanus ¢ 13 119 nanyeHTH Ha Tepanus ¢ HHXanaTopeH OyAe30HHA H
7 278 nauuenTH ¢ nnanedo ca o6o6meHH. YecToTaTa Ha TpeBoxHOCT € 0,52% mpH

A ﬁb\\

HHXaIaTopeH Oyae3onna U 0,63% npu mauedo; yectotara Ha aenpecus € 0,67% qfﬁ- f?‘:@;\‘
HHXanaTopeH Oyaesonna u 1,15% npu nnaueto. ST
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Heouampuuna nonynayus



[Topaau pHck ot 3a6aBsHe Ha pacTe)ka NPH NeAMaTpHYHATA MIOITy JIALMS, PACTEXKBT TpOBa Aa
ce CJIeJIH, KaKTo € OMUCaHO B TOYKa 4.4.

CbofuaBaHe HA NOJO3HPAHH HEKeJIAHH PEAKIHH

CpobIaBaHETO HAa MOAO3UPAHH HEXKETIAaHH PEaKLIKMH CJIE] pa3peiaBaHe 33 yrnoTpeba Ha
JIeKapCTBEHHA NMPOAYKT € BakHO. ToBa MO3Bo/BA Ja HPOAB/DKH HaOIOAEHHETO Ha
CHOTHOLICHHETO TON3a/PHCK 32 JIEKAPCTBEHHA MPOAYKT. OT MEJUIIHHCKHTE CIICIIHATHCTH CC
W3MCKBA Na ChOOLIABAT BCAKA TIOA03MpaHa HEKENaHa peaxiing ao.

brarapus
HznbIHATEIHA areHIMA 1o Jekapereara Y. ,,Jlamsan I'pyes” Ne 8

1303 Codua
Ten.: +359 2 8603417
yebcailT: www.bda.bg

4.9 I1peposzapane

Octpo npegosupane ¢ [TyIMHKOPT cycneH3Hs 3a HeOYIM3aTOp, AOPH B €KCLECHBHH J03H, HE
On TpaOBano Aa € KIuHKYeH NpobieM. AKO ToH ce M3N0I3Ba XPOHUYHO BbB BUCOKH JIO3M,
MOXE JIa Bb3HHKHAT CHCTEMHM FIIOKOKOPTHKOMAHH €(EKTH KAaTO 3aCHICHH KOPTH30JI0BH
edeKTH U MOTUCKAHE Ha HaaOBOpeunara QyHKUHA.

5. ®PAPMAKOJOIHYHHU CBOMCTBA

S.1 PapmakoIEHAMHYIHH CBOHCTBA

dapmMakoTepaneBTHYHA MPYIIa: MHXAIATOPHH JISKapCTBa 3a 0OCTpYKTHBHY 3a00NBaHNA Ha

IUXATENHUTE [ITHINA,
ATC xoa: RO3B A02

B}’HGSOHHH ¢ IMKOKOKOPTUKOCTEPOH/ ¢ BUCOKA JIOKAJIHA MPOTHBOBB3NAIHTC/IHA AKTHBHOCT.

ToyHuaT MEXaHH3EM Ha ASHCTBHUE HA TIIOKOKOPTHKOMAUTE IIPH JICUCHHETO HA acTMaTa HeE €
HAIThJIHO U3ACHEH. BeposaTHO NPOTHBOBE3NANHTE/IHH edeKTH KaTe HHXHOHpaHe Ha
0CcBODOKJaBaHETO HA METHATOPH HA BB3MAICHHETO H HHXHOHpaHe Ha LMTOKMH-MEIHHPAHHA
MMYHEH OTTOBOP €a OT 3HaucHue. AKTHBHOCTTA Ha OyA€30HH, H3MEpeHa KaTo a(HHHUTET KbM
IIIOKOKOPTHKOHAHHUTE pelienTopH, e npuOan3HTeTHo 15 MbTH m0o-BHCOKA OT Ta3! Ha
[IpEAHU3O0JIOH.

Byne3oHUI MMa MPOTHEOBB3NANMTEIHH e(eKTH, NMPOABABALIH e C HamaieHa OpoHXuaHa
oOCTpYKIMA, KaKTO NIpe3 paHHAaTa, Taka U Ipe3 KheHaTa da3a Ha ajlepruysara PeaKiyus.
byne30HHa HaMalIABa AKTHBHOCTTA HA XHCTAMHHA H MCTaXxOJIMHA B JIMXATC/THUTE [TBTHLLIA HA
XUNeppeakTUBHUTE NaleHTH. [IpoyuraHMa ca MoKa3aiH, Y€ KOJIKOTO O-PaHO Ce 3aMnoyHe
JedeHue ¢ OyIe30HU] CJIe HAaYaJI0TO Ha aCTMATa, TOJKOBA To-1o0pa 6enogpobHa pyHKuM
MOKE JIa Ce OUaKRa,

Bruanue ebpxy koHyenmpayuama Ha naa3mMen KOpmu3on.
IlpoyuBanusTa npu 3apasu n106posomu ¢ [lynmuxopt Turbuhaler nokassat /10303aBHCHM
€(eKTH BBPXY IUIa3MEHMA H YPHHEH KOopTH30J1. B npenopbsyanuTe A03M, [1yTMHKO
Turbuhaler npuunHABa 3HAUKTENHO MO-MaTbK edekT BhPXY HanbwOpeyuHara ¢y
OTKOJIKOTO nIpeaHH30H 10 mg, xakTo ce prwiaa ot ACTH Tecrosere.




B npenopbuBanute 1034 HyaMHKOpT HE NPHYHHABA KIIHHHYHO 3HAYHMH NMPOMCHH B
GasanHuTe MIA3MEHH HMBA HA KOPTH30J1a IWIH B OTroBopa Ha cTuMynupare ¢ ACTH. 1lpw
3/ipaBH 106 poBoJiLM obave € HabmoaaBaHO A0303aBUCHMO MOATHCKAHE HA KOPTH30J1a B
IJIa3MaTa ¥ YpUHATA Cnej KpaTKOTPanHO NPHIOKEHHE.

Ipu nena Han 3-roguiHa BE3PAcT HE ¢a OTOENA3aHH CHCTEMHH €(EKTH NPH J03H 10

400 muxporpama aaeeHo. B rparuunte 400-800 Muxporpama JHEBHO MOKe 1A CE MOABAT
GHOXMMHYHM IPH3HAIH Ha cHetemed etekT. [Ipu aHeBHM Jo3u Haj 800 MHKpOrpaMa TakHBa
NpH3HAIH ca yecTH. Tasu uHpopmauHa ce oTHacA 3a Iy IMHKOpT, NpHIiaraH HHXajiaTopHo
KaTo Crpei 3a HHXAJIHpaHe U Npax 33 HHXAIUPaHeE.

CamMara acTMa, KakTO H HHXAIATOPHHTE KOPTHKOCTEPOHIH, MOJXKE Jia 3a0aBM pacTexa.
IMpoyuBanns MpH el M MIAIEKH, EKYBaHH ¢ Oy 1e30HH NPOIBIDKHTETHO (40 11 roauHn),
NOKas3eaT obaue, 4e NALMEeHTHTE MOXKE Aa NOCTHIrHAT O4YaKBaHATa BUCOYHHA 33 BB3PACTHH.

HMuxanaropHara Tepammus ¢ 6yae30HK € ePeKTHBHA 32 TPOMPHIAKTHKA HA aCTMa MpH
(pH3UYECKO YCHITHE.

{1ecuampuvuna nonyrayus

Knunuynu oqunu — acmma

EdukacHocrra Ha TTyIMHKOPT CycrieH3Hs 3a HeGy/IM3aTop € OLISHEeHa B rojisM Opoi
NPOyYBaHHS | c& JEMOHCTPHPa, 4e [y IMMKOPT cycrenana 3a HeOynu3aTop € eHKaceH,
KaKTO IIPH Bb3paCTHHU, TaKa M TIPH Jiela KATO JIEKAaPCTBO IPHIIAraHO BCIHBK WIH ABa NBTH
JHEBHO 3a MpOodUWIAKTHYIHO JNeUcHHe HA NepcHcTHpalla actMa. Hakonko npumepa 3a
PCACTABUTEITHH MPOYUYBAHMA ca JAACHH I10-A0TY.

Knunuunu dawnu — kpyn

Hskonko npoyupaHHs Npu Jetia ¢ Kpyn cpasHsBar [IyIMHKOPT CyclieH3Hs 32 HeOYIHM3aTop ¢
maneoo.

IMpuMepH 3a npeACTABATENIHH POYYBAHHA, KOUTO OLICHSBAT yniorpedarta Ha IlyaMukopT
CyCIieH3M4 3a HeOyIHU3aTop 3a JICUeHUE Ha el ¢ KPyI cd JaJCHH (0-105y.

Eguxacnocm npu deya ¢ nex 0o ymepeH Kpyn

Pangomuzupano, ABOiHO-CIIATIO, TUIaLe00-KOHTpONHpano H3NKHTBaHe NpH 87 Aeua (Ha
BE3pacT 7 Mecena A0 9 roaMHy), npHeTH B 00NHHLE ¢ KITHHHYHA JHArdo3a Kpyn € IIpoBeAcHO,
3a J1a e YCTAHOBH Aany IIynIMuKkopr cycniensus 3a HeOynu3aTop noaodpasa OlieHKara Ha
CUMIITOMHTE Ha KPyIl MJIH Jajid CKbCABA Mpectod B Oosiaaua. IpunoxkeHa ¢ AHHLMHpalia
no3a [TynMukopt cycriensud 3a webymuzarop (2 mg) wiv nmiauedo, nocneasaHa WM or
[TynMukopr cycrieH3nd 3a Hebymusarop 1 mg wim mnanedo Ha BeekH 12 vaca. IlynMHkopT
CYCIEH3HA 3a HEOYIM3ATOP CTATHCTHYECKH 3HAYHMO NoaoOpABa OLieHKaTa HA KpYII Ha 12-Tus
¥ 24-TH3 Yac U Ha 2-pyd Yac TIPH NallMEHTHU ¢ TbPBOHAYaIHA OLICHKA Ha CHMITTOMHTE Ha KpYH

Hax 3. Chilo Taka NPoab/LKUTEIHOCTTA Ha MPECTOl € pefyuupaHa ¢ 33%.

Eguracnocm npu deya ¢ ymepen 0o medcek xpyn
PanjomMu3npato, ABOHHO-CIANO, IaneO0-KOHTPONIHPaHO NPOYYBaHE CPAaBHABa
e¢uxacHocTTa Ha [IynMHEKOpT cycneH3Ha 3a HeOYIM3aTop H [L1aLEDO NpH JICIEHHETO Ha Kpyn
npu 83 KkepMaueTa U felia (Ha Br3pacT 6 Mecena Ao 8 rolMHN) NpHETH B HOTHMILIA C KPYIL.
[MaumeHTHTE Ca NOMyYaBaaH wiH [lynMHKOPT cycrieHsua 3a HeOymu3aTop 2 mg wiM mianebo
Ha Bcekd 12 yaca 3a MakcuMyM 36 yaca WiIH /10 H3nucBase oT Oonauua. Odmiara oleHka Ha
CHMMIITOMHTE Ha KPYH € onpeaenena Ha 0-Bus, 2-pust, 6-s, 12-THA, 24-THA, 36-THA 1 4
4ac OT IbpBOHauaMHatTa 103a. Ha 2-pua 1ac u asete rpyn# Ha [lynMukopT cycnguads
HeOynm3aTop 1 Ha Twiauedo nokassaT CXOAHO NoJoOpeHne Ha OLECHKATa Ha CHMHTTON
Kpym, Oe3 craTHCTHYECKH 3HAYHMa pa3iuka Mexay rpynure. Jlo 6-THA vac, GHS
CUMIITOMHTE Ha KPYI B rpynara Ha [TyJIMEKOpT cycneH3Hd 3a HeOynH3aTop




CTATHCTHYECKH 3HAYHMMO CIIPAMO CPYNATa Ha rianefo, KaTo ToBa NoAodpeHue CrpaMo
nmnanedo ce JEMOHCTpHpA II0 ¢XO/I¢H HAaYWH Ha 12-THa U 24-THd Yac.

5.2 ®apMakoKEHEeTHYHH CBOHCTBA

Pezopbuyun

[1py BB3pacTHH cHCTEMHATa OHOHATHYHOCT Ha Oyae30HuA cell Mpunoxkende Ha [lyaMukopT
CyCHeH3Hs 3a HeQyau3aTop npes mxeT HeOyauzaTop ¢ mpubmusureHo 15% or HoMHHaTHaTa
no3a u 40% no 70% ot no3ara, AOCTaBeHa Ha nardenTyHTe. Maika paxiys OT CHCTEMHO
HAJIM4YHOTO JIEKAPCTBO ¢€ IBJDKH Ha NMOrLJIHATO JIEKAapCcTBO. MakcHMaiHaTa niasMeHa
KOHLEHTPAHMs, KOATO ce A0cTHra okoo 10 go 30 MHHYTH ¢jieA HAUAIoTO Ha HeOYIH3aIMATS,
¢ npubnusnrenno 4 nmol/l cnes ennokpaTha 103a OT 2 mg.

Paznpeoenenue
ByaezoHup e ¢ 06eM Ha pasnpeaencHue npuomuzutento 3 kg, CBbp3BaHETO ¢ IUIA3MEHHUTE
TIPOTEHHH € cpeaHo 85-90%.

Memabonuzvm

byaeszonua e nmomnoxkeH Ha ekcTteH3nBeH (=90%) MeTadoNH3LM NIPH IBPBO NIPEMHHABAHE
1pe3 YEpHHA Apod 10 MeTabOTHTH ¢ HHCKA TTIIOKOKOPTHKOMIHA AKTHBHOCT.

[ MIOKOKOPTHKOHAHATA AKTUBHOCT Ha OCHOBHHTE MeTabO0INTH 6P -XHAPOKCHOYA€30HH H
160-XHAPOKCHITPE AHM30I0H € no 1% oT Ta3u Ha Gyae3onu. MetabonusMbT Ha Oy IE30HK]T
e MmeauMpan npeaumuo ot CYP3A, noarpyna Ha uuroxpom p430.

Enumunupane

MetabonuTuTe Ha Oy /1e30HH] c€ EKCKPETHpAT NPEIHUMHO Ype3 OBOpeLMTe B HEPOMEHECHA
I KoHIorupana dopMa. B ypuHara He ce OTKpUBa HEMPOMEHEH OyIe30HUA. by AC30HH HMa
BHCOK CHCTEMEH KNUPBHC (Npubiausurento 1,2 /min) npu 3apaBy 1o0POBOJIIM H BPEMETO Ha
MONYEJIUMMHHHPAHE OT TUIA3MATa CIIEX HHTPABEHOZHO NIPHIOXKEHHE € CPE/IHO 2-3 daca.

Junetinocm

PapMaKkOKHHETHKAaTa Ha Oyae30HU € MPONOPLUMOHANHA HA [103aTa NPH KTAHAUHO
NMPHIOKHUMH J03H.

Heduampuuna nonyrayun

ByAeHO3H1 HMa CHCTeMEH KITHpBHC oT npubnusutenso 0,5 1/min npu 4-6 roJuimHA aeua ¢
act™a. KnupsHCBT Ha kg TenecHo Teruio npH Jena € ¢ npudausurento 50% no-royiM ot To3H
NpH BL3pacTHH. BpeMeTo Ha nomyenuMuHApaHe Ha Oyae30HM Clie/l HHXaATalHA €
npubiusnTenHo 2,3 yaca npH Aela ¢ act™a. To € npubnH3HTENHO CBIIOTO KaTO IIPH 34PABH
BE3pacthu. Ilpu 4-6 roguiiay geLa ¢ acTMa, CHCTEMHATa OMOHANMMHOCT Ha OyIe30HH ciel
npuwiokeHHe Ha ITynMuxopT cycnensus 3a HeOyamsarop npes LkeT HeOyamsarop (Pari LC Jet
Plus® ¢ komnpecop Pari Master®) e npuOnusurenso 6% or HOMUHaNHATa Ko3a 4 26% ot
NOCTARCHATA HA NalMeHTUTE N03a. CHCTeMHaTa OMOHAMTHYHOCT NPH AELA € MOYTH
MIOJIOBHHATA OT TA3H IIPH 3/paBH Bb3PacTHH.

MakcuManHaTa nuia3MeHa KOHLUEHTPALMS, KOATO ce JocTura NpuomusuTento 20 MUHYTH cliel]
HAYANOTO Ha HeOynu3anmaTa, € npubiuzurento 2,4 nmol/l npu 4-6 roquInHM J€1ia ¢ acT™Ma
ciaes gos3a ot 1 mg, Excnozuumara (Cpax 1 AUC) Ha Oyae30HU CIEN NMPHIOKEHHE Ha
eJHOKpATHA 1032 OT 1 mg upe3 HeOyau3anus npu 4-6 roaMIUIHK IENA € CPABHUMA

CHCTCMaA.



®apMakoKHHETHKATa Ha GyAe30HM/ IPH TIAIMEHTH ¢ yBpeaeHa ObOpeuna pyHkuus ¢
HEU3BECTHA. EKCIO3UIMATA HA Oy Ie30HAA MOXKE 1A CE€ YBEIIHYH NP NAIWEeHTH C
yepHoApoOHO 3abonsAraHe.

5.3 IlpeakNABEHYHA JAHHH 332 6€30MacHOCT

T1pH TOKCHKOJIOTHYHH H3CJeABaHHA OYA€30HM) € NpeAN3BUKaI ¢aMO [NIIOKOKOPTHKOHHY
e(eKTH.

Byne3oHHA He € noka3ay FeHOTOKCHYHH €(eKTH.

ITpu npoyuBaHus REPXY PENPOXYKIMATA MPU KUBOTHH KOPTUKOCTECPOUJIUTE, KAKBBTO €
Oyae3oHHI, MOKA3BAT HHAYLMpaHe Ha MangopMariui (TIaJaTOCXU3HC, CKEJIETHH
maipopMaluM). BenpekH TOBa, T€3M SKCIICPUMEHTAIHHM PE3YITAaTH HM3rTeKaa He CC OTHACAT
3a XOpaTa [pH NPENOPHHBAHHUTE TO3H.

6. PAPMAIIEBTHYHH JTAHHHA
6. 1 Conchbk HA NOMOIHETE BelllecTRa

JinHaTpHeB eAeTar

Harpues xsiopun

[lonaucopbar 80

be3poaHa NTHMOHEHA KHCENIUMHA

Harpres ugrpat
Bona 3a HixeKuMH

6.2 HecLBMEeCTHMOCTH

IlyaMukopT cycrieH3us 3a HeOynusaTop He TpAOBa Aa c€ cMecBa ¢ ApYIry JeKapcTBa OCBEH
T€3U, [IOCOUYESHH B TOUKa 6.0.

6.3 Cpok na roaHoct

36 Meceria ciel NPOH3BOACTBOTO, aKO €HOKPATHHTE JIO30BH CIHHHLIH CE CHXPaHABaT B
HEOTBOPEHH IUTHKOBE OT (honuo. EAHOKpaTHATE N030BH ¢AHHHULM, KOWTO C€ ChXPaHABaT B
OTBOPEH IUTHK, Tpa0Ba Ja ce u3nonssar 10 3 Mecena. ChABPKaHHUETO HA OTBOPEHA
eIHOKpaTHa A030Ba eJuHMLA TpAOBa Aa ce u3nona3sa a0 12 yaca.

Or0enexete, ue nopH camo 1 ml na e Ow1 H3MONI3BaH, OCTAHAMAT 00EM € HeCTEpHIICH.

6.4 CnenuajHH yc/IOBHS H2 ChXpaHEeHHE

Ha He ce chxpanasa nag 30 C. He Tpabra f1a ce sampa3sssa.

EnHokparHHTE 1030BH €AHHULIH TPAOBa /1a CE ChXpaHABAT B M3MPABEHO NOIOKEHHE, 3a a ce
NIPEAOTBPATH CEIMMEHTALIMATA HA cycnieH3uaTa. Cnesl OTRapsHe Ha TUTHKA €JHOKPATHUTE
O30BH €AMHHLM TPIOBa na OBAAT ChXPAHABAHH B 3aNeYaTAH TUIMK. YyBCTBUTEICH KbM

CBCTIIMHA.

6.5 JlaHHN 32 ORAKOBKATA

IlynMukopt cycnieH3us 3a HeOYIM3aTOp C€ ONAaKOBA B €JHOKPATHH J030BH €
HaTPaBE€HH OT NONHETUIIEH ¢ HACKA IUTBTHOCT. EAHOKpAaTHUTE J030BU €IHHA



cycnensus. Ilpu koruenTpammure ot 0,25 mg/ml uma TBHAA, nokasBamia 1 ml, koraTo
¢IHOKpPATHATa J030Ba €AHHULIA C& TbPAKH ¢ ABHOTO HArope.

Beska onakorka (20 x 2 ml) ceaspxa 4 GONMHERH IUTHKA € 1O 5 ¢AHOKPATHHA J030BH €AHHHLIH,
BCAKA OT KOMTO ChABpKA 2 ml cTepHneH pasTBop.
Beska onakoeka (30 x 2 ml) chabpka 6 (GOTHERH TUIHKA € 110 5 €AHOKPATHH JO30BH € AHHULIM,
BCAKA OT KOHTO ChAbpaKa 2 ml crepuiieH pa3TBop.

6.6 Conenuainn npena3HE MepKH NPH H3XBhLPJIAHE

Hebynu3upanaTa cycnensss oT [IyIMHKOPT Moxke na Gbe cMeceHa ¢ pasTBOp Ha HaTPHEB
xnopuy 9 mg/ml (0,9%) WumH ¢ HeBYIM3aTOPHH Pa3TBOPH, ChABPKAIIH TEPOYTAIIHH,
canbyTamol, GPeHOTEpoIl, ALETHITIHCTEHH, HATPHER KPOMOIJIHKAT HiH UNPATPONHEB OPOMUJI.
CwmecTta TpadBa ga ce H3non3ea 10 30 MUHYTU.

TIyJIMHKOPT CYCIEH3MA 32 HEOYNH3HpaHE C€ MHXAIMpa C noMollTa Ha Hebynusarop, cHab/leH
¢ MYHJILYK HITH C IOAXO/A11a MacKa.

He TpabBa ga ce u3mo3BaT yaTpa3ByKOBH HEOYIH3aTOPH, Thil KATO Te AOCTABAT MHOTO
HHCKa J103a Oyae30Hn Ha NalUeHTa.

HeOynH3aTopsT H KOMITPEcOpHT (MPOMNEIHPALLOTO YCTPOHCTBO) TPAOBA A C€ HACTPOAT TaKa,
ye npeobnaaasalaTa YacT OT KalKUTe HA TEYHOCTTA Ja €A B FPaHULUTE OT 3 10
S5 MHKpOMeETpa.

ExHo npoydBase in vitro € nokasajo, ue Hebynuszaropu ot tuna Pari Inhalierboy, Pari Master
# Aiolos JOCTaBAT cpaBHHMH 034 Ha OyAe30HHL.

KonnuecTBoTO OYA€30HM, JOCTABEHO Ha NalHeHTa, Bapupa Mexkay 11 u 22% or
KOJWYECTBOTO, BJIOXKEHO B HEOYIM3aTOpa M 3aBHCH OT (JAKTOPH KATO:

e Bpcme 3a HeOynuzupaHe.

Obem.

TexHuuecka paboTra Ha KOMITpecopa {POIeHpalOTO YCTPOHCTBO) H HEDYITH3aTOpA.
JluxaTteneH o0eM Ha NalMeHTa.

Ynorpebara Ha Macka WM MyHIIIYK.

CkopocTTa Ha BE3IYLHHHA MOTOK Tpe3 HeOyau3aTopa CBINO € BaKHA. 34 Aa ce MOTyYH
MaKCHMAITHA HATHYIHA 1034 OyAe30HU ], € HeoOXoaMMa CKOpPOCT Ha MOTOKA oT 3-8 /min.
[TenansT 0beM Tpadra Aa Obae 2-4 ml.

MakcuMaliHa HaJIHYHA A03a [IPH MAJIKH Aella ¢e MOCTHra 4ype3 yrnorpeba Ha IUTETHO
[IPHIENBAIIE KBM JIMIIETO MACKa.

EﬂHOKpﬂTH&Ta A030Ba ¢JJHHHLIA TpﬂﬁBa BHHMAaTEAHO Aa C€ Pa3KNaTH, Npeay aa ¢ OTBOPH.

Kamepara Ha HeOynmzaropa Tpabea Ja ce OYHCTBA Ciel BCAko npiokenne. Kamepara u
MYHALTYKBT C€ M3MHBAT C TOIUIA YELIMAHA BOAA, KATO CE M3TI0NI3BA MEK JIETCPTEHT.

Kamepata ce m3mnakea 0OHIIHO, H3CYIIABA CE€ W CE€ CEBP3BA ¢ KOMIIpecopa HIIH OTBOpA 34
BE3AYX. BIbKTE CBII0 H MHCTpYKIHHTE 3a yHnoTpeba Ha mpousBoAuTens Ha Hebynsa

7. IIPUTEXKATEJI HA PASPEINEHHUETO 3A YIIOTPEBA



AstraZeneca AB,

151 85 Sodertilje,

IBers

8. HOMEP(A) HA PABPEINIEHHETO 3A YHHOTPEBA

20030028

9. IATA HA ITHPBO PA3ZPEINABAHE/MIOTHOBSIBAHE HA PASPEHIEHHETO

3A YHOTPEBA

2003-01-20/2008-12-01

10. IATA HA AKTYAJIM3UPAHE HA TEKCTA




