Alvesco 40 SPC Bulg

KPATKA XAPAKTEPUCTHUKA HA [IPOAYKTA o

Ansecko 40 MHKporpamMa, pa3TBOp MO HAJAraHE 38 HHXANALMH. : 770
Alvesco 40 micrograms, pressured inhalation, solution. ‘

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
1 no3upaHo BOpbCKBaHe (I0CTaBeHa 1033 OT MYH/LLYKaA) ChAbpxka 40 MUKporpama LMKIe30HuS (ciclesonide).

3a MBbJIHUS CIIMCHK HAa MOMOLIHHTE BELECTBA, BXK. TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA

Pa3TBOp NMoJ4 HAJIATaHE 3a HHXaJIalluU. BHCT’bp 1 Oe31IBeTeH.

4. KIIMHUYHU JTAHHHU
4.1 TepaneBTHYHH NOKA3AHUSA

Jleyenne, ¥MMaIllo 3a LleA NOCTUTaHE HAa KOHTPOJ MpPH MEPCUCTHpAIlAa acTMa NpW BH3PACTHH M IOHOWIM (Ha
12-roaMirHa BB3pacT M MoBeye).

4.2 lo3HpoBKA H HAYHH HA NPHIOKEHHE
To3u JleKkapCcTBEH NIPOAYKT € NMpeXHa3HAYEeH CaMO 33 HHXAJIATOPHO NPHIIOKEHHE.
Ipenopbky 3a 103HMpaHe MPU BB3PACTHH U FOHOLLIH:

[Ipenoprusanara no3a Alvesco e 160 MuKkporpama BeJHBXK JHEBHO, KOETO BOAM JO KOHTPOJI HAa acTMaTa IpH
MOBEYETO OT MauueHTHTe. BEMpeky ToBa eaHo 12-ceMUUHO MMPOyYBaHe NPHU JIMLA C TEXKKA acTMA € MOKa3ao, ue
no03a 640 MUKporpaMa/nieH (Npuiiarada 18a MbTH JHEBHO M0 32() MUKpOTrpaMa) BOAH A0 HAMAISABAHE Ha YeCTOTaTa
Ha 00OCTpsHMATa, HO Oe3 monobpenue Ha GenonpobHara ¢yHkums (Bxk.Touka 5.1). Ilpy HAKOW MALMEHTH
HaMaJieHa 103a oT 80 MHKporpama BeHBbX AHEBHO MOXe Jia € e(heKTHBHO MOJAAbPIKAIIO JEUSHHUE,

3a npeanounTaHe € Alvesco Jla ce npuiara Beuep, BbIIPEKH Y€ € YCTAHOBEHO, Y€ H CYTPEIIHOTO MPUIIOKEHHE HA
Alvesco e edextuBHO. JlekyBamusaT nekap TpsOBa a B3eMe OKOHYATENHOTO PEIIEHHE, JalM NPHEMUTE Aa Ca
BEYEPHH WU CYTPELIHY.

C Alvesco 3anouBa nopoOpsiBaHe Ha CUMITTOMHTE B PaMKHTe Ha 24 yaca OT HAYaJIOTO Ha JjedeHuero. Cren
NOCTUraHE Ha KOHTPOJ € HeoOxonuMo nozata Alvesco na Gble MHAMBHAYATHO THUTPMpaHa 10 MHHMMAJIHATA,

Heo0X0aMMa 3a TIOIABPKaHe Ha J06Bp KOHTPOJI Ha acTMAaTa. o
ITpy nauventute ¢ Texka GopMa Ha acTMa ChLIECTBYBA PUCK OT BHE3AIHU npncnnﬁ fb BXOIMMO
MEPUOIMYHO OLIEHSBAaHE Ha KOHTPOJIAa Ha acTMara, BKJIKOYBAILO q)yHKuHOHanHof &3’ e HETO

Io-yecrara ynorpeba Ha KkpaTkoaeHcTBaIM OPOHXOOHIATATOPH 3a OBJIAJSBAHE H e
MoKas3Ba BJOLIEH KOHTPOJ Ha acTMara. AKO MauMeHTHTe 3abenexar, ye e(bem@ls

KpaTKOAEHCTBAIY GpOHXOAMIATATOPH CMaja, WIK Y€ UMaT HYyXIa OT MOoBeYe OT 661??;1 ;
Tps6Ba fa ce TbPCH MHEHHETO Ha jekap. [Ipu TakaBa cHTyailus € HeO6XOAMMA HOBA: Qlieu
NauKeHTHTE U TPsOBa 1a ce UMa NPeABK 3aCHJIBAHE HA MPOTHBOBB3MAIUTEIHATA Tepanm(ﬁ'aﬂﬂ‘/ 0-BHCOKa 1032
Alvesco 3a KpaTbk NEpHOL OT Bpeme [Bk. Touka 5.1] MM Kypc Ha JieUeHHe ¢ TIepOpalTHH KOPTHKOCTEPOMIH).

Texkure O6OCTp5{HPI5[ Ha acTMara Tpﬂ6Ba Aa ¢€ JICKYBAT IO CTaHAAPTHUA HAYHH.
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3a HAKOM CNELMATHU MALMEHTH, HaMp. TAaKUBa, 32 KOUTO € TPYAHO €HOBPEMEHHO Jia HATUCHAT MHXAJIAaTopa U Ja
BAMIIAT, Alvesco Moxe Aa ce npuiara ¢ pa3npbseksanio yerpoiictBoro AeroChamber Plus.

Oco6eHH TPy NalMeHTH:

Hama Hyxnma oT Kopekuus Ha [o3aTa INpH MaUMEeHTH B HanpeiHajla Bb3pacT, IpH TakMBa C yBpeKAaHE Ha
yepHOApPoOHAaTa WK ObOpevHaTa PYHKIMH.

K®M HacTosImMa MOMEHT HIMA JOCTATbYHH JaHHH 34 JICYECHHUE C LIUKJIE30HH npy aeua noa 12-roguimHa BB3pacT.

HHeTpykumnu 3a yrorpeba / pabora:

[TaumeHTHT TpsIOBa 1a ObAE MHCTPYKTHPAH KaK Aa U3MOJI3Ba MPABUIIHO HHXAIATOPA.

AKO UHXaJIaTOPBT € HOB HJIM He € OW M3MOJI3BaH B MPOIb/DKEHHE Ha €AHA CeAMHIIA WM MOBeYe, € Heo0X0oIuMo
Jla ce HalpaBsT TPU BOPBCKBAHHUSA BHB Bb3Ayxa. He € HeoOXoauMo ja ce paskiaiua, 3amoro ¢GopMara € TeUeH
aepo3o.

3a nmpearnoYMTaHe € Mo BpeMe Ha HHXaNalMATa MALMEHTHT Ja ¢ CeAHAT WM MpaB, a HHXAJaTophT TpAOBa Oa ce
IbP>KH M3MPaBeH, KaTo NajlelbT IPUAbPIKA TOJHUS Kpal Mo MyHALLYKA.

HHcTpykTupaiiTe nauyeHTa Ja MaxHe KanayeTo Ha MYH/LIYKa, 1a IOCTaBH UHXAJaTopa B YCTara CH, Ja o0r'bpHe
MYHJIIYKa C YCTHM M Aa Bauvma 6aBHo M Abi0oko. [lo Bpeme Ha BAMIIBaHETO Mpe3 ycTaTa FOpHUAT Kpal Ha
UHXajaTopa TpaOBa Ja ce HaTUCHe Hajnony. Cien ToBa nauveHTUTe TPAOBa a M3BAAAT HHXAJIATOpA OT YCTATa CH
¥ [a 3a0bpiKaT AULIAHETO 3a OKono 10 cekyHIW, WK TOJIKOBa ABIrO, KOJKOTO UM € yAoOHo. lauueHTHT He
TpabBa Aa M3AHMLIBa OOpaTHO B MHXanatopa. Ha kpas mauueHture TpsOBa Aa M3Ouuiat GaBHO W Ja MOCTABAT
OTHOBO Kanayero Ha MyH/IIyKa.

MyHauyksT Tps6Ba na ObAe YHCTEH €KEeCeAMHYHO ChC Cyxa Kbpra. MHxamaTopbT He TpsAOBa Ja ce MUe WM
MOCTaBs BLB BOJA.

3a noapoOHu HHCTPYKUMH BrokTe JIncToBKaTa ¢ HH(popMalHs 32 MalHEeHTA.

4.3 IIporuBonokazanus

CBpBX4YBCTBUTEHOCT KbM LIMKJIC30HH/] HIIX HAKOE OT MMOMOIIHHTE BEIIECTRA.

4.4 Crnennajanu npeaynpexaeHus W NpeIna3Hu MEPKH NpH ynoTpeta

INono6Ho Ha BCMUKM APYTH WHXANalMOHHH KOPTHKOCTepouau, Alvesco Tps6Ba Aa ce mpuijara BHUMATENHO MPH
NalMeHTH ¢ aKTMBHA WK JIaTeHTHA GestopobHa TyOepKyio3a, rbOMUKOBH, BUPYCHH WM GakTeprianiu WHeKIuK
U CaMo, aKO Te3H MallMeHTH UMAaT aIeKBaTHO JICYCHHE.

[Toqo6HO Ha BCHYKH APYTHM HHXaJalUMOHHH KOPTHKOCTEPOMAH, Alvesco He e MoKasaH 3a JieueHHe Ha CTaTyc
acTMaTHKyc (status asthmaticus) uiau Opyrd ocTpu €mH304 Ha aCTMAaTa, KOUTO W3MCKBAT HHTEH3HWBHA TEPANus
WM CTICLIHH MEPKH.

Iono6Ho Ha BCHYKM JpYrM MHXANalMOHHHM KOPTHKOCTEPOMIH, Alvesco He e mpenHasHaueH 3a.ofjlekuaBaHe Ha

OCTPpH aCTMATUYHU CUMIITOMH, KOHUTO HM3HUCKBAT IPMJIAraHECTO Ha HHXaJIaTOPHH 6p0§)€6§@aﬂ‘@ Opit.C KbCO
o B
AECUCTBHC. HalII/ICHTI/ITe Tpﬂ6Ba Aa 6’bﬂaT MNOCHBETBAHU A UMAT NPHU cebe cu HOI[O6HO J'[?Kap‘éq)a"‘

. SE

/ N -

P

s\
Bb3moxkHo € pma ce MpOABAT CHCTEMHH e(beKTI/I Ha HHXaAJALHOHHHUTE KOpTI/IKOC?lI‘Qp

ce
NpEeNUCBAT BB BUCOKHM JIO3H 3a IPOJBIDKHTENHO BpeMe. BepodTHOCTTa 3a TakuBa gex a B
CPaBHEHHME C MEPOPAIHUTE KOPTHKOCTEPOMAM. BB3MOXKHUTE CHCTEMHU €(QEKTH \B@ Ea Ha
HaaOBOpeka, 3abaBsiHe Ha pacTexa IpHU Jela ¥ KOHOLIM, CMaj Ha KOCTHATa MHHepaﬁﬁq“&gM Ta U
rJ1aykoMa W IO-pAAKO, pPEAHlia NCHXOJNOTMYeCKH M TMOBEICHYECKH e(deKTH, Bmmisgfifm'm&ﬁg‘( oTOpHA

- e T
CBPBXaKTUBHOCT, pa3CTPOUCTBA HA CHbHA, TPEBOXKHOCT, ACTIPECHUA UITH arpeCUBHOCT (00066HHO ‘Hpﬂﬂedl.’l,a). 3a ToBa
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€ BaKHO 03aTa Ha WHXAJATOPHHUSA KOPTHKOCTepoua Ia ObJe THTpUpaHa N0 MHUHHMMAalHaTa, HeoOXoAuWMa 3a
HoAIbpIKaHe Ha eheKTHBEH KOHTPOI Ha aCTMATa.

[IpenopbuBa ce pelOBHO CliefileHe HAa BUCOYMHATA Ha JAeLla W IOHOLIM, MOJy4yaBallii KOPTHKOCTEpOUIH. AKO
pacTexbT e 3abaBeH, TepanuiaTa TpiaGBa na Obae mpepasriejaHa ¢ LeJ peAyLMpaHe Ha Jo3aTa WHXaJHpaH
KOPTHKOCTEPOU]I, aKO € BB3MOXKHO JI0 Hall-HMcKaTa 7033, MPU KOATO ce MOJABPKAa KOHTPOJIMPAHETO HA acTMara.
HonbauutenHo TpsadBa na ce oOMHCIM HAcOYBaHE Ha MalMeHTAa KbM CMEHHATUCT MO JAETCKH PeCIUpaTOpPHH
3a00/I9BaHuA.

Hsama naHHM no OTHOLIEHHE Ha MAaLMEHTH C TEXKO YBpeKAaHe Ha yepHoapoOHarta ¢yHkuus. IIpyn mauuenture ¢
TEXKO 4YepHOIPOOHO yBpeXKIaHe ce OuYaKBa MOBHILEHA ©KCIIO3MIMA, 3aTOBAa Te3M NALMEHTH TpaOBa Aa ObaaT
CIIC/ICHH 3a MOSBaTa HA €BEHTYAJTHH CHCTEMHH e€(eKTH.

INon3ure oT MHXANaTOPHUA LMKIE30HUI TpsAOBa Ja HaMalnAT Hy>KIaTa OT NepopaiHH crepouiy. Benpeku ToBa,
IpY [ALKWEHTUTE, TPEMUHABALIM Ha MHXANIATOPEH LIMKJIC30HM OT NEPOPAIHM CTEPOHIH, OCTABA PUCK 3a HapylleH
HaaObOpeueH pe3epB B MPONBDKCHHE HAa 3HAUMTENIHO BpeMe ciel NpoMsHaTa. BeposTHocTTa Aa ce MposBaT
CbOTBETHU CUMITTOMM OCTaBa 32 H3BECTHO BpEME.

Ipyn TakuBa nNalMeHTH Npend onpeaesieHd MNpOoLeIypd MOXe Ja € HEeoOXOIHUM CBBET OT CIEHMAINCT 3a
ompelleNiAHE Ha CTENEHTAa Ha YBpeXxJaHe Ha HaaOwnOpeuHata ¢yHKUMsS. BuHard B ciiydad Ha CIELIHOCT
(MeOuUMHCKA WKW XUPYPTHUUYHA) H MPH OMpe/ieIeHd CUTYAllM1, KOHTO OMXa MOTJIM a MPUYMHAT cTpec, TpsOBa 1a
ce MMa MpeABUJA BB3MOXKHOCTTA 3a OCTATHYHO YBpEXKAaHe Ha OTroBopa Ha HaaObOpeka W Ja ce OOMHCIH
HOAXOIAIIO JIEUEHHE C KOPTUKOCTEPOHIH.

B CJIydad Ha NpCMHHaBaHE Ha MALUEHTH OT JICUCHUEC C NMEPOPATIHA KOPTUKOCTEPOUIH:

HpeMI/IHaBaHeTO Ha MalUCHTH, 3aBUCUMHU OT MepopajiHaTa Tepalnvud ¢ KOPTHKOCTCPOUIAH, KbM HHXAJIaTOpPEH
HUKJIE30HHU KU NOCJICABAIIOTO UM JICUCHHUE U3HUCKBa ocobeHu IPUXKH, MOHEXKE BH3CTAHOBABAHETO Ha yBpe€JcHaATa
OT TMPOABJ/DKHUTEIIHATA CUCTEMHA CTCpOHIHA TEpanvua aJApCHOKOPTUKAIIHA (byHKI.IPIﬂ MOXE Ja NpOadb/DKH
3HA4YHUTCITHO BPEME.

IMaumenTure, KOUTO ca OWIM JIEKyBaHH CbC CHUCTEMHH CTEPOMAM MPOABIDKHTETHO BPEME WIHM BbB BHCOKH J03H,
MOraT Jia UMaT NoTHCHaTa QyHKLMI Ha Kopara Ha HanObOpeka. [1py TaknBa manueHTH QyHKIMATA Ha KOpaTa Ha
HanOwBOpeka Tpa6Ba 1a ce ciiein peJOBHO M 103aTa Ha CHCTEMHHUTE CTEPOHIHM J1a c€ HaMallaBa MpeanasiitBo.

Cnen okono €fHa celMHIIa C€ 3alo4yBa MOCTENEHO CIIHPaHE Ha CHCTEMHHUTE CTEPOHMIM Hpe3 MOHWKaBaHE Ha
J103aTa ¢ N0 | mg npeaHU30/I0H Ha ceaMULA WK ¢ €KBHBATEHTHA 103a. 3a MOJAbPKAILM A03H NPEAHHU30JIOH Haf
10 mg/nen Moxe Ja € MOAXOAALIO Mpeana3IMBO HaMajIsBaHE Ha J03aTa Mpe3 MO-TOJEeMH CTHIKH Ha CeIMHYHU
UHTEPBAIH.

Hsxou mauMeHTH ce 4YyBCTBAaT 35€¢ MO HecneuugpHuuyeH HAYMH MO Bpeme Ha (ha3aTa Ha HaMaliABaHe, BBLIPEKH
3alla3BaHETO WIM [OpH mnoaoOpeHWeTo Ha auxartenHara ¢yHkuus. Te TpsOBa ma ObAaT HachbpyaBaHd Ja
NpOABJDKAT yIIoTpedaTa Ha MHXANaTOPHHUS LIHUKIE30HH I, KAKTO U MOCTEMEHHOTO CIHpaHe Ha CUCTEMHUS CTEPOM],
OCBEH aKO He ca Halule 0OeKTUBHH Oene3u Ha HanOBOpeuHa HeloCaThYHOCT.

IMaumeHnTuTe, NpeMUHANN OT JIEYEHUE C MEPOPATHH CTEPOIH, YUATO (YHKIHMSA HA Kopara Ha Haz[61>6pe1<a € Bce
olle yBpedeHa, TpsOBa Ha HOCAT MpedynpeauTeNHa Kapra, MocouBalua, 4ye UMAT.

W

ay
1 U4

3aMecTBaHETO Ha CHCTEMHOTO CTEPOHAHO JICUCHHC C HHXAJIaTOpHA Tepariui . ’HBH
AJIepru4yHu 3a00JI9BaHHUS KaTO ANEPruY€H pHUHHUT WK €K3€Ma, KOWUTO [0 Torasa-
CHCTCMHOTO JICUCHHC. :
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[Tapamokcanen GpoHXOCMa3bM C BHE3AIHO 3aCHJIBAHE HAa XPUIIOBETE MIIM HA JIPYrd CHMIITOMM, [OKa3aTe/HH 3a
GpOHXOCMA3bM, HEMOCPENCTBEHO Ciel NPHEMAHeTO Ha j03aTa TpaOBa JAa ce JieKyBa C KPaTKOAEHCTBALL
OpOHXOAMIATATOP, KOETO OGMKHOBEHO BOAM 10 Obp3o mogobpenue. [NauueHTHT TpsaGBa na Gbae mperienaH u
TepanusrTa ¢ Alvesco Tps6Ba na npoab/DKH €JHHCTBEHO, aKO CJiel BHUMATE/IHA MPELCHKa, OYaKBaHaTa MNos3a €
TO-ro/1AMa OT BH3MOXKHMA puck. TpaOBa 1a ce Ma NpeBU/ KOpenanusaTa Mex 1y TeXEeCTTa Ha acTMara U obuiara
CKJIOHHOCT KbM OCTPH OPOHXHAJTHHM peakLuH (BX. Touka 4.8).

TpsOBa peoBHO Ja ce KOHTPOJNMpa TEXHMKaTa Ha WHXAJMPaHE Ha MAlMEHTHTE, 3a [Ja Ce NPOBEpPU JalH
BIIPBCKBAHETO € €IHOBPEMEHHO C MHXAIMPAHETO M TaKa Ja Ce OCHIypH ONTMMAJHO NOCTMraHe a0 Genwure
apo6oge.

TpabBa na ce M36ArBa €IHOBPEMEHHO JIEUEHHE C KETOKOHA30J1 WM JIPYTH MOLIHM MHXxuOHTOpH Ha CYP3Ad4,
OCBEH aKo MoJi3ara He € TMO-TOJNSIMa OT YBEJMUEHHsS PUCK 338 CHCTEMHM HEXENaHW JIEKapCTBEHH peakUMH Ha
KOPTHKOCTEpOoUAUTE (BXK. TOUKa 4.5).

4.5 B3aumojeiicTBHe ¢ APYrH JIEKAPCTBEHH NPOIYKTH H APYTH (JOPMH HA B3aHMOAEHCTBHE

In vitro ipoyuBanuaTa nokassat, e npu xopa CYP3A4 e OCHOBHUAT €H3HMM, aHIKMpaH B MeTabonM3Ma Ha
aKTHBHAaTa opMa Ha HUKjIe30Hu] M1.

B npoyuBaHe Ha B3aMMOAEMCTBHMATA C LIMKIE30HHI M KETOKOHa30J, Kato mouleH MHxuburop Ha CYP3A4, e
YCTAaHOBEHO, Y€ NPH JOCTUTaHE HAa CTAIMOHAPHO CHCTOSHHUE EKCIO3HLMATa Ha aKkTHBHHA MeTtabomur M1 ce
MOBHMILIABA OKOJO 3,5 MbTH, JOKATO EKCMO3WIMATA HAa LUKIE30HMJ OCTaBa HemnpomeHeHa. Ilo Tasu mpuumHa
€/IHOBPEMEHHOTO mMpwiaraHe Ha MowHM uHxuOuTOopu Ha CYP3A4 (Hanp. KeTOKOHA30J, MTPAKOHA30J H
PUTOHABUDP WK HenduHABUp) TpAOBa Ja ce M30ArBa, OCBEH aKO MOJ3aTa HE IMPEBHMINABA MOBHINCHHS PUCK OT
CHCTEMHH HEeXKEJIaHH JIeKapCTBeHH e()eKTH Ha KOPTHKOCTEPOUINTE.

4.6 Bpemennoct H KbpMeHe
Hsima afexBaTHH U KOHTPOJIMPAHU NPOYYBAHHS NIPH OpeMEHHH JKEHH.

[lpu mpoy4BaHMS HA >XMBOTHH € YCTAHOBEHO, Y€ TIJIIOKOKOPTUKOMAMTE MNPEAM3BHMKBAT MandopMmauuH (BXK.
To4Ka 5.3). Majko e BepoSTHO TOBA /la C€ OTHACH 3a XOpa, IPUeMAall¥ NPENOPBUYHTETHUTE 03U 32 MHXAJIMPAHE.

[TomgoGHO Ha apyr¥ KOPTHKOCTEPOMIH, LMKIE30HH] TPSOBa Aa ce MpuWara rno BpemMe Ha OPEMEHOCT, CaMO aKo
OYaKBaHaTa TOJI3a 3a MaiKaTa ornpaBlIaBa MOTEHUMATHUA PHCK 3a Miofa. Tpsabea nma ce u3mona3Ba Haf-HUCKaTa
e(eKTHBHA 1032 LIMKIIC30HU, HEOOX0AMMA 3a MOAbPIKaHe Ha aIeKBATECH KOHTPOJI HA acTMATa.

Jleuara, poleHd OT MalKM, KOWTO Ca MOJy4aBaid KOPTHKOCTEPOMIM IO BpeMe Ha OpeMeHHOCTTa, Tpsabpa na
ObJaT BHUMAaTeJIHO HAaOMIOJaBaHU 33 XHUII0aAPEHATHIBM.

He e wusBectHo nanu UHXQJTATOPHUAT LUKJIC30HUIA C€ ESKCKpeTUpa € YOBCHIKaTa KbpMa. HpnnaraHeTo Ha
HHUKJIC3OHHU HA XKCHU, KOUTO KbPMAT, Tpﬂ6Ba Ja ¢€ JOMmyCKa caMoO B Cﬂyqaﬁ, ye OuaKBaHATa Mojiza 3a Maikara e

MO-rojisiMa OT HAKaKbB Bb3MOXXECH PUCK 3a ACTETO.

4.7 EdexTn BbpXY CHOCOOHOCTTA 32 MopupaHe M padoTa ¢ MAIIIHHH

paboTa ¢ MauIMHu.
4.8 Hexxenanm NekapcTBEeHH peaKnHi
Oxono 5% oT nauMeHTHTE ca M3NMTAIX HEXKEIaHW JIEKAapCTBEHU PEeaKilMy MpH KJII/IHI/I'{HI/I"’ npowq&n‘ﬁ / KaTo

Alvesco e 6un naBan B no3oBusi uatepsan 40 no 1280 mukporpama BeaHbX AHEBHO. B MOBSUSTO.CAYTAN Te ca
611K IeKH W He ca Hanarajyv NpeKbCBaHe Ha JIeUeHHETO ¢ Alvesco.
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YecToTa HeuecTn MHoro peaxu C Hen3BecTHa
(> 1/1 000, < 1/100) (< 1/10 000, Bx.n. 1eCTOTA
Opranna cacrema A30JMpaHA
CHO0IEHHA)
Cobpleyny HapyLIeHUs [Maanurauuu**
CroMalllHO-YpeBHH I'anene, nospbinane* | Kopemuu 6onku*,
HapyLUeHHs Jlom BKyc aucnencus*
O6uwm HapylieHus u | Peakuun Ha
epekT Ha MACTOTO Ha | MACTOTOTO Ha
NPUIO)KEHHE MPUITOKEHHE.
CyxoTa Ha MACTOTOTO
Ha MPHIIOKEHHE.
Hapymenus Ha wuMyHHarta AHxruoenem,
cucrema CBPBXUYYBCTBUTEIHOCT.
HNndexumu u napaznTo3u Opanna ¢pyHruanHa
uHbekmg™*
Hapymenuss Ha HepBHaTa | [maBobonme™
cCHCTEMaA
IcHxyu4HH HapyLIeHUs TlcuxoMoTOpHa
CBPBXaKTUBHOCT,
pa3cTpoiicTBa Ha ChHS,
TPEBOXKHOCT,
aenpecus,
arpecUBHOCT, IPOMEHH
B [IOBEJACHUETO
(peAMMHO TpH Jena)
Pecniuparopuyn, rpuaHd U | JIpesraBocT Ha riaca
MeIHaCTUHAITHH Kamnmua cren
HapylIeHHs HHXaNIHpaHe*
Tlapanokcanen
O6ponxocnazbpm*
Hapywenuss Ha xoxara u | O6puB U ekzeMa
TIOJIKOXKHATA ThKaH
CbaoBu HapyIeHUs XunepToHus

* CXOJIeH WM NO-MaJTbK Gpoii HHIIMIEHTH, CPABHEHO ¢ M1a1ebo.
** TTannuraium ca 6unu HabJIOAaBaH! Hal{-4ecTO MpH KIMHUYHH ONUTH ChC CIIyYad, YCIOKHEHH  CBC
CBHBMECTHO IPHIOKEHHE Ha JIEKApCTBA C M3BECTEH e(eKT BbPXY ChPLETO (Harp. TeoOQUIUH U casibyramon).

HapauoxcanHHﬂT 6p0oncna31)M MOXE Ja CC€ IIOoABM BeAHara cCJjica npueMa Ha I103aTa I/I HpelICTaBJ'ISIBa
Hecneumbnqﬂa OCTpa p€aKlud KbM BCAKAKBA MHXAJIUPDAHH JICKAPCTBCHU IPOAYKTH, Km- CBBpP3aH
C aKTHBHOTO B€LICCTBO, IOMOUHOTO BCHICCTBO WK OXJlaXKAAlLLUA CQ)CKT Ha 1/13nap¢ @Cﬂé‘/pﬂw

¢ ras nox HansraHe. [Ipu Texku ciydau TpsOBa a ce WMa NpeBHI CIIHPAHETO yn?‘rpgy§( a AR

:" & ’ ¢ i 4
CucreMHH eeKTH Ha KOPTHKOCTSPOUIUTE MOTAT J1a ce MPOSBAT 0cOOEHO MpH Iipe;[ Y 3a
MPOABLIKUTENHO BpeMe. Bbh3MoxkHUTE cCHCTeMHM e(PeKTH BKIIOYBAT CHHIAPOMA jga'a[(x\ HE JTHU
MPOMEHH, NOTUCKAHE HAa HAnOBOpeLuTe, 3a0aBsHE HAa pacTeXka MNpy Jeua u }OHOImd @M‘ﬁheﬁhe A &OgTHaTa

Bt )
R ’Ot'i"; £31% A*“‘v/

MHUHEpaJIHA IUTBbTHOCT, KaTapakTa, riiaykomMa (B)K ChbIHO TOYKaA 4. 4)

Doy \...m.«-*, -

4.9 IIpeno3upane
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Octpo:
WHXaqMpaHeTo Ha IMKJIE30HH B 1032 oT 2880 MUKporpama oT 3paBH MHAWBUAM € G110 NOoHeceHo nobpe.

BepoaTHOCTTa 3a OCTPY TOKCHYHM PeakUHd ciiell TIpefo3upaHe Ha MHXaJaTopeH LMKIe30Hu] € HucKa. Cnen
OCTpO Tpeo3upaHe He € HeOOXOIUMO CIIELU(PUYHO JeUEHHE.

XpOHUYHO:
Criel NPOIBJDKUTENHO NpHiarade Ha 1280 MUKporpaMa LMK/IE30HH[, He ca HabIoJaBaHu KIMHUYHH Genesu

Ha MOTHCKaHe Ha HanObOpeuuTe. Bornpeky ToBa, ako NPOXBKUTEIHO BPEME C€ NPUEMAT JI03H, TI0-BUCOKH OT
NpenopbYaHUTE, He MOXKe Ja Gblie U3KITIIOUeHO MOTHCKaHe Ha HanObOpeuHaTa pyHkuHs. Moxke 1a ce HaloXKH
clleJicHE Ha HaJI0bOpevHHs pe3epB.

5. ®APMAKOJIOITHTYHA CBOMCTBA
5.1 DapMaxoAHHAMHYHHA CBOHCTBA

®dapmakoTepaneBTHyYHa rpyna: J[pyru jekapcTsa 3a ieueHHe Ha OOCTPYKTHBHH 3a00/15BaHUA HA JUXATEIHUTE
nbryina, Muxanaropu, [nrokokoptukonan, ATC koa: RO3B A08

Lmkne3oHun mnposBABa HUCHK adHHHUTET 3a CBBP3BaHE KbM TIIIIOKOKOPTHKOMAHMUTE peuentopd. Cren
MePOPATHO MHXANHpaHe, LMKJIE30HH] TMpeThpIsABa €H3MMHO MNpeBpbllaHe B Oenure ApoOOBe 10 HETOBHS
ocHoBeH Metabonut (C21-gecMeTHINPONUOHWI-UMKIE30HUA), KOHTO MMa CWIEH MPOTHBOBB3MAIUTEIICH
e(eKT ¥ N0 Ta3H MPUUHMHA Ce MPUEeMa, Y€ € AKTHBHUAT MeTabOIHT.

[pu YeTvpy KIIMHHYHH TPOYYBaHHA € JOKA3aHO, Y€ LIMKJIE30HH] HaMaJsiBa PEaKTHBHOCTTA HA JAWXATEJIHUTE
ABTHINA KbM aAeHO3MH MOHO(OoCchAT NPH XHNeppeaKTUBHH MTALMSHTH ¢ MaKCHMAaJICH edeKT, Habmo1aBaH IIpH
no3a 640 mukporpama. [Ipu apyro npoy4dBaHe NMpEABAPUTENHOTO JIEUSHHE C LMKIE30HU B IPOIB/DKSHUE HA
7 AHW 3HAYMMO OTc/1abBa peakLyKTe OT paHHATa M KbCcHaTa (asa ciiell MPOBOKALMs ¢ MHXAJaTOpeH ajiepreH.
ChIIo Taka € YCTAHOBEHO, Y€ JICYCHUETO ¢ WHXAJAaTOPEeH LMKJIC30HUI, HaMajisiBa NMOBHUILEHUETO Ha Opos Ha
BB3NAIMTENHUTE KieTKH (00w Opoii Ha €03MHOMWINTE) U MEOMATOPUTE HAa BB3MAICHHUETO B WHAYLMPAHA
Xpayka.

Enno KOHTpOIMpaHO Npoy4uBaHe cpaBHABA 24-uacOBUTE IUTa3MeHHU HUBA Ha kopTuszoi AUC npu 26 Bb3pacTHH
MAlieHTa ¢ acTMa ciiejl 7-aAHeBHO JieyeHue. B cpaBHeHue c muanebo, nmedenunero ¢ nukne3oHua 320, 640 u
1 280 Mukporpama/nieH He € MpeIU3BHKAJIO CTATHCTHYECKH 3HAUMMO HaMasiBaHE Ha CPeJHHUTE CTOMHOCTH Ha
nIa3sMeHus KopTu3odn 3a 24 yaca (AUCg.24/24 yaca), HUTO € HabJI0JaBaH 10303aBUCHM €(EKT.

Ilpy eqHO KIMHHUYHO Npoy4BaHe, oOXBalualo 164 BL3pacTHH MAIMEHTU C aCTMA OT MBXKKHU U JKEHCKH 0],
LUMKJIC30HU € Oun mpwiarad B 1034 oT 320 mukporpama unu 640 Mukporpama/feH B NMPOIb/DKEHHE Ha
12 ceamuiu. Cnen crumynaiwd ¢ 1 1 250 MukporpamMa KO3MHTPONHKH He ca HabonaBaHu 3HAYUMHK [TPOMEHHU
B IUIA3MEHMTE HUBa Ha KOPTH30/1a B CpaBHEHHUE ¢ Iuianebo.

JBoiiHO-cienu, nmnauebo KOHTPOJSMPAHU MPOYUBAHHA C MPOABIDKUTENHOCT 12 ceqMHLM IpU BB3PACTHH U
IOHOIIM Ca TOKA3aIH, Y€ JICUCHMETO ¢ LHMKJIC30HMI BOAM J0 MoaoOpsBaHe Ha GemonpoOHaTa (yHKIIMA,
usMepeHo upe3 FEV, u BbpxoBus ekcriupatopeH nebuT, nogoOpsBaHe Ha KOHTpOJIa HAa acTMara M HamajieHa
HEOOXOIUMOCT OT HHXANATOPHH GeTa-2-arOHHUCTH.

[Mpu eaHo 12-cenMuuHO NpoyuBaHe, oOxBamaimo 680 JMua ¢ Texka GopMa Ha acTMa, KOWTO TIPERRTQBA ca
Ounu nekysanu ¢ 500 — 1 000 mukporpama GJIyTHKa3OH-NPONMOHAT/AEH WM C €K; B\@ﬁl’mg /flip; ye,
87,3 % wn 93,3 % OT mauMeHTUTe ca HAMAIH OOOCTPSHUA 10 BPEME HA JICYEHHE L « QAOKIAL @
cpoTBeTHO 160 miam 640 mukporpama. B kpas Ha 12-ceaAMHYHHA TEpHON HA MPOYYH 33
MOKa3aJId CTAaTHCTHYECKH 3HAYMMa pazinka Mexay josure 160 MHkporpama P[';;6
LUKJIE30HHU] 110 OTHOLIEHHE Ha MOsABaTa Ha 0OOCTPsHE CIIEA IIBPBHA ACH Ha npoytma\ﬂeg Lo
(=12,7%) B rpynmata c¢ gosa 160 mukporpama aHeeHo W 23 mauueHtH/341 (6, 7%)/ “Fyria
640 MukporpamMa gHeBHO (KoedHIHeHT Ha puck = 0,526; p=0,0134). U npu nsere no3u:
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cnen 12 ceaAMUL A0 cpaBHMUMH CToMHOCTH Ha FEVI. CBBbp3aHU C JIeUCHHETO HEXENaHH CHOMTHA ca
Habmonapanu npu 3,8 % u 5 % oT nmaumenTHTe, JIEKYBaHH CBHOTBETHO CbC 160 min 640 mukporpama/nen
nuKIe3oHua. He e mposexnano npoyusade 3a cpaBHsBaHe Ha 103uTe 160 MHKporpama, 320 MUKporpamMa u
640 MuKporpaMa JTHEBHO NPH NALMEHTH C TexkKKa (OpMa Ha acTMa.

5.2 PapMaKoAHHAMHYHH CBOHiCTBa

Lukesonun ce npemara nmoa ¢popmara Ha aepo3olieH pasTBOp B nponenant HFA-134a u eranon, koiTo
ACMOHCTpPHpA JINHEApHA 3aBUCHMOCT MEX/Y Pa3IMIHHTE JI03H, CHJIM Ha CIIPEs  CHCTEMHATA eKCTIO3HIIHA.

Abcopbuus:
IlpoyysanusTa ¢ nMEpoparHO W HMHTPABEHO3HO NPUIIOKEHUE HAa paJMOaKTHBHO-MAPKHUPaH LMKIE30HH

NOKa3BaT HElIbjIHa nepopaita abcopbuus (24,5 %). [epopanHaTta GHOHATHYHOCT 3a HUKJIEC30HM W aKTUBHHS
MeTabonuT € npeHebpexuMo Maska (<0,5 % 3a nukiesonun, <1 % 3a MeTtabonurta). Ha 6a3a pesynrature ot
Y-CUMHTHIpadus € ycTaHOBEHO, ue GeNoApPOGHOTO OTJaraHe MpM 3ApaBH MHAMBHIM € 52 %. Bbb BpB3Ka C
Ta3u CTOMHOCT CHCTeMHaTa GHOHAIMYHOCT 3a aKTHBHMS MeTaGoauT € 50 % mpu ynorpeba Ha MHXajaTopa 3a
LIMKJIE30HKI € ra3 noj Hajuiraue. Ilonexxe mepopanHara GHOHATMYHOCT HA aKTMBHUA MeTabomur e <1 %,
NOrb/IHATATA MOPUMs OT MHXAIATOPHHUS LMKJIE30HK/L HE YBEJIHYaBa CHCTEMHATa aGcopOLus.

Paznpenenenue:

Crneql M'HTPaBEeHO3HO NMPHUJIOXKEHUE HA 3PABM MHIWBUIM, HAYATHATA (a3a Ha pasrpe/e/ieHHe 3a LMKIIE30HH I €
6una Gbp3a M OTroBaps Ha BHCOKaTa My iunoduaHoct. CpeaHHAT 06eM Ha pasmpenesieHue € 6un 2,9 I/kg.
OOWHAT cepyMeH KIMPBHC Ha LHKIE30HU] € BMCOK (cpeaHo 2,0 /h/Kg), KoeTo mokasBa BHCOKA CTENeH Ha
YEpPHOAPOOHA eKcTpakuws. [Ipu Xopa JembT Ha CBbLP3AaHHS C ILIa3MEHHMTe NPOTEHHU LMKIE30HHI € CPEIHO
99 %, a To3M Ha aKkTHBHHMA MeTaGoaMT — 98-99 %, KkoeTo rOBOpH 3a NOYTH IBJIHO CBbP3BAHE Ha
UMPKYJIUPAIINTE HUKIE30HU /AKTHBEH METa0OHT C I1a3MEHHUTE MPOTENUHH.

Metabonuzbm:

OCHOBHO LWMKJIE30HU C& XMIPOIM3UpPa 1O GHONOTHYHO-aKTHBHMS My MeTaGONIMT OT ecrepasure B Gemus
Apo6. [MpoyuBaHETO Ha €H3HUMOJIOTHATA HA MOCIENBALIOTO META0ONH3MpPAHE OT UYOBELIKHTE YepHOAPOOHH
MHMKpPO30OMH IIOKa3Ba, Y€ BELIECTBOTO OCHOBHO ce Merabonmsupa 4pes CYP3A4-xaranusza g0
XUIPOKCH/IMPAHH HEAaKTHUBHH MeTabonutu. B mombinenue xvM ToBa B Genure npoboBe ca YCTaHOBEHH
06paTHMH TMIOGUIHN KOHIOTaTH HA AKTUBHHS METabOJIUT C CTEPH Ha MACTHHUTE KMCEMHH.

Exckpenus:
LMKe30HUA OCHOBHO ce €KCKpeTHpa ¢ M3npaxHeHusTa (67 %) ciefl NEepopatHO M MHTPABEHO3HO

TMPUNOKEHUE, KOETO MOKa3Ba, Y€ OCHOBHUAT MEXAHU3bM Ha €JIMMHHLIHUS € 4pe3 CKCKpeHus € >KIb4YKaTa.

DapMaKOKMHETHYHH XAPAKTCPUCTHUKH NMPU NAITUEHTH:

Hayuenmu ¢ acmma
L{ukie30HUA HE 1EMOHCTpPHPA GPMAKOKHHETHUHHM NMPOMEHU MPH MALMEHTH ¢ YMEPEHa TEKECT Ha acTMAara B
CPaBHEHHE ChC 3/IpaBH HHIUBHIIH.

Yepeoena 6vOpeuna unu uepnodpobna Gynxyus, nayuenmu é HANPEOHanNa 6b3pacm
Cnopen  momynauvoHHHTE (apMakOKMHETHMYHHM TMOKa3aTelM BB3pacTTa He BII4SE~ B
€KCTIO3ULUA Ha aKTHBHHA METabOIUT. ;/"/,{C,&\\\.‘s‘,‘. 60 A 1
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53 Ipeak1nHAYHE JaHHK 32 6€300ACHOCT

Hpe}lKHPIHI/I"IHI/ITC JIaHHH 3a LUKJIE30HH] HE MOKa3BaT 0COOEH PHCK 3a Xopara Ha 6aza Ha KOHBCHLIMOHAJIHUTE
CbapMaKOJ'IOFI/I"IHI’I HU3IWTBAHUA 3a 6C3OHaCHOCT, TOKCHUYHOCT  [IPpH MHOTOKpaTHO IIPHJIOKCHHC,
TCHOTOKCHYHOCT W/IH KApIIMHOI€HEH NMOTEHLHAJI.

Ilpn  nmpoyysanuss — BBPXY OKMBOTHH 33  PENPOAYKTHBHA  TOKCHYHOCT €  YCTAHOBEHO, 4e
TTIOKOKOPTHKOCTEPOHUTE MPeAU3BUKBAT MaidopMaluH (LenHaTo HeOle, MajidopMaluy Ha ckeseTa). Tesu
PE3yNTaTH NpH XKUBOTHH, 00aye, U3IJIEKA HE Ca PEJIEBAHTHH TPH XOpa NPU NMOCOYEHUTE NPENOPHUUTETHHTE
JI03H.

CBbp3aH ¢ neveHneTo edeKT BhpXy sifuHULMTE (aTpodus) € HAGMIONaBaH NPH NpUIaraHe Ha BBPXOBaTa 1034
TpH ABe 12-MeceuHu NpoyuBaHMs BBPXY Kydera. To3u edekT ce € NposBUI NPH CHCTEMHA €KCTIO3ULHA 5,27
A0 8,34 MbTH MO-BHCOKA OT TasH NPH Npuiiarae Ha nosa 160 Mukporpama BeaHbK nHeBHO. He € u3BecTHa
PEJICBAHTHOCTTA HA TOBA HaOJIOAEHHE NPH XOpara.

lIpoyuBaHusiTa BbpXy >KMBOTHM C JAPYTM IMIIOKOKOPTHKOMAM MOKa3BaT, ye MPHIAraHeTo MO BpeMe Ha
OpEMEHHOCT Ha INTIOKOKOPTHKOM/H BBB (hapMaKoONOrMYHM I03H MOXKE /1a YBEJTHYH PUCKA 33 MHTpAyTepPHHHA
peTapiauua Ha pacTexa, CbpACYHO-ChAOBH H/HIIM METAOONUTHH 3a00NIABaHUS NIPH BH3PACTHH W/WMIIM TPaHHU
NPOMEHU B IUIBTHOCTTa HAa IJIIOKOKOPTHKOHWIHHTE DPELENTOPH, METaboM3Ma Ha HEBPOTPAHCMUTEPUTE H
nose/icHMeTo. He e M3BecTHa peneBaHTHOCTTAa HAa Te3M JaHHH NPH XOpa, MPHEMALUM LMKIE3OHHI Upe3
WHXaJaluH.

6. PAPMAIIEBTUYHHU JAHHHA

6.1 CoHcbK Ha NOMOUIHHTE BEIIECTBA

Hopdnypan (HFA-134a), eranon, 6e3soaeH

6.2 HecsBmecTHMOCTH

He e npunoxxumo.

6.3 Cpok Ha rogHocT

30 mo3upaHH BNpLCKBaHUA — | roguna
60 u 120 no3upaHu BOPHCKBAHMSA - 3 TOJMHU

6.4 Cnenna/iny ycjIoBHS HA ChXpaHenHne

To3u niekapcTBeH NPOAYKT HE UUCKBA OCOOEHH YCIIOBHS 32 ChXPAHEHHE.

KoHTeliHepbT chabpika TeUHOCT Mo HaisraHe. Jla He ce uanara Ha Temnepatypa Hax 50°C.
KonureiinepsT He Tpa6Ba na 6b1e NpoGHBaH, YyNeH WK U3TapsH AOPH, KOTaTo € HallbJIHO TPa3eH.

6.5 JlaHHH 32 omaKoBKAaTAa

I/IHXEU'IaTOp'bT CC CbCTOH OT KOHTeﬁHCp oA HaJIsiraHe, HalipaB€H OT aJIyMI/IHI/If"I H 3anedyartaH ¢ Ao3upanq
BCHTUJI, MYHALIYK H Karauie.

30 no3npaHu BIPLCKBAHUA
60 no3upaHy BIPbCKBAHHS

120 no3upaHu BOpBCKBaHHS

He Bcuukm BHJJOBE€ ONIAKOBKH MOraT Ja 6’BlIaT IIyCHaTH B npoua>1<6a.
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6.6 Crneunannu npeanasuu Mepkn npu H3XBBpJIsAHe H paboTa

[TaunenTure TpsaGea na 6paaT BHUMATENHO MHCTPYKTHUPAHH 3a MPABHIHOTO M3MOI3BaHE HA MHXAIaTOpa (BiK.
JluctoBkara ¢ uHdOpManus 3a norpeburens).

[Tono6Ho Ha noBeueTo JekapcTBEHM NPOLYKTH B KOHTEHHEpH MO HaNAraHe, TepaneBTHYHHUAT eeKT Ha TO3H
JICkapCTBEH NPOAYKT MOXNE 1a Hamalee aKo KOHTEHHephT e cTymeH. Bonpeku Tosa Alvesco otaens
KOHCTaHTHa J103a B uHTepBasia —10°C go 40°C.

7. IIPUTEXKATEJI HA PA3SPEIIEHUETO 3A YIIOTPEBA

Nycomed GmbH,

Byk-Gulden-Str. 2D-78467,

Konstanz, I'epmanus

8. PEI'HCTPAIIMOHEH HOMEP
20080171

9. JATA HA NIOBPBO PA3PENIABAHEMIOJHOBSIBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

03.12.2009

10. AATA HA AKTYAJIN3UPAHE HA TEKCTA

03.2011
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