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1. MME HA JEKAPCTBEHUS ITPOJYKT | e

Alvesco 160 micrograms, pressursed inhalation, solution.
Ansecko 160 MuxporpaMa, pasTBOP NoJ HANAraHe 3a MHXANAL[HH.

2. KAYECTBEH H KOJIHMECTBEH CBhCTAB
] no3upaHO BIpBECKBaHE (IOCTABEHA 1033 OT MYHAIUYKa) ChABpKa 160 MuKkporpamMa uuknezonun (ciclesonide).

3a MBAHMA CIIHCHK Ha MOMOIHHTE BELECTBA, BiK. TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

PasrBop noa HanArane 3a uHxanauun. buctep u 6e3useTeH.

4, KJIHHHMYHHU JAHHH
4.1 TepaneBTHYHA DOKA3ANEA

Jleyenue, HMaINO 3a LEJ MOCTHraHEe HA KOHTPOJ TPH NEPCHCTHpALla acTMa NpH BB3PACTHH H IOHOMH (Ha
12-roguinHa BL3pacT ¥ MOBEYE).

4.2 {o3MpoOBKa H HAYHH HA NPHIOKEHHBE
To3u nexkapcTBEH NPOAYKT € MpeAHa3HAYEH CaMO 33 MHXaNlaTOPHO IMPIIOKEHIE.
IIpenopsku 3a no3upaHe NPHU Bb3PACTHH ¥ IOHOLIH:

IIpenopruBanata nosa Alvesco € 160 MuKporpaMa BeJHBK JAHEBHO, KOETC BOAH J0 KOHTPOX Ha acTMara MNpH
MOBEYETO OT NMallMEHTUTE. BBIPEKH ToBa €HO 12-ceAMUYMHO MPOYYBAHE [IPH JIHIA C TEXKKA acTMA € MOoKa3aNo, e
ao3a 640 mukporpama/aeH (npunarana gsa MsTH AHEBHO no 320 MUKporpama) BoaH 0 HaMaTABaHE Ha 4€CTOTaTa
Ha 00ocTpaHHATA, HO Oe3 noJodbpenne Ha 6enoapobua dynkuma (BxK. Touka 5.1). ITpH HAKOH NaHMEHTH HaMaleHa
no3a ot 80 MUKporpaMa BeIHBK JHEBHO MOXE Ja € e(peKTHBHO MOAXBPIKALO JICHeHHE,

Ja npexnoynTaHe e Alvesco fa ce npunara Bedep, BBIPEKH U¢ € YCTAHOBEHO, Ye M CYTPEIIHOTO NPHIOKEHHe Ha

Alvesco e edexruBHO. JlekyBaluar nekap Tpsadsa ga B3eMe OKOHYATENHOTO PElISHME, JATH NPHEMHUTE Ia ¢a
BEYEPHH WIH CYTPElIHH.

C Alvesco 3anoysa nmonoOpspaHe HA CHMITOMHTE B paMKMTEe Ha 24 yaca OT HAYAIOTO Ha JeueHHeTo. Cnep
[IOCTHIAaHE HA KOHTpON ¢ HeoOXxonumo fosara Alvesco na 6bJe HHOHUBMAYAJHO THTPHPAHA A0 MMHHMAJTHATA,
HeobxoAuMa 3a NOAABPAKAHE HA JOOBP KOHTPOJI HAa aCTMATA.

Ilpu nauuenTure ¢ TeKKa PopMa Ha acTMa CHIECTBYBA PHCK OT BHE3allHH NMPHCTBHIM H IOPH TIX € HeoOX0AHMO
NCPHOAMYHO OLICHABAHE Ha KOHTpPOJa Ha acTMaTa, BKIKOYBAIIO (PYHKUHOHAJIHO HM3C/IeiBaHe Ha JHIIAHETO.
Io-yectara ynotpeba Ha kpaTkomelcTBalIH OPOHXONMNATATODH 334 OBJNAAABAHE HA ACTMATHYHHTE CHMITTOMH,
[MOKa3Ba BIOWIEH KOHTPONM Ha acTtMara. AKO MalMeHTUTe 3a0eNexaT, ve ePEeKTHBHOCTTA HA JISUEHHETO ¢
KpaTkoAeHCTBallH OpPOHXONMNIATATOPH CMIaja, HAY Y€ HMAT HYXAa OT MoBede oT oOuuaitHus Opoit MHxanalum,
TpAOBa 1a ce THPCH MHeHHETO Ha siekap. [Ipn Takapa cutyaums ¢ HeoOXoauMa-HOBE O] IGHKA Ha CBCTOAHHETO Ha
MALMEHTHTE U TPAOBa fa ce MMa NpeABU 3aCHIBAHE Ha MPOTHBOBB3NAN IHarnp. no-BHCOKa 2032
Alvesco 3a KpaTeK nEpHoA OT BpeMe [Bxk. Touka 5.1] wnm kypc Ha KOPTHKOCTSPOHH).
Texxure 0b0oCTpAHHA Ha acTMaTa TpAGBa Aa ce JIEKyBaT IO CTaHAapTH
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Alvesco 160 SPC Bulg

3a HAKOHM CTNICLHATHH MALMSHTH, HATIP. TAKHBA, 338 KOMTO € TPYAHO €AHOBPEMEHHO Aa HATHCHAT HHXanaTopa U Aa
BAMLIAT, Alvesco Moxke fa ce puiara ¢ pa3npsckpampo ycrpoiictBoto AeroChamber Plus.

OcobeHu rpynyu NauBeHTH:

Hsama Hy)Kfaa OT KopekuHd Ha [03aTa NpM MALMEHTH B HalpeaHana BB3pacT, NPH Tak¥Ba ¢ YBpeXIaHe Ha
yepHOApoOHaTa win 6sOpeuHaTa QyHKIHY,

KbM HacToAlMS MOMEHT HAMAa AOCTAThYHH JAHHH 33 JieueHHWE ¢ IHKJIES30HHZ NpH Acua nox 12-roauinHa
BB3pacT.

Huc M 3a ynoTpeda / pabora:

IlauMenTsT TpAOEa A2 OBbAE HHCTPYKTHPAH KaK Aa M3MON3Ba NPABHIHG HHXANATOPA. |

AKO UHXATATOPBT € HOB WIH HE € OH1 H3NON3BaH B MPOABIKEHHE HA €HA CeAMHLIA IIH II0BeYe, ¢ HeobxomumMo
JIa C€ HanpaBiAT TPH BOPBCKBaHUA BHB Bb3Ayxa. He e HeoOxoauMo Aa ce paskiaina, 3amoTo (opMara € TeueH
acpo30il.

3a nMpeAnoYMTaHe € MO BpeMe Ha MHXANALMATA MALMEHTET A4 € CeAHAI HIH IpaB, 8 MHXAIATOphT TPAOBa Aa ce
JBPIKY H3MPaBEeH, KaTO NanelbT NPHABPXKA AOJHNAA Kpal Mo MyRAUIYKA.

HucrpykTHpaiiTe NnanyenTa Aa MaXHE Kana4eTo Ha MyHALYKa, Aa MOCTABH MHXANaTopa B yCTaTa CH, fa 0OrppHe
MYHALIYKA ¢ YCTHH ¥ Aa BAHIIA OaBHO # Ababoko. [lo BpeMe Ha BAMIIBaHETO Mpe3 ycTaTa TOPHHUAT Kpail Ha
HHXanaTopa Tpia0Ba Aa ce HaTHCHe Hagony. Cnen Topa nauHeHTHTE TpAOBA Ja M3BAAAT HHXAIATOPa OT YCTATA CH
M Ja 3aabpKaT AHINAHETO 32 OKoo 10 cexyHaM, WIHM TOAKOBa ABITO, KOAKOTO MM € ynoOHo. IlauMeHTsT He
TpAOBa Aa W3auumBa oOpaTHO B MHXanaropa. Ha kpas manueHTHTe TpaOBa A3 M3AMIIAT GaBHO H Aa NOCTABST
OTHOBO Kana4ero Ha MYHAIYKa.

MyHamyksT TpaOBa na OBIe YHCTEH €XKECEAMHYHO CBC Cyxa Kppna. HHxanatopeT He TpaOBa Aa ce MHE HMAH
IOCTaBA BHB BOJA.

Ja noapobuu uHCTpYKIMU BHXKTE JIucToBKaTa ¢ HHGOPMAIHA 32 AI[HEHTA.
4.3 IIpoTHBONOKA3AHESA

CBpPBXYYBCTBHTEHOCT KBM LIMKJIC30HH HIH HAKOE OT MOMOIIHHTE BELIECTRA.,
4.4 Croennannn nperynpexacHHa B NpeANasHn MePKH NpH ynoTpeda

[lomoOHO Ha BCHYKM ApYrd HHXAJIALMOHHM KOPTHKOCTepouaH, Alvesco TpaGsa aa ce npwiara BHUMATENHO NpH
MaLMEeHTH ¢ aKTHBHA WIH NaTeHTHA Oenoapobua Tybepkynosa, reGHYKOBH, BHPYCHH WIH OakTepHANHH HHOEKIMH
H CaMO aKO TE€3H MALMCHTH HMAaT aJICKBATHO JIE4YEHME,

[TonoOHO Ha BCHYKM ApPYrd MHXAMalHOHHH KOPTHKOCTEpomaH, Alvesco He € MokaszaH 3a JICUCHHE Ha CTaTyc
acTMaTHKyc (status asthmaticus) wau Apyry OCTPH €M30AM HA acTMaTa, KOMTO M3MCKBAT MHTEH3WBHA TeparHi
HSTH CTIELIHY MEPKH.,

IlopoOHO Ha BcHYKHM ApPYrH MHXANALHOHHH KOPTHKOCTePOHAH, Alvesco He e mpeauasHaueH 3a obleKuaBaHe Ha
OCTPH aCTMATHYHH CHUMIITOMM, KOHTO H3HCKBAT TNPUIAraHeTo Ha HMHXANATOPHH OPOHXOAWIATATOPH C KBCO
ae#cTeue. [Tanmenture TpabBa na 6bAaT NOCHBETBAHH A2 HMAT MpH cebe cH Nogo6GHO JIEKapCTERo.

BB3MOXHO € na c¢ npoaBiAT CHCTEMHM edeKTH Ha MHXAJIALMOHHMTE KOPTHKOCTEPOHAH, OCOOEHO aKo ce
MpeANHCBAT BEB BUCOKH JO3M 33 NPOIBILKMTENHO BpeMe. BeposaTHocTTa 33 TakuBa, e(ekTH € MHOTO NO-MAJIKA B
CPaBHCHHE C TNIEPOPATHUTE KOPTHKOCTEPOMAH. BB3MOXKHHTE ~BKJTIOYBAT [IOTHCKAHE Ha
HanOnOpeka, 3abaBdaHe Ha pacTexa IpH AeLa W IOHOLIM, craj Ha it “t ,THOCT, KaTapakTa H
riaykoMa. 3a TOBa € BAXKHO J03aTa HA MHXAIATOPHHA KOPTHKO (fpAHa 10 MHHHMATHATA,
HeoOXoAHMa 3a noaabpKaHe Ha e(peKTHBEH KOHTPOJI Ha aCTMATA.
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IlpenopbuBa ce¢ pefioOBHO clieieHe HA BUCOYHHATA Ha Aela H IOHOMM, MOIYYABallM KOPTHKOCTEPOMAH. AKO
pacTexbsT € 3a0aBeH, TepanuaTa TpAOBa na Onae mpepasriiefaHa ¢ Uen peAylHMpaHe Ha J034Ta MHXaJHpaH
KOPTHKOCTEPOHU], aKO € BBh3MOXKHO A0 HaH-HHCKAaTa 0033, IIPH KOATO ¢ MNOANBPiKa KOHTPONHPAaHETO Ha acTMarta.
Homsanurenno TpadBa Aa ce oOMHCIH HacouBaHe Ha MALMEHTA KBM CHEHHMAIHCT IO ASTCKH PECNUPATOPHM
3abongaBaHus.

HsMa naHHH N0 OTHOILIEHHE Ha NMALMEHTH C TEXKO YBpekAaHe Ha dyepHoApoOHaTa GyHKUHA. 1IpH mauMeHTHTE C
TEKKO 4EpPHOAPOOHO yBpekIaHeé ce OYaKBa NMOBHIIEHA €KCMO3MLIMA, 3aTOBA TE3H MalMEHTH Tpa6Ba Ja Onjar
CJIC[ICHH 3a MOABATAa HA CBCHTYAIHHU CUCTEMHH ¢(eKTH.

IloasuTe OT HHXANATOPHUA UHMKJIC3OHWA TpAOBA Na HAMAIAT HY>XKJAATa OT [EPOpPaHH cTeponaH. BrnnpekH ToBa,
NpH NalHeHTHTEe NMPeMHHABALIY HA HHXANaTOpPeH LHKIES30HK OT NnepopanHi CTEPOHIH OCTaBa PHCK 3a HapyILIeH
Han0BLOpedeH pesepR B MPOABDKEHHE Ha 3HAYHTENHO BpeMe ciiel npomsHara. BeposTHoctra Aa ¢e mposBar
CBHOTBETHH CHMIITOMH OCTAaBa 3a W3BECTHO BpeMe.

Ilpy TakmBa nNALMEHTH NpeAHM OMNPEACNCHH MPOLEXYPH MOXe Ja € HeoOXOMMM CBBET OT CHEIHATHUCT, 3a
ONpefic/IAHE Ha CTENEeHTA Ha YyBpexaaHe Ha HaaOvbpeunara ¢yHkuus. BuHard B ciyuan Ha CHEHIHOCT
(MEULMHCKA WU XMPYPrUyiHa) M NpH ONpeAeNeHH CHTYalluy, KOHTO OMXa MOIIM Ja NPHMHHAT CTpec, Tpaodsa na
ce MMa NpeABHI BB3MOXKHOCTTA 32 OCTATBYHO YBpE:KAaHe Ha OTroBopa Ha HagOBOpeka M Za ce. oOMHCIH
NOAXOAANIO JEYEHHE C KOPTHKOCTEPOMIM.

B ClIy4aH Ha NMpCMHHaBaHC Ha NAlMCHTH OT JICHYECHHUE € NTECPOPATTHH KOPTHKOCTCPOUIHN.

[IpeMyHaB2aHETO HA NALMEHTH, 3aBHCHMH OT NEpOpaNHAaTa TEpanHd ¢ KOPTHKOCTePOMAH, KbM HHXANATOPEH
LIHKAE30HKA, H MOCIICABAIIOTO HM JIeYEHHE H3HCKBA 0COOEHH IpHiKM, MOHEXE BBH3CTAHOBABAHETO HA YBpeAeHATa

OT MPOTBXKHMTENHATA CHCTEMHA CTEPOHOHA Tepanua AafpeHOKOPTHKANHA (QYHKUMA MOXE Ja NpPOABILKH
3HAYHTEJTHO BpPEME.

Hﬂ].lHﬁHTHTﬂ, KOUTO ca Gwin JIEKYBaHH CbC CHCTCMHH CTCPOHAH MNPOAB/DKHATE/IHO BPpEME HIIH BbB BHCOKH AO3H

MOTaT ia HMaT MOTMCHATa (PYHKIHA Ha KopaTa Ha HagOwOpeka. [Ipu TakuBa NamMeHTH (PYHKUIMATA Ha KOpaTa Ha
HanOBpOpeka TpAOBA na ce cneay peAoBHO M A03aTa Ha CHCTEMHHTE CTEPOMIH Aa C€ HAMaJIABa NpeATasIHBo.

Cnex okono efHa ceAMMIlA CE€ 3aMOYBA MOCTEIICHO CMHMPaHe HAa CHCTEMHHTE CTCPOMIHM, ¥Mpe3 INOHIKABAHE Ha
A03ata ¢ no 1 mg NpeHU30/I0H HA CEAMHLIA WIM ¢ eKBUBAMCHTHA [03a. 3a MOAXBPKAMM Q03K MPEIHH30IOH Hajl,

10 mg/nen moxe na e MoaxoAAWO NPEANa3MBO HAMANMBAHE HA A03aTa NpE3 MO-ToJeMH CTHIKM HA CeAMHYHH
HMHTEPBAJIH.

HAKOH malMeHTH ce 4YyBCTBAT 3JI€ 10 HecneunpHyYeH HAYWH MO BpeMe Ha (pasaTa HA HAMANABaHE, BBIPEKH
3ana3sBaHeTO HIH AopH mnogoOpeHMeTo Ha AuxarenHata ¢yHkuuia. Te TpabGBa aa OpJar HachbpyaBaHM Aa
MPOABLJLKAT YNOTpeDaTa Ha HHXANATOPHHSA LIMKIC30HHA, KAKTO H DOCTENEHHOTO CIIMpaHe Ha CUCTEMHHA CTEpOHUA,
OCBEH aKo He ca HanHle 00ekTMBHH Gene3u Ha HaaOEOpeuHa HEJOCATHYHOCT.

[laipeHTHTE, NpEMUHAH OT NICYEHHE C MEPOPANHH CTEPOAM, YMATO QYHKIMA HA KOpaTa Ha HAROBOpeKa ¢ Bce
omle yBpeaeHa TpAOBa Aa HOCAT NMpEeAyNpEeAUTeNHa KapTa, MOCOYBAILA, Y€ HMAT HYXAa OT AOMbAHHTEIHH
CUCTCMHH CTEpPOMOHM B MEpPHOAH Ha CTpec (Hamp. MIOIIABaHE Ha AacTMATHYHMUTE NPHCTHIH, GenompobHu
MHEKUHH, TEXKH HHTEPKYPEHTHH 3a60/19BaHuA, XMPYPrUYHH ONICPALIMH, TPABMA H T.H.).

3aMecTBaHETO Ha CHCTEMHOTO CTEPOHAHO JICYCHHC ¢ HHXANATOpHA Tepanyd INOHAKOra MOXEe HAa ACMacKHpa

AICPrUyHA 3a00MIBaHHA KaTo ANCPrudeH pHHHT HIHM CK3CMa, KOMUTO JZO TOraea ca Omwn KOHTPOJIHpAaHH OT
CHCTCMHOTO ACUYCHNE..

ITapagokcanen OpoHxocna3bM ¢ BHE3aNHO 3aCHIBAHE HA XPHNOBETS /A
OpoHXOCNa3bM, HENOCPEACTBEHO CJle[ MNMPHEMAaHeTO Ha J03aTa A skaiig
OpoHXonHIaTaTOp, KOeTO OGHKHOBEHO BOAM a0 Obp3o moaobpenye. JIarHenT
?; ': --;'m-x ":_::' ?
b 1

L
|
[

¢ KpaTkoAcHCTBAaI
Obne npernenaH u
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Alvaesco 160 SPC Bulg

TepanuaTa ¢ Alvesco TpaOra na NMPOABIKH €AVWHCTBEHO aKO Clefl BHUMATe/HA MpelleHKa OYaKBaHATa 1MoJi3a e
MNO-rofsMa OT BE3MOKHHA pHcK. TpabBa Ja ce UMa NMpeRBHA KOPEeNauHATa MEKOY TEXKECTTa HA aCTMATA M 00IHaTa
CKIIOHHOCT KbM OCTPpH OpOHXHAIHM peakliyn (BXK. Touka 4.8).

Tpabsa penoBHo ma ce KOHTpO/JIHpa TeXHMKATa Ha HHXaJHpaHe HA MAI[MEHTHUTE, 3a [a cé TNPOBepH AAH
BIIPECKBAHETO € CAHOBPEMEHHO ¢ MHXANMHPAHETO H TaKA Ja ce€ OCHIYpH ONTHMANHO AOCTHraHe Ao Oenure
npoboBe.

Tpabsa na ce m36arBa eJHOBPEMEHHO JIEUEHWE C KETOKOHA30M WIM ApyrH MoliHM HHxHOGHTOopH Ha CYP3A4,
OCBEH aKO MOJI3aTa He € IO-roMAMa OT YBEJIMYEHHS PHCK 3a CHCTEMHH HEXENAaHM JIEKAPCTBEHH PEaKLMH Ha
KOPTHKOCTEPOUAMTE (BX. TOUKA 4.5).

4.5 BzagMogelicTBRE ¢ APYTH JIeKAPCTBeHH NPOAYKTH H ApYra $opMu HA B3aHMogelicTBHe

In vitro npoy4BaHnaTa nokassar, 4e npu xopa CYP3A4 e OCHOBHHAT €H3HMM, aHraXKHpaH B MeTaboNH3Ma Ha
aKTHBHATa ¢opMa Ha LMKAe30HuA M1,

B npoyusane Ha B3aHMOACHCTBHATA ¢ LIMKJIE30HHMA H KETOKOHA30J Kato MolueH HHXHOMTOp Ha CYP3A4 e
YCTaHOBEHO, Y€ MpPHU AOCTHraHe Ha CTAUHOHAPHO CHCTOAHME EKCMO3HMLMATA HAa AKTHBHuUA Merabomutr M1 ce
[MOBHINABA OKONO 3,5 MBTH, AOKATO €KCMO3HMIHATA HAa LMKIE30HHA OCTaBa HempoMeHeHa. [lo TasW npHuuHa
€HOBPEMEHHOTO fipwnaraHe Ha Momuu wuxuOuropu Ha CYP3A4 (mamp. KeTOKOHAa30], HWTPaKOHA30] H
pUTOHaBHp WiH HendHHasHp) TpAOBa Aa ce M3bsArBa, OCBEH akO MOJI3aTa HE MPEBHINABA NMOBHIIEHHA PUCK OT
CHCTEMHH HEKEJIaHH JICKapCTBEHH €(EKTH HAa KOPTHKOCTEPOHANTE,

4.6 BpeMeHROCT H KbpMEHe
HsiMa aficKBaTHH U KOHTPOMHPAHH NPOYYBAHHA NPH GpeMEHHH KEHH.

Ilpy npoyuyBaHHs Ha KMBOTHH € YCTAHOBEHO, Y€ INIIOKOKOPTHKOHAWTE TNpeRH3BUKBAT MaidopMaimH (BX.
TOYKA 5.3). Manko e BepoATHO TOBA Ja € OTHACA 3a XOpa, NPHEMALIM MPENOPBYMTEIIHATE J03H 3a HHXAIHPaHe.

[TonobHO Ha ApYrH KOPTHKOCTEpPOHAH, LHKIE3OHHA TpAOBa Ja ce npwiara mo BpeMe Ha OPEeMEHOCT ¢aMoO aKo
OYaKBaHaTa MoJ3a 3a MaHKaTa OMpaBAaBa MOTCHUMAIHHA PHUCK 3a mioga. 1pabea na ce u3non3sa Haki-HUCKATA
e(eKTHBHA 1032 LIMKIIE30HH, He0OX0AHMa 33 NOANBPKAHE HA ANCKBATEH KOHTPON HA acTMATA.

Jenara, poacHH OT MaiKH, KOMTO ca MOMY4aBalld KOPTHKOCTEPOMAM MO BpeMe Ha GpeMeHHOCTTa, TpabBa na
ObZaT BHUMAaTETHO HAOMIONABaHH 33 XHIIOAPEHANTHIBM.

He e M3BeCTHO NanM HMHXaNAaTOPHHAT LMKJIE30HHI C€ E€KCKpeTHpa ¢ 4YOBEIIKATA KbpMa. IIpHnaraHeTo Ha

LIMKJIE30HU] Ha JKeHH, KOMTO KBpMAT TpAOBa Ja ce XOIMycKa caMoO B CJIy4aii, ue OYAKBAHATA I10/i3a 3a Maiikarta ¢
MO-rojisiMa OT HAKAKbB BB3MOXEH PHCK 32 JAETeTO,

4.7 EdexTn BBPXY cnocofBocTTa 32 MOoPupane H paboTa ¢ MAMBAEH

HHXanaTOPHUAT LHKIE30HH] HE TIOBIHABA HIIH MOBNMABA NpeHeOpexxuMo MATKO crnocofHocTTa 3a modHpaHe u
paboTa ¢ MalIHHW.

4.8 Hexxennanm JekapcTBeHH peaknH M
Oxone 4% OT MAUMEHTHTE ca M3MHTANM HEXENAHH NEKAPCTBEHH pe ¥ KIMHHMHH NPOYYBaHHA, KATO

Alvesco e Omn gaBan B no3oBua uHTepBan 40 mo 1280 Muxporpama '" E! MOBEYETO CIy4aH Te Ca
Oy ek 1 He ca HanaranaM nNpeksLCBaHe Ha aeyeHdeTo ¢ Alvesco. |
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Yecrota | Hewecrn MHoro peaku
(> 1/1 000, < 1/100) (< 1/10 000, Bk,
Opranpa cacTeMa | H30JHPARH CHOOIEnH)
CToMaliHO-YpPEeBHH [ Tom BKYC
HapYILCHHS

O6mn  HapymeHus W | EdextTm Ha MACTOTO Ha
eeKTH Ha MACTOTO Ha | IPUNIOXKEHHE KaTo MapeHe,

NPHIOKEHHE BB3MAICHUEe H pa3gpa3BaHe.
CyxoTa Ha MACTOTO Ha
L | NpUAOKEeHHE ] L
PecniupatopHH, rpopaHd M | Jpe3raBocT Ha riaca
MeOHACTHHANHU KauaHua crea HHXaATUpaHe
HapyICHH IlapanokcaiicH
fpoHxocnazbeM )
Hapymenus Ha xoxkarta u | OOpHB H ex3eMa
NOAKOXKHATA THKaH
HapymeHna Ha HMyHHaTa HenocpeacTBeHH WK KECHH
CHCTEMA pCAKLHH Ha
CBPBbXYYBCTBHTEJIHOCT KaTo
aHFHOENEM ¢ OTOK Ha
_YCTHHTE, €3HKA M apHHKCa

[TapapokcaTHHAT OpPOHXOCDA3bM MOXE Aa Ce NOABH BeAHara CAel NpHeMa Ha [03aTa H MPeACTaB/ABa
HecneM(PUYHA OCTpa peaklMa KbM BCAKaKBH HHXATMPAHH NIEKApPCTBEHH NMPOAYKTH, KaTO MOXKE Aa € CBBp3aH
¢ aKTHBHOTO BELICCTBO, IIOMOIIHOTO BEIIECTBO WM OXNAXAAIMHA eeKT Ha H3NMAPECHUETO NPH HHXATATOPHTE
¢ ras nog Hansraxe. Ilpu Texxxu cnyvau TpabBa aa ce MMa npej BHA clidpaHeTo ynorpedara Ha Alvesco.

CHeTeMHH €eKTH HA KOPTHKOCTEPOHMAMTE MOTAT Ja ¢e MPOABAT OCOOCHO MpH NpeANUcaHd BHCOKH AO3H 3a
NpORB/DKHTENHO BpeMe. BBr3MoxHNTE CHCTEMHH eeKTH BKIIOYBAT CHHApoMa Ha Kemmmr, KemuHronaHu
NpOMEHH, TIOTHCKAHE Ha HanOBOpenuTe, 320aBAHe Ha pacTexka NPH Aela U IOHOIH, HAaMANSHHE HA KOCTHATA
MHHEpaIHa IUTBTHOCT, KaTapakTa, rinayKkoMa (BxK. Chillo TOUKa 4.4).

4.9 Ilpenoznpane

Octpo:
HuxanupaHeTo Ha MKNEe30HKA B 1033 OoT 2880 MuKkporpaMa oT 3ipaBH MHAMBHAK € 6110 MoHECEHO nobpe.

BeposTHOCTTa 32 OCTPH TOKCHYHH peaKLMy Clie[ NpeAo3MpaHe Ha HHXAJNATOpeH LUUKNe30HH € HHucKka. Cnen
OCTpO NpeAo3HpaHe He € HE0DX0AUMO CIELIHPHYHO JISYCHHE.

XPOHHYHO:
Cnexn npoaskuaTenHo npuwiarane Ha 1280 Mukporpama HKIe3cHMA, He ca HAOMOJaBaHH KIMHMYHHE Oenes3n

Ha NOTHCKaHe Ha HanOBOpenuTe. Benpeku ToBa, ako NPOABLKHTENIHO BpeMe Ce MPHEMAT X03H, MO-BHCOKH OT
NpenopbrYaHHTe, HE MOXKE Aa ObAe M3KIIOYEHO NOTHCKaHe Ha HaaOnOpeunara GyHkuma. Moxe na ce HaJIOKH
cneneHe Ha HaaOBEOpeUHUA peseps.

5. G®APMAKOJOIHYHH CBOHUCTBA

5.1 OapMaKOIHHAMHYHE CBOHCTBA

dapMakorepaneBTHYHa rpyna: J{pyrn ackapcTsa 3a JicueHHe Ha ﬂﬁCTPWQMBM Ha AHXaTeJIHUTE
neTHIna, Uaxanatopu, mokokopruxonan, ATC kox: RO3B A0S Al )

llMie3oHHA NpOABABA HUCBK a(pHHUTET 3a CBBLP3BAHE KBbM
[IEpPOPAIHO HHXANHpaHe, LUUKNC30HU NPETHPNABA SH3UMHO [
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ocHoBeH Merabonur (C21-gecMETHIMPONUOHWI-LMKIIE3OHH), KONTO MMa CHICH MPOTHEOBB3NANHTEINICH
e(eKT H N0 TA3¥ NPHYKHA Ce MPHEMA, Ye € AKTHBHHAT MeTaboHT.

[Ipn yeTHpH KWIHHHYHH NPOYYBAHMA € JOKA3aHO, Y¢ LMKUIC3OHH HAMAJABA PEaKTHBHOCTTA Ha AMXATeTHHTE
MBTHILA KbM aeHO3MH MOHOQoc(haT NMPpH XHNEeppeakTUBHH NALKHEHTH ¢ MAKCUMAaJIeH edekT HabmonaBaH NpH
no3a 640 muxporpama. Ilpu Apyro npoyyeaHe npeABapHTENIHOTO JeYSHHUE ¢ LIHKIC30HHA B NPOABDKEHHE Ha
7 nHYU 3HAYMMO oTCnabBa peaklMMTE OT paHHATA H KhCHaTa (a3a cies NMpOBOKALMS ¢ HHXATIATOpeH aJleprex.
Cpillo Taka € yCTAHOBCHO, Y€ JICYEHHETO C MHXANaTOPeH NHKIe30HHA HaMATABA MOBHIIEHHETO HA Opos Ha
Bh3NAMTEIHUTE KAeTky (obi Opoli Ha eosmHOPUINTE) H MEAUATOPUTE HA BB3NAICHHETO B HHAYLHpAHA
Xpauxa.

EaHe KOHTPONHpPaHO Npoy4YBaHe CpaBHABA 24-4acOBHTE I1a3MeHH HHBA Ha kopTH301 AUC np# 26 BB3pacTHH
MAalHCHTa C acTMa ciex 7-aneRHO IeyeHue. B cpaBHeHue ¢ muanebo, nedeHuneTo ¢ upkiae3oHun 320, 640 n
1 280 MuKporpaMa/ieH He € NpeAH3BHKAN0 CTATHCTHUECKH 3HAYMMO HAMA/IBAHE HA CpeAHUTE CTOMHOCTH Ha
m1asMeHHs KopTH30u1 3a 24 vyaca (AUC g.24y/24 uaca), HUTO € HaOmoaaBaH A03a-3aBACHM e(deKT.

[Ipn enHo KNHHHYHO Npoy4BaHe, oOXBawaEe 164 BE3PACTHH MALMEHTH ¢ aCTMa OT MBKKH H KSHCKH NoJ,
LHKne3oHn] ¢ 6wt mpunarad B A03H oT 320 Muxporpama wim 640 MUKporpaMa/AcH B NpOAB/DKEHHE Ha
12 cepmuum. Cren ctuMysamua ¢ 1 H 250 MuxporpaMa KO3HMHTpONMH He ¢a HaGJMoJaBaH 3HAYHMH MPOMEHH
B [UIa3MSHHTS HHBA HA KOPTH30J1a B CPaBHEHHE ¢ Iu1anedo.

JABoiiHo-caenH, nnanebo KOHTPONMPaHH NPOYYBaHHA C IPOAB/KHTENHOCT 12 ceMHIM TPH BB3PacTHH H
JOHOLIH Ca NOKA3aJH, Y& JICYCHHETO ¢ LMKIC30HHA BOAM A0 moxoOpaAsaHe Ha OenompoOHaTa (yHKUHA,
H3mepeHo upe3 FEV, H BepxoBua excnilpatopeH ae6uT, nogoOpapaHe Ha KOHTpPOlIa HA aCTMAaTa ¥ HaManeHa
HEOOXOAUMOCT OT HHXANATOPHH OeTa-2-aroHHCTH.

[Ipu eano 12-cenMuuHO npoyupaHe, o6xpamamo 680 nuua ¢ Texxka GopMa Ha acTMa, KOMTO MPEaH TOBA Ca
Ot nekysanu ¢ 500 — 1 000 mukporpaMa ¢IyTHKA30H-NIPONHOHAT/AEH MIH ¢ CKBMBAAECHTHO JEYECHHE,
87,3% u 93,3 % or nauMeHTHTe Ca HAMaIM OOOCTPAHHA IO BpeME Ha JICYCHHE ¢ LHUKMC30HUI B JO3H
cboTBeTHO 160 Mnu 640 Mukporpama. B kpaa Ha 12-ceMuYHHA IEPHOA Ha MPOYYBAHETO PE3yNTATHTE ca
NOKA3IH CTAaTHCTHYECKHW 3HAa4YHMa pasidka Mexay pnosure 160 Mukporpama u 640 Mukporpama/men
IMKIC30HHA N0 OTHOLICHWE HA NOABaTa Ha oboCcTpsAHe crliel BPBUA ACH Ha Mpoy4BaHeTo: 43 nauueHTH/339
(=12,7%) » rpymara ¢ gosa 160 muxporpaMa aHesHo H 23 maumeHTH/341 (6,7%) B rpynata ¢ nosa
640 Muxporpama gaeBHO (koepuuueHT Ha puck = 0,526; p= 0,0134). H npu nBeTe 2034, DHKNE30HN/ € AOBEI
cnen 12 ceamuuM N0 cpaBHHUMH CTOHHOCTH Ha FEVI1. Cepp3aHH ¢ JeYCHHETO HEXeNaHH chOMTHA ca
Habmoznasanu npu 3,8 % u 5 % OT malMeHTHTe, NEKYBaHM CHOTBETHO CbC 160 Mam 640 MuKporpama/eH
uukne3oHUA. He e mposexaano npoyusane 3a cpaBHABaHe Ha fo3ute 160 Mukporpama, 320 mMukporpama u
640 MHKpOrpaMa AHEBHO MPH NALMEHTH ¢ T&XKa Gopma Ha acTMa.

3.2 PapMakoAHHAMHAIHE CBOliCTBA

[lukne3oHMA ce mpeanara noj ¢opMara Ha aeposofieH pasteop B mponenaHT HFA-134a u erason, xo#To
ACMOHCTPHpa JIHHCapHA 33aBHCHMOCT MEXKAY pa3IMYHUTE A03H, CHIHM HA CIIpes ¥ CHCTEMHATa €KCHO3HLIHA,

Abcopbums:

IlpoyuBanmaTa ¢ nepopaqHo M MHTPABEHO3HO NPHIOKSHHE Ha PATHOAKTHBHO-MADKHDAH LMKIC30HM/
MOKa3BaT HeIb/IHA nepopaiiHa aGeopbimsa (24,5 %). IlepopanHata GUOHANHMYHOCT 33 UKKACIOHWA ¥ AKTUBHNR
MeTaboauT e npeHebpesxmo manka (<0,5 % 3a nuresonna, <1 % 3a Metabonura). Ha 6aza pesysraTure OT
Y-CLUMHTHrpadus ¢ ycTaHOBeHO, e 6enoapoGHOTO OTNaraHe npW 3ApaBH HHAMBHAHM € 52 %. BBB BpB3Ka C
Ta3K CTOHHOCT CHCTéMHaTa OHOHAJHYHOCT 3a akTUBHMA MeTabonut e 50 % npu ynotpeba Ha HHXaIaTOpa 34

Paznpenenexue;
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Criea MHTPaBEeHO3HO NPHIOKESHUE HA 3APaBH MHAMBMAM, HavalHaTa (asa Ha pasfpeAciicHHe 3a LHKIE30HH] €
Ouna OBp3a ¥ orroBaps Ha BHCoKaTa My JunoduiHocT, CpegHuaT obeM Ha pasnpenenenue e 6Mn 2,9 Vkg.
OBmHAT cepyMeH KIHPBHC Ha LMKNE30HHA € BucOK (cpemHo 2,0 Vh/kg), xoeTo mokasea BHCOKA CTETEH HA
yepHOApoOHa excrpakuud. IIpn xopa AenbT Ha CBHP3aHHA C TUIA3MEHHTE IPOTEHHM UHKIC3OHHA € CPSIHO
99 %, a To3M HA axkTHBHUS Metalonut — 98-99 %, KOeTO roBOpHM 32 NOYTH WBHIHO CBEbP3BaHE Ha
LMPKYJIHPAIUTE [IHKIE30HHA/aKTHBEH META0IHT ¢ Ma3MeHUTE NPOTEHHH.

MeTtabonuzem:

OCHOBHO 1LWK/IE30HHA C€ XMAponu3upa A0 OHONOrMYHO-aKTHBHHA MYy MeTabojMHT OT ecTepasure B Oenus
apo0. IIpoyuBaHeTo Ha €H3MMONOrMATa Ha MNOCNEABALIOTO MeTabo/M3upane OT MOBELIKUTE YSPHOAPOOHH
MHKPO3OMHM [OKa3Ba, Y€ BeIIECTBOTO OCHOBHO ce Merabonm3upa 4pes CYP3A4-karanuza 1o
XHIAPOKCHIMpaHH HeakKTHMBHH MeTabonutu. B mombnHeHue kbM TOBa B Oenmmte ApoGoBe ca YCTAHOBEHH
obpaTHMH TUNOQITHH KOHIOTaTH Ha AKTHBHHA METabOIHT ¢ €CTEPH Ha MACTHHTE KHCETHHH.

Exckpeuns:
Ilukne3oHUA OCHOBHO C€ €EKCKpeTHpa ¢ H3npaxHeHHATa (67 %) clex MEpopalHO M HHTPABEHO3HO

NMPHIOKCHHE, KOCTO II0OKa3Ba, Y€ OCHOBHHUAT MCXAHH3IBM H2a CIHMHHIIHA € UPe3 SKCKPeLHA C AKIBYKaATa.

QapMaKOKMHETHYHH XAPAKTEPHCTHKHM MPA NALNEHTH:

Iayueumu ¢ acmma
[ukinesonun He aeMOHCTPHpa (PPMAKOKHHETHYHH [IPOMEHH NPU NALMEHTH ¢ YMEPEHa TEXECT Ha acCTMATa B
CpaBHEHUE CBC 3ApABH HHOMBHIH.

Vepeoena 6ubpeuna unu vepnodpobra pynryus, nayuenmu é HANPeOHARA 6b3pacm
Criopen nomylnauHoOHHHTE (PapMAKOKHHETHMHM TOKA3aTelld BB3PacTTa He BIHAE BLPXY CHCTEMHATA
EKCIO3HLIMA HA aKTUBHUA MeTaboHT.

ITorncHaraTta 9epHOApoOHA GyHKUMA MoXE JAa MOBIHAEC Ha €IMMHHHpaHeTO Ha KopTHkocTepouaure. Ilpn

€AHO Mpoy4BaHe, oOXBallamO NALHEHTH C yBpeAeHa uepHOApoOHa ¢YHKUMA, CTpajallld OT 4epHOApoOHA
IIHpO33a, € HadJMoJaBana M0-BUCOKA CHCTEMHA €KCHO3NIMA KbM aKTHBHUA METabOJIHT.

He ca npoBexaaHu Npoy4BaHHs NpH NALMEHTH ¢ yBpeaeHa Gp0pedna GyHKIMA Nopagy UnNcaTa HA €KKpeLHs
Ha aKTHUBHHA MeTabomuT npe3 6s0penure.

53 IIpeaxIAaRHYENA JAHHEH 33 6e30HACHOCT

IlpeAKNHHHYHHTE JAHHH 32 LMKIIC30HU HE M0KA3BAT 0co0eH PHCK 33 XOpaTa Ha 0a3a Ha KOHBEHIMOHATHHTE
(papMakoNMOrH4HH  M3MUTBaHMA 3a $e30NacHOCT, TOKCHYHOCT TMPH MHOTOKPaTHO INpPHUIOXKEHHE,
reHOTOKCHYHOCT WIN KAPLMHOr€HEH MOTeHLMAN,

[Ippy npoyuBaHuss BBPXY KMBOTHM 33 pPENPONYKTHBHA TOKCHYHOCT €  YCTAHOBEHO, 4e
FIFOKOKOPTHKOCTCPOHANTS NMPEAH3BHAKBAT Mandopmaiu (LenHaro HeOue, MandpopMaruu Ha ckeneta). Tesn
pe3yNTaTH NpPH XHBOTHH, 00aye, H3rIekna He Ca pelieBaHTHH TPH XOpa [IPH MOCOUSHUTE NPENopLYHTETHHTE
AO3M.

Cenp3aH ¢ nedeHHero edekT BrpXy sifuruumTe (aTpodud) e HaGMONABAH NpH NPUJIATaHE HA BHPXOBATA 1034
MpH ABe |2-MeceYHH MPOY9YBAHMA BBHPXY Kydera. To3u edekr ce e MpOABHA NpH CHCTEMHA eKCHO3HLMA 5,27
0o 8,34 eTH Mo-BHCOKA OT Ta3sH HpH NMpHiAaraHe Ha Jo3a 160 Muxporpama BefHBkK AnesHO. He ¢ H3BECTHA
peneBaHTHOCTTA Ha TOBA HaD/MIOZeHHe NPH XOPaTa.

[IpoyuBanudTa BBPXY XKHBOTHH ¢ JPYrH TIKOKOKOPTHKOMIH nomnﬁr;: _ AHETO MO BpEeMe Ha
OpEMEHHOCT Ha MNIIOKOKOPTHKOHAH BHB (HhapPMAaKOJOTHYHH JO3H MOKES] 3, e 33 UHTpPAYTCPHHHA
peTapaalHa Ha pacTexa, CbPACYHO-ChIOBH W/WIH MeTaboiIHTHH 3 BabMatup! THH H/HWIH TpaiHH
NPOMEHH B IVIBTHOCTTA HA [IFOKOKOPTHKOHIHUTE PELICITIOPH, AT T
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noseaenHeTo. He e HM3BecTHa peNieBAaHTHOCTTA HAa Te3W HAHHH NPH XOpa, NPUEMAINH LHKIC30HMA 4pes3
HHXaJalyuH.

6. ®APMAILIEBTHUHM JAHHHU

6.1 ClauchK HA NOMOITHHTE BellleCTBA
Hop¢nypan (HFA-134a), eranon, 6e3BoaeH

6.2 HechbBMeCTHMOCTH
He e npunoxumo.

6.3 Cpok ua rogsocrt
30 no3upaHH BNpLCKBAaHUA — 1 rofuHa
60 u 120 go3upaHu BIIPLCKBAHMSA - 3 FOJAHMHH

6.4 CoenuajHH YCI0BHSA Ha ChXpaHeHHe

To3u nexapcTBeH NPOAYKT HE U3HCKBA 0COOEHH YC/IOBHS 3a ChXPaHEHHE.

KoHTeiiHephT chabpka TeYHOCT noj HansArane. Jla He ce M3jara Ha TeMneparypa Hag S0°C.
KontelinepsT He TpsadBa Aa Obae npoOuBan, dyneH Wi U3rapsan JA0PpH, KOraTo € HAITBIIHO TMPA3cH.

6.5 JdAHHH 32 ODAKOBKATA
HHxanaTopbT c€ CBhCTOM OT KOHTCHHep roj HansraHe, HamnpaseH OT aATyMHHHMI M 3amedaTaH ¢ J0o3Hpailll
BEHTUNA, MYHAITYK U Kanaye,

30 po3upaHH BNpLCKBAHMUA
60 mo3upaHu BNPHECKBAHHA
120 posupanu BNPLCKBAHUS

OnakoBki 3a DOJIHHUHO cHA0AABAHE:
10 x 30 po3HpaHy BNPbCKBAaHHSA

10 x 60 no3upaHH BIPbCKBRHUA

10 x 120 go3npann BrpLCKBaHHS

He BcHykH BUAOBE OMAKOBKHM MOraT Aa ObaaT MycHATH B npoaaxoa.

6.6 Cuenuagnu nDpegna3nM MepKH NpH HIXBbp/AaHE B padora

ITansenTte TpsAGBa Aa ObAaT BHUMATENHO HHCTPYKTHPAHH 32 NMPaBAIHOTO M3MOM3BaHe HA MHXanaTopa (BXK.
JlucToBkaTa ¢ HHpOpMAaLHA 33 noTpebuTens).

[TopoGHO Ha MOBEYETO NEKAPCTBEHH MPOAYKTH B KOHTEHHEPH 1O Ha/lAraHe, TepaleBTHYHUAT edeKT Ha TO3n
JNEKApCTBEH TMPOAYKT MOKE Ja HaMmanee ako KOHTeiHepwT ¢ cTyAcH. Bompeku Topa Alvesco oraens
KOHCTaHTH2 J03a B HHTepBaita —10°C go 40°C. |

7. INIPUTEXATEJ HA PASPEILIEHHETO 3A YIIOTPEBA

Nycomed GmbH,Byk-Gulden-Str. 2D-78467, Konstanz, ['epManus

8. HOMEP(A) HA PASPEUIEHMETO 3A YIIOTPEBA

9. JATA HA TIBPBO PA3SPEIIABAHE/MIOAHOBABAHE HA PA3PEIIEHHUETO 3A
YIIOTPEDA

10.  JATA HA AKTYAJIM3HUPAHE HA TEKCTA
24 Anpun 2008 '
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