Alvesco 160.SPC Bulg

KPATKA XAPAKTEPUCTHUKA HA IIPO TA
AVK A Lo w 73

1. MIME HA ' ~ |
HA JIEKAPCTBEHUS [TPOIYKT /97 J,?‘ - “8 ZOT

Angecko 160 MHKpOrpama, pa3TBop MO HaJIATaHe 33 UHXaJlaLMH.
Alvesco 160 micrograms, pressured inhalation, solution.

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
1 nosupaHo BNpbCKBaHe (ZOCTaBeHa 1032 OT MYH/IILYKa) cbabpka 160 Mukporpama wHkie3oHun (ciclesonide).

3a MbJIHUA CIIUCHK Ha TOMOIITHUTE BELISCTBA, BXK. TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

PasTtBOp moa Hansraxe 3a nHxanauyuu. BucTep U GesipeTeH.

4. KIMHUYHH JAHHHA
4.1 TepaneBTHYHHE MOKA3AHHS

Jlevenue, Umammo 3a L MOCTHraHe Ha KOHTPOJN NP MEPCHCTHPAIA acTMa MpH Bb3PACTHH M IOHOWIK (HA
12-roauinHa BB3pacT U Noseuve).

4.2 /To3npoBKa H HAYHH HA NPHJIOKEHHE
To3u sekapcTBeH NpoayKT € NpeHAa3HAYEH CaMO 3a HHXAJIATOPHO NPHIIOKEHHE.
Ipenopbku 3a no3MpaHe NpU BB3PACTHH M FOHOLLM:

IIpenopbusanata n03a Alvesco e 160 MUKporpaMa BEIHBK AHEBHO, KOETO BOAHM JO KOHTpPOJI Ha acTMaTa MpH
TIOBEYETO OT MAalMEHTUTE. Bhrpeku ToBa e1HO 12-CeIMHYHO MPOYYBaHE MPH JIMILIA € TEKKA aCTMA € MOKA3AN0, Y€
no3a 640 Muxporpama/nes (punaraHa ABa ITH AHEBHO 1o 320 MMKpOrpaMa) BOAM O HAMAIABaHe Ha HYecTOTaTa
Ha obocTpsiHuATa, HO Oe3 nomobpeHue Ha GenoapobHata (GyHKUHS (BXK. TOUKA 5.1). Tlpy HAKOM nNauUHeHTH
HamajieHa 1032 OT 80 MUKpOrpama BeIHBXK THEBHO MOXe J1a € e(EeKTUBHO MOIbPIKALLO JICYCHHUE.

3a npeanountate e Alvesco na ce mpuiara Beuep, BBIIPEKH Ye € YCTAHOBEHO, Y€ M CYTPELHOTO MIPWIOKEHHE HA
Alvesco e edextuBHO. JlekyBammst jekap TpsGBa Aa B3eMe OKOHYATEIHOTO pelleHHe, Naiu NpUEMHTE [1a ca
BEUYECPHH WU CYTPEIIIHHY.

C Alvesco 3anousa mono6psiBaHe Ha CHMITOMMTE B PAMKHMTE Ha 24 yaca OT HauaJoTo Ha JeueHuero. Cien

NOCTHraHe Ha KOHTPOJ € HeoOxomumo Jo3aTa Alvesco na Gbae WHAMBHAYaTHO THTPHPAHE- A0 MEHIMAITHATA,
W

Heo0X0/IMMa 3a MOJUTbpIKaHe HA ZOOBP KOHTPOJI HA aCTMATA. );i RLEN

Ilpu nauuenTuTe ¢ Teskka HopMa Ha acTMa ChIIECTBYBA PUCK OT BHE3AITHH npncnnpi oS
l'[CpIdOL[I/I'-IHO OLIEHSBAaHE Ha KOHTpONa Ha acTMaTa, BKIIOYBAIIO (bYHKLUHMOHATHO h ;

NMOKa3Ba BJOIIEH KOHTPOJI Ha acTMara. AKO nNauMeHTuTe 3abenexar, de eq)eKTn‘BHoc N2 ‘H nesréhu’l o ¢
KpaTKOACHCTBAIM GPOHXOJHMIATATOPH CMajia, WM Y€ MMAT HyXJa OT MOBede OT o0u LIUH,
Tps6Ba 1a ce ThPCH MHEHHETO Ha Jiekap. [Ipu TakaBa CHTyaLms € HeoGXOIMMa HOBA OLIERKa. H’fﬁ‘&m&ﬁa’new Ha
nanMeHTHTe ¥ TPsOBa a Ce MMa MPe/IBU/ 3aCHIIBAHe Ha NPOTHBOBB3NANHMTEIHATA TEPANHS (uanp. TI0-BHCOKa Jto3a
Alvesco 3a kpaTbk mepuon OT BpeMe [Bxk. Touka 5.1] MM Kypc Ha JieueHue ¢ MepOpalHl KOPTUKOCTEPOHIH).
Texkute 060CTpsAHUS Ha acTMaTa TP6Ba Aa ce NeKyBaT MO CTAHAAPTHHS HAYMH.
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Alvesco 1680 SPC Bulg

3a HAKOM CTELHATHY MALUCHTH, HAMP. TAKHBA, 32 KOWTO € TPYAHO €JIHOBPEMEHHO Jja HATUCHAT WHXaNaTopa U Aa
pauiar, Alvesco Moxe Ja ce mpuiara ¢ pasnpbeksaiio ycrpoiicrsoro AeroChamber Plus.

OcobeHy rpynu NanyeHTH:

HsMa HyXJa OT KOpeKMsi Ha 103ara [pH NMalMeHTH B HalpelHala Bb3pacT, NPH TaKWBa C YBpEXIaHEe Ha
uepHOApoGHaTa Wik GBOpeyHaTa QYHKLMH.

K®M HacTog1ug MOMEHT HAMA JOCTAaTbUHH JAHHU 3a JICUEHHE ¢ UMKJIC30HHI MPH Aela o 12-roaumiHa BB3pPacT.

HucTpykimu 3a ynorpeba / padota:

IMauuentsT TpAGBa Na 6be MHCTPYKTHPAH KAK [a U3M10J3Ba NPABATHO MHXAJATOpa.

AKO MHXaNaTopbT € HOB WK HE € 61 M3MOM3BaH B NPOABLIKEHHE HA €A CEJIMHIIA MK MOBeYe, € He0OXOAMMO
A ce HampaBST TPH BIPbCKBAHHA BbB BB3ayxa. He ¢ HeoGxoaMMo fa ce paskiaiia, 3amoto gopmara e TeueH
aepo3oJ1.

3a IpeArouMTaHe € MO BpeMe Ha MHXalallMsTa MAUMeHTHT A2 € CeaHasl WM NpaB, a MHXanaTopbT Tpsabsa aa ce
JABPXKH W3NPABEH, KaTo NaIELbT MPUABbPXKA AOJHUS Kpai noJ MyH/LIyKa.

HHCTpyKTHpaiiTe MallMeHTa a MaXHe Karna4yeTo Ha MyHJILIyKa, fa OCTaBU MHXANaTopa B yCTaTa CH, Ja oOrbpHe
MYH/IIyKa C YCTHM W Ja BAWIIA GaBHO W AbJGOKo. I1o BpeMe Ha BIMIUBAHETO Mpe3 ycTaTa FOPHHMAT Kpai Ha
uHXajaTopa TpsAbBa na ce HaTrucHe Hanony. Ciex ToBa MNAaLMEHTUTE TPAOBA 1a U3BAJAT WHXAJIATOPa OT YCTaTa CH
U Ja 3aJbpXKaT JAMIIAHETO 3a OKOMO 10 CeKyHIaM, WIH TOJIKOBA HBJTO, KOIKOTO UM € ynobHo. IlaumeHTsT He
TpabBa Ja w3aumBa obpaTtHo B MHxanaropa. Ha kpas naupeHTHTe TpsGBa Na M3auviuaT O0aBHO M Ja MOCTABAT
OTHOBO Kama4eTo Ha MyHJHLIyKa.

MyHAIYKBT TpsiGBa na Gble YUCTEH €KECEAMHUUYHO ChC CyXa Kbpma. MHXanatopsT He Tpabpa na ce Mue WM
NOCTaBd BbB BOJA.

3a noapoOHM HHCTpYKUMH BrkTe JlucToBKaTa ¢ HHGOPMAaLM 3a NNALKMEHTa.

4.3 IIpornBonoka3zanus

CBpPBXUYBCTBUTEIHOCT KbM LIMKJIE30HUA HUITH HAKOE OT MOMOLLHHUTE BEIIECCTBA.
4.4 Cnenuainu npeaynpexeHns H NpeIna3sHi MepKH NPH ynorpeda

[Mono6HO Ha BCHYKM APYTH WHXaMallMOHHH KOPTUKOCTEpPOMAH, Alvesco TpaOBa 1a ce mpujiara BHUMATEIHO NpH
NalMEHTH ¢ aKTHBHA WM JlaTeHTHa GenoapobHa TyOepKyno3a, M’bOMYKOBH, BUPYCHH HIIM 6aKTepuaiHu HHPEKLMH
¥ CaMO, aKO Te3M MAaLMEeHTH MMaT aJIeKBaTHO JICUECHHE.

IMomo6GHO Ha BCHUKM APYrH HWHXaJalIOHHH KOPTHKOCTEpOoMAM, Alvesco He € MOKa3aH 3a JICYEHHE Ha CTaTyc
acTMaTUKyc (status asthmaticus) Wnu Apyrd OCTpH €MU30[M HAa acTMATa, KOMTO M3MCKBAT MHTEH3WBHA Teparus
WY CIIELIHH MEPKH.

[Tono6GHO Ha BCHYKM APYrM WHXAIAIMOHHH KOPTHKOCTEPOUAH, Alvesco He e mpelHa3HaueH 3a objieKyaBaHe Ha
OCTPH aCTMaTHYHM CHMIITOMH, KOWTO H3HMCKBAT MPHIIAraHeTO Ha HHXAJaTOPHH OpOHXOIMIATATOPH C KBCO
nevicreue. IauuenTuTe TpaOBa Ja GBIAT NOCHBETBAHH J1a UMAT NpU cebe cu nogo6HO neKapCTBo

CpaBHEHHE C [MEPOPATHUTE KOPTHKOCTEPOH[H. BL3M0>KHHTe CHUCTEeMHH e(eKTH Blcmova
HanOBOpeka, 3a0apsiHe HA pacTeska TIPH JAela U IOHOLIM, CMajJl Ha KOCTHATa MWHEpPAJlHa rumT@k;
rnaykoMa M TO-PSAKO, PEMIA TICHXONOTMYECKH M TIOBEAEHYECKH e(eKTH, BKIIOUBALiA ,rk

CBPBXaKTHBHOCT, Pa3CTPOMCTBA Ha ChHS, TPEBOXKHOCT, JCTIPECHS HIIK arpeCHBHOCT (0COOEHHO ﬁg@ X q‘ﬁi
k) ! ”K “\’ I

e e
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Page 2 of 9



Alvesco 160 SPC Bulg

€ BAXKHO J03aTa HAa UHXAJIATOPHHS KOPTHUKOCTCPOHZ aa Obae THTpHpaHa 10 MHUHHUMAJTHATa, HeoOxoauMa 3a
NoAadbPIKAHE Ha e(beKTMBeH KOHTPOJI Ha acTMaTa.

[IpenopbuBa ce PeJOBHO CliEJEHe Ha BUCOYMHATA HA JIELld W IOHOLIM, MOyHaBallln KOPTHKOCTEPOUIH. AKO
pacTexbT ¢ 3a0aBeH, TepamuaTa TpsbBa na Obae NpepasriiefaHa ¢ Uen pedylkpaHe Ha 103aTa HHXalUpaH
KOPTHKOCTEPOM/L, KO € BB3MOXKHO /IO Hal-HUCKATa 1033, NPH KOATO CC NOAABPKA KOHTPOJIMPAHETO Ha acTMaTa.
JlombaHUTeRHO TpsaGBa fa ce OOMMCIM HACOYBaHE HA MALMCHTa KbM CICLMAIHCT MO JCTCKH pecrMpaTopHU
3a00J19BaHAS.

HsiMa DaHHH 1O OTHOLUEHHE HA MALMEHTH C TEXKO yBpeKaaHe Ha uepHoapobHata QyHkuus. [Ipy nauveHTiTe ¢
TEXKKO YEPHOAPOGHO YBpEXKNaHe Ce OYaKBa MOBHMIUEHA EKCHO3HLMSA, 3aTOBA TE3W MNaLMCHTH Tpsbea ma Obaar
ClIeZicHH 32 MOsABATa HA EBEHTYAHU CUCTEMHH eQEKTH.

[loN3uTe OT MHXANATOPHUS LMKIE30HH TpAOBa a HAMAJAT HyXJaTa OT NepopaiHu cTepouau. Benpeky ToBa,
TIpH MalMEHTUTE, MPEMUHABALIN HA MHXA/IATOPEH UMKIIE30HU] OT NEPOPATHM CTEPOH/H, OCTaBa PUCK 32 HAPYLICH
HaaGBOpeUeH pe3eps B MPOABIDKEHHE HA 3HAUMTENHO BpeMe Ciiell MpoMsHaTa. BeposTHOCTTa Aa ce MposBat
CHOTBETHH CUMIITOMU OCTaBa 3a U3BECTHO BPEME.

IIpy TakWBa NALMEHTH MpEIM ONpeJeseHd NpOLEIypd MOXe Ja € HeoOXOAWM CBBET OT CHELMAlMCT 34
ompejie/ISIHE HA CTeMeHTa Ha yBpexknaHe Ha HanOnOpeunarta ¢yHkuus. Bumary B cilyyau Ha CrHCLIHOCT
(MEIMLMHCKA WM XUPYPrvYHA) U TIPH ONpeeeHH CUTYalli, KOUTO BHXa MOIJIH J1a IPUYHHAT CTpeC, Tps6Ba Aa
Ce MMa TpeIBHI BB3MOXKHOCTTAa 3a OCTATBYHO YBPEXKIaHE HA OTroBopa Ha HajOBOpeka M ja ce obmucau
MOAXO/AIIO JIEYSHHE C KOPTHKOCTEPOH/IH.

B CIy4aH Ha NMpEeMHHABAHC Ha MALMEHTH OT JICYCHHUEC C nepopaIHAd KOPTHKOCTEPOHIU!

npeMI/IHaBaHeTO Ha NAalMEHTH, 3aBUCHMH OT MEpopaiHara Tepanuda ¢ KOPTHKOCTCPOUIH, KbM HHXAJIATOPCH
LUKJIC30HU K MOCIeABALIOTO UM JICYUCHHUE U3HCKBa ocobeHu T'PHKH, TNIOHCIKE BH3CTAHOBSABAHETO Ha yBpCACHATa
OT MNpPOABJDKUTE/IHATA CHUCTEMHA CTEpPOHAHA TEpaAINUA aApCHOKOPTHKATHA (1)yHKLII/I$[ MOXE Jda MpOAB/DKH
3HAYHUTE/THO BpEME.

IMauueHTHTE, KOMTO Ca OMIM JIEKYBaHH ChC CUCTEMHH CTEPOMIH NPOABLILKUTESIHO BpeMe WM BbB BUCOKH I03H,
MOraT /1a HMaT MOTHCHATa (YHKLMS Ha KopaTa Ha HaxGbOpeka. IIpu TakuBa nauueHTH QyHKUMATa HAa KOpaTa Ha
Han6BOpexka TpAOBa 1a ce CAead PeJOBHO U 103aTa Ha CUCTEMHHTE CTEPOU/IU J1a C& HaMallaBa NMPENasiuBo.

Cren OKOMO €AHA CeAMHUIA c€ 3aouBa IOCTENEHO CIUpaHe HAa CHCTEMHHTE CTEPOMIU Ype3 NMOHW)KABaHE Ha
fo03aTa ¢ no | mg NpeIHU30JIOH Ha CeMHMIIA MM ¢ €KBHBAJIEHTHA 1032. 3a MOAABPKALLIK 034 PEIAHH30JI0H Hall
10 mg/neH MoXe Ja € MOAXOMSUIO MPenas3vBO HaMalsBaHe Ha 103aTa Mpe3 MO-TOJIEMH CTBIKH Ha CEAMMYHH
HHTEPBAJIH.

HsKOM mauMeHTH Ce UyBCTBaT 3Jle MO HecreUu(u4eH HauyMH MO BpeMe Ha (asaTa Ha HaMalsiBaHe, BBIPEKH
3aa3BaHETO MM JOpH MofoOpeHMero Ha auxarenHata ¢yHkuusa. Te TpaGa na Obaar HacbpyaBaHH Ja
NpoABIKAT yNoTpeGaTa Ha HHXATATOPHHS LIHKIE30HU, KAKTO H NOCTENEHHOTO CIMPAHe Ha CUCTEMHMs CTEPOM,
OCBEH aKO He €a HaJMLEe OOEKTHBHM Oejie3H Ha HagOBOpeuHa HEA0CATHYHOCT.

[MaiueHTrTe, NPEMUHAIHA OT JIeYeHHE C NEPOPaHA CTEPOMH, YMATO (YHKIHMS Ha KopaTa Ha HanObOpeka e BCe
olie yBpeleHa, TpsaOBa Oa HOCAT NpeAYyNpeadTeNlHa Kapra, MocovBaila, Y€ UMaT HyXAa OT AOULIHHTEIHH

sy

CHUCTEMHH CTEPOMIM B MEPHOAM Ha cTpec (Hanp. BIOLIABAHE HA aCTMAaTHUYHUTE MPHUCT] %\\’Q ;1‘9@6%14
MH(EKLMH, TEKKH HHTEPKYPEHTHH 3a60/11BaHHs, XUPYPrU4HH OTIEPallM, TPaBMa M T.H.). 7/ &% '/,,—«_'\‘;\({4} N
4 . A

i

#i N
3aMecTBaHETO Ha CHCTEMHOTO CTCPOHIHO JICUCHHE C HUHXaJaTOpHA TCpamnui HOHHKOF&;’!

ajiepruyHN 3a00NMBaHUs KaTO ajleprHyeH PHHHMT WJIM €K3eMa, KOHWTO A0 Torasa ca CHIHE
!
CUCTEMHOTO JICUCHHC. WE N

s
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Alvesco 160 SPC Bulg

TapasiokcaleH GPOHXOCIA3bM C BHE3AMHO 3aCHIBAHE HA XPUIIOBETE MJIM Ha APYIW CUMITOMH, MOKA3aTCIIHM 32
GPOHXOCIA3bM, HETIOCPEACTBEHO cJlef| MPHEMaHeTo Ha J03aTa TpsaOBa Aa ce JIeKyBa C KpaTKOAEHCTBAaLL
BPOHXOMIATATOP, KOETO OGMKHOBEHO BOAM 10 Obp3o nmogobpenwue. IlaumeHTsr TpsiGBa na Oble mperieaaH
TepanuaTa ¢ Alvesco Tpsa0Ba Ja MPOABLIDKM €IMHCTBEHO, aKO Clle/l BHUMATE/IHA NPELEHKa, OYaKBaHaTa rnonsa e
M0-roJisiMa OT Bb3MOXKHHS pHcK. TpsabBa 1a ce MMa NpeaBra KOpelalisaTa MeX/Iy TeKECTTa Ha acTMara u obuara
CKJIOHHOCT KbM OCTpH OPOHXHAITHH peakLuy (Bxk. Touka 4.8).

TpaGsa peloBHO [a Ce KOHTPOJMpA TEXHMKATa Ha MHX&IMpaHe Ha MAlUeHTHTE, 33 Ja C¢ MpoBEpU JAaiH
BIPbCKBAHETO € €IHOBPEMEHHO C MHXANTMPAHETO M Taka Ja Ce OCHTYpH ONTHMAJHO AOCTHraHe N0 Oenute
npoboge.

Tpa6Ba 1a ce u3GArBa €JHOBPEMEHHO JIEYEHHE C KETOKOHA30] MJIM [IPYrd MOLIHM HHXHOWTOPH Ha CYP3A4,
OCBEH aKo MoJi3aTa He € MO-TOJIAMAa OT YBEJIHUeHHWs PUCK 3a CHCTEMHM HE)KelaHW JIEKAPCTBEHH peaklMM Ha
KOPTHKOCTEpOUAUTE (BXK. TOUKa 4.5).

4.5 B3anMoneiicTBHE ¢ APYTH JieKAPCTBEHH MPOAYKTH H Apyrd GopMH Ha B3auMoeiicTBHe

In vitro npoyuBaHMATa TOKa3BaT, e npH xopa CYP3A4 ¢ OCHOBHMAT €H3MM, aHIaXWpaH B meTaboiu3Ma Ha
akTUBHATa Gopma Ha uuKIe3oHug M1.

B npoyuBaHe Ha B3aMMOJEHCTBHMATA C LMKJIE30HWI M KETOKOHa30], Karo MmoueH uuxuburop Ha CYP3A4, e
YCTaHOBEHO, Y€ MpU JOCTHIAHE HA CTAlHOHAPHO CHCTOSHHME EKCMO3MUMATA Ha akTUBHUA Metabonaut M1 ce
MOBMILABAa OKOJO 3,5 MbTH, JOKATO EKCMO3MLMATA HAa LIMKJIE30HH] OcTaBa HenpomeHeHa. Ilo Tasu mpuunna
€IHOBPEMEHHOTO NpwiaraHe Ha MoiHW uHxubOutopu Ha CYP3A4 (Hamp. KETOKOHA30J, MTPAKOHA301 H
PUTOHABHP WM HesIQMHABUD) TPAOBa na ce U30ArBa, OCBEH aKO MOJ3aTa He MPEBHIABA MOBHULUICHHS PHUCK OT
CHCTEMHH HEXeNNaHH NIeKapCTBeHU e(eKTH Ha KOPTHKOCTEPOUJIHTE.

4.6 bpemeHHOCT H KbpMeHe
HsiMa anekBaTHY M KOHTPOJIMPAHH MPOYYBaHHs IIPH OPEMEHHH JKEHH.

[Ipy npoyuBaHHMs Ha XXMBOTHH € YCTAHOBEHO, Y€ INIIOKOKOPTUKOMJIUTE TNpeAu3BUKBAT Masipopmannu (BK.
TouKa 5.3). MaJsiko e BeposTHO TOBA 1a CE OTHACH 3a XOpa, IPUEMALLH MPEMOPBUUATETHUTE JO3H 32 HHXAJTUPAHE.

[Mono6GHO Ha APYTM KOPTUKOCTEPOMIH, LMKIC30HH] TpsAOBa [a ce Npuiara no BpeMe Ha OPEMEHOCT, CaMo aKo
OYaKBaHATa M0J13a 3a MaikaTta OmnpaBlaBa MOTEHUHATHUA PHCK 3a rutoja. Tpabea na ce U3Moa3Ba Hal-HHCKaTa
edeKTHBHA [103a LMKJIE30HH], HEOOX0IMMa 32 MoAAbp)KaHe Ha aJIeKBaTEeH KOHTPOJ HA acTMaTa.

Jleuata, pofieHd OT MalKM, KOUTO Ca MOJy4YaBaJId KOPTHKOCTEPOMIM IO BpeMe Ha OpeMeHHOCTTa, TpabBa na
6bIaT BHUMATEITHO HAOIFOIaBaHU 32 XUIIOAIPEHAIUIBM.

He e wusBectHo panu HHXQJIATOPHHAT LHUKIC30HHI C€ CEKCKpeTHpa € YOBCIIKaTa KbpMa. HpmaraHeTo Ha
HUKJIC30HU HA XXCHU, KOUTO KBbPMAIT, Tpﬂ6Ba Ja C€ NOITyCKa caMO B Cﬂy‘laﬁ, ye O4YaKBaHaTa IojI3a 3a Maklkara €
NO-rojiiMa OT HAKaKbB Bb3MOXKCH PUCK 3a ACTETO.

4.7 EdexTn BbpXY criocofHOCTTA 32 modHpane 4 padoTa ¢ MAIIHHHA

TN

AR 1151;{,70\;\
VIHXANATOPHUAT UMKIIE30HH| HE TIOB/MABA MIH TOBNMSBA MPEHEGPEKMMO MANIKO CIOCOOROCTTa 3a molhy
S $3y
paboTa ¢ MalMHH. QT

s

4.8 Hexenanu JIeKAPCTBEHH PEAKIHHA

Yyt
e

\

A:

A v N
Okono 5% OT MaLMeHTHTE Ca M3MMTAIH HEXKENaHW NEKAPCTBEHH PEAKIMH NPH KIMHMWHEL T g@&
Alvesco e 6un faBaH B f0308Hs uuTepsan 40 10 1280 MUKpOrpamMa BeAHBK JHEBHO. B rioagteMbh &}
OWIM JIEKM U He Ca Hajaraiu NpeKbCBaHe Ha JiedeHHeTo ¢ Alvesco. T

e
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YectoTa Hewectn MHoro peakn C HeH3BecTHA
(> 1/1 000, < 1/100) (< 1/10 000, B, JecToTa
Opranna cucremMa H30JIHPAHH
CHOOIIEHHSN)
Cobpaeyny HapyLICHUSA INannuraguu**
CromatiHo-4YpeBHU lanene, nospeinane* | KopemHu 6onku*,
HapyIlIeHus Jlom BKyc mucnencus®
O6umm HapylIeHns U | Peakuuu Ha
epeKTH Ha MSCTOTO Ha | MACTOTOTO Ha
MPUIIOKEHHE TPWIOKEHHUE.
CyxoTa Ha MACTOTOTO
Ha NPHJIOKEHHE.
HapyuieHus Ha wWMyHHaTa AHruoenem,
cucrema CBPBXUYBCTBUTEIHOCT.
HHudekiuu 1 napasuTo3m OparnHa ¢pyHruainHa
uHbexums*
Hapyuienus Ha HepBHata | [nmaBoGonue*
chcTeMa
HcuxydyHM HapyleHus IlcuxomoTOpHa
CBPBXaKTUBHOCT,
pa3CTpOICTBa HA CbH4,
TPEBOXKHOCT,
Jenpecus,
arpecHBHOCT, IPOMEHH
B MOBEACHUETO
(IpeAXMHO NpH JIeLa)
Pecnvipatopnu, rpeaHM M | JpesraBocT Ha riaca
MeIHaCTHHAITHH Kamnuna cnen
HapyHICHUS HHXaTHpaHe*
[lapagokcanen
oponxocnazpM*
Hapymenuss Ha koxxarta W | OOpuUB M eKk3eMa
MOJIKO)KHATA ThKaH

* CXOeH WM No-MalIbK Opoi MHLMIESHTH, CPaBHEHO ¢ u1alebo.

** [Tanmurauuy ca Oumu HabJTI/JaBaHH HAaW-4eCTO NMPH KJIMHHYHH OIHTH CBbC CJIy4YaH, YCIOKHEHH

CBhC

ChBMECTHO MPHIIOKEHHE Ha JIEKAPCTBA C U3BECTEH e()eKT BBPXY ChpPLETO (HAMp. TeODHIHH U canbyTamon).

[MapanokcanuuaT OGpOHXOCNA3bM MOXE [Ja Ce MOSBH BEAHAra cijej MpuUeMa Ha J03aTa W NpecTaBisBa
HecnenudpUUHA OCTPa Peaklus KbM BCIKAKBM MHXAJTMPAHU JIEKAPCTBEHH MPOAYKTH, KATO MOXeE J1a € CBbp3aH
C aKTMBHOTO BELIECTBO, IOMOLIHOTO BELIECTBO WM OXJIaXIALIHA e(eKT Ha U3NAPEHUETO NPH MHXAJIAaTOPHTE
¢ ras nox Hanarade. [1py Texku cayuyad TpaOBa na ce UMa NpeBU]L CriMpaHeTo ynorpebara Ha Alvesco.

CucreMHH e(DeKTH Ha KOPTHKOCTEPOHIUTE MOraT J1a ce MPOSBIT OCOOEHO NpH NPEeInucaHy BUCOKH 103 32
NPOABIDKUTETHO BpeMe. BB3MOXHHUTE CHCTEMHH eeKTH BKIIOYBAT CHHApPOMAa Ha KbIIHHE;: ﬂﬂﬂﬁ‘OI/IHHI/I
MIPOMEHH, TIOTUCKaHe Ha HanOBOpeLuTe, 3a0aBsHE Ha PacTeka MpPH Jela H IOHOLUH, Hawmeai&%a

B

e
MHHEpaJTHa TUTBTHOCT, KaTapakKTa, I1aykoma (Bi. ChIIO To4Ka 4.4). e

4.9  Tpenosupane =

Octpo:
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BepoATHOCTTA 32 OCTPH TOKCHYHH PEAKLHMH CJIe[ NPeIO3UpaHe Ha MHXANaTopeH LMKIe30Hu € Hucka. Crnen
OCTPO Mpeo3upaHe He € HEOOXOAUMO CIIELIMPHYHO JICUEHHE.

XPOHUYHO:
Crien npoABLIKUTENHO npunarade Ha 1280 Mukporpama UHKIIC30HMA, HE ca HaOMIOJaBaHy KJIMHUYHM Oefie3d

Ha NOTUCKaHe Ha HaaOBOpeunTe. Borpexyn TOBa, ako MPOABKUTENHO BPEME CE MPHUEeMAT A03H, NO-BUCOKH OT
NpENnopbYaHUTE, He MOXKE ia Obie U3KITIOUEHO MOTHCKaHe Ha HaaOBOpeuHaTa GpyHkuus. Moxe na ce Halloxku
cieneHe Ha HaAOBOpeYHHs pe3epB.

5. ®APMAKOJIOTHYHHA CBOMCTBA
5.1 ®apMaKkoAHHAMHYHH CBOHCTBA

dapMakoTepaneBTHYHA rpyna: JIpyru jekapcTsa 3a jiedeHHe Ha OOCTPYKTHBHU 3a00/IIBaHHUS HA AUXATEIIHATE
neTHila, Muxanaropu, [ntokokopruxounu, ATC koa: RO3B A0S

[[MKi1e30HU MposABABA HUCHK a(UHUTET 3a CBBP3BaHE KBbM IIIOKOKOPTHKOMAHUTE penentopu. Cien
HEpOPAIHO MHXAIMPAHE, LMKIE3OHH MpPETHPIsBA €H3UMHO MpeBpbilaHe B Oenute ApoGoBe 10 HErOBUs
ocHoBeH MeTaGomur (C21-aecMeTHINPONMUOHMI-LUMKIE30HUA), KOWTO MMa CHWJEH MPOTHBOBBIMAIHTE/ICH
e(eKT U M0 Ta3y MTPUYHHA Ce PHeMa, Ye € aKTUBHHUAT MeTabOIHT.

IMpu YeTHPH KIMHHYHM MPOYYBAHHUS € JOKa3aHO, Y€ LIUKIE30HHU/ HaMajlsgBa PEaKTUBHOCTTA Ha [UXATEIHUTEe
MBTHILA KbM aICHO3HH MOHO(OC(AT NpU XUIeppeakTHBHYU NAlUEHTH ¢ MaKCUMaJleH edekT, HabmoaaBaH pu
JIo3a 640 mukporpama. Ilpu apyro npoyuBaHe NpPeABAPHTEHOTO JIEYEHHE C LIMKIC3OHHU] B IIPOIBIKEHHE HA
7 nHM 3HAYMMO OTCiabBa peakiMUTe OT PaHHATa U KbCHATa (pasa Cliell MPOBOKALMA C MHXANATOPEH aJICPreH.
ChILO Taka € YCTAHOBEHO, Y€ JICUEHHETO C MHXANATOPEeH LIMKJIC30HU] HaMallsiBa MOBMIIEHHETO Ha Opos Ha
BB3NATMTEHUTE KIeTKH (00m Opoii Ha eo3MHOGMHUINTE) U MEAHATOPUTE Ha BH3NAJICHMETO B MHAYLHMpaHa
Xpayka.

EnHo KOHTpONMpaHo Npoy4BaHe cpaBHsBa 24-4acoBUTE IIa3MeHH HUBa Ha KopTH30a AUC npu 26 Bp3pacTHH
MalMeHTa ¢ acTMa cliel 7-IHeBHO JiedeHre. B cpaBHeHue ¢ ruiane6o, gedeHHeTo ¢ uukiesonua 320, 640 u
1 280 MuKporpaMa/eH He € MPEAU3BUKAIO CTATUCTUYECKH 3HAYUMO HaMaJIsIBAHE HAa CPEJAHUTE CTOMHOCTH Ha
rasMeHus koptuson 3a 24 yaca (AUCg.24y/24 vaca), HUTO e HabIIOAaBaH 10303aBUCHM €EKT.

[Ipu eqHO KIMHWUYHO Mpoy4BaHe, oOxBawamo 164 BE3pacTHH MALMEHTH C aCTMa OT MBXKH H JKEHCKH I10J1,
LMK/Ie30HKA € Oun mpuiarad B go3d oT 320 mukporpama win 640 MUKporpama/sieH B NMpOAB/DKEHHE Ha
12 cenmuuy. Cnen crumynanus ¢ 1 u 250 MHKporpamMa KO3HHTPOIIMH He ca HalJIIolaBaHU 3HAYMMU NPOMEHU
B IJIA3MEHHUTE HUBA HA KOPTHU30Jia B CPaBHEHHE ¢ Iu1ane6o.

JIBoiiHO-ciieny, ianeGo KOHTPOJUPAaHH MPOYYBAHHUS C MPOAB/DKUTENHOCT 12 CeAMHUUM NpPU BL3PACTHH U
IOHOIIM €a MOKa3alM, 4e JICYEHHETO ¢ LMKIE30HHA BOAM 10 moaoOpssaHe Ha GenompoOHata (yHKLMSA,
usMepeno upe3 FEV| 1 BbpXoBUA ekcnupaTopeH neOUT, mogoOpsaBaHe Ha KOHTPOJIA HA acTMaTa W HaMaJlcHa
HEOOXOAUMOCT OT HHXAJIATOPHH 6eTa-2-arOHUCTH.

IMpu enso 12-ceaMuyHO mpoyuBaHe, ob6xBamaio 680 nuia ¢ Texxka GopMa Ha acTMa, KOMTO MPEAU TOBa Ca
6unu nexysanu ¢ 500 — 1 000 Mukporpama (IyTHKa30H-IPONMHOHAT/AEH WM C €KBHBAIEHTHO JICUCHHE,
87,3% u 93,3 % OT mauMEHTHUTE Ca HAMAIH OOOCTpSHUSA MO BpeMe Ha JeYeHHe ¢ LUKIC3OHHI B JO3H
cboTBeTHO 160 unu 640 mukporpama. B xpasg Ha 12-ceIMHYHMS MEPUOJ HA TPOYYBAHETO W&ym‘zrr”.
MOKa3ali CTATHCTHYECKH 3HAYMMa pa3nuka Mexngy aos3ute 160 Mukporpama H 640&1@«136‘1‘&1
LMKIIE30HHU 110 OTHOLIGHHe HA MOSBATA Ha OGOCTPSHE Clell IThPBHS JIeH HA MPOY4BAHETH: &434‘1/
(=12,7%) B rpymara ¢ mosa 160 mukporpama aHesHo M 23 maumentu/341 (6,7%)/ “‘yi)
640 mukporpama aueBHO (koeduieHt Ha puck = 0,526; p= 0,0134). U ipu nBere nosu, uulcﬁ'[“
ciaen 12 cemmuum g0 cpaBHHMH croifHoctn Ha FEV1. Cebp3anHu c jedeHHETO He?!(éa,a ;
Habnronasanu npu 3,8 % W 5 % OT MalMeHTHTE, JIeKyBaHH CBHOTBETHO CbC 160 Hin 640“M
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Luknesonun. He e mpoeexnaHo npoyusane 3a cpaBHsaBaHe Ha 103uTe 160 Mukporpama, 320 MHKpoOrpaMa u
640 MMKpOrpamMa JTHEBHO IPH NALMEHTH C TeXKA (OpMA Ha aCTMa.

5.2 dapMakoAHHAMHYHH CBOHCTBA

Llukne3onnn ce mpeanara noa ¢popmara Ha aepo3osieH pasrBop B nponejaHT HFA-134a u eranon, koiito
ACMOHCTPHpA JIMHEAPHA 3aBUCHMOCT MEXI1y pa3/IMYHUTE A03H, CUIIH Ha CHIpes U CHCTEMHATA EKCTIO3HIIHS.

AbcopOuusg:
[IpoyuBaHusTa ¢ NEpopalHO W MHTPABEHO3HO MNPUIOKEHHE Ha PaOaKTUBHO-MaPKHPaH IIMKJIC30HM,

NIOKa3BaT HeMbJIHA Mepopaiita abcopOuus (24,5 %). [epopannara GHOHATMYHOCT 32 LIMKJIE30HK M AKTUBHHUS
MeTabomuT e npeHeGpexumo maska (<0,5 % 3a urknesonus, <l % 3a meraGonura). Ha 6aza pesyaTaTure oT
Y-CLMHTUrpadys € yCTaHOBEHO, e GenoApoGHOTO OT/IaraHe IpH 34PaBU HHIAMBUAM € 52 %. BbB BpB3Ka ¢
Ta3u CTOMHOCT CHCTeMHaTa GHOHANMYHOCT 3a aKTUBHHsL MeTabouT € 50 % mpu ynotpeGa Ha HHXAJIaToOpa 3a
LMKIIC30HMI ¢ ra3 moA HausraHe. [lonexxe mepopannata 6HOHANMYHOCT HAa aKTUBHUA MeTabonut e <1 %,
MOrbJIHATaTa NOPUKMS OT MHXAIATOPHHUS LIMKJIE30HU HE YBEJIHYaBa CHCTEMHATa abcopoLus.

PasnpeneneHue:

Crielt MHTPaBEeHO3HO MPUJIOXKEHHE HA 31PaBH MHAMBUM/M, HauaTHaTa ha3a Ha PasNpeNc/IeHHE 32 LIMKIIE30HH] €
6una 6bp3a U OTroBapsi Ha BUCOKATa My JMNO(GHIHOCT. CpeHMAT 06eM Ha pasnpenenenue e 6un 2,9 I/’kg.
ObumaT cepymeH KIMPBHC Ha LIMKJIE30HUI € BUCOK (cpeaHo 2,0 I/h/kg), koeTo mokassa BHCOKa cTereH Ha
YEPHOAPOOHa excTpakums. Ilpu xopa MenbT Ha CBBP3aHMA C IUIA3MEHHTE MPOTEHHH LMKIE30HHI € CPeIHO
99 %, a TO3M Ha akTHBHHS MeTabonut — 98-99 %, koeTo TOBOPM 3a IOYTH IIbJIHO CBBP3BAHE Ha
LUMPKYJIHPALLATE LIMKIE30HU/aKTUBEH META0OHT C [UIa3MEHUTE IPOTEHHH.

Mertabonuzbpm:

OCHOBHO LMKIIE30HHA CE XMAPONU3MPA O GMONOrMYHO-AaKTMBHMS My METaGONHT OT ecTepasuTe B Geius
Apo6. IIpoy4BaHeTo Ha €H3UMOJIOTMATA HA NOCIEABALIOTO METabONU3MpPaHe OT YOBELUKHTE YEePHOLPOGHH
MHKpDO30OMH [OKa3Ba, Y€ BELIECTBOTO OCHOBHO ce Merabommsupa upes CYP3Ad4-karanmsa 1o
XUJIPOKCUIIHPAHH HEAaKTMBHU MeTaGonuTu. B mombineHne kbM ToBa B Genmre npo6oBe ca YCTaHOBEHH
00paTMMH TMIMOGIIHA KOHIOraTH HA AKTUBHUS METAGOJIUT C €CTEPH HAa MACTHHUTE KHCEIHHH.

Exckpenus:
IuK/1e30HNA OCHOBHO C€ eKCKpeTHpa ¢ usmpaxHeHusta (67 %) Ciied NepopalHO M HHTPABEHO3HO

TNIPUJIOKEHUE, KOCTO MOKa3Ba, Y€ OCHOBHHUAT MEXAaHHU3BbM HA €JTUMHHIUA € 4pe3 CKCKpenus € Kirb4Kara.

DapMaKOKMHETHYHH XAPAKTCPHUCTHUKH TTPH NMAIIUEHTH:

Iayuenmu ¢ acmma
H1KI1e30HUA HE 1eMOHCTpPHPa HPMAKOKUHETHYHH NIPOMEHH MPH MALMEHTH ¢ yMEpeHa TEKECT Ha acTMara B
CpaBHEHHE ChC 3IpaBU HHAMBHAM.

Yepeoena 6v6peuna unu uepnodpobna @ynxyus, nayuenmu 6 nanpeoHana 6b3pacm
Cropex nomynauMoHHuTe (DapMaKOKMHETHYHH MOKAa3aTeNd Bb3pacTTa He BAMAE BbPXYy CHCTEMHATa
€KCITO3MLIUS Ha aKTHBHUSA MEeTa0OJIUT.,

[TorucHarata yepHOAPOOHa QYHKLMA MOXKE [a MOBMSE HA €TMMHUHMPAHETO Ha kopruxkoctepouaute. [Ipu
€/1HO NpoyuBaHe, 0OXBalalIO MAlMEHTH C YBpEAeHa 4epHOApoOHa (GyHKUWS, C”I‘p3ﬂ21W§’,¥; utgﬁp}-ldj‘;pg6na
- Atk -9\\Q
y ¢ N,

{2
LMpo3a, € Hab/MI01aBaHa M10-BHCOKA CHCTEMHA €KCIIO3MIMA KbM aKTUBHHS MeTaboNuT. T e f :
,"."/ k§ /
i/ f‘é
He ca nposexaanu npoyuBaHus Npy NauHeHTH ¢ yBpeaeHa 6b6peuna GyHKIus nopq{l@:‘n‘ n
Ha aKTUBHHS MeTabOIHUT npe3 6uOpenwre. 1

N

53 IIpeaxkInHHYHE 1aHHH 32 Ge3omacHoOCT
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Hpe):[KJ'[I/IHI/I‘IHI/ITe JaHHH 33 LUMKJIE30HUA HE TTOKAa3BaT 0COOEH PHUCK 3a XOpara Ha 6a3a Ha KOHBCHIIHOHAJIHUTE
d)apMaKOHOFI/I‘{Hl/I U3INHUTBAHUA 34 6630HaCHOCT, TOKCUYHOCT TIPU  MHOTOKpaTrHO NPHI0XKECHHC,
FEHOTOKCUYHOCT MJIM KapUHHOT€HEH NOTCHLIHMAIL.

Ilpy  mpoyusanms  BbpXy IKMBOTHH 33  penpogyKTMBHA TOKCHYHOCT €  YCTAaHOBEHO, e
[JIIOKOKOPTHKOCTEPOMANTE NPEIU3BHUKBAT MajipopMaiiuK (LenHaTo Hebue, Mandopmanuu Ha ckenera). Tesu
Pe3Y/ITaTH MpH XKUBOTHH, 06a4e, U3IIIENJIa HE Ca PENCBAHTHH IIPH XOPa IIPH NMOCOYEHUTE MPENOPHUHTETHATE
JO3H.

CBbp3aH ¢ nevenneTo epekt BpXy AiuHuLmMTe (aTpodpus) € HabIIoaBaH TIPH NpUJIaraHe Ha BbPXOBaTa J103a
TpH [IBe 12-MeCeYHH Npoy4BaHHs BBPXY Ky4deTa. To3u edeKT Ce € MPOSBUI MPH CHCTEMHA eKCro3uLMs 5,27
10 8,34 mbTH MO-BHCOKA OT TasW NpPH NpuiaraHe Ha no03a 160 Mukporpama Beabk aHeBHO. He e u3BecTHa
pesIeBaHTHOCTTA Ha TOBa HabJIIOAeHHE MPU XOparTa.

IlpoyuBaHusTa BHPXY KHBOTHM C JAPYrH [IIOKOKOPTHKOMAM TOKa3BaT, Y€ MPHIATaHETO M0 BpeMe Ha
OPeMEHHOCT Ha ITIOKOKOPTHKOH/IM BbB (papMakoJOTHYHM 03U MOXKE Ja YBEIMYH PUCKa 32 HUHTpayTepHHHA
peTapialus Ha pacTexa, CbpACHHO-CHAOBH W/MIIM METabONUTHH 3a00NABaHUS MPH BB3PACTHU /WU TpaliHU
NpPOMEHH B MIBTHOCTTA HAa IJIIOKOKOPTHKOMAHWMTE PELENTOPH, METabOoNM3Ma Ha HEBPOTPAHCMUTEPHTE H
nosefienreTo. He ¢ m3BecTHa peneBaHTHOCTTAa Ha Te3W NAHHH MpPH XOpa, NPHEMAIM LMKIE3OHHI upe3
HHXaJIalHH.

6. PAPMALEBTUYHU JAHHHA

6.1 CHHCBK Ha NOMOIIHHTE BElECTBA

Hopdnypan (HFA-134a), eranon, 6e3BoneH

6.2 HecnBMecTHMOCTH

He e npunoxumo.

6.3 Cpok Ha rogHocT

30 no3upanu BNpbckBaHMs — |1 roquHa
60 1 120 no3upaHH BOPHCKBAHHSA - 3 TOAMHH

6.4 Cnenua/IHH yc/I0BHS HA ChbXpaHeHHe

Tosu nexkapcTBeH NMPOIYKT HE M3UCKBA OCOOEHH YCIIOBHS 33 ChXPaHEHHUE.,

KonteiinepsT chabpixa TeuHoCT no HassraHe. [la He ce uanara Ha Temnepatypa Haz S0°C.
KownrelinepsT He Tpa6Ba na 6bie NpoGHBaH, YyIeH WM M3rapsiH JOPH, KOTAaTO € HAITBJIHO Mpa3eH.

6.5 JlanHH 32 onaKkoBKaTa

HHXHJ'[&TOp’bT C€ CbCTOH OT KOHTeﬁHep oA HaJiAraHe, HarpaBeH OT aJIyMI/IHI/Iﬁ H 3ane4daraH ¢ Jo3upail
BCHTHUJI, MYHALIYK H Kamaye.

30 no3upaHu BIPBCKBAHUA
60 1o3upaHu BPHCKBAHUS
120 no3upaHy BNIPBCKBAHHS

He Bcuuku BHUAOBE OITAKOBKHU MOTarT Ja 6’bI[aT IIYCHATH B npoanKGa.

6.6 Cnenna/inn npeAnasHia MepKH NPH H3XBLPJAsiHe H pafoTa
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[launenTure Tpsa6ea na 6vAAT BHUMATENHO MHCTPYKTHPAHH 33 NPaBUHOTO M3MOJI3BaHe HA MHXanaTopa (BiK.
Jlncroskara ¢ nndopmaums 3a norpeGurens).

Hono6Ho Ha noBeveTo JiekapcTBEHH MPOLYKTH B KOHTEHHepH MOA HaNAraHe, TePaneBTHYHHUAT ebeKT Ha TO3M
JICKApCTBCH MPOXYKT MOXe 1a Hamanee aKo KOHTeHHephT e cTymeH. Bwnpeku ToBa Alvesco ormens
KOHCTaHTHa 103a B uHTepBaia —1 0°C no 40°C.

7. IIPUTEJKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Nycomed GmbH,

Byk-Gulden-Str. 2D-78467,

Konstanz, I'epmanus

8. PEITHCTPAIITMOHEH HOMEP
20080173

9. JAATA HA NIBPBO PA3PEHIABAHE/MIOAHOBSIBAHE HA PA3PENIEHHUETO 3A
YIIOTPEBA

03.12.2009

10. JAATA HA AKTYAJIM3UPAHE HA TEKCTA

03.2011
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