
KPATKA XAPAKTEPI4CTI,IKA HA IIPONYKTA

I. IIME HA JIEKAPCTBEHI,I.fl IIPOATTKT

Arsecrco 80 uurcporpaMa, pa3TBop rroA HiurrraHe 3a HHXiurarIHH.
Alvesco 80 micrograms, pressured inhalation, solution ,

2. KAIIECTBEH I,I KOJIIFIECTBEH CbCTAB

I gosupano BnpbcKBaHe (Aocraneua Ao3a or nrynarqyxa) cbAbp)Ka 80 rr,rurcporpaua

3a nrmrrac cnucbK Ha noMoruHlrre BerfiecrBa. Bx. roqra 6.1 .

3. JIEKAPCTBEHA OOPMA

Pa:rnop rroA HanrraHe 3a HHxaJraqun. Bucmp n 6esusereH.

Alvesco 80 SFC Sulg
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KJIIIHIFtrIII NAHHI{

TepanenruqH[ nona3aH[fl

JleveHue, [MaIIIo 3a rreJr [ocrr,rfaHe Ha KoHTpon fippr flepcucrupaua acrMa nplr Bb3pacrHvr vt roHouru (na
t2-ro4nurua Bb3pacr u uoreve).

4.2 [osnpoBna rr HaqrrH Ha rrprrJroxen[e

Tosu lexapcrBeH npoAyKT e rIpeAH€BHaqeH caMo 3a r,rHx€r.JraropHo rrpr4no)r(eHr,re.

flpenoprxra 3a Ao3upaHe npn Bb3pacrHn H roHotrrr4:

flpenoptvraHara Ao3a Alvesco e 160 uuxporpaMa BeAHb)r( AHeBHo, Koero BoAH Ao KoHTpoJr Ha acrMara rrprr
rloBeqero or narltaeHTure. Brnpexn ToBa eAxo l2-ceAMraqHo flpoyr{BaHe rrplr Jrl4qa c rexKa acrMa e noKzl3iuro, qe

.qosa 640 uzxporpaua/4en (npuraraHa ABa nbrr,r AHeBHo no 320 MrlKpofpaMa) ro4lr Ao HaManrBaHe Ha qecrorara
Ha o6ocrprHnflTa, Ho 6es no4o6peHr,re na 6ero4po6sara QyHrcqrar (nx.rovrca5.l). llpu HrKor{ [aqneHTrt
HaMiLIIeHa Ao3a or 80 nrr,rrcporpaMa BeAHb)r( AHeBHo Moxe Aa e eSercrurno noAAbp;r€Iqo nerreHue.

3a npeAnouuraHe e Alvesco Aa ce flplrJrara Beqep, BbnpeKr,r qe e ycraHoBeHo, qe H cyrpe[Horo rrpr4rrox(eHne Ha
Alvesco e eSexrunHo. Jlexynarqlrtr JIeKap rpa6na Aa B3eMe oKoHqareJrHoro perxeHuc, Aarv rpr4eMnTe Aa ca
BeqepHr,r [.rJrr{ cyrperrrHH.

C Alvesco 3arloqBa nogo6pmaue Ha cHMrrroMHTe B paMKHTe sa 24 qaca or Har{anoro Ha Jrer{eHnero. CleA
rlocrl{raHe Ha KoHTpoJI e Heo6xogr,rMo Ao3ara Alvesco Ea 6role vlnp1nBlaryurHo rHTpHpaHa Ao Mr,rHr,rMturHara,
ueo6xoAuua 3a rro.q,qbpxaHe Ha 4o6rp KoHTpoJr Ha acrMara.

flpu naqnenrl,ITe c rexKa Soprr,ra Ha acrMa cbulecrByBa pHcK or BHe3arrHn npucrsnuli{y
[epuoAuqHo olreHqBaHe Ha KoHTpoJra Ha acrMara, BxrroqBarqo SyHnqnoHiurHo 1l1rg[g
flo-qecrara ynorpe6a Ha KparKoAeficrsarru 6ponxo4nrararopr,r 3a oBJraArrBane u{
noKa3Ba BJrorrreH KoHTpoJr Ha acrMara. Axo naqueHTlrre :a6elexar, ve
rparrco4eftcrBarrlu 6poHxogulararopr4 cnaAa, vf,tw qe HMar HylnAa or floBeqe or
rpr6aa Aa ce rGpcl4 MHeHaero Ha JreKap. flpu raxana crTyaL\vs e neo6xoAuMa HoBaio#+i
laqueHTl4Te urpt6na Ia ce vtua ilpeABuA 3acHJrBaHe Ha rrporr,rBoBb3rruurHTeJ[rara repai1fle-'
Alvesco 3a KparbK nepproA or BpeMe [rxr. rovra5.l] nnn Kypc Ha JreqeHr4e c repop:ur
Texxnre odocrpruar Ha acrMara rpr6na Aa ce neKyBar rro craH.{aprHus, HaqlrH.
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3a Hcxou c[eqHaJIHI,I naIIueHT]r, Harrp. TaKHBa, 3a Koltro e rpyAHo eAHoBpeMeHHo Aa HarucHar HHxiuraropa L Aa
BAltrrrar, Alvesco Moxe Aa ce rpr.rJrara c pa3rrpbcKBarqo ycrpoficrBoro AeroChamber Plus.

Oco6enu rpynu nauuenru:

H-anra nyxga or KopeK\us Ha Ao3ara rrpl{ [arIHeHrH B HarrpeAH:rJra Bb3pacr, np]r raKr4Ba c ]tspexqaHe Ha
uepnoqpo6u ara vltur 6r6pe.lHara Qyuxqur,r.

Kru nacrorurus MoMeHT rulMa AocrarbqHu AaHHr,r 3a reqeHue c rrnKle3oHr,rA rrpn,qeqa no1 l2-rorurrrHa Bb3pacr.

HHcrpyxurar ga ynorpe6a / pa6ora:

llaqlaeHrrr rpr6ea Aa 6tAe HHcrpyKTr4paH KaK Aa r,r3rroJr3Ba npaBr4JlHo r,rHxaJraropa.
Arco unxzutaropbr e HoB IIJIH se e 6ur H3noJr3BaH B rrpoAbJrxeHue Ha eAHa ceAMlr\avnv rroBeqe, e Heo6xogranao
Aa ce HarrpaBrr rpH BrrpbcKBaHnr BbB Bb3A).xa. He e ueo6xoAHpro Aa ce pa3KJratqa, 3auroro sopnaara e reqeH
aepo3oJr.
3a npe4noul4TaHe e no BpeMe Ha I{HxaJrarrr4ura \aqlaeHTar Aa e ceAHuur ulrtr ilpaB, a uHxzuraroprr rpx6ra 4a ce
Abpxtt,t H3npaBeH, Karo naJrerlbr npr,rAbp)Ka AoJrHlrr xpafi nog MyHArrIyKa.
I4Hcrpynrupafire nauueHTa Aa MaxHe Karraqero Ha MyHAnlyKa, Aa rrocraBu r,rHxzrJraropa B ycrara cn, ra o6rupne
MyHAIIIyKa c ycrHl{ v [a BAvrra 6asHo u gu6oxo. llo npevre Ha BAHlrrBaHero rrpe3 ycrara fopHucr rcpafi na
rlHxzularopa rpx6aa Aa ce HarI{cHe HaAoJIy. CreA rosa flal(rdeHTlrre rpr6ra Aa :a3BaAflT HHxruraropa or ycrara cH
I,I Aa 3aAbpxar AI,IIxaHero 3a oKoJIo 10 cercyH4r,r, uJrr,r roJrKoBa AbJrro, KoJrKoro una e yAo6uo. llaquerrrur ge
rpr6na Aa H3AI,IIuBa o6parno B hHxararopa. Ha Kpac rauneHTr,rre rpr6aa Aa r3Aarxar 6aeHo r,r Aa rrocraBrr
oTHOBO KarraqeTo Ha MyHAUIyKa.
Myngrqyrcrr rpr6ra ra 6l.Ae r{ncreH execeAMuqHo cbc c}xa Kbpna. I,Inxalaroprr ue rpr6na Aa ce M:ae vxtur
IIOCTAB,fl BbB BOJIA.

3a nogpo6nu HHcrpyKutrl Bra)cre JlucrosKara c raHQopnaarlvs,3a na\veHTa.

4.3 [pornnouoKa3aHrrfl

CnprxuyacrBnTeJlHocr KbM rrlrKJre3oHvl1uJrkr HcKoe or rroMorrlHnre BeulecrBa.

4.4 Cneuua;rnn rpeAynper(AeH[s ll rpeArra3n[ MepKrr npn ynorpe6a

lloAo6no Ha BcI,II{KII Apyrn I,IHXaJrarrrroHH}r KopruKocreponAu, Alvesco rpa6aa Aa ce npHJrafa BHHMareJrHo npu
rIaIIHeHTll c aKTI4BHa HJIIr JIareHTHa 6elogpo6Ha ry6eprcynosa, rc6nvxoBtr, Br4pycHU vJru 6axrepualHra uu$ercquu
H CaMO, aKO Te3H IIaUI,ieHTH LIMaT a,IIeKBaTHO J]er{eHHe.

lIoAo6Ho Ha BcurlKlr Apyrn HHxanaqEoHHu KopruKocrepor,rAn, Alvesco He e rroxa3aH 3a Jrer{eHr4e Ha cTaryc
acrMaruKyc (status asthmaticus) ranr,r gpyru ocrpu enu3oArr Ha acrMara, Kordro pr3r,rcKBar HHTeH3r{BHa repannt
HJrH CnerrrHH MepKH.

Aeficrsue. flaquenrnre rpr6ra ra6rlar [ocbBerBaHH pLavMar npu ce6e cu ro

BrsMoxHo e Aa ce npo.sBrr cI,IcreMHH e$exru Ha r4HXaJrauuoHHHTe
rrpeArrlrcBar BbB BHcoKn Ao3H 3a rrpoAblDKr,rreJrHo BpeMe. BeporrHocrra sa
cpaBHeHr{e c flepop:rJrHr,ne KoprnKocrepozlu. BrguoxnNre c]rcreMHrr
Haa6t6perca, za6aznte Ha pacrexa npr,r Aerra lr roHorrru, crrar Ha KocrHara
HIayKoMa H no-prAro, peAHua rrcuxoJrorvqecKH n rroBeAeHr{ecKu eQerrii,..

flo4o6no Ha BcHqKH Apyfu HHxaJraqlroHHr,t KopruKocreponAu, Alvesco
OCTpLI aCTl'.UTVIq}lVI CHMIITOMII, KOLITO I43HCKBaT npI4JIafaHeTO Ha HH

He e rrpeAHa3Har{eH 3a ooJreKqaBaHe Ha
c Kbco

aKo ce
AJIKA B

HA

H

cnxo-MoTopHa

Aeua).3arosacBpbxaKTHBHocT, pa3cTpoficrsa Ha cbHs, TpeBoxHocr, Aerrpecr4r r4nr{ arpecHBHocT
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e BalKHo Ao3ara Ha r,rHxanaropHnr KoprnKocrepor4A Aa 6t4e narpupaHa Ao MHHHMtulHara, neo6xoAl'IMa 3a

rroAAbpll€He na e$ercruBeH KoHTpoJI Ha acrMara.

flpenoptuna ce peAoBHo cneAeHe Ha BHcor{lrHara Ha Aerra rd roHolllu, rIoJD {aBauH Koprl'IKocrepou4u. At<o

pacre)rGT e aa6areH, Tepa[ntra rpr6na Aa 6t4e [pepa3fJleAaHa c qen peAyq[paHe Ha Ao3aTa HHX{IJII'IpaH

KoprtrKocrepoHA, aKo e Bb3Mo)r(Ho Ao uafi-nncKara Ao3a, npH Kotro ce noAAbpxa KoHTpoJII'IpaHero Ha acrMara'

,{onuuuremro rpr6ra Aa ce o6nancln Hacor{BaHe Ha naIIneHTa KbM crIeUHaJII4cr no AeTcKH pecnl4paropHH

ga6orxsanus.

H-rNra ralrHr,r 11o orHo[reHge Ha naq]reHTu c re)KKo yBpexAaHe Ha qepHoApo6nara $yHrcuua. flpn nauueurure c

TelKKo vepHo4po6no yBpexqqaHe ce oqaKBa rroBurrreHa eKcrIo3HIrItt, 3aroBa re3u rlalll4ernu rpr6ea Aa 6taar

creAeHr,r 3a rlotBara Ha eBeHTyuIJrHI,t cucreMHu eQexru.

flolanre or HHxzuraropHr,rr qurure3oHr4A rpr6ra Aa HaMantr Hy)K,4ara or nepopiurHl'I crepouAu. Brnpexra tona,

IIpu [arIr4eHTHTe, [peMr,rHaBauH Ha r,rHxaJraTopeH UHKJIe3OHI,IA OT [epopanHH cTepoI'lAH' ocTaBa pI',IcK 3a Hapy[IeH

Ha46r6peveH pe3epB B rrpoAbJDreHr,re Ha 3Haqr,rreJlHo BpeMe cJIeA npoMtuara. BepoqrHocrra Aa ce npotBar

cboTBerHH cI,IMnrOMI4 OCTaBa 3a I43BeCTHO BpeMe.

llpu rannna [arlueHTr4 [peAH onpeAeJreHu npoIIeAypI,I Moxe Aa e Heo6xoAl,tM cbBer or crIeUI4aJII'Icr 3a

onpeAeJryHe Ha crerreHTa Ha yBpe)r(AaHe na naA6t6peqHara Qynrcqnr. Busaru B cJIfIaH Ha crrellrHocr

(ueAurluucrc a wil4 xr4pypruuua) u npr4 orrpeAeJreHlr onrya\vvt, KoI,ITo 6uxa uouu Aa npHqI,IHtr crpec, rpr6na ,4a

ce nMa rrpeABnA Bb3Mo)KHocrra 3a ocrarbqHo yBpell(AaHe Ha orroBopa sa sal6r6pera v Aa ce o6vuEclu

noAxoArlqo JreqeHr,re c KoprHKocrepoHll4.

B clyrarE Ha rlpeMr,rHaBaHe Ha rraqneHTu or JreqeHne c flepoptrJlHu KoprI{KocrepoI,IAH:

flpeuuHanaHero Ha rraUHeHTLl, 3aBr4clrMr.r or nepopaJlHara repanHt c KoprHKocreporAl{, KbM HHxzuaropeH

uHKJre3oHr,rA H rrocJreABauloro HM JleqeHue H3r,rcKBa oco6eHn fpH)KLt, IroHe)I(e Bb3craHoBqBaHero Ha yBpeAeHara

or npoAbJDrureJrHara cr{creMHa crepoHAHa repanlafi aApeHoKoprHKiLIIHa Qynrcqlrr Moxe Aa TIpoABJIxH

3HaqHTeJIHO BpeMe.

flaquesrure, Kor.rro ca 6u1u neKyBaHr,r cbc cHcreMHH crepol,IAln npoAbJDt(HTeJIHo BpeMe HJII{ BbB BHcoKlI Ao3H,

Morar Aa HMar florr.rcHara $yurcuraa Ha Kopara na naa6r6perca. flpu raKHBa nau]reHTl,t Qynrqu,rra Ha Kopara Ha

Ha46t6pexa rpx6na Aa ce cJre.{u peAoBHo r.r .4o3ara Ha cI,IcreMHIlTe crepol4Ar Aa ce HaMtuIrBa npeAna3nl4Bo.

CleA oxolo eAHa ceAMtrqa ce 3anoqBa nocrerreHo crrHpaHe Ha cHcreMHI,ITe crepoHAH qpe3 noHruI(aBaHe Ha

Ao3ara c no I mg npeAH[3oJroH Ha ceAMHua llJrn c eKBHBaJIeHTHa Aoga. 3a noAAbp)I€uH Ao3H [peAHIEonoH HaA

l0 mg/Aen Mox(e Aa e rroAxoArulo npeArra3nuBo HaMargBaHe Ha Ao3ara [pe3 rlo-roJreMl crbnKlt Ha ceAMHtrHu

r.rHTepBaJrH.

H-flrcog rrarlueHTn ce qyBcrBar 3Jre rro Hecneqr,r$ur{eH HaqIrH no BpeMe Ha Qa:ara Ha HaMiuIlBaHe, B},npeKH

3arra3BaHero uJrr{ Aoprl no4o6peHnero Ha Ar{xareJlHara QyHrcqHa. Te rpr6na Aa 6's1ar HacbpqaBaHu Aa

rrpoAbJDrar ynorpe6ara Ha nHxulnaropHnt IIHKJre3oHr,r,q, KaKTo H fiocrefieHHoro clnpaHe Ha c[creMHI'It crepo]IA,

OCBSH aKO He Ca HiUII4qe o6er<rneHl,t 6eleglr Ha Ha46r6peqHa HeAocalbrlHocT.

Ilaqueurnre, rpeMuHzrJru or rer{eHne c repopuurHrr creporr4, trvtflTo fynxultr Ha KoparqJlp;tlg6r6pena e

oqe yBpe.{eHa, rpr6na Aa Hocrr rpeAyrrpeAr,rreJrHa Kapra, IrocoqBarla, ue vIv'\:.dfy,<flp69f)qqbnH}rr(
cr{creMHu crepor{Ar,r B rrepuoAr4 Ha crpec (nanp. BJIoIIraBaHe Ha acrMaruu4/fg.-\.fi}frb+CQQ-5\4oapc

BCe

flll

V

un$enquu, re)I(KH HHrepKypeHrHH aa6orseaH:as.,xupyprnqHu orepalrlal'I, *""t",i'..-ryi*df,$SF=

3aNaecrsaHero Ha cr4creMHoro crepol,IAHo JreqeHne c

urepruqHn ga6orcsaHld-f, Karo aleprur{eH pvrr'rzT kurLt

CHCTEMHOTO JIEI{EHHE.

HHXaUraTOpHa Tepanvfl
, t .

CK3EMA" KOHTO AO
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flapa4orcca-neu 6porxocrrut3bM c BHe3anHo 3acraJrBaHe Ha xpurloBere IIJIH Ha Apyru cHMnroM]I, noKa3arerHl'I 3a

6ponxocna:bM, HerrocpeAcrBeHo cJreA ilpr4eMaHero Ha Ao3ara rpr6na Aa ce JIeKyBa c KparKoAeftcrgaul

6porxo4r,urararop, Koero o6uxHoeeHo BoAr,r Ao 6rpso no4o6peune. flalruenrrr rpr6ra Aa 6tAe rlperneAaH H

Tepanurra c Alvesco rpt6sa Aa npoAbJDKu eAr4HcrBeHo, aKo cJIeA BHHMareJrHa [peqeHKa, or{aKBaHara non3a e

rro-roJrrMa or Bb3Mo)r(Hr4s, pkrcK. Tp.n6ra Aa ce rlMa ilpeABI4A KopeJIaIIxflTa Me)KAy rexecrra Ha acrMara pr o6urara

cKJroHHocr KrM ocrpu 6ponxualuu peaKIrtIH (nx. rourca 4.8).

Tpr6na peAoBHo Aa ce KoHTpoJIHpa rexHnKara Ha

BnpscKBaHeTO e eAHOBpeMeHHO C HHXIIJIITpaHeTO I'I

Apo6oBe.

HHXaJrUpaHe Ha IIaIIuer{THTe, 3a Aa ce [poBepl4 A:uI]I
TaKa Aa ce ocurypu oIITI,IMuuIHo Aocrl{faHe Ao 6elure

Tpx6na Aa ce us6crBa eAHoBpeMeHHo JreqeHr{e c KeroKoHasolt r4!wt Apyru MouIH}I IaHxn6uropn na CYP3A4'

ocBeH aKo rroJr3aTa He e flo-roJrrMa oT yBeJrr{qeHr,rr prrcK 3a cucTeMHH Hex(eJIaHH JIeKapCTBeHLI peaKIII,rIt Ha

KopruKocreponAltre (ex. rovxa 4.5).

4.5 BsarMoAeftcrnne c Apyrn JreKapcrBeur rrpoAyKTrr n Apyrr Qopnrn Ha B3allMoAeftcrnue

In vitro [pof{BaHnsra noKa3Bar, rre npt,t xopa CYP3A4 e ocHogHlltr eH3HM, aHfzDKHpaH s Naera6oJII,I3Ma Ha

aKTlrBHara Qopua Ha rrHKJre3oHIaa Ml.

B npoynaue Ha B3anMoAeficrsncra c ur,rKJre3oHr41 vr KeroKoHzI3oJI, Karo MoIrIeH unxu6urop Ha CYP3A4, e

ycTaHoBeHo, qe frpH AocTr4raHe Ha cTarlrdoHapHo cbcTorHlle eKcno3HIII,ItTa Ha aKTHBHIIC IvIera6OII,Ir Ml ce

loBnuraBa oKoJro 3,5 nrna, AoKaro eKcno3nrrr{rra Ha ur,rKJre3oHI,IA ocraBa HenpoMeHeHa. IIo rtt:H rIpI{qI,IHa

eAHoBpeMeHHoro npr,rJraraHe Ha MorqHH urxu6uropu na CYP3A4 (nanp. KeroKoH€l3oJr, I4TpaKoHa3oJr I,I

prrroHaBr,rp ulu uel$unanrap) rpr6ra Aa ce us6srBa, ocBeH aKo IroJl3ara He rIpeBLIUraBa noBuIIIeHLIc pHcK or

clcreMHlr He)KeJraHr4 JreKapcrBeHu e$exrn Ha Koprl,rKocrepol{AuTe.

4.6 Bpeuenuocr rr KbpMeHe

H-flN,ra aAercarHvr kr KoHTpon[paHH rlpo1r.IBar.lns, rrpv 6peueHHn )KeHI,I.

flpn npoyrBannfl Ha )r&rBorHn e ycraHoBeHo, r{e rnroKoKoprHKoHAI4Te npeAh3BHKBar ual$opuaqnu (nx.

ToqKa 5.3). Ma.nxo e BepoqrHo roBa Aa ce orHacfl 3a xopa, rrpueMarrlu [penopbqr4TerHHTe Ao3H 3a uHXtuIpIpaHe.

floAo6no Ha Apyru Koprr..rKocrepovtrvt, qr,rKJre3oHHA rpr6na Aa ce ilpl4Jlara no BpeMe Ha 6peuenocr, caMo aKo

oqaKBaHara rroJr3a ea uafircara onpaBAaBa noreHqr{zurHlrr prrcK 3a nJIoAa. Tpr6ra Aa ce H3noJI:sa Hafi-Hldcrara

eSexrurHa Ao3a rruKJre3oHnA, neo6xoAnMa 3a rroAAbp)KaHe Ha aAeKBareH KoHTpoJI Ha acrMara.

Aeqara, poAeHH or naafiru, KoHTo ca rroJrf{aBaJrlr Koprr.rKocrepol4Al,I rlo BpeMe na 6peueHuocrra, rpt6ra ga

6rAar BHr.rMareJrHo Ha6ruoAasaHu 3a xI{[oaApeHzuII43bM.

He e [gsecrHo A{IJrH HrrxanaropHr,rrr rrr,rKJre3oHHA ce eKcKperupa c LIoBeIxKara KbpMa. flpularauero ua

rrr.rKne3oHHA Ha )I(eHI,r, KoHTo KbpMqr, rpr6ea Aa ce AonycKa caMo a cry.rafi, qe oqaKBaHara IroJI3a ga prafircara e

rro-roJltMa oT H.flKaKbB Bb3MO)KeH pHCK 3a AeTeTO.

4.7 EQerru Bbpxy cnoco6nocrra:a uroQnpane il pa6ora c Malrrrlnrr

I4Hxa.raropHurr rIHKJre3oHHA He
pa6ora c MarrILrHH.

noBJrnrrBa HJrH rroBJlHqna npeue6pe)I(HMo MzLIIKo cr'oco6yffi.
,:,'/',n:s

4.8 Hexce.naHrr JreKapcrBeu[ peanrllrr

OKOIO 5Yo Or [aIIHeHTHTe CA vgilvtTaJrH Hex(eJIaHH JIeKapCTBeHn peaKIIHI4 IIpI,I KJI

Alvesco e 6ru AasaH B Ao3oBllf, ItHTepBuuI 40 ao 1280 nrurcporpaMa BeAHbx AHeBHo.
6uln lercra r,r He ca r'arararr rlpeKbcBaHe Ha neqeHl4ero c Alvesco.

B

Fago 4 o{ I



rlecrora

Opraxna crlcreMa

Heqecrn
(> lll000, < 1/100)

Mnoro peAKrI
(< 1/10 000, nrut.
rr3oJrrrpaHlI
crodqennr)

C ue[snecrHa
qecroTa

CroleqHu HaDvueHuq flalnurauuu**

Crouauruo-qpeBHI,I
HADYIXEHI,I'

faAeHe, norpruqauex
Jloru exyc

Kopeuuu 6olru*,
alacnencug*

O6rqlr HapyneHut A
e$ercru Ha Mtcroro Ha
rrpr{Jrox(eHr{e

Peanunu na
M'CTOTOTO HA

IIpItJIOXeHI'Ie.

Cyxora Ha Mccrororo
HA NDNJIO}(EHI,IE.

Hapyureunr Ha HMyHHara
CI'CTEMA

Anrnoe4eu,
cBpbxqyBcrBI4TeJIHOCT.

HHSexqur.r u rapiBI,ITo3H Opalna QyHrraalHa
r,tnderuuqx

Hapyruennr Ha HepBHara
CHCTEMA

fraso6orlae*

flcn<uqrua sapyureruar flcuxonaoropua
cBpbxaKTlIBHOCT,
pa:crpoficrBa Ha cbHq,
TpeBox(Hocr,

AenpecHfl,
arpecHBHocT, rIpoMeHH
B IIOBENEHI4ETO

(nperuuso npu aeqa)

Pecnuparopnu, rpbAHtI v
ls{EIII,'ACTIIIIIAJIHU

HapyllleHI4t

,{pesraeocr Ha rraca
Karuruua creA
unxarupaHe*
flapagoncareH
6Donxocua:rvr*

HapyrueHnx Ha Ko)Kara 14
IIO,ITKOX(HATA TbKAH

O6praaIt eK3eMa

CrAosu HapyueHl,rc Xunepronur

Alvesco 80 SFC Sulg

* CxoAeH HJrH no-MurJrcx 6poil HHITI,L4eHTH, cpaBHeHo c ruaqe6o.
** flalnura:qlllr ca 6ulu ua6mollaBal'i.r nafi-qecro llprr KJTIaH[r{H}t OIII4TI,I cbc cJlyqau, ycnox(HeHH cbc

cbBMecrHo rrpr4JroxeHr,re Ha JreKapcrBa c n3BecreH e$exr Bbpxy cbpuero (uanp. reo$nluu u can6yrauol).

llapa4oncalnurr 6poHxoc[a3bM Mo)r(e Aa ce [orBlr BeAHara cJIeA nplteMa Ha Ao3ara v npeAcraBJrtBa

Hecneqn$uqHa ocrpa peaKrIH{ KbM BcrKaKBr,r LrHX:rJrHpaHu JIeKapcrBeHI4 npoAyKTI4, Karo Mox(e Aa e cBbp3aH

C aKTHBHoTo BerUecTBo, rrOMOrrIHoTo BerrlecTBo LIJII4 oxJIOI(Aaqur eSercr Ha I,I3rIapeHI4eTo rlpll LIHXiUIaTopHTe

c ra3 noA HzrJrrraHe. llpu rexru cJryqau rpr6ra Aa ce LrMa TIpeABLIA cnl,IpaHero ynorpe6ara ua Alvesco.

Cracreunr,r e$exru Ha KoprnKocrepouruTe Morar Aa ce flpoqBcr oco6eHo rIpH rlpeArll{c,a/n5r1
rrpoAbJuureJrHo BpeMe. BrsN{oxHr,rre cr,rcreMHu eQercrra BKJIIoqBaT cI,IHApoMa ua Kt-d{n$}
npoMeHH, rrorucKaHe na Hag6r6peqnre, sa6asgHe Ha pacre)I(a rIpH Aelra u IoHouIH,

Mr4HepanHa rrJrbrHocr, KarapaKTa, rnayKoMa (nx. ctrqo rovxa 4.4).

4.9 lpegornpane

Ocrpo: t'-',,.-.=...-'.rra-:i''

Vuxuupanero Ha rIr4KJre3oHHA B Ao3a or 2880 MuKporpaMa or 3ApaBH :aHrura1vte 6luo rroHeceHo ao6pe.
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Bepoguocla 3a ocrpg ToKcHqHr{ peaKur,r}r cJreA npeAo3l,rpaHe Ha HHXzuIaropeH III'IKJIe3oHIIA e Hucra. CleA

ocrpo rrpeAo3l,IpaHe He e seo6xoAuuo cnequ$u'rHo reqeHue.

XpoHuqso:
Cne4 npoatJr)rclrreJrHo rrp[JraraHe na 1280 MuKporpaMa III,IKJIe3oHL{4, He ca Ha6moAasaHu KJII'IHLItIHI'I 6eres}r

Ha norgcKane na naA6r6perlure. Btnpexu roBa, aKo rIpoAbJDIs,ITeJIHo BpeMe ce flplteMar Ao3In, [o-B]lcoKl'l or

npenopbqaHlrre, He Moxe Aa 6rAe usKnrorreHo rlorllcKaHe Ha ua46r6pe.rHara Synrqzs. MolKe Aa ce HaJIoxH

cJreAeHe ua nag6r6per{Hus pe3epB.

OAPMAKOJIOTWIIIU CBOfr CTBA

@apuanogflHaMlrqHrl cnoft crsa

OapuanoreparreBTlrqHa rpyfla: Apyrn JreKapcrBa 3a rerreHl4e Ha o6crpyxrusHu sa6orflBaHufl Ha AI,IxareJIH]rre

rrbrulrla, Hnxa.naropn, flrorcorcopruKol,IArl, ATC rco.q: R03B A08

I-{arclesouaA nporBsBa HHcbK aQnuurer 3a cBbp3BaHe KbM rJrIoKoKoprI,IKoHAH}rre peqerlTopu. CneA

nepopaJrHo r4Hxanr4paHe, rrnKrre3oHr,rA rrperbpnrBa eHsLIMHo npeBpburaHe B 6elure Apo6oBe Ao HeroBHt

ocHoBeH uera6o.nnr (C2l -4ecrr,reTHJrlporrr4oHr,rJr-rlHKJre3ourag), rcoftro I,IMa cI,IJIeH rIporHBoBb3rI€IJIHTeJIeH

e$enr H no ra3u npr,rqr{Ha ce npueMa, qe e aKT}IBHHqr [4era6orur.

flpn uerupu KJrHHr.rqHn lpo) {BaHrrs e AoKa3aHo, qe qr,rKJre3oHvIA HaMaruBa peaKTuBHocrra Ha AHXareJrH[Te
rrbrr4rrla Kr,M aAeHo3uu uoHo$ocQar npu xr4neppeaKTuBHu naIrHeHTI,I c MaKcI,rMtLIIeH e$exr, Ha6lroganau npu

.qosa 640 M[KpofpaMa. flpra Apyro npofrBaHe npeABapuTeJrHoro JIeqeHI,Ie c UHKJIe3oHI,IA B npoAbJDI(eH]Ie Ha

7 Attu 3Haqr,rMo orcra6sa peaKuarrre or paHHara 14 KbcHara Sa3a crea [poBoKat{Llq c I,IHXtuIaropeH :uleprcH.

Crulo raKa e ycraHoBeHo, qe JrerreHl,rero c LrHxuuraropeH rIHKJre3oHr,tA HauartBa rloBrrlxeHnero na 6pox Ha

Bb3rriurlrTeJrHuTe KJrerKra (o6rU 6poft Ha eo:uHo$ulure) ra rraegraaTopl,ITe Ha Bb3nauIeHI{eTo B I4HAyIIHpaHa

xparrKa.

E4uo rcoHrpoJrnpaHo rrpoyqBaHe cpaBHrBa 24-'tacosure nJra3MeHH Hr{Ba Ha KoprH3oJI AUC npn 26 nrzpacruu

narlr4eHTa c acrMa creA 7-AneeHo JrerreHr4e. B cpaeHeHr,re c nlaqe6o, JIeqeHI,Iero c IrIlKJIe3osuD,320, 640 u

I 280 vrrarporpaua./4eH He e npeAn3BtrKuuro crarr4crnrrecKr,r 3Har{nMo HaMuuItBaHe Ha cpeAHltre crofinocru na

rura3MeHr,ls Koprrl3on za24'aaca (AUCq-24/24 uaca), Hlrro e Ha6moAasaH Ao3o3aBI,IcHu e$ercr.

flpn e4uo KJrr,rHHr{Ho rrpo}qBaHe, o6xeauarqo 164 rmpacrHu nar{HeHTI,I c acrMa or MbxKI{ I,I )KeHcKIt rIoJI,
qHKJre3oHHA e 6wt flpr{JraraH B Ao3r4 or 320 MuKporpaMa utv 640 uurcporpanra/AeH B npoAbJDKeHvre Ha
12 ce1vu\u. CleA crraMyJrarlrdr c I n 250 MuKporpaMa Ko3LrHTporflH He ca Ha6ruoAasaHI,I 3HarIuMIl npoMeHI,I

B rurunMeHure HuBa Ha Koprrl3oJra B cpaBHeHrae c nraue6o.

[nofino-clenu, ruaqe6o KoHTpoJrHpaHr4 npo]qBaHns c [poAbJDI(ureJIHocr 12 ce4uuttu npx Bb3pacrnr u

roHorrr[ ca [oKa3urr,r, qe JreqeH]rero c rrr,rKJre3oHnA BoAH 4o no4o6prBaHe Ha 6enogpo6Hara Qyurcqur,
r{3MepeHo vpes FEVI Lr BbpxoBrrr eKcnfiparopen Ae6ur, no4o6pmane Ha KoHTpoJIa Ha acrMara v HaMaJIeHa

neo6xoAurr,rocr or HHx{uraropHu 6era-2-aroHncrn.

flpu e4no l2-ceAnruquo npoyqBaHe, o6xsaqauro 680 JIHqa c re)KKa Qoprr,ra Ha acrMa,
6uru rexyraHr4 c 500 - 1 000 nrnxporpaua $nyruKa3oH-rponlaoHar/AeH vlru c e
87,3yo u 93,3Yo or na\ueHTI4Te ca H'^Marv o6ocrpruur rlo BpeMe Ha JIeqeHHe
cborBerHo 160 unu 640 naurcporparvra. B Kpat Ha t2-ceAuuquut nepuoA Ha
[oKa3zrnn crarncrr,rqecKr,r 3Har{r,rMa pa3JrHKa Mexqy Ao3lire l60 rvrr,rxporpaua
rrr,rKlre3oHr.rA rro orHorrreHue Ha rrorBara ua o6ocrptHe cJIeA rtbpBnc AeH Ha [poy.{
(:12,7o/o) B rpynara c Ao3a 160 rvrrarporpaMa AHeBHo u 23 na\uenrul34l (6,7\"."fr",
640 uuxporpaMa AHeBHo (roeQuqueHr Ha pHcK : 0,526; p: 0,0134). Z.npu Asere .4ogu, tir.rlc

ctel, T2ceAMHrIH Ao cpaBHrnMu croftnocru Ha FEVI. Cnrp:anu c Jrer{eH}rero HexenaAi+:cs6ffus ca
Ha6rroAasaHn npH 3,8o/o u 5o/o or rIaUneHTuTe, JreKyBaHr,r cboTBeTHo crc 160 utm 640 ur-rxporpaua,/4eu
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rlr,rKrre3oHr,rA. He e [poBexAaHo npofrBaHe 3a cpaBHtBaHe Ha Ao3I,ITe 160 uuxporpaua,320 MI'IKporpaMa ]I

640 uurcporpaMa AHeBHo npu [aIIHeHTI4 c re)KKa $oprrla Ha acrMa.

5.2 @apuanogrrnaMrltlHn cnoicrsa

I-{nxlesonuA ce rrpeArafa noA Qopuara Ha aepo3oJleH p:BrBop B nporleJlaHr HFA-134a I,I EraHoJI, rcofito

AeMOHCTpI{pa JrlrHeapHa 3aBI4Cr,rMOcT MexAy pa3Jrr4qHr4Te AO3r,t, CITJI}i Ha Cnpet u cllcreMHaTa eKcno3ltllllt.

A6cop6uus:
flpoymanurra c nepopiurHo r,r HHTpaBeHo3Ho npr4no)r(eHue Ha paAlIoaKTIaBHo-MapKLIpaH III4KJIe3oHI,IA

rroKa3Bar HenbJrHa nepopiurHa a6cop6qu-f, (24,5 %). flepoparurara6uouau'urrHocr 3a IIUKJIe3oHI,IA u aKTll.Brrvtu

uera6olur e npene6pe)Kr,rMo MaJrKa (<0,5 oA 3a rlurure3oHrdA, {l oh za uera6onura). Ha 6asa p$ynrar}ITe or

y-crlrlHTr{rpaQur e ycraHoBeHo, ue 6elo4po6uoro orJlaraHe rpn 3ApaBI,I vH4vll,nlla e 52Yo. Bre rpt:ra c
'rasu croftHocr cHcreMHara 6uosattHqHocr 3a aKTr{BHr4r uera6orur e 50 Yo npl4 ynorpeda sa uttxanaropa 3a

rInKJre3oHnA c fa3 rroA HaJrrfaHe. flosexe [epopaJrHara luoHutu'aHocr Ha aICTHBHHI uera6olur e <7 o/o,

nof"bJrHaTaTa rropulrr oT HHxanaTopHHr rIHKJre3oHHA He yBeIHqaBa cncTeMHaTa a6cop6qrar.

Pa:nperelesne:
Cleg unrpaBeHo3Ho rrpuJroxeHlre Ha 3ApaBr{ kr:a1uBvr1r4, HaqzlrrHara $a:a Ha pa:}npeAeJleHl4e 3a ITHKJIe3oHHA e

6uta 6rpza u orroBapr Ha BracoKara uy nuno$pr,JrHocr. Cpe4Hnn o6enr ua pa3npeAeJlenue e 6m 2,9 lkg.

O6rqr,rsr cepyMeH KJrHpbHc Ha uuKJre3oHHA e BHcoK (cpeaHo 2,0 llUkg), Koero IIoKa3Ba BI4coKa creneH Ha

uepHo,qpo6na eKcrpaKuut. flpu xopa Aenbr Ha cBbp3aHrrr c [rr:t3MeHrare nporeuHu III,IKJIe3oHITA e cpeAHo

99 %o, a To3n Ha aKTLrBPrVts. ruera6olur - 98-99 oh, rcoero roBoplr 3a rrorrrrr rrbJIHo cBsp3BaHe Ha

rrupKynnpaquTe ur.rKJre3osu{arcruneH uera6olnr c IrJra3MeHI,ITe nporel,IHli.

Mera6orusrla:
OcHoeHo qHKJre3oHr{A ce xuApoJrlr3apa Ao 6uororzqHo-aKTI,IBHI,Ifl uy naera6olnr or ecrepa3l,ITe s 6erns.

apo6. IlpoyrBaHero Ha eH3r,rMoJrorvflTa Ha nocJreABauoro uera6orugnpaHe or rroBeilrKuTe vepnogpo6nn

Mr.rKpo3oMr4 rroKa3Ba, qe BeulecrBoro ocHoBHo ce uera6olusupa qpe3 CYP3A4-xaruwBa Ao
xuApoKcr4Jrr{paHx HeaKTusHra ruera6oJrr,rrr,r. B AonuseHue KbM ToBa B 6e.nure Apo6oBe ca ycraHoBeHn

o6paruvrn luno$ulHr,r KoHrofaru Ha aKTHBHHs uera6orur c ecrepu Ha MacrHr,rre KI4ceJIIaHI4.

I{nrclesoHu4 ocHoBHo ce eKcKpernpa c H3rrp:DKHeHAflTa (67 %) cJreA rrepopiurHo vt I-lHrpaBeHo3Ho
npHJIOx(eHHe, KOeTO rIOKa3Ba, qe OCHOBHHTT MeXaHLl3bM Ha eJILIMHHUI' e qpe3 eKCKpeUnq C )IgIsqKaTa.

Oapuarcorcuneruqnu xaparcrepucruxu npra naur.renru :

Ilaqueumu c acnurla
I{uxlesonnA He AeMoHcrpr{pa $prvrarcoxunerurrHn rrpoMeHr,r rrpu rrarIHeHTH c yMepeHa re)r(ecr Ha acrMara B
cpaBHeHHe cbc 3ApaBn T4}II.IdBI{AVL.

Vepedena 6t6peuna utu uepuodpo6na Qyurcqut, naqueHmu e uanpeduara sb3pacm
Cuope4 [orryJraquoHHnTe SapuaxonuHerlrrrHu noKa3areJru Bb3pacrra He BJrvAe Bbpxy
eKcno3uqur Ha aKTHBHHT MeTaooJrHT.

eAHo rrpo) {nane, o6xnaqaqo raqrreHTu c yBpeAeHa vepHogpo6Ha $yurqu-r, crpaa|+wrl'op}i
unpo3a, e Ha6moAasaHa no-Br,rcoKa cr{creMHa eKcrro3urrufl KbM aKTHBHHI uera6olur. , ; t ri;. 

j

He ca upoaexAaHlr rporrBaHr{s rpu narrr4eHrr4 c yBpeAeHa 6r6pevna QyHrcqrar nopaAra *fid.e$ 9
Ha aKTprBHrrs Ndera6orur rrpe3 6r6pequre. - lr;;,.;y..$$),1

:'-.-':':au-

CHCTEMHATA

5.3 rlpe4rcrunnqHn AaHHrr sa 6eronacnocr
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flpegxnuHr,rqHure .4aHHH 3a rr,r,rKJre3oHHA He rroKa3sar oco6eH plrcK 3a xopara ua 6aza Ha KOHBeHII'IOHaIJIHI4T9

$aprvraxonorurrHr4 r43rrvrBaHyrfl 3a 6esonacHoct, ToKcltqHocr rlprl MHoroKparHo nplrllor(eHHe'

FeHOTOKCITqHOCT lIJrI,t KapIIItHOreHeH [oTeHIIn€uI.

flpra npo) rBaHHr Bbpxy )KrnBorHr4 3a pe[poAyKTHBHa roKcllt{Hocr e ycraHoBeHo' qe

rJrroKoKopruKocrepor,tAr,rre npeAu3Br,rnnar ual$opMallul4 (qennaro se6qe, vra.n$oprvraqzr,1. Ha cnelera). Tean

pe3yJrraru rrpu )r(HBorHr,r, o6aHe, H3rJre)r(Aa He ca peJIeBaHTHId rlpu xopa fipn flocoqeHltre rlpenop:bqHTeJlHnre

AO3I{.

CnrpsaH c JreqeHr,rero e$ercr Bbpxy xfivuuqure (arpo$nr) e Ha6moAasaH npl4 rpu,JlaraHe Ha BbpxoBara Ao3a

[pr,r ABe 12-ueceqnu npoyqBaHr,rr Bbpxy Kyqera. Toau eQexr ce e rrpotBllJq rIpH cl,lcreMHa ercctogut\us 5,27

ao 8,34 rrbrq rro-BucoKa or ra3n rrpn npr,urafaHe Ha Ao3a 160 urarporpaMa BeAHbx AHeBHo. He e uasecrHa

peJreBaHTHocrra Ha rosa Ha6rrcAeHue npn xopara.

flpoyraaHraera Bbpxy xtrBorHn c Apyrfi rJrroKoKoprI,IKoLrAIt IroKa3Bar, r{e npl4raraHero rlo BpeMe Ha

6peueHHocr Ha DrroKoKoprHKoHAH rte QapnraxoJrorurrHn Ao3Lt Moxe Aa yBelwlut,z pncKa 3a I{HTpayrcpI'rHHa

perapAarlur Ha pacre)r(a, cbpAer{Ho-cb.4oBn u/utu ugra6ornrnu sa6orcsaHr4s rrpv Bb3pacrHln u/uttu rpaituu

rrpoMeHr4 B nJrbrHocrra Ha rJrroKoKoprnKouAHrrre peueflTopll, Mera6orusMa Ha HeBporpaHcMl'mepuTe I'I

noBeAeHr{ero. He e r43BecrHa peJreBaHTHocrra Ha re3lt AaHHI,I npu xopa, rIpHeMauIH UHKre3oHIrA r{pe3

HHXZUIAUUU.

<DAPMATIF.BTIIIIHII AAHHI4

Cuucrrc Ha noMorrlgrrre BeuecrBa

Hoptp:rypan (HFA-I 34a), eraHorl, 6essoAeH

6.2 HecremecrnMocrrl

He e npuron<r.rrro.

6.3 Cpon Ha roAHocr

30 4oenpaHr,r BnpbcKBasus, - | roAuHa
60 u 120 Ao3HpaHr4 BrrpbcKBaHr,rc - 3 roAHHrl

6.4 Cneunamrn ycJroBnfl rra cbxpaneHne

Tosu rexapcrBeH rrpoAyKT He H3r,rcKBa oco6eslt ycroBuq 3a cbxpaHeHue.
Kormefineptr cbAbprtca reqHocr rroA HaJrrraHe. ,{a ne ce H3Jrara Ha reMneparypa naa 50"C.
Konrefiueptr ne rpr6ra ga6rae npo6uran, qyfleH vrrr varapxH Aoprl, Koraro e HarIbJrHo rIp:BeH.

6.5 Aannu 3a onaKoBKara

I,lnxalaroprr ce cbcron or KoHTefiHep no4 HtllrqraHe, HarrpaBeH or alyuuuufr
BeHTr4Jr, MyHArrIyK H Kanaqe.

3 0 go:rapaHr4 BrrpbcKBaHI4{
60 4ouapaHn BnpbcKBaHH.f,
120 aosupaHlr BnpbcKBaHHt

He ecl,rqKu BraroBe orraKoBKlrMorar Aa6r1ar nycHarl4 r npo4a:r6a.

6.6 Cneqna;rnu npeArrasHrr Meprlr rlplr rlsxBbpJrsHe ll pa6ora
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flaquernltre rpr6na ga 6raar BHHMareJrHo HHcrpyKTnpaHV 3a rrpaBr4JrHoro u3noJr3BaHe Ha r,rHxilraropa (nx.
Jlracrorrcara c ran$opvraqur 3a norpe6uretx).

flo4o6no Ha rloBeqero JleKapcrBeHr,r npoAyKTH s KoHrefiHepu rroA HaJrrraHe, TepaneBTlrqHurr e$exr Ha ro3lr
JIeKapcrBeH npoAyKT Mo)r(e Aa HaMuuree axo rcorrreftHepbr e cryAeH. Brnpercu rosa Alvesco orAerc
KoHcraHTHa Ao3a B r,rHTepBaura -1OoC ao 40oC.

7. IIPI4TE)ITATEJI HA PA3PEIIIEHI,IETO 3A YIIOTPEEA

Nycomed GmbH,
Byk-Gulden -Str. 2D -7 8467,
Konstanz, fepuaunr

8. PETI,ICTPAIII,IOHEH HOMEP

20080172

9. AATA HA fIbPBO PA3PEIIIABAHE/IIOAHOB.flBAHE HA PA3PEIIIEHIIETO 3A
YIIOTPEEA

03.12.2009

IO. AATA HA AKTYAJIII3IIPAHE HA TEKCTA

03.2011
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