
KPATKA XAPAKTEPI,ICTI{KA HA IIPON)TKTA

1. IIME HA JIEKAPCTBEHAfl IIPO.IDTKT

Areecxo 40 vrur<porpaMa, pul3TBop no.{ HarqraHe 3a r.rHxzrnarrun.
Alvesco 40 micrograms, pressured inhalation, solution.

Alvesco 4A SPC Sulg
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2. KAqECTBEH I{ KOJIAqECTBEH CbCTAB

I 4o:upaHo BrIpbcKBaHe (Aocranena.qo3a or uyH4rqyrca) cbAbp)€ 40 rrlr,rxporpaMa rInKJre3ouug(ciclesonide).

3a nrrHuq crucbK Ha rroMorrIHHTe BeqecrBa, Bx. roqxa 6.1.

3. JIEKAPCTBEHA OOPMA

Pasrrop rtoA HtursraHe 3a rrHxaJraqr,rr.r. EHcrup u 6egqsereH.

KJII,IHI,IItrII4 AAHHI,I

Tepanenrnrtu[ [ona3aH[s

JIeveHIae, I,IMaIqo 3a IIeJI nocrufaHe Ha KoHTpoJr rrpu nepcr4crrlparqa acrMa rrpr,r Bb3pacrHvr v rouoruu (Ha
12-roAraurHa Bb3pacr u noneve).

4.2 [orupoBra rr HaqrrH Ha rrprrJrorceH[e

To:u rexapcrBeH npoAyKT e rrpeAHzBHaqeH caMo 3a r,rHxarraropHo rrpr4JroxeHlre.

flpenoprxu 3a Ao3HpaHe npr4 Bb3pacrHu H IoHorxH:

flpeuoptveaHara Ao3a Alvesco e 160 rr,rr,rxporpaMa BeAHb)K AHeBHo, Koero BoAr4 Ao KoHTpoJr Ha acrMara rrpll
rloBeqero or rIaIIHeHTnre. Brnpexln roBa eaHo l2-ceAMlrqHo rrpofrBaHe npn Jrr{qa c rexKa acrMa e noKa3turo, qe

aosa 640 unxporparrla./geH (npnnaraHa ABa nbrr4 AHeBHo no 320 Mr,rKporpaMa) no4ra Ao HaMuurqBaHe Ha qecrorara

ua o6ocrprnnflTa, Ho 6eg uo4o6peuue ua 6ero4po6Hara Qynxqrar (nx.rovna5.1). IIpu HrKorr rarlrdeHrn
HaMaJIeHa Ao3a or 80 uuxporpaMa BeAHb)K AHeBHo Moxe Aa e eoeKTHBHo rro.UAbp)r€rrlo JreqeHr4e.

3a npegnovl,ITaHe e Alvesco Aa ce [plrJrafa Beqep, BbnpeKu qe e ycraHoBeHo, qe u cyrperuHoro rrprlJro]r(eHne Ha
Alvesco e eSexrnnHo. Jlexynarqfitr JIeKap rprrlza Aa B3eMe oKoHqareJrHoro pe[reHr{e, AaJrpr flpneMr,rre Aa ca
BeqepHlr HJrn cyTperrrHH.

C Alvesco 3arloqBa nogo6paraHe Ha cuMnroMure B paMKHTe sa 24 qaca or Haqzuroro Ha
rlocruraHe Ha KoHTpoJr e neo6xoAuMo Ao3ara Alvesco Aa 6rAe vHrrrBvryaJrHo ruTpr{paHa

flpz naqueHrl{re c rexKa Qopnaa Ha acrMa cbruecrByBa pr.rcK or BHe3arrHH no".t"*ri5't)Sl#
neproAlltrHo olreHtBaHe Ha KoHTpoJra Ha acrMara, BKJrror{BauIo {yHrcunoHlurHc/r dptte+ffffiN
lo-qecrara ynorpe6a Ha KparKoAeficrsarqn 6porrxogrurararopu 3a oBJraAf,BaHe
rIoKa3Ba BJIorrreH KoHTpoJr Ha acrMara. Ano [arrHeHTHTe :a6elexat, ve
xparxogeficrBarlu 6poHxo4ulararoprn cna4a, r,rJrn qe r,rMar Hy)KAa or noeeve or dS
rpa6aa Aa ce rbpcu MHeHHero Ha JreKap. flpu raxaea crTya\r4c e ueo6xo4uMa HoBa
nauueHTltTe H TptoBa Aa ce lrMa npeABLlA 3acUJrBaHe Ha TTpOTHBOBb3IIZLIIHTeIHaTa

Alvesco 3a KparbK nepproA or BpeMe [nx. rovna5.1] r.urn Kypc Ha JreqeHr4e c nepopannli
Texnure o6ocrprrrur Ha acrMara rpr6ra Aa ce JleKyBar no craHAaprunfl HarrHH.
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3a HcrcoH crleql4anHu naqueHTl4, Hanp. TaKInBa, 3a Kor4To e rpyAHo eAHoBpeMeHHo Aa HarllcHar I,IHXtuIaropa H Aa
BAr,rrrar, Alvesco Moxe Aa ce npr4Jrara c pa3npbcKBaulo ycrpoftcrBoro AeroChamber Plus.

Oco6euu rpynn nauuenru:

Hrrr,ra HyxAa or KopeKrrr4r Ha Ao3ara npu [arrHeHTH B HanpeAHana Bb3pacr, rrpu raKr{Ba c yBpex(AaHe Ha
uepHo4po6n ara urrr4 6r6pevHara Synxqr,ru.

Krnr nacrosxlr,t MoMeHT HrMa AocrarbqHr,r.{aHHr,r 3a reqeHr4e c rrHKJre3oHHA npl{ Aerra noA l2-roAr,urrHa Bb3pacr.

Hncrpyxur.rn sa ynorpe6a / pa6ora:

flaqraenrur rpr6ra Aa 6r4e HHcrpyKTHpaH KaK Aa u3rroJr3Ba npaBr.r.JrHo uHxaJraropa.
Aro uHxalaropbr e HoB r.lJru He e 6ur ugnor3BaH B npoAbJDr(eHVeHaeAHa ceAMr,rqa HrH noBerre, e Heo6xoAHMo
Aa ce HanpaBrr rpr,r BnpbcKBaHHc BbB Bb3Ayxa. He e ueo6xoAunro Aa ce pir3KJrarqa, 3auloro Qopuara e reqeH
aepo3on.
3a npe4noulaTaHe e rro BpeMe Ha HHxzrJrarlvrflTa r'aLltz,eHTbr Aa e ceAHuur wpt npaB, a r.rHxzuraroplr rpr6na 4a ce
Abpxrl H3IrpaBeH, Karo nzlJreubr npnAbpx(a AoJrHrr.rr xpafi no4 MyHArrIyKa.
I4Hcrpyrcrr,rpaftre naqpreHTa Aa MaxHe Kanaqero Ha MyHAutyKa, Aa nocraBH HHxuraropa B ycrara cv, Ea o6rupHe
MyHAuIyKa c ycrHl,r A ra B4r4ilra 6asHo u grl6ono. llo openre Ha BAHrrrBaHero [pe3 ycrara ropHnqr xpaft na
HHx:ularopa rpr6ra Aa ce HarHcHe HaAoJry. CreA rosa [auueHTHTe rpr6ra AavsBaAflT HHxaJraropa or ycrara cr{
I{ Aa 3aAbp)Kar AurrraHero 3a oKoJro 10 cer<yHgra, r4Jrr,r roJrKoBa AbJrro, KoJrKoro uu e y4o6uo. flaquermr ne
rpr6na Aa H3AHrrrBa o6parno B nHxa-rraropa. Ha Kpiu [aqueHTr4Te rpr6aa ra v3rvtnar 6asHo rd Aa rrocraBflT
OTHOBO KANAI{ETO HA MYHAIIIYKA.

Myr4rqyxrr rpr6ra Aa 6tAe qr,rcreH e)r(eceAMlrqHo cbc clxa Kbpna. Zrxa.raropbr He rpa6aa Aa ce Mne r,rJrn
IIocTaB.s BbB BoAa.

3a no4po6Hu HHcrpyKrlr.tlt Br,rxre Jlucrosxara c nu$opnrarlfiq 3a [arIHeHTa.

4.4

4.3 flporunonoKfr]anrlfl

Cneqna.nnn rpeAyrrpexAennfl rl rrpeAra3Hn MepKrr npu ynorpe6a

CnprxvyncrBldrenHocr KbM rrLrKJIe3oHvtr,vnu HrKoe or rroMorrtHr,rre BeurecrBa.

lloao6no Ha BoI,IqKI4 Apyru IaHXaJIarrr4oHHr4 KoprnKocrepor.rAu, Alvesco rpr6ra Aa ce flpilJrara BHr,rMareJrHo rrpu
rIaqHeHTLt c aKTIdBHa wrv rrreHTHa 6elo4po6Ha ry6eprcyno:a, ru6uurcoBr4, BupycHvt vtrv 6axrepnaluu uu$ercqnu
H CaMO, aKO Te3H naUIdeHTH I,IMaT a,4eKBaTHO JIer{eHLIe.

flo4o6no Ha Bcr,rqKH Apyrr,r HHXaJraunoHHH KopruKocrepouAu, Alvesco He e [oKa3aH 3a JreqeHue Ha craryc
acrMarxKyc (status asthmaticus) r,rnn gpyru ocrpn e[Lr3oALr Ha acrMara, Kor,rro r43r,rcKBar HHTeH3HBHa repanus
r4Jrx cnerrrHH MepKr4.

floao6Ho Ha BcHqKIt Apyru vHXanaIIHoHHH KopruKocrepouAu, Alvesco He e npeAHa3Ha.rery:gg{Q1gT:aBaHe Ha
ocrpl4 acrMarl4qHli cr,rMrrroMH, Kolrro H3lrcKBar [pr4JraraHero Ha r.rHxiuraropHH Opo.4xOO\$T,afld
geficrnue. flaqueurure rpr6ra Aa6r1ar rocbBerBaHn AavMur npu ce6e cu ro4o6uo lgt4pblBb- -

BrsMoxHo e Aa ce [poqBrr cHcreMHH e$ercrr,r Ha HHXzrJrauHoHHr,rre KoprH
\-l- /\ ' /

rlpeAnucBar BbB BltcoKrr Ao3H 3a rrpoAbD{cHTeJIHo BpeMe. Bepoaruocrra 3a raKHBa
cpaBHeHI,Ie c fiepop:urH]rre KoprnKocrepor,rAr4. Brguorrurure clrcreMHr,r e$ercru t&,\

Ha46:r6pelca, za6antue Ha pacrexa rrpu Aerra I,t roHorrrlr, cnaA Ha KocrHara ur,rHepanr.r4"En
HIayKoMa H no-pcAKo, peAurra ncuxoJrofrdqecKr4 r,r [oBeAeHqecKH e$exrn,
cBpbxaKTHBHocr, pa3crpoftcrea Ha cbHr, TpeBoxHocr, Aerrpecu{ nnH arpecr4BHocr (
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e Ba:KHo Ao3ara Ha r,rHxzuraropHur Koprr,rKocrepoua aa 6rge rurpupaHa Ao MHHr,rMzLrrHara, Heo6xoAI4Ma 3a
rroA.qbp)KaHe Ha eQexruBeH KoHTpoJr Ha acrMara.

flpeuopruaa ce peAoBHo cJreAeHe Ha BncoquHura Ha Aeua 14 roHorrru, rroJryqaBaqn KoprlrKocrepora4n. Ano
pacrer(br e sa6aneH, Tepar'vsra rpr6na Aa 6rAe rrpepa3rJreAaHa c rren peAyqupaHe Ha Ao3ara uHxirJrlrpaH
Koprr{KocreponA, aKo e Bb3MoxHo Ao nafi-Hr,rcKara Ao3a, [p]r Korro ce rroAAbp)Ka KoHTpoJrnpaHero Ha acrMara.

.{ouuuurelHo rpr6ra Aa ce o6naucrpr HacorrBaHe Ha nauueHTa KbM cfierrrirturr{cr rro AercKH pecnlrparopHlr
sa6orceaHr,rq.

H-sN,ra AaHHn no orHorrreHue Ha rraqueHTra c re)rffio yBpexraHe Ha qepHoApo6uara Qynnqr,r.r. flpn naqueurlrre c
Te)r(Ko vepno.{po6Ho yBpexAaHe ce oqaKBa floBrarrreHa eKcrro3r4rrvs., 3aroBa re3rn naqueHrn rpr6na Ia 6r4ar
cJreAeHu 3a rrorBara Ha eBeHTyirnHH cr,rcreMHn eSerrn.

florsure or HHxaJraropHr4r rrrdKJre3oHt4A rpr6ea Aa HaMursr Hyxnara or rrepopirJrHu creponAu. Bruperu rona,
rrpl4 nauHeHTr4Te, npeMHHaBau\h Ha nHxaJraTopeH rIHKJre3oHHA oT rrepopaJrHrr cTepor,rAr4, ocTaBa pr,IcK 3a HapyrIIeH
Ha46l6peveH pe3epB B rrpoAbJu(eHr{e Ha 3Haqr,rreJrHo BpeMe cJreA rrpoMrHara. BeposrHocrra Aa ce flpoflBar
csoTBeTHr4 CI{MnTOMr,r OCTaBa 3a H3BeCTHO BpeMe.

flpu raruaa [arIHeHTu flpeAn onpeAeJreHn nporleAypu Moxe Aa e neo6xoAnM cbBer or c[equzlJrvrcr 3a
onpeAentHe Ha crerreHTa Ha yBpe)r(AaHe Ha nag6r'6peqHara SyHrcqrar. Bunarn B cJrlqau Ha cnerxHocr
(ue4uquucrca wM xvtpyprlruHa) H nplr o[peAeJreHr{ oaTya\HV, KoHTo 6uxa uomu Ea npuv.ntsr crpec, tpx5va aa
ce r.rMa rrpeABHA Bb3Mo)KHocrra 3a ocrarbqHo yBpe)qaHe Ha orroBopa na Hag6r6pexa v Aa ce o6uncru
IoAXOASTTIO JreqeHr4e C KOpTr4KOCTepOnAr,r.

B clyrau Ha npeMuHaBaHe Ha [arrneHTn or JreqeHrie c flepopanHr{ KoprnKocrepor,rAu:

flpeuuuaraHero Ha rrarrueHTu, 3aBHcHMrr or nepopiuHara repa[ur c KopruKocrepor{,qu, KbM r,rH&uraropeH
III,IKJIe3oHLIA It nocJreABaqoro r{M JreqeHr,re u3rncxBa oco6esu rprrxn, rroHexe Bb3craHoB.f,BaHero Ha yBpeAeHara
or rrpo.{bJrxnTeJrHara crlcreMHa crepor,rAHa repanvfl a.{peHoKoprnKzurHa $ynxqur Mo)Ke Aa rrpo.{bJDrcrr
3HaqHTeJrHO BpeMe.

flaquesrure, Kor,rro ca 6wm JrexyBaHr,r cbc cr,rcreMHl.r crepol4Al4 [poAbJDr(ItreJrHo BpeMe HJrH BbB BrlcoKr{ Ao3r,r,
Morar Aa krMar rrorr{cHara Qynnqur Ha Kopara Ha na46r6perca. IIpu raKHBa naqueHTr,r Qynrcqr,rxra Ha Kopara Ha
nag6t6perca rpt6sa Aa ce cJreAH peAoBHo Lr Ao3ara Ha clrcreMHr4Te crepouAu Ia ce HawarsBa rrpeArra3nrnBo.

CreA oxoro eAHa ceAMHrIa ce 3arroqBa rrocrerreHo crrnpaHe Ha cucreMHlrre crepouAH qpe3 rroHrDr(aBaHe Ha

Ao3ara c no 1 mg [peAHr{3oJroH Ha ceAMuua HJrr,r c eKBHBrLrreHTHa Ao3a. 3a rroAAbp}r€ruv Ao3L1 npeAHr,r3oJroH HaA
l0 mg/geH Mo)Ke Aa e rroAxoArulo [peArra3Jr]rBo HaMiLrrrBaHe Ha .{o3ara rrpe3 no-roJreMu crarrKu Ha ceAMfiqHrt
r,rHTepBaJrr,r.

H-flxou nauHeHTH ce qyBcrBar 3re no necnequfurreH HaquH no BpeMe na $asara Ha HaMaJrrBaHe, BbnpeKu
3arla3BaHero vutpr ropn nogo6peHnero Ha ArrxareJrHara Synrur,rr. Te rpr6na Aa 6rAar HacbpqaBaHr,r Aa
rIpoAbJDKar ynorpe6ara Ha uHxulrraropHrrr rIHKJre3oHr4A, KaKTo r,r [ocrerreHHoro crrr4paHe Ha cr{creMHnr creponA,
ocBeH aKo He ca HzlJrr{qe o6exrlrsHn 6eresu Ha Ha46r6peqHa HeAocarbqHocr.

llaquernure, npeMuHturlr or Jrer{eHue c nepopanHu crepoAn, qnrro $yHrcuff Ha Kopara HaAObOpeKa e Bce
orlle yBpeAena, rpr6ea Aa Hoc.rrr npeAyrrpeArrreJrHa Kapra, rrocoqBarqa, ue uvrar.1fi
cI,IcreMHI4 crepol,IAn B rrepuoArr Ha crpec (nanp. BJrorrraBaHe Ha acrMarr.ruffiqt
uHQenqnu, Te)KKI{ r,rr{TepKypeHrnn ga6orcsaH:an.,xnpypfrar{Hr,r oneparrnn, TpaBMa t:h/

/  i i ' /  i
l q l

3aMecreaHero Ha cucreMHoro crepor{AHo JreqeHne c
zrfleprur{Hu ga6orqsaHr,rc Karo uureprr,rr{eH pvHlaT vrrrr
cHcTeMHOTO neqeHHe.

HHxaJraTopHa Tepa[ur Fo.l

HI4TEJIHH

eK3eMa. Kol4To Ao rorapd;
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flapa4orccaneH 6porxocnrBbM c BHe3anHo 3acr,rJrBaHe Ha xpnnoBere vrv Ha Apyrtl cI,IMnroMIit, noKa3areJIHI{ 3a

6poHxocna:bM, HerrocpeAcrBeHo cJreA fipueMaHero Ha Ao3ara rpa6ra Aa ce JIeKyBa c KparKoAeficrsaq

6poHxogulararop, Koero o6nKHoeeHo BoAH Ao 6rpso nogo6peuue. flaquermr rpr6na Aa 6r1e nperuIeAaH I,I

Tepanurra c Alvesco rpx6na Aa npoAbJDKH eAr,rHcrBeHo, aKo cJIeA BHuMareJrHa rlpeqeHKa, oqaKBaHara noJl3a e

rro-roJuMa or Bb3MoxHH{ pr,rcK. Tpa6ra Aa ce nMa [peABuA Kopenallntra Mexqy rex(ecrra Ha acrMara n o6ulara

cKJroHHocr KbM ocrpl,r 6poHxaaruu peaKqHI,I (nx. rovrca 4.8).

Tpr6aa peAoBHo Aa ce KoHTpoJILrpa rexHl4Kara Ha

BnpbcKBaHero e eAHoBpeMeHHo c nHx€lJlltpaHero I4

APo6oBe.

HHXiIJrr,rpaHe Ha nau[eHTHTe, 3a Aa ce npoBeplr AaJIH
TaKa Aa ce ocurypld orITI4MtuIHo AocrltraHe Ao 6elure

Tpr6na Aa ce Es6srBa eAHoBpeMeHHo JreqeHHe c KeroKoHzI3oIt rtIrw Apyru MouIHH Iauxu6uropu na CYP3A4,

OCBeH aKO nOJI3aTa He e IIO-IOJI'Ma OT yBeIHqeHHt pI,ICK 3a CLICTeMHH HeX(eJIaHH JIeKapCTBeHIt peaKIII'IH Ha

KoprnKocrepor,rArdre (nN. rouxa 4.5).

4.5 BrauuoAeftcrnne c Apyrr JrerapcrBenn rpoAyKTrr rr Apyrr QopuN Ha B3anMoAeftcrnne

In vitro [po] rBaHr,rrra rroKa3Bar, qe rrpu xopa CYP3A4 e ocHosHucr eH3uM, aHrDK[IpaH e r{era6oJlu3Ma Ha

aKTr4BHara $oprvra Ha rrnKrre3oHprl Ml.

B npoyraane Ha B3auMoAeficrsusra c unKJre3oHvr1 u KeroKoHa3oJI, Karo MoIqeH uHxIE6urop Ha CYP3A4, e
ycraHoBeHo, qe npr4 AocrHfaHe Ha crauHoHapHo cbcrofHHe eKcrro3HrlHqra Ha aKTr4BHHq N{era6orur Ml ce

rroBurrraBa oKoJro 3,5 nrrr4, AoKaro eKcno3urlr{rra Ha q}rKJre3oHr,rA ocraBa HerIpoMeHeHa. flo rasv ilpvtlIna

eAHoBpeMeHHoro rrpr,rJraraHe Ha MouIHl4 unxu6uropu Ha CYP3A4 (Hanp. KeroKoHa3oJI, ItrpaKoHa3on LI

pr,rroHaBr,rp ulu nel$unartap) rpx6ra Aa ce us6crBa, ocBeH aKo noJl3ara He rIpeBI,ImaBa TIoBLIrlreHus pncK or

clrcreMHu He)rceJraHra JreKapcrBeHu e$exru Ha KoprLIKocrepoHAHTe.

4.6 BpeuenHocr rr KbpMeHe

Hlnra a4exnarHr u KoHTporupaHn npo) {BaHvs npv 6peneHHn xeHu.

flpu npoyrBaHns. Ha )r(HBorHr{ e ycraHoBeHo, qe rJrroKoKoprrIKoH,qLITe rIpeAH3BLIKBar naan$opuaqnu (ax.

ToqKa 5.3). Ma.rrco e BepoflrHo roBa Aa ce orHacr 3a xopa, npHeMallu [peflopbql,IreJlHure Ao3H 3a HHX:uIHpaHe.

flo.qo6Ho Ha Apyfu KoprtrKocrepovqvr, quKJre3oHHA rpr6na Aa ce flp[Jrara rro BpeMe Ha 6peuenocr, caMo aKo

oqaKBaHara rroJr3a sa vrafirara onpaB.{aBa rroreHrluanHns pvrcK 3a nnoAa. Tpr6na Aa ce u3noJlgsa Haft-HI,IcKara

eQercruoHa Ao3a rrHKJre3oHI4A, Heo6xoAurua 3a rroAAbpxaHe Ha aAeKBareH KoHTpoJr Ha acrMara.

,{eqara, poAeHr,r or uafiru, Kor,rro ca noJq/qaBzurr,r KoprrrKocrepouAr,r no BpeMe ua 6peueunocrra, rpn6za ga

6rAar BH[MareJrHo Ha6moAasaHn 3a xHnoa.qpeH€IJII,I3bM.

He e H:secrHo Aann r,rnxaJraropHurr rrr{Krre3oHr4.q ce eKcKperupa c r{oBe[rKara KbpMa. flpnlarauero Ha

Irarure3oHr,rA Ha )r(eHn, Kolrro KbpMrr, rpr6ea Aa ce AorrycKa caMo r cryrafi, qe oqaKBaHara rIoJI3a sa N,Iafixara e

no-roJrrMa oT HrKaKbB Bb3MoxeH pHcK 3a Aerero.

4.7 EQerru Bbpxy cnoco6nocrra ra ruoQnpaHe rI pa6ora c Malrrnnrl

l,IuxalaropHntr IIT4KJIBoHHA He [oBrr,r.flBa r,rJrn rroBJrr,{{aa npene6pe)Kl,IMo MtuIKo 
".ro"96pa6ora c MarrrrlHr,r.

4.8 Hexe;raHrr JreKapcrBeHrr peanurr[

Orolo Soh or naqueHTr,rre ca fi3rrr.rr€rJrn He)r(eJraHr,r JreKapcrBeHr4 peaKl{Illd npl,t KJILIHLITIFII*
Alvesco e 6ul rasaH B Ao3oBuq nHrepBarr 40 lo 1280 nazxporpaMa BeAHb)K AHeBHo. g no$6dTg..

,? t- ' "

'u 'itl.qlri l u

6uttu tercn v He ca HaJrarzln[ [peKbcBaHe Ha JleqeHnero c Alvesco.
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rlecrora

Opranna crrcreMa

lleqecrn
(> ut 000, < 1/100)

Mnoro peAKIr
(< l/10 000, nr.n.
rr3oJrrrpaHrI
cro6urenrls)

C nelrgnecrna
qecToTa

Cro-leqnu HaovrrJeHr.tt llornurarruu**
Crouaruso-qpeBHn
HADVIXEHI4fl

faAerte, noaprtqaue*
JIou sxyc

KopervrHu 6orrcu*,
rucnencuq*

O6uru HapyrrreHr,rs u
eQexrra Ha Mrcroro Ha
rrpllJrox(eHHe

Peaxrrnu sa
M'CTOTOTO HA

rrpHJroxeHHe.
Cyxora Ha Mccrororo
HA NDHJIO}I(EHUE.

Hapyureuu.r Ha HMyHHara
CHCTEMA

AHruoeAena,
cBpbxqyBcTBlrTeJrHocT.

I,IH$ercquu H napa3nro3l4 Opa;rna SyHrraa;rHa
undexuns*

HapyrueHnr Ha HepBHara
CHCTEMA

fraso6orrdex

flcraerqfi napymernrq flcnxouoropHa
cBpbxaKTr,rBHocr,
pascrpoftcrBa Ha cbHc,
TpeBoxHocT,

Aenpecus,
arpecr,rBHocT, rrpoMeHr,l
B NOBE.IICHHETO

(npeauuso npn aeua)
Pecnuparoput't, rpbAHr,r u
MEAHACTI4HIIJIHI,I

HapyrxeHHq

.{peranocr Ha rJlaca
Kaur:ruua cle.[
nnxalupaue*
flapa4orca;reH
6Donxocnagrlrx

HapyureHrar Ha Ko)Kara n
NO.IIKOXHATA T'bKAH

O6pnr H eK3eMa

CrAosra HapyrxeHr,rt Xnneprouur

,Alvesco 40 SPC Eulg

* CxoAeH HJrlr ro-Mrurcx 6pofi IrHrrHAeHTH, cpaBHeHo c maqe6o.
** flalnpmaqfiu ca 6ulur'a6noAaBaHv Hafi-qecro nprl KrHHHrrHrr o[r.rrr4 cbc cr)rqar4, ycJro)KHeHu cbc

cbBMecrHo npr4Jro)KeHue Ha JreKapcrBa c r43Becreu eSercr Bbpxy cbpqero (Hanp. reo$muH u ca-rr6yrauor).

flapagoxcalnurr 6porxocrrzl3bM Mo)Ke Aa ce florBu BeAHara cJIeA npr,reMa Ha Ao3ara H rlpeAcraBJlf,Ba
---T-*"

uecuequSuqHa ocrpa peaKrlr4c KbM BcrKaKBr.r HHxruurpaHlr JreKapcrBeHr.{ rpoAyKTL{, Ka,?6-MQBqtte cBbp3aH
c aKTr4BHoro BeruecrBo, rroMorrHoro BerrlecrBo rrJlr4 ox;ra:rAarqur e0err Ha

c ra3 noA HzlnmaHe. flpn rexxn crpav rpr6na Aa ce r,rMa npeABuA crlvpaHero y

Cncrenaun eSexru Ha Koprr,rKocrepor,rAr,rre Mofar Aa ce npotBrr oco6eHo npn
[poAbDr&rrenHo BpeMe. Brguoxnure cr,rcreMHu e{exru BKJIIoqBaT cHHApoMa ilq4<
[poMeHr4, rrorr,rcKaHe na Ha46r6peur{Te, ga6aesHe Ha pacre)rca rrph Aeua r.r rosou?,'i
MuHepiurHa rrJrbrHocr, KarapaKTa, rJrayKoMa (nnc. crqo rouna 4.4).

4.9 llpeqoupaHe

\ ," r,.,,lilrrrtf
_-:t:.::::=:j:r"
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Ocrpo:
I4nxanupaHero Ha rrrdKrre3oHHA B Ao3a or 2880 Mr,rKpofpaMa or 3ApaBIt lar.rkrBuALr e 6uro rloHeceHo .qo6pe.
Beporruocrra 3a ocrpr4 ToKcr.rqHr,r peaKuur{ cJreA rrpeAo3rrpaHe Ha }IHXaJIaropeH III,rruIe3oHItA e nucxa. CleA

ocrpo npeAo3r,rpaHe He e ueo6xo4r,rrr,ro cnequ$uvHo rerreHne.

Xponuqso:
CneA npoAuDr(HTeJrHo rrpuJraraHe na 1280 Mr.iKporpaMa rrr,rKJI$oHHA, He ca Ha6rrcAaeaHI,I KIII,IHI,ITTHH 6erespl

Ha norucKaue sa uaA6r6peqr,rre. Btnpern roBa, aKo fipoAbJrxflnreJrHo BpeMe ce npr{eMar Ao3rI, rIo-B}IcoK}I or
flperropbqaHuTe, He Mox(e Aa 6rAe usx.rroqeHo [orncKaHe Ha na46r6peuHara Qyurcqns. Moxe Aa ce HzIno)KLI

cneAeHe na nag6r6peqHr4q pe3epB.

5. OAPMAKOJIOTI{TtrII,I CBOIZCTBA

5.1 @apuarognuaurrqurr csofi crna

OapuaxorepaneBTnr{Ha fpyfla: Apyra JreKapcrBa 3a rer{eHue Ha o6crpyrcrueHu sa6orsBa:nur Ha ALIXaTeJIHHTe
rrbrurqa, I4rxararopu, frrcr<orcopruKouAr,r, ATC rcoa: R03B A08

I-l,urcnesoHnA nporBrBa HHcbK aSnnurer 3a cBbp3BaHe KbM rJrroKoKoprrrKor'rAHr.rre peqenropld. CreA
nepopzrnHo HHXalJrxpaHe, qHKJre3oHHA nperbprrrBa eH3nMHo npeBpbrrlaHe B 6erure Apo6oBe Ao HeroBr,rt
ocHoBeH uera6olnr (C2l-aecprernJrrrpofirroHr4Jr-rluKJre3our.rg), nofiro HMa cr4JreH rrporr.rBoBb3rriurr,neJreH
eSexr u no riBH rrplrquHa ce flpueMa, qe e aKTr.rBH[sr Naera6ornr.

flpn verupu KJurHrlqHlr npo) {BaHHr e AoKzBaHo, r{e rrrlKJre3oHHA HaMurnrBa peaKTuBHocrra Ha AnxareJrHure
nbrr.rrua KbM aAeHo3nH uoHo$oc$ar npr,r xurreppeaKTr.rBHu narl[eHTr,r c MaKcHManeH eQero, Ha6ruoAasaH npI,I

ao:a 640 MlrKporpaMa. llpr,r 4pyro [po) {BaHe npeABapHTeJIHoro JIeqeHHe c qI,IKJIe3oHHA B rlpoAbJrxeHue Ha
7 Attu 3HaqlrMo orcra6sa peaKunnTe or paHHara n KbcHara $a:a cre4 rrpoBoKarr[r c HHxanaropeH :ulepreH.
Crulo raKa e ycraHoBeHo, qe reqeHrlero c r.rHxzuraropeH rlrrKJre3oHr,r.q HaMaJrtBa noBr,ruleHfiero Ha 6po.r na
Bb3rrzurr{TeJrHr,rre KrrerKn (o6rq 6pofi Ha eoeuHoQrunre) u nregraaropr,rre Ha Bb3rr:ureHr,rero B r{HAyLIHpaHa
xpaqKa.

Egno xoHrpoJrupaHo npo)ABaHe cpaBHrBa 24-'aacosure rrJra3MeHra r'nBaHa Koprr43oJr AUC npn 26 yrzpacruu

rrarlueHTa c acrMa creA 7-AHesHo rer{eHr,re. B cparHeHue c uraqe6o, JreqeHlrero c rlr,rKJre3onug 320, 640 u
I 280 urarcporpaua/4en He e rrpeAu3BrrKzlrro crarucrurrecKu 3Haqr,rMo HaMaJrrBaHe Ha cpeAHnre croftHocrrHa
rrrrznMeHur Koprr43oJr sa24 qaca (AUCq-24/24 uaca), Huro e na6moAasaH Ao3o3aBncnlr eQexr.

flpz egno Krrr,rHr4r{Ho flpoyr{BaHe, o6xeaqaqo 164 rr:pacrHu narrueHTr{ c acrMa or MbxKH n )KeHcKLr noJr,
rlr,rKJre3oHrrA e 6wr rpr4JraraH B .qo3r,r or 320 Mr,rKporpaMa utm 640 uurcporpaua./geH B rrpoAbJr)r(eHue Ha
12 ce4uu\u. Clea crvrMyra\vs, c I u 250 MnKporpaMa Ko3r,rHTponraH He ca Ha6rrcAanaHr4 3Har{}rMr4 [poMeHr4
B rrJra3MeHHTe HHBa Ha KoprrBona B cpaBHeHue c maue6o.

,{rofino-clenn, maqe6o KoHTpoJrnpaHr4 flpoyqBanns c [po.{bJDr(r.rreJrHocr 12 ce4v'u\u npu Bb3pacrHr4 u
roHorrn ca noKzt3€urr{, r{e JreqeHr4ero c rruKJre3oHn.q BoAn go nogo6prBaHe Ha 6e.no4po6Hara Syuxqur,
r8MepeHo .rpes FEVI r'r BspxoBltfl eKcnHparopeH 4e6ur, no4o6pxnaue Ha KoHTpoJra Ha acrMara H HaMaJreHa
neo6xoAuuocr or HHxruaropH u 6era-2-aroHr,rcru.

flpu egno l2-ceAuuqHo npo) {BaHe, o6xrauqaqo 680 Jrr,rqa c re}r(Ka Qopnra Ha acrMa,
6ulu lercynar'r c 500 - I 000 nrnrporparr,ra QnyrnKa3oH-rrponuonarlren vrvt c
87,3yo u 93,3o/o or na\ueHTHTe ca HflVraJwt o6ocrpruua no BpeMe Ha reqeHue./
cborBerHo 160 utm 640 uunporpanaa. B KpaJr Ha l2-ce4tvtu,rHuq uepuoA Ha
froKa3a-rur crarucrr,rqecKr,r 3Haqr{Ma pa3Jrr,rKa Me)rqy Ao3ure 160 vruxporparvra i
rrnKJre3oHu.{ rro orHo[reHne Ha noqBara Ha o6ocrprHe cJreA rtbpBuq AeH Ha npoy.rei
(:12,7yo) B rpyrrara c Ao3a 160 nar,rrcporpaMa AHeBHo t't 23 na\uenrul34l (6,
640 vruxporpaMa AHeBHo (xoeQuqneHr Ha plrcK = 0,526; p: 0,0134). V npn ABere Ao3r.ri
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crcl l2ceAMHIrH Ao cpaBHHMu crofiHocru na FEVI. Cmp:aHu c JreqeHuero He)KeJraHu ct6urus, ca
Ha6lro4araHu flpv 3,8Yo u 5%o or [arlneHTr.rre, JreKyBaHn cborBerHo crc 160 wm 640uzrcporpaua./4en
ITHKJI$oHI'iA. He e npoBexAaHo npo) {BaHe 3a cpaBHrBaHe Ha Ao3raTe 160 uuxporpaua,320 r"*po.puru 

"640 uurcporpaMa AHeBHo rrprd rrarrneHTlr c rexKa Sopua Ha acrMa.

5.2 Oapuarog[HaMrrqHn cnoft crna

I{uueeouuA ce npeArlara rIoA Soprr,rara Ha aepo3oJreH pa3rBop B nporreJraHr HFA-134a 14 eraHoJr. xofiro
AeMOHCTpI4pa JII'IHeapHa 3aBI,ICI,IMOCT MeXAy pa3rHqH[Te E}gyt, cvlru Ha c[pet H cr{cTeMHaTa eKCnO3r{rIUr.

A6cop6unq:
flpoyuaaHraflTa c nepop:ulHo x HHTpaBeHo3Ho rrpr4Jro)r(eHue Ha paAHoaKTHBHo-MapKHpaH rIHKJre3oHrrA
rloKa3Bar He[bJIHa rlepopaJlHa a6cop6qur (24,5 %). flepoparHara 6uoHalu,rHocr 3a u]rKre3oHlrA v aKTy1BHvrfl
uera6olnr e npeHe6pex(LrMo MuurKa (<0,5 yo 3a UHKJre3oHvrA, 11 Yo za uera6onrara). Ha 6asa pe3ynraTHTe oT
T-cIrI{HTIdrpa$ut e ycraHoBeHo, ue 6elo4po6noro orJraraHe npr.r 3ApaBH vln1ura1r4 e 52%o. Bre rprsxa c
ragu croiHocr cl,IcreMHara 6uoua.nHrrHocr 3a aKTHBHr4r vrera6olur e 50 Yo IIpu yrrorpe6a ua usxalaropa 3a
IIIIKJI$OHHA c rtB rIoA HzIJL'IfaHe. Ilouexe [epopurJlHara 6raosaluqHocr Ha aKTr,rBHr,tc ruera6olnr e 1l o/o.
norbJlHarara rlopqut or ltlrxzlnaropHr,rr qr{KJre3oHr,rA He yBeruqaBa cr{creMHara a6cop6ryut.

Pa"gupe.[ereuHe:
Cneg nnrpaBeHo3Ho rIpHJIo)I(eHHe Ha 3ApaBI4 H:n1vrB:arvt, Haq€urHara Sa-:a na pa3rrpeAeJreHr,re 3a rrlrKJre3oHHA e
6uta 6tpza x orfoBapt Ha BltcoKara nay nr.rnoQuJrHocr. Cpeqnu.rr o6eu Ha paBrrpeAeJresue e 6ul 2,9 llkg.
O6rurur cepyMeH KJrI{pbHc Ha rrHKJre3oHr,rA e BrrcoK (cpeano 2,0 llVkg), Koero [oKa3Ba BncoKa crerreH Ha
uepno4po6na eKcrpaKunr. flpr,r xopa AeJIbr Ha cBbp3aHr.rr c rrJrzr3MeHr,rre nporenHr4 unKJre3oHHA e cpeAHo
99 Yo, a rozu Ha aKTI,IBHHq raera6orl,rr - 98-99 oZ, xoero roBoplr 3a nor{Ttr frbJrHo cBbp3BaHe Ha
IrnpKyJrr{paqnre rlr,rKJre3ouug/ arcrunen uera6olzr c rura3MeHHTe nporeHHu.

Mera6oru:ru:
OcnosHo uHKJIe3oHHA ce xIaApoJIrBHpa Ao 6uoronaqHo-aKTuBHrrr lry uera6orr,rr or ecrep€Br,rre s 6erns
apo6. flpoyrBaHero Ha eH3HMoJIoraflTa Ha nocJreABarqoro Mera6orusnpaHe or qoBerrJKr,ne vepnogpo6Hr,r
Mr,rKpo3oMr,r rroKa3Ba, r{e BeulecrBoro ocHoBHo ce uera6omEsr,rpa qpe3 cyp3A4_xararv3a Ao
xIdApoKcHJII4paHIz HeaKTusHId raera6orvtrvr,. B 4onurueHr,re KbM ToBa B 6eruare Apo6one ca ycraHoBeHr{
o6parunau lunoQuruu KoHlorarlr Ha aKTr4BHr,rc r4era6oruT c ecrepu Ha MacrHHTe KHceJrHHlr.

Excrpeuu-fl:
I{ururesonug ocHoBHo ce eKcKperr.rpa c x3npuDxHelantrca (67 %) cJreA rrepoprurHo H rrHTpaBeHo3Ho
TIpI4JIOXeHI'Ie, KOerO fIOKa3Ba, qe ocHoBHHrr MexaHH3bM Ha eJIItMnHrInC e qpe3 eKcKperlHr c xjlbqKara.

Oapuaxorcunetuqnn xapamepucrurua nDu nauuenru:

Ilat4ueumu c acn tvta
I-{uxle:ounA He AeMoHcrpupa $puarcorcr,rHerr,rqHn rrpoMeHr,r [p]r raqr4eHTu c yMepeHa rexecr Ha acrMara B
cpaBHeHHe CbC 3ApaB[ vrHI.LrBLrI.I.,.

vepedeua 6t6peaua unu vepuodpo1na Qyurc4un, naqueHmu e uanpeduqila 6b3pacm
cnopeg noq/naquoHHHTe saprvraxorcr,rHeT[qHH rroKa3aTeJrH Bb3pacrTa He CI,TCTEMHATA
eKcno3r{rlnr Ha aKTuBHr,rs Mera6orur.

florucuarara qepHoApo6ua $ynrculrr Mo)r(e Aa noBrr4qe Ha eJrHMuHlrpaHero
eAHo npoyqtaHe, o6xrarqarlo ilarIueHTH c yBpeAeHa vepno4po6na dyHr<ur,r1i,:
IIlIpo3a, e Ha6rrcAaeaHa Iro-BHcoKa c[creMHa eKc[o3HrIHr KbM aKTHBHH{ uelb63

He ca [poBe)r(AaHr,r [po] rBaHVs,npv narrneHTr,r c yBpeAeHa 6l6pevHa Qynxqur
Ha aKTr,rBHrrr uera6onrar npes 6r6peqrare.

eKKpequt
r: t i { i :
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5.3 [peqrurunnqnrr AaHHrr ga 6elonacnocr

flpe4rulaHuqHnTe AaHH:a 3a LIpIKJre3oHHr He rroKa3sar oco6eH pr{cK 3a xopara :'1la1azaHa KoHBeHur{oHaJrHI{Te
SaprraaxolorHr{Hl,I H3nI4TBaH[t 3a 6e3onacuocr, ToKcl4r{Hocr nprd MHoroKparHo rrpr.tJroxeHr,re,
reHoToKcr{qHocT rdJrH KaprltrHoreHeH rroTeHrlr4iur.

flpu npoyr{BaHut Bbpxy rs.IBorHr.r 3a peilpoAyKTnBHa roKcuqHocr e ycraHoBeHo, qe
rJlloKoKoprl,IKocrepoxAltre rrpeAu3Buxnar ualQopMarlur{ (ueuuaro ue6qe, nrzurQopnaauyru Ha cxelera). Tesu
pe3yJITarI'I npl4 )Ifl,IBorHH, o6aee, Id3HrexAa He ca peJreBaHTHH rrpr4 xopa npn nocoqeHHTe npenopbqHTeJrHr,rre
.IIO3II.

Cnrp:au c JleqeHxero e$exr Bbpxy sfiquuqure (arpo$ur) e Ha6arcAasaH rrpu [pr4JraraHe Ha BbpxoBara Ao3a
npx ABe l2-Mece'{Hl,t [poyqBaHut Bbpxy Kyqera. To:u e$exr ce e npo{BrrJr rrpu cr4creMHa erccnosutlut 5,27
ao 8,34 nBTu no-Bl4coKa or ra3I,I rIpH npuJrafaHe Ha Ao3a 160 rr,rnxporpaMa BeAHbx AHeBHo. He e t,tgsecrrra
peJreBaHTHocrra Ha roea Ha6rroAeHr{e rrpu xopara.

flpoyrnanutra Bbpxy )KItBorHI,r c Apyfa fJuoKoKoprxKor4Ar,r rroKa3Bar, qe npr,rJraraHero rro BpeMe Ha
6peueunocr Ha ruIIoKoKoprI{KoI{Ar{ mn $apuaxoror[qHu .{o3H Mor(e Aa yBelftrqv pxcKa 3a HHTpayrepHHHa
perapAauvfl Ha pacrex€, cbpAetrHo-cbAoBr,r uJunu uera6olurHr ga6orcsaHns npv Bb3pacrHg ulutu rpai'nu
npoMeHu B rlJlbrHocrra Ha rJIIoKoKoprr4KoHAHHTe peueflTopn, Mera6orusN{a Ha HeBporpaHcMnrepvre r,r
[oBeAeHI'Iero. He e I,I3BecrHa peJreBaHTHocrra Ha re3n AaHHH rrprd xopa, rrpueMauu qnKre3oHHI qpe3
vHxa[a\r4r4.

OAPMAUEBTI,ITIHII,IIAHHI{

Cnucrx Ha rroMorrIHHTe BeruecrBa

Hop$rypaH (HFA-134a), eraHo.n, 6egsoAen

6.2 IlecrnnrecuMocrrr

He e npulo)KtrMo.

6.3 Cpox Ha roAnocr

30 go:rapann BnpbcKBasus - | roAnHa
60 n 120 Ao3HpaHH BnpbcKBaHLrq - 3 ro1unu

6.4 Cneuna;rnn ycJoBlls Ha cbxpaHeHne

Toru lexapcrBeH rrpoAyKT He r,r3r,rcKBa oco6esu ycroBr,r.s 3a cbxpaHeHue.
Kourefineptr cbAbp)I€ TeqHocr rroA HanraHe. !a He ce [3Jrara Ha reMrreparypa na4 50"C.
Konrefiueprr ue rpr6aa Aa 6rAe npo6urau, qyneH HJrH ra3faprH Aoplr, Koraro e HanbJrHo rrpa3eH.

6.5 ,llannn 3a orranoBKara

ZHxararoprr ce cbcrou or xoHrefiHep
BeHTHJT, MyHAUIyK H Kanaqe.

30 gosnpanu BrrpbcKBaHr,rt
60 4osapaHu BrrptcKBaHr,rt
I 20 4oeNpaHn BrrpbcKBaHr,rt

noA HturqraHe, HarrpaBeH or iuryMrduuit u 3aner{araH c Ao3r,rpaul

He scHqKu Br.rAoBe orraKoBKr4 Morar Aa 6:.,lar rrycHarrl e npogaxt6a.
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flaquenrure rpr6na Aa 6rrar BHaMareJIHo HHcrpyKTHp."u 3a npaB'JrHoro r43rroJr3BaHe
JlucrosKara c an$oprr,raqu{ 3a rrorpe 6vnenx S.

6.6 Cueqna;rnu rrpeArralnrr Mepxrr rrprr rr3xBbprsHe ll pa6ora

fIoAo6Ho Ha noBeqero JreKapcrBeHn rrpoAyKTu e xoHrefiFrepu noA
JreKapcrBeH npoAyKT Mo)Ke Aa HaMaJree arco rorrefiHepbr e
KoHcraHTHa Ao3a B r,rHTepBirJra _10.C lo 40oC.

HzurqraHe, TeparreBTr,rqnnxr eQexr Ha ro3r.l
cryAeH. Brnpexu rosa Alvesco orAers

Alvesca 40 SPC 8ulg

Ha HHxzlnaropa (axc.

7. IIPI,ITE}I(ATEJI HA PA3PEIIIEHI4ETO 3A YIIOTPEBA

Nycomed GmbH,
Byk-Gulden -Str. ZD-7 8467,
Konstanz, feplraHu.a

8. PETUCTPAItr4OHEH HOMEP

20080171

9. AATA IIA fIbPBO PA3PEIIIABAHEMONHOB.flBAHE HA
YIIOTPEEA

03.12.2009

10. AATA HA AKTYAJIII3IIPAHE HA TEKCTA

03 .201 I

PA3PEIIIEHI4ETO 3A.
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