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4.

4.1

Areecrco 160 nruxporpaMa, pa3TBop rroA HaJr.f,raHe 3a HHX€uaquH.
Alvesco 160 micrograms, pressured inhalation, solution.

2. KAIIECTBEH I,I KOJII{ITECTBEH CbCTAB

I gosnpauo BnpbcKBaHe (4ocrareHa Ao3a or rnrynrurlyKa) cbAbprl€ 160 narExporpaMa rrr,rKJre3oHrdA @iclesonide\.

3a nunus crrHcbK Ha noMoulHr4Te BeruecrBa" Bx. ro.xa 6.1.

3. JIEKAPCTBEHA OOPMA

Pasmop rroA HzurrraHe 3a vHxuuaquu. Eucrup u 6$qsereH.

KJII,IHI{qHI{ AAHHII

TepauenrurrH[ [oKa3aHns

JleveHue, IrMauIo 3a IIeJI nocrufaHe Ha KoHTpoJr npn rrepcucrnparqa acrMa npn Bb3pacrHvt Lr rcuoruu (Ha
l2-rognurua Bb3pacr n roneve).

4.2 loznpoBna rr HaqrrH Ha rrprrJro?r(enrre

To:u rercapcrBeH npoAyKT e npeAHa3HaqeH caMo 3a HHX:rJraropHo rrpuJrox(eHue.

flpenoprxrE 3a Ao3HpaHe [prd Bb3pacrHr,r lr roHorrrn:

llpenopruraHara Ao3a Alvesco e 160 nrnxpofpaMa BeAHb)r( AHeBHo, Koero BoAH Ao KoHTpoJr Ha acrMara rrppr
rloBeqero or rrarlueHTure. Brnperu ToBa eAno l2-ceAMHr{Ho flpoyr{BaHe rrpu nHIIa c rex(Ka acrvrae rroKa3aJro, qe
.uosa 640 uurporpalra./geH (npunaraHa ABa rlbrlr AHeBHo no 320 MuKporpaMa) ro4u Ao HaMaJrrBaHe Ha qecrorara
ua o6ocrprHnflTa, Ho 6es no4o6peHue Ha 6elogpolsara SyHrqur (ax. rovxa 5.1). IIpu HflKoH nauneHrg
HaMaJIeHa Ao3a or 80 nrurcporpaMa BeAHbx AHeBHo Mo)r(e Aa e e$ercrnruo no,qAbp)r€[Io ner{eHqe.

3a npe4rour{TaHe e Alvesco Aa ce [pr,urara Beqep, BbrrpeKn qe e ycraHoBeHo,
Alvesco e e0ercrzaHo. Jlexyaarqurr JreKap rpr6aa Aa B3eMe oKoHqareJrHoro
BeqepHH HJrr,r cyrperxHr4.

C Alvesco 3anoqBa nogo6pxaaHe Ha cHMrrroMHTe B paMKure na 24 qaca or Haquuroro Ha rer{eHuero. Clea
nocrl'IraHe Ha KoHTpoJI e neo6xo4l.rMo Ao3ara Alvesco Aa 6rAe AHAkrBHAyaIrHo rvrpnpa59;:fi4i--
ueo6xo4r,rl,ra 3a rroAAbp)KaHe Ha 4o6rp KoHTpojr Ha acrMara.

[epuoAuqHo oIIeHtBaHe Ha KoHTpoJra Ha acrMara, BKrlroqBaulo SynrcqnouanHo j
flo-qecrara ynorpe6a Ha KparKoAeficrearqu 6poHxogu.nararopu 3a oBJraA.rrBaHe Hai vt,
noKa3Ba BJIoITIeH KoHTpoJr Ha acrMara. Arco rarrueHrr{Te sa6elexar, ve e$exrn\ii6c\qa-Yi'rn,ew6.Bgqfo c

:T::y:i":I1 gryl""ovilarutopkr cnara, Hnu qe r,rMar Hy)KAa or roBeqe rt 
"Ori{+i!

vlr
rpx6ua Aa ce rlpcu MHeHHero Ha rleKap. flpn raxana cvrya:Ji,1l' e neo6xo4uMa HoBa.q"iitqid{til}.H;/#ero Ha
[aqueHTI{Te urpx6ta la ce vtvra rIpeABI,rA 3acnJIBaHe Ha nporuBoBb3rraJrnTeJrHara repanrir 1ua"p-.-io-BrrcoKa Ao3a
Alvesco 3a KparbK nepldoA or BpeMe [rxr. rovxa5.l] unu Kypc Ha JreqeHHe c nepopaJrHr,r Koprr,rKocrepor,rAr,r).
Texxgre o6ocrprHur Ha acrMara rpr6na Aa ce neKyBar rro craHAapr:clus. Har{HH.

F'age 1 of 9



Alvesco 16A SFC Eulg

3a Hcxo[ cnequzlJrHH narlr{eHTH, Hanp. TaKUBa, 3a KOHTO e rpyAHo eAHOBpeMeHHO Aa Har}IcHar HHxzLIIaropa v aa

BAgrrrar, Alvesco Mo)r(e Aa ce npuJrara c pa3npbcKBarqo ycrpoftcrBoro AeroChamber Plus.

Oco6euu rpynu lauuenru:

H-arr,la Hy:r4a OT KOp9KIII,La Ha AO3aTa flpu naIIHeHTLI B HaIIpeAH&na Bb3paCT, IIplI TaKuBa C yBpe)I(AaHe Ha

vepuotpo6Hara AIwt 6r6peuHara QyHrqnr.r.

Krn Hacrosulnrr MoMeHT HJIMa Aocrarbr{Hu AaHHn 3a rer{eHr,re c qHKJIe3oHu,q [plt AeIIa no.q 12-roAI'tIIrHa Bb3pacr.

HHcrpyrcuraH ga ynorpe6a / pa6ora:

flaUuerlrt,r rpr6ra Aa6r4e raHcrpyKTr.rpaH KaK Aa n3rIoJI3Ba npaBI,IJrHo I4HxaJlaropa.

Arco uHxalaropbr e HoB r4rru se e 6ul n3rroJr3BaH B rrpoAbnll(eHne Ha eAHa ceAMI{\a vrvt rloBeqe, e neo6xoAltuo

Aa ce HarrpaBrr rpl4 BrrpbcKBaHur BbB Bb3Ayxa. He e Heo6xoAl.tlto Aa ce pa3KJlaqa, 3alqoro $opuara e reqeH

aepo3oJr.
3a lpe4novuTaHe e rro BpeMe Ha HHxiIJraIIVflTa ta\r4eHTbr Aa e ceAHan vrvt rtpaB, a I,IHXiLIIaropbr rptoBa Aa ce

Abpx<lt H3rrpaBeH, Karo rr[uleqbr rlplnAlp)Ka AoJIHlrt xpafi nog MyHAtuyKa.

I4ncrpyxrrapafire naqseHTa Aa MaxHe Kanaqero Ha MyHAIrIyKa, Aa rIocraBI,I HHxiularopa B ycrara cH, Aa o6rupne

MyHArrIyKa c ycrHn v Aa B1vtrna 6asHo n Arl6oxo. flo npeue Ha BALIIxBaHero [pe3 ycrara fopHutr xpail ua

r.rHxaJraropa rpr6na Aa ce Harr{cHe HaAoJry. CreA roea [arrHeHTI,ITe rpr6ra Aa n3Barsr HHxanaropa or ycrara cI,I

r{ Aa 3aAbpxar Au[aHero 3a oKoJro l0 cexyn4u, r4rrr4 ToJrKoBa AbJIro, KoJrKoro lttrl e yAo6Ho. flaquerrlrr ne

rpr6na Aa u3Ar,rrxBa o6parHo B r,tHxzuraropa. Ha Kp:u{ fialrt,teHTure rptlza Aa v3!.uLnar 6asHo I,I Aa nocraBflT

OTHOBO KAIAIIETO HA MYHAIqYKA.

MyH4rqyxrr rpx6na ra 6r1e qucreH e)r(eceAMnqHo cbc cyxa Kbprla. I4sxa.naropbr He rpr6ea Aa ce MI,Ie HJIH
TIOCTAB' BbB BO,II4.

3a no4po6Hr{ LfHcrpyKrrvrv Bvt>Kre Jlllcroarara c ranQopnrauvr' 3a ilatlvIelrtTa.

4.3 llpornnonoKa3aHlrfl

CaprxuyncrBr,trerHocr K6M IrLIKJIe3oHvt!\vllrkr HflKoe or rIoMotqHHTe BeulecrBa.

Cneqna;rnn npeAyrrpexAeHrrfl rr [peA[a3HII MepKIr npn ynorpe6a

flolo6no Ha Bcr,rqKra .qpyrr,r r,rHxaJrarluoHHu Koprr,rKocrepolrAn, Alvesco rpt6r,a Aa ce npnJlara BHuMareJIHo npu
[aqueHTlr c aKTHBHa HJrr,r JrareHTna 6enoapo6Ha ry6epxyno:a, ru6u.rxoBn, BI4pycHn vrv 6arcrepualHra uuQercquu
r{ caMo, aKo Te3It [arIneHTH uMaT aAeKBarHo JrerreHue.

flolo6no Ha BcuqKr4 Apyru HHXaJrarrHoHHH Koprr,rKocrepor,rAlr, Alvesco He e rloKtt3aH 3a JIeqeHHe Ha craryc

acrMarr.rKyc (status asthmaticus) Hnu gpyrrd ocrpu errn3oAr4 Ha acrMara, KoI4To It3LtcKBar HHTeH3LTBHa reparlnq

LIJIII C[eIIIHl't MepKn.

lloIo6no Ha BcHqKr4 Apyrn r,rHx:MarruoHHrn Koprr{KocreponAll, Alvesco He e [peAHtBHaqeH ga o6rerqasaHe Ha

ocrplr acrMaraqHu cHMnroMH, KoHTo H3rrcKBar rrpnnaraHero Ha I{HxtuIaropHH 6poHxolulararopn c Kbco

Aeftcrsue. flaqnernure rpr6ea Ia 6r[ar [ocbBerBaHH Aa HMar npu ce6e cu noAo6uo JreKapcrBo. _...-r-j::::-i:r:\1:....

i.,siuil;;\.
Brsl,roxHo e .qa ce [porBrr crrcreMHu eSexru Ha uHx€urauuoHHnre KopruKocrepoua4r./g,$bfef-d-,. arm.,4g'i],
rrpeArrlrcBar BbB BHcoKr,r Ao3H 3a npoAbJDKnrerrHo BpeMe. BeporrHocrra 3a raKIrBa eSercrH d$,gfg;ffiffi$,* \\\

cpaBHeHne c nepopanHr,rre KopruKocreporaru.r. Brguoxuvre cItcreMHI{ eSercrra nx,'rrc+dng irym-q,S#i}:tlpf }l
na.46r,6pera, za6aetue Ha pacre)r(a ilpr,r Aerra r4 roHoruu, cna( Ha KocrHara MuHepzurHa -ql4\E{ftmf,#,lt;, 

/i
fJravKoMa u [o-pq.[Ko. pe.ruua [cuxoJrofnqecKn ra noBeAeHqecrcu eder<ru, sKnrc.{sall\ld';rtqnib3fiicfi'oghe"- //fJrayKoMa r,r [o-pq.qKo, peAurra [cuxoJrofnqecKn ra noBeAeHqecrcu eQer<ru, aurcusau\y ] p{s,
cBpbxaKTr.rBHocr, pa3crpoficrsa Hacrlt,TpeBo)r(Hocr, Aenpeanr vlrv arpecuBHocr (oco6e""o ffi1p,.rfn;-+i$V^\''-alrtXi tpi\'//

'\-5\ ,-ti'-"il:-:.-jt-'

4.4

V
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e BoKHo Ao3ara Ha r4HxaJraropHr,rq KoprrrKocrepouA Aa 6t4e rurpupaHa Ao MLtHIlMaJIHara, Heo6xoAI{Ma 3a

rroAArp)KaHe Ha e$ercruBeH KoHTpoJI Ha acrMara.

flpenoprvea ce peAoBHO CneAeHe Ha Br4cor{r,rHaTA HA AeIIa H toHolIII4, flolyr{aBaull',t KopTI',IKOCrepou4n' Axo

pu"t"*"t e sa6aneu, Teparrr4flTa rpr6na Aa 6rAe rrpepa3rneAaHa c IreJI peAyuHpaHe Ha Ao3ara I{HxalJrHpaH

KoprgKocrepoHA, aKo e Bb3Mo)KHo Ao saft-HucKara Ao3a, [pI,I Kotro ce noAAbpxa KoHTpoJII{paHero Ha acrMara'

,{our,ruurelHo rpa6ra Aa ce o6lrucJrr,r Hacor{BaHe Ha TIaIIHeHTa KbM crleql4ilIltcr no AercKlI pecm'IparopHll

za6orssanr s.

H-sua Aannu no orHo[eHrde Ha rrarrneHTn c rer(Ko yBpexAaHe Ha rlepHoApo6uara QyHxqnr. flpu naqueurl{Te c

TelKKo .repno4po6no yBpexraHe ce oqaKBa rroBulxeHa eKcno3l,Iqvs,, 3aroBa re3u flaqneHru rpr6na Aa 6rlar

cJreAeHH 3a notBara Ha eBeHTyirnHI,l cllcreMHn eQenrn.

flolgure or rdHxzrrraropHHr uHKJre3oHHA rpx6na Aa HaM{uItr Hyxqara or rlepopilnHn crepouAn. Brnper<n rona,

rrpr4 naugeHTr4Te, rrpeMgHaBaruu Ha HHXaJraTopeH III,IKJIe3OHIiA oT IIepopaJIHI4 cTepoI',IAI',I, OCTaBa pI{cK 3a HapylxeH

na46t6peveH pe3epB B rrpoAbJrxeHrde Ha 3Haqr,rrerHo BpeMe cJIeA rlpoMtuara. BepotrHocrra Aa ce [po{Bar

CbOTBeTHI'I CI'IMIITOMLT OCTaBa 3a I43BeCTHO BpeMe.

llpn raxnea 11aqueHTH npeAg onpeAeJreHu flporleAypr,r Mor(e Aa e seo6xoAltM cbBer or crIeUuaJIHcr 3a

orrpeAenrHe Ha crerreHTa Ha yBpex,4aHe Ha ua46r6peqHara $ynrcqur. BlrHaru B cryqau Ha c[elrlHocr

(MeALrqr,rHcKa vrv xr4pyprnqHa) r4 npn onpeAeJreHI,I cvrya\ur4, KoHTo 6Iaxa moun Aa ilpLrtlr4nflT crpec' rpr6ra ga

ce riMa npeABr4A Bb3Mo)KHocrra 3a ocrarbqHo yBpe)IqaHe Ha orroBopa na HaA6l6pexa v ra ce o6uucltl

fioAxoAfluo JreqeHr,re c KopTHKOCTepOHAn.

B clyvau Ha npeMr{HaBaHe Ha rraur4eHTr,r or rerreHl,Ie c nepopirnHl4 KoprllKocrepoldAl'I:

flpeuunaeaHero Ha rraq[eHTu, 3aBHcLrMr,r or rrepopirJrHara repa[I4q c KoprLIKocrepoI4II,I, KbM I,IHXUIaropeH

rrr,rKJre3oHrrA n nocneABauloro r,rM JreqeHr,re H3HcKBa oco6eun fpH)KI,I, IIoHe)I(e Bb3craHoBflBaHero Ha yBpeAeHara

or [poAbJD6r,rreJrHara cucreMHa crepor.rAHa repafiI,rfl aApeHoKoprIlKaIIHa $ynrqnr Moxe Aa npoAbJI]IoI

3Haqr4TeIHO BpeMe.

Ilaquernure, Kolrro ca 6u1u neKyBaHlr cbc cr,rcreMHn crepoI,IAI,I npoAbJIxHTeJIHo BpeMe luH BbB BHcoKH Ao3H,

Morar Aa ;71Mar norncHara SyHrqrax Ha Kopara na Hag6r6perca. flpu raKHBa naIIHeHTu {ynxqr,rrra Ha Kopara Ha

nag6r6pexa rpr6ra Aa ce cJreAu peAoBHo lr Ao3ara Ha cI,IcreMHHTe crepouAv Ea ce HaMuur.f,Ba rlpeAna3nl'rBo.

CleA orcolo eAHa ceAM[rIa ce 3anoqBa r]ocrerreHo cnrapaHe Ha cI,IcreMHHTe crepoI,IAI4 qpes [oHlrx(aBaHe Ha

Ao3ara c no I mg [peAHr,r3oJroH Ha ceAMr,rqa uJrr,r c eKBnBaJIeHTHa Aoga. 3a [oAAbpn€uu Ao3I4 [peAHH3oJIoH HaA

10 mg/Aen Moxe Aa e rroAxoArtqo [peAna3JruBo HaMaJrrBaHe Ha Ao3ara rlpe3 rIo-roJIeMI{ crbnKl,l Ha ceAMr,IqHH

HHTepBaJrH.

H-flrco14 [aurleHTn ce qyBcrBar 3Jre no Hecnequ$raqeH HaqI{H rro BpeMe na Qasara Ha HaMaJI{BaHe, Bb[peKI.I

3arrzpBaHero vtv ropvr nogo6pennero Ha AnxareJrHara $yHnqnr. Te rpr6ra Aa 6rrar HacbpqaBaHlt Aa

npoAbJIx€T ynorpe6ara Ha HHX€uraropHHc rIHKre3oHrrA, KaKTo H nocrerleHHoro cflplpaHe Ha cucreMHlat crepollA'

OcBeH aKo He Ca HiIJIIdI-le o6exrHsFIH 6e;1esu na nag6r6peqHa HeAocaTbr{HocT.

flaquenrure, npeMrrrHurJrlr or Jrer{eHr{e c nepopiurHr4 crepo plz.) qvtflTo $ynxuux Ha Kopara Ha

orrle yBpeAena, rpr6na Aa Hocrr npeAynpeAnreJlHa Kapra, [ocoqBarua, qe LIMar HyxAa
ua46r6perca e nce

cncreMHlr crepouAn B rrepnoAn Ha crpec (nanp. BJIoIIIaBaHe Ha acrMarI,IrIHpITe fipvrcr-bfrdi'\

nuQexquu, Te)I(KH HHTepKypeHrnH ga6olqsaHut, xupypluqHn onepaIIHI{, TpaBMa u r.H.). /*ti;sil;"Fp*il'3.\
3aN,recrearrero Ha cucreMHoro crepor4AHo rerreHr,re c HHxzularopHa reparlnr noHflKorali"Plqli,4#.ffi#,fffi \
uurepruqHr'l ga6orqsaHnr Karo arepnrqeH pHHHT t JIH eK3eMa, Kottro Ao roraBa ." 0rlru{t\gffiffiffi* 

JcrcreMHoro rreqeH,e. .r:,)!j.:::": 
",,ili' :';..';.i;;;1g 5\rt

3aN,recrearrero Ha cucreMHoro crepor,rAHo rerreHrde c HHxzlnaropHa reparln.r nourxora;'/vQ
zlrrepruqHt,r ga6orqsaHnr Karo arepnrqeH pHHHT IJIH eK3eMa, Kottro Ao roraBa ca 6ulQ
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flapa4oxcaleH 6porxocna3bM c BHe3anHo 3acr,rJrBaHe Ha xpurloBere wwI Ha ApyfH CI,IMIITOMH, noKa3areJIHH 3a

6poHxocna:bM, HenocpeAcrBeHo cJreA nprdeMaHero Ha Ao3ara rpr6na Aa ce JIeKyBa c KparKoAeficrsalq

6poHxo4rurararop, Koero o6grcHoeeHo BoAH Ao 6rpso no4o6peuue. flauueHrlr rpr6na aa 6tAe rIpeHIeAaH H

Tepalu.rrra c Alvesco rpr6na Aa npoAbJDr(r.r eAHHcrBeHo, aKo creA BHItMareJrHa rlpeqeHKa, oqaKBaHara IIoJI3a e

rro-roJrrMa or Bb3MoxHns pHcK. Tpr6na Aa ce raMa [pe.{BnA KopeJIauIlJITa Mexqy rex(ecrra Ha acrMara n o6qara

crcrroHHocr KBM ocrprl 6poHxualnu peaKul4l,r (nx. rovrca 4.8).

Tpr6na peAoBHo Aa ce KoHTpoJII{pa rexHnKara Ha

BnpbcKBaHeTo e eAHoBpeMeHHo c I4HXIJII{paHero n

APo6oBe.

HHX'UII'IPAHE HA NAqUCHTUTE, 3A AA CE IIPOBEPI'I A'UIH

TaKa Aa ce ocrfypn oTITHM:IIHo Aocrl{raHe Ao 6ennre

Tpr6na ra ce us6srBa eAHoBpeMeHHo reqeHue c KeroKoH€I3oIt vlrr4 Apyru MotqHI,t nnxn6uropn na CYP3A4,

ocBeH aKo rroJr3aTa He e fio-roJrrMa oT yBeJrHqeHlrr pucK 3a cIrcTeMHI't HexeJIaH[ JIeKapcTBeHI'I peaKIIHH Ha

Koprr{Kocrepor,rAuTe (nx. rourca 4.5).

4.5 Bsarlroaeficrnne c Apyrn JreKapcrBenn rrpoAyKTrr rI Apyrr Qopnrn Ha B3arrMoAeftcrnue

In vitro [po) {BaHrrqra rroKa3Bar, qe rrpn xopa CYP3A4 e ocHosHl,Itr eH3ItM, aHraKl{pan s Mera6oJIIt3Ma Ha

aKTr,rBHara Qopvra Ha rr[KJle3oHlra Ml.

B npoyrnane Ha B3auMoAeficrnuqra c qr,rKJre3oHrdA H KeroKoH€t3oJIo Karo MoIqeH nuxu6urop Ha CYP3A4, e

ycraHoBeHo, r{e flpu AocruraHe Ha crarlHoHapHo cbcrorHue eKcrlogr4\v]sra Ha aKTI,tBHIrs uera6olur Ml ce

rroBl,rilraBa oKoJro 3,5 nrru, AoKaro eKcrro3rlrrurra Ha ur,rKJIe3oHrIA ocraBa HenpoMeHeHa. flo ra3n [pllr{IlHa

eAHoBpeMeHHoro rrpr4JraraHe Ha MorIHr,r nHxn6uropu Ha CYP3A4 (nanp. KeroKoHrl3oJI, tITpaKoHiI3oJI L

plrroHaBlrp ulu uelSunanrap) rpx6na Aa ce las6srBa, ocBeH aKo noJl3ara He rIpeBHIrIaBa rIoBuueHI,Is pHcK or

crdcreMH[ He)r(eJraHH neKapcrBeHu e$enrn Ha KoprLIKocrepoHAHTe.

4.6 EpeuenHocr rr KbpMeHe

Hqraa aAexeurnu r4 KoHTpoJrr{paHr,r [po)^{BaHvs, npr 6peueuHI,t xeHLI.

flpr.r npoyrBalglnfl Ha )r(HBorHrd e ycraHoBeHo, r{e rrroKoKoprr4Kor,uHTe rIpeAI{3B}rKBar rvra.n$opnaaquu (nx.

ToqKa 5.3). Malrco e BeporrHo roBa Aa ce orHacr 3a xopa, fipneMarrlu [pe[opbqnreJlHl,ITe Ao3r{ 3a uHxail}IpaHe.

floAo6no Ha Apyfu KoprraKocrepon4n, uuKJre3oHHA rprr6sa Aa ce rIpHJIara rro BpeMe ua 6peueuocr, caMo aKo

oqaKBaHara rroJr3a ga uaftrcara onpaBAaBa rroreHrrr,r:rJrHr,rr pHcK 3a rIJIoAa. Tpr6ra Aa ce H3rIoJIgsa Hafi-Hltcrara

eSercrunua Ao3a rrr4K;Ie3oguA, neo6xoAuMa 3a rroAAbp)KaHe Ha aAeKBareH KoHTpoJI Ha acrMara.

,{eqara, poAeHu or uafrxu, Kolrro ca nonyqaBzurr,r KoprriKocrepor,rAr,I rro BpeMe Ha 6peueHHocrra, rpx6za ga

6rrar BHr4MareJrHo na6moAaeaHn 3a xnnoaApeHirJl LtgIM.

He e ussecrHo Aruru HrrxiuraropHurr rIHKJre3oHHA ce eKcKperl{pa c r{oBeilrKara KbpMa. flpmarauero Ha

rrHKJre3oHl,rA Ha )I(eHH, Kol,rro KbpMcr, rpr6ra Aa ce AorrycKa caMo r cryraft, qe oqaKBaHara [oJI3a ga uaftxara e

IIo-roJIflMa oT HrKaKbB Bb3MOr(eH pr,rcK 3a AeTeTo.

4.7 EQexrn Bbpxy cnoco6nocrra ra uroQupane Ir pa6ora c MalrrnH[l

ZuxalaropHl,Itr III,IKJIe3oHuA He rl.oBIrr4flBa vilLl
pa6ora c MarrrLrHH.

4.8 Hexeranrr JrexapcrBeHlr peaKrln[

rroBJrrnrBa npeHe6peNcraMo MzurKo cuoco6-g|fir

Orcolo 5o/o or IIaIIHeHTI,ITe Ca v3nvrTaJrH HexeJIaHI4 IeKapcTBeHI,I peaKllltlr npn KJIH

Alvesco e 6w Aasar B Ao3oBHc nHTepB:ur 40 ao 1280 nar,rrcporpaMa BeAHbx( AHeBHo.
6ruu rexu H He ca HzlJrarilJrr.r npeKbcBaHe Ha Jler{eHnero c Alvesco.
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rlecrora

OpranHa crrcreMa

Heqecrn
(> Llt oo0, < 1/100)

Mnoro peAxrl
(< 1/10 000, nrr.
rr3oJrrrpaHn
cro6ulenrs)

C neurnecrna
qecroTa

CroleqFrn HaDVIIIeHnt lla-nnurauuu**
Crouauruo-qpeBH14
HAPYIIEHI,I'

faAene, noepuqaHe*
Jloru sxvc

Kopeltrn 6orrcux,
rucnencnq*

O6qu HapyrreHl{t vI
e$erru Ha Mrcroro Ha
IpLLJIO)KeHHe

Pearcquu na
MCCTOTOTO HA

npprno)KeHr,re.
Cyxora Ha Mtcrororo
HA NOI,IJIOXEHI4E.

Hapyureuux Ha HMyHHara
cucreMa

Anruoe,uelr,
cBpbxqyBcTBr,rTeJIHocT.

HH$exqun u [apzBrrro3l4 OpanHa $yHruanHa
uHdexuuc*

HapyureHur Ha HepBHara
cucTeMa

f.ilaeo6orue*

flcrasw*r Hapylerurq flcuxouoropua
cBpbxaKTHBHOCT,

pascrpoficrBa Ha cbHs,

TpeBoxHocT,

Aenpecur,
arpecHBHocr, rrpoMeHH
B TIOBEAEHHETO

(noeauuno npu.ueua)

Pecnnparopnu, rpbAHI,I v
ME.IIUACTHHAJIHH

HapyrrreHHf

,{peararocr Ha rJraca
Karuruua clea
unxarnpane*
flapa4orccaleH
6poHxocnagrnr*

Hapylenu.r Ha Koxara H
TIO,trKOX(HATA TbKAH

O6pun n eK3eMa

* CxoAeH r4Jrr4 rro-Mtunrc 6pofi HHIIIIAeHTI,I, cpaBHeHo c rutaqe6o.
** flannurarlnu ca 6uln Ha6nro4aBaHla safi-qecro flprd KJrr.rHItqHH oTIHTI,I cbc cJIyqaH, ycJIo)KHeHH cr"c

cbBMecrHo npr4JroxeHr{e Ha JreKapcrBa c u3BecreH e$eHr Bbpxy cbplrero (nanp. reo$ruuH r,r ca;r6yranron).

flapa4orcanuurr 6pouxocrra3bM Mo)Ke Aa ce [orBr4 BeAHara cJreA npueMa Ha .qo3ara I,I npeAcraBJrtBa

necnequQur{Ha ocrpa peaKrlr{r KbM BcrKaKBr4 HHXuIJrrrpaHr4 neKapcrBeHn npoAyKTI,I, Karo Moxe Aa e cBbp3aH

c aKTriBHoro BerqecrBo, rroMorrlHoro BerrlecrBo raJtH oxJrDr(AaqIaa e$exr Ha Lr3napeHlrero rrpu IrHxaJIaropHTe

c ra3 noA HzurraHe. flpu rexrxu cJDAard rpa6na Aa ce AMa rrpeABuA cnl,IpaHero ylorpe6ara na Alvesco.

Cncreunn e$exru Ha Koprr,rKocrepoH.quTe Morar Aa ce [porBcr oco6eHo rlpu [peArII4caHI4 BIlcoKvI Ao3vI 3a

rrpoAbJDKHTeJrHo BpeMe. BrgvroxrHure cr,rcreMHra eSercrn BKJIIoqBaT clangpoua Ha K

rrpoMeHn, norucKaHe Ha Hag6r6peuure, sa6assHe Ha pacre)I€ rIpH Aelra H IoHoruI{, Hailta

MHHepiIJrHa rurbrHocr, KarapaKTa, HIayKoMa (nx. crqo ro.rrca 4.4). 
,.r'.)l

rbwd

4.9 Ilpe4ornpaue
6

Ocrpo: , i# \.*'
.\. ".,\

I4rrxarnpauero Ha uxK;re3oHr.rA B Ao3a or 2880 MuKpofpaMa or 3ApaBI{ vlnruBnlivte OunU{-dfi}}ffi

Fage 5 of I



Alvescrs | 60 SPC Butq

Beporruocma 3a ocrpr.r roKcur{Ht,l peaKunrn cJreA npeAo3l{paHe Ha HHXuuIaropeH qI,IKJIe3oHI,IA e uucxa. CleA

ocrpo [peAo3r{paHe He e ueo6xoAttuo cnequ$nvHo JIeqeHI{e.

Xponnquo:
CneA npoAurxnreJrHo npnnaraHe na 1280 MuKporpaMa rrHKJIe3oHItA, He ca Ha6ruoAasaHr'I KIII'IHHr{HI,I 6elegpt

Ha rrorrrcKaHe Ha saA6t6peqnre. Brnper<r,r roBa, axo [poAbJDKI{TeJrHo BpeMe ce npaeMar Ao3lt, ro-BltcoKl't or

npeflopbr{aHnTe, He Mo}rce Aa 6rAe ugxlroqeHo florr,rcKaHe Ha uag6r6pevnara $ynrurac. Moxe Aa ce HzlJloxfl,l

cJreAeHe na nag6r6peqHl,It pe3epB.

5. OAPMAKOJIOIITtrII,I CBOfrCTBA

5.1 Oaprvrarog rrHaMrrq H rr cnofi crsa

@apuanorepa[eBTur{Ha fpyfla: Apyru JreKapcrBa 3a rer{eHue na o6crpyxrnsnla sa6orsBaHlas. Ha AIdxareJIHI4re
rrbrlrlqa, Zuxararopu, fmonoroprvKout4r, ATC roa: R03B A08

I{uxleeonuA npoqBrBa HHcbK a$unurer 3a cBbp3BaHe KbM rJIIoKoKoprI4KoLIAHI4Te peqelropr,r. Cne.q

lepop{urHo HHxirJrr,rpaHe, rrHKJre3oHnA npertp[.flBa eH3I,rMHo rlpeBpbulaHe B 6e,rure Apo6oBe Ao HefoBHq

ocHoBeH mera6olur (C2l-aecuerr4JrrrporruoHr,rJr-quKJe3oHug), rcofiro uMa ctalreH rIporlrBoBb3rIzuIHTeJIeH

e$exr rr rro ra3u nprilruHa ce npueMa, qe e aKTI4BHIa.sr N,Iera6orl,n.

flpr,r uerupu KJTHHHTTHH [poyr{BaHufl e AoKa3aHo, qe qr.rKJre3oHHA HaMaJItBa peaKTlnBHocrra Ha ALrxareJIHI,ne
rrbrlrr{a Kt,M aAeHo3un uouo$ocsar npr.r xuneppeaKTlrBHr4 naIrHeHTu c MaKcIlMzuIeH e$ercr, Ha6ruoAasaH rlpu

aosa 640 Mr,rKporpaMa. llpr,r 4pyro npo) {BaHe npeABapr,rreJrHoro JleqeHne c ITHKJIe3oHHA B [poAbJI]I(eHI,Ie Ha

7 Anu 3Har{r,tMo orcna6ea peaKrlr,ruTe or paHHara r4 KbcHara $asa cne4 npoBoKaIIHs c HHxanaropeH aJleprcH.

Crulo raKa e ycraHoBeHo, r{e JreqeHuero c HHXzuIaropeH rIr.rKJre3oHI4A HaMaJrflBa rIoBHIxeHHero Ha 6por na

Bb3rrturHTeJrHHTe KrrerKr,r (o6ur 6poft Ha eosuuo$nrure) u vreguaropl.rre Ha Bb3n{uIeHI,Iero B I{HAyIrLIpaHa

xpaqKa.

E4no xonrpoJrr,rpaHo npo) {BaHe cpaBHrBa 24-'racosure nJra3MeHr,I HvtBaHa KoprH3oJI AUC npu 26 v'sspacruu

rrarrueHTa c acrMa creA 7-AHesHo JreqeHr,re. B cparueulre c ruaqe6o, JleqeHl{ero c IIItKne3osuA 320, 640 u

1 280 nrNxporpaua/geu He e rrpeArl3BrlKuuro crarucrnqecKu 3HaqI{Mo HaMUItBaHe Ha cpeAHure croftnocrl,I Ha

rrJra3MeHlrr Koprr,Bon za24'aaca (AUCe-z+/24 uaca), HHTo e Ha6ruoAasaH Ao3o3aBliclrnr eSercr.

flpra e4no KJrr,rHHqHo rrpo) {BaHe, o6xsaqarqo 164 srzpacrHl rrauueHTu c acrMa or MbxffiH H ](eHcKH rIoJI,
qr,rK;re3oHr..rA e 6un np[JraraH B Ao3H or 320 Mr.rKporpaMa wv 640 trlulcporpalta,/4eH B npoAbJDKeHHe Ha

12 ceArunqn. CneA crr,rMyJrarrnr c I u250 MuKporpaMa Ko3raHTponHH He ca Ha6ruoAaeaHl{ 3HaqItMI,r npoMeHl,r

B rura3MeHuTe HrlBa Ha Koprt43oJra B cpaBHeHue c ruraqe6o.

,{nofiHo-clenu, rnaqe6o KoHTpoJl,rpaHr4 flpo]qBaHnfl c npoAbJDrc,ITeJIHocr 12 ceAuuun nplt Bb3pacrnri H

roHorrn ca noKa3ann, qe Jrer{eHlrero c rrHKJre3oHr,rA BoALr 4o no4o6paBaHe Ha 6eno4po6nara Syuxqur,
H3MepeHo .rpes FEVI a B6pxoBl,r{ eKcrruparopen Ae6ur, nogo6pmaue Ha KoHTpoJIa Ha acrMara H HaMuuIeHa

seo6xoArauocr or HHXaJraropHu 6er a-2-aroHucrl,I.

flpr.l e4Ho 12-ceANlr,r.{Ho npoyqBaHe, o6xBa[Iauro 680 Jrr4rla c re)r(Ka Qopua Ha acrMa, Kol,rro npeAI,I ToBa ca

6rElu lexynaHr.r c 500 - I 000 rraraxporpanra Snlnr.rKinoH-rrponnoHar/AeH lalttl c eKBIIBaJIeHTHo JIeqeHHe,

87,3yo u 93,3%o or na\ueHTr4Te ca l,llsMaJwr o6ocrpanur rro BpeMe Ha Jrer{eHne c qr,rKJre3oHtrA B Ao3r,r
cborBerHo 160 wu 640 urarporparr,ra. B Kpar Ha l2-ceANrraqHHr rrepuoA Ha npo)rqBanerc,ryvo'yiiid
noKzr3:urn crarr,rcruqecKr,r 3Haqr,rMa pa3JrHKa Me)KAy Ao3I{Te 160 unxporpaMa H 64A4
rrraKJre3oHr{A rro orHorxeHne Ha rrorBara Ha o6ocrp*re cJIeA rIbpBHt AeH Ha npoyunanerp:.$
(:12,7o/o) B fpyrrara c Ao3a 160 uur<porpaMa AHeBHo u 23 na\uenrul34l (6,7%\i#ly\:ll, l"/o) B fpy[IaTa c Ao3a lOUMHKpofpaMa AHeBHo u zJila\veHTvlt 5+t (o,/"/ori E:
640 rurraxporpaMa AHeBHo (roeSrarlraeHr Ha pHcI( : 0,526; p: 0,0 134). V npu Aeere Aogn, irfrl
ctel, 12 ceAMrrrlu Ao cpaBHr,rMn crofiHocru Ha FEVI. Cnlp:aHIa c neqeHuero
Ha6rroAasaH[ npr 3,8o/o u SYo or [aqueHTI{Te, JIeKyBaHu cboTBeTHo crc 160 ruu
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ITHKJIe3oHHA. He e [poBexAaHo rlpo] IBaHe 3a cpaBHrBaHe Ha Ao3ure 160nauxporpaua,32}Mr,rKpofpaMa rd
640 rr,fl.rxporpaMa AHeBHO npx narlt,teHTu C Te)r(Ka $Opua Ha acrMa.

5.2 lDapuarco4 lr HaMrrq H rr cnoft crna

I-ptrclesounA ce rlpeAllara rIoA Qopnaara Ha aepo3oJreH pa3rBop B rrponeJraHr FIFA-134a u eraHoJr, rcofiro
AeMOHCTplIpa JIHHeapHa 3aBHCHMOCT MeXAy pa3nnr{HHTe Aogu, curvt Ha cllper H cHcreMHara eKcno3rcrlr4s.

A6cop6unq:
flpoytaHusra c nepopirJlHo Ir I{HTpaBeHo3Ho fipunoxeHrle Ha paAHoaKT[BHo-MapKupaH rrHKJre3oHnA
noKa3Bar HeIrbJIHa rlepopirJlHa a6cop6qlu (24,5 %).llepopa.nHara 6uosa.nuqsocr 3a ulrKJre3oHr,rA H aKruBHtrf,
uerabolur e npeHe6pe)Kr,tMo MaJrKa (<0,5 oA 3a rIHKJre3oHuA, 1l Yo sa uera6onura). Ha 6aza pe3yJrrarr,rre or
y-cql'IHTllrpa$un e ycraHoBeHo, ue 6elo4po6uoro orJraraHe rrpr,r 3,qpaBr4 vt:r^IilltBvr/ilz e 52o/o. Brn npr:xa c
ra:n croftHocr cHcreMHara6uoHarr,rqHocr 3a aKTr4BHHfl uera6olur e 50%o ilpn y[orpe6a na unxalaropa 3a
III{KJI€3OHI{A c fa3 rIoA HzultraHe. llouexe flepop:rnHara 6fionar]r.{Hocr Ha aKTnBHr,rq uera6olur e <7 oh"
rlor"bJlHarara rlopunt or Iat{xuularopHur rIHKrre3oHI,rA He yBerr,rrraBa cr,rcreMHara a6cop6qur.

Pasnpe,[ereHr4e:
Cleg uurpaBeHo3Ho nplIJIoxeHI4e Ha 3ApaBr,r vH1riBu1lz., HaqaJrHara Qa:a Ha pa3[peAeJreHue 3a rrr{rure3oHgA e
6wta 6rpza H orroBap{ Ha BncoKara rvry rnno$HJrHocr. Cpegunm o6eu ua pa3npeAeJreuue e 6ul 2,9 llkg.
O6rqucr cepyMeH KJIrIpbHc Ha IIHKJTe3oHHA e BHcoK (cpeano 2,0 llhkg), Koero noKa3Ba BucoKa creneH Ha
uepHogpo6na eKcrpaKlrux. flpu xopa .qeJrbr Ha cBbp3aHr4r c rrJrrBMeHHTe [poreHHH qrrure3oHuA e cpeAHo
99 o/o, a ro3l4 Ha aKTHBHHI uera6olnr - 98-99 o4, rcoero roBopr4 3a florrru rrbJrHo cBbp3BaHe Ha
rIHpKyJrHparqHTe rrr,rKJre3ouu4/aHrnaen uera6olur c rura3MeHnre rrporeuHr4.

Mera6ort,tgrla:
OcnosHo IrnKJIe3oHI4A ce xl4.qponu3rlpa Ao 6uoloruqno-aKTnBHr,r-s l,ry uera6ortlT or ecrepinnre s 6enus
apo6. llpoy'rBaHero Ha eH3IdMoJIorHtra Ha nocneABaqoro uera6olugupaHe or r{oBe[Knre vepno4po6Hu
MHKpo3oMn noKa3Ba, qe BeurecrBoro ocHoBHo ce uera6ollcnpa qpes CYP3A4-rararn3a Ao
xI4ApoKcI4JrHpaHH HeaKTusHH raera6oJrHTH. B gonuHeHr,re KbM ToBa B 6elnre Apo6oae ca ycraHoBeHr4
o6parrEul.t manoSulnn KoHlorarr,r Ha aKTHBHrrc Nrera6orr,rr c ecrepr.r Ha MacrHnre KuceJruHr,r.

Excxpeuuq:
I-Inxresout'tg ocHoBHo ce eKcKperr,rpa c H3npiurHeHlaflTa (67 %) cJreA nepop:rnHo vt r,rHrpaBeHo3Ho
TIpI4JIO)KeHI,Ie, KOeTO fIOKtBBa, qe ocHoBHH{T MeXaHU3bM Ha eJIHMHHTIH{ e qpe3 eKcKperl[r c xjlbqKara.

Oapruanoxr.rHeruqHra xaparrepucu.rxu npu nauueuru :

Ifaqueumu c acmtuta
I-l,uxneroHnA He AeMoHcrpl{pa $pnraxoxraner}rrrHu rrpoMeHu rrpu naqneHTa c yMepeHa re)r(ecr Ha acrMara B
cpaBHeHHe cbC 3ApaBr,r r,rHAHBltAt4.

Vepedeua 6t6peana unu vepuodpoina Qyurc4ufl, naqueHmu e uanpeduara sb3pacm
Cnope4 norrynauuoHHl{Te SaprrrarorlrHerurrHlr noKuBareJr}r Bb3pacrra He BJrure Bbpxy cucreMHara
eKcrro3r,rqnr Ha aKTr.rBHHs r4era6ornr.

florrlcHarara uepno4po6na SyHxqur Moxe .qa noBJrrrre Ha errvtwntr4paHero Ha KopnrKocr,eppuAnre. IIpu
-  _ _ _ - . . _ _ " _ - _ t . . - ,

:#::"1':f?1T;"*:":-T:;'":::::::..:.'^"i^3"::...::T:ir":.T..9y:.::::::uA"r,n"f-Tuysi4pAqq6*ql,Ipo3a, e ua6lrc4anaHa rro-Br.rcoKa cl{creMHa eKcrro3urluq Kt,M aKTHBHHs Mera6ornr. 
-;/' ".\i'"'{'

,,'^{i'.)"1,-

He ca npoBexAaHrl rrpoyqBaHusrtpvr raqpreHTr4 c yBpeAeHa 6r6peuna Qynrcqr,rr uo
Ha aKTrdBHHq Mera6orr,rr npe3 6t6peqare. I ,..; I

i  _ . a i' i . t \

\ '. ':.*
5.3 [pe4rlnnnqHll AaHHH ra 6eronacHocr
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flpegxluut'tqHl4Te AaHHH 3a IruKJIe3oHrIA He rloKunsar oco6eH pHcK 3a xopara sa 6aza Ha KoHBeHrIHoHuurHrrte
SapuaxolorutrHn vl3tlaTBarat 3a 6eeonacnocr, ToKcrdqHocr rrpu MHofoKparHo nplilo)I(eHue,
reHoToKcuqHocT trJIH KapUr{HOrcHeH nOTeHrIr{ZUr.

flpn [porlBaH[t Bbpxy xHBorHH 3a penpoAyKTHBHa roKcuqHocr e ycraHoBeHo, r{e
rJIIoKoKoprHKocrepouAHTe rlpeAl{3Br4rcnar uarQopMarrnr,r (qenuaro He6qe, uan$opuaqypr:na cr<elera). Tg3u
pe3yJITarH rlpl{ xI4BorHH, o6aHe, u3ruIex(Aa He ca peJreBaHTHn rrpn xopa [pu [ocor{eH}rre rrpe[op6r{urerHr,rre
AO3H.

Crtpsau c JIeqeHI,Iero eQexr Bbpxy afi.ruuqure (arpo$ur) e Ha6rrcAaeaH npr{ [pnJraraHe Ha BbpxoBara Ao3a
rIpH ABe l2-ueceqnn npoyr{BaHl,Is Bbpxy Kfrera. Toru e$err ce e rporBnJr rrpLt cucreMHa eKcrro3r.rtlut 5,27
,qo 8,34 rIbrI'I [o-BHcoKa or ra3vI npu [pr4nafaHe Ha Ao3a 160 vrarcporpaMa BeAHb)r( AHeBHo. He e HssecrHa
peJreBaHTHocrra Ha rosa Ha6rroAeHue npu xopara.

flpoyrnanuflTa Bbpxy )KuBorHn c Apyru rJrroKoKoprr,rKor,rArr noKa3Bar, rre [pr,urafaHero no BpeMe Ha
6peuennocr Ha HIIoKoKoprI,IKor,rAH nrn QapuarcoJroruqHrl Ao3r,r Moxe Aa yBelw'uu pncKa 3a r,rHTpayrepuHHa
perapAall[t Ha pacrexa, cbpAeqHo-cbAoBrr u/u:lu nasra6orrarHa ga6orcsaHus. r]pkr Bb3pacrH[r ulutn rpairuu
rrpoMeHu B rrJrbTHocTfa Ha HrroKoKopTHKoHAHr,ITe peqenTopr4,
noBeAeHuero. He e r,r3BecrHa peJreBaHTHocrra Ha re3n AaHHH
vHXAilA\VU,

MeTaooJrlr3Ma Ha HeBpOTpaHCMr,rTepwre 14
npu xopa, [pueMarrlH ur.rKre3oHr,rA qpe3

6.

6.1

OAPMAIIEB TI,TTIHII .IIAHHI,I

Cuncrx Ha rroMorrlnflTe BerrlecrBa

Hop$nypan (HFA-134a), eranol, 6e:no4eH

6.2 HecrslrecruMocrrr

He e lpnloxlrvo.

6.3 Cpox Ha roAHocr

30 4o:r,rpaHr,r BrrpbcKBaaug. - 1 roAr{Ha
60 u 120 Ao3rpaHH BrrpbcKBaHr4s, - 3 ro1unu

6.4 Cneqna;rnn ycJroBrrfl Ha cbxpaHeHrre

Tosn lenapcrBeH rrpoAyKT He r43r,rcKBa oco6esu ycrroBus,3a cbxpaHeHne.
Kornefineptr cbAbpx€ TeqHocr rroA HzrJrrraHe. ,{a ne ce n3Jrara Ha reMneparypa saA 50"C.
Konrefineprr ne rpr6na Ea 6r!ie npo6unau, qyneH r4Jrr4 H3raprH AopH, Kofaro e HarbJrHo rrpa3eH,

6.5 ,Ilannn 3a orraKoBKara

I4Hxa-raroprr ce cbcrou or KoHTefinep no4
BeHTHJT, MyHArrIyK H Karraqe.

3 0 .4osr,rpaHu BnpbcKBaHr,rs
60 4osrEpanr,r BrrpbcKBaHrds
I 20 aogupanu B[pbcKBaHH-fl

HaJuraHe, HarrpaBeH or zIJryMHHrrfi H saneqaraH c Ao3r4parq

He sc[qxu Br4AoBe orraKoBKtr Morar ra 6tlar [ycHaru n npo4orc6a.

6.6 CnequanHn rrpeAla3nrr MepKrr npr rr3xBbpJrflHe rr pa6ora
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3a rrpaBunHoro lr3rroJl3BaHe Ha rarxalaropa (nx.

floao6Ho Ha noBeqero JIeKapcrBeHI4 rIpoAyKTH s rconrefiHepu rroA HrurqraHe, Tepa[eBTur{Hurr eQercr Ha ro3g
JreKapcrBeH rIpoAyKT Mo)Ke Aa HaMaJIee axo xosreftHepbr e cryAeH. Brnpercu roea Alvesco orAeJrt
KoHcraHTHa Ao3a B LrHTepBaJra _lOoC lo 40"C.

7. IIPI4TE}I(ATEJI HA PA3PEIIIEHI{ETO 3A YIIOTPEBA

Nycomed GmbH,
Byk-Gulden -Str. 2D -7 g4 67,
Konstanz, fepuaHur

8. PETI4CTPAII}IOHEH HOMEP

20080173

9. AATA HA IIbPBO PA3PEIIIABAHE/TIOAHOBJIBAHE HA PA3PEIIIEHI{ETO 3A
YIIOTPEEA

03.12.2009

10. AATA HA AKTyAJIII3I|PAHE HA TEKCTA

03.2011
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