MHdopmauus 3a naunenTa. Mons, npouerere BRUMaTenHo!

Ecobec® 250 pg / Exo6ek® 250 ug
(Beclometasone dipropionate)

PasTeop nog Hanarade sa nHXanaumua

CbecTas
flexapcrseHo Beujecrso:
Beclometasone dipropicnate 250 ug 8 1 gosa.

flomouHy BeujecTsa:
Evanon, xngpodnyopoankan 134a (HFA-134a).

®apmakorepaneBTuYHa rpyna
AHTMaCTMaTUYHO CPEACTBO, IIIOKOKOPTUKOMA.

neicrene

JlekapcrBernoTo BewecTBo Ha nNpogykta Ecobec® 250 ug - beclometasone
dipropionate —~ ce oTHacs KbM rpynata Ha NexapcTBeHMTE MPOAYKTW HapeueHu
KopTukocTrepongu. lputexasa NpoTHBOBL3NaNMTeNEH edeKT, KoiTo ce nposesea
0CO6eHO BbLPXY BpoHXuTe npw WHxanupaHe. Tozn edexT y/ecHsBa ynotrpebaTa Ha
NexapcTBoTo 3a SIfueHne Ha Bponxuansa aciMa.

EdexrsT Ha Ecobec® 250 pg ce npeaBsBa 1 cegMuua <nen 3anodvsaHe Ha
JIEHEHMETO W 3aTOBA He e NoAXOoAALY 33 IeYeHne Ha ocTpa BpoxXxuanHa acTMa.
JlekapcTtBoTO  He noBAMABaE  (ByHKUMATA Ha Hanbvbpeunute wnesnw B
npenopwYaHaTa AO3KpoBKa.

NMoxkazauusn
Jleuenue u NpefoTBparaeane Ha NPUCTLANTE Ha TeXKa BPOHXMaNHa acTMa.
JlexapcrsoTo Ecobec® 250 pg 250 ug Moxe 4a ce usnon3sa Camo oT BbL3IpacTHu,

lNpoTuBonokazauns

TtekapcteoTo He Tpabea Aa ce usnonssa nNpu Aeua M FIPU ftalueHTn ¢ YCTaHOBEeHa
CBPBXYYBCTBUTENIHOCT KbM  HAKOA OT HeroBuTe ChCTABKM W OCOGEHO  IKbM
nponenexTUTe.

Hexxenann nexkapcTseHy peakunm
JleKapcTBOTO Ce NoHacs oBKMKHOBEHO AoBpe xaTo psaako MorarT fa ce Habnopasar
FaZleHe, HENPUATEH BKYC B ycTarta, BUEHE Ha CBAT, OTOK, YPTUKapua Wau Apyrm
thopmu Ha oBpuBKM, Kanawaosa Ha ycTaTa W rbpfoTo, rnasobonue win Xuhavo
OUBETABAHE Ha KOXaTa, KOWTO OT3BY4aBaT Npu NPOABLAKUTENHO Neuenue. B pegku
cnyqaw Morat 4a ce hHabnioAasat ApesraBocT WAW Apa3sHeHe Ha repnoto. C ornesg
A2 ce Hamanu nosABsarta Ha ApesraBocT WM KaHauAo3a Ha ycTaTa ce npenopbusa
cneq w3non3eaHETo Ha uHXanaTopa ga ce u3niakHe ycraTa C Boja,

AKO ce HabnopaeaT HAKAKBM HEXeNaHW fleKapcTBeHW peakuum Wik Apyru

HeoBuualinm peakumn ce nocbeeTBaiiTe C Bawms nekap. .

lNo Bpeme Ha nevenunero ¢ Ecobec® 250 ug moxe aa ce Habniogasa ocmy;ﬂp@qmﬁm:s.\
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Ha 3agyx. B To3u cnyvali npekpateTe ynoTpe6ata Ha N1ekapcTBOTO U H;a'a@asﬁcr'ce\“, 2
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focbBeTBaiTe C Bawna nekypaly nexap. G

JiekapcTeeHM Bzanmoaencreus
He ca ycTaHOBEHMu!.
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Bo3upoBka
Bozata Tpabea na 6vae onpegeneHa BMHArKM OT fekap.

ObukHoBeHO Ao3aTa e 2 WHXanauwn 2 MbTM AHEBHO (CyTPMH u Bevep) win 1
MHXanauws 4 meTu gHesHo (Npes WHTepBanu ot 4 Jaca).
Makcumansata AHeBHa [03a He Tpsabsa da Haasuwasa 1000 ug (4 wHxanauuu).

YnoTtpebsasaiite NekapCcTBOTO peAOBHO B NpefnucalaTa oT Jiekaps [03a.

He cnvpainTe NPUNOXEHNETO HA NEeKapCTBOTO OCBEH MO NPeueHKa Ha lekaps.

Ako 3abpaBute Aa B3eMeTe fieKapCTBOTO HaBpeMe, B3emeTe npeanucaHara Ao03a
KOTraTo CHU CMIOMHUTE WU TOrasa NpoAb/IKeTe KakTo npean.

Ako nuncea MoAobpeHuWe win CbCTOSHUETO Ce B/IOWaBa YBeAOMeTe JeKysallus
nekap.

MpunoxeHune
Hauuna Ha ynotpeba e AajeH B yKasaHWsATa, KOWTO Ca YacT OT NPUAOKeHaTa
MCTOBKA.

OBuKHOBEHO N1eKapCTBOTO Ce BNPbLCKBaE B ycTaTa €4HOBPEMEHHO C BAWWIBAHETO.
AKO HWKOra He CTe W3MOA3BaNK MHXanarop ce NpenpopbyBa Aa uisnonssare T.3 1
T.4 ez aa HaTuckate Hafjony ABHOTO Ha ¢akoHa Taka, Ye Aa ce HayuuTe fAa
KOOpAWHWUPaTe HaTUCKaHETO Ha (plakoHa C BAKLIBAHETO.

MNpeaw nMBLPBOTO NpuiaraHe wWin  ako NekapcTBoTo He & W3M0A3BaHo
NpoAbLJDKUTE/IHO BpeMe & HeobXoANMOo Aa CTe CUIYPHU, Y€ HAaTUCKAHETO Haaony Ha
AbHOTO Ha diakoHa We npean3snka ocsoboXaaBaHe Ha aepo3ona.

HDeuata ce HyXAaAT OT CbLBETa W NOMOWTa Ha Bb3pacrHure. [lipenopbysa ce
Ac3aTa Aa ce BAPLCKBA OT APYro fMuUe, Korato AeTeTo SanoyHe BAUWBRHETO.

Crieknaiiny NpeanazHi MepKn

Ecobec® 250 ug e npegrasHadeH 3a NMPOALAXMTENIHO JIeUeHMe, a He 3a neyeHue
H@ OCTpM npucThnu Ha OGpodxwanna actma. Heobxopumo e ga ce ocurypm
penoBHO HabnogeHue NO BpeMe Ha RevyeHMeTo C JlekapcTBoTo. Mudopmupalite
Bawua nexkap, 3K0o M3NON3BaTe KOPTUKOCTEPOWUAU CbC cucTeMeH ediekT BLpXy
opraHnama (CUCTEMHM  KOPTUKOCTEpOWAM) W Cres ToBa TOoi we onpeaenu no-
HaTaTelUHaTa NpoUeaypa Ha fnedeHmne,

Cnep cnupaHe npwiaradHeTo Ha CUCTEMHUM KOPTWMKOCTepoWwAM W nNpeMuHaBaHe
u3LANO Ha nededue ¢ Ecobec® 250 pg nauueHTuTe TpsibBa aa ca ocobeHo
BHUMATEHW, TbiA KaTo (yHKUMATa Ha HapbbbpeuHaTa Kopa MOXe BCe olle aa e
HapylleHa w MoraT fa ce HabnogasaT HAKOM peakLMM Ha CBPbXUYYBCTBUTENHOCT
(anepruded puHWAT, anepryyHo Bb3NaneHWe Ha KOHIOHKTWBATa, eK3eMa) Wam
cucTeMHW HapyteHna (ymopa, 6onkm B crasure, cnabocr). MHdopmupalite Bawun
nieKap, ako ce AoABAT Takuea HapyweHua. HeobXcaumo e naumeHTUTe BUHArK ga
HOCAT C TAX NpeaynpesuTenHa Kapta v 43 YBeAOMABAT NeKaps, Jye ce HyxaasT oT
ACOBNHUTENHO NPUIAraHEe Ha CUMCTeMHM KOPTUKOCTEPOUAU Nd BpeMe Ha CTPeCoBM
cUTyauum W ChewiHu ChCTOSHWA KaTe TPaBMW, BAOWAaBaHe Ha acrMara nopaaw
nHpeKuusa 1 T.H.

Mpunoxenueto npu naumedtw ¢ GenogpobHa Tybepkynozsa, npu GpeMeHHOCT U
KbpMEeHe MOXEe A3 CTaBa CcaMo ako e Heobxoaumo. B Tesm cnyuau Bue tpabea ga
ysegomuTe Bawus nekap.

)
, SRR Are
Cnen kpartxkoTpailsa ynotpeba Ha ronemyu KoauyecTBa OF nexa rg.o‘};o»—ne\‘:;f;;,\' s,

.

oyaksalTe segMara rNpoMAaHa B 3APaBOCNCBHOTO By cbCroakme u He ;s.pgéfséﬁgbluoﬁ, AN
Aa Ce CTpaxyBaTe 3a 1oa8aTta Ha HEeXENaKdW peakuuu OT CrpaHa Ha neagca“‘pﬁqé?p

- d T, -
e N -
Mpean xupypruyecka HaMeca yBegoMere nekaps, Y& M3nonssare Ecob,gc:?bﬁ@m = 7
b R, : ~
h, ,".4 e, ‘ _r‘ik
\\ Birgs ot 2

. ..
e, o
B F s st e

C \RegistratiomReuistersd\ I VAX\PPI\Ecobec250-0205.doc 2



CktxpaHeHune

Ha ce coxpansea npu Temnepatypa noa 30°C. fa ce naan or 3aMPE3BaHE, Npska CTbHYeRs
CBETIMHA 1 TorMHA.  Aepazon! ®s1akoH Nog HansiraHe. ONakoHLT 48 He ce npobiea mnn vsrapn
B0pY KOramo e npased, fa e nasar ounre,

Bunmanne
a8 He ce uznonsea cneq vETMYate COKa Ha roAMoCT O3HaYeH Ha onakoskgTa,
[a & cexpatnBsa Ha MeCTa, HeHoCTLHY 33 Aeta,

OnakoBka
GnakoH noa HanArake C ASUpaLL NYNBEPMBMPELLL BEHTAN 1 ouMalEep, cyabpraly, 200 fosu B 1
ONaKoBa,

Mpurexxaren Ha paspeltenmero 3a ynorpeba
IVAX Pharmaceuticals s.r.0., Ostravska 29, 747 70 Opava, Czech Republic

Mpouzeoguren
IVAX Pharmaceuticals s.r.0., Ostravska 29, 747 70 Opava, Czech Republic
Norton Waterford (IVAX Pharmaceuticals Ireland), Waterford, Ireland

flaTa Ha nocnepHaTa pepakunsg Ha Tekera
BG02/2005
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Ecobec®
Exaobek

YKasauua 3a ynotpeba
lpouyeTeTe BHUMATENHO NIPEAN U3NONIZBaHETO Ha MHXanaTopal

1) Orvcrpanere sawuTHaTa Kahauyka oOT ariMKaropa 3a ycra WM ce yeepeTe, ue
an/mMKaTopa € 4WCT, aKo wuMa npax W 3aMbpcABaHe I'u OTCTpaHeTe oT
annaukaropa.

2) XBaneTe uHxanartopa ¢ AbHOTO Harope, KaTo NOCTaBUTE Naneua cu Ha OBHOTG,
@ noxasaneua cu BbPXY ropHus Kpai. Pasknarete ¢hnakoHa pobBpe Kato ro
ABWXUTE Harope n Hazosy.

3) Wsgnwaiite abnGoko 3a Ga usnpasHuTe Genute ou Apobose M nocrasere
annukatopa nobpe Mexay ycrhwrte cu. Tpsabea ga ce u3barea uaguwBaHeTo B
annuKaTopa 3a yCTa, Tbii KaTo U3AKWBAHUTE Napy MoXe 4a KOHAEH3MpaT 1 na
ro 3anywar. .

4) MNoemere 6aBHO U ALABOKO BL3AYX. B Havanoro Ma BAMWIBAHETO HaTUCHeTe
HagoNy ALHOTO Ha (GRakoHa, KoiiTo we ocsoboan 1 fo3a OT eKapCTBOTO.

5) Cnen ovcTpaKsBaHe Ha wHXanaTopa OT ycTaTa BM, 3ampbXTe AuWaHero cu
KONKOTO € 8b3IMOXHO No-AbAro. Torasa nsauialite 6asHo.

6) Axo Tpsa6Ba fa MHXanupaTte fiopeve oT 1 [03a u3auakaiTe noHe 1 MUH. U cneg
TOB& nNOBTOpPETEe CXeMaTa KaTo 3anodHere oT T.2. [locTasete Kanadkara
obpaTHo BLPXY MHXanaTopa.

7) Otcipanere aeposonHaTta Kanauka OT an/ivkaTopa, OTCTPaHeTe 3awnTHaTa
Kana4yka W U3MWWTE nIacTMacoBWs annukaTtop C ropewa Boaa. Chea
“3cyllaBaHe NOCTaBeTe 3aliMTHaTa Kanavka.

S3abenexka;

flpeav nNLPBOTO rMipwnaraHe WM akKo JIeKapcTBOTO HE €  W3Nof3BaHo
APOAL/DKUTENHO BpEME & HeoOX0ANMO A8 CTE CUIYPHY, Ye HATUCKaHeTO Ha AbHOTO
Ha ¢nakoHa HafoNy We npegusBuKa ocBoSOXAaBaHe Ha aeposon. O6MKHOBEHO
AeKkapcTsoToO Cce BRPLCKBA B yCrata egHOBPeMeHHOo ¢ samweaxeTo. OTHavano ce
npenopsuea ga ce u3nonssar T.3 u T.4 6e3 ga ce HATMCKa HaAONY ABLHOTO Ha
(pnakoHa.

AKO NaUMeHTLT Ce 3aTPYAHABA B MaHunynupaHeto ¢ drakoHa C efHa pbKa, Toi
MOXe A3 HaTUCHE NbHOTO C ABeTe CH phue.

[pu npuaaraHeTo Ha NeKapcTBOTO Ha AeLa ca HeobXogWMU ChBeTa U HOMOWTa Ha
TEXHUTE poauTenn. )
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