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Ecobec® 100 micrograms pressurised inhalation, solution
Exobex 100 Muxporpama pa3teop nox BANArane 3a HRNXaJanHsa
Ecobec® 250 micrograms pressurised inhalation, solution

ExobGex 250 Maxkporpama pa3TBop HoJ HAJAraHe 32 HAXAJANMHS

bexioMeTa3zoHOB JHNPONIHOHAT (Beclometasone dipropionate)

IlpoueTeTe BHAMATEIHO NANATA JHCTOBKA NPEIN A 3aN09HETE Ja OIpHeMaTe TOBA JeKAPCTBO.

- 3anazeTe ta3y JucTOBKA. Moske Aa uMare Hy>KJa Aa 1 MPOYETETE OTHOBO.

- AKO HMaTe HAKAKBH [OITLIHHUTEIHHA BBIIPOCH, nonutaiTe Bamus nexap wiu dapManesT.

- ToBa nekapcTBO € NpeanuUcaHo MTHYHO Ha Bac. He ro npeorcTonBaiite Ha apyru xopa. To moxke
Aa UM HaBPEay, HE3aBHCHUMO OT TOBA, Y€ TEXHHUTE CHMITTOMH €a ChUIHTE KaKTo BaiinTe.

AKO HAKOS OT HeXeNaHWMTE JIEKapCTBEHH PEaKklLUM CTaHE CEPHO3Ha, WU 3abenexure Apyry,

HEONWCAaHW B Ta3H JIMCTOBKA HEXENAaHW peakUWy, Moy ypenaoMere Bamus nekap wiu
¢apMauesT.

B Ta3u JHCTOBKA:

Kakeo npeacraBnasa Exobek M 3a KakBo ce U3MoN3Ba
[Tpenu na npuemete Exobex

Kak na npuemare Exobek

B13MOXHY HEXXENaHU peaKLHH

CoxpaneHne Ha Exobex

HonbnHuTenHA HHPOPMaLHA

AR e

1. KAKBO ITPEACTABJISIBA EKOBEK U 3A KAKBO CE U3I1I0JI3BA

AKTUBHATA CHCTAaBKa Ha MpPOAYKTA OEKIIOMETAa30HOB JAHINpONHOHAT (Beclometasone dipropionate)
MPUHALICIKH KbM Ipyna JieKapcTBa, U3BECTHH KaTo KOpTUKOMIHU. [IpuTekaBa npOTHBOBE3NANHTENIEH
edexT, KOWTO ce nposBaABa rjiaBHO B OpOBXHUTE, aKO c€ U3Noa3Ba nMoj popMara Ha MHXanauuu. To3u
ehexT ynecHsaBa ynorpefara Ha JieKapcTBOTO 3a JiedeHHe Ha OpoHXHanHa acTMa.

EdextsT Ha Exobek ce mposABsBa NMOCTENCHHO B NPOAB/DKEHME HA | ceaMuUa ciief 3alo4yBaHe Ha
NEYEHHUETO U 3aTOBA He € MOIXOMAN] 3a JIeueHHE Ha ocTpa HpoHXHaIHa acTMa.

Exobex ce u3nosnsea 3a [MPOABDKHATEIIHO JICUCHHE HA 6PDHXH3J'[H3 aCTMad IIpH ACLA Ha 2 TOJMIIHA
BB3pPACT, MJIAJCKH H BB3PACTHH.

2, IMPEOHU JA IPHEMETE EKOBEK

He npuemaiire Exobex
"  AKO CTe CBPBXYYBCTBUTEAHH (AIeprUuHU) KbM OSKIaMETa30HOB JUNPONMHOHAT HWIIH HAKOE OT
MOMOILLHUTE BEILECTBA B NPOAYKTa
* Jlpu peua noxa 2 roauliHa BB3PAacT.

Ilpn npuem na Exobfex TpabGBa aa ce KORCYJTHpaATE CBE n-e" ga,gmc*r*
"  AKO CTpajaTe WM cTe npebornenyBanu ot 6eso Qﬁa :ryé’

=  AKo cTe OpeMeHHa H/IM HMaTe HaMepeHHE CKO ,ga 3a6pémeﬂeé1;e
*  AXO KbpDMHTE. »




AKO HMMaTe HIKOe OT ropeommcaHure 3abonsBaHUs WIM CBCTOAHMA IO BpeMe Ha ynorpedara Ha
MpOAYKTa, MOAA yBeJoMeTe Bauins nekap.

Ynorpeda Ha APYTH J1eKAPCTBA

He ca uzBecTHM B3aMMmoaeHcTBHA nmpu ynorpedara Ha Exobek. Mona xaxere Ha Bamug nexap uiu
$hapMaLeBT, aKO NMPUEMATE WK CTe MPUEMATTH APYTH JIEKAPCTBA, BKIIIOYMTEIHO ¥ TaAKHBA Oe3 pelenTa.

bpeMeHHOCT H KbpMEHE

Bue tpsabBa na ce koHcyTHpare ¢ Bamua nekap wiH ¢papMaueBT npeaM Aa 3ano4HeTe ynorpebara Ha
HAKAKBO JIEKApCTRO.

B cayd4aii, ue 3a6peMeneeTe A0KaTO Tpae JeveHuero ¢ Exkobek, mons uHpopmupaiire Bawmus nexap,
KOJKOTO € Bb3MOXHO ITO-CKOPO.

Tlpeny NpUEMAHETO HA KAKBOTO H J1a € JAEKapcTBO, NoMosieTe Bauwms srekap uiK GapMaueBT 3a ChBET.

[Hodupane n pabora ¢ MAIIAHA

Exobex HamMa win uMa Hezabenexum edekrt BBHpXY cnocoBHOCTTa 3a modupaHe MM pabora ¢
MAIIHHMU.

3. KAK JIA IPUEMATE EKOBEK

Tpsa6Ba Aa u3non3sare EkoOex TOUHO cHopea Mpenopbkure Ha Bamus ynekap. AKO He CTe CHTYpEH,
KOHCYITHpaiiTe ce ¢ Bamusa nexap Wik papMauesT.

Exo6ex 100 Maxporpama pa3Tsop Hoj Haiarage 3a AHXaNaANHA
Meua om 2 9o 12 z00umuna gv3pacm oO6MKHOBEHO HHXANHMpAT | 1034, 2 10 4 MBTH AHEBHO.

Buwipacmuu u deya nao 12 zooumna ev3pacm oOuKHOBEHO MHXanUpaT | no3a, 2 10 4 MBTH JHEBHO
MJIM 2 1034 ABA ITbTH OHEBHO.

Exo0ex 250 Mmuxporpama pa3TBop o] HANAraHE 32 HHXAJIAUMA
Buw3pacmnume o6MKHOBEHO MHXanupaT 2 034 [Ba IBTH AHEBHO MMM 1 7032 ABa MBTH JHEBHO.

Wanon3saiire 1eKapcTBOTO PEAOBHO B MpeANHNcaHaTa OT JeKaps fo3a. He cnyvipadTe NpUIoKEHHETO Ha
NEKapCTROTO OCBEH MO MPeLeHKa Ha JICKap4.

Axo MucnHuTe, ye JeiicTBHeTO Ha ExoOex pa3TBOp noj HaJIAraHe 3a HHXalalMa HE € TOJKOBa CUIHO
WM € TBHPaE cnabo, uHGopMupaiTe Bauniksa nexap.

Exo6ek pasTBOp TOJ HAMATaHe 33 MHXaalws € NpefHa3HaueH 33 MPOJABDKUTENIHO ACUCHME, HE 34
jieyeHUe HA OCTPHTE MPHUCTHIM CHC 3aTPYJHEHHE B AWUIaHeTO. JIeueHHeTOo ¢ TO3M MPONYKT HIHCKBA
PEiOBHH NIEKAPCKM Mperieny. AKO HM3MON3BATE KOPTUKOWAM, KOMTO BIMAAT Ha Bamms opraHu3bm

(CHCTEMHM KOPTHKOMIH), HeoOX0AMMO ¢ a uHpopMupaTe Bawmus nekap, KOHTO W B3eME PelICHME
3a OpaeloTo By neueHue.

AKO cTe 3alovYHAIM Aa u3nonssare Exobex pasTBOp noj HaasraHe 3a HHXalauys BMECTO CHCTEMHH
KOPTHKOHIH, BHe TpaOBa Ja HocuTe BamaTa kapra BUHarH cbe cede CHl.

[lpy npeyCTAHOBABaHE HA JICYCHHETO CBC CHCTEMHHM KOPTUKOMIOM M MOCICSABAIIC MPCMMHABAaHE Ha
neyenne ¢ EkoOek € BB3MOXKHO Aa Bb3HWKHAT peakiyd Ha CBPbX4YBCTBHTEIHOCT (aneprudeH pUHMT,
eKk3eMa) WIN TEHEepAIM3MpaHH nposBu (OTHAJHANOCT, apTpalrud,. FeHepaausupaHa cnabocr). B

-

ciy4aii, Ye Bb3HMKHAT noJo0HH nposey, Bue TpsOea na uHpopMupaTe Baitwist,g ? D,
"-"_?. T,,.--‘“ ,, e ::;_.1 5&

iy, // . .I_"":F . '1...1 r'::_ -
L P R L)

LY.

; i 7
M LA R)
eTo/ HA NPHJIarane . x>
e
Nk Y }
NG Ny
A g, =T 2




HPH HHXATTHPAHC Ha JICKapCTBEHHA [TPOAYKT, cJIeABalTe HHCTPYKIIHHATE 34 ynm*peﬁa.
HPO,II}’KTBT T‘pﬂﬁBa Add CC BIIPBCKA B YOTaTd CAHOBPCMCHHO C BAHIIBAHCTO.

AKoO HHMKOra qocera He cTe M3MNoa3BaTy HHxanarop, Bu npenopruBaMe 1a ce ynpaXKHABAT TOYKH 3 M 4

Oe3 ga ¢e HATHUCKA HaJ0dY ABHOTO Ha (I?JI&KOH&, 3a Ja €& HAyUWTC Ja KOOPIAUHHPATE MOMEHTa Ha
BAWNIIBAHE U MOMCHTa HAd HATHCKAHE HA AbHOTO Ha (bJIRKDHEl.

[Ipean nbpBOTO MpUaraHe, WIM aKO JEKAPCTBOTC HE € H3MNOA3BAHO NPOABLKHTENHO BPEME €

HeoOXoAMMO Aa cTe CHUI'YpHM, Y€ HATHCKAHETO HAa ABHOTO Ha (UIAKOHA HAAONY Le MpeJu3BHKA
ocBoOOXKJaBaHe Ha aepO301i.

[1p1# npunaraHeTo Ha NEKAPCTBOTO Ha Jela e HeoOxoxuMa noMou. IIpenopbusa ce JIeKapcTBOTO A e
BIIpbCKA OT APYr YOBEK B MOMEHTA, KOraTo ACTETO 3all0YHE BIUMIBAHETO. |

Koraro nekapcTBOTO ce npuiara Ha Bb3pacTeH WIM JeTe, KOUTO HE ChTPYAHMYAT € HeoOXoMuMo 1a ce
H3T0/13Ba YHHUBEPCANIEH HaKpaiHHK 32 HHXATHpPaHe.

Axo mnpuemere nosede Exodexk pa3Teop HoA RalfAiraHe 3a HHXAJANHA, OTKOJKOTO Be e
npeANBCcaHO
AKO TIOHAKOra IpMeMaTe IMOo-BHCOKA J03a OT NpPOXYKTa, HE € HeoOX0AuMO [a ce TPEBOXHUTE 34

MOSBATA Ha HeXKenaHH peaKLuM. AKO pelloBHO HM3MOJ3BaTe IMO-BHCOKH A03M OT Mpoxyxra obave,
nHopMHpaiTe Bamusg nekap, KOAKOTO € Bb3MOXKHO IMO-CKOPO.

AKo 3a0paBaTe 1a B3eMere Exo0ex pa3TBop moJ HaNATaHe 32 HHXAMANHA

B ciayuaii, ue 3abpasure zia mpueMeTe A03ara WM cTe 3a0paBWid Aa MpWIOXKHTe A03ara Ha Bamero

feTe, B3eMETe TMpellMcaHaTa Jio3a, KOrato cH crnoMmHuTe. [IpoawpkeTe NpUAaraHeTo cnopen
MEPBOHAYATTHATA CXEMA.

He npuemaiiTe aBoiiHa N03a, 3a Ja HABAaKCATE MPOIyCHAaTaTa J034a.

4. BbH3MOXHHU HEXXKEJIAHU PEAKIIHAN

[Tono6HO Ha BCUUYKM OcTaHanmy JiekapcTBa Exobex pasTBOp mon HajdraHe 3a MHXaJaliid MoXxe Ja
NpeJn3BHKa HEXKEJTaHH peaKlyy, BbIIPeKH Ye He BCEKH TH IOJTy4aBa.

Haijl-uecTuTe HeXeNaHM peaKIIMH BKIIOYBAT Mie4YHHUA (rebudHo 3alonsaBaHe, NMPUYMHEHO OT
ApPOXH), Bb3HMKBAIllAa B YCTara WIH IbPJIOTO, BB3MAJCHUE HA YCTHATA KYXHHA, MPECHINHAIOCT Ha
rmaca ¥ Kawmndoa. Bue TpaOBa na m3IUlakHeTe yCTaTa CH ¢ BOJAa, Ja HalpaBUTe raprapa 4 fda s
W3IUTIOETE cliel BCaKa MHXanauus. [Io TO3M HavyuH e HaMaJIUTe BB3MNaJeHUETO HAa YCTHATa KyXHHa,
NPUYHUHEHO OT APOXKAMUTE. AKO BB3HHUKHE HAKOA OT TE3M HEKCNAHM PEaKUMH, KOHCYNTHpaHTE ce C

Bainus nekap KOJIKOTO € BB3MOJKHO I0-CKOpPO, HO He NpEKbCBalTe IEYEHHETO OCBEH, aKO TOBA HE €
nApenopbpYaHo oT Bainus nekap.

[To-Manko uecTo ce HabmojapaT aleprHdHH PeaKkLiHd, KATO 3aZyX WM 4YYBCTBO 34 MPHTHCKAHE Ha
FPBAHKA KOLU, ChpOexkK, OTOK Ha KIemadyuTe, JUIETO, YCTHUTE WM LIWATA, HOXYJNapeH KoxkeH oOpuB
MM YPTHKapHd, KBASTO H Ja € MO TAIOTO. AKO IOJYYHTE HAKOW OT NMpH3HALMTE Ha allepruiHa

peakUMA CKOpo Cliell MPWIOKEHHETO Ha IIPOAYKTA, npekpaTtere ynotpedara My u HesabaBHO ce
KOHCYyNTHpaiTe ¢ Balua nexap.

[Ipy ynorpeba Ha BHCOKM [AO03M HHXAIATOPHU KOPTHKOCTEPOMAH MHOTO PAJKO MOXKE Aa Ce

H YMOpAa, KaTapakTa, INOBHIICHA YAIBUMOCT Ha KOXKAaTa HIIU

cMaATaTe, 4¢ Bue unu BaleTro aete vUMare Te3d CHMIIT
Bb3MOMHO HAH-CKOPO.




ChUIO MHOTO PAIKO MALMEHTH MOXeE Aa MONy4aT NETPecus, YyBCTBO 3a 6e3MOKOHCTRO, Ge3chHue WK

NPOMEHH B [OBCACHHUETO, BIIIIOMUTENHO Pa3sApa3HUTENHOCT (0coleHO mnpH jgeia). AKO Bb3HHKHE
HAKOS OT TE3H peakuuH, uHQopMupaiiTe Bamus nexap.

Ako pMuIaHeTO BM ce BNOmM BHE3AMHO ClIE NPUIOXKEHHETO HA HMPOAYKTA, [IPEKHCHETE JIEYEHHETO
ce KOHCYATHpaiTe He3abaBHO ¢ Bamug nekap.

AKO HSKOA OT HEKENAHWTE JICKApCTBEHHM peaKUMM CTaHe CEpHO3HA, WM 3abesiexuTe Apyry,
HEONMUCAHH B Ta3H JIMCTOBKa HEXKEJIAHH pPeaKiluM, Mol yeeaoMeTe Bawusa nekap unu dapmaiient.

n ChbXPAHEHHE HA EKOBEK

Ha ce cpxpaHsaBa Ha MACTO, KeNOCTHIIHO 3a Jela.
Ia ce cpxpanssa nog 25°C. [la ce ma3m oT CBeT/IHHA.

Aeposon! KonteitHepsT ¢ nok cTabMiHO Handrare. [fja He ce XBBPNA B OTBH, A3 HE CE€ YHHLIOXaBa
ype3 CWiIa, JOPH U Cliel KaTO NPOAYKTHT € M3NoNi3BaH HaneIHo. [Tasere ouunte cH.

Jla He ce M3nos3Ba Clie]l M3THYAHE CPOKa Ha MOAHOCT, 0TOENA3aH BEpPXY OrnakoBkaTa. CpoKeT
Ha MOJHOCT OTrOBapA Ha MOCJIEAHHUS AeH OT MOCOYEHHA Mecew.

6.  JOIILJIHUTEJIHA MH®OPMAILMA

KakBo ¢chabpxa Exodex pa3Tsop noJ HAJIATaAHE 32 MEXAJIALHSA

- AKTUBHATA CLCTaBKa € OeKIoMeTa30H0B aunporHoHaT 100 mukporpama (Exobex 100 mukporpama)
unu 250 mukporpama B (Ecobec 250 MuxporpamMa) eaHa nosa.
- [ToMouixuTE BelecTBa ca eTaHo, 6€3B0eH U HOphTypaH.

Kak nirnexaa Exofex paiTBop noj Bajifirase 3a HEXaAJIalES H KAKBO CHALPKA OMAKOBKATA
Onucanue Ha JIEKAPCTBEHHA NMPOLYKT: OUCTHEp pasTBOP.

(DnakoH Mo HaJIATraHe € JO3HPpall ITYJIBECPHU3MPpaAIll BEHTHII, ChALPAKALL] 200 no3u B 1 onakoBka

[IpaTexaTen HA pa3pemeHAeTO 32 ynorpeba
IVAX Pharmaceuticals s.r.o., Ostravska 29, 747 70 Opava, Yexus

IlponzBoauTenn

I[VAX Pharmaceuticals s.r.o0., Ostravska 29, 747 70 Opava, Yexus
NORTON Waterford, Waterford, Hpnaunmna

JaTa Ha DOC/IeXHATA PeAaKNHAE HA TEKCTA
Hoemspu 20078




Ecobec® pressurised inhalation, solution
Exo0ex pa3TBOp noa HaNArane 3a HHXaJAUHN

Ykazanus 3a ynorpeba

IIpoueTeTe BHEMATE/INO NPEaH H3N0/3BAHETO HA HHXAIATOPA!

1) OrcrpaneTe 3alIUTHATA Kanmayka OT alUTMKATopa 3a ycTa. YBepere ce, Ye alinKaTopa e
YUCT. AKO HMa Npax ¥ 3aMEBpPCABaHe I'H OTCTPAHETE OT AIJIMKATOPA.

2) XBaHeTe HHXajnaropa ¢ OBHOTO HArope, Karo I[IOCTaBHUTES Majiella CM Ha ABHOTO, a
NnoKa3aseua CH BepXy ropHud Kpail. Pazknarere pnakona noOpe karo ro apwxure Harope
H HaJ0ny.
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3} Hzgvwaiite apnboko, 3a 1a m3npassHute GesuTe cH ApoGOBE M MOCTaBeTe aruTMKaropa
100pe Mex/ly yCTHHTE CH H TH CTHCHETE IUTBTHO OKOJIO MYHALILYKA.

4) AKo ¢ BB3MOXHO MHXanupa#Te 6aBHO M 1bAOOKO, JOKATO HATHCKATE ABHOTO Ha (IaKOHA

C MoKa3sajiela B ChIOTO BpeME, Taka, 4e Ja BIPBCKBATE aepo30JIa, KaTO IO TO3U HaA4YMH Ce
ocBOOOKAaBa eKapcTBoT0. [IpoanipkaBaiite na BoMLIBaTe.




5) OrtcTpaHeTe MHXanaropa OT ycTara Bu M 3aapuikTe AMImManeTo cu 3a okono 10 cekyHau
HJIH KOAKOTO € Bb3MOXKHO ITO-asro. Asauinairre OapgHo.
6) Axo TpsOBa na uHXanuparte moeede OT 1 A03a u34akaiTe nose | MHHYTa& W CJIE TOBA

MOBTOPETE CXEeMaTa KaTo 3allo4HeTe OT To4ka 2, llocraBeTe kamavkara oGpaTHO BBPXY
HUHXanaTopa.

O6bpHeTe BHUMaHMe Ha ToYKa 4. BaxxHo e [a 3amounHeTe [a BAMIIBATE KOJMKOTO € Bb3MOMKHO
no-0aBHO Mpeau Ja M3MON3BAaTe MHXanatopa. IIbpBMTE HAKONKO ITbTH TpeHHpaiTe npex
orneganoto. Axko He npuiarare Exobex kaxro TpsaOBa, HOCTa rofasMo KOJHMYECTBO OT
NMPOAYKTa UIE ce OCBOOOAM B MPOCTPAHCTBOTO. AKO 3abenexkeTe “Mbriia”’, KOATO M3JIM3a OT

BbpXa Ha HHX&l1aTopa MJIM OT CTpaHH Ha ycTara By, Tpa0OBa Aa 3anoyxere oT Hayano OT TOUKa
2).
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[loyncrBaiite HHXaJ1aTOpa [TOHC BCAHDIK CCAMHYIHO.

OTC'I'pﬂHeT C 3dlllMTHAT4a Kalla4vKa H H3BaACTE METANTHWA tiJJIﬂKDH OT INTACTMACOBHS &IITHKATOP.

M3MuiTe IU1acTMacoBHA AIUIMKATOP € ropenia BoJa M To MOoACYIIeTe KakTo TpaoBa. Ocobeno
BXKHO € []a M3IUIAKHETE MAJIKMAT OTBOP HA aiMKaTopa 3a YCTa.

Koraro riacTMacoBHs aIuIMKATOp € MOACYIIEH, mocTaBeTe ¢iakoHa oOpaTHO B HEro W

MOCTABETE 3AlMTHATA Kanmayka. Mertanuusar ¢naxon He Tpabsa He TpaOBa Ja ce U3MHRBA C
BOJA.




