Alvesco 40/80/160 mc:_g__ PIL Bulg

JIMCTOBKA: HHOOPMAIIHMS 3A IIOTPEEUTEJIS

Alvesco 40, 80 and 160 micrograms, pressursed inhalation, solution
(Ciclesonide)

AsiBecko 40, 80 m 160 Mmaxkporpama, pasTBop N0 HANNTaHE 33 HHXAJANHH
(Lluxnesonud)

HpouereTe BHEAMATENRO BAJIATA JHCTOBKA HpEIH 1A 3aK0THETe 13 NPHEMATE TOBA JIEKAPCTBO.

- 3ana3ere Tasu AMCTOBKA. MoOJKe 13 ce HaNoXKH Aa g IpoYeTeTe OTHOBO.

- AKO MMAaTe HAKAKBH AOITBJIHUTEIIHH BBIPOCH, NonuTaitre Bamus nexap vy GpapManesT.

- Tosa nexapcTro € npeanmucaHo n1HuHO Ha Bac. He ro mpeorcTenBaiite Ha apyru xopa. To MOXE [a MM HaBpeaH,
HE¢3aBHCHMO OT TOBA, 9¢ TEXHHTE CHMITTOMH Ca ChIINATE KaTo Bauure.

- AKO HSKOS OT HEIKEJIAHHTE JICKAPCTBEHH peaKiM CTaHe CepHO3Ha, WM 3abeNexuTe APyrH, HEOIMMCAHH B Ta3H
JTMCTOBKA HEXKEJIAHH PeaKlMM, MOJig yBeJoMeTe Bamus nekap win ¢papManeBT.

B Ta38 JECTOBKA HHPOPMALIMATA € NOAPEAEHA B CEAHNS pejl:

KakBo npencrasniasa AjBeCKO H 3a KaKBO C€ M3MOJI3Ba

[Ipeam na mpuemete Ansecko (Tasu Touka Chabpxa BaykHa HHpopMarus 0THOCHO Bamara GezomacnocT)
Kak aa npueMare AnBecko

Br3MoxkHE He:keMaHU peakiium

CexpaHeHue Ha ANBECKO

HonbauaurenHa HHGopMaLms

A S e

1. KAKBO IIPEACTABIISIBA AJIBECKO H 3A KAKBO CE H3ITIOJI3BA

KaxkBo npeacranjisBa AJBeCKO:
Ansecko npeactapngsa OucTep M GesuBeTeH acposoneH cnpel, kolito Aa saMmBeare B 6enure cH apoGobe npes

yctata. ToBa € npopunakTudHo NeKapcTBO (KOPTHKOCTEPOHA), koeTo TpAOBa Ha ce mpHeMa BCeKH JEH, H KOETO
CTaBa aKTHBHO CaMo clie kaTo Obae uHxanupaHo B 6enwre B apobose.
AKTHBHO BEIIECTBO B TOBA JICKAPCTBO € LIMKIC30HHA, (32 MOMOIIAATE BeIIecTBA, BXK. TOUKa 6).

3a KaKBO ¢¢ H3NOJI3BAa AJIBECKO:

JlekapcTBOTO ¢e MpeanucBa 3a KOHTPOJ Ha nepcnc'mpama acTMa npH BB3PaCTHH H OHOMH (Ha 12-romumuHa
BB3pacT H NOBEYE).

To Bu momara na AuuiaTe NO-eCHO Ype3 HAMANABaHE HA MNpPH3HAIMTE Ha acTMaTa M u4pe3 MOHKXaBaHe
BEpOSTHOCTTA 33 aCTMATHYHM NpHCThNH. EQEKTLT ce npoaBaea ciaen onpeaeneH NMepHOA OT Bpeme H MO Ta3M
NpHYHHA JIEKapCcTBOTO TPAOBa fla ce npueMa BCEeKM JieH, JIOPH, KOTaTo ce YyBCTBaTe A0OpE.

Toea nexkapcmeo He e nodxodAu4o 3a ynompeba npu ocmpo HachroNUA npucmon Ha 3adyx. 3a 6wvp3o
00/1eKuasanRe KA MAKDE npuchron usnonieaiime camo Bawun unxanamop 3a 6vp3a Gporxodunamayus.

2. IIPEAM JA IIPUEMETE AJIBECKO

He npremaiiTe AnBecko
aKo CT€ AICPrHYHH (CBPEXUYBCTBHTEC/IHH) KbM HHKIE3OHH HAH KbM HAKOA OT OCTAHAJIATE CHCTABKH (BK. TOuka 6).

O0rpHeTe CNIENHAIAO BHAMAHHE NPH YHOTpeGaTa HA ATBECKO

e  Hpenn HauanoTO HA ACYSHHETO ¢ TOBA JIEKAPCTRO, MO, HEOpNpaitre. Babuis, nexap, ako:
HAKOra B MHHAJIOTO cT¢ OWIH NEKYBaHM HJIH B MOMCHTA cCe fn” a0, 0eganpaOHa TyGepkynosa (TBK),

reOMYKOBH, BUPYCHH WK OakTepHANHH HHPEKLMH.
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Alvesco 40/80/160 mecg PIL Bulg

AKO HE CTe CHIYPHH, KOHCyJITHpaiiTe ce ¢ Bamma nexap. BaxHo € Aa € CHIypHO, 4e AJBECKO ¢ NPaBHIHOTO
JieKkapcTBo 3a Bac.

[1o BpeMe Ha neyeHHETO ¢ AsBecko TpAOBa He3afaBHO Aa ce cBhpxeTe ¢ Balnus Jekap, ako:
¢ AULIAHETO CHJIHO Ce 3aTpYyAHM M NMpU3HauMTe BH, kamnuuara, 3aQyXsT, CBHPEHETO B I'bpPAUTE, CTATAHETO B
IBPAMTE, 3acHiicHHTE DeNoApoOHH IyMOBEe (XpUIIOBE) WM APYrH MpPH3HALY, MOKA3BAUIM CTECHeHHE Ha OpOHXUTE,
C¢ BJIOLIAT

(Tpabsa na n3nonssate Bamma unxanarop 3a 6bp3a OpoHxoawiaraums, kolTo obukopeHo Boau O6BP30 A0
noaoOpeHne Ha CbCTOSHHETO. ) |
° ce CrOyKaaTe HOLIEM OT NMPH3HALIMTE.
o He nonyuasare noaodpenne cnex ynorpedara Ha Bamusa uHxanaTop 3a 06p3a OpoHXOAUNATALIMA.
Bammar nekap e npereHH Kakso geyenne Bu e HeoOxoamumo B 6paeuie.

Cnenndauun oY NANAEHTH
Ilayuenmume ¢ medxcka acmma UMAT PUCK 34 OCTPH acTMATHYHH NMpUCTHOH. [Ipy TakuBa MALUEHTH JICKapAT L0
NPOBEXKAA PEAOBHO NOAPOOHH KORTPOJIHK NPErjiead, BKIOYBAILH H PYHKLHMOHAJIHO H3CeABaHE HA AHINAHETO.

Hayuenmu, koumo geve npuemam KopmuKocmepouo xamo mabaemxu:
AJIBECKO MOKe [1a Ce M3IIO/3Ba KaTo 3aMecTHTeN Ha Bammre TabmeTkH, WM 3a Aa Ce MOCTHIHe HAMAIABaHE Ha Opos
Ha TabneTkuTe, KOUTO TPAGBa Aa mpuemare. Mons cneBaiiTe BHUMATEMHO CEBETHTE HA Bamna nekap.

- Jamod4Ba ce c/iell OKOJIO CEAMMIIA OT HAYaI0TO Ha HHXANAMHTE ¢ AJIBECKO.

-  Bposar Ha tabnerkure, KOMTO npUeMare, e ObAc BHEMATEIHO HAMAJICH B NPONL/DKEHHE HA OTIPSCNSH MePHOA
OT BpeEME.

- Ilo BpeMe Ha TO3H NMEpPHOA € Bh3MOXKHO MOHAKOra ia NOYYBCTRATe 00LIO HEpa3NoNoKEHHE,

- DBwnpekn ToBa, € BAXHO Aa MPOABLJDKHTE KAKTO C HHXAJALMHTE ¢ AJNIBECKO, TaKa B ¢ 6aBHOTO HaMa/IiBaHE Ha
Opos Ha TabmeTKHTe, KOHTO TIpHEMATE.

- AKO ce NOsBAT CEPHO3HM NMpPH3HALM KATO rageHe (4yBCTBO 3a OONECT), MOBpHINaHe, AHAPHA WJIH NMOBHULISHA
TeMIIepaTypa, CBBPXKETE ce ¢ Bamud nekap.

- [lpu TO3M NpoLEC € BBRIMOXKHO NMOHAKOTa Ja C¢ MNPOSBAT HAKOH MaJKH ajeprH Kato PpHHHT (BB3NAJICHHE Ha
HOCA) WIH eK3eMa (ChpOexk B 3auepBaBaHe HA KOXKATA),

- AKO CT¢ NpeMHHANH Ha JIieYeHHe ¢ TabneTky, 3a U3BeCTHO BpeMe npH Bac nie uma puck ot HamaneHa AeifHOCT
Ha HaaOBOpeLHTe, KOSTO Ce AR/DKH Ha TabIeTKUTe KOPTHKOCTEpOHA, KOUTO mpHeMaTte. [IpH3HauHTe Ha HamMalleHa
AeHHOCT Ha HanOBOpeHTe (Hamp. 3aMasHOCT, MpUIIaAake, ragcHe, 3arydoa Ha aneTHT, NPOMEHH B HACTPOEHHETO,
HaMalMBaHe Ha OKOCMSBAHETO MO TANOTO, HEBBIMOXKHOCT 332 CHOpABAHE CBC cTpeca, cmaboct, riaapobomue,
npob/ieMd ¢ naMeTTa, AlEPrid, HEeTHITMYHH JKEJIAHUA 33 XpaHY M HapylICHA peryialiii Ha KPBLBHATA 3aXap) MOTaT
Ja MPOALIDKAT H3BECTHO BpeMe.

- BBIMOXKHO € J1a C¢ HANIOXKHM Aa ce KOHCYJITHpPATE CBbC CIELHAIMCT, KOHTO Aa onpenend TOYHO KOJKO €
MOTUCHATA AcHHOCTTAa HAa HAnOROpeLHTe.

-  BammuAT 1ekap peAoBHO 11 caeaM AciiHOCTTa Ha HagOROpenuTe Bu.

- B nepHoau Ha crpec (Hanp. ako Bu npencTou xupyprivHa onepanys, BlIoLIaBaHe Ha MPHCTHIATE HA aCTMATa) €
BBL3MOXKHO Aa HMATE HYAA OT MoBeye TaOMeTKH KOPTUKOCTEPOHI. B TakHBa ¢Iyuan TpabBa xa HOCHTE Che cebe
CH NpeAynpexnuTeNHA KAPTS 32 CTEPOHAHO JICIeHHEe | TOBA JIa € YIOMEHATO/TIOCOUESHO B HEA.

Hayuenmu c weprodpobno unu 6vbpeuno 3abornsane
Axo cTpajate OT TEKKO 4YepHOoApobGHO 3abomapaHe, Bamuar nexap me By npernexga no-BHHMATENHO 3a

CBCHTYAIHH HEXKENaHH JICKAPCTBEHH peakiiMd, ABDKAIIH Cé Ha HapYUICHHE HA HOpPMajiHaTa MHpPOXYKLHA Ha
CTEPOHAM.

Hema nop [2-roguinHa BB3pacT:
ToBa nekapcTso He ce mpenmopbuBa 3a ynotpeba mpu acna moj 12-roAHUMINA BB3PACT, NOPaAH JHNICA Ha
HH(OpMALMA 32 BE3MOMKHH HeXKeNaHU JIEKapCTBESHH peaKkIium.

Ilpnem na apyrn Jekapcrea
Mons, npead na usnonspare Ansecko, HHpopMHpaiite Bamua nekap, ak
HH(EKLHH ¢ TeKapCTBa, ChABPXKALIH!
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- KETOKOHA30J1,

- HUTPaKOHA30,

- pHTOHaBMp,

-  HenpHHABHP.

Te moratr fia 3aCHIAT efeKTa Ha ANBecKC M TaKa HE MOCAT HAITBIHO JIa C€ M3KIIOYAT HEXeNlaHH JIeKapcTBEHH
peaKiMH.

Moag mapopmupaiiTe Bamua nexap uan ¢apmanesT, ako XpHEEMATEe HAH HACKOPO CTe NPHEMAJH APYTH
JIEKApPCTES, BRIIOYTHTEAHO H TAKHBA, OTHYCKAHH 03 penenTa.

IIpaeM Ha TORA JIEKAPCTBO € XPAHH H HANATKH
Hama B3auMoneiicTBue Ha ANBECKO ¢ XpaHH H HAITHTKH.

bpeMeHaHOCT H KbpMeHe
Hudopmupaiite Bamua nekap, ako cte 6peMenHa, UcKaTe Ja 3a0peMESHEETe HITH KbPMHTE.

- [loHeke HAMa AOCTATHYHO HHopMalma 32 epekrHTe Ha ANBecKo NpH OpeMeHHUW KeHW, Baumumar nexap we
obcBAM ¢ Bac puckoseTe H NON3KTE OT MPHIOXEHHETO Ha AJNBECKO.

- IIukne30HUA (aKTHBHATA CBCTaBka Ha AJIBECKO) MOXKe Zia ¢e NpHeMa IO BpeMe Ha OpeMEHHOCT caMo, aKo
OYaKBAHHTe MOJI3H 32 MaHKaTa ONpaBAaBaT BH3IMOKHHMTE PHCKOBe 3a passuBamioto ce 6e6Ge. Ako Bamuar nekap
MpeLeHH, 9¢ MOXKEeTe Aa MPOABIDKHTE Aa npHeMare ANBECKo, TpAOBa Aa C€ M3MON3BA BB3MOXKHO HAM-HHUCKAT2 033
LIHKJIE30HH] 32 MOJABPKAHE Ha KOHTPOJIa BhPXY acTMaTa

- Ilpu meua Ha MalkH, KOHTO Ca NMpHEMAJIH KOPTHKOCTEPOHIH MO BpeMe Ha GpeMEeHHOCTTa, ClieABa A ce CleOH
BHHMATEIHO HaA0BOpedHaTa AeHHOCT.

- HMudopmupaiite Bammsa nekap, ako Mckate Jja H3Noa3pare AJIBECKO JOKATO KbPMHTE,

- He e n3pecTHO Nanu HHXANAaTOPHHUAT UHKJIS3OHHA NPeMHHABA B KbPMaTa NPH Xopa.

- Ilo Tasu nmpHYMHA NpPEeANMMCBAHETO Ha AJIBECKO HA JKEHM, KOMTO KbPMSAT, TpaOBa Ja CTaBa caMo, ako Cjej
BHHMATEIHOTO OOMHCIIAHE OYAKBaHATA NONI3a 3a MaiikaTa € Mo-roAsMa OT BE3MOXKHMA PHCK 3a JICTETO.
IlocnBersaiite ce ¢ Bawna nexap unx gapmaneBT npean ynotpedara Ha KOeTo M /1a € JIEKapcTBo.

[lognpane 1 padora ¢ MAIIHEE |
ANBECKO W CBCTABKMTE MYy HE MOBJIHMABAT WIH MNOBIHABAT NpeHeOpekHMO cnocoGHOCTTA 32 modHpaHe H paborta ¢
MAalllHHH.

3. KAK JA IPHEMATE AJIBECKO

Bunarn npHeMaiiTe TOBa JIEKapcTBO TOYHO Kakro BH e kasan Bammuar nexap. Ako He CTe CHTYpPHM B HeINo,
nonuraiTe Bawua nekap wiv papmarienr.

* AKO CTe 3amoyHany TOKY-IO Ja MpHEMAaTe TOBAa JICKApCTBO BMECTO MAH 3aeaHo ¢  Tabaerkn
KOPTHKOCTEPOHA, BIKTe TOYKA 2 ITayuenmu, koumo eeve npuemam Kopmuxocmepoud Kamo mabnemxi.

Kaxkno Ko1n1ecTBO ABecko Tpadsa Aa ce npAeMa BCeKH Aen?

Bamuat nexap Tpabsa na BH € Ka3an kakBo KOJIMYECTBO OT IEKAPCTBOTO TPAGBa Na mpueMaTe BeekH AeH. Topa me
3aBHCH OT BalllNTe HHAHBHAYAHY HYXKIH.,

* llpenoprusanara mo3a Ansecko ¢ 160 MUKporpama BefHBXK AHEBHO, KOETO MpPH MOBEYETO MALMCHTH
OCHI'YpABa KOHTPOJ Ha acTMara.

. [Ipn Hikou nanwenT¥ HamaneHa JAosa OoT 80 MMKporpaMa BeOHBK JHEBHO MOKE A2 € JOCTaTbuHa 3a
noaAgbpkaHe Ha ePEKTUBCH KOHTPOJ Ha acTMAara.

A4 CC HaJNOKH
YBC/INHCHa N0
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640 MukporpaMa Ha AeH, BocTaBeHH Kato 320 MMKkporpaMa apa msTH AHEBHO, HO HIMa JaHHH, NOTBBPKAABAIIH
HAIMYHMETO Ha ACITBJIHUTENEH TepaneBTHYEH eekT cie 3 Mecela npaiaraHe Ha Te3H NO-BHCOKH J03H.

Ako e HeoGxoauMo, Bammar nekap Moxe cbino Aa Bu npeanmume u tabneTkn KOPTHKOCTEPOUA H/IH aHTHOMOTHK
(B coyyaii Ha HHQeKIHA).

-  BawmsaT nexkap me xopurupa no3ara Bi 10 MUHHMAaTHAaTa, Heo6Xx0AHMa 3a KOHTPOI Ha acTMAaTa.

- Tpabpa na 3anovHeTe Oa ycelnare nMoacOpeHHe Ha CHMOTOMHTE (XPHITOBE, CTATAHE B FBPAHTS H KalIUIHILA) B
paMKuTe Ha 24 yaca.

Kora Tpabsa aa H300/138aM MOS HEXAJNATOP AJBecko?

ITpu moBedeTo CAYYaH MJIA CYTPHH, MJIM BEUCP — KaTo €fHO WIH ABE BNPBHCKBAHUA_BEOHBK AHCBHO. Cneapaiite
MHOTO BHHMAaTe/THO HHCTpYKUMuTe Ha Bammsa nekap. BaxHo e na npueMare AJIBECKO BCEKH [IEH, KOPH KOTaToO Ce
4yyBCTBATEe no-go06pe.

Axo 3abenexure, ue ¢ HeobxoauMo Ja Hznoassare Bamuma nuxanatop 3a 6bp3a 6poHxoaMnaTalMs MO-4ECTO OT 2-3
IbTH Ha ceOMULIA, TpAOBA fa ce cBbpXKeTe ¢ Bamna nexap u Toii Aa npepasriena A03MpOBKATA Ha IEKapCTBOTO BH.

Kak 1a n3moa3BaM MOl HEXAJIATOP AJIBecKo?

BaxcHo € B HAaUanoTO JIEKApAT, MEAMIIMHCKATA cecTpa i ¢apmaleBThT Aa Bi mokaxart kak Ja H3nonaspare Baiims
uHXxanatop Ansecko. obpata TexHHMKa Ha MpWIOKeHWe e ocHrypH jao Genure Bu apobope na moctura
MPABWIHOTO KOMHIECTBO. MO U3roN3BaiiTe MHCTPYKLMHTE B HACTOSIATA JIMCTOBKA KATO MOMArano.

AKO HCKaTe, TbPBUTE HAKOJKO IThTH MOMKETE Ja ¢ YNPaXKHABaTe Mpeld Orjeaano, RoKaTo Ao0HeTe yBEepeHOCT, de
M3M0/3BaTe NpaBH/IHO Bamug usixanarop AnBecko. BHHMaBaliTe 1eKapcTBOTO Ja HE H3U34 OTTOPE WM OTCTPAHH
oT ycrara Bu.,

AKO MHXanaTopsT BM € HOB WM He e 611 H3MOI3BaH B NPONB/DKCHAUE HAa eiHA CCAMMLIA WIH noBeve, TpulBa na ce
NMpoBepH npeau ynoTpeba. MaxHeTe kamauero Ha MYHIIIyKa H HATHCHETE MeTalHUs (P/IaKOH TPH NBTH HAZOIY B
HHXAJIATOpa Taka, Ye Ja ce OTACIAT TPR NPLCKaHHA BEB Bb3AYXa HACTPAaHK OT Bac.

He e neoObxomumo npenu ynorpeda Aa pasknamare Bamusa unxanatop AJBecko. JIEKapcTBOTO OT CAMOTO HAYANO €
noA (popmara Ha MHOTO MPELM3CH Pa3TBOP, TaKa 4e Ja BM ce ocHrypH NpaBWIHATA 4034 ¢ BCAKO BIPHCKBAHE.

[1o BpeMe Ha wHXaNaLMA MOXKETE Ja CeUTE KIIH Ja CTe MPaBK.

ChrensaiiTe BAHMATE/IHO TE3H HHCTPYKIHH H C€ PHKOBOJETE OT KAPTHAKHATe,

1.
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2. Jppxre vHxanatopa oObpHaT Hanony (AbHOTO HA METAJIHMA (AKOH Ja € HArope), KaTo MOKA3AICLILET € Ha
ABLHOTO HA METANHUA (GNAKOH, a NMANeHbT — NOA MYHJIIYKA.

3. Hapguumakre koaxkoto Bu ¢ ynobHo. Mona u3bArsaiiTe na auiaTe npes HHXaJIaTopa.

4,  IlocraBeTe MYHALLYKA B YCTATA CH K 0 00XBaHeTe NABTHO ¢ YCTHH.

3. Bennara, moM 3anodHeTe Aa BAKIIBATE Ipe3 YCTATa, ¢ MOKasaiella HATHCHETE AbHOTO HA MHXAJIATOpa TaKa,
ye A3 ¢€ OTACIH €JHO BIPLCKBAaHE OT JEKAaPCTBOTO, AOKATO olle BaMmBate 0aBHO H aBiI60ok0. Mond, BHUMaBaifTe
BMPLCKAHOTO JIEKAPCTBO J1a HE H3JIM3a OTIrOpe HIH OTCTpaHHU OT ycraTa BH.

6. 3aapbKTe NMUIAHETO CH, H3BAJISTE HHXANATOPA OT YCTAaTa CH M MaxXHETE MPBHCTA CH OT AbHOTO Ha HHXaNaTopa.

3a/pBKTe AMIIAHETO CH 3a OKoJMo 10 cekyHAu wnm xonkoto Bu e ynobno. baBHo m3auuraiite mpes ycrara.
M3barsaiire aa qHINATE B MUHXANATOPA.

BaxHo e 4a ne 6bp3aTe OPH A3MbLAHEHAE HA CTHOKH 3 10 6.

7.  AKo CTe MHCTPYKTHpPAaHH A3 TNpUEMETe Olle €XHO BIPBLCKBAHE, H3Y
OOoBTOpeTe CTHIKHU 3 A0 6.
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8. Cnen ynorpe6a BMHarH NOCTAaBATE Kama®ueTo HA MYHAUYKa, 33 4@ 1o npeAnasure or samupcasase. Ilpu
NOCTABAHETO 0 APHTUCHETE CUITHO, JOKATO LWIPAKHE HA MACTOTO CH.

9. C ornea Ha XWrueHarta

- MONA HOYMCTBAaMTe peNOBHO MYHAILYKA CLC CyXa KBPIIa, KAKTO OTBHH, Taka H OTBBTPE.

- KaTO M3MION3BaTe CyX0, HArbHATO Mapye miar, MOLpuIeTe NpeAHaTa YacT Ha MANKHUi OTBOP, OT KBAECTO H3/IH3a
JIEKAPCTBOTO.

- He M3NOJ3BalTe BOAa WIH APYTH TEYHOCTH.

[TpaBHnHaTa TeXHHKa OCHrypsBa NMOCTBHIIBAHETO HA MPaBUIHOTO KOJIHYeCTBO Aneecko B Oenure Bu apobope npH
BCAKO H3MON3BAHE HA HHXxanaTtopa. BauiyaT jiekap mie npoBepsBa peJ0BHO TeXHHKATa BH Ha HHXamupaHe, 3a Ja ce
OCHrypH jeueHHeTo BH aa nocturae Hait-100wp edekr.

KoraTo MeTanHaTa 0nakoBKa € HaIThJIHO npasHa, BHe HAMa Jja ycemare Wi YyBaTe M3/IH3aHe Ha 3aJiBHKBAIUA Tas3.

AKo cef ynorpeda Ha HHXANATOPA ANBECKO NOYYBCTBATE 3AAYX H/IH CTEArafe B IbPARTE:

° f¢ OpaeMaliTe NoBe4Y¢e BNPHLCKBAHHS, |

° A3moa3salite Bamus nuxajaarop 3a 0sp3a OponxoanaaTanus, 3a A2 HOANOMOrHeTe NHIIAHETO CH.
. cBLpkKere ce He3abasno ¢ Bamus gexap.

AKo ce zaTpyAHABaTe Ja HM3NOJ3BaTe HHXanaropa, Bammar nekap Moxke ga BH npenoppya aa H3Moa3BatTe
pa3npeCKBaLlo yc%ﬁcma. PasnpuCcKBamo YCTPOHCTBO, KOETO € MOAXOAAIIO 3a HHXAIATOpA ANBECKO, C& HapH4a
AeroChamber Plus'™. Ako msmonseare ycrpoiicrBoto AeroChamber Plus™, mons chempaiite AafieHMTe 33 HETo
HHCTPYKIMY. BamnaT nexap wint dapMauesT me ¢a B ChbCTOAHHE 7a BM JanaT ¢BBeT 3a TOBA YCTPOKCTBO.

AKO cTe IpHENN MoBeYe OT HeoOXOAHMATA 1032 ANIBECKO

Hama Hyxaa ot coeliMduiHO NeYCHHE, aKO CTe M3NOJ3BANH MoBevue AJIBECKO, HO TpabBa a npeaynpeaute Bama
Jjekap. AKO BHCOKHM [AO3M Ce NpHaaraT 3a NPOAB/DKHTEAHO BpeMe, HE MOXe Ja CC M3KMIOYH MOTHCKAHE Ha
HanOBOpeyHaTa NeHHOCT B HAKAKBA CTENCH H MOXE a C& HAJIOJKH KOHTpoNIHpaHe Ha Hano1Opeunata gefiHocT.,

AKO cTe IpOOYCHANH AQ NpHEMETE ANIBECKO

AKO CTE MpOITyCHANIH Aa NMpHeMETe AJIBECKO, IPOCTO NMpHeMeTe cleiBailaTta oOuualina fjo3a, xoraTo if € BpeMero.
He B3emaiire ABoeH Opoif BpHCKBaHMA, 3a Aa KOMIIEHCHpATE NPOIyCHATATA 034,

AKO cnpere npHeMa Ha AJIBECKO
Jlopu aKko ce yyBcTBaTe no-no6pe, He Tpa6GBa fa cIMpaTe fa U3MOJI3BATE HHXAIATOpa AJBECKO.

4. Bb3IMOXHH HEXXEJIAHH PEAKITUH

KakTo BcHYKH JleKapcTBa, ANBECKC MOKE A3 NPEAHIBHKS HEXKENaHH pe
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O6GHKHOBEHO HEXENIAaHUTE JISKapCTBEHH peakiiy, HabmoaasaHu npH ynotpedata Ha AnBecko, ca ekd. B nosedero
CITy4aH MOXKETE Ja NPOAB/IDKATE JIe4eHHETO. HekenaHu nexapcTBeHy peaklHH, KOMTO MOKE a NOyIMTe, Ca.

MHOro peaKH HexXeNnaHH peakipe (npH no-manko ot 1 Ha 10 000 sexyBaHH DALMEHTH):

Peakiid Ha CBPBXYYBCTBHTEIIHOCT OT OBp3 WM 3abapeH THI Karto OTOK Ha YCTHHMTE, €3MKa H I'BpJIOTO
(aurnoeaema). [lauuerTHTe, KOHMTO MOJAYYaT TE3H CHMNOTOMH, TpAOBa Ja Cnpar Aa W3MOJ3BAT JICKAPCTBOTO M
He3a0aBHO Ja MOTHPCAT MEIHIIHHCKA MOMOII,

Heuecth HexenaHu peakituy (npu mo-manko ot 1 Ha 100 nekysauw nauneHTR):

. Ape3raBoCT, KAIJIMLIA clIel HHXAJIMPaHe, 3aCHIIBAHE Ha XPHIOBETE CICK HEXAIHpaHe
. IOl BKYC, TAPEHE, BH3NalleHue, pa3pa3BaHe, CyXoTa B ycTaTa WiIH I'BPIOTO
. KOXeH 00pHB W/ MTH eK3eMa, KOSTO BOAM 0 3a4YepBABaHE H CHPOEK.

ANBECKO MOXe Ja 3acerHe HOpPMalHaTa NPOAYKUMA Ha KOpTHKocTepomau B Tanoto Bu. ToBa o6HkHOBEHO ce
HaOmonaepa npH MauHSHTH, MPHEMAald BUCOKH J03HW B NPOABIKEHHE Ha ABIro BpeMe. TesH pelkH HeXCNaHH
peakLHMH MOraT Aa BKIIOYBAT:

- HaMaJieHa CKOPOCT Ha pacTexka NpH IOHOIMIH

-  HM3THHABaHE HAa KOCTHTE

- MOMBTHABAHE Ha JICIIUTE Ha OYMTE (KATApaKTa), BOACIIO A0 3aMBIVIEHO 3PEHHE

- 3ary0a Ha 3peHHe TIOPaJH HEECTECTBEHO BHCOKO HAJIAraHe B OKOTO (IJayKoMa)

- nyHooOpasuo nAuue, HANpABaHe Ha TErI0 B FOPHATA YacT HAa TAJIOTO M W3THHABAHE Ha pBUETE H Kpakara
(KymuHronasu 6enesy win CHHApoM Ha KyLIMHr).

PLCTHET Ha KOHOUIMTE, KOHTO NMPHEMAT JIeHeHHe B NPOALKEHHE Ha ABIro Bpeme, TpAOBa /1a ce MpoBepaBa peAoOBHO
OT Jekaps WM. AKO CKOpOCTTa Ha pacrtexxa ¢ 3alaBeHa, Baiwsar nekap Ie KOpHrHpa JedeHHeTo B, ako ¢
BBH3MOXKHO, C Hali-HHCKaTa A03a, IPY KOATO ¢e NOAABPKA eQEKTUBCH KOHTPOJ Ha aCTMATA.

TabneTKHTe KOPTUKOCTSPOMA MorarT Ja [AOBEAaT A0 MNOBeYE HEXENAHH PpeakiHH B CpaBHCHHE C
KOPTHKOCTEPOHIHHTE HAXANATOPH KaTo ANBECKO. AKO CTe NpHEMAIH CTCPOHAHH TabNeTKH NMpeayd WIH 110 BpeMe
Ha ynorpedara Ha AJBecko, PUCKBT 3a HEKENaHM peaKUUu OT TadJeTkuTe MOXKE Aa ce 3anasH 3a H3BECTHO BpeMe.
IlepHOAHYHHAT KOHTPOM OT CTpaHa Ha BammuA nekap ine rapaHTHpa, 9€¢ NpHEMare npasdnHara 3a Bac fAo3a
Aneecko. 1lepnoguuHHMAT KOHTPOI CBINO TaKa IUE pa3sKpHe PaHO €BEHTYAIHH HEXEJaHH peakuHMH M ¢ HAMalir
HIaHca Te Jla ¢€ BJIOLAT.

Monsg 3anioMHeTe:
(OgaxsaHuTe NMOM3M OT BameTo nexkapcTso 0OHMKHOBEHO Ca [10-TOJIEMH OT PHCKOBETE 3a MOABA HA HAKOA HeXeJlaHa

JIeKapCTBEHa peaKims,
AKO HEKOf OT HEXKEIaHHTE JICKAPCTBEHH peaklHH CTaHe CEPHO3HA HWIH 3alesIexuTe ApYTH, HEOMHACAHH B TasH

JICTOBKA HEXKENIAHHU PeaKkLiy, MOJIA yYBeAoMeTe Bammna nekap unn apMauesr.

5. CBXPAHEHMHME HA AJIBECKO
CobxpaHaBadTe Ha MACTO, HEAOCTBIIHO 32 AELa,

OnaxoBKaTa CHLALPKA TETHOCT HoA Handarane. /la ne ce cbxpanasa max S0°C.
OnakoskaTa Be Tpadra ga Ovae npodupana, UyneHa Wik u3rapaHa, J0pH ako H3rMexKAa NpasHa.

[TogoOHO Ha MOBEYCTO NEKAPCTBA 34 HHXAMWpaHe B OMAKOBKH MOJA HaNAraHe, TCPANCBTHYHMAT €(EeKT Ha TO3M
NEKapCTBEH MPOAYKT MOXKE Ja HaMajlee, aKO OMaKOBKaTa ¢ CTyZAeHa. Benpekd ToBa AJIBECKO OTASNA €HA H ChINa
no03a B uHTEpBana ot MUHyc 10°C no mmoc 40°C.

He n3nonssalite Bamusa vHxanaTop cneAl CpoKa Ha rogHOCT, 0TOeNA3aH B
caef "Toaen Ao:”. CpOKbT HA FOAHOCT OTITOBApA HA MOCTICAHUA ACH OT NOC
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Ako Bammar nexap pelny Oa NpeycTaHOBH JIEUSHHUETO WIH aKO HHXANATOPBT € MpaseH, BhPHETE MHXANATOpa Ha
Bamusa dapmanest 32 Oe3onmacHO H3xBbpiaHe. TOBa € Ba)KHO, Thi KaTo € BB3MOXKHO CH¢AH OT JICKapcTBOTO A3
OCT4HAT B KOHTEeHHEpa, AOPH ako ToM Bu narnexna npaseH.

6. JOIIBJIHUTE/IHA HH®OPMAILIUA

KakBo coabpka AnBecKo

- AKTHBHATA CBCTaBKA € [UKIe30HUA. IIpE BCSko HaTHCKaHe C€ OTMENA C€AHO HO3HPaHO BIPBCKBAHE
(M3nM3amara OT MyHRIYyKa 03a), ceabpxkamo 40, 80 unan 160 MHkporpaMa LHKIE30HHA.

- OcTananure cbCTABKH ca ¢TaHOI, Oe3BoacH U nponenadt (HFA-134a Hopdnypan)

Kak nirnexna AnBecko B K4KBO CHAbPKA ONAKOBKATA
AnBecko npeacrtasngsa OucTpa Oe3nBeTHa TEMHOCT B alyMHHHEBAa OIMAKOBKA MO HaNATaHE, KOATO ocBoboskaasa
npe3 MyHALLYKA TOYHO NMpeMepeHa 103a MKIS3OHHA 1104 opMaTa Ha CIIPEH.

Bunose onakoskn:

Huxanarop ¢ 30 po3upaiu BOpLCKBaHAS.
Huxanarop ¢ 60 gosupaii BUpbCKBaHHA,
Huxanarop ¢ 120 no3upasyd BHPbCKBAHHAS.

Bcgka roneMHMHa Ha OfIAKOBKATa CBABPIKA HOCTATHYHO KonmyecTBo 33 30, 60 mnu 120 nosupanm Bnpeckeanuia. B
3aBHCHMOCT OT OpoA JA03HpaHK BINPLCKBaHWA/ICH, NIpenopbYad Bu or Baunsg sexap:

. HHXanaTopsT ¢ 30 103UpaHN BIPBCKBAHHA CBABPAKA AOCTATHYHO JIEKAPCTRO 34 JBe A0 YeTUPH CeAMMLIU.

*  uHXanaropsT ¢ 60 HO3MpaHK BNPHCKBAHNS CHALPKA AOCTATHYHO JIEKAPCTBO 3a €AUH A0 1Ba Mecela.

. uHXanatopsT ¢ 120 Ao3Mpany BIpLCKBaHUA ChABPXKA JOCTATHYHO JIEKAPCTBO 3a ABA OO YETHPH Mecelia.

He BcHuKkM BHAOBE 0NaKOBK#A MOTaT Aa ObOaT MyCHATH B Npojax0a BBB BCAKA CTPaHa.

IIpaTexkaren Ha pa3pellicHHETO 3a yNOTpeba
Nycomed GmbH

Byk-Gulden-Str 2

D-78467 Konstanz, ['epMaHus

IIpon3BoauTen

Nycomed GmbH

Byk-Gulden-Str 2

D-78467 Konstanz, ['epmManus

Plant: Robert-Bosch-Str. 8, D-78224 Singen, 'epManus

Hme Ha npoaykTa B peepeHTHATa CTPaHa

United Kingdom | UK/H/0699/001 Alvesco 40/80/160 Inhaler | ‘

ViMe Ha npoaykra B 3acErHATHUTE CTPaHU

- I

Austria UK/H/0699/001 Alvesco 40/80/160 Mikrogramm Dosieraerosol
Belgium UK/H/0699/001 Alvesco 40/80/160 microgram, agrosol, oplossing
Bulgaria UK/H/0699/001 Angecko 40, 80 u 160 Muxporpama, pa3TBop noa

HaJI4raHe 3a MHXaJIalHH - -~

Cyprus UK/H/0699/001
Denmark UK/H/0699/001
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Estonia UK/H/0699/001 Alvesco 40/80/160 micrograms, pressurised inhalation,
solution

Finland UK/H/0699/001 Alvesco 40/80/160 mikrog/annos inhalaatiosumute,
liuos

France I UK/H/0699/001 Alvesco 40/80/160 microgrammes, dose solution pour
inhalation en flacon pressurisé

1 I

Germany UK/H/0699/001 Alvesco 40/80/160 Mikrogramm Druckgasinhalation,
Ldsung

Hungary UK/H/0699/001 Alvesco 40/80/160 mikrogramm, pressurised inhalation
solution

Iceland UK/H/0699/001 Alvesco 40/80/160 innudalyf

Ireland UK/H/0699/001 Alvesco 40/80/160 micrograms pressurised inhalation |
solution

Italy UK/H/0699/001 Alvesco

Latvia UK/H/0699/001 |  Alvesco 40/80/160 inhalators B

Lithuania UK/H/0699/001 Alvesco 40/80/160 microgramu suslegtas inhaliacinis
tirpalas

Luxembourg UK/H/0699/001 Alvesco 40/80/160 Aérosol doseur B

Malta UK/H/0699/001 |  Alvesco 40/80/160 Inhaler -

Netherlands UK/H/0699/001 |  Alvesco 40/80/160 Inhalator

Norway UK/H/0699/001 Alvesco 40/80/160 micrograms/dose T
inhalasjonsaerosol, opplesing

Poland UK/H/0699/001 Alvesco 40/80/160 micrograms pressurised inhalation,
solution

Portugal UK/H/0699/001 Alvesco 40/80/160 Inalador

Slovak Republic UK/H/0699/001 Alvesco 40/80/160 Inhalator T

Slovenia I UK/H/0699/001 Alvesco 40/80/160 pg inhalacijska raztopina pod
tlakom

Spain UK/H/0699/001 Alvesco 40/80/160 mcg solucion | para inhalacién en
envase a presion

Sweden | UK/H/0699/001 | Alvesco 40/80/160 microgram/dos inhalationsspray,

I6sning
. —_—
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[ IAHHM, KOMTO TPAEBA JIA ChALP/KA BTOPHUHATA OI1

AATA Q)L

Kapronena onakosxa— Alvesco (40 mukporpama AKTHBHO BemecTBO B 103

| 1. _MME HA JIEKAPCTBEHHS IPOAYKT B 1

Ansecko 40 MHKporpama, pa3TROp N0 HajIAraHe 33 HHXaIal[Hy
(Lluxneszonuo)

Alvesco 40 micrograms, pressursed inhalation, solution
(Ciclesonide)

2. OBfIBABAHE HA AKTUBHOTO/MTE BEIIECTBO/A ]

| nosupaHo BNpbckBaKe (10CTaBEHA A03a OT MYH/IILYKA) CHABPKa 40 MHKpOTpaMa LIMKJIe30HHA.

3. _CNHUCHK HA IOMOILUHNTE BEIECTBA _ ]

[ToMomHu BemecTna:
Hoponypan (HFA-134a); Erason, 6e3BoaeH.

4. JIEKAPCTBEHA ®OPMA U KOJIHYECTBO B EfHA ONAKOBKA

Pa3TBOp noj Hanarane 3a HHXAJALMK

5. HAYVH HA IPHJIATAHE ¥ TFT/MIA HA BbBEAJIAHE

CaMO0 33 HHXATATOPHO MPUITOKEHHE.

6. CHELMAJIHO PEAYVIIPEXXAEHME, UE JEKAPCTBEHHSAT IPOAYKT TPSAEBA
JA CE CbXPAHABA HA MACTO JAJIEY OT IOMJIEJA M IOCETA HA IENA |

Ha ce cpxpaHsaBa Ha MACTO, HEJIOCTHITHO 33 Aclia.

(7. APYIM CIENMAJIHMA NIPEAYTIPEXAEHHA, AKO E HEOBXOJMMO |

Buumanne: Konreittep noa Hamsrane. J{a He ce npo6GHBa, wynH Wik H3raps AOPH, KOraTo € HaMbJIHO
mpaseH. [la He ce H3nara Ha TeMneparypa Hag 50°C.

8.  JIATA HA U3TMYAHE HA CPOKA HA TOJTHOCT . |

I'oaeH no:

9. CHELHMAJIHH YCJIOBHS HA ChbXPAHEHHE

Ha He ce u3nara Ha Temneparypa Hag S0°C.




10. CHEIHAJIHH NPEATIA3HH MEPKH ITPM H3XBHPJISIHE HA HEM3IIOBBAHA
YACT OT JJEKAPCTBEHMTE ITPOAYKTH WIH OTNAXBYHHU MATEPHAJIM OT
| TSX, AKO CE M3UCKBAT TAKHBA

Aa He ce npoOHBa, Yy WIH U3rapa JOPH, KOTaToO € HAIK/THO Npa3seH.

1. HMME H AIPEC HA NIPHTEXATEJIS HA PASPEIIEHHETO 3A YIIOTPEEA |

[lpurexaren Ha paspeleHHeTOo 3a yroTpeba:
Nycomed GmbH
D-78467 Konstanz, I'epmanus

12. HOMEP(A) HA PATPENIEHHETO 3A VOTPEBA |
Perucrpaunonen No

(13, IAPTHIEH HOMEP - _ 1
ITapTiga Ne

14. HAYHMH HA OTIIVCKAHE T T

[To nexapcko npeanmcaxue.

(15, YKA3AHHS 3A YIIOTPEBA

IIpeau ynorpeba npodereTe NUCTORKATA.

16 MH®OPMALS HA BPAIJIOBA A3BYKA - T/

Ansecko 40

17. Apyra ll_l.ll!)ﬂ_pM_allllH __ __ _ _ — —_ :I

Alvesco e 3ana3eHa Thproscka Mapka Ha Nycomed GmbH.




MHHHUMYM JAHHH, KOUTO TPAEBA JA ChIbPHKAT !
IBPBUYHU OIIAKOBKH

Konteiinep (ETrkeT Ha MeTannns ¢aakon) — Alvesco (40 MHKPOTpaMa AKTHBHO BEIECTBO B
A030BA eIHHANA)

L
il ik - A P i -

(L. MME HA JEKAPCTBEHHA [IPOAYKT U IThT/MIIIA HA BbBEXJAHE |

Aneecko 40 MHKpOrpaMa, pasTBOp MO/l HAJATAHE 33 HHXAJIALHH
(L{uxnezonuo)

2. HAYMH HA IPHJIATAHE | -

Camo 3a MHXalaTOPHO NPHIIOKEHHE.

(3. NATA HA M3THYAHE HA CPOKAHATOAHOCT ]
I"onen no:

|4 TAPTUJAEH HOMEP - T
[TapTma Ne

5. _ CHIBPKAHHE KATO MACA, OBEM UM EJMHMIM |

(6. myro  ~  ~ — )

| mo3upaHo BIpLCKBaHE (ROCTaBeHA A034 OT MYHAIIYKa) cbAbpAaa 40 MUKpOTpaMa IMKIS30HKN,
Hpeau ynotpeba npouerere nucToBKaTa.

Brumanue: Konrelinep nox Hanarare. Jla e ce npo6usa, Yyl HWIH U3raps JOPH, KOTaTo € HAITRJAHO
npased. [1a He ce w3nara va Temneparypa Han S0°C.




