Alvesco 40/80/160 mcg P_!L Bulg

JACTOBKA: HHOOPMAIIMA 3A ITIOTPEBUTEJIA

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

Auheclco 40, 80 1 160 maxkporpama, pa3TBOp N0J HANATAHE 38 HHXAJIANHE
(Luxnezonuo)

IIpoueTere BHAMATENHO NFJATA JACTOBKA OPEAH A 3AN09HETe 12 NPHEMATE TOBA JIEKAPCTBO.

- 3ama3sere Ta3H TUCTOBKA. Moxe Aa ce HANMOXH fa & OpoveTeTe OTHORBO.

- AKO HMaTe HAKAKBH JOIMBJIHUTEHH BhIpocH, nonuTaiite Bamug nexap wnu apmMaliesT.

- Tosa nexapcTso € npeAnHcaHo JuaHO Ha Bac. He ro npeorcrenBaiite Ha Apyr# xopa. To Moxke Ja MM HaBpeIH,
HE3aBHCHMO OT TOBa, 9€ TCXHHTE CUMIITOMH Ca CHLUIWTE KaTo Bauiure.

- AKO HAKOs OT HCHKEIAHMTE JICKapCTBEHH PeakUdH CTAHS CEPHO3HA, WIH 3a0eNIe:KUTe APYTH, HEOIHMCAHH B Ta3H
JIACTOBKA HEXEJIAHH PeakLHH, Mo yeeaomeTe Bammg nekap mnu dapmanesr.

B Tazn 1ucToBKa HHGOpMaUKMATA € NOAPENEHA B CIICHHA PEA;

Kaxso npeacTaBassa ANBECKO M 3a KAKBO C€ M3MOJ3Ba

[Ipenu na npuemere AnBecko (Ta3u Touka ChABpka BakHa HHPOPMaLMs oTHOCHO Bamara Gesomacaocr)
Kak ga npreMare AnBecko

BB3MOKHH HeXeNaHH peaKLiy

CobxpaneHHe Ha ANBECKO

JomenaaTenHa uadopManus

S b=

1. KAKBOMNMPEACTABJABA ANBECKO H 3A KAKBO CE H3ITOJI3BA

KaxBo OpegcTaBjiaBa AJBECKO:
Anpecko npenctapissa GHCTEp B GesuBereH aeposoneH crped, koifro Aa BamuBaTe B GenuTe cu Jpoboee mpes

ycrata. Tosa e npodunakTayHo neKapcTBO (KOPTHKOCTEPOMI), KOeTO TPAOBa fa ce MpHEMa BCEKH NIEH, M KOETO
CTaBa aKTHBHO CaMo Clefl kKaTo Obae nHxanupaHo B Oenure By apobose.
AKTHBHO BellleCTBO B TOBA JICKAPCTBO € LHKAS30HKA. (32 HOMOIMBHTE BellecTBA, BXK. TOUKa 6).

3a KAKBO Ce H3M0JI3Ba AIBECKO:

JlekapcTBOTO ce MpeANnHCcBa 33 KOHTPOJI HA MEPCHCTHpAIa acTMa MPH BB3pacTHH M I0HomM (Ha 12-rojuiuHa
BH3PAcT U MOBeve).

To Bn momara na AMmaTe mo-J€CHO Ype3 HaMmajsBaHe Ha MpPH3HALMTE Ha ACTMATA H 4Ype3 TOHINKABAHE
BEPOATHOCTTA 332 aCTMaTHYHHM NpHCTBNM. E(QeKkTbT ce mposABssa cien omnpesefieH NMEPHOA OT BpeME M MO Ta3H
NpHYNHA 1eKapCcTBOTO TPsOBa Ja ce NpHeMa BCEKM AeH, I0OPH, KOraTo ce uyecreare gobpe.

Toéa nexapcmeo He e nodxedawo 3a ynompeba npu ocmpo HacmuRUA npucmsn Ha 3a0yx. 3a Gvp3o
obaexuaeane Ha MaKve npucnren usnonseaiime camo Bawiun unxaramop 3a 6op3a BPoHX0OUIAMAUUR,

2. HPEIHU A IIPHEMETE AJABECKO

He npuemaiite AnBecko
aKO CTe ajepruy+y (CBpBLXYYBCTBHTENHN) KM LIMKIC30HUA HAH KhM HAKOA OT OCTAHAINTE CBCTAaBKH (BXK. Touka 6).

O06bpHeTe cnenHalno BHEMAHAE NPH YROTPe(aTa Ba ANBeCKo

. ITpean Ba9aN0TO HA ICUESHHETO ¢ TOBA JICKADCTRO, MOJIA ?
HAKOTa B MHHANOTO CTe OWNH JIEKyBAHH MJIM B MOMEHTa Ce//Igkyfare :iF Oegopphbua TyGepkynoza (TBK),
reEOHUKOBH, BUPYCHH Wi GakTepHATHA HH(EKUHA, N
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Alvesco 40/80/160 meg PIL Bulg

AKO HE CTe CHIypHH, KOHCYJTHpaiTe ce ¢ Bamms nekap. BaxHo € Aa € CHTYpHO, Ye ANBECKO ¢ NPABHITHOTO
nexapcTso 3a Bac.

I1o BpeMe Ha aeueHHeTO ¢ AJIBeCKO TpAORa He3abaBHO Ja ce cBhpxeTe ¢ Balns fekap, ako:
. JHIIAHETO CHIHO Ce 3aTpyARd M NpuM3HauuTe B, kanumnara, 3aQyXbT, CBHPEHETO B I'BPAWTE, CTATAHETO B

IBbPAHTE, 3aciyieHuTe 0es10ApoOHH mIyMoBe (XpUNOBE) WIH APYTH MPU3IHALM, [TOKA3BallH CTECHEHHE Ha OpoHXHTE,
CE BJIOIAT

(Tpabea na uanonssare Bamus mHxanatop 3a Obp3a OpoHxoawIaTauMi, Koiito oOMKOBeHO BoAM OBp30 [io
noaoOpenne Ha CHCTOSHHETO.) |
. ce ¢h0y)KaaTe HOLEM OT NMPHU3HALMTE.
. He nomyuaBare noAobpeHue cnen ynorpebara Ha Baiuna unxanarop 3a 6bp3a GpoHXoAMIaTALIMS.
Bamuat siekap uie npeneHN Kakro edyeHue Bu ¢ HeoOxonumo B Opaeme.

Conenudrann H NAIHEHTH
Ilayuenmume ¢ mexcka acmma UMAT PUCK 33 OCTPM aCTMATHUHH NMPHCTHIH. IIpH TakHBa MaLMEHTH JICKApAT LIe
NPOBEXKIAA PEAOBHO NOZPOOHH KOHTPONHM OPEriefu, BKMOoYBany i1 GyHKIMOHANHO H3CHeXBAHE HA AXINIAHETO.

IHayuenmu, koumo éeve npuemam KOPMUKOCMEPOUD Kamo mabiemKu.

AJBECKO MOXKe J1a ce M3ITOJI3Ba KaTo 3aMecTuTell Ha Bamure TabneTkH, WiH 3a Aa ce MOCTUrHE HAMaJIdBaHe Ha Opod
Ha TabnerkuTe, kouto TpaORa Aa npueMare. Moss chneaBaiite BHAMATENHO ChBETHTE Ha Baniua nekap.

- 3amo4Ba ce Ci¢J OKOJIO CeIMHLIA OT HAYAIOTO HA HHXATALMHTE ¢ AJIBECKO.

- bpoar Ha TabGnerxure, KOUTO mpuemare, e 6B BHUMATENHO HAMAICH B IPOABIDKEHHE HA ONpPEAeNeH NepHOl
OT BpEME.

- [lo Bpeme Ha TO3M NEPHOA € BHL3IMOKHO NOHAKOra a NOYYBCTBATE O0I0 HepasnoJioiKeHHE.

- DBonpekn TtoBa, € BaXkKHO Aa TPOABIDKHTE KAKTO ¢ MHXajJanuure ¢ AJNBECKO, Taka H ¢ 6aBHOTO HaMaJIsiBAHE HA
Opos Ha TabneTkHTe, KOUTO MPHEMATE.

- AKO ce NOABAT CEPHO3HHM NPH3HALH KaTo rajeHe (dyBcTBO 32 OonecT), MOBpbINaHe, QHAPHA HJIH NOBHIICHA
TEMIEPaTypa, CBLpkeTe ce ¢ Bamus nekap.

- Ilpu To3H npouec € BE3MOXKHO TIOHAKOTA [a Ce MPOABAT HAKOH MAJIKH aleprud KAaTo PHHUT (BB3NalicHHE HA
HOCA) MM €K3eMa (ChpOeK U 3aUepBABaHE Ha KOXKATa).

- AKoO CTe npeMHHaTH Ha JieYeHHE ¢ TabneTky, 3a u3BecTHO BpeMe npu Bac me uMa puck oT HaMalieHa neliHoCT
Ha HaaOBOpeuMTe, KOSTO C& ALIKH Ha TaONeTKWTe KOPTUKOCTePOHA, KOWTO npueMare, [Ipn3HauMTe Ha HaManeHa
AeHHOCT Ha HanOBOpewTe (Hanp. 3aMafHOCT, NpUNafaHe, raficHe, 3aryba Ha aneTHT, NPOMEHH B HACTPOSHHETO,
HAMAaNJBaHe¢ Ha OKOCMABAHETO MO THAMOTO, HEBB3MOXKHOCT 3a CMpaBAHE CBC CcTpeca, cnabocr, rnaeobonme,
npoOleMH ¢ naMeTTa, aIePruy, HETHITHMHHM KEAAHHA 32 XPaHH H HapylleHa pery/alMsg Ha XphbBHaTa 3axap) Morat
A3 OPOABIKAT U3BECTHO BpeMe.

- DBB3MOXKHO € jJa ce HANOXKM fa c¢ KOHCYJTHpaTe ChC CIIEUHANHCT, KOWTO fAa onpeleiH TOYHO KO/IKO €
NOTHCHATa JeiiHocTTa Ha HaaORGpelTe.

-  BammMaT nekap peaoBHO e CIeAH AeHHOCTTa Ha HaaOLOpewuTe B

- B nepuoam na crpec (Hanp. ako By npeacTon XMpypruyna onepaiiMs, BIOIIABAHE HA MPUCTHIIMTE HA aCTMATa) €
BB3MOXHO Aa MMATE HYX(1a OT NoBeYe TabJleTKH KOPTHKOCTEpoHd. B TakuBa ciiydan TpafBa 1a HOCHTE ChC cebe
CH HPeAYNPEARTEIHA KAPTA 32 CTEPOH/HO JIeMeHHE U TOBA 1 € YIIOMEHATO/TIOCOUEHO B HeA.

Hayueumu c yepnodpobno unu rvbpeuno 3abonneane
AKO cTpajaTte OT TEXKO 4HepHoApoOHOo 3abonaBaHe, Bamuar nekap we Bu npernexia mo-BHHMATENHO 34

CBCHTYATHH HEXENaHW JICKAPCTBCHM PEakUMH, ARDKalU[H Ce HAa HapylleHMe Ha HOpPMAJIHATA TPOAYKLMA HA
CTEPOHJIH.

Hena noxa 12-roguiina Bb3pacT:
ToBa nexapcTeo He c¢e¢ mpemopruBa 3a ynotpeba npH Aeua noy 12-rogHmHA BBL3pACT, NOPagHd AMICA HA
uHQOpMaLIMA 32 Bb3MOKHH HEXEIaHH JIEKApCTBEHH PEaKLMH.

IIpaeM Ha APYTH JeKapCTBA
Mouns, npeay aa u3nonssate Assecko, HHopmupaiite Bamug sexap, ak
MHEKLMH C JIEKAPCTBA, ChIBPAKALIH:

BH WJIH BHPYCHH
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- KeTOKOHa30/l,

- MTPaKOHa30Jl,

-  PUTOHAEBHD,

-  HenduHaBHP.

Te MoraT na 3acWisT edekTa Ha ANBECKO ¥ TaKa He MOIaT HAaIMbJIHO A3 Ce H3KJIOYAT HEXEJAHH JIeKApCTBEHU

PEaKI[HH.

Mons andopmupaiite Bamusa nekap aian ¢papmManesT, aK0 NpHEEeMATEe HIH HACKOPO CT¢ NPHEMAJH APYrE
JIEKAPCTBA, BRIKYATEHO H TAKHBA, 0TBYCKAHK 0e3 penenra.

[IpEeM Ba ToBa JIEKAPCTBO ¢ XPAHH H HATHTKH
Hsama B3aumopeHCTBHE Ha ANTBECKO ¢ XpaHH H HAITUTKH.

BpeMeHROCT B KbpMeEHe
Hudopmupaiite Bamns nekap, ako cre 6peMeHHa, HckaTe Aa 3a0peMeHeeTe MM KbPMHTE.

- TloHexe HAMA AOCTaTRYHO HHopMalMsa 3a edeKTHTe Ha ANBeCKO NMpH GpeMeHHH JKeHH, Bamuar nexap e
ob6cean ¢ Bac pHckoBeTE M ON3UTE OT MPUIOKESHHETO Ha AJIBECKO.

- Llukne3oHHn (aKTHBHATa CBCT2BKa Ha AJIBECKO) MOKE Aa ce MpUeMa No BpeMe Ha GpeMeHHOCT caMo, akKo
O4aKBAHWMTE IMOJI3H 34 MaHMKaTa ONpaBJaBaT BB3MOKHHMTE PHCKOBE 3a pa3BUBAamIoTO c¢ 6e¢Ge. Ako Bammmar nekap
peLeHH, 4¢ MOXKeTe Aa NPOAB/LKHTe Aa npueMate ANBecko, TpAORA Aa ce H3ITO3Ba BH3MOXKHO Hall-HHCKaTa Ao3a
LHUKJIE30HUL 33 MOAAbPKAHE HA KOHTpOJia BBPXY acTMara

- Ilpn peua Ha Maiikm, KOMTO Ca NpHeManH KOPTHKOCTEPOMAM MO BpeMe Ha GpeMeHHOCTTa, CAenBa Ja ce CleAH
BHHMATENHO HanOBOpeunaTa nefiHOCT.

-  Hudopmupaiire Bamus nexap, ako nckare Aa M3non3sare AJBECKO AOKATO KbPMHTE.

- He e H3BECTHO AANTH HHXAJIATOPHUAT LMKJIE30HH], IPeMUHABa B KbPMATA IIPH XOpa.

- Ilo TasH nmpHYMHA NpEeANHCBAHETO Ha AJIBECKO HA XKEHH, KOMTO KbPMAT, TpAOBa Ja craBa caMoO, axo CleA
BHHMATEJIHOTO OOMMC/IAHE OYaKBaHATa 10/3a 3a MaiikaTa e o-rojisMa OT BE3MOXKHHS PHCK 3a JIETETO.
I[TochbBeTsaiire ce ¢ Bamna nexap unu dapmauesT npeau ynorpe6aTa Ha KOETO W Ja € JEKAPCTBO.

Hlojpupane n paGoTa ¢ MAIIARH

AJIBECKO H CBCTABKHMTE MY HE TMOBIHABAT HIH NMORIMABAT NPeHeOpeKUMO crnocoGHoCTTa 3a modupaHe n pabora ¢
MAITHHH.

3. KAK JIA IPHEMATE AJIBECKO

Bunarn npuemMaiite TOBa JIeKapcTBO TOYHO KakTo BH € kasan Bammuar nexap. AKO He CTe CHTYPHH B HEILO,
nonuTaiiTe Bammus nexap win ¢papManesT.

. AKO C¢Te 3amoYyHaIM TOKY-IGO Ja TNpPHEMaTe TOBA JEKAPCTBO BMECTO WIH 3aeqHO C TabueTkm
KOPTHKOCTepOHJ, BIkTe Touka 2 ITayuenmu, koumo eeue npuemam Kopmuxocmepouo Kamo mabnemxi.

Kakpo konuuecTB0 ABecKko TpaOBa 13 ce mpHeMa Beeku Aen?

BamuaT nexap Tpabea na BH e kasan kakBo KONHYECTBO OT JIEKapcTBOTO TPAGBA J1a NpHeMaTte BeekH AcH. Tora me
3aBHCH OT BALIMTE MHAWBUIYATHM HYXIH.

. [lpenopbypanata nosa AnBecko e 160 MuxporpaMa BeIHbk AHEBHO, KOETO NpH INOBEYETO NALUEHTH
OCHIypsiBa KOHTPOJI Ha acTMATa.

o Ilpn saKkod manweHTH HamaneHa A03a oT 80 MuKporpama BeHBK ,E[HEBHO MOJKe 4 € HAOCTATHYHA 34
NoAAbPKaHEe HAa eDeKTHBEH KOHTPOJI Ha ACTMATA.

- Ilpp nauyeHTH, KOWTO HMAT TEXKO BJOIIABAHE HA ACTMATHUH

‘ Ja Ce HAIOMKH
yBONMYABAHE HA A03aTa Ha AJIBECKO 3a KPATBK MEPHOA OT BpeMe.

YBEAHYEHA [0
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640 Mukporpama Ha AeH, JOCTaBeHH karo 320 MMKporpama JBa IbTH AHCBHO, HO HAMA AaHHH, NOTBBPKAABALIH
HAJIMYHETO Ha JOITBJIHUTENEH TepaneBTHUEH eeKT cnef 3 Mecela NpwiaraHe Ha Te3H IO-BHCOKH JI03H.

Axo e neo6xoaumo, BamHAT Jekap MOKe ChIO Ja BH npeamumie u TabNeTky KOPTHKOCTEPOH H/HIH aHTHOMOTHK
(B caydaii Ha HHPEKUKA).

- BamusT nekap e kopuridpa ao3ara Bu 1o MMHHManHaTa, HeoOx0MMa 3a KOHTPOJI Ha acTMaTa.

Tpabpa na 3amouHeTe Aa ycemare noaoSpeHHe Ha CHMIITOMMTE (XPHIIOBE, CTATAHE B I'BPAMTE H KALUIHIA) B
paMKuTe Ha 24 yaca.

Kora Tpaésa Aa R3n10138aM MOS HHXAIATOP AlBeCcKo?

I[Ipn noseuero cnyuan MM CYTPHH, HJAM Bedep — KAaTO €QHO WM JBe BNPBCKBaHHA_BEAHBK AHesHo. Crneapaiite
'MHOrO BHHMATEJIHO HHCTPYKUMHTE Ha Bawwma nexap. Baxkno ¢ ga npueMare AJBecKO BCEKHM I€H, IOPH KOTATo Ce
YyBCTBATE No-A00pe.

Axko 3a0enexure, 4e € HeoOX0AUMO 21a M3nion3BaTe Bamma HeExanarop 3a Obp3a OpoHxoAWIaTALMA NTO-9ECTO OT 2-3
MbTH Ha CeIMHULIA, TpsAGBa Aa ce cBbpxkeTe ¢ Baumsa nekap M Toii aa npepasricaa A03MPOBKATA Ha IEKapCTBOTO BH.

Kak 1a H300/13BaM MOS HEXANATOP ANBecKo?

BaxxHo € B HAYaNoTO JIEKapAT, MEAULIMHCKATa cecTpa MM apMaueBTET Aa By mokakar kak jAa uanosnssate Bamua
uHxanatop Ansecko. JoGpara TexHMKa Ha nNpuIoXeHHe e ocurypu Ao OGenure Bu apobose aa moctura
NPAaBAHOTO KOIMYeCTBO. MOoNA U3MOA3BaHTEe HHCTPYKLUMKTE B HACTOAIIATA AUCTOBKA KAaTO MoMarano.

AKO HMcKaTe, ITbPBHTE HAKOJKO ITHTH MOXKETE Jia C€ YNMpaKHABATEe NpeA OrieAano, A0KaTo No0HEeTe YBEPeHOCT, de

H3NO0/3BaTe NpaswnHo Bamug unxanatop Ansecko. BHHMagaiTe JiekapcTBOTO ia HE H3JIM32 OTrope HIIH OTCTpaHH
OT ycTtata Bu.

Ako HHXanaToptT Bu € HOB WM He € Ou H3NON3BaH B NMPOAL/DKEHHE HA €aHA CEAMMLIA HIIH rnosede, Tpabsa J1a ce
MpoBepH Ipeau ynorpeda. MaxHeTe kanayeTo Ha MyHALIYKA B HATHCHETE METAIHHUA QNAaKOH TPH ITLTH HAJONY B
HHXa/laTopa TaKa, 4e fia ¢ce OTASAST TPH NPBbCKaHHA BBB BB3yXa HacTpaHM oT Bac.

He e Heobxonumo npenu ynorpeda aa pasknamare Bamus uHxanatop Ansecko. JlexapcTBOoTo OT CaMOTO Havailo €
noa ¢opMaTa Ha MHOrO HPELM3EH Pa3TBOP, TAKA Y€ Ja BH ce ocHIrypH NpaBWIHATA X034 ¢ BCAKO BIPHLCKBAHE.

I[Io BpPpEMC Ha HHXaNalusi MOXCTC Aa CCAHTE WIH Aa CTE ITpaBH.

CheasaiiTe BHEMATE/]IHO Te3n HHCTPYKIHE H C€ PLKOBOJETE 0T KAPTHHKHTE,

1.  Maxuere xanayeTo OT MyHALIYKA B IPOBEPETE AANH MYHAULYKET € UHCT H CYX, KAKTO OTBHTPE, Taka H OTBEH.
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2. JlpvikTe HHXanatopa oOBpHaT Hagony (ABHOTO Ha MeTalHHMA (aKOH Ja € Harope), KaTo MOKa3ancibT € HA
ABHOTO Ha METaHNA (DIAKOH, & nanebT — NOA MyHAIIYKA.

3. HMznumaiire koakoro Bu e yno6Ho. Mona u30arsaiite za avinare npe3 HHXANaTopa.

4.  IlocTtapere MyHZIIIyKa B YCTaTa CH H Io 00XBaHeTe IIBTHO C YCTHH,

5. Bennara, mom 3amoyHeTe aa BAMILIBATE MPe3 yCTaTa, C MoKa3alella HATHCHeTe AHHOTO HAa HHXANaTopa TakKa,
ye J1a c€ OTOCNU ¢AHO BNPHCKBAaHE OT JIEKAPCTBOTO, AOKATO Ollie BAWIIBaTE 6aBHO ¥ ABIOOKO. Mong, BHMMaBaiiTe
BIPBRCKAHOTO JIEKapCTBO Ja HE H3NH3a OTrope UM OTCTpaHH OT ycTara BH.

6. 3anpBXKTe AMIDAHETO CH, H3BAJiETEe HHXATATOPA OT YCTATA CH H MaXHeTe MPBCTAa CH OT ABHOTO Ha HHXAJIATOPA.

3aapBKTe AMIIAHETO CH 3a okojo 10 cexkyHam wim konkoto Bu e yaobuo. baBHo m3gmmuaiitre npes ycrara.
HsbarsaiiTe Aa aviuare B MHXaJaTopa.

Baxno e ga ve 6bp3aTe IpA RIDLJAHEHHE HA CTHLOKA 3 10 6.

7.  AKO CTe MHCTPYKTMPaHH Ja MpHEMETe OIIe €AHO BNPLCKBaHe, H3Y
NOBTOPeTe CTHIIKH 3 A0 6.

MHHYTa Y4
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8. Cnen ynotpeba BMHArH nocTapgiiTe KanayeTo Ha MYHALLYKA, 3a Ja o npediasuTe OT 3aMbpcaBaHe. Ilpu
TIOCTABSHETO IO IPMTHCHETE CIIHO, I0KATO IpakHe Ha MACTOTO CH.

9. (C orhex Ha XHrHMeHaTa

- MOIA NOYHCTBANUTE PEAOBHCO MYHALYKA CHC CYXA KBpIA, KAKTO OTBBH, TaKa H OTBLTPE.

- KaTo HU3MOJI3BATE CyXO0, HArBHATO Mnapye nAaaT, K3ObpiIeTe NpeaHaTa YacT Ha MaJlKHA OTBOp, OT KBAETO H3/H3a
NEKapCTBOTO.

-  He U3MNOJI3BaHTe BOJa HIH APYTH TEMHOCTH.

[IpaBunHaTa TEXHMKA OCHIYpABa MOCTBHIBAHETC HA MPAaBMNHOTO KOJMYECTBO AnBecko B benure Bu apobose npu
BCAKO M3MOJI3BAHE HA BHXanaropa. BamusT nekap uie nposepaBa pelOBHO TeXHUKaTa BH Ha HHXanHpase, 3a Ja ce
OCUTrypH JieueHdeTo By ga nocturne Haii-no6sp edekxr.

KoraTo MeTannaTa onakoBKa € HAITHIIHO Npa3Ha, Bre HAMa fa ycemare WIH JyBaTe H3IM3aHE Ha 3a/{BHKBALIHA Ia3.

AKO ¢JIex ynoTpeda Ha HEXAIATOPA AJIBeCKO NOYYBCTBATE 3aYX HJAM CTAIaHE B 'bPAHTE!

¢ HE NpHeMAaHTe NoBede BIPLCKBAHHES, |

. H3M0JI3BalTe Bamma AEXaNaTop 3a 6bp3a Oponxognarantd, 3a 1a DOAIOMOrHETE NHIIAHETO CH,
*  ¢BBpXKeTe ce He3abaBHO ¢ Bamug nexap. |

AKO ce 3aTpyAHdBaTe Aa HM3MOI3BaTe MHXamaropa, Bamuar nekap moxke Aa Bu npenops4a Ja M3NOA3BATE
pPasNpBCKBAIIO YCTPOoKCcTBO. PasnprckBamo ycTpoHcTBO, KOETO € MOAXOAAINO 33 MHXAIATOpa ANBeCKo, ¢¢ HapH4a
AeroChamber Plus™, Axo H3nomssare ycrpotictBoto AcroChamber Plus™, mona cnempaiite mamenure 3a Hero
MHCTPYKUHH. BamuaT nexkap win papMaLeBT e ¢a B ChCTOSHUE Ja BH JafaT chbBET 3a TOBa YCTPOHCTBO.

Axo ¢T¢ PHEIH DOBEYe OT BeoDXoaRMAaTa N032a ANBEeCKO

Hama HyXkAaa oT CricLU(pHYHO IeYeHHe, aKO CTe M3MON3BANHA NoBeue ANMBECKO, HO TpAOBa Aa nmpexynpeaure Bamua
JgeKap. AKO BMCOKH 03U C€ NpUNAraT 3a NPOXLIDKHTENHO BpPEME, HE MOXKE Zla ce¢ M3KMOMHM MNOTHCKAaHE Ha
Han0bOpeyHaTa AeHOCT B HAKAKBA CTENIEH H MOXE Aa C€ HAIOXKH KOHTPOJIHpaHe Ha HanGBs0peuHaTa AeitHocT.

AKO cTe IPONYCHAJIA 2 NPpHeMeTe ANBeCKo

AKO cTe NPOMyCHANH Aa NpHEMeTe AJIBECKO, IPOCTO NpHeMeTe ¢ie/Baluara obmuaiina xo3a, Koraro if e BpeMeTo.
He BieMaliTe ABOcH Opoii BIPECKBAHUA, 38 A3 KOMIICHCHPATE NPONYCHATATa K032,

AKO ClIpeTe npHEMA HA AJTIBECKO
Hopu ako ce 4yBcTBaTe nNo-1odpe, He Tpabea fa cnUpaTe Aa H3NoJ3BaTe HHXanaTopa AJBECKO.

4. BDb3IMOXHH HEXEJAHHU PEAKIITUN

Kakro BCHYKH JIeKapcTBa, AJIBECKO MOXKE Aa MPeRU3BHKA HEXEJIAHH Pe A N0JTy4aBa.
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O6HKHOBEHO HEXeTaHHUTE JIEKAPCTBEHH PeakiiiM, HabmoaasaHH npy ynotpebara Ha AnBecko, ca ekd. B noeevero
CJIy4Yad MOXKETE Ja NMPOABLILKUTE JieyeHHeTo. Hexenanu nexkapcTBeHH peakiiiH, KOMTO MO3Ke fa MOMYySIUTe, Ca:

MHoro peaxu HexenaHH peakiyH (npH no-Manko ot 1 Ha 10 000 nexysanu nmanueHTH):

PeakiuM Ha CBPBXYYBCTBHTENHOCT OT OBp3 Max 3a0aBeH TMN KaTo OTOK HA YCTHHTE, €3MKa H TBPJAOTO
(aursoenema). [ManueHTHTE, KOMTO MOJMY4YaT TE3H CHUMNTOMH, TpaOBa Ja cOpar Aa H3MON3BAT JICKAPCTBOTO H
He3a0aBHO Aa NOTHPCAT MEAHUIHHCKA ITOMOI,

HeuecT Hexkenann peakuuu (npH no-mManko ot 1 Ha 100 nekyBaHu nauMeHTH):.

. Ape3raBoCT, KalluIMLa cliel HHXanHpaHe, 3aCHWIBaHE HA XPHNOBETE ClIe/| HHXANHMpPaHe
. JIOII BKyC, MapeHe, Bh3NaJieHUe, pa3apasBaHe, CyXoTa B YCTaTa WIH FbpAOTO
. KOXXeH 0OpHB W/HIIH €K3eMa, KOSTO BOAU 0 3a4epBABaHe H ChpOEK.

AnBecko MOXE Ja 3acerHe HOpManHaTa MPOAYKLHA HA KopTukocTepouau B Tanoro Bu. Topa oOMKHOBEHO ce
HaOmofasa mpd MalMeHTH, fIPUeMAaINH BHCOKHM JO3H B NPOABIKCHWE Ha ABATO BpeMe. Te€3H peAkH HeXenanH
peaKiiiid MOTaT Aa BKAIOYBAT:

- HaMaJIcHa CKOpPOCT Ha pacTeska IpH FOHOIIA

- H3THHABAHS Ha KOCTHTE

- NOMBTHABaHE Ha JieUlUTe HA OYuTe (KaTapakTa), BOACINO N0 3aMBIJIEHO 3pCHHE

- 3aryDa Ha 3peHHe NopaJH HEECTECTBEHO BUCOKO HAIATAHE B OKOTO (IJ1ayKoMa)

- nIyHooOpa3zHO JnuLe, HaAAABaHEe Ha TErJi0 B ropHara 4YacT Ha TAIOTO M M3THHABAHE HA DPHLUCTe H KpaKara
(Kymunrouanu Genesn wid cuHaApoM Ha KymuHr).

PBCTHT Ha IOHOLIMTE, KOHTO NPHeMarT JieYeHHe B NPOABbDKCHHE Ha OBIro BpeMe, Tpsabsa na ce npopepsaBa peAOBHO
OT Jekapid HM. AKO CKOPOCTTa Ha pacTexka ¢ 3abapeHa, Balupsr jiekap WI¢ KOpHrupa JieueHHeTo BH, ako e
BBE3MOKHO, ¢ HA-HUCKaTa 4034, IIPH KOATO CE€ NMOAABPKA ePEKTHBEH KOHTPOJ Ha acTMAaTa.

TabnerkAare KOPTUKOCTCPOMA MOrar J[a NOBeAaT A0 TOBEYE HEXKEJNaHHM peakilid B CpPaBHCHHME ¢
KOPTHKOCTEPOMHHTE HEXAJIATOPH KaTo ANBECKO., AKO ¢Te NpHeMalH CTEPOHAHM TabNeTKH Npeay WIH NO BpeMe
Ha ynoTpebara Ha ANBECKO, PHCKBT 3a HEXKCMAHU peakuH OT TabNETKHTE MOXE a c€ 3aMma3H 3a H3BECTHO BpeME,
ITeppoagHUHHAT KOHTPON OT CTpaHA Ha Bammusa nexap mie rapadrHpa, 49¢ MpHeMare NpaBHAHata 3a Bac Aoza
Angecko. IlepHOAMYHHAT KOHTPOJ CBIIO Taka IM¢ pa3sKpHe paHO €BCHTYAIHH HexXeJIaHHW PeakiyH H ¢ HaMalaT
N1aHca T¢ Ja ¢ BAOIIAT.

Mons 3anoMHeTe:

OvakBanuTe non3n ot Bamero nekapcTBo 0OMKHOBEHO ¢a MO-roJieMH OT PHCKOBETE 3a M08 Ha HAKOA HeXKeJlaHa
NEKapCTBEHA PEaKilHa.

AKO HAKOA OT HEXEIaHHTE JICKAPCTBEHHM PCAKLHHM CTAHE CEPHO3HA HIH 3a0eNeKuTe ApYTH, HEONHMCAHH B TA3H
JIUCTOBKA HEMEJIAHH PEaKiidy, MoNs yBegoMeTe Bainus nekap Wiy gpapManesT.

5. CBXPAHEHHE HA AJIBECKO

CoxpaHgBaiTe Ha MACTO, HEZOCTHITHO 33 Jella.

OnaxoBkaTa cbaBpPka TeMHOCT moA HaNsraxe, /[a ne ce cbxpangsa aag 30°C,
OnakoBkaTta He TpabBa na Obae npobuBana, UyneHa WIK U3rapaHa, A0PH aKO M3TJIeKAA Npas3Ha.

ITopoHO Ha TMOREYETO NEKApCTBa 3a HMHXAJMpPAHE B OMAKOBKH NMOZ HAAraHe, TCPANeBTHYHHAT ¢eKT Ha TO3H
JICKapCTBEH IMPONYKT MOXKE la HaMayee, ako OMAKOBKATA € CTyAieHa. Bhipeku ToBa ANBECKO OTAENS €lHA H ChINA
A03a B HHTepRaia ot MuHyc 10°C no nmoc 40°C.

He usnonspaiite Bammusa WHxanaTop cief Cpoka Ha MOJHOCT, OTOEAA3aH B
cnep “T'oaeH no:”, CpoKBT Ha FOJAHOCT OTrOBapA Ha IMOCJCAHHS ASH OT NO¢C

HCHaTa OIIaKOBKa

Page 7 of 9



Alvesco 40/80/160 mog PIL Bulg

Ako Bamuar fekap pelliM Aa MPeyCTAHOBH JACUYCHHETO MAM aKO HHXANAaTopBT € Mpa3eH, BbPHETE HHXANaTopa Ha
Bamusa dapManeBT 3a 6e30nacHo M3XBBHpAAHE. TOBa € BAXHO, Thil KATO € BB3MOXKHO C/EAH OT JIEKapCTBOTO Aa
OCTaHaT B KOHTeiiHepa, JopH ako Toif Bu usrnexaa npasesn.,

6. JOIBJHHUTEJIHA HHOOPMAIIAS

KakRo cpAbLpKa A/lBECKO

- AKTHBHATA CbhCTaBKa € LMKIe3oHHMA. lIpw BCAKO HaTHCKaHe ce OTACAL €AHO MO3HPAHO BHAPBCKBAHE
(13nu3alaTa oT MyHALYKa A034a), ¢hAbpKauo 40, 80 win 160 Mukporpama HHKIE30HUA.

- OcranannaTte cheTaBKH ca eTaHoN, 6e3BoaeH u mponenanT (HFA-134a Hopdnypan)

Kak n3riexna AlIBecKo H KAKBO CHABPKA ONAKOBKATA
AJIBECKO MpeAcTaBAaBa OHCTpa 6e3UBETHA TEYHOCT B ATyMHHHEBA ONAKOBKA MOJ] HANAraHe, KOATO ocBOOOXKAaBa
npe3 MyHAUYKa TOYHO NpeMepera A03a UHKAE30HHA oA GopMarta Ha crpeii.

Banoee onaKkoBKA:

Huxanarop ¢ 30 no3upany BOPLCKBAHHS.
Huxanarop ¢ 60 no3upaHy BEPLCKBAHHS,
Huxanarop ¢ 120 po3upaHH BOPECKBaHAA,

Bcesika roneMmuHa Ha OMakoBKaTa ChABPAKA AOCTATHYHO kouuecTso 3a 30, 60 unu 120 noszupanu snpnckBaHui. B
3aBHCHMOCT OT Opod AO3HpaHH BNPLCKBAHWA/ICH, Mpenopbuad Bu or Bamusa nekap:

* HHXaNnaTopsT ¢ 30 No3upaHK BIPHCKBAHHA ChABPKA HOCTATHYHO NIEKAPCTRO 34 ABE A0 YSTUPH CEAMHIIM,
° HHXANATOpsT ¢ 60 N03UpaHH BIPBECKBAHHA ChABPAKA AOCTATHYHO JISKRPCTBO 3a €HH A0 JBa Mecella.
. HHXAMATopsT ¢ 120 Ao3HpanH BOPECKBAHHA CHABPKA ACCTATHYHO JIEKAPCTBO 3a ABa A0 YeTHPH MeceLa.

He BcHYKHM BHIOBE OMAKOBKM MOraT Aa ObJaT MycHAaTH B npoax0a BEB BCAKA CTPAHA.

IIprTekaTen na pa3penmieHHETO 32 ynoTpeda
Nycomed GmbH

Byk-Gulden-Str 2
D-78467 Konstanz, ['epManus

Hpon3soauTten

Nycomed GmbH

Byk-Gulden-Str 2

D-78467 Konstanz, I'epmManug

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

HmMe Ha nponykra B pedpepeHTHaTa CTpaHa

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

HiMe Ha npoaykra B 3aCECHATHUTE CTPaHH

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 Mmcpnrpama, pasTBOp nog

_ HaAJIATAHC 34 HHXaJXaloHH - ,.w"’" ]
Cyprus UK/H/0699/001 Alvesco 40/80/160 myer <ggmms X
Denmark | OKZ/06997001 | Alveseo DT
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Alvesco 40/80/160 mcg PIL Bulg

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 UK/H/0699/001 Alvesco 40/80/160 micmgré'mmes, dose solution pour“
inhalation en flacon pressurisé

Germany UK/H/0699/001 ‘ Alvesco 40/80/160 Mikrog"r-a_l;l_m Druckgasinhalatinn:"d
Losung

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

Iceland UK/H/0699/001 Alvesco 40/80/160 innﬁdTZ-l?f

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 T

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

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

Malta UK/H/0699/001 Alvesco 40/80/160 Inhaler T

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

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

Poland UK/H/0699/001 I Alvesco 40/80/160 microgmﬁ? pressurised inhalation,
solution

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

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

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

Spain UK/H/0699/001 Alvesco 40/80/160 mcg solucién para inhalaciénen
envase a presion

Sweden UK/H/0699/001 Alvesco 40/80/160 micrugramftﬁ inhalatiunﬁray,

I0sning

. .

Page 9 of 9



LU S R — T PR T

TAHHH, KOUTO TPSBBA 1A ChIbPXKA BTOPUUHATA onAROBIcAQ";_ CEHO!
| | B A 5 T bl !

| Kapronena onaxoBka— Alvesco (160 MHKPOrpaMa aKTHBHO Beme&'no ::mga ﬂﬂa} O I

(1. WIME HA JIEKAPCTBEHMSI IPOAYKT |

Aneecko 160 Muxporpama, pasTRop Noj HaNsraqe 3a HHXanaluu
(Lluxnezonud)

Alvesco 160 micrograms, pressursed inhalation, solution
(Ciclesonide)

] ]

I nosupano BNprckBaHe (JoCTaBeHa 4034 OT MYHAMYKA) chaspxKa 160 MUKpOTpaMa LUHKNe30HH,

|3.  CIIMCbK HA IOMOIHUTE BEINECTBA - |

[ToMOLHH BellecTBa:
Hopdutypan (HFA-134a); ETanon, 6e3soaeh.

2. OBSIBSIBAHE HA AKTMBHOTO/MTE BEIECTBO/A

|4, JIEKAPCTBEHA ®OPMA H KOJHUECTBO B EAHA OTAKOBKA ]

Pa3TBOp nox HanAraHe 3a HHXaNAIMKA
30 N03HpaHH BIPHCKBAHKA

5. _HAYWH HA IPIJIATAHE M THT/MILIA HA BHBEXKIAHE |

CaMo 338 MHXaNaTOPHO NMPHACKEHHE,

[6. CIEITHAJIHO IIPEYTIPEX/EHUE, YE JEKAPCTBEHMAT ITPOIYKT TPAGBA
JIA CE CbXPAHABA HA MSICTO JAJIEY OT NTOTJIEAA M JOCET A HA JEIA

Ha ce cexpanABa Ha MACTO, HEAOCTHIIHO 33 ACLA.

7. APYT'H CHIELMAJIHN NPEAYTIPEXIEHHS, AKO E HEOEXOJMMO |

Buumanue: Konreiinep nmoa Hamsrase. Ha He ce npobuea, yynu niu H3raps n10pH, KOraro € HalmbsJaHo
mpaseH. [la He ce u3nara Ha TeMnepatypa Hag 50°C.

[ 8. JATA HA M3THYAHE HA CPOKA HA TOJHOCT _ . |

["onen no:

9. CHELWAJHH YCIOBHA HA ChXPAHEHHUE

Jla He ce Kanara Ha TeMniepatypa Hax 50°C.




10. CHENHMAJIHH NPEINA3HH MEPKH [IPH U3XBLPJISIHE HA HEM3TION3BAHA |
YACT OT JIEKAPCTBEHHUTE NMPOJAYKTH WM OTIIAXABYHH MATEPHAJIH OT
THAX, AKO CE H3UCKBAT TAKHMBA

Hla He ce mpoGuBsa, Uynu WIM H3raps AOPY, KOTATO € HAITBJIHO NPa3eH.

[11.  ¥IME ¥ AIPEC HA IPUTEXATEJISI HA PASPEIIEHHETO 3A YIIOTPEBA |

Ilpurexaten na paspenieHneTo 3a ynorpeba:
Nycomed GmbH
D-78867 Konstanz, ['epmaHua

12.  HOMEP(A) HA PAPEIIEHHMETO 3A YIIOTPEFA ]
PeructpaumoneH Ne

(3. TAPTMAEH HOMEP __‘ O ]
IlapTiaa Ne .

| 14.  HAYMH HA OTIIYCKAHE - T/

ITo nexapcko npeanKucaHue.

15.  YKA3BAHH 3A VIIOTPEBA - ]

Ilpemu ynotpeba npoveTeTe MUCTOBKATA.

| 16. HMH®OPMALMS HA BPAIJIOBA A3EYKA _ |
Ansecko 160
17.  [Apyra nmlr:opn;aunn ] ~ B _ — —— |

Alvesco e 3anaiena Thproecka mapka Ha Nycomed GmbH.




MMHUMYM JAHHH, KOUTO TPSEBA A CbABPKAT MAJKUTE EJUHAY
IIbPBUYHH ONTAKOBKH

Konreiinep (ETaker Ha meTannng ¢gaakon) ~ Alvesco (160 Mllltpﬂl‘paMdi am%%ﬁcﬁ H L
| m030Ba eAHANNA) R, 7

1. MME HA JIEKAPCTBEHMSA IIPOIYKT H IT/HINA HA BLBEKIAHE

Ansecko 160 Mukporpama, pa3TBop 10/, HANAraHe 3a HHXaAaLHH
(Lluxnesonuod)

(2. HAYMHHANPWIATAHE |

CaMo 3a HHXaIaTOpHO IIPHIIOXEHHE.

[3.  JIATA HA M3THYAHE HA CPOKA HA TOXHOCT r_____ |

T'onen no:

. [ . .
A i P P i j
S . et — S —— " — .

|4 TAPTHIEH HOMEP

IlapTina Ne

5. _CBIbPXKAHME KATO MACA, OBEM WIH EJMHMIIA |

6.  APyro B - | -

| nosupano BnpkCKBaHe (10CTaBeHA J03a OT MyHALLYKa) Chabpka 160 MHKpOrpaMa LHKNE30HN,
Ilpean ynotpeba npoyerere AHCTOBKATA.

Bunmanue: Konreiinep nox Hanarane. [{a He ce npo6GuBa, QyrH wiK H3rapg GopH, KOraTo € HalTh/HO
npaseH. Jla e ce u3nara na veMuepatypa nan 50°C.




