JlucroBka: nnpopmauus 3a norpedurens

Aasecko 160 mukporpama, pa3TBop noa HAAATAHe 332 HHXAJAUHA
Alvesco 160 micrograms, pressurised inhalation, solution

unknesonnn (ciclesonide)

[poyerere BHUMATENHO UNIATA JIMCTOBKA, NMpeld 1a 3ano4YHeTe 1a NpHeMaTe TOBA JEKapCTBO, Thil
KaTo TH ChAbpP/a BaxHa 32 Bac undopmauns.

- 3anasere Ta3n AMCTOBKA. Moxke Na ce HANOKH /12 5 MPOYETETE OTHOBO.

- AKO MMATe HAKAKBH J0MbJHUTENHH BRIPOCH, nonuTaiite Bawusa nekap unn dapmauesr.

- Tosa nexapeTBo € npeanucano nuubo Ha Bac. He ro npeorcrbnpaiite Ha apyru xopa. To Moske aa um
HABPEH, HE3aBUCHMO He NPU3HALIMTE HA TAXHOTO 3a00sBaHe ca chlliuTe KaTto Bawnwure.

- AKO NOJIy4yHTe HAKAKBH HEKENAHW JIEKApPCTBEHM peakuuu, yseaomere Bawwns nekap. dapmauest wim
MEIMLUMHCKA cecTpa. ToBa BKIIOYBA M BCHUKH BL3MOKHM HEKeNaHW PEaKLlH, HEOTIHCAHW B Ta3H JIMCTOBKA.
BukTe Touka 4,

KakBo cbabpka Ta3u AHCTOBKA:

Kakso npeicrapnssa ANBeCKO H 3a KaKBO ce H3MO03Ba
Kako Tpa0Ba na 3Haere, npeu aa u3noa3Bare ANBECKO
Kak na n3nonisare AnBecko

BB3MOMKHM HEKENaHH peakuun

Kak na cbxpanssarte Angecko

ChabpkaHue Ha ONAKOBKATa W IONMbIHUTENHA HHPOPMALINA

R

I.  Kakso npeacraBisiBa AJIBeCKO H 32 KAKBO Ce H3M0JI13BA

Kakgo n peacTaBasABa AJBeCKo:

AnBecko npejcTasnisa GUCTLP M Ge3lBETEH aepo30/eH cnpeil, KoifTo aa Bauweare B Geaute ¢l ApoboBse npes
ycraTa. Toa e npodHnakTH4YHO NeKapcTBO (KOPTHKOCTEPOM ). KOETO TPsSOBa 1a ce NpHeMa BCEKH J1eH, M KOeTo
CTaBa aKTHBHO CaMo c/ell KaTo Obae HHXanupaHo B OenuTe Bu apobose.

3a kakBO ce HINOJA3Ba AJIBECKO:
AJIBECKO Ce M3M10J13Ba 34 JICYEHHUE HA NEPCHCTHUPALLLA ACTMA MPH BL3PACTHHU U KOHOWIMK (Ha |1 2-roaniIHa Bb3pacT
M NoBeye).

Kak aeiictBa AnBecko

Ansecko Bu nomara na auuiare no-1ecHo 4pe3 HamanABaHe Ha MPU3HALMTE HA aCTMaTa M 4pe3 NOHHKaBaHe
BEPOATHOCTTA 3a aCTMATHYHH NPUCTBLNK. EQekThT ce nposABaBa cnea onpeneneH nepuoa OT BpeMe U 110 Tasu
NPUYHHA IEKApCTBOTO TPAOBA J1a ce NpUeMa BCEKH J1eH 10pH KOraTo ce HyBCTBaTe a06pe.

Tosa 1ekapcmeo e e NOOX00AULO 30 ynompeda npu OCMpo HACHHLRU NPUCHTLR HA 3a0yX. 3a Gbp3o !
| 00eKYasane Ha MaKve npucrLn u3noazeaime camo Bawun unxaramop 3a ovpsa OpoHxoouIamayus. )

2.  Kaxkso rpa0Ba 1a 3HaeTe, NpeaH 1a H3N0A3BaTe AJIBECKO
He u3nonzsaiire AnBecko
- aKo CTe alepruyHM KbM LHKIE30HWI WIM KbM HAKOA OT OCTAQHAINTE ChCTABKH HA TOBA JICKAPCTBO

(130poeHu B ToUKa 6).

MpeaynpexaeHus H NpeanasHu MEPKH




Fowsopete ¢ B nexap win hapmaliesr, NPein 13 H310N3EaTe AIBECKD,

. Mpeny HA1AA0TO HA NSUEHHETO C TOBA JeKapCeTBO, MO1A, HHQopMuUpaiTe Batus Jckap, ako:

HAKOra B MHHATOTO CTC GWIM JIEKYBAHW WAKM B MOMEHTA ce Nekyeate o1 Denoapobra TyOepkyiosa (THK).
FEOMUKOB W, BRPYCHH UK DaKTepHantu nudekiinu.

AKD HE CTE€ CHIYPHH, KOHCYNTHpalite ce ¢ Bamma nekap. Bakno ¢ 1a € CHTYPHO, Y& AJIBECKD € NPaBiIHOTO
fekapcteo 3a Bac.

[lo ppeve Ha AsueHHETO ¢ ANBECKO TPADRA He3abaBHO A& ce CBbpkeTe ¢ Balllkus jieRkap., axo:

. JNAINAHETO CHAHO €& 3aTPYAHH W MPH3HAUKTE By, KAULHLATA, 387y XbT, CBUPEHETO B ILPIUTE, CTAMAHETO
B CHPOMTE. 3aCHASHHTE BeNoApodHH WyMOBE [XPHNOBE) WM JAPYIH NPH3HALM, TOKZ3BALLA CTECHEHUE HA
AMXATENHHTE [ILTHIR, ce Bnowat {Tpaea aa uinoasate Bawwua waxanarop 3a 0bpia OpoHXonMIaTALNA.
KOMTO ODMKHOBEHO BOIH OLP30 A0 N0A0GPCHHE HA CHCTOAHUETD.

. ¢ ChOVKAATS HOWRM OT NPU3HAUKTE,

. He nonvyasare noaodpeHye cnen viotpedata Ha Bawua unxataTop 3a 0bp3a BPOHXOANNATALHA,
Baiiust nekap e npeueHy Kakeo nevenne By e HeoOxoaumo s duaewe.

Cabpxere ce ¢ Bawna nekap, ako HMaTe 3aMBIICHO IPEHKE MW APYTH 3PHTETHH CMYLLEHKA.

CHEL[[;ICI)H‘IHH IrpyYNnH NAuHEHTH

HauueHmume £ HeXNCKa gcmaid UMaT pUCK 34 OCTPH aCTMATHYHH MPHCTETIH. an TaKHBd MAULHCHTH NEKapaT
e [MpoBeKIa pPERloBHO ﬂDﬂpOﬁHH KOHTPOTHH NperfaciH. BKAKMBALIH H ljJ}/HKI_lMOHa.ﬂHO H3CICABAHE Ha
AWINAHETO.

Thaynesimy, Koume gede ApHeManm KOPHIUKGCMEPGUD Kamo maliemKn:

ANBECKO MOMKE Ja Ce W3IMON3Ba KATo 3aMecTHTEN Ha Baiunte TadneTky MIH 3a Ja ¢€ NOCTHCHE HAMANABAHE Ha
6poa Ha TabneTKNH e, KOWTO Tpslea A2 npaemare. Mo, cleiBaHTe BHUMATENHD YKa3aHuATa Ha Bawus nexap.
- 3arnousa <& chejl OKONO CeaMULE 0T HaUYanoTo HA HHXAIALHKTE ¢ ANBECKO.

- BposT Ha Talnerknre, KOUTO NPHEMaTe, WE OLAE BHUMATENHO HAMATEH B MPOALKCHUE Ha OTpeaeieH
NEPHOM OT BpeME.

- o BpeMe Ha TO3N NEPROIL € BHIMOAHO DORAKOTA 13 NOUYBCTBATE 00UI0 HEPa3ION0KEHHE,

- Bunpexu ToBa e Ba)HO 12 MPONLIDKKHTE KAKTO ¢ HHXANALMKTE & ANBECKO, Taxa H ¢ DABHOTO HAMATsIBAHC
Ha Opos HA TaDNETKUTE, KOMTO NPUEMATE.

- AKO Ce nospAT CEPHOIHM NMPHIHALM KATO ralieHe {APHIONIABAHE), NOBPLILAHE, IHAPHA HMIH MOBHUIEHA
TEMnepaTypa, cabpkere ce ¢ Balny nexap.

- [Ipu TO31 NpoLEc e BEIMOKHO [OHAKOTA [1d C& NPOsBAT HAKOH JICKL AIEPTHH KAaTO PHHUT (BB3NANCHHE HA
HOCA) WK ek3eMa (ChPOek M 2aHepBABANE HA KOXKATA),

- AKO CTE NpeMHHLIH HA JEYSHHE ¢ MHXAJATOPEH KOPTHKOCTEPOH/ OT JIeUeHHE ¢ TAaONSTKH. 33 H3BECTHO
BpemMe Npu Bac e MMa PHCK OT HaManewa JCHHOCT HAa Haa(edpeuuTe, KOeTo ¢t JbKH HAa Tabaerkure
KOPTHKOCTEpOM:L, KOWTO npuemare. TpusHaunTe Ha HamaneHa AeiHocT Ha HaaSs0peunTe (HaMpP. 3aManHOCT.
NpUNasate, rancHe, 3aryda Ha aneTHI, npoMeHH B HACTPOSHUETD, HAMAIARANE HE OROCMABAHETD NO TANOTO,
HEBBIMOIKHOCT 34 CNpaBife ¢we cTpeca, cnadocT, Iapobonue, NPOOAEMY ¢ NAMETTE, ATEPrHH, HETHMHYHA
ENAHHA 34 XPAHHW o NapyLUEeHa PerylauHa Ha KpbBHATA 3aXap) MOTAT fla NpoatJkar U3BECTHO BPEMe.

- Bb3woOwHO € jla ce HANOKH N3 <& KOHCY/ITUpaTe CbC CHEUHATHCT, KOHTO 13 onpelefld TOYHD KOIKG €
Hamanera AefiHocTTa Ha HAnOBOpeLmTe.

- BawwaT nekap pedoBHO lMe cAedH AeiHocTTa Ha naadudpeunTe Bu.

- B nepnoaou na crpec, Hamp. ako Ba rnpeactod xApYPruyHa onepauud, BA0LABAHE HA MPHCTBNUTC HA
ACTMATA. € BB3IMOKHO 14 HMATE Hy#1a OT 110BeUe TabNeTK KopTHxoCcTepand. B Tawnea cayean, Tpaisa aa
HOCHTE ChC ceffe CH npeayTPedATE.IHA KAPTA 33 CrepoHAHO NEYEHHE 1 TOBA Na ¢ YNOMEHATO/ TOCOUEHO B
HEA,

MTaguenmu ¢ wepnodpoiny win dsipeunn 3abo1reanua
He & HeoOXoauMo ja ce NPOMEHA JOSATA HA LHKNEICHHI, ak0 HMMaTe ApodieMH ¢ 4epHud Apod WIH
OuOpeLmTe. A0 crpazaTe OT TEXKO uepHOIpobHO 3abonspare, Banlust nexap we DBu nperneskaa
NO-BHHMATENHD 33 Bh3MOKHH HEMENAHH NEeKapPCTBEHM eax UHH, TBIGKANN CC HA HapYLIEHHE HA HOPMATHETA
NPOIYKLHA HZ CTEPCHIIH.

(o8]




Adeus 04 | 2-romutiia BbIpacT;
Tosa JexapcTBo He Ce NpenopbyBa 3a YNoTpeta Mp fAeua noa 12-roTamea BH3pacT f10paIM 1HICE HA
HHPOPMALIMA 32 BHIMOHHM HEHCTAHN NEFAPCTRCHY PCAKLMA,

ApyTH . JerapiTea w AJdBecK:

Mona, opein da usnor3ea~e Alpecko, HHGopMHpaZTe Bamms nzwaz. Ko o¢ NE<YBETE OT MEOHUEDIH W
BHPYCHH MHDEKHH € ASKIPCTRA, ChARTHRIUIM:

- KeTOKOHa3on,

- WTpakoHazon,

- PHTOHaBHD,

- KOOMUHCTAT,

- venthunasup.

Te morar Ja 3acunaT ehexTa Ha AJBECKD M Taxd HE MOraT HAMBAHO JA4 Ce H3KNHYAT BBLIMMKHH HEXETaHH
JCKAPCTREHH Peaxunt, ¥ Bawmst nexkap mMoxe 1a rmoucka na Bi npocienssa BHAMATENHO, ake TIPHEMATe
TAKMBA ACKAPCTBA {BENIOUATEIHO HAKOH JekapeTEa npu XMB: puronasup, kodnuwkerar).

Tpatea 18 kaxeTe na Batnig nexap wid GapqanesT. aKo NPMEMaTs. HACKOpO CTE NPHEMAIH N1 € BbIMOKHC
1A NpHEVATe IDYTH JEKAPCTEL.. BKIIOUUTENHO TekapeTBa, 0TNyCKanu De2 pelenTa.

AnBecko ¢ XpaHa H HATHTKA
Hawa szauvoaeiicTsie Ha AIBECKC C XPaHH H HAlATHL

bpeMeHnoCT, KhpMeHe H e pTHINATET
Akp ore DpeMeHHA MIN KBDMWIES, CMATATE, 4S MOKe N3 ¢Te OpEMEHHA HNA MIzFWpate DpeMeHiocT,
NOCHBETBANTE C¢ ¢ BalwMa nexap HiW dapMatiesT Npead ¥NoTpebara Ha TOB2 NeKAPCTRA.

- Monexe HAMa J0CTATLMAC HHPOPMAUHS 3a edekTHTe HA Anpecko npn OpeMeHHH *eHH. Bawnat aekap
e ofct 11 ¢ Bat pUCKOBETS ¥ NONIHTE OT YNoTpedaTa Ha ABeCKD.

- Luxmne3oHna (4KTHBHATA ChOTaBKa Ha ANBSCKO) MOXCE I3 CE MPHEMA [0 BPEME Ha OPEMEHHOCT CaMe ako
OYAKBAHHTE TION3H 34 MAUKATA OTIPABIABAT BL3MOKIIHTS PHUKOBE 33 passHBalworo ¢ Hebe. Ako Bawmst
Nekap NpengHH, e MOKETS 13 IPoALUKNTE 0a poueMare ANBecke, TPsfBa 1a € HINOMA2EZ BLEMOKHO
HeH-“KCKETA 1032 [(WEN C30HA 318 NI LILDREHE 12 KOHTPOIE ESPRy acTMaTa,

- [pn nela ¥e Mafiky. KOHD €A NEHEMATH KOPTHIOCTEPCHIHN ~0 3peve He GPEMEHHOCTTA, cAelsa J2 e
CIEAH SHHMATZTAG HAIOLIZEUHATE JSTHOCT

- [oeopere ¢ Baiups nckap, ako MCKaTe 28 H3n0I3EaTe ANBSCKO J0KATO KBPMHTE.

- He e wianecTho 220y AHXANATOPHMNT UHKIEI0NNI TPEMHHEBRA B KLPMATA NPH X0pa.

- [lo Ta3u NpudrHA IPEATHCBAHETO HE AABECKO HA KEHH, KOHTO KEDMAT, TPA0BA Jla CTABd caMo ako cnea
BHMMATRIIHOTC OGMHUCITAHE, O4dKBAHATA 10134 33 VafKata e No-roa1ama OT BE3MOMKHHA PUCK 38 NETETO.

Hllodupane ¥ padoTa ¢ MAaHHHK
ANBECKD H CHCTABKMTE My HE NMOBNUSBAT HIW TORBAMARAT NPpeHedpexuMo cnocodHOCTTA 3a WOoEnpaHe |
paboTa © MALIHHK.

AJBECKO CBIEB DA €TAN0A

Tosa nekaperso cLabpka 4,7 mg angoxol (8TaHon) BbE BeAka noza. KonuwecTsoTo B eaHa 103 OT rosa
AZKAPCTBO € SEBHBANEHTHO HA mo-Manko of [ ml Supa wam BHHO. MankoTo KOIMYeCTBO ANKOXO)L B TOBA
NZKAPCTBO HAMA 714 HMA HAKAKBH 320e1e HM K eheKTH

kS Kax 0a w3naaiBaTe AdBecKo

BHEATH H3MON3BAHTE TOBA JEKAPCTEO TOMHO KakTo BH ¢ kazan Bawwar nexap. AKo HE CTe CHIYPHM B HElLO.
NonuTaRTe Baling nexkap wiu hapvauesr.

. ARO CTE 33N04HATH TOKY-ILG 13 TPUEMATE TOBA 1EKAPCTBO BMECTC UK 38100 ¢ Tad1eTKH
KOPTHKOCTEPoHI. Bile Toyxa 2, JIaUHeHTH, KOKTO BEYE IPUEMAT KOPTHRKOCTEPOHL KaTo TabneTiu™,

J




Kakpo KOaHYeCTRO ABECKO TPsi0Ba 12 e NPHEMA BCEKH aen?
Bawtunt siexap tpadsa 42 BH € ka3an kakBO KO MYECTRO OT NEKAPCTBOTO TPAOBA 14 rIpHemMate Beeku fen. Toa
LS 3aBHCH OT Balllute HHANBHAYATHK HYHIH.

" Ilpenopbusanara 1032 Ansecko € 160 MMKpOrpaMa BellHbA JHEBHO, KOETO NPM NIOBEYETO TALMEHTH
OCHTYPARE KOMTPOR 1§ aCTHATa;

. [Tpu HAKeW DauHeHTH Hamaleda 1033 oT 80 MMKpOTpaMa BEIHLK AHEBHO MOWE Ja € JOCTATHYHA 34
NOANBPKAHE HA edeKTHEEH KOHTPON Ha acTMaTa;

. MpH NauMeHTH, KOHTO HMAT TEXKD BJOWABAHE HA ACTMATHYHHTE CHMNTOMH. MOKC I& C& HATOMH
¥BEIHRABAHE HA NO3ATA HA AJBECKO 33 KPATRK MEpHOL OT BpeMe. Jo3aTa Mowke na Dbe YBLIMYEHA 10
640 MuKporpaMa Ha J2H. 1N0CTaBEHH KaTo 320 MHKPODpaMa @ea NeTH  JHEBHO., HO HAMAE  AAHHH.
NOTBBPXAABALLY HAJIHYUETC HA JCTBLIHHTENCH TepaneRTHueH ehekT cIel 5 Meceua npunarane ua Tesd no-
BHCOKM J103H.

ARC € HeoDxoauMo, BalluAT nexap MO®e chwo aa Bu npeznnwe M TadleTkH KOPTHKOCTEPOHA MMM
AHTHOHOTHK, B CNy4all Ha WH(eKknns.

- BawuAt jexap me xopirapa mozara B 1o MHEMMATIHATA, HEO0X0IHMMA 32 KOHTPON HA ACTMaTa.

- TpadBa 1a 3amovHeTe 0a yoelmate NOA0GPEHHS HA CHMOTOMMWTE {XpHTICBE, CTATAHE B TBIHTE W KalInizia)
B pavxuTe Ha 24 vaca.

Kora rpsafBa 12 H3MOAIBAM MOSl HHXANATOD AlBecko?

TIpH NOBEYETO CRYYan KA CYTPUH, MITH BEYCP — KATO £1HO ANH 1BE BIPbCKBAHHA BEIHLH AHeBHO. ClelBaiiic
MHOTOQ BHMMATETHO RHCTPYKUMHTE HA Bating nekap, Baane € 13 npuevare ANBECKO penoBHG BCEK K IEH 10pH
4K0 CE UyBCTRATE No-100pe,

Ak SadenexnTe. ve e Heoixoanvwe 1z u3Nor3na~z Bauua uuxzatop 13 Gbpra GPOHXAOHNETALXA NO-185TO
eT 2-3 MbTH HA C2avA4ud, TpAlBz. Az €2 IBbpweTe © BelivA Jekap M ToH L8 NIepeirieid LOSHPORKZTA HAa
Jexapereoro B

Kax na manoassam Mon HHXa1aTOp ANBeCKD?

BaxHO € B HAUANOTO NEKAPST, MEAMUMHCKATA CecTpa WM GapMauerTsT Aa BH nokakaT Kak .1a u3non3sare
npasiito Bawus uuxatatop Anpecko. Jobpata TexHuka Ha mprnokenye e ocurypu ae Seanrte Bu apodoee
Ja A0CTHra TIPABMAHOTO KOlIM4ecTEo. Moag, M3n013BaliTe HHCTPYKLUMMTE B HACTOSUIATA JMCTOBKA KATO
noMarang,

AKO HCKaTe, NPBUTE HAKOIKO NBTH MOKCETE j1a 0€ YIPAKHABATE NPe] OLNeJAN0, JOKATO 1051ere yBepeHOCT.
He M3N0N3BATE TTPASKHIHO Balina MHXaTaTop ANBecko. YBepeTe ce, Ye NEKAPCTROTO HE MALM3A OTIOPE MAM
OTCTPanH oT ¥¢1aTa Bu,

AKO HHXanaTopbT By e HOB MM He & BH M3I0.13EAH B NPOSLIDKEHUE HA 07A CeAMHLA HIH NOREUS, TPIGRA
Aa ce mpoBepu mpean ynorpeda. MaxHeTe KkanaseTo na MyHILY K ¥ HETHCHETE METANHHA DAZKOH TPH NLTH
Hanony B HHXANATOpa, TAKA YC [a Ce OTJCIAT TPH PLCKAHMY BbE BL3AYXa HACTparH oT Bac.

He e neobxoawmo npend vnotpeba aa pasknamate Bawna wuxanatop Ansecko. JleKapeTsoTo 0T camoro
Haqa10 € 7100 POPMATA HA MHOMO (HH PasTBOP, Taka 4€ 14 BH ce OCHIYPH npaBHIHATA 0033 C BCAKO

BIPBOKBANHE.

Mo EPCVE HA MHXATANKA MOWKETS Ja CEOHTE HIH 12 CTe W3TIPABCHH,




CrnenpaiiTe BHHMATETHO T€3H HHCTPYKLIHH H Cé PbKOBO/eTe 0T KADTHHKHTE,

1. MaxHeTe kanaveTo oT MYHILYKa W NPOBEPETE AaNH MYHALLYKBT € YHCT H CYX, KAKTO OTBBLTPE, Taka H
OTBbH.

2. Jpwkre nHxanaropa o0ObpHaT HALoMy (IBHOTO Ha METAIHHA (IAKOH /1a € Harope) KaTo rnokasaieusT €
Ha IBHOTO Ha METANHUA (PNAKOH, a NaneubT — MO MYH/ILILYKa.

3. Haaumaiite kosnikoto Bu e ynodHo. He uznuweaiite npes uuxanaropa.

4. TlocraBeTe MyHJLLYKa B yCTata cH M ro 0OXBaHeTe MIABTHO C YCTHH.

5. BenHara woM 3anoyvHeTe [a BAMIIBATE [Pe3 yCTarta, ¢ MoKasalela HaTHCHETE ABHOTO Ha MHXanaropa,
Taka 4e Ja ce OTIEeNM €IHO BMPbCKBAaHE OT JIEKApCTBOTO, AOKATO olle BAMiuBaTe 6aBHO W Ababoko. Mos,
BHHMaBaiiTe BNPLCKAHOTO JIEKAPCTRO JIa HE W3/TH3a OTTOpe, OTA0MY WIH OTCTPaHu oT yctata Bu.




6.  3anpuKTe AMIIAHETO CH, M3BajJeTe WHXAnaTopa OT ycTaTta CH M MaxHeTe MpkcTa CH OT IbHOTO Ha
MHXanaTopa. 3aapkikTe AWLIAHETO cH 3a okono 10 cekyHaH win konkoTo Bu e ymodxo. baBHo u3nminaiite
npe3 ycrara. He u3nuuBaiite npe3 MHxanaropa.

BaikHo e 1a He Obp3aTe NPH H3NbLJAHEHHE HA CTHIKH 3 10 6.

7. AKO cTe WHCTPYKTHpPAHH Jla TIPMEMETE OLUE €/IHO BIPbLCKBAHE, H34AKAiTe OKOMO MOMOBMH MHHYTA M
MOBTOpeTe CTHIKH 3 J10 6.

8. Cnen ynotpeda, BUHATH MOCTABAINTE KaNayeTo HA MYH/IILYKa, 3@ [a 0 PeAnas3uTe oT 3ambpeasaHe. [1pu
MOCTABAHETO F0 TIPHTHCHETE CHITHO, IOKATO LIPAKHE HA MACTOTO CH.

9, C ornen Ha xurueHara

- MOJd, NOYUCTBANTE PelOBHO MYH/ILIYKA BCAKA CEIMMLA CbC €YXa KbPNa KAKTO OTRLTPE, TAKa U OTBHH.

- K4To W3MOJ3BATE CYXO, HArBHATO Mapye nnat, W30bplIETe MpeaHaTa 4acT Ha MalKHA OTBOP, OT KbIAETO
M3113a JIEKAPCTBOTO,

- He u3M0JI3BaliTe BOAA WM JAPYI'H TEYHOCTH.

[IpaBuiHaTa TEXHUKA LILE OCUTYPH NOCTBIBAHETO HA NPABMIHOTO KonudecTBo Anecko B Denute Bu npoSose
Mpu BCAKO U3NON3BAHE HA MHXanaTopa. BauaT nexap lie npoBepsABa peI0BHO TeXHHKaTa By Ha MHXanWpaHe,
3a J1a ce YBepH, Ye ieyeHneTo Bu Moske na nocTurye Hai-noosp edexr.

Korato MeranHata OMakoBKa € HAMbJIHO npasHa, Bue Hama na yeeware WK 4yBaTe H3JIM3aHe Ha
3aABHIKBALLNMA Tras.

AKo caea ynorpeda Ha Bamust uHXaaaTop AJIBECKO MOYYBCTBATE 3a1yX HIH CTATaHE B IbpANTE:
. He NpHeMaiiTe NoBeYe BNIPbCKBAHUA,
° u3noa3eaiite Bamus uHxanarop 3a 6bp3a OpoHX0OAMIATALHS, 32 1 MOANOMOrHETe AHIIAH




. cBhekeTe ce HezaGagHo ¢ Bawua Jexap.

AKO co 3aTPYIKAB4TE 12 WINGIIBATE MHXANATOpa, BawiuaT nexkap moxe na B» npenopbia 2a Wsnon3BaTe
pa3MPbCKBALL0 YeTPOHCTRe. PA3npoekpaoTo YETPOACTBY. KORTO € NoAXGAAO 33 HHXANATOPA ANBECKO, C2
Hapita AeroChamber Plus™, Ako wanonssate yerpoictsoto AeroChamber Plus™. wos. cnenpaiite
JAMEHMTE 38 HETO HHCTPYKLMH. Bawmar nexap vav QapvalleBT tie ¢a B ChCTOAHME 14 B 12)aT cheeT 3a T0Ba
YCTPOHCTRY,

AX0 ¢Te IPHENH moRede 0T HeddX0AHMATA 1032 ANEECKO
Bakno € 1a npueMare go3aTa ci kaxto Bu ¢ xazan Bamwat nexap. He Tpabdea Aa nosminasare Wiy Havaiseare
APEANHCAHATA 1033 083 & C& KOHCY/ITHPETE € nexap.

Hamz wysia or creudpHyHo JeueHwe, akoe CTe HaNomIBaln [10Beye ANBECKO, HO Tpadsa Ja mpeaynpeiuTe
Bauus ferap. AKg BUCOKW G3M CC TRIMIATAT 22 NROALAAUTEAND BPEMS, HE MOKES A3 €2 WIKIOMU HaMansaanse
Ha HAOBOPEYHATA ASHHOCT B HAKAKBA CTENEH H MOKE 17 C& HAOXK M KOHTPOIMPaHEeTO H.

AKo ¢T€ NPONYCHAIH 12 NPHEMETE ATRECKO
AKO cT€ TIPOMYCHATH [a NpHeMeTe AIBCCKO, NpocTo NPHEMeTe cieasaiuara ofuuaiina n03a. korato W ¢
ppemeTo. He 33emaiitTe AROCH OPOH BIPBCKBAHAL. 33 14 KOMNEHCHPATE NPONYCHATATE 1034

AKO <TE€ CNPEAN NPHEM3 Ha AJBECKO

JlopH ako ce qvBCTRaTE N0-0052¢ HE TPAGBE 1a CNHPETE 12 HINON3BTE FAIIHA HIXANIT0p ANBSCKE,

AKC WMITE SAKEXBR AOMEIHHTZIHA BES [OCH, CBRP3anH ¢ YIOTpedaTa HA TOBa NEREPCTBO, MG raiTe BalHi
NExap 74 papMalsBT.

Tpﬂﬁﬁ'ﬂ He3abaBpHO 23 YBEAOMEHTE Bamus neka P, AK0 CTIpETE 23 H3NIOR3ZBATE TOBA NEKAPCTEO.

4, BBIMOKHH HEKCTAHH PEAKUHN

KARTo BCULKH ARKAPCTEA. TOBA TEKANCTEO MOME fa TPEAHIBUKE REXTHANY DEAKUMM, BHIPERN 4 MY BCTKY TH
NOTYHABa,

Ako 3a0enexite HAKOR 0T CIEJRHTE CCPHO3HH HEKEMAHH JICKAPCTREHH PCAKLMM, NPEKPATETE IPHEMA Ha TOBA
neKapcTBO H He3alaBHe ¥BEOOMETE BALTAA TEKAD:

. TEWKM ANCPHIUHEN PEAKLMH KATO WOAVBAHE HA YCTHKTE, €3HKE W [bPNOTO (MO®e Aa sacerusT o | Ha
] 000 nexyBaHH [IEUHEHTH )

. ANEPrIIHN PCAKLIM: KCeH 00p1a, 3a4epBaBane, chpPOek AN DEIe3H N0 KOAKaTa Kare ¢8I 0Ky BaFe T
KOIPLBA W YPTHKAPH (Movke 13 3acertar 30 1 Ha 100 1ekyBaH NaunenTH);

. KAll/IMUA Wl XPHITEHS, KOUTO Ce BIOMABAT CKOPO NS MHXaMpaue (Mowe ja 3acerHat no 1 Ha

100 JexypaHH TaLHEHTH).
OOMKROBERO ADYIUTE HEKENAHH NEKapCTBEHH peakiny, walmioaapany npi ynoTpedara na AnBecke, ca JeKi.
B nopedeTo cayuad MOKETE Ia NPOABIKWTE nedeHHeTo. Heskemann nekapeTpeti peakiii, KOMTO MOKe Ja

noayuHTe, ca:

HeuscTH Hewenanu peakMu (MOxke 13 3acerar 10 | ng 100 nexyBary nauMesTy):

. JPe3rae rhac;

. napeHe, Bb3IANCHNE, PA3APa3BaHe Ha VCTaTa ILTH MBPRoTo;
s GenM maneny & yeTata (opanHa reGHYKO 82 MHpEKLIEA )

. rnaecboiue;

HENPHATEH BKYC]
CYXOTd B ¥CTATA HITH THQIOTO!
TRATHT WK NDBDBUIAHE.

-

Peaxu HeXeTan peakunm (Moxe Ia 3aceryar o 1 va 1 000 nekysaHu auMeHTH):

. qYBCTEO Ha NPECKAYMaHe HA ChpLeTo (NannuTauyi );
o
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. AMCKOMGOPT HILKH DONKA B KOPEMA;
. B/iCOKO KPBBHO HansraHe.

Hexenanu PEARUHE C HEMIBCCTHA HECTOTA, KOKTO ChING MOraT a ce MPpOoABAT:

. [TpoG:1emy CBC CBHE, ASMPecHs WIH YUYBCTBO Ha TPEBOKHOCT, G€3N0KOMCTEC, HEPRHACT, NPCELI0YIA HIH
pasapasHUTeanocT. TE3H Hekenant Peakuny € NO-BEPOATHO 0a HACTBIAT NPH Jeua.
. 34MBITIEHO 3peHHE

ANBECKO MOXE [1a 3aCerHe HOPMANHATA NPOAYKUHA Ha KOPTMKOCTEPOHIH B Ta10To Bu. Toea obHKHOBeHOD ce
H2OMOZABE MPH NAUMENTH, MPHEMAIIY BUCOKY A03Y B MPOALTKEHHE Ha Anre speve. Tein edexT Morat 1a
BKIHQUBAT:

- HamalleHa CKOPOCT HE PACTEKA NPH KIHOUIK,

- HM3TBHABAHE HA KOCTHTE;

- EBIVONHO IOMLTHABAHE HA JLLLHTS HA DUMTRS (KATAPAKTA), BOLCIUO A0 3aMbLITICHO 3pEeHue,

- zary0a Ha 3peHHE TIOPAAH HECCTECTBCHO BMCOKO HANATAHE B OKOTO (Thaykoma);

- NyHOODpPa3HO 1WLE, HallaBaHe Ha Terno B NOpPHATA YacT HA THAOTO W W3TLHABAHE HA PHUSTE W KpaKaTa
{(Kywwaronanu Dese3n unK cURIpom Ha KyWwmhr).

PheThT HA KOHALIMTE, KOUTO MPHEMAT NEYEHHE B IPOJRMKEHUS HA ALICG BPEME. TRAGRA 14 ce UpoBgpAsa
PENOBHC OT JeKapA ¥M. AKO cKepoctTa Ha pacTeka By e 3alapena, BawmdAr nekap e kopHrupa neyeHHeTo
Bu, ax0 € BEIMO#HO, C HAR-HHCKATA 0033, NPH KOATO e [I010EPKa eeKTHBEH KOHTPO HA aCTMATA.

TabneTkuTe KOPTHKOCTEROMA MOraT /A3 JOBEAaT A0 TNOBCYE HEKEIAHH PEaKUMHW B CPABHEHHE C
KOPTHKOCTEPOMAHHTE MHXANATOPH KATO ANBECKO. AKO CTE APUEMANM CTEPOMAHH TAbneTkd npeiW und no
BpeMe 113 ynoTpebara Ha AJTRSCKD. PUCKLT 33 HEKeTAHH peakuuy OT TadIeTKHTE Mome Ja Cf 3amasH 3a
W3BSCTHO BpeMe. PENoBHWTE Nperneiy oT cTpana Ha Baliws jiekap 10e rapaHTHpaT, Ye npyeMaTe [pasH:IHaTa
3a Bac n03a Anpecko. PeaosnauTte npernead CHUIOC Taka 10e pa3kpHAT PAHO €BEHTYAJIHK HEKENAHH PEaKLMH 1
LILE HEMENAT WAHCa Te Ja ¢ BAOlIaT.

Mons, 3anovaere:

AKO HEKOA OT HexeTIAHHTE NeKapCTRESHH PEAKLMH CTale CEPHO3HA MW 330CNLKHTE APYTH, HECTIHCAHM B TA3H
JNCTOBKE HEWENAHA PEAKLIAK, MDA YBEAOMETE Ballkg Nexap Wi hapManesT.

ChofmaRane Ha HEXKETAHH PeaKUHH

AKD OONY'WHTE HAKAKBM HEXKENaHH NMEKAPCTBEHH pearumu, yeeaomeTe Bawda nekap. Tosa BKIOUYBAa BCHYKH
BHIMOKHKE HEOUHCAHN B TA3W MUCTOBKE Hexerany peakunk. Moxere chlllo aa crofunTe nexenauy peakiuu
aupekTHO Ha HannuHuTenna areHuMa no nekapersara, v Jamag [pyes” Ne 8. 1303 Codua, Ter: ~359 2
8903417, yedcaitrt: wuww.bda bz, Kate cpolluzsare HexeTaHH Peakly, MOKETE 13 NAJETE CBOS NPHHOC 2
NOMyHABAHE Ha NOBCYE HHPOPMALLHA OTHOCHO HE30NACHOCTTA HA TOBA IEKAPCTBO.

5. Kaxk 1a coxpaHasaTe AJNBeCKO

MJa ce chapaHABa HA MACTO, HEZOCTRITHO 33 JCLA.

He usnon3paitte Bawida HHXanatop chea CpoKa Ha TOAHOCT, oThensian BLPXY €THKETAd H KapTOHCHHTA
onakoeka cagn .loaen o, CpOKhT H3a rOJHOCT OTTORAPS HA MOCNIEAHHA JIEH OT NOCOHCHHA MECTLL.

OnakoBKaTa CLALPHA TedHoCT Mo HAAraHe, Ja He ce cbxpanasa Hal S0°C.
Onakogkara He Tpabea 13 Obae NPOOHRAHA, YYTIEHA MK H3TAPAHA JOPH aK0 HICNEHKA NPaiHa.

IMo00HO HA NOBEMETO ICKAPCTRA 33 HHXAMHPAHE B ONAKOBKH NOA HANATAHE, TEPANeBTHIHWAT eIEKT 1Ha TO3H
NEKAPCTBEH MPOYKT MOKE 03 HAaMange, ako ONAKOBKATA € CTyAeua. Buopeky ToBa ANBECKD OTASNA eaHa u
chbila 1033 B HHTEpRana oT MuHye 10°C 10 nmoc 40°C.




AK0 Bawnar Jexap pellv 13 NpeyCcTaHOBH NSUeHHETO MW aKC HEXANATOPRT € MPa3eH, BLPHETS HHXAnaTopa
na Bawwa dapvauger 3 Ge30nacHo HIXesRI1AHe, TOBA ¢ BAKHO, ThH KATH € BB3MOMKHO CIZIAH OT NEKEpeTE0TO
A3 0CTAHAT B KOHTeHHepa Aopy ako Tol Bu warnewia npaieH.

He HixBbpaaliTe NeKapeTBaTa B KaHanu3aluHATa MK B KOHTEAHEepA 3a 10MALTHK ornaabu. | lonnTtaiite Baums
hapmareRT KaK Na WIXBBPIATE JCKAPCTBATA, KOMTO REHE He HINOn3paTe. Tesd MepKH e CnoMorHar ia
ON2383HE HA DXONHATA CPEA

6. ChIhpKaHHe HA ONAKOBKATA H ACOBJAHHTEIHA HHGOPVIAUHE

Kaxpo cLanpka Anpecko

- AKTHBHO BEWECTBEO: OHRIE30HHA. [IpH BCAKO HATHCKAHE e OTASNA 24RO A03MPEHO BAPbCKBANE
(M3IWIAMIATE OT MYHAWYKE 3033), CEABPEANG |60 MUKPOTpAME UHKNEIOHH].

- Mpyru cecTapku: 023B03€H eTadon W nponeleHT (HEA-34a, Hopdavpan),

- Tosa JexapeTeo CRIBLPEKA GIYOPCBOLPWALIY MapHUKOEH TR30ERC,

Adpecko [60 mukporpava. 30 103WpaHd BnprcxRanud - Beexd upxanarop censpxa 4.31 g HFA-1534a
chOTBETCTEAM Ha 0.006 Towa CO: exsrBaneHT (NMoreHudan 3a riofaiHo zatoriade {(global warming
potential, GWP = [43{),
Angecko 160 mukporpama, 50 103Hpady BOPBCKERHHA - Boexku vuxaiatop chawmea 5.59 g HFA-154a,
cworsercTeauin na 00008 Ttopa CO: expuBament (moTermuMan 3a nrofanso satomisHe (global warming
potential, GWP) = 1430).
Ansecko 160 mukporpava, |20 noiupan BnpbckBavka - Beexu uuxanarop cniavpwa 3.80 g HEA-|34a,
choTBCTCTRAUM Ha (L0153 tona CO: exBuBaneHwT (moTeHnMan 3a TnobanHo zaTtonnsse (global warming
potentizl. GWIy = 1430),

Kak 1Irex1a ATRECKD H KAKE] ChIbPKA OAKOERKETA
ANBSCRR TPZACTARN ABE 0 CTpa ¢ D23U3ETHA TEYHOLT 3 ANYNMHHHZBA OMAKOESA 00 HAMANEEL, KOATO
acRODCEARA NPe3 MyHAmY <@ TOYHO “LEMEPSHA 1034 HEEr e3CHHA Nog, qif-[f}]'r"BTEl Ha CI'I[DC;,

Buiose onakoBkmH:

Huxaiatop ¢ 30 no3upzHi BAPLECKBAHKA,
HMuxaaarop ¢ €0 nozupasH BOPECKEAHMAL.
HMuxajarop cec 120 goiupalH BEPBCKBAHHAL

BeAKa KOHUEHTpalUMsA C€ Opeliara E ONAKOBKM, CBHALDWALIM J0CTATBYHQ KONMuyeoTBO 3a 30, 60 Wiu
120 posupann enpeckeanna. B aapucumoct o1 Gpos 10MPAHA BNPLCKBAHNS/ IeH. apenopbuan Bi ot Bamws
aeKap:

- HHXaNaTopsT C 30 A03UpatH BNPBCRRAHKMA CHILP#A ADCTATLHHO JCKAPCTRO 38 ABE 10 YCTHPH CeIAMHLUM.
. HHXATATOPBT C 60 A03HPAHH BENPBCRBAH A ChAbPKa A0CTAThHHO JCKAPCTBO 34 COHH A0 JBa MeCela.

. HMHXEIATOPBT ChL 120 JO3VPAHH BMPBCKEAHUA ChABDWE J0CTATHEYHO ACKAPCTBO 384 JBa 10 MCTHRH
MeCeLa.

He BCHUKY BUIOBE ONAKOBKH MOrAT Aa DbIar MYCHATH HA Na3apa BbB BCAKA CTPaHa.
[TpaTesatea Ha pa3pemeHeTe 33 YNOTPpeda H NPOHIBOIHTEN

[IpuresaTen Ha paipemenHeTo 3a Ynorpeda

Covis Pharma Europe B.V.

CGustav Mahlerplein 2

1082 MA Amsterdam
Hunepaanaun

IponiBoanTen




Covis Pharma Europe B.V.
Gustew Mahlerplein 2

1082 MA Amsterdam
Hiaepnanmng

Ton deKapCTBed NPOIYKT £ PAIPRILEH 3a YNoTpeda B AhpxasnTe Wienky 1 EWN noa enearnte
HMEHA!

JAbpEapa-wieHKa ]

Hwne g npoaykTa _____ﬁm

ApcTpua i Alvesco 160 Mikrogramm — Dosieraerosol
_buarapua Assceko |60 MuEpOrpava, pasTBop Mo/l HANATAHE 38 HHXANRLNA ]
lepmanns Alvesco 160 Mikrogramm Druckgasinhalation. Loseng
Mepous Alvesco 160 pugpoypapuitpia, SIGAVLR Y1d £:GTvor U0 Kison
Janus Alvesco 160 mikrogram/dosis inhalationsspray, aplasning
Wpnaxana Alvesco 160 micrograms pressurised inhalation. solutian |
Henauua Alvesco 160 microgramos/inhalacion solucién para inhalacin en envase a
presion
Hramis Alvesco 160 meg soluzione pressurizzata per inalazione ]
Kuntp | Alvesco 160 uipoypoupapie, Biivld y1d £107VOT) VAC TECT
Jatemua Alvesco 160 mikrogrami aerosols inhaldcijam, zem spiedicna. Skidums
Huaepnauaug Alvesco 160 Inhalator, agrosol, oplessing 160, micragram/dosis _ |
L,H_QPBEFHH Alvesco 160 mikrogram/dose inhalasjonsaeroscl, opplesning 7 j
{JOeIHHCHO KPANSTED Alvesco 160 Inhaler
{Cesepra Hpaanams)
| Nonuwa | Alvesco 180 pe/dawke inhalacyjna; acrocol inhalacyjny. roztwo:
{__E}’MLHHH Alvesco 160 Inhaler, 160 micrograme/dozd , solutie de inhalat presurizata
| Cnosakns Alvesco 160 Inhalator inhalaény roztok v tlakovom obale
CroseHus Alvesco 160 mikrogramov/odmerek inhalacijska raztopina pod tlakom

YHrapus " Alvesco 160 mikrogramm tilnyvomasos inhaldcids oldat
DYHNZAINA Alvesco 166 mikrogiannos inhalaatiosmute, liuos )
Ppayuna Alveseo 160 microgrammes/dose, solution pour inhalation en flacon pressurisé
Xbpsarcka Alvesco 160 mikrograma stlateni inhalat. otopina

Yewxna penybauka Alvesco |60 mikrogramd-ddvka roztok k inhzlagi v tlakovém obalu
[T | Alvesco 160 microgram/dos inhalationssprav, 1sning

Adara Ha necreano npepasraexiane ua ucrosrural 932026
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