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Jlucroska: nndopmauns 3a naunenra

Bydomuke Hznxanep 160 makporpama/4,5 mukporpama/muxananus npax 3a HHXaJaAuHA
Bufomix Easyhaler, 160 micrograms/4,5 micrograms/inhalation, Inhalation Powder
Oynesonnn/opmoreposnioB hymapar auxuapat
budesonide/formoterol fumarate dihydrate

ITpovereTe BHMMATEIHO UAIATA JIHCTOBKA, PEAM 12 3AN04YHETE 12 IPHEMATE TOBA JIEKapCTBO, Thii

KAaTO TH ChAbPKA Baxkna 3a Bac nndopmanus,

- 3anasere Taszu nucToBka. Moe /1a ce HANIOKH [1a 5 NIpOYeTeTe OTHOBO.

- AKO HMaTe HAKaKBH J0MLIHHUTE/HH BBIIPOCH, NonuTaiiTe Bawus nekap win dhapmauesT.

- Tosa nekapcTeo e npeanucano auuHo Ha Bac. He ro npeorcrsnsaiite Ha apyru xopa. To moxe na
MM HaBpE/IH, HE3aBUCUMO Y€ NMPHU3HALIMTE HA TAXHOTO 3abonsBaHe ca chiuTe kato Bammwre.

- AKO MOJTy4HTe HAKAKBH HEKEIAHHU IEKAPCTBEHH peakumH, yseaomete Bawms nexap wiun
apmatiesT. ToBa BKJIIOUBA H BCHUKH BH3MOXKHH HEXENAHH PEAKLIMH, HEOMHMCAHH B Ta3H JIMCTOBKA.
Bukre Touka 4.

KakBo ¢bAbpka Ta3n JHCTOBKA

Kakso npeacrasnssa Bydomukc HUsuxanep 160/4,5 u 3a kakBo ce u3non3sa
Kakgo Tpa6Ba na 3naere, npeau aa usnonseare Bydomuke Msuxanep 160/4,5
Kax na usnonssare Bydomuke Hauxanep 160/4,5

BB3MOXKHH HEXKeNaHH peaKiiu

Kak na cexpaussare Bydomuke Hsnxanep 160/4,5

CohabprkaHue Ha ONAKOBKATA W AOMBIHUTEHA HHDOPMALIUS

e

1. Kakgo npeacrasansa Bypomuke Hznxanep 160/4,5 n 3a kKakBo ce H3noJa3sa

Bydomukce HUsuxanep e nnxanartop, KoHTo ce U3Mo3Ba 3a leYeHHe Ha acTMa MpH Bb3PACTHH U IOHOLLUM Ha

Bb3pact 12-17 roaunu. M3nonssa ce ChiLo W 3a fieyeHHe HA CUMNTOMMTE Ha XPOHHYHA oGCprKTHBHa

6enoppobra Gonect (XOBB) npu Bb3pacTiu Ha Bb3pact |8 u noeeue roguuu. Toik

pasnuyHu nekapctsa: Gyae3oHun v GopmoTeposos (ymapar aMxuapar.

. Bynesonnn npuHaanexu KbM rpyna JiekapeTsa, HapeueHH ,,KOPTHKOCTE
HaMaJlsABa U NPeOTBpaTsABa OTOKA W Bb3naneHHeTo B 6enus Bu apod.

. ®opmoTeponos dhymapaT AMXHAPAT NPUHALIEKH KbM rpyna JeKapeTs
»ABJIroeHcTBaLUM GeTa-aipeHOPELIeNITOPHH AroHHCTH" WK »OpOX0au
KaTo OTMyCKa MYCKYJIMTE Ha AMXaTe/IHUTe MbTHILA. ToBa ynecHsaBa auuis




AcTMa
3a nevenue Ha actMa Bydomuke Hanxanep 160/4,5 moxe a ce npeAnycpa no AR pasiHyHKU HAYWHA,

a) Ha naxon xopa ce Apeanncsar xga HHxanaTopa 3a actma: Bydomnxe Hzuxanep 160/4,5 u ome
€JHH MHXAJATOp 32 ,,00JIeKMABAHEe HA CHMIITOMHATE,

. Te m3nomsar byomuxce Hanxanep ncen aen. Tosa nomara ia ce npefoTRPATH MOABATA Ha
CBMIITOMH Ha acTMa.
. Te u3nonzsat HHXanatopa 3a ,,00/1€KUaBAHE HA CUMITOMHTE™ PH NOARA Ha CHMITTOMH Ha ACTM4,

3a Ja ce o0NIeKYH OHLIAHETO OTHORO.

6) Ha usxon xopa Bypomuxc Hauxanep 160/4,5 ce npeanucea KaTo eJHHCTBEN HHXAJaTOop 33

acT™MA.

. Te u3nonsear Bydomuke Hanxanep secexn nen. Tosa nmomara na ce OpedOTBPATH YIOABATE HA
CHMIITOMH Ha acTMa.

* Te cpiwo uanonssar Bydomuke Hanxanep, KOrato ce UM HeOGXOAMMH AONBIHUTENHHU 103 3a
obrexuasare CUMOTOMHTE Ha ACTMa, 3a a ce 0B/EKUM ULLIAHETO OTHOBO M CHLLO TAKa, aKO &
CBrNacyBaHo C Iekaps, a ¢ NPEeA0TBPATH NOABATA HA CUMITOMM Ha acTMa (HanpUMep NpH
(GU3MUECKO HATOBAPBAHE MM NPH HINIArAHE Ha ANCPreny). 3a Tasu LEM T€ HE ce HYXKAAsT OT
JOMBJIHUTENECH HHXANATOP.

Xponnqsa oberpykrurua Genoapodua 6oect (XOBB)

Bydomurc Usnxanep 160/4,5 morke fa ce Manon3ea u 3a jedeHne Ha cumnToMu Ha XOBB npu
Bb3pacTHH. XOBB e xpoununo 3aGonapane Ha AMXATENHUTE THTHILA B GeHTe APoBORE, KOETO YECTO Ce
JBJKM H2 TIOTEOHOMYLLUEHE.

2. Kakso Tps6Ba 1a 3maere, npeas a2 uznoasrate Bydpomuxe Hanxanep 160/4,5

He usnomassaiite Bydgomnxe Hauxanep 160/4,5
- KO CT€ ATePrHyHM KbM OYAe30HHA, POPMOTEPOT MK KBM APYraTa ChCTABKA HA TOBE IEKAPCTBO
(mocouena B TOUKa 6), KOATO € NaKT03a (KOATO ChABPIKA MATKH KOSMYECTRA MIEYEH IPOTEUH).

Ilpeaynpesknenns u npeanasnn MepKu
Fosopere ¢ Bawws nexap nin gapmauest npean na nsnonssare bydomuxe Visuxanep ako:
. cTe nuaberux

. umate 6enonpodHa uHdekums

. HMATE BHCOKC KPhBHO HANATAHE HJIH HAKOra ¢Te UManu ﬂp06ﬂ€M ChLC CHPUETO (BKJ'[I-O‘IHTCJ'[HO
HEPABHOMEPEH CBPICUEH PUTHM, YCKOPEH MyAC, CTECHABAHE HA APTEPHHTE HIIM ChpieyHa
HENOCTATHYHOCT)

HMaTe NPobIeMH © LIMTOBHIHATA XJTe3a UK HaaObEpeyHHTe Kiesu
HMAaTe HHCKO HMBO HA KATHH B KPBBTA
HMaTe TeXKO YepHoapolHo 3a601aBate

Ceppxere ce ¢ Barmma aexap, aKo HMaTe 3aMBIVIEHO 3PEHHE MITH IPYTH 3PHTE/HH CMYLLEHHS.
Varuiaxuete yoTara cu cne BAMIIBAHE HA 103374, 33 13 Ce M30erne MeGHUHA WHOEKLMS B yCTATA.

Apyru aexkapersa u Bygomuxe Hauxanep
Hudopmupaiite Batma nexap nau GapmauesT ako NPHEMAaTe, HACKOPO CTE MPHEMAaTH Wi

Hsxou nexapctsa moxe na ysennuar edexra ot bydomuxc Usuxanep n Bawmnsr
Aa By npociiespa BHHMATENHO, 2KO TPHEMATE TAKWBA 1€KAPCTBA (BKIIOYHTENH
XHB: puToHaBHp, KOGKUKCTAT).



ITo-cneunanto, undopmupaiire Bamnsg ekap WiH $papManesT, ako NpuemaTe HIKOE OT CETHHTE

JIeKapCTRA;

. Bera-6rokepH (kaTo aTeHO101 ¥ MPOIPAHOITION, HAMOA3BAHH 32 JIEUeHHE HA BHCOKO KPBBHO
HAJIATaHE), BKITOUHTEHO KAllKK 32 0MH (KATO TUMOJION, H3MOM3RAH 34 JICYEHHE HA [IIayKOMa).
JlexapcTea 3a JieueHHe Ha YCKOPEH Wil HEPABHOMEDEH ChpAEHEeH PHTEM (KaTO XHHHIOWH).
JlexapcrBa KaTo IUIOKCHH, M3TION3BAHH YECTO 32 JIEYEHHE HA ChPAEYHA HEJOCTATHUHOCT.

. HMuypetruy, Hapuuanu oie ,,0TROAHABaWK TabneTkn" (kato dhypozemun). Te ce nanonssar 3a

JIEYEHHE HA BHCOKO KPBLEHO HAJIATAHE.

Crepoutn, KOUTO ce NpHemMarT Npe3 yeTaTa (KaTo NpeaHH3ONOH).

KcanTiHOBU MeankamenTH (KaTo Teodruaun unn amuuodunun). Te ce H3NON3BAT 4€CTO 3a

JeueHHe Ha acTMa.

Hpyr# 6ponxoaunararopu (kato canbyramon).

TpuiMkniHY aHTHAGNPECAHTH (KATO AMHTPUIITHAKH) H BHTHAENPECcaHTa He(asonOH.

DeHOTHAZHHOBH JIeKapCTRa (KATO XJIOPIPOMA3HH H TIPOXJIOPNEPAsHH).

Jlexapctha 3a neverue Ha urAEKUME (KATO KETOKOHA3ON, NTPAKOHAZOM, BOPHKOHA301,

TIO3aKOHA30M, KTAPHTPOMHUMH W TETHTPOMULIMH).

Jlexapcrsa 3a nevenue va Gonecrra Ha [lapkuncon (xkato AeBosona).

JlexapcTea 3a JiedeHne Ha 3a60NABAHNA HA LUMTOBUHATA XUTE32 (KATO JEBOTHPOKCHH).

AKo Hitkoe oT u30poeHuTe Baxki 3a Bac unu we cre curypuu, o6bprere ce kbm Bawmus JIeKap WM
dapmauerT, Npen na 3anouHeTe Aa M3ronssate Bydomuke Hauxanep.

Caiwo Taka yeaomere Baiuus nexap Ui dapmauest, ako Bu npenctom OMEPALASL KA CTOMATONOIMYHA
MaHHITYNaluMA o obila ynoiika,

bpemenHOCT H KbpMeHe

. AKo cTe GpeMeHHa Ui KBPMHTE, CMATATE, Ye MoXe A2 CTe BpeMeHHa M mnakupate
GpeMeHHOCT, nockBeTBaiTe ce ¢ Bawus nexap unu dapMauesT npeau ynorpebarta Ha ToBa
JIeKapCTBO,

. He usnonzeaiite Bydomuke Msnxanep, ocsan ako Bawmsar nexap He By xaxe [a ro H3momspaTe.

Ako 3abpemeHeere nokato usnonssare Bydomukce Mauxanep, He ciupaitte ga ro H3MON3BATE, HO
He3abaBHO rosopete ¢ Bawus nexap.

lodupane u paGora ¢ MamaAy

Bydomuxe Msnxanep He moemusea MiH NosanaBa npeHeGpekuMo cocobHOCTTA 3a wotupare 1 paGora
C MALIHHH,

bydpomurc Hiuxamep cbhaepska n1akTo3a, KOATO € BuA 3axap. Ako Bawmar nexap BH e ka3an, ve HMaTe
HETIOHQCHMOCT KBM HAKOHW 3aXapw, roOBOPETE C HETO, NPEeaH Aa 3aN0YHETE @ H3NOI3BaTe TOBA IEKAPCTBO.
KonuuecTBoTo s1akTo3a, CHABLPXKALLO Ce B TOBA 1EKAPCTRO, OBHKHOBEHO HE MIPEAH3BHKBA NPOGIEMH npu
XO0pa C HEMOHOCHMOCT KbM NaKTo3a,

IToMOIWHOTO BELIECTBO NAKTO32 CHABPIKA MANKO KOJIMHECTRO MAEYHH NPOTEHHH, KOWTO MOraT aa
NPHYHHAT aIEPIMYHH PEaKUHH.

3. Kak na usnoassare Bydomuxe Hauxanep 160/4,5

. BuHarn n3nonseaiite Tosa nekapcTBo TOUHO kaxTo Bu € kazan Bawust nexap. Axo He cTe
CHTYPHH 8 Helo, ronuraiite Batua nekap unu dgapmauesrT. —_.

. Baxxno e na usnonasate Bydomunkc M3auxanep scexu eH, 10pu 1 1a HAMaTe ¢
uny XOBB.

o Bawmmar mekap me vcka fa npoBepsiea pefoBHO Ballire acTMATHYHE CHMI

AKO NpHemaTe CTeponanH TabneTxy 3a acTMaTa cu uaw 3a XOBB, Bawnst nexap
Ha TabNeTKHTE, KOHTO B3MMATE, /e KATO 3aMOYHETe 4a M3MNoJ3BaTe Bytomuke



MpHEMaTe CTEPOHAHH TabNleTku OT AB/ro Bpeme, Baiuuat nekap mosxe ga vcka aa Bu NPaBH

M3CACHBAHMA HA KPLBTA OT BpeMe Ha Bpeme. Korato Hamanseate nepopanHute ¢TepoHIHH TabNETKH,
MOXE 212 NOYYBCTBATE OGLUO HEPA3NONOKEHHE, BBIIPEKH Ye CUMIITOMUTE OT I'pbanks Bu kow moxe na ce
nofo6psasat. Moxe fa M3NMTaTe CUMITTOMM KATO 3amMylUeH WITH Tevall, Hoc, cnafocT WM CTaBHA 1
MycKynHa 6071Ka, 1 oOpHB (ex3ema). Ako HAKOMH OT Te3u cummTomMu Bu MPUTECHABA, HIIH AKO CE TNOSBAT
CHMIITOMH KaTO F1aB000KE, yMOPa, TA/IEHe HITH NIOBPDBLIAHE, MO CELPXKETE ce ¢ Bawus nekap
He3abarHO. Moske /1a Ce HaNOXu 1a IPHEMETE APYTO IeKAPCTBO, aKO PA3BHETE ANEPrudHH HITH apTPHTHH
cumiromn. Tpsabea 1a roBopuTe ¢ Jiekaps cH, aKO Ce NPHTECHRBATE 141k Tpa6Ea a NpOAbLIDKUTE Aa
m3nonzeare bygomike Manxanep.

BawusaT nekap Moxe fta npeueHy, Ye & HyKHO 10GaBsHE Ha CTEPOMAHH TabneTkH KbM 061yaiiHoTo BH
JICUCHHE TG BPEME Ha IEPHOAH Ha CTPEC (HaNPHMep, KOraTo MMaTe HHQEKLMs B rPbAHUA KOLI HIH peau
onepamnus).

Baxkua nadopmauns 3a cumoToMuTe Ha actMa uan XOBB

AKO MoYyBCTBaTe, Y€ 40KaTO Uaron3sate Bydomike Hsuxanep nnmanero By crapa 3aTpyaHeHo WiH ce
NOABIBAT XPUIOBE, TPAGRA J1a NPOABLILKUTE Ad IO U3MON3BATE, HO BEAHATA, LIOM TOBA € BE3MOIKHO,
Tpabea 1a moceTHTe Bawmsa nekap, 3awoto moxe aa ce HYXKA3e7¢ OT ACMLAHHTENHO IEYEHHE,

HezabasHo ce cenpakere ¢ Bawms nexap, axo:

* [Juwanero By cTaga no-tpyaHo unu yecTo ce cuOYkIaTe HOLUEM C NPUCTL HA ACTMA.

. CyTpHH KMaTe CTSraHe Ha FbPIOHTE WK CTATAHETO Ha FbpPINTE NPOIB/IKABA NO-ABIMO OT
oGuyaiino.

Tezu Genesu MoraT aa ozxauaear, ye Bawara actma uam XOEE we ce KOHTpPONHpa aAeKBATHO M €

BBIMOKHO He3a0aBHO 113 ce Hy>KNaeTe OT Pa3THYHO WIN JONBLARHTENHO NeUeHH e,

ACTMA

Bydomuke Msuxanep 160/4,5 moxe 1a ce Npearndcea no Aga pasiHuHM HAYKMHE 32 JISYEHHE Ha aCTMa.

Hosara Bydomnke Uskxanep, KosaTo TpaGea Aa NPHEMATe, KAKTO M HECTOTATA HA NPHIOKEHHE, 3ABHCAT

OT TOBa Kak Bu e npeanucan.

a)  Axo Bu e npenrmcan Bydomuxc Hamxanep u ome eans HHXA1aTop 3a oDNexyaraHe Ha
CHMNTOMHTE, NPpOUCTETE NOATOMKATA, 03arnaBeHa ,,A) Kak na usnonssate Bydomuxe Hsnxanep u
AONMBIHHTENEH MHXANATOP 32 001eKYaBAHEe HE CHMOTOMUTE".

6)  Axo Bydomukc Hsuxanep Bu e npeanucan kato eauncTeen HHXA1ATOp, NpOYETETE NOATOUKATA,
osarnasena ,,b) Kax na wanonseare Bydomukc H3uxanep kato eAMHCTBEH HHXANATOP 3a fleYeHUe
Ha acTMa®,

A) Kak na n3anomeare Bypomuxc Hsnxanep u nonbanureen HHXANATOP 32 a0neKuaBane na
CHMOTOMHTE

Hsnonzeaiite cBosi Bydomuxc Hzuxanep seexn ned. Topa cioMara Aa ce NpeIOTBPATH PA3BHTHETO HA
CHMITOMM Ha acTMa.

Bwnapacrun (nax 18 ronunn)

. O6uyaiiHaTa fo3a e | unM 2 HHXanauuu JBa TETH JHEBHO.
. Bawuar nexap Moxe a rnosuLuH A03aTa Bu 10 4 HXanaluu 18a nsTH JIHEBHO,
. Ako cumnromuTe Bu ca noGpe konTponupann, Batmust nexap Moxe na Bu npeanuue ga

DPHEMATE NEKAPCTBOTO €AWH MLT JHEBHO.

IOuoww (ot 12 a0 17 rognun)

. OGuuakinara no3a e | i 2 MHXanaumu JBa NbTH AHEBHO.

. Ako cumntomute Bu ca 106pe xoHTponupann, Bawnst nexap moxe 1a Bu np
ApPHEMATE JICKAPCTBOTO €AHH LT IHEBHO.

4



Bawnar nexap (Mim MeauumHcka cecrpa) we Bu nomorue na KOHTpOMHpaTe acTMaTa ci. Te e
PETYJIMPAT n03aTa HA TORA NEKApCTBO A0 Hal-HUCKATA 1034, HOCTATHYHA 34 KOHTPO/IHpaHe Ha
cummrromute By, He npomensiite nosara, Ges npeay Tosa 1a cTe ce MOCBBETBAIM C JIEKApPA CH (MITH
MEIHIHHCKATA CH CECTpa).

Hinonssaiite otaenen HHXAATOP 34 ,,00.JeKIABANE HA CHMIITOMHTE, 34 a3 OBJIageeTe
CHMNTOMHTE HA ACTMA, KOTATO C€ NOABAT TAKHBA. Bunaru HoceTe HHxanaTopa 3a ,,06neKuaBaHe Ha
CHMNTOMHTE" cbe cebe ch, 3a na M3Non3eaTe, KOraTOUMare Hy#2aa oT hero. He usnonssaiite Bygomukc
H3uxanep 3a oBranABaHe Ha CHMITOMHTE Ha acTMa - H3non3BaKTe UHXanatopa 3a o6iekuasane Ha
CHMITTOMMTE.

b) Kak 12 n3nonseare Bydomuke H3uxanep xato enwncTBen HHXA/IATOp 32 JIeYeHHe Ha acTMa
Wanonseaiire Bygomukc Vzuxanep no To3u naums, emHcTee o ako Bawust nexap Bu e kazan na ro
H3NON3BATE TAKA M CTe HA BE3pacT Haj 12 roauun.

H3noassatite cBon Bydomuxe Hzuxanep 160/4,5 scexn aen. Tosa nomara na ce NPEJOTBPATH
Pa3BUTHETO HA CHMITTOMH Ha acTMa. Moxe f1a CH npHeMare:

o 1 nuxanawms cyTpun i | unxanaums seyep
W

. 2 MHXANMALMH CYTPHH

WM

. 2 uHxanaimu Bevep.

Bawusr nexap mose na nouwe a03ata Bu 1o 2 vHxanauuu 2 meti AHEBHO.

Cwuto Taka m3nomssaiite Bydomuxe Hauxanep 160/4,5 kato HHXaaarop 3a ,,60/1exuyapane na
CHMITOMHTE®, 32 12 OBNA/IEETE CHMIITOMHTE Ha ACTMa, AKO CC NORBAT TAKMRA i 34 Aa NpeLoTBpaTHTE
TIOABATA HA CHMITTOMM Ha acTMa (HANPHMep NpH (H3HYECKH YCUITHA HAH TIpH U3taraHe Ha anepreqsx). .

) AKO Ce NOfIBAT CHMITOMH Ha acTMa, HaNpaBeTe CH | HHXANALHA W H3uaKalTe HAKOIKO MHHYTH.
. AKO He ce MovyBcTBaTe mo-no6pe, HarpaBseTe CH OLLUE §HA HHXAJIAllHA.
. He cu npasere noseye ot 6 unxanauum HapeaHbK.

Bunary Hocere cBos Bydomukc Hsuxanep cue cele cou, 32 na MoxeTe Aa ro H3M0I3BATE, 8KO C&
HY[ACTe OT HETO.

ObuKHOBEHO He € HeoBXoauMa obuia AHeBHa no3a OT Noseye ot § MHXanaunu. Bee nak, 3a orpannuen
NEpUOA OT Bpeme, Baummsar nexap Moxe na Bu no3sonu aa cu npaexre 10 12 MHXanauWH OHEBHO.

AKo penosHo Bu ce Hasara na cH nipasuTe 8 uin noseve HHXaNaUuHWH IHEBHO, 3aNHINETE CH Yac NPH
Bawmua nexap uan meanunncka cectpa. Mosxe aa ce Hanosxm 2a NPOMEHST N¢UeHHeTo By,

He cn nipasete noseue ot 0610 12 wxxanauuu 3a 24 vaca.

AKO Ce NOSBAT CHMIITOMH Ha ACTMa, JOKATO ce HaToBapeaTe 3NUECKH, Hanon3eaiite Byhomuke
H3mxanep Taxa, KakTo € ONHCaHo no-rope. BasHo € 12 Ce HoChBETRaTe ¢ Baiuusg nexap orHocHo
ynotpeGara Ha Bydomuke Uznxanep, ¢ uen MPENOTBPATABAHE NOABATA HA CUMNTOMHK Ha 4CTMa; KOJIKO
YECTO MMAaTe QM3MIECKH HATOBAPBAHHA HIIH CTE H3JOKEeHH Ha ajlepreHy, Moxe Jla NOBIMAE HA
NieueHueTo, koeTo Bu e npeanucano.

XOBB (Xponn4na O6erpyxrubna Beroapo6ua Boaect)

. 3a ynotpe6a caMo npu pb3pacTHH (Ha BE3PAcT Hal 18 roauuu).

. Obmuuaitnara no3upoBka e 2 HHXANALWK 2 NBTH IHEBHO.

Bammsar nekap moxxe aa Bu npenmmie u Apyru GPOHXOAMNATATOPH, HATIPUMED AHT
NeKapcTBa (KaTto TUOTPONHES MW HIIPATOHER Opomua) npu XOBB.




AKO CTe H3N0I3BAJH NOBeUe 0T HeOHXOUMATA 1033 Bydpomnkc Hsuxanep
Baxno € na npuemare BamaTa 103a kakTo e npenophyan Bauuat nekap unn dapMauest. Bue He Tpsbra
nia npesuiuaearte Balata npeanucana no3a Ges na NOTBPCHTE MENHLUMHCKY CHBET.

Haii-uectute cummmomu npu npuem Ha no-sucoka ot HeoBxoaumara no3a bythomuke Hauxanep 160/4,5
Ca TpenepeHe, r1aBoboIHe U yCKopeHa chpaevHa AeitHocT.

AKO CTe MPONYCHAIH A2 HINOA3BATE Bytomunke Hauxanep

. AKo cte 3a6paBHIK a IpueMeTe eaHa 103a, preMeTe A BeHara, LIOM CH CIOMHHTE. AKko ofaue
HabHxaRa BpeMeTO 3a IpUeM Ha Cllenpalnarta no3a, MponycHeTe 3abpaBeHaTa.
. He B3emaiite neoiiHa no3a, 3a na KOMICHCHPATe NPOMYCHATATA J1034,

AKO MMaTe HAKAKBH JOTTBIHHTENHH BLIPOCH, CBBP3aHH ¢ yNoTpebaTa Ha TOBa JIEKAPCTBO, MONUTAHTE
Baums nekap unu ¢apmauesr,

HHCTPYKHHH KakK na vinonisare HHXanarTopa ca JajeHH B Kpas Ha THCTOBKATA.

4, Bb3MOXKHE HeKenanu peakunu

Kakro BCHuku nekapcTsa, ToBa JekapcTeo Moske na NPEAN3BHKA HEXENIAHH PEAKUMH, BRITPEKH Ye He

BCEKH TH 110/1y4aBa.

ARO pazBHETe HAKOii OT CTETHATE CHMITOMH, cmpere xa uinoBate bypomuxe Hanxanep u

He326aBHO ce o6bpHETE KbM CBOU Jlekap:

. Otuyane Ha HUETO, 0COGEHO OKOMIO yeTaTa (€3pKa MK FBPIOTO W/MAH 3aTPYAHEHO
NPErThUAHE) HITY TIOSBA HA YPTHKAPHANEH o0pHB Haped ChC 3aTPYAHEHO AMILaHe (aHrHoenem)
W/WIH BHE3ANHO npuManasane. Tosa Moxe 12 03HaYaRa, Y€ CTC PA3BHIIH ATTePruvHa PeaKuua.
Takaga ce pasBuBa psako, moske aa 3acerde 0 | ma ceku 1 000 AYLUH,

. Buesanro, octpo passutHe Ha XpHnose wiu 3a0yx HEMOCPE/ICTBEHO Cnej U3MoI3BAHETO HA
HHXanaropa. AKo ¢e paiBue KOHTO H 12 € OT Te3n CHMNTOMH, CHpere 1a H3N0A3BATE
nHxanatopa Bydomuke Hanxanep nesabasno n manpasere mnxaaunu ¢ HHXaNaTopa cH 3a
obnexuasane Ha cumnromu. Hezabaguo ce CBBLpIKETE ¢ JIEKAPA CH, 3a10TO MOXKe 13 ce
HANAra NpoMsiHa Ha neveduceTo Bu, Tosa ce ciyusa MHoro paako, moxe na 3acerde 10 | Ha
Bcex# 10 000 agywm,

YBegomete Batuns fiexap, ako MONYYHTE HAKOS OT CIEAHUTE HEXeNaHH peakuMH, A0KATO MpHemMarte
Bytomure Hanxanep, Thii kaTo Te Morar Aa 6h1aT CUMNTOMM Ha GenoapobHa nudekuma:

. BHCOKa TEMIEPATYpa UM BTPHCAHE;
» MOBHILIEHO 0GpasyBaHe Ha XpaUukH, POMSHA B LIBETA HA XPayKHTE;
J 3aCHIIBaHE HA KALTHUATA WM 3aCH/IBAHE HA NPOBIEMHTE ¢ JHIIAHETO,

ITuesmonus (nudexuns Ha GenuTe ApoGoBe) e uecTa HeKeNaHA peakuus npn naguent ¢ XOBE
(mMoxe na 3acerne go 1 na pcexn 10 AYUIH),

JIPYTH BB3MOXKHHA HEKENAHH PeaKLuN:

Hecru (vorar 3a 3acernar o 1 ua 10 aymn)

. Manmitauuu (ocw3nasane, ue ebpuero By Oue), Tpenepere, AKo Tesu HexenaHu peaKuHH ce
TIPOSABAT, T OOMKHOBEHO Ca IEKH W HAH-YECTO NPH MPOALAKABAHE HA ICHEHHETO Che Bydomuke
Hsuxanep wauespar.

. Kangunnosa (rebnuna undekums) va yerara. BepoaTHocTTa 3a passuTHeTO i € no-M
kaTo u3nonsBate csoa bydomuke Minxanep, penorHo ninnakeare YCTaTa CH.

. Jleku GomkH B repnoTo, KawaMua W Apesras riac,

. I'naBoGosnue.

Heuecrn (MoraT aa 3acernar 5o 1 ua 100 AYIIH)



UyscTro Ha Ge3mokoiicTso, HEPBHOCT HNH BE30yna.
Hapywenue na chus.

JamasiHoCT.

T'agene.

YCKOpeHa ChpaeyHa fenocT.

KoxHn xemaTomu,

Myckyinn kpammy.

3amwrneHo 3penne.

Peaku (morar aa 3aceruar 1o 1 ua 1600 Aymiu)

. O6pus, cupbex.

. Bponxocnassm (cbkpawasane na MYCKYIHTE Ha AMXATEHWTE MbTHILA, KOETO BOIM 10 N0SBA Ha
XpUnoBe). AKO BEJIHATa Clle] PHIOKEHHE Ha Bydomuke Hauxanep BHesanHo ce nogear XPHIIOBE,
CTIPETE Na ro W3non3Bsate ¥ He3a0aABHO Ce CBBIKETE ¢ JleKaps cu.

. Honmwkapare Ha HUBOTO Ha Kanuit B kpeaTa BH,

. Hepasromepen cuppeven purnm.

Muoro peaxn (Morar aa 3acernat a0 1 1a 10 000 Ayuin)
Henpecns.

IIpoMenn B noseaeHHETO, 0COBEHO npY aeua.

Bonxa umw cTarane B repaure (cTeHOKapmKs).
Hopuinasane Ha kprBHATA 3axap (NoKo3aTa) & KPBBTA.
IIpomsna wa Biyca, nanpumep HETIPHATEH BKYC B yeTaTa,
. IIpoMenn B kKpBEHOTO Hansraxe.

Hnxanatopuwre KOPTHKOCTEPOHMAH MOTAT 13 NOBIUAAT HOPMATHATA RPOAYKUHA HA CTEPOHAHH XOPMOHH
8 Oprann3ma Bu, ocofeno ako ru npuemare pbe ercoka A03a 3a NPOABIKHUTENEH NEPHOR OT BpeMe. Teszu
ebeKTH BIOYBAT:

. Ipomsna Ha xocTHaTa MHHEpanHa nnbTHOCT (0TcabRaHe HA KOCTUTE).

Katapakra (3ambriseare sa qewmara Ha OKOTO}.

I'nayxoma (nosuweno svrpeouso Handraxe),

3abapsne Ha pacTexa rpy fela ¥ IOHOLIH,

Hornussaue na byHkuMITA Ha HanGLOpeUHNTE KNe3u (MaNIkK XU1e3n B HenocpeacTrena Bauzocr
1o 6u6peunTe),

Bepostnoctra 3a paseuTHe Ha Tesu eeKTH e MHOTO Mo-Maka rpH JIDHEM Ha HHXaNATOPHH
KOPTHKOCTEPOMAH, OTKONKOTO [PM NPHEM HA KOPTHKOCTEPOHLM MOM dopmara Ha TabaeTky.

Crnobmasane na nexenann peakuuu

AKO NOJLYYHTE HIKAKBH HEKCIAHH NEKAPCTBEHH PeakuHH, ysenoMeTe Bauria nekap wiu dapmayest.
ToBa BKIIOUBA BCHUKH BE3MONHN HEOMHCANM B TA3H IHCTOBKA HEXenaHK peakuud. MoxeTe chiuo aa
CBOBIIMTE Hexenakn peakiHy HPEKTHO 4pe3 HaLUMOHAIHATA CHCTEMA 3a ChoOLaBaKe:
H3nbannTenta arenums no nekapersara

ya. ,,lamsan Ipyes” Ne 8, 1303 Copus

Ten.: +35 928903417

yebcait: www.bda.bg

KaTo chobiuasare Hexemany peakuuu, Moxere 1a AaneTe CBOR MPHHOC 3a MOMYYABAHE HA NMOBEUe
HH(OPMALIHA OTHOCHO Ge30MacHOCTTa Ha ToBa NEKapCTEO.

5. Kak aa cexpansnsarte Bydomuke Harxanep 160/4,5

. Ja ce cobxpansBa Ha MACTO, HEMOCTBIHO 38 Jena.




. He m3nonssaiite Tosa nekapcTeo ciien cpoka Ha rOAHOCT, oTOEIA3aH BhpPXY KAPTOHEHATA
onaxoskal nnHka or honuo d etuxera cned ,,Foaewn no:/EXP:*, Cpox®T Ha FrORHOCT OTroBapa Ha
NOCMEIHNSA JSH OT [IOCOUEHHS MEeCeLs,

. Ha ce cbxpanssa nop 25°C caen oTBapsHe Ha naMKa oT GOJTHO H I8 Ce Na3H OT BJara, IIpenopryea
ce Manxunep na ce cexpansea B npeanaspamus Kansg.

. Axko Bamusar Mauxanep ce HaBaakuu, TpaGBa 43 ro CMEHHTE ¢ HOB.

. Cwmenere Bawus Bydomuxe U3uxanep 4 meceua ciie 0TBapsHe Ha [WIKMKa OT donuno. 3anuuiere

JlaTaTa, KOraTo ¢ OTROpPEH, 3a Ja Bu noMorxe aa 3anoMuure

) He m3xpwpnsiite nekapcTpata B KaHANM3ALUATA WIH B KOHTEHHepa 33 IOMAIlHN OTTAGLHN,
Honwraiite Baiuwsa (apMalesT kak 42 H3XBBPIATE NEKAPCTBATE, KOMTO BEYE HE HAMOM3EATe. TE3H
MEPKH LLIE CMOMOTHAT 33 0N1a3BAHE Ha OKOJIHATA Cpeaa.

6. Chbabpokanne HA ONAKOBKATA H A0 BJHHTEIHA HHopManuna

Kakeo epabprka Bydomuke Hauxanep 160/4,5

- AKTHBHUTE BewlecTBa ca GyAe30HUa 1 HOpMOTeponos dymapat anxuapar. Beska no3a 3a
uHxanauua, ceAbpixa 160 Mukporpama Gynenosun u 4,5 Mukporpama GopmoTeponos tpymapat
JHXHApAT.

- Hpyrara cbCTaBKa € TaKTO3a MOHOXHAPAT (KOATO ChIBPIA MIEHHH NPOTEUHK),

Kak uarnexna Bygomuxc Hauxanep 160/4,5 u kakpo ¢babpka onakoBKara

Bydomurc Hanxanep 160/4,5 e unxanarop, csaspikaw Bauwero nekapctro. [IpaxsT 3a vHxanauus e 64n
HO XKBbTEHUKAB HA UBAT. Beeku unxanatop chaspxka 60 unn 120 a03u v e Gan ¢ yepeeta FOPHA YAcCT.
Bydomurc Hzuxanep 160/4,5 e nanuueH B onakosku ¢ 1 win 3 HHXaNaropa, HalHYHa e CHLIC ONaKOBKA C
2 HHXanaTopa, chaspamau 120 gozu .

B13MOo3KHO € He BCUYKH BHAOBE OMAKOBKH 4 CE npeajiarat Ha nazapa.

Bawara onakoBKa MOXe a CBABDXA H NPeANIa3eau] Katbh. AKO ce HYKAAETe OT NpeAnaspail Kanu,
cBBpixeTe ce ¢ Ipurexatens Ha paipeweHueTo 3a ynotpeta (MHOpMauuaTa e Aaneua no-ao.y)

IIpuTexaTen Ha paspemenuero 3a ynorpeba u NPOM3IBOAMTEN
Orion Corporation
QOrionintie 1

FI1-02200 Espoo
Dunnanna

Hata na nocJeAHo npepazraexaane Ha THCTOBKaTa: 29/05/2020

To3H aexapcerseH NPOAYKT € paspenicH 3a ynorpeba B crpanuTe WieHkd Ha EHII noa cneaunTe
HMeHa:

Benrus Bufomix Easyhaler 160/4,5 Inhalatiepoeder/ Poudre pour inhalation/ Pulver zur
Inhalation

brarapus Bydomukc Mauxanep 160 mukporpama/d,s mvkporpama/vixanaums npax 3a
HHEXamayua

Kunsp Bufomix Easyhaler 160/4,5 Kévig yia siomvony

Yewrka PenyGauka Bufomix Easyhaler 160/4,5 Inhalationspulver

EcToOHuA Bufomix Easyhaler 160/4,5 Inhalatsioonipulber

Copuua Bufomix Easyhaler 160/4,5 Kéwig ywo. etonvoty

Heranus Bufomix Easyhaler 160/4,5 Polvo para inhalacion

OUHmaHMA Bufomix Easyhaler 160/4,5 Inhalaatiojauhe

Vurapus Bufomix Easyhaler 160/4,5 Inhalacids por
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Hpnannus
Hemannus
Hitanua
Jutea

JMiokcemGypr
Harsus

Manra
Hopserns
Honwa
Hopryranus
Pymbans

IIserus
Cnosenug

Bufomix Easyhaler 160/4,5 Inhalation powder

Bufomix Easyhaler 160/4,5 Innéndunarduft

Fobuler Polvere per inalazione

Bufomix Easyhaler 160/4,5 mikrogramai/dozéje inhaliaciniai milteliai
Ikvepiamieji ilteliai

Bufomix Easyhaler 160/4,5 Inhalatiepoeder/ Poudre pour inhalation/ Pulver zur
Inhalation

Bufomix Easyhaler 160 mikrogrami/4,5 mikrogrami/inhalacija Inhalacijas
pulveris

Bufomix Easyhaler 160/4,5 Inhalation powder

Bufomix {nhalasjonspulver

Bufomix Easyhaler Proszek do inhalacji

Bufomix Easyhaler 160/4,5 P6 para inalagdo

Bufomix Easyhaler 160 micrograme/4,5 micrograme pulbere de inhalat Pulbere
de inhalat

Bufomix Easyhaler 160/4,5 Inhalationspulver

Bufomix Easyhaler 160/4,5 Pradek za inhaliranje

Cnosanika Perry6muxa  Bufomix Easyhaler 160 mikrogramov/4,5 mikrogramov Inhalagny pragok

Kaxk 1a m3nonssare naxanaropa Manxanep

3a Baurust Usuxanep

Bypomuke Mzuxanep Moxe A3 € Pasiiuen 0T MIXATaTOPUTE, KOUTO CTE WANON3BATY B MHHanoto. Ero
30 € MHOrO BaXHO /12 [0 M3MOM3BATE NPABKIHO, THH KATO 8KO HE IO M3MON3BATE NPABUIHO, MOXE N1a
HE MO1y4aBaTe Hy:KHOTO KOIH4ECTBO Nekaperso. ToBa MoXKe [a JOBeie A0 TOBA 1a C¢ YyRCTBATE MHOTO
Gonen v Baluara actma Ja e ce nekysa KakTo Tpabza.

Baumsr nexap, meauitincka cectpa wiu dapmatert we By nokaxar kak na uanonspare Bammsa
HHXANATOP IPABHITHO. Y sepeTe ce, ue cTe Pasdpany NPaBMIHEA HAYHH 34 H3{ION3RAHE Ha HHXANlaTopa.
AKO He CTe CHIYpHH, CBbpikeTe ce ¢ Bawus nexap, meanumncka cectpa Wk dapmanest. Kaxro npu
BCHYKH HHXANATOPH, TE3W, KOWTO Ce IPIXAT 34 Aela, TpAOBa Ja Ce YBEpAT, Ye JeLIATa, HA KOMTO e
npeanucas bygomuke Manxanep, u3onsear npaBuiHa TexHHka Ha HHXATHMPATE, KAKTO ¢ OTTHCAHO I110-
nony. MoxeTe CbLIO A2 H3NON3BATE BUACO HHCTPYKLMKTE Ha www.oeh fi/xxxx




Korato 3a nbpBu nbT B3emere cBost U3nxanep

Hsnxanep ce npeanara B nunk ot ¢onno. He oTeapsiite nnvka ot
¢onmo, nokato He cTe rOTOBM a 3aMOYHETE 2 U3NO/I3BATE
JIeKapCTBOTO, THH KaTO TOBA oMara /1a 3anasure rnpaxa cyx B

WUuxanarop
HHXajaTopa.

Korarto cte rorosu Aa 3alo4yHeTe JIEYeHHe, OTBOpeTe IUTHKa U
3anyuIeTe narara, HalIpuMep, B KaJieHaapa cH.

MyHAWyK

H3nonspaiitTe uHxanaropa B paMmkuTe Ha 4 Mecela cie
H3BaXK/IaHe OT IUTHKA OT (JOJTHO.

Kanauka

KAK JIA 'O U31IOJI3BATE NIPABUJIHO

Crbnka 1: PABKJIATETE PA3KJIATETE x 3-5 Baxno, koero TpabBa aa
3aN0MHHTE

» OTcTpaneTe kanaykata
* Pazknatere unxanaropa 3 1o 5 '

[ * BaskHo e na abpikure
I'bTH, KaTO I'0 AbPIKHTE B =
&

WHXaJIaToOpa B U3MpPaBeHO
MoJIOkKEeHHe

* AKo ciyvyaifHO HaTHCHeETe,
JIOKATO pa3kiialare
MHXaJIaTopa, U3MpasHeTe npaxa
OT MYHJLLYKa, KAaKTO €
NoKa3aHo no-aoJy

H3NPAaBEeHO NOJIOXKEHHEe
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Crenka 2: HATUCHETE

* JlpbikTe HHXanaTopa B
HM3MPABEHO NOJIOKEHHE MEKITyY
roKasaJienia u nanena

* Haruckaiire nagony, nokaro
qyeTe LpaKBaHe, U OcTaBeTe
MHXaJlaTopa /1a LLPaKHEe OTHOBO.
Toga ocBoGoxaasa noza

* Hatucuere nagoay camo
BEAHbK

HATHUCHETE x 1

Bazkno, koeto TpubGBa Aa
3aN0OMHHTe

* Uuxanaropst nama ga
LLPAaKHe, aKo KanaukaTa He e
OTCTpaHeHa

* Harucuere nanony camo
BE/IHBK

* AKO c1yuaiiHO HaTHCHeTe
MOBEYE OT BEAHBK, H3Mpa3HeTe
npaxa OT MyH/L1yKa, BUXKTE Mo-
aony.

* Hatucuere, 3a na oceoBoaure
[03arta npeaM 1a BAHILATE, HO
HE M0 e/IHO M CBIIO Bpeme

* [lpwikre MHxanatopa B
H3MPaBeHo NoJIoKeHHe,
KOraTo HaATUCKATE U KOTaTo
BAMLIBATE 03aTa. AKO ro
HAKJIOHHTE, NPBLXBT MOKE Aa
U3nazHe, Npeju a ycneere aa
ro BAHILATE

Crenka 3: BIUIIAWTE

* llpwikre uixanaropa B
H3MPaBEHO MOJIOKEHHE

* Uspmmaiire Hopmanto

* [Tocrasere Mmynauyka B
ycrata cH Mexay 350HTe U
3aTBOPETE YCTHHTE CH IUTbTHO
OKOJIO MyH/ILIyKa

* Banwaiire cunno u 1untoko

* M3Bazete nuxanatopa or
ycrara cH, cies Topa
H3/IHILIATe HOPMAaTHO

BAUIIANTE

Bazkno, koero TpsiGea aa
3a10MHHTE

* VBepere ce, ye uenusar
MYH/ILLYK € rocTaBeH 106pe
BBTPE B YcTaTa Bu, Taka ye
JIEKapCTBOTO 11 MONOAHE B
npoboeete Bu

* YBepere ce, ye ycthure Bu ca
A06pe NpUIenHaIH OKOJIO
MYH/ILLYKa

* He uzauwpaiite B
uHxanaropa. Tosa e BexxHO:
TOBA MO3KE J1a 3armyuiu
MHXanaropa. AKo H3auLIaTe B
WHXanaTopa, W3npasHeTe npaxa
OT MYH/ILLLYKa, BHXKTE MO-10y

Axo Tps6Ba Aa HANpPaBHTE OlIe eNA HHXAA

Hartucuere- Baumaiire,

Cunen karo cre H3MOJI3BAJIH HHXaJaTopa:

* Ilocrasete kanaukara o6parHo BbpXy MyHallyka. Kanavkara npeanasea ot cnyuaiiy
* Cnen xato npuemere no3ara, uannakHere ycTaTa cH ¢ BoAa M s M3rUmoiiTe.

1

1Hs, M0JIst noBTOpeTe cThKH 1-3 Paskaarere-




Kak na msnpasuure npaxa ot mysamyka

AKO HaTHCHETe HUXAJIATOPa CITYYaiiHO WJIM AKO € Bb3MOJKHO /12
CTe IO HATHCHAJIK MOBEYE OT BEJHBK, HIIH aKO CTE M3AUILIAIH B
HETO, U3Npa3HeTe MyHLIYKa.

* JlokocHeTe ¢ MyHLIyKa MOBBPHOCTTA HAa MAcaTa WM AaHTa
Ha pbKata By, 3a na ro usnpasuure ot npaxa.

» Ciieq TOBA 3amMo4YHeTe OTHOBO CBC CTHIKK PaszkiaTeTe-
Hatuchere-Bauwaiire.

ITouncrBane na M3nxanep

[onaspikaiite CBOS MHXANATOP CyX M YHCT. AKO € HeOGXOIHMO MOKETE 112 IOYHCTHTE MYHJILLYKA Ha
Bamns nHxanatop che cyxa kbpna wiiM apyra Meka matepus. He usnonsgaiite soja: npaxsT B M3uxanep

€ YYBCTBHUTEJIEH KBM BJlara.

H3nonssane na Mznxanep ¢ npeanassam kaabgd

Bue moxe na m3nonseare npenassaum kared 3a Baurms
uHxanarop. Tosa nomara na ce nonoGpw TpaitHocTTa Ha
npoaykra. Korato 3a mbpBsH IeT NOCTaBATE HHXANATOPA B
npeanasealins Kanb(, yBepere ce ye Karnaykara € nocraBeTa Ha
MHXaNaTopa, Thif KaTo TOBa Mpe/nasBa HHXANATOPA OT
CiTyyaiiHo 3apexaane. MoxkeTe na usnonssare uHxanaropa Ge3
Ala ro BaauTe OT MpeAna3Ballns Kanbd.

Cnengaiite uncTpykunnre no-rope, 1. Pazkaarere — 2.
Harucuere — 3, Banmaiire.

He 3abpagsiite:

. ﬂpmx’re HHXaJIaTopa B M3MPAaBEHO IMOJIOKEHHUE KOTaTo ro
HaTHCHETE

* Cyieq KaTto npuemMeTe J103aTa, NOCTABETE KAanaykara Ha
MSACTOTO H, Thif KaTO Taka Mpeana3BaTe HHXANATOpa OT
cllydaiiHo 3apexaaHe.
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Kora tpa6Ba na B3emere nos Usuxanep

BposubT Ha n03UTe MOKa3Ba KOJIKO 103M ca ocTaHanu. bposusT
ce mpeMecTBa ciiell Besiko 5-1o aeiictsue. Korato 6posusT Ha
[LO3WTE CTaHe YepBeH, uMate ocTaHanu 20 103M.

Axo Bce ome HamaTe HOoB M3uxanep, cespikere ce ¢ Bawus
nekap 3a Hosa peuenta. Korato 6poausT nocturne 0 (Hyna),
Tpsabea na cmenute M3uxanep.

Bposay Ha

AKo u3non3parte npeanaspaill Karbg, MOXeE aa ro 3anas’ure 1 Ao3ute
J1a NOCTABUTE HOBHS CH MHXAIATOP B HETO.

3anomuere

e 1. Paskaarere — 2. Hatucuere — 3. Baumaiire.
e Cen kaTo CTe NMpUeTH 103aTa, H3IJIAKHETe YCTaTa CH ¢ BOAA U 1 M3TUTIOlTe.
e He mokpere uHxanaTopa cH, npe/naspaiTe ro oT Biara.

AKO HMATE HAKAKBH J0NLIHHTETHH BLIIPOCH OTHOCHO yNOTPe6aTa HA TO3M NPOAYKT, NonuTaiTe
Bammus aekap niau papmauesrt.
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