JIlucroBka: undopmauus 3a norpeduTes

Dayrugopm S0 mukporpama/S MUKporpama Ha BNIpbCKBaHe, CYCIIEH3Hs 1101 HAJISIraHe 32 HHXAJANHS
Flutiform S0 micrograms/S micrograms per actuation pressurised inhalation, suspension
Payrudopm 125 Mukporpama/S MUKporpamMa Ha BIPbCKBAHE, CYCNEH3HA M0 HAJAATAHE 32
HHXAJIAlHA
Flutiform 125 micrograms/5 micrograms per actuation pressurised inhalation, suspension
Mmu 250 mukporpama/10 MEkporpamMa Ha BOPbCKBaHe, CYCNEH3Hs N0/ HAJISTAHE 33
HHXAJIAIIHA
1 mmzsa micrograms/10 micrograms per actuation pressurised inhalation, suspension

payTHKkazoHOB nponuonat/hopMoTeponoB hymapar AMXHapAT
(fluticasone propionate/formoterol fumarate dihydrate)

IIpouerere BHHMATE/IHO UAJIATA JHCTOBKA, MPe/IH 12 3aN04HETE /12 H3M0JI13BATE TOBA JIEKAPCTBO, Thil

KATO TH CbhAbp/Ka BakHa 3a Bac undopmannus.

e 3anasere Ta3u JIMCTOBKA. MOJKe J1a Ce HAJIOJKH /1A 5 IPOYETETE OTHOBO.

® AKO MMarte HAKaKBH JONMBIHUTE/IHU BLIIPOCH, NonuTaiTe Bawus nekap, (apmauesT win MeMIIMHCKA
cecrTpa.

e Tosa siekapcTBo € npeanucaHo AuyHo Ha Bac. He ro npeorcronsaiite Ha apyru xopa. To Moxke 1a um
HaBpe/IH, HE3aBHCUMO, Y€ MPH3HALIMTE HAa TAXHOTO 3a00/1sBaHe ca cblMTe Kato Bawure.

®  AKO MOJIy4YHTE HAKAKBU HEXKEJIaHH JIEKAPCTBEHHU peakiinu, yBelomere Bauius nekap, GpapmanesTt wiu
ME/IMLIMHCKA cecTpa. oBa BKJIKOYBA U BCHYKH Bb3MOJKHH HEJKE/IaHU PeaKLIMK, HEOTTHCAHH B Ta3H
nucToBka. Buxkre Touka 4.
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1. Kakso npeacrasasiBa @ayrudopm 1 3a KAaKBo ce H3M0/13Ba

Mouis 0ObpHeTe BHUMaHHE:

Mmeto Ha npoaykTa € DiiyTudopm CycrneHsus noja HaasraHe 3a HHXaualMs, HO B Ta3H JIMCTOBKA €
H3110.13BaHO CbKpaTeHOTO DayTrdopm uhxanartop. [lonskora ToBa Moxke aa ce oTHAcs 3a crneunUIHO
KOJIMYECTBO Ha aKTUBHOTO BELLECTBO B J1030Ba €/IMHULIA.

Oy TH(HOPM MpEeACTaBIsBA HHXAIATOP (CYCNIEH3Us MO/ HAIATAHE 3a HHXANALNA ), KOHTO Chbpika

JIB€ AKTUBHH CbCTABKH:

® (ayTHKa30HOB NPONMOHAT, KOHTO NPUHALIEKH KbM IpPyIa JieKapcTsa, HapeueHa crepouan. Te
cromarar 3a HamaJIssBaHe Ha OTOKa M Bb3najeHuero B Oenurte apobose.

* (opMOTEpPOI0B hymMapaT AMXHAPAT, KOMTO NPHHALIEKH KbM IPYNa JIEKapCTBA, HapeUueHH
OeTa,-arOHMCTH € NPOABIIKHTENHO AeiicTBHe. Te ca GPOHXOAMNATATOPH ¢ NPOLBIKHUTENHO AeiiCTBHE.
KOMTO Criomarar AMXaTe/IHUTe MbTriia B Oeaute 1po0oBe 1a OCTaHaT OTBOPEHH, KOETO YIIeCHABA
JHLLAHETO.

3ae/IHO Te3H /IBE aKTUBHH CHCTaBKM CIOMarar 3a nogobpssaHe Ha juwaneto. I Ipenopbusa ce ,ua
H3I10J13BaTE TOBA JIEKAPCTBO BCEKM JICH CIOpe/l YKa3aHusTa Ha Bawius nekap.

ToBa nekapcTBO cnmomara 3a npeAoTBpaTsiBaHe HA NPOOJIEMHTe ¢ AHIIAHETO KATO a¢ r™Ma o B}ﬁh &"a
a cnpeTte Aa noJyuasarte 3a1yX H Xpunose. 1o obaye He ieHcTBa, aKO Beye UMATe aCTMaTH4EH IPHCTBII,



T.€. aKO BEYE HMATE XPHMOBE U 3aayX. AKO TOBa Ce C/IyuH, Hie TpabBa aa uinonseare 6wp3oaeiicTeaLlo
obnexuaBalilo 1ekapeTBo, KaTo HanpuMep canbyramon.

2. Kakso Tpa6Ba na 3naere, npean xa ninoassare ®ayrndopm
He n3noaszsaiite ®ayrudopm:
- aKo CTe alepruvyiu KuM GyTHKa30HOB NponHoHar, ropmoTteponos ¢hymMapaTt HAH KbM HRKOS OT

OCTaHAJIHTE CHbCTABKH Ha TOBa JiekapcTBo (M30poeHH B Touka 6).

IIpeaynpexaenusd u npeanasHl MepKH

['oBopeTe ¢ Bawua nexap, papMaLieBT WiIH MEIULMHCKA CECTPa, MPEAH Aa H3NON3BATE TO3H HHXANATOP.
[Ipeaun neueHmneTo ¢ TO3KW HHXanarop, UHGopmupaiiTe Bawua nexap, hapmauesT vny MeHUMHCKA CecTpa,
aKo UMare:

. ceraluiHa WM npeavuina tybepxynosa. CHMNTOMHUTE BKIIHOUBAT YNOPHTA KalNHLA, YECTO C XPaukH,
NPUMECEHH C KPbB, TPECKA, OTNAAHANOCT, 3aryda Ha aneTur, 3aryda Ha TErA0 M HOULHO H3NOTABAHE;

o HHpEKLHA Ha BenuTe ApobOBE HITH TPBLAHHA KOLL;

. CbpAE4HH NpodfeMH, KATO HAMPHUMEP TaKHBa C OPOCABAHETO Ha CHPLIETO MM CTECHABAHE HA €QHA OT

ChbPACUYHUTE KNanu (a0pTHATA), ChPACUYHA HEAOCTATBYHOCT, KOATO MOXE Aa NPUUHMHH 334yX MK
NOJyBaHE Ha rME3eHUTE, ChCTOAHME, NPH KOETO CbPAEHHHUAT MYCKYJ € YBeJMueH (XxuneprpoduyHa
0OCTPYKTHBHA KapAHOMUONATHS ), HEPABHOMEPHA ChPAS4Ha AEHHOCT (ChPACUYHH aDHTMHH) HITH aKO
By e ka3zaHo, 4e uMaTe OTKJIOHEHHA B 3alUCHTE Ha ChpaeuHaTa JeifHocT (yabhkasaHe Ha QTc
UHTEpBana);

HEHOPMA/THO 3/1yBaHE Ha CTEHATa Ha KPbBOHOCEH CbA (aHEBpU3IMA);

nauaber;

NOBHLIEHO KPLBHO Ha/IATaHE,

CBPbXAKTHBHA LUHTOBUAHA XKJ1€38, KOETO MOXKE 13 NPHYMHA NOBHLLEH aneTHT, 3aryba Ha Terno unu
H3NOoTABaAHE (THPEOTOKCHKO3a);

° HHCKH HHBA Ha KaJlHH B KPbBTA, KOETO MOXE 1a NPHYHUHH MYCKYJTHA ¢1aboCT, NOTpenBaHUs UK
OTKJIOHEHHUA B CLPACYHHUA PUTBM (XHNOKAJIHEMHA ),

. BNOWEHa QyHKLHA HA HaaOBLOpeuHHTE Ae3u (ako HAAOBLOPEYHNHTE XKie3n He paboTAT NPaBHITHO,
MOX€ [la HMaTe CHMNTOMH, KaTO HanpuMep rnasodosne, cnaboct, yMopa, 601kH B kopema, 3aryba Ha
aneTuT, 3aryba Ha Teryio, 3amaiiBaHe, MHOrO HHCKO KPbBHO HAIAraHe, AKapHs, YyBCTBO 33 NOBAHIaHE
HJTH NOBPBILAHE WK NPHNAALLK) UAKH TYMOP Ha HaaOBOpeunuTe xne3un (heoxpoMoUunTOM);

. yepHoapodbHu npobiemMu.

Caupxere ce ¢ Bawms nekap ako uMaTe 3aMBIaeHO BHXKAAHE WM APYIH 3PHTENHH HapYLLIEHHS.

AKoO 1€ ce NOANAraTe Ha ONEPALMS MK CE YYBCTBATE CHITHO CTPECHPAHH, MOAA, HHopMHpaliTe Baluus
JIeKap, ThiA KATO MOXE [1a C€ HYXIaeTe OT NJONBIHHTENHO CTEPOMIHO NleYeHHE 38 KOHTPO/ Ha aCTMaTa.

Apyru nekapcrea 1 Payradopm

Hudopmupaiite Bawna nexap niau papmauesT, ako npueMare, HACKOPO CTE NPHEMANH HIH € BB3IMOXKHO 1a
npyuemare ApyrH JIEKapcTBa, BIIOYUTENHO TaKMBa, OTNYCKaHH Oe3 peuenTta. AKO H3NOA3BATE TO3M
WHXANaTop C HAKOH APYrH JIEKapCTBa, HEMOBUTE WK TeXHHTE eeKTH Morat Aa 6baaT NPOMEHEHH.

Hupopmupaitte Bawna nexap unu papmauesT, ako npuemare:
* NlekapcTBa, H3BECTHU KaTo HeTa-0n0kepH (KaTo HaNMpHUMEDP aTEHOAO0N 3a JIEYEHHE HA NOBHULLEHO
KPBBHO HalAraHe, COTaNOM 3a IEYEHHE HA HEPHTMUYHA CbpAeYHa AEAHOCT, METOMPONO 32 ncqcl,-;.ﬁe
Ha yYecTeHa CLpAeYHA NeHHOCT HIH KAk 3a OUM THMOJION 3a JIEYEHHE Ha rayKoMa), S iy 9, ,;g
- HAKOH APYTH NEKapCTBa, H3NOA3BAHH 3a IEYEHHE HA ACTMA WK AUXATENHH 3a6onapaHus (Kasi‘b
HanmpUMEP TEOPHINH HIH AMHHODHINH);
- NexkapcTea, CbAbPKALLK AAPEHANIHH HAW CXOAHHW BEMIECTBA ( BKAIOYMTENHO APYTH ﬁﬂa-arcmﬂ
canbytamon unu OeTa-aHTarOHHCTH, BIUTHOMHTENHO aTEHOO0, METONPOON, NPONPAHOQ,.




C To3# HHXanarop He TpAdBa na ce H3NON3BAT AONBLJAHUTEIHH OeTa-aroHUCTH. AKO acTMaTa BM ce
BJIOWIABA MEXAY J03UTE HA DyTH(OPM Torasa 3a He3abaBHo obnekuaBane TpabBa Na Uinon3eare
Bauins 6np3oaeficTeauy ,,obnekuyapaw”™ nuxanarop.,

o NIeKapCcTBa 3a JICYEHHE HA AIEPrYUHH peakLhH (BHTHXHCTAMHHHK);

* JIEKapCTBAa 33 JICYEHHE Ha MNOBHLLECHO KPbBHO HANAMAHE MM 3a0bPKaHe HA TEHHOCTH 4pes3
MOBHLUABAHE HA MPOH3BEXKAAHOTO KOTHYECTBO YPHHA (AHYPETHLH);

. NEeKapCTBa, U3N0J3BaHH 32 IEYEHHE HA ChpACYHA HEAOCTATBHHHOCT (KATO HANPUMED AUTOKCHH);

o NEeKapCTBa 3a NEYCHHE Ha OTKIIOHEHHA B CbPAEYHHA PUTBM (KAaTO HANPUMEP XHHHAHH, AN3ONUPAMHA,
NPOKauHAMMA);

. NIEKapCTBa 3a JICYCHHE Ha CHMITTOMHTE Ha AENPECHA WM NCUXUYHW HAPYLLIEHHWS, KATO HanprMep

MOHOZMHHOOKCHIa3HH HHXHOUTOPH (Hanpumep dheHen3nH uiu nokapbokcasua), TPHLKKIHYHY
aHTHAENPECaHTH (HanpHMep aMHTPHIITUIRH U UMHNPAMUH), WIH aKO CT€ NPHEMANTH TE3W BUAOBE
JIeKapcTBa Npe3 rnocneHUTE ABE CeIMHULIH;

. NEeKapCTBa, H3MON3BAHH 38 IEYEHHE HA NMCUXUATPHUYHHA MK NCHUXHYHH HapylleHHA (PEHOTHAZHHK NAK
AHTUNCHXOTHLIH);,

. APYTH NEKapCTRa, ChABLPXKALIM CTEPOHIH;,

. NPOTHBOrLOHYHM J1EKAPCTBA (KAaTO HaNPHMEP KETOKOHA30/1 UTH HTPAKOHA30M),

. HAKOH JieKapcTBa Morat aa ycunar egexrure Ha Onyrudopm u Baus nekap Moxe aa pewin na By

HabnKoNaBa BHHMATEHO aKO NIPHEMaTe TE3H JIeKapCTBa (BKIIOYHTETHO HAKOH NekapeTsa 3a XHUB:
PUTOHABMP, aTa3aHaBHP, HHAWHABUD, HEN(PHHABHP, CAKBUHABUP WIIH KOOHLIMCTAT);

aHTHOMOTHULM (KATO HANPUMED KJTAPUTPOMHUMH, TENHTPOMHLIMH WK BYpPa3oNHIon);
NeKapcTBO 3a JieueHue Ha Oonectra Ha [lapkuHcoH (neBogona);

JIEKAPCTBO 32 JIEYEHUE HA HEAOCTATBYHO AKTHBHA LHTOBHAHA *Ne3a (JIEBOTHPOKCHH);
NIEKapCTBO 32 JieYeHHe Ha 6onecTra Ha X0MKKHH (Npokapba3nx);

JAEKapCTBO 34 NPEIU3BUKBAHE Ha paXkaaHe {(OKCHTOLIHH).

AKO LLIE ce oAnarare Ha onepauus noj obwa ynoiika, mons, uhdopmupaiite Bawna nexap g 6onHuuara, e
H3MON3BaTE TO3H HHXANATOP.

bpeMeHHOCT H KbpMeHe

AKO CcTe OpeMeHHa UITH KbPMHTE, CMATATE, Ue MOXKE Aa cTe GpeMeHHa MK niaHHpaTe GpeMeHHOCT,
nocbeeTBalTE Ce ¢ Bawns nekap unu gapmanesT 3a CbBET OTHOCHO ynoTpebara Ha To3M uHxanatop. Toil
e B kaxe nanu tpabea na npHemare TOBa lekapcTBO.

lHo¢upane u pabora ¢ MamaHH
MaJiko BEpPOSTHO € TOBa JIEKAPCTBO Aa NOBAKAE CNOCOGHOCTTA 32 WodHpane U paboTa ¢ MaLIMHA.

DayTHPOpM CHALPKA €TAHOI (A1K0X0/1) H HATPHEB KPOMOTJIHKAT

ToBsa nekapcTBO ChbABPKA 2 Mg aNKOXON BBB BCAKA 103a (2 BNpbckBaHui). KonwuecToTo BbB Besika 1033 e
CKBHBAIEHTHO Ha No-Masiko oT |1 ml 6upa uau | ml sBuHo. MankoTo konn4ecTBO alkoxoA B TOBa NEKAPCTBO
HAMA 12 HMa HAKAKBY 3abenexumMu edekTi.. Chabpika # MHOrO MAKO KOSIMMECTBO HATPHEB KPOMOTITMKAT,
HO MAaLMEHTHTE, KOUTO NMOHACTORNUIEM NPHEMAT KPOMOIIMKAT (M3MON3BaH 32 IEUEHHE Ha aCTMa, AlepruyeH
PHHHUT W ANIEPrHUYCH KOHIOHKTHBHT), TpA08a aa npoab/kaT cnopen, ofuyaiinoTo.

3.  Kak ga usnoassare ®ayrudopm

Bunaru usnonssaiite To31 nHxanatop TouHo kakto Bu e kazan Bawiuart nekap WiH gapMaueBT. AKO HE CTe
CHIrypHH B Helo, nonuTakTe Bawiua nexap nan gapmauest. 3a aa nonyunrte Hait-rolama nonsa or

NpeanycaHaTa ao3a. BawuaT nexap moxe aa Bu e npeanucan wnxanaropa 3a Apyro nokas
acTMa/WIH B pa3/IMuHa 1034, 33 TA3H, KOATO OOUKHOBEHO ce NPeAnMCBa U KaKTo € OMHCAHO
Tpabpa BMHaru fa w3non3sare uHxanaTopa TouHo kakTo Bu e nockeeTsan Bawust nekap.




CUTYPHH KOJIKO J1a MpHeMAaTe HJIH KOJIKO 4€CTO Jla U3M0J13BaTe MHXalaTopa MoJisi, KOHCYJITHpalTe ce ¢
Bawius nekap wnu gapmatiesnr.

Bb3pacTHH,IOHOIIH K 1ena HAA S-TOAHIIHA Bb3PacT

OOuuaiinHara /103a € 1Be MHXA1alMK /1BA [THbTH IHEBHO, KOETO 03HAYaBa JIBE BIIPbCKBAHUS CYTPHH W JIBE
Beuep. Bawuar nekap uie npeanuiue jo3ara, HeoOXoaMma 3a JieueHue Ha Bawara actma. Camo
Bb3pACTHHTE TPHOBA 1a H3M0/13BAT HHXAJIATOPA ¢ HAH-TOJIIMOTO KOJIHYECTBO HA AKTHBHOTO
BelecTBO B /1030Ba eAnHHUA (PiayTHdopm 250 mukporpama/l0 mukporpama).

Camo Bb3pacTHH H WOHOMH HAZ 12-roaninna Bb3pacT TPuOBA 12 H3NMOJI3BAT HHXAJIATOPA ChC
CPEeAHOTO KOJIHY€CTBO HA AKTHBHOTO BelllecTBO B 1030Ba eAnHHua (Payrudopm
125 mukporpama/s mukporpama).

®ayrudopm He TpubdBa 1a ce H3MOJI3BA NPH €A NOA S-roJAHUIHA Bb3PACT.

Yka3auus 3a ynorpeba

[IpoyereTe Ta3u JIMCTOBKA MHOIO BHUMATE/IHO, NMPE/IK J1a W3I0J13BaTE HHXAIATOPA W CJie/1BAHTE
MHCTPYKLIMKTE 3a ynoTpeda B TEKCTa M AHarpaMuTe no-ao0.y. Bawunst nekap win ¢apmauest e Bu nokaxe
Kak [1a u3MnoJ3BaTe HHXajlaropa npaBuiHo. JlekapcTBoTo ce chabpika B aepo3o/ieH (iakoH (BHKTE
AuMarpama 1), KOWTO ce HaMHpa B NJ1IACTMACcOB J103aTOP (M3BECTEH OlLe KaTO MyJIBEPH3aTOp).
[lyaBepusaropbT HMa CbL1O OpOsU, KOHTO NOKA3Ba KOJIKO BIPHCKBAHHS OCTABAT CJIE/L 3aPEK/IAHETO MY.
To3u Oposiu ¢ uBeTHo koaMpaH. ToH 3aMouBa CbC 3€JI€HO U TOraBa KOraTo OCTaBaT Mo-Majiko OT

50 BNpbCKBaHHUsI C€ NPOMEHS B XKBJITO, a KOTaTO OCTABAT MO-MaNKO OT 30 BNPbCKBAHUS C€ NPOMEHS B
4epBeHo. Korato OposT um Habamxku Hysa, TpsaOBa aa ce cebpkeTe ¢ Bawms nekap 3a noamsiHa Ha
WHXanaropa. He usnonspaiite uHxanaTopa, Korato 6posiua nokassa HyJa.

Aepoioacn
th.iakon

Hyasepimarop

bposia
Mywunnyk

Kanaka na
MY HALLY K

Huarpama |

[Ipean aa H3M013BAaTE HHXAIATOPA 32 NPHB HBT, AKO He € OHJI H3M0/I3BAH B POAb/IKEHHE HA NOBEYe
OT 3 IHH HJIH AKO e OHJI H3JI0’KeH HA 3aMpPb3BaHe

AKO HHXA/IaTOPLT € HOB MJIK He € OHJ1 W3NO0JI3BaH B NPOABIKEHHE Ha MOBEYE OT 3 JAHH, TOH TpsabBa na Obae
»MMOIFOTBEH ", 3a /1a C€ rapaHTHpa NnpaBuJIHaTa My paboTa M 10/1aBaHeTo Ha TOYHATA /1034,

AKO HHXaNaTopbT € OMJ1 U3JI0KEH HA 3aMpb3BaHe, TPAOBa 1a Obie OCTaBeH /1a ce 3aTOMIM Ha cTaiiHa
Temneparypa 3a 30 MHHYTH, Cllel KoeTo J1a Ob/ie ,,TOAroTBEH ™, 3a 1a ce rapaHTHpa NpaBUIHATA My padborta u
10/1aBaHETO Ha TOYHATa /]03a.

_.-"

[ToaroroBka na HHxanaTopa e —

‘H h}.‘ '
° OrcTpaHeTe Kanaka Ha MyH/LLyKa U pa3kjiaTere nodpe nHxanaropa. & "*“ L : *’,f,» A

o Hacouere mynawyka naneu ot ceGe cu W BpbekaitTe BeIHbK Ype3 HATHCKAHE Ha aemeJ}Hm; gy, \%
(pnakon. Tasm cTbnka TpsdBa 1a 6bae noBTOpEeHa 4 MBTH. S /.8 l%:ﬂt
Sl

MuxanatopbT TpsabBa BMHArM /1a ce pa3kiialla HENOCPEACTBEHO MPeaH yroTpeda. | = |

r




H3nos3Bane Ha HHXaJ1aTOpA

AKO 4yBCTBaTe, Y€ NnoJlyyaBare 3a/yX HJIH XpUNose, A0KaTo uinossare Oayrudopm, Tpsadea 1a
MPOABIIKUTE /1a I'0 M3I10J13BaTe, HO rnocerere Bauius sekap Bb3MOXKHO HalW-CKOPO, TbH KaTO MOXeE /1a ce
HY>K/JlaeTe OT JIOIbJIHHTENHO JieueHue. Cren karo actmara Bu Obae no0pe osnaasna, Bawmusar aekap moxke
J1a cYeTe 3a MOAXOAALLO MOCTENeHHO Aa Hamanu no3ata Dayrudopm.

U3nbanere 0aBHO cTbnKkKM 2 10 5 no-a01y.

I, Orcrpanere Kanaka Ha MyH/ILLYKa (BHXKTE Marpama 2) U NpoBepeTe Jlajii HHXAlaTOPbT € YHCT U Oe3

rnpax.

MuxanaropsT TpaOBa na ce pa3kialila HenocpeJACTBEHO MPe/Id BCAKO BIPbCKBaHe (HaTHCKaHE), 3a J1a ce

OCHI'YPH PABHOMEPHOTO CMECBAHE HA CbAbPIKAHHETO.

3. Hsnpasere ce uau cranere. U3amiaiite Bb3mM0oKHO Hail-0aBHO M AbAOOKO. M I0KOJIKOTO HIMA
HEMPHATHO yCellaHe.

o

4. XBaHeTe MHXaJaTopa B U3MPABEHO NOJIOJKEHHE (KAKTO € MOKa3aHo Ha Juarpama 3) U ciioxere
MYH/ILLYKa B YCTaTa CH, C YCTHH OKO/10 Hero. /lpbaTe nHXasiaTopa ¢ najei BbpXy OCHOBAaTa Ha
MYH/ILLYKa M NOKa3aiew/noKasasiiy BbpXy ropHara yacT Ha uHxanaropa. He 3axansaite MyHuyka.

5. Bauuwaiite 0aBHO M 1bAGOKO Nnpe3 ycrara, KaTo ChIEBPEMEHHO HATHCHETE aepo30JIHUs (IakoH, 3a 1a

BNpbCKaTe BeAHbK. [IpoabikaBaiiTe 1a BAMLLBATE MPOABIKUTENHO U ABbJOOKO (ONTUMAITHO 3a 4-
5 CEKYH/IH).




Aunarpama 4

6. Jlokaro 3aabpkare 1bXa CH, M3BajJeTe MHXalaTopa ot ycrara cH. [lpoabikere 1a 3abpikare abXa cu,
JIOKOJIKOTO HIMa HEMPUATHO ycelane. He u3auniuBaiite B unxanaropa.

7. 3a BTOPOTO BIPBLCKBAHE, 3a/IPbKTE HHXAIATOPA BbB BEPTUKAIHO M0JI0)KEHHE U CJIE/l TOBA MOBTOPETE
CTBINKH 2 110 6.

8. Cnoxere oOpaTHO Kanaka Ha MYH/ILLYKa.

MoskeTe 1a ce ynpaxHsBare npeji orjaeaano. AKo 10Kato W3MoJs3BaTe HHXAaaTopa, BUAMTE J1a M3/13a
»MBIJIA™ OT rOPHATA MYy HaCT WJIK OTCTPaHH Ha ycTarta, MOxKe O He CTe BAMILAJIN MPABUIIHO JIEKAPCTBOTO.
[Ipuemere apyra 103a, KaTo NOBTOPUTE AEHCTBUATA, 3aN0YBAIKH OT CThIKA 2 110-rope.

Bunaru ciez kato cTe M3noa3BanK MHXANATOPa, M3IUIAKBAMTE yCTaTa CH, NPaBeTe raprapa ¢ Bojia Hiu CH
M3MHBakTe 3b0UTe W U3MUIIOBaiTe OcTaThbka. Toa MOXKe /1a CIOMOTHE 3a NPeA0TBPaTABAHE HA pa3paHABaHe
Ha ycTaTa WJIM I'bPJOTO, HJIM HA 1NOsABA HA Jpe3ras riac.

AKO umMare c1abocT B pbUETE, MOJKE /1a € MO-JIECHO /14 IbPIKUTE MHXAJIATOPA C JIBE PbLie, KATO MOCTABMTE
MOKa3a/lL{ BbPXY aepo30JiHHs (PJIaKOH, a Najalu — BbPXY OCHOBAaTa Ha MHXaJlaTopa.

AKO W3MHTBATE 3aTPY/AHEHHS MPH H3MOI3BAHETO HA MHXanaTopa, BawmsaT nekap moxe 1a Bu nocbeeTsa na
H3Moa3BaTe yCTPOHCTBO, HapeyeHo obeMHa kamepa AeroChamber Plus” Flow-Vu®, koeto na Bu nomorue
Ja BAMLLATE JIEKAPCTBOTO B OesuTe 1poOoBe NpaBHIIHO. BaLLIHHT nemap WK papmauesT e Bu nocneersa
kak J1a u3rnion3sare obemHara kamepa AeroChamber Plus” Flow-Vu® ¢ unxanaropa. AeroChamber Plus®
Flow-Vu" e 6bae npuapyxkena ot ykasanus 3a ynorpeda, KakTo W ¢ HHCTPYKLIMHM 3a IPHIKA M NNOYUCTBAHE,
KOWTO TpAOBa /1a NpoyeTeTe BHUMATEITHO.

I'prxu 3a nHxasaTopa
BaXkHO € BHUMATE/IHO J1a Clle/IBATE T€3H MHCTPYKLIMH M /1 MOYUCTBATE WHXaJlaTopa execeaAMHYHO. 3a
MOYHUCTBAHETO MY:

@ OTtcTpaHeTe Kanaka Ha MyH/ILLLYKA.

® He u3Baxkaaiire aepososinus ¢aakon ot nyasepusaropa.

® H30bpLueTe BbTpelHaTa U BbHLUHATA YaCT HA MYH/LLLYKA M [1yJ] BEpPH3aTOpa C YKUCT, CYX I1AT WK
KbpIHYKa.

® Cnoxere oOpaTHO kanaka Ha MyH/ILYKA.

® He nocrassiite metasinus ¢1akoH BbB BojA.

AKO cTe H3I0JI3BAJIH NOBeYe 0T HeoOxoaumaTa 103a Piayrudopm

BaskHo e na npuemate Bawara n103a, Taka kakTo € 016e13aHO BbPXY €THKETa 3a ¢papmariesra uau kakro Bu

€ npenopb4aHo ot Bawuns nekap. He tpsa6sa na ysenmuasare uan namanssare Bamara 103a. 6e3 aa gelt el w’r
MOCHbBETBATE C MEAMLIMHCKO JTHLIE. : '




Hanaraxe, rnasobonHe, MyCKyNHH cna3sMHu, HapyLleH CbH, HEPBHOCT, CYXOTa B YCTaTa, 3aryba Ha anerwr,
NMpHNaabilM, LPUOBE KM KOHBYJICHH. Moe 13 noyyBCcTBaTE TpEenepeHe, 3aMasHOCT, NPUManaBaHe,
OTNIAAHANOCT, NOBAKHTaHE HIH 00110 HepaznonoxeHue. Moxe cbo A2 3a0eNeXHUTE NPOMEHH B YECTOTATA
Ha CbpAEYHHTE YAapH H MOXE 3 NOSYHHTE NOHWKEHH HUBA Ha KaHil U NOBULLIEHO KONUYECTBO KPbhBHA
3aXap B KpbBTa. Bb3MOXHO € ChIlio Ja cTpajaTe OT CHMNTOMMU KaTo 0onka B KOpeMa, NoBphLIaHe, 3aryba Ha
TerJ10, HAMAIEHO HUBO Ha Ch3HaHMKe (KoeTo MoXe a Bu Hakapa na ce YyBCTBaTe ChHJIHBH WY OOLPKAHK)
HJIW HHCKO HHUBO Ha KPbBHATa 3axap.

AKO CTe NpHEMaNH NMoBeve OT MPEANKCaHaTa 1032 3a TPOAb/DKUTENEH nepuo, TpadBa na ce NochBETBaTE C
Bawus nekap nian papmauest. ToBa ce Hanara, Tbil KATO roJIEMHTE 403 MOFaT Jia NOHWKAT KONHYECTBOTO
CTEPOHUJHHA XOPMOHH, NMPOH3BENKAAHH HOPMANHO OT HagOLOpeuHuTe BH xne3un (BUXTE Touka 4).

AKO CTe MponyCcHAIH Aa H3noaisarte Dayrudopm

AKO nponycHeTe 10324, NPHEMETE A BEAHAra [IOM CH CTIOMHHUTE 3a ToBa. Ako 00aue € HabIHIKUIIO BPEMETO
3a cienBaiuara no3a, npeckouere npomnycHarara. He B3emaiite npoiiHa 103a, 3a a KOMIIEHCHpaTe
NponycHaTaTa ao3a.

Axo cre cnipean ynorpebara Ha Payrudopm

MHOro € BaKHO Ja H3N0/I3BaTE TO3M MHXANATODP BCEKH AEH CIIOPEA YKa3aHuaTa Ha Batung nexap, aopu aa ce
yyBCTBaTE 200pe, 3a10TO TOBa cnoMara 3a KOHTpona Ha Bawarta actma. AKo wckaTe na cnpete ynorpebara
Ha WHXAIaTopa, NbPBO C€ NockBeTBaiTe ¢ Bawua nexap. Toi we Bu kaxe kak aa ro Hanpaeure,
ODHKHOBEHO 4pe3 NOCTENEHHO NOHMXKABAHE HA 103aTa, 33 a HE CE OTKIIOYH aCTMATHUEH NPHCTBA.

4. B1b3MOXHE HexelaHH PeaKknHB

KaKTo BCHUYKH N€KapCTBa, TO3H HHXANATOP MOXE /1 MPEAH3BUKE HEXKENAHH PEAKLINM, BLIIPEKU Y€ HE BCEKH
M nojy4apa. BaluaT nexap e npeanuuie Hak-HHekaTa 103a HeoOX0aHMMa 3a KOHTpoa Ha Baiuara acrma,
KOETO MOXE /1a HAMATH Bb3IMOXXHOCTTA OT NOABA HA HEXEAaHU PEAKUKH.

Bcuuki niekapcTsa MOraT na NpeM3BHKAT a/ICPrH4HHM PEaKLUMH, BLNPEKH Ye CEPHOZHH aNepriHyHH PeakLiny
ce cpoOLtaBar paako. Hezabasno undopmupaiite Baiuus nekap, ako nosmyuuTe BHe3anHo noayeaHe Ha
KJIETIAYHTE, JIMLIETO, MbPJIOTO, €3UKA WIIH YCTHUTE, 0OOPHB UK chpbex, 0coBeHO aKo NOKPHBA LIAJIOTO TANO,
CHMNTOMH KaTO 3aMalBaHe, ¢1aboCT WM NpUNaxbK WAK BHE3AMHHU MPOMEHH B [AMULIAHETO, OCOBEHO
3aCHJIEHH XPHNOBE HITH 3aayX.

KakTo npu ocTaHaNHTe HHXANaTOpH, AMIIAHETO MOXE Aa CE BNOLIM BEAHAra cael ynotpebara Ha
WHxanatopa. Moxe na 3abenexuTe roBulllaBaHe Ha XPUIOBETE M HEJOCTHUN Ha Bb3AyX. AKO TOBA Ce CIyuH,
cnpere ynorpebarta Ha DiyTHgopM U HinoassaiTe Hbp30aelicTBAIOTO ¢H OBIEKYABALLIO JIEKAPCTBO.
He3abaBHo ce cebpxere ¢ Bawus nexap. Toii we Bu npernena u moxe na Bu naznauu pazinues Kypc Ha
neqerre. TpaOea BUHarK 1a HocuTe cbe cebe cu OBNEKYHTENHUA CH MHXATATOD.

Heuectn: morar ga 3acerHat ao | Ha 100 aywm

Baoituasane Ha acTmara.

["naBobonue.

Tpenepene.

HepaBHoMepHa chpaeuHa aelHOCT unu chpueduene.
3amaiiBane.

HapyiiieH cuH.

HM3meneHue B rnaca/apesras riac.

Cyxora B ycrara, 60/1ki MK pa3apa3HeHHe B MbpioTo.

Obpus.

Peaku: morat aa 3acernar no 1 na 1 000 aywm




o [ToBHLIEHO KONHUECTBO KPBbBHA 3axap. Ako uMmaTe AuabeT. MOXe a Ce€ HANOXHU /1a NIpoBepABaTe
KPBLBHATA CH 3aXap Mo-4ecTo U Ja Kopurupate odnuaitHOTO cH aHabeTHO neveHue. Moxe aa e
HeoOxoaumo BawuaT nexap aa Bu Habnoaasa no-BHMMaTenHo.

MneyHHua WK apyry reOMYHH HHPEKUUN Ha ycTaTa M MBPJoToO.

Bb3naneHue Ha CHHYCHTE (CHHY3HT).

YcKopeHa cbpaeyHa JeHHOCT.

['ppana 6onka, cBbp3aHa ChC ChpAEYHO 3abonasane.

MyCKYHH cna3Mu.

Kawsanua wiu 3aayx.

Huapus.

Jlowo xpaHocMunane.,

[IpoMaHa BHB BKycCa.

YceulaHe 3a 3aMaiiBaHe HIIH CBETOBBLPTEX.

Heobuuaiinu cbHHLA.

Bb36yna.

Copbsiua koxa.

[ToBuileHO KPLBHO HanAraHe.

Ycewaxe 3a HeobOHuaiHa cnabocr.

[loayraHe Ha AnaHWTE, FMe3eHUTE WKW XOAWIaTa.

C ReH3BeCTHA 4€CTOTA, OT HAJTHYHHTE JAHHH He MOXKe Aa ObAe HANPaBeHa ONeHKa

. 3aMBIJIEHO BUXKAAHE

* [Tpobnemu che CBHA, AENPECH WK NPUTECHEHHE, TPEBOXKHOCT, HEPBHOCT, NPERL30YIEHOCT HIH
pa3apasHHTeNHoCT. [10-BepoATHO € Te3n peakuuK 1a Bb3HMKHAT NpH JELA.

CrieqHuTe HEXeNaHM PeakUUH ca CBbP3aHH ¢ GopMOTEpPOIOB (hyMapaT, HO He ¢a cboOLIABaHK MO BpeMe Ha
KNHHUYHHTE U3MHTBAHKMA C TO3M MHXaNATOop:

. Huckun HHBa Ha Kanui B KPBHBTA, KOETO MOXKE A2 MPHUHHK MYCKY/HA cabocT, MOTpenBaHUs WK
OTKNOHEHHSA B ChPAEYHHA PUTHM;

. OTK/IOHEHHE B 3aANMHCHTE Ha CbPAEHHATA JEHHOCT NOTEHLMATHO BOAELLO A0 HAPYIIEHHE HA CbPACHHNUA
puTBEM (yarakaBane Ha QTc uHTepeana);

. [ToBHILIEHH HHBA HA MNEYHA KHCE/IHHA B KPBBTA.
lNaneHe.

. MyckynHa O6onka.

HMuxanaTopH{Te CTEPOHAH MOTaT 2a 33CETHAT HOPMAJTHOTO NPOHU3BOACTBO HA CTEPOUIHH XOPMOHH B
OpraHu3ima, ocobEeHO aKo U3NOA3BaTE BUCOKH A03H 3a Awiro Bpeme. Edexrure Bntoysar;

[IpoMeHH B KOCTHAaTa MHHEpATHA TUTLTHOCT (M3TLHABAHE HA KOCTHTE);

KaTtapakTi (NOTbMHABaHe Ha €LaTa Ha OKOTO);

['nayxoma (NOBHLIEHO HANAraHe B OKOTO),

O6pa3syBaHe Ha KpLBOHACAAAHHUA WIM W3ITHHABAHE HA KOXATA;

floBuiIEHE BEPOATHOCT OT pa3BHTHE Ha HHGEKUN,;

3abaBsiHe Ha pacTexa NpH Aela H KHOLLK;

Kpbrno (¢ ¢opma Ha nyHa) nuue;

Edexr supxy HaabbuOpeunnTe xknesn (Manku xiesn no 6u6peunTe), KOETO 03HAYABA, Ye MOXKeE /1A
HMaTe CUMNTOMM KaTo ¢nabocT, ymopa, TPYAHOCT 3a crpaBaHe Che CTpeca, O0MKH B kopema, 3aryba

Ha anerHT, 3ary0a Ha Terno, rnasobonue, 3aMaiBaHe, MHOTO HHCKO KPBBHO HANAFaHe, AWapHA,
YYBCTBO 3a NOBJHUTAHE HIW NOBPbLUAHE WIH NPHNAAbLMH.
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AKO NOJy4YUTe HAKAKBH HEXKEJIAHH JICKAPCTBEHHU peakuuu, yBeaomete Bawus nekap i dapmauesr wiu
MEIULMHCKA cecTpa. ToBa BKJIHOYBA BCHUKH Bb3MOXKHH HEOIHUCAHU B Ta3H JIMCTOBKA HEJKEJIAHHW PEAKLIMH.
MozkeTe ChUIO 1a CbOOLIMTE HEKENAHN PEaKIIMH AHPEKTHO Ype3 U3MmbHUTEIHA areHLIMs 110 JleKapeTBaTa
ya. ,Jlamsn I'pyes™ Ne 8, 1303 Codus, Ten.: +35 928903417, yebeaiit: www.bda.bg. Kato chobiasare
HEXEeJIaHH peaKL MK, MOXKETE /1a 1a/IeTe CBOS MPUHOC 3a M0J1y4aBaHe Ha noeye HHPopMallus OTHOCHO
0e30macHOCTTa Ha TOBa JIEKapCTBO.

- Kak n1a coxpaussarte ®ayrudgopm
Jla ce cbxpaHsBa Ha MACTO, HEAOCTBITHO 3a Jiella.

He u3nosi3Baiite TO3M HHXANATOP CJie]l CPOKa HA FOAHOCT, OTOE/s3aH BbPXY eTHKeTa, TopOuuKaTa oT (hoJIMo
W KapTOHeHaTa onakoBka ciiell ..l onen 10:". CpoKbT Ha rOAHOCT OTroBaps Ha NOCJIEAHUS JIEH OT MOCOYEHHUS
mecell. ..l oaen 10: 08-2020 o3HauaBa, ye He TpsOBa Ja W3MOJI3BAaTE MHXAIATOPA CJIE/L NOC/IEAHHUS EH OT
TO34 Mecell, T.e. aBryct 2020 r.

Jla He ce cbxpansaBa Haa 25°C. Jla He ce chbXpaHsBa B XJIQJIMIHHK WK 3aMpa3sBa. AKO HHXANaTopbT Obje
M3J10KEH Ha 3amMpb3BaHe, TPAOBa na Objie OCTaBeH J1a ce 3aTONJIM Ha cTaiiHa TemnepaTypa 3a 30 MUHYTH,
CJIe/l KOETO J1a Obae noAroTBeH npeau ynorpeda (Buxkre Touka 3 . Kak na uznonszsare...”). He uznonssaiite
MHXasaTopa, ako e OWJl H3Ba/ieH OT TopOMUKaTa oT (hoJHO Npeau noBeye OT 3 Mecela WK aKo HHAHKATOPbLT
3a 1034Te nokasea ,,0".

/la He ce uznara Ha Temnepatypu no-BHcoku ot S0°C. Aepo30JHUAT (1aKOH ChAbPKA TEUHOCT MO/
HajisraHe, 3aToBa He ro nNpoOMBaiiTe, yyneTe WK u3rapsiite, 10pH KOraTo O4eBHIHO € npaseH. He
M3XBBPJIAHTE JIEKApCTBATa B KaHAJIM3ALIMATA WIM B KOHTEHHepa 3a 1oMatuiu otnaabuu. [lonuraiite Bamus
(hapmalLleBT KaKk 1a U3XBBP/IATE JIEKAPCTBATA, KOMTO Beve He M3non3parte. Te3n MEPKH Lie CIIOMOrHAT 3a

Ona3BaHe Ha OKOJIHaTa cpeja.
6. CupabpxanHe HA ONAKOBKATA H 10NbJAHHTEIHA HHpOpMALHS
KakBo cbabpxa @ayrudopm

vapar anxwapar. [fipeaiaraTice

AKTHBHHTE BCLLECTBA Ca (PJIYTHKA30HOB MPONMUHOHAT H POPMOTEPOJIOB

Besko BnpbekBane chabpka S0 Mukporpama (uiyTHKa30HOB NPONMMOHAT M 5 MUKpOrpama ¢opmorepoion
bymapar auxuapar.

Jlpyrure cbCTaBKH ca:

© HATPUEB KPOMOTIJIMKAT;
® €TaHOI;
e ananypan HFA 227 (nponenenr). — |
; ‘ﬁ\l“‘l .'p'.,"; My
N e
Tosa nekapcTBo chabpika GuiyopchbaAbpKallK NaPHUKOBH ra30Be. X rn KT
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Bceku unxanarop cuabvpxa 11.2 g HFA227, cvhoreercrsaut Ha 0.0036 ToHA €KBUBATEHT Ha CQ‘:'(
3a rinobanto 3aronasxe (global warming potential, GWP) = 3220). \\ &




Kak maraexaa ©@ayTe¢opM H KAKBO ChAbPKA ONAKOBKATA

Te3n nHXanaTopy nNpeacTaBNABaT MalKu acpo30/HM (GIAKOHH, ChabpXKallK O0s1a 10 GenezHukasa
CycneH3ud, CHabaeHH ¢ 103MpaLl BEHTHA. AepO30JIHHTE (PAKOHH Ca NOCTABEHH B CHBH M Benu
I1aCTMacCOBH A03aTOPH (MyJIBEPU3ATOPH) CHC CBETAOCHB Kanak Ha MyHAWYyKa. Bceky nHxanarop cbanpxa
120 BmpbckBaHug (HaTHCKaHua). B enna onakoBka ce cbabpxa eanH uHxanatop. B myatnonakosxa ce
cbabpxkar 3 x 1 unxanarop (120 enpbckBaHua).

He BCcHukK BHOOBE ONakosBku Morat Aa 6baaT nycHaTtu B npogaxoa.
IIpuTekaTen Ha pa3pelleHHETO 3a YNOTpeba H NPOH3IBOAHTE.

IlpuTexkaTen Ha paszpelieHHeTo 3a ynorpeba
Mundipharma Gesellschaft m.b.H

Wiedner Giirtel 13

Turm 24, OG 15

1100 Wien,
ABCTpus

[Mponzeoauren
Mundipharma DC B.V.

Leusderend 16
3832 RC Leusden
Huaepnanausa

To3u JexapcTren NpPoOAYKT e pa3penieH 3a ynorpeda B Abpxasate-aienxkH Ha EUII nox cheannTe
HMEHA:

Flutiform:
ABCTpHA

benrus

bwarapus
XbpBaTHs
["epManns

HaHus

Hcnanaus
YHrapus

Kunbp
Jhiokcembypr
Huaepnanaus
Hopeerus

[lonua
[lopryranus
Penybanka Upnanaus
PyMbHUA
Cnosawka penybinka
CropeHus
DunnaHaus
DpaHuns

Yewxka penybnuka
Liseuus
Flutiformo
Hranus

/laTa Ha mocJeRHO npepasriexaaHe Ha JHcToBKaTa 12/2024
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