JlucroBka: nupopmanus 3a norpeduTes

@ayrudgopm S0 mukporpama/S MHKpPOrpaMa Ha BIPbCKBAHE, CYCNEH3HA MO/l HAJISITAHE 324 HHXAJIALHA
Flutiform 50 micrograms/S micrograms per actuation pressurised inhalation, suspension
@muwpm 125 Mnnporpmafs MHKPOrpamMa Ha BIPbCKBaHe, CyCHIEH3Hs N0 HAIAraHe 32

HHXAJANHA |
Fimifnrm 125 micmgmmsfs micrograms per actuation pressurised inhalation, suspemion i
ﬁ 1y j,j_ pm 250 Mmtporpmallﬂ MHKPOIPaMa Ha BIPLCKBaHe, CYCNIEH3HA N0 HaNSTaHe 3a'
il HHXAMAIHSA
Fluﬁfam 250 micmgramsllﬂ microgram per actuation pressurised inhalation, suspension

(bJIyTHKA30HOB MPOINMUOHAT/POpMOTEPOIIOB (hymapaTt AUXUapat
(fluticasone propionate/formoterol fumarate dihydrate)

[Ipouerere BHHMATE/IHO LAJIATA JIHCTOBKA, NPE/IH /12 3aNI0YHETE /1A H3M0/13BATE TOBA JIEKAPCTBO, ThH

KAaTo TH Ch/AbpPxKaA BaxkHa 32 Bac undopmanus.

e 3anasere Ta3u JAUCTOBKA. MOXKE /1a C€ HANOKH /12 i NPOUETETE OTHOBO.

¢ AKO MMare HAKaKBH AOMbIAHUTEHHU BbIIPOCH, nonutanTe Bawus nekap, (apmauesT HIKM MEAMLMHCKA
cecrpa.

e [o0BaieKapcTBO € npeanucaHo JiM4Ho Ha Bac. He ro npeorcrbnBanTe Ha Apyry xopa. 1o Moxke na um
HaBpEeaH, HE3aBUCHUMO, Y€ MPU3HALIATE HA TAXHOTO 3a00J1sBaHe ca cbluMTe Kato Bawunre.

e AKO MOJIyUHUTE HAKAKBW HEXKEJIAHU JIEKAPCTBEHU peaKkUMK, yBeaomeTe Baluus nekap, ¢papmMaueBT UK

MEIMUMHCKA cecTpa. ToBa BKJIOUBA M BCMUKH Bb3MOKHH HEXKEJIAHU PEAKLLIUK, HEOIMUCAHU B Ta3H
JMcToBka. Buxkre Touka 4.
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Kakso CbABPAKA TA3H JIHCTOBKA
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6. CbAbpiKaHUE HA OMAKOBKATA M JIOMbIHUTENHA HHA)OPMAMUT .
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1. Kakso npeacrasiaasa Payrudopm u 3a KAKBO ce H310./13Ba

Mosst 00bpHETE BHUMAHHUE:

Umeto Ha npoaykta e MayTudopM CyCcrneHs3us noj HajasiraHe 3a MHxajauums, HO B Ta3H JIMCTOBKA €
H3M0J13BaHO CbKpaTeHOTO PayTudopm uuxanarop. [louskora ToBa MoOxe /1a ce oTHacs 3a crneurUuUHoO
KOJIMYECTBO HA aKTUBHOTO BELIECTBO B /1030Ba €/1MHHULIA.

OayTudopm npeacrasgBa HHXANATOP (CYCNEH3Us MO/ HAJIAIaHE 3a HHXaJallkg ). KOWTO ChbpiKa

JIB€ aKTHBHH CbCTABKH:

e (JIYTHUKA30HOB NPONUOHAT, KOWTO MPUHAVICKH KbM Ipyna JIeKapcTBa, HapeueHa crepouan. Te
cromarar 3a HamaJ/isiBaHe Ha OTOKa U Bb3NaJICHUETO B OenuTe apodoBe.

e (opMOTEpPOJIOB (hyMapar JAMXHUAPAT, KOUTO NPUHAJIEKH KbM Fpyna JeKapcTBa, HApEUYeHH
O€eTar-arOHUCTH C NPOABIDKUTENHO AeicTBrE. Te ca OpOHXOAMAATATOPH C NPOABIKHTEHO JACHCTBHE,

KOHUTO crnoMarat AuxaTCcJIHUTE IMTbTHULLLA B oOeqiure IIPUU{}BL Jdd OCTAHAT OTBOPCHH, KOCTO YJICCHABA
JAULLTAHCTO.

3ae/1HO Te3H ABC AKTHBHH CbCTABKH ClioMarart 34 I‘I(],-ELGEIPHBHHE Hd JAHILLAHCTO. ”pﬂl’lﬂp’hqﬂﬂ CC J1da HU3IN0JI13BATC
TOBA JICKAPCTBO BCCKH /ICH CIOPC YKA3dHUATA HA Bauius JICKAP.

ToBa jiekapcTBO cnnomara 3a npeioTBparsiBaHe HA NPodJIeMHTe ¢ IHIIAHETO KATO acTMa H Bu nomara
Jla crpere Aa nmojy4asare 3aayxX H xpunoBe. [0 o0aue He JeHCTBA, aKO BE€YE MMATe acTMaTHUHEH APUCTDII,
T.€. aKO B€Ye UMATE XPUNOBE M 3a1yX. AKO TOBA ce CcliyuH, e TpsadBa jaa uinonassare Obp301eHCTBALLO
o0JieK4aBallo JIEKapCcTBO, KaTo Harnpumep cajidyrtamodt.




2. KaxBo TpadBa 1a 3HaeTe, npean aa nanoaipare ®Payrudopm

He n3noassaiite Dayragdopm:
° aKo CTe aJleprdyHu KbM PNYTHKAZOHOB NPONHOHAT, GOPMOTEpPONoB pymMapar MK KbM HAKOA OT
OCTAHAIKTE CbCTABKK HA TOBA JIEKAPCTBO (M30pOeHH B TOUKA 6).

IlpeaynpexaceHus H BpeANasHH MepKH

['oBopete ¢ Baiuna nekap, (hapMaUeBT #uaM MEAMLIMHCKA CECTPa, NPEAU Aa M3MOJI3BATE TO3M UHXANATOP,
[Ipean neueHueTo ¢ TO3M MHXaNaTop, HH(opMUupaiiTe Baluus nexap, papmaueBT WK MEAUIIMHCKA CECTPA,
aKo UmMare:

* CeraliHa Wnu npeayuHa Tydepkynosa. CHMNTOMHTE BKJIIOYBAT YNOPHUTA KaLLTHLA, YECTO C XPayukKH,
NMPUMECEHH C KPbB, TPECKA, OTNAAHANOCT, 3aryfa Ha aneTuT, 3aryba Ha Terno W HOLHO M3NOTABAHE;

. HHOeKLHa Ha DenuTe ApoOOBE UIIH MPbAHHUA KOLL;

. ChpACYHHU NpoOAEeMH, KATO HANPUMEP TAKHBA C OPOCABAHETO HA ChPUETO WK CTECHABAHE Ha €QHa OT

CbpACUYHUTE K1any (aopTHaTa), ChbpAcYHA HEAOCTATLYHOCT, KOATO MOXKE Aa NPUUHHY 3a0YX KK
MOAyBaHe Ha IMEe3CHUTE, CbCTOSHHE, MPH KOETO CHPACYHHAT MYCKYJ € yBeauueH (xuneprpoduyna

OOCTPYKTHBHA KapAHOMHOIIATHA), HEPABHOMEPHA CbpACYHA AEHHOCT (ChbpAeHHH aDUTMHUH) WK aKO
Bu € Ka3aHo, 4ye UMaTe OTKIIOHEHHS B 3aNMCUTE Ha cbpaeuyHaTa AedHOoCT (yabmkasaHe Ha QTc¢
MHTEpBaNa);

HEHOPMAJIHO U3AYBAaHE HA CTEHATA HA KPBBOHOCEH Cb/ (aHEBPU3IMA),

nuaber;

NOBHUIEHO KPBBHO BAJIATAHE;

CBPbLXAKTHBHA HIMTOBY/HA XKA€3a, KOETO MOXE /1a NPUUMHH NOBHLILIEH aneTuT, 3aryba Ha Terno uiu

H3NMOTABAHE (THPEOTOKCHKO3a);

. HHCKU HMBA Ha KajMH B KPBBTA, KOETO MOXKE Aa MPUUMHN MYCKYJIHA ¢1aboCT, NOTpenBaHKuA UK
OTKJIOHEHHS B CbPACYHHA PHTBM (XHIIOKATUEMHUSR );

. BNOLWEHA PYHKUMA HA HAAOBOpPEUHKTE X1e3u (ako HanObLOpeUuHUTe xKe3n He padoTAT NPaBHIIHO,
MOXE 712 UMAaTe CHAMNTOMH, KaTO Hanpumep rnasodbonue, cnadocr, ymopa, 60NKH B KOpema, 3aryba Ha
aneTuT, 3aryba Ha Terno, 3aMaiBaHe, MHOMO HUCKO KPbBHO HansraHe, AHapus, YyBCTBO 3a MOBAHIaHe
WIIH MOBPbLIAHE WIH NPHNaAbLuH) WK TYMOpP Ha HaaOwOpeuHuTe xKe3u (heoXpoMOLUTOM);

o YepHOAPOOHU npobnemu.

CB’hp}I{BTE ce ¢ Bamun JICKAPp aKO UMATE 3aMBITICHO BHXKAAHE HIIH APYFH 3PUTEIIHH HAPYLICHHA.

AKo L1e ce noajiarate Ha onepaLHs Uin ce YyBCTBaTe CUIHO CTPECHpaHHu, Mond, HHpopMupaiiTe Batus
NieKap, ThH KaTo MOXE Aa C€ HYKAAETE OT AOMbAHUTEAHO CTEPOUAHO JIEUEHHE 32 KOHTPOJ Ha acTMAaTa.

HApyru nekapersa 1 Dayrudpopm
Hudopmupaiite Baiuusa nexap unu dapmalieBT, ako NpHeMarte, HACKOPO CTE NPHEMATH UITH € BL3MOXHO J1a

npHeMaTe Jpyru A€KapcTea, BIIOYUTENHO TaKWBa, OTyckaHu Oe3 penienita. AKO U3N0A3BATE TO3M HHXAIATOP
C HAKOH APYTd JIEKApCTBa, HETOBUTE WIH TEXHUTE e(heKTH MOraT J1a Ob1aT NPOMEHEHH.

Hudopmupaitte Bamunsa nekap wam gapmMaleBT, aKo npUeMare:

. JIEKapCTBa, H3BECTHU KaTo OeTa-010kepu (kaTo HanpuUMep aTeHONOoN 33 IEUEHHE Ha NMOBHIIEHO KPbBHO
HANIAraHe, COTAON 3a JIEYEHHUE HA HEPUTMHYHA CbpaeUvHa 1eiHOCT, METOTIPOJION 34 Nlevienne Ha
YUECTEHA CbpAeiHa AEHHOCT WIH KanKK 3a O4H TUMOJIO 3a JIEYEHHE Ha I1layKoMa); .

- HAKOH APYTH JIEKAPCTBA, H3IMOJI3BAHH 32 JIEHEHHUE HA ACTMA MJIH JUXATESTHH 336011 ﬁ 2 c{" 73
HanpuMep TCOPWIHH UNH aMHHODHNH); ; e ,::; -

. JIEKapCTBa, ChAbPKALUM AAPESHANIUH UM CXO/IHH BEIUECTRA (BKJIFOUMTENHO ApY uﬁ' r OAMIC EH :. 15_;___6 “
canbyramon unu 6€Ta-aHTarOHUCTH, BKIMOUHTEITHO ATEHOJI01, METONPOJO, N F;p » ‘mMQ}T Ay,
C T034 uHXanarop He TpaGBa na ce U3MON3BAT AONBIHUTEIHH 6€Ta-arOHHCTH.\AROD aq&rﬁ%ﬂm 6 5
BAOLIaBa MexAy ao3ute Ha DmyTHdopmM Toraea 3a HezabaBHO 00JieKuaBaHe Tpﬂﬁga ﬂa‘uanonm{;f
Bawva 6np3oaeiicTsail ,,06nekuaBaul” uHxanaTop.; ﬁ{,. 2 ;-'-f-._k’i*-“‘”
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* JACKaApCTaa 3a JICHCHHUE HA ANCPIrHiHN PCAKLIHH (HHTHXHCT&MHHH);

° NIEKApCTBa 3a NEUEHHE HA MOBHUUIEHO KPbBHO HAIAraHE MM 3aAbpXKaHE Ha TEUHOCTH UpeE3
MOBHLLIABAHE HA NPOU3BEKAAHOTO KOJUUECTBO YpHHA (ARYPETHLH);

* JIEKapCTBa, H3MOA3BaHH 32 JIEYEHUE HA ChPACYHA HEAOCTATBYHOCT (KaTO HanpUMeEp AUIMOKCHH);

. NIeKapCTBa 34 JIeHEHHE Ha OTKIIOHEHHSA B ChPAEYHHUS PUTBM (KATO HANpUMEp XWHHUAKUH, AX30NHpaMHKI,
NPOKaAUHAMKUI);

* NIEKApCTBA 34 JICYEHUE HA CHMITTOMHUTE Ha JENpecHs WK NCUXUYHK HapyLUEHUS, KATO Hanpumep

MOHOAMHHOOKCHa3HH MHXHOMTOPH (Hanpumep QEHEN3UH UK H3okapOoKcas3na), TPHLUHKITHYHH
aHTHAECNPECAHTH (HANPHUMEP aMHUTPUIITHIMH K UMHNPAMKUH), WIH aKO CTE NPUEMAITH T€3U BHUAOBE
JIEKAPCTBA Npe3 MOC/EAHHTE ABE CEAMHLIH;

. NIEKApCTBa, H3NON3BAHHM 3a JICUEHUE HA NCUXHATPHYHH HITH NCHXHYHH HapylueHus (QeHOTHA3HHU WK
AHTUMICUXOTHLIH);

. APYTH NIEKAPCTRA, ChABPAKALIH CTEPOHIIH;

. NPOTUBOIBEOMUHY JieKapcTBa (KaTO HANPHMEP KETOKOHA30J1 WK HTPAKOHAa30);

. HAKOHM JieKapcTBa MoraT Aa yeunar edexkture Ha Gnytudopm v Baling nekap moxke aa pelwuy aa B

HabnionaBa BHUMATENTHO aKO NPpUEMATE Te3M JIEKApCTBa (BKIIKOHHTENTHO HAKOM jiekapceTsa 3a XUB:
pPUTOHABHP, aTa3aHaBUP, HHIAUHABUP, HeN(PHHABHP, CAKBUHABUAD UITA KOOMLIUCTAT);

aHTHOMOTHLIM (KaTO HANMPHMEP KJIAPUTPOMHMLMH, TEMUTPOMULMH UM GypazonuioH);
JIEKapCTBO 32 JieueHHe Ha donectra Ha [lapkuHCcoH (neBoxona);

JIEKApCTBO 32 JICYEHHE HA HEROCTATHYHO aKTHBHA WMTOBUAHA XJIE3a (JIEBOTHPOKCHH);
AeKkapcTBo 3a jleueHHe Ha donectra Ha XoWkkuH (npokapbasun);

NEKAPCTBO 32 NPEAU3BUKBAHE HA paXK/1aHe (OKCUTOLMH).

AKO LLE CcE Mnoaniarare Ha onepauua noa odua ynorika, Mons, uHgopmupaiite Bawuusa nekap 8 OonHuuara, ue
U3MOA3BATE TO3U UHXAIATOP.

BpeMEHHOCT H KbpMeEHe

AKO cTe OpeMeHHa WM KbPMHUTE, CMATATE, Ye MOXke aa cTe OpemeHHa wid niaHupare GpeMeHHoCT,
nocbBeTBakTe ce ¢ Baiug nexap vnu papMaLEBT 3a ChBET OTHOCHO ynotpebara Ha To3u wHxanaTtop. Toii
we Bu kaxe nanu Tpabea Aa npHeMaTe TOBa JIEKAPCTBO.

[Ho¢pnrpane n pabora ¢ MALIUHH
Manko BEpOATHO € TOBa NEKAPCTBO Aa NOBNHUAE cnocoOHOCTTA 3a WwodupaHe u paboTa ¢ MallLIMHHK.

QayTHGOPM CBRABPKA €TAHOJ (AJIKO0X0JI) H HATPHEB KPOMOTJIHKAT

ToBa nekapcTBo ChABpKA 2 Mg AIKOXOJ BbB BCAKa A03a (2 BNpbcKkBaHMA). KonH4ecTBOTO BLB BCAKA 1034 €
€KBHBAIEHTHO Ha NO-Manko o1 1 ml 6upa niau | ml BuHO. MankoTo KOIHUYECTBO ANKOXOJ B TOBA JIEKapCTBO
HMa 1a MMa HAKAKBH 3a0enexnMH edextu.. Cpabpaa U MHOTO MAJIKO KOJIMYECTBO HATPHEB KPOMOIJIHKAT,
HO MALHEHTHTE, KOUTO MOHACTOALLEM MPHEMAT KPOMOIITHKAT (M3N0N3BaH 3a JieUeHHE Ha acTMa, ajiepruueH

PHHHT ¥ AJICPrU4EH KOHIOHKTHBHT), Tpa0Ba na NpoabaxaT crnopea 00HYaHHOTO,

3. Kak aa manoazsare Payradopm

BuHary u3nof3BainTe To3M HHXANAToOp TOYHO KakTo Bu e kazan Bawuar nekap unu dapmauest. AKo He cre
CHTYPHM B HELlIO, NonHTaklTe Balua nekap unu gapmauesT. 3a 1a NOAy4YHTE Hal-ronsma nonsa ot
HHXaNaTopa CH TpAOBa 1a ro M3MnoA3BaTe peloBHO T.€. AB€ BNPHLCKBAHWUA CYTPHH H [IBE BEUep BCEKH JIEH,
OCBeH ako Bawmst nekap He Bu e ka3an apyro unu Bu e nocwBeTBan aa cnpere. He npuemaiite noseue ot
npeandcaHaTa no3a. BawmaT nekap Moxke na Bu e npeanucan uHxanartopa 3a Apyro nokasas ugﬁaa&ﬁfﬁﬁﬂ'r
aCTMa/MiTH B pa3/iMuHa J03a, 3a Ta3H, KOATO 0OMKHOBEHO CE NPEANUCEA U KAKTO € OMHCaHO ;/‘f\a;ﬁﬁug{ljﬂ\ﬁ‘ﬁa
Tpabra BuHaru aa u3non3eare HHxanaTropa TO4HO KakTo Bu e nocseersan Bawust ﬂexap/f\ﬁ‘ ecTe \k .
CHI'YPHH KOJIKO 1a NPHEMATE WIH KOJIKO HYECTO [ U3MO0N3BaTe HHXANATOPA MOJIA, KOHCY 1;5 TS "';Ej-fa_b-r ’
Bawuus nexap Hiu papMauLesT. ! |

e

Bb3pacTHH,IOHOHIN H Zena HAA S-roAHIIHA BL3PAaCT




OOuuaiHaTa 103a € 1B€ MHXaJlallMK J1Ba IMbTH JHEBHO, KOETO 03HAa4aBa /1B€ BIIPbCKBAHUS CYTPHUH W J1BE
Beyep. BawuuaT nekap wie npeanuiue go3ara, He0OXoauma 3a JieueHue Ha Bawara actma. Camo
Bb3PACTHHTE TPSA0Ba 1a H3M0JI3BAT HHXAJIATOPA ¢ HAH-TOJIIMOTO KOJIHYECTBO HA AKTHBHOTO
BellecTBO B 1030Ba eAunuua (Payrugopm 250 muxporpama/l1() mukporpama).

CamMo Bb3pacTHH H IOHOIIH HAA 12-roanuna Bb3pacT TPAOBA 1a H3MO0JI3BAT HHXAJIATOPA ChC CPEIHOTO
KOJIHY€CTBO HA aKTHBHOTO BelleCTBO B 1030Ba eAHHHUA (PayTudopm
125 Mukporpama/S Mukporpama).

Dayrudopm He TpsiOBa 1a ce H3MOJI3BA NPH /1eNa MO S-roAHIIHA Bb3pacT.

Yka3zauus 3a ynorpeda

IIpouyerere Tazu JIMCTOBKA MHOIO BHUMATEJIHO, MPE/H [a U3I10/13BaTe HHXAJIaTopa U Clle/1BalTe
MHCTPYKLMHUTE 3a ynoTpeda B TEKCTA M AUarpamure no-ao0ay. BawusT nekap wau papmauest uie Bu nokaxe
KakK /1a U3I10/13BaTe UHXAJ1aTOpa NMpaBHIIHO. JIeKapCTBOTO ce ChaAbpkKa B a€p030JieH (PlaKkoH (BUIKTE
Juarpama |), KOUTO ce HaMHupa B IJ1aCTMACOB J103aTOP (M3BECTEH OLUE KAaTO MyJIBEpU3aTop).

[ lyaBepuszaTtopbT Uma cbLLO OposAY, KOWTO NOKa3Ba KOJKO BIIPbCKBAHMSA OCTABAT CJI€/] 3apPEHAAHETO MY.
To3u Oposiu e uBeTHo koaupaH. To# 3ano4yBa CbC 3€J1€HO U TOraBa Korato OCTaBaT M0o-MaJiko OT

50 BrpbCKBaHHUs C€ MPOMEHS B XKbJITO, @ KOTaTO OCTaBaT no-manko ot 30 BNpbCKBaHUS C€ NMPOMEHS B
yepBeHO. Koraro OposaT um HaOinkK HyJ1a, TpsOBa a ce cebpikeTe ¢ Bawuns ekap 3a noamsiHa Ha
uHxanaropa. He usnosspaire uuxanaropa, korato Oposya nokas3sa HyJa.

ACpoioien
dakon

[lyasepuszatop

bposy

Mynwamyx

Kanakn na
MY LY KA

Anarpama

[Ipean na m3noJi3BaTe HHXAJIATOPA 32 NPBLB IbT, AKO He € OHJ1 H3MO0JI3BAH B IPOIb/UKEHHE HA NMOBeYe
OT 3 IHH HJIM AKO0 e OMJI H3JI02KEeH HA 3aMPb3BaHe

AKO UHXAJIaTOPBT € HOB MJIM He € OMJ1 U3IMO3BaH B MPOAb/IKEHHE Ha MoBeYe OT 3 JIHU, TOH TpsaOBa j1a Obae
,,[TIOZArOTBEH ", 3a /Jla C€ rapaHTHpa npaBuJiHaTa My padoTa M 1M0/1aBaAHETO Ha TOYHATA /1034.

AKO UHXaaTopbT € OUJ1 U3J10)KEH Ha 3aMpb3BaHe, TpsAOBa 1a Ob/le OCTABEH /1a ce 3aTOIUIM Ha CTaiHa
Temrneparypa 3a 30 MUHYTH, cj1e]1 KOeTo J1a Obae ,,OAroTBEeH , 3a 1a ce rapaHTHpa npaBujiHaTa My pabora
[Mo1JaBaHEeTO Ha TOYHATa A03a.

[MoaroroBka Ha HHXAJIATOPA

® OrcTpaHeTe Karnaka Ha MyH/ILLLyKa M pa3kjiatete 100pe uHxanaTopa.

® Hacouere myHulyka aaied ot cebe CH U BIPbCKAMTE BE/IHBK YPe3 HATUCKAHE HAa aepO30JIHUS
(dnakoH. Ta3u crbnka TpsOBa 1a Obae NoBTOpeHa 4 MbTH.

WuxanaTopsT TpssOBa BUHArH /1a ce pa3KJiailia HEMocpeACTBEHO NMpejau ynorpeoda.

H3noa3BaHe HA MHXAJIATOPA w [ o
AKO 4yBCTBaTe, Ye MoJyyaBarte 3ajyX WM XpHIoBe, 10KaTo u3nonseare Oiytudopm, Tpaosa ,ua _
MPOABJIKUTE 1a IO U3M10/13BaTE, HO rnoceTere Bauius nekap Bb3MOXKHO Hai-CKOPO, Thil KaTO MOsKe Jace

HY>K/1a€Te OT AONbJIHUTEIIHO JieueHne. Cnejl karo actmara Bu Obae noOpe osiaasHa, Baiu 3T nexap Mmtceff"
Ja cyeTe 3a NoAXO0AsLI0 MOCTENEHHO Aa Hamaiu ao3ata DayTudopm. A LA



M3nbaHere 6aBHO CTHNKH 2 10 5 1n0-1041Y.

Anarpama

l.  OrcrpaHere Kanaka Ha MyH/LLYKa (BUXKTE aMarpama 2) U NpoBepeTe Jlajii HHXAJIaTOPbT € YUCT U 0e3
npax.

2. HuxanaropbT TpsAOBa aa ce pa3kiiallla HEMOCPeACTBEHO MPE/X BCAKO BNPbCKBaHe (HATHCKaHE), 3a J1a ce
OCUI'YpPH paBHOMEPHOTO CMECBAHE HA CbABPIKAHHETO.

3. H3npasere ce wim ctaHere. MU3auinaiTe Bb3MOXKHO Hal-0aBHO W ABAOOKO, M IOKOJIKOTO HAMA
HETIPUATHO yCellaHe.

4. XBaHeTe MHXAJIaTOpa B U3MPABEHO MOJIOXKEHHE (KAKTO € MOoKa3aHO Ha Avarpama 3) v cioxkeTe MyH/ILIyKa
B yCTaTa CH, C YCTHH OKOJI0 Hero. JIpbKTe HHXajlaTopa C najiel BbpXy OCHOBaTa Ha MYHJILIYKa U
MokKasaJjieLy/nokasajiiuy BbpXy ropHara yact Ha uHxasaropa. He 3axansaire MyH/uyKa.

5. BauwaiTe 6aBHO U ABAOOKO npe3 ycrarta, KaTo ChleBPEMEHHO HATHCHETE aepo30siHug (pJ1akoH, 3a J1a
BripbCckaTe BeAHbXK. | IpoabipkaBaiiTe aa BaMLLIBaTE NPOABLIKUTENHO H JIbJI00KO (ONTUMAJIHO 3a 4-

5 CEKYHH).



Anarpama

6. Jlokaro 3aabpikare abXa CH, U3BajJIeTe UHXanaropa or ycrara cH. [Ipoabkere na 3aabpkare abxa cu,
JIOKOJIKOTO HAMa HEeMNpHUATHO ycewaHe. He u3auiuBaire B MHXxanaropa.

7. 3a BTOPOTO BIPBCKBAHE, 3aAPHKTE MHXAJIATOPA BbB BEPTUKAJIHO MOJIOXKEHHUE U CJIe/] TOBA NOBTOPETE
CTBIKH 2 10 6.

8. Cuoxere oOpaTHO Karnaka Ha MyH/ILLYKA.

Modxxere aa ce ynpaxHsaBaTe npej orienano. AKo J0KaTo M3noJi3Bate MHXajlatopa, BUAUTE J1a U3/1n3a
,» MBIJ1a" OT rOpHaTa My 4acT WJIM OTCTPAHMU Ha ycTata, Mo)ke OM He CTe BAMILLIAJIH MPaBUJIHO JIEKApCTBOTO.
[Ipuemere apyra n03a, KaTo MNOBTOPUTE JCHCTBUATA, 3al10UBAMKH OT CThIIKA 2 10-rope.

Bunaru ciea kato cre M3nosi3Bajiv MHXaAJ1aTopa, U3IIaKkBalTe ycTaTta CH, NpaBeTe raprapa ¢ Bo/ja Uiu CH
W3MHBAHTE 3bOUTE U M3IJIOBAWTE OCTaTbKa. TOBa MOXKE /1a CIOMOrHE 3a Npe0TBpaTsiBaHe Ha pa3paHsiBaHe
Ha ycrara Wi I'bpJIOTO, HJIM Ha MOSBA HA Ape3ras IJac.

AKO umare ¢abocT B pbLETe, MOXKE 1A € M0-JIECHO J1a AbPXKUTE MHXAJIATOPA C JIBE PbliE, KATO MOCTABUTE
MOKa3aJili BbPXY aepo30/IHUA (PJIaKOH, a NajluM — BbpXY OCHOBATa Ha MHXaJaTopa.

AKO M3MUTBATE 3aTPy/AHEHHs MPH U3MOJI3BAHETO HA MHXanaTopa, Bawusar nekap moxe 1a Bu nocheersa na
M3MoJ3BaTe YCTPOHCTBO, HapeueHo obemHa kamepa AeroChamber Plus® Flow-Vu®, koeto n1a Bu nomorte
Jia BMLIATE JIEKApCTBOTO B Oenute ApoboBe npaBuiaHo. Bawusat nekap unu papmauesT e Bu nocbheersa
Kak Ja uznosnseare obemHara kamepa AeroChamber Plus® Flow-Vu® ¢ unxanaropa. AeroChamber Plus®
Flow-Vu® uie 6b1e npuapyskeHa ot ykazanus 3a ynorpe6a, KakTo U ¢ MHCTPYKLIMH 33 FPHIKA M [TOYHCTBAHE,
KOWUTO TpsiOBa 1a npoyereTe BHUMATEIHO.

I'puxu 32 maxasaropa

Ba)kHo € BHUMaTEHO J1a c/ie1BaTe Te3W HHCTPYKLIMM U /1a MOYUCTBATE MHXAJIATOpa €KECEAMUYHO. 3a
[NOYUCTBAHETO MY:

® OTcTpaHere Kanaka Ha MyH/ILLyKa.

® He u3Baxkaante aepo30Hus (paakoH OT MyJiBepU3aropa.

» M30bplueTe BbTpelIHaTa U BbHILHATA YacT Ha MYH/ILLYKA W MYJIBEPU3aTOpa C YKCT, CYX MJ1AT WK
KbpITHUKa.

® Ciiokere 0OpaTHO Kanaka Ha MyH/ILLYyKa.

® He nocrassiite metanHus ¢iakoH BbB BOJaA.

AKO cTe H3I0J13BAJIH NOBeYe 0T HeoOXoaumaTa 103a Payrudopm

BaxxHo e na npuemare Bawara 103a, Taka KakTo € 0T6e153aH0 BbPXY €THKeTa 3a (hapMaueBTa Wim kakto Bu
e npenopwv4aHo ot Bawmus siekap. He Tps6sa na yBenuuasate wiau Hamanssate Bawuara 103a; 63 ja cé
NOCHBETBATE C MEAULIMHCKO JIHLIE. \ |

AKO npuemere noseye 0T HeoOXoAMMaTa J103a JIEKapeTBo, CBbpikeTe ce ¢ Bawuus nekap uin papmalieBT 3a
cbBeT. Moxke na usnurare cuiHa 6oJika B rbpaAMTE (CTEHOKAPAUS ), MOBUILEHO WJIH NOHUIKEHO KPBBHO

HaJiraxe, riaBodosIue, MyCKYJIHH CNa3sMu, HapyLleH CbH, HEPBHOCT, CYXOTa B yCTaTa, 3ary0a Ha aneruT,
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NPUNanbuy, rPHOBE WU KOHBYJCHU. MOJKe Aa NOUyBCTBATE TPEMNEPEHE, 3aMagHOCT, NMPUMAIIABAHE,
OTNMAJHANIOCT, MOBAKraHe HAH o000 Hepasznonoxkerne. Moxe chilo aa 3abenexure NPoMEHH B YecToTara Ha
ChPAEYHHTE YJapH H MOXKe [1a NONYYUTE MOHMKEHN HUBA HA KaJIUH U NOBHIIEHO KOJTMUYECTBO KPbBHA 3aXap
B KpbBTa. Bb3MOXKHO € CbLIO Aa CTpajaTe OT CHMATOMHM Kato 60/1ka B KOpema, NoBpbLIaHeE, 3aryba Ha Terno,
HaMaJIEHO HMBO Ha cb3HaHHUe (koeTo Moxke Aa Bu Hakapa na ce uyBcTBaTe ChHIAMBU MKW OOBPKaHH) HIH
HUCKO HMBO Ha KpbBHATAa 3axap.

AKO cTe MpUEMANTH NOBEYE OT NMpeAnKucaHaTa 103a 3a NpOAbIKUTENIEH Nepuo, TpabBa Aa ce MOCbBETBATE C
Bainsa nexap wnn dapmauesTt. ToBa ce Hanara, Thil KaTO TOJIEMUTE 03U MOTAT [a TOHHKAT KOTHUYECTBOTO
CTEPOHIHH XOPMOHH, TIPOM3BEXKAAHH HOPMAJTHO OT HanOBOpeunnTe By xuiesu (BuxTe Touxa 4).

AKoO cTe mponycHaIH Ja n3nonssare Dayrudopm

AKO NponycHeTe 1034, MPUEMETE A BEAHAra LWOM CU CIIOMHUTE 3a ToBa. Ako odaue € HabIKWIO BpeMeETo
3a cjieBalliaTa 03a, peckodyeTe nponycHaTara. He BiemaiiTe ABOWHA 1034, 32 1a KOMIIEHCHpaTE
NpoMycHaTaTa A03a.

AKo cTe cnpeyan ynorpebara Ha Payrupopm

MHOro € BaXHO Aa H3MI0JI3BAaTE TO3H UHXANATOP BCEKM [I€H Crlope]l yKazaHuaTa Ha Bawuug nekap, nopu aa ce
yyBCTBaTe A0Ope, 3al0TO TOBa CNIOMara 3a KOHTpona Ha Baiuarta actMa. Ako HckaTe Aa cripere ynorpedara
Ha MHXANaTopa, MbPBO c€ NoChBeTRaMTE ¢ Bammsa nekap. Toi we Bu kaxe kak aa ro HanpasHTe,
0OMKHOBEHO upe3 NOCTENEHHO NOHWKABAHE HAa A034aTa, 34 Aa He CE OTKAKYH aCTMATUYEH NPHCTHI.

4. Bb3MOXKHH HEXKeJTAHH peakiuH

KakTo BCHYKH JieKapCcTBa, TO3W HHXANATOp MOKE Ja MPEeAU3BUKA HEXENAHN PEAKLIMY, BLIPEKH Ue HE BCEKH
rd noiayyasa. BamusT nekap uie npeamnuiiie Hai-HUcKaTta A03a Heo0X0AMMa 3a KOHTpon Ha Baiwara actva,
KOETO MOXKE Ja HAMAJIH Bb3MOXKHOCTTA OT [0ABA HA HEXKEIaAHH PEaKLIHM.

BCHUKY NlekapcTBa MOraT Ja NPeJHU3BUKAT aJIEPrHUHH PeakLliii, BLIIPEKH Y€ CEPHO3HH alIepruyHu peakuuu
ce chobasar paako. HezaGarHo undopmupaiite Baiuns nexap, ako nonyudre BHE3aNHO NoyBaHE Ha
KJ1ENayuTe, TIMLETO, MbPAOTO, €3MKa WIH YCTHUTE, OOpHB HIIH cbpOexk, 0CoOEHO aKO NOKPUBA LIANIOTO TANO,
CHMITOMM KaTo 3aMaiiBaHe, cnabocT MM NPUNAabK WKW BHE3AMHA NPOMEHU B AULIAHETO, OCOOEHO
3aCHJICHH XPHUINOBE WIH 3a0yX.

KakTo npu ocTaHanuTe MHXANATOPH, AMIIAHETC MOXE Aa Ce BJOLIM BEAHara cnea yrnorpebarta Ha
HHXxanatopa. Moxe J1a 3abenexuTe NOBULIABAHE HA XPHUITOBETE W HEAOCTUT Ha Bb3AyX. AKO TOBA CE CNYUM,
cnpere ynorpebara Ha ©nyTudopm ¥ M3noa3BaiTe ObpP30ACHCTBALIOTO CH 00NEKYaBalllo JIEKapCTBO.
HezabasHo ce cabpkeTe ¢ Bawug nekap. To# me By npernesa n Moxke na Bu HazHaud pa3nuyeH Kype Ha
neuyexrne. TpsaOBa BMHArM Aa HOCHTE Che cede cH OONEKYUTENIHNA CH HHXaNaTop.

HeuecTn: Morar aa 3acerHar o 1 Ha 100 gyuu
BrnowagaHe Ha acrMara.

I"'naBobonue.

Tpenepene.

HepasHoMepHa cbpaeyHa AEHHOCT HAH ChpLEOHEHE.
3amaiiBaue.

HapyLueH CbH.

HN3menernine B riaca/npesras riac.

Cyxota B ycrata, 00/1KH WM pa3apa3sHEHHE B MbPJIOTO.
Ob6pus.

Peaxn: Morar ga 3acerHat go 1 Ha 1 000 aywwm

o [ToBHLIEHO KOMMUECTBO KPbBHA 3axap. AKO uMmare auaber, MOXKe 1a ce Hanoxku na
KpbBHATA CH 3aXap No-4ecTo ¥ Aa kopurupare obnyaiinoTo cu auabeTHO NeueHue.
Heobxoaumo Bawumat nekap aa Bu Habnronaea no-BHUMAarenHo.




MneuHHIIa UM APYrd MbOHYHK HH(pEKLMH Ha YCTaTa U ['bpJoTo.
Bb3naneHne Ha CHHYCHTE (CHHY3HT).

YcKopeHa chpacuHa JEHHOCT.

I'pbaHa 6onka, cBBp3aHa CBC ChPASHHO 3aD0NABAHE.
MyCKyIHH crna3MH.

Kamnnua Hnu 3aayx.

Hnapus.

Jlowo xpaHOCMHITaHE.

[IpomMaHa BLB BKyCa.

Ycellane 3a 3aMaiiBaHe WA CBETOBbLPTEXK.
Heobuuaiinu chbHHIIA.

Bw36ynaa.

CopOsiina koxa.

[ToBuLIEHO KPBBHO HAJIATaHE.

YcelaHe 3a HeoOuuaiiHa cnadbocr.

[logyBaHe HaA ATIaHMTE, [TIC3EHUTE UM XOIMNaTa.

C Hen3BecTHA 4€CTOTA, OT HAJITHYHHETE JAHHH HE MOXKe 1a ObJe HanpaBeHa OMEeHKA

* 3aMbIIICHO BHKAAHE

° [Ipobnemu cbe CbHA, AenpecHs WK NPUTECHEHUE, TPEBOXHOCT, HEPBHOCT, MNPeBb30YASHOCT WIN
pa3pasHUTEIIHOCT. [10-BEPOSTHO € TE3H peaKLIMH 1a BL3IHUKHAT fIpH Aela.

ClleIHUTE HeXEaHH PEaKkLMU Ca CBbP3aHHu ¢ PopMOTeponoB ¢ymapar, HO He ca ChoOLIaBaHW N0 BpEME Ha
KIWHHYHHUTE W3MUTBAHHUA C TO3H HHXAJIATOP:

¢ Hucky HuBa Ha KAl B KPBBTA, KOETO MOXE Ja MPUYUHHU MYCKYHA ¢1aboCT, NnoTpenBaHHs HIN
OTKITOHEHMS B CHPACYHHUS PUTHM;

. OTIJIOHEHHE B 3ANIMCHTE HA ChpAEYHATA JeHHOCT NOTEHUMAIHO BOJIEHIO 10 HapyllIeHHE HA ChPACUYHUS
pyuThM (yabmxaBaHe Ha QTc unTepsana);

. [ToBHlIEeHH HABA HA MJIEHHA KMCETHHA B KPBBTA.

. ["anene.
MyckynHa 6oaka.

MHXanaTOpHUTE CTEPOMIM MOTAT Ja 3aCErHAT HOPMAHOTO MIPOU3BOACTBO HA CTEPOUIHH XOPMOHH B
OpraHH3Ma, 0coOEHO aKo M3ION3BATE BUCOKH 1034 3a Abiro Bpeme. EdekTure Brutousar:

[IpoMeHH B KOCTHATA MUHEPAJTIHA MIBTHOCT (M3THHABAHE HA KOCTHTE),

KaTtapakTu (MOTbMHSIBAHE Ha JIEILaTa Ha OKOTO);

I nayxoma (MOBHILCHO HANAraHe B OKOTO);

Obpa3sysaHe Ha KpBBOHACIAAHUA WM U3THHABAHE HA KOXKATa,

[ToBuiIEHA BEPOSATHOCT OT pa3BATHE HA UHPEKLHSA;

3abaBsHe Ha pacTexxa MpU AeLa U KOHOLIH;

Kpnrno (¢ ¢opma Ha myHa) nuue;

Edext BbpXy HazOB0OpeuHnTe 2xUI1e3d (MANIKH XNEe3H 10 OBOpeLINTE), KOETO 03HaYaBa, ue MOXe Aa
MMAaTe CUMITTOMH KaTo ¢1aboCT, yMOpa, TPYAHOCT 3a CnpassHe Cbe cTpeca, 6onku B Kopema, 3aryba

Ha afneTHT, 3aryba Ha Terno, rnmasobonue, 3amaiiBaHe, MHOTO HUCKO KPLBHO HANATaHE, THAPHA,
YyBCTBO 34 MOBAUraHE WIH NOBPBILAHE WIH MPHITAbIIH.

BepoaTHOCTTA 3a MOABa HAa TE3H PEAKLUMH € MHOTO M0-Maika NpH UHXAJIATOPHUTE CTEPOHAH, OTKOJIKOTO NPH
crepouauTe Ha TaOJIETKH,

Cho0maBaHe Ba HEKEIAHH PEAKIHH
AKO MOJlyYnTe HAKAKBY HEXENAHH JIEKAPCTBEHH peaklvH, yBeAoMere Bawuunsa nekap HJ‘I
MeAHMLIHHCKA cecTpa. ToBa BKIIOYBA BCHYKH BL3MOXKHH HEONHUCAHH B Ta3M JIUCTOBKA H

Mokere ChILO Aa CLOOINTE HEKENAHM peakLWH JUPEKTHO upes U3nbinnTenna arex
yi. ,,Jdaman I'pyes” Ne 8, 1303 Codus, Ten.: +35 928903417, yeGecant: www.bda.bg.




He)KeJJaHW peakllMK, MOKETEe 1a a/leTe CBOSI IPUHOC 3a NoJy4yaBaHe Ha rnopeye MHpopmatus OTHOCHO
0€e30MacHOCTTa Ha TOBA JICKApCTBO.

S. Kak na cexpansasare ®ayrudopm
Jla ce cbxpaHsBa Ha MACTO, HEJJOCTBITHO 3a Aella.

He u3nosizBaiTe TO3H MHXAJIATOP CJIE] CPOKA HA FOAHOCT, OTOE/IA3aH BbPXY €THKETa, TopOHUUKaTa o1 PosIno
K KapTOHeHaTa onakoBka ciiesl ..l oaeH 10:". CpoKbT HA rOAHOCT OTIrOBaps Ha NOC/€AHHS JI€H OT MNOCOYEHHUS
mecell. ..l onen no: 08-2020° o3nauapa, ye He TpAOBA Ja U3M03BaTE HHXAIATOPA CAE/1 NOCIEAHMUSA JIEH OT
TO3HW Mecel, T.e. aBryct 2020 r.

Jla He ce cbxpaHaBa Haj 25°C. [la He ce cbXxpaHsiBa B XJIAAWJIHUK WK 3aMpa3siBa. AKO HHXAJAaTOPBLT Objie
M3/102KEH Ha 3aMpb3BaHe, TpaOBa 1a Objie OCTaBeH /Ja ce 3aTorulM Ha cTaiHa Temnepatypa 3a 30 MUHYTH,
cjieq KoeTo jaa Obae noaroTseH npeau ynorpeda (Buxkre Touka 3 ., Kak j1a u3nonssare...”). He u3nonssaiite
HHXaJ1aTopa, ako € Oua u3BaaeH o1 TopOMUKaTa oT GOAHO Npean noseye oT 3 Mecella K ako MHAWKATOPBT
3a 103UTe nokasna .0,

Jla He ce u3iara Ha TemnepatypH no-BHCoku oT S0°C. AepO30aHHUAT PIAKOH Chabprka TEYHOCT MO/l
HaJISsraHe, 3aTOBa He ro nNpoOMBANTE, YyNeTe WK U3rapsiTe, 10pH KOrato O4eBH/IHO € npaseH. He
U3XBBPJISHTE JICKAPCTBATA B KAHAJIM3aLMATA MK B KOHTEHHEpa 3a JloMaluHu otnaabi. [lonuraiite Bawius
(apmaLIeBT KaK [1a U3XBbPJATE JIEKAPCTBATA, KOUTO BeUe HE U3noia3Bare. Te3u MepKkH Liie CrioMorHar 3a
Orna3BaHe Ha OKOJIHATA cpejla.

6. ChabpKaHHe HA ONIAKOBKATA H A0N'bJIHHTEJIHA HHPOPMALHS

Kakso cbaspxka @ayrupopm
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Besiko BnpbekBaHe cbhabpka 50 Mukporpama 1y THKa30HOB MPONKHOHAT U S MUKporpama (hopMoTepoJ10B
bymapar auxuapar.

Jpyrure cbCeTaBkM ca:

s HAaTPUEB KPOMOIJIMKAT;

& €TaHoJI;

5 anadaypan HFA 227 (nponeneur).

Tosa nekapcTBO cChabpia (ayopchbabpiKaliiv MApHHKOBH ra30Be.

Beeku nuxanarop cuabpika 11.2 ¢ HFA227, chorsercrsain na 0.036 Tona ekBuBaneHt Ha CO; (moreHupman
3a rinobanno 3atonasgHe (global warming potential, GWP) = 3220).

Kak uirsiexaa ®@ayrugopm H KAKBO ChAbPAKAa ONAKOBKATA

Te3u unxanaropu npeacTaBasBaT Majiku aepo30/iHH (PJaKOHH, ChbprKally Os1a 10 Oene3HuKaBa ,
CYCIEeH3Msl, CHaDAEHHM € 103UpaLll BEHTHII. Aepo30/HUTE (PIIAKOHH ca NOCTaBEHHW B CHBU U OC/IM NAACTMACOBH
J103aTOPH (IyJIBEPU3ATOPH) ChC CBETJIOCUB Kanak Ha MyH/LLYKa. Becekn nHxanatop cbhabpika




120 snpbeckBanns (HaTHCKaHHWs). B eqna onaxkoBxa ce cbhabpika eIWH uuxanartop. B MynTuonakoeka ce

chabpxkar 3 X 1 unxanarop (120 snpbckBanus).
He BcHuku BHAOBE OMAaKOBKW MOraT aa ObaaTt mycHaTti B npoaaxoda.

IlpaTexaTes HA pa3pelIeHRETO 34 YNOTpeda # NPOHIBOAHTE

[ IpuTexaTen Ha paspelieHHeTo 3a ynorpeba
Mundipharma Gesellschaft m.b.H

Wiedner Giirtel 13
Turm 24, OG 15
1100 Wien,
ABCTpHS

[TpoxszpoauTen

Mundipharma DC B.V.

Leusderend 16
3832 RC Leusden
Huaepnangua

To3n rexapcTBen NPOAYKT € paspeuieH 32 ynorpeba B aspxkapurte-uiteHkr 1a EHII noa cieannre

HMCHA:

Flutiform:
ABCTpUA

bearus

buarapus
XbpBaTHA
["'epmaHus

Jlanus

HUcnanaus
YHrapus

Kunbp
Jltokcembypr
Hunepnanavs
Hopeerus

[Honwua
INopryranns
Penybnuka Upnanaus
PyMBbHHA
Crosaiuka penyOnuka
CnoBeHud
QUHNaHAUS
OpaHuus

Heuika penybnuka
LUBeuus
Flutiformo
Hranus

JdaTa Ha nocieano npepasriaexaane Ha gncroprara 02/2025
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