AL AL KT
JHCTOBKA: HHOOPMALMS 3A NOTPEBMTEJIA , 2.287-¢, 173 -08- 1013

®ayrnpopm 50 mukporpama/s MEKporpama ua BNPLCKBAHC, CYCNEN3INA N0 HATATANE 33 HHXAJTALHA
Dayrudopm 125 Mmukporpama/S MUKporpamMa na BnphcKBaie, CYCIEHINA o HANATANe 38 -
HHXAIAUHA
PayTudopm 250 muxporpama/ld MUKporpamMa Aa BnpbCKBaHe, CYCIEHIHA 0] HANAraHe 3a
HHXAJA1HA

duryTHEAIOHOR NpONHOHAT/opMoTEpONOB dyMapaT AMXHAPAT
(fluticasone propionate/formoterol fumarate dihydrate)

[lpouereTe BHHMATEIHO UANATA THCTOBKA, NpEeqn 12 3AN0YHETE 18 HINOI3BATE TOBA JIEKAPCTRO,

& 3anasere Tamu auctopka. Moke na ce HanowH na g MPOYETETE OTHOBO.

*  AKO MMATE HAKAKBH JONMBIHKTEIHH BBIPOCH, NONHTaliTe Bama JEKap HIH apMaresT.

* Toea nexapeTeo € npeanxcano nuymo Ha Bac, He ro n pPeOTCTRIBANTE Ha ApyTH Xxopa. To Moxe ja uM
HABPEAH, HEZABHCHMO OT TOBA, Y¢ TEXHHTE CHMITTOMH Ca CRIUMTE KaTo Bamure.

®  AKO HAKOS OT HEMEIAHHTE IEKAPCTBCHH PCAKLHH CTAHE CEPHO3HA MIH 3a0eNexHTe IPYTH, HEOMHCAHN B
Ta3H JIMCTOBKA HEAC/IAHH PEaKIIHH, MoNA YBeomeTe Bamms nexap win dapmanent.

B Tasn amerorka:

Kakso npencrasnssa daytudops o 3a Kakeo ce Hanonzea
[penu sa wanonssare Guyrudopm

Kak na wanomeate G©nytudgopm

BuiMosnn Hemenany peakimu

Kax na cexpanssare doyrudopm

Honsnuurenta undopmaiins

B e =

1. KAKBO IIPEJACTABJISIBA @Y THOOPM H 3A KAKBO CE M3II0J3BA

Mons oGnpueTe BHHMaHHE:!

HMmero wa npoaykra e Gayrudopm CYCIICHIHA T10J HANAAHE 38 HHXAIALKA, HO B TA3H JIHCTOBKA €
H3MOI3BAHO ChEpaTeHoTO PayThhopn HEXanaTop, [ToHsKOra TOBA MOMCE 14 CE OTHACH 34 crietHGH9HO
KOMHYECTEOD HA @KTHBHOTO BELECTRO B J030BA ¢AHHHI,

PayTHhops NpeicTaBnaBa HHXATATOP (CYCIICHIHA N0 HAIATAHE 33 MHXATALHA}, KOHTO ChIBpP:KA

ABE AETHEHH CECTABKH,

*  UIYTHKA3OHOB NPONHOHAT, KOHTO IPHHANIEHKE KhM Ipyna IeKapeTsa, HapeueHa creponan. Te
CLIOMAraT 33 HAMAITARAHE HA OTOKA H BRINAJIEHHETO B DeIHTe apofore.

* topMmoTeponos drymapar THXUAPaT, KolTo NPHHALIEHH KbM FPYIA ICKAPCTEA, HAPCUCHM
DeTa;-arOHHCTH ¢ NPOIBIKHTEHO eiicTane. Te ca OpPOHXOIMIATATOPH © NPONBIKHTEIHO AeHCTRME,
KOHTO CIOMATAT IHXATENHUTE METHIA B BenuTe JpofoBe 1a OCTAHAT OTBOPEHH, KOETO YIECHABA
JHITTAHET O,

34enHO TEIM JBE AKTHBHY CHOTABKH CIIOMATAT 34 nonobpasane Ha qMiuadeTo, [Ipenopsusa ce aa
H3LONIBATE TOBA JIEKAPCTBO BCEKH JEH Cnope ykasannata Ha Bawms nexap,

Toea nexapcTeo cnomara 3a NPEeIOTBPATABANE HA NPOGIEMHTE ¢ IHINAHCTO KaTo acTMa M Bu nomara
Aa CHPETE 14 NoTy4aBaTe 3a0yX H Xpunose. To obaye He aeficTsa, aKo BEYe HMATE ACTMATHUCH IPHCTEIL,
T.C. dKO BEHE HMATC XPHIIOBC M 3AIyX. AKO TOBA C& CAYYH, 11e TpabBa 1a H3INON3EaTE OLp30aeicTRAID
0DIEKUABAING EKAPCTEO, KATO HANPHME] CAOYTAMOI, -
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He un3noa3saitre ©ayrudopM.
. aKO CTE aNeprudHH (CBPbXYYBCTBUTENHH) KbM GIIYTHKA30HOB MPOIIHOHAT, (POpMOTEpONIOB hymapar
HIIH KBbM HAKOA OT OCTAHAIMTE CHCTABKH (BIDKTE Touka 6, JlonbnHuTenHa HHpOpMaLus).

O6BpHeTe CIEOHANHO BHEMaHHE NIpH ynoTpebaTa Ha ®ayTudopm

[Ipenu neMeHHETo ¢ To3M HHXanarop, uHopMupaiite Bamua sekap Hnu GpapMalleBT, akKO HMATE!

. CeralliHa MM npeaniuHa Ty6epkyno3a. CHMOTOMHTE BKIKOYBAT YIOPHTA KAlLIHIA, MECTO ¢ XPadKH,
[PHMECEHH C KPBB, TPECKa, OTNAJHANOCT, 3aryla Ha aneTHT, 3aryfa Ha TErJio H HOLHO M3NIOTABaHE,

o uHbeKiHA Ha OenuTe ApodORe WIH rPBAHKS KO,

. ChpaeuHH MpoOaeMH, KaTO HAIPUMEP TAKHUBA C OPOCABAHETO HA CHPLETO HIIH CTECHABAHE HA €IHA OT

CHPACYHHTE KJJAlM (A0PTHATA), CHPACYHA HEAOCTATHYHOCT, KOATO MOKE 4 NPHYMHH 3a0yX HWIH

MOAYBAHE HA IJIC3EHHUTE, CHCTOAHME, NPH KOETO CHPACYHHAT MYCKYJI € YBEJIH9eH (XunepTpoduuna

OOCTPYKTHBHA Kap/IHOMHONATHA), HEPABHOMEPHA CBPAECYHA JEHHOCT (CHPACYHH apHTMHH) HIIH aKO

By e Ka3aHo, ye ¥MATE OTKIOHEHUA B 3alIHCHTE HA ChpJcuHaTa aeitHocT (yankaBaHe Ha QTc

UHTEPBANA);

HESHOPMAJIHO M3AYBAHE HA CTEHATA HA KPBBOHOCCH ChI (AHCBPH3Ma);

nmnaber;

IIOBUIUCHO KPBBHO HAJIATHE,

CBPLXAKTHBHA NIMTOBIIHA XKJE€3a, KOETO MOXKE a IIPHYHHH [TOBHILICH alleTHT, 3aryba Ha Terio Wi

H3MOTABAHE (THPEOTOKCHKQ3a);

. HUCKH HHBA Ha KaJH# B KPBBTA, KOETO MOXKE Ja IPHUYMHHM MYCKYJIHA cnaboCT, MOTPENBaHHA UITH
OTKJIOHEHHUS B CHPACUHHA PHTBM (XHIIOKAIHEMHA);

° BIIOIIEHA (pyHKUMA Ha HanOBOpeurHuTe xe3n (ako HaaOBOpeTHuTe XKIIC3U HEe padboTAT MPaBHIHO,
MOXK€E J1a UIMaTe CHMITTOMM, KaTO HanpuMep raasofonue, cnadoct, yMopa, O0ONMKH B KopeMa, 3ary0a Ha
aIeTHT, 3aryba Ha Terno, 3aMaBaHe, MHOI0 HHCKO KPbBHO HAJIATAHE, AUADHHA, YYBCTBO 33 IIOBAHIaHe
HJIH MIOBPBINAHE WK IPHIAABIM) KK TYMOD HA HaAGEOpeuHHTE XIIe3H ((beOXpOMOLHTOM);

. YEPHOAPOOHH ITPOGIIEMH.

AKO 1I¢ ¢ NOAJIAaraTe Ha ONEPALMs WIH C€ YYBCTBATE CHIHO CTPECHPAaHH, MoJja, HHbopMHUpaiiTe Bamma
J€Kap, ThH KaTo MOXKE J1a ¢€ HYXKJaeTe OT JOMBJIIHHTEIHO CTCPOHAHO JICYCHHE 38 KOHTPOI Ha aCTMATA.

IIpaeM Ha ApYrH JeKapcTBa

Mona napopmupaiite Bamua nexap nan gapMalieBT, ako DIPUHEMATE UM HACKOPO CTE MPUEMAalH APYTH
JIEKapCTBa, BKIIOYUTEIHO APYTH JEKapCcTBa M MHXAIATOPH 34 acTMa M TaKHBa, oTIHycKaHH 0e3 penenra, Ao
H3I0JI3BATE TO3H HHXAIATOD ¢ HAKOM APYTH JIEKapcTBa, HETOBUTE WX TeXHHTE edhekTH Morar 1a Obaar
TPOMEHEHH.

Hudopmupaiite Bawuns nexap uim papManeBT, ako IpHeMaTe:

° JIEKApCTBa, H3BECTHH KaTo GeTa-01okepr (KaTo HAMPUMED aTEHO/I0M 32 JICUCHHE Ha IIOBHILISHO
KPPBHO HANATAHE, COTANOI 38 JICYCHHE HA HEPUTMHYHA CEPJCYHA ACHHOCT, METONIPOJIO 34 JICICHHE
HAa YYSCTEHA CBHPEYHA XCHHOCT MM KANIKH 32 OMHM THMOJIOJ 32 JISYeHUE HA IIayKoMa),

* HAKOW OPYTH JieKapcTBa, M3MIOA3BAHM 34 JICUCHHE Ha acTMa HIIH AuXare/Hy 3aboaBalHa (KaTo
HanpuMep TeodrIuH WA AMHHOQHIKH);
. NEKAPCTBA, ChABPKAILH aAPCHANNH HIH CXOJHH BEeIISCTRA (BKIIOYHTENHO ApYTH OeTa-arOBUCTH KaTo

canfyramon wiH OeTa-aHTArOHHCTH, BKJIOUMTENHO aATEHOMOMN, METOIPOJION, IIPOIIPAHOIO A, THMOJION).
C T03H uHXanaTop He TpadBa na ce H3NON3BAT ACIBIHHTEIHN (eTa,-arOHUCTH, AKO acTMaTa Bu ce
BJIOIIIABA MEXKIY no3uTe Ha ©uyTndopM Torasa 3a HezabapHo obnekyaBaHe TPAOBa Aa H3NOI3BATE
Banmua Osp3oaeicTpal ,,00eK4apant” HHXATATOP.;

JICKAPCTBA 34 JICYSHHE HAa ANIEPIHYHH PEAKIHH (AHTHXHCTAMHHH);

. JIEKApPCTBA 32 JICUCHHE HA IOBHINCHO KPBBHO HAITAHE HIH 3aAbPKaHe Ha TCIHOCTH 4pe3
NOBHINABAHE HA MPOUIBEKIAHOTO KOIHYECTBO YPHHA (IHYPETHIIH);

. JIEKapCTBa, U3MOJI3BAHH 33 JICUCHKE HA CHPACYHA HENOCTATHYHOCT (KATO HAIPHMEDP AUTOKCH

. JICKAPCTBa 3a ICYCHHE HA OTKJIOHEHHS B ChPJCYHHA PHTHM (KaTO HANpUMEP XMHHAMH, A3

IPOKaAHHAMMA);



° JICKapCTBA 33 JICYSHHE Ha CHMITTOMMTE Ha JACIpPECcHA MIIH NICHXHYHHY HApYIUCHUS, KATO HAIIPUMEP
MOHOAMHHOOKCHAA3HN HHXHOHTOpH (HampuMep (EHEN3HH HIH H30KapOOKCa3nil), TPHUMKIHIHH
aHTHACNIPECAHTH (HAIIpUMEP AMHTPHITTHIHH 1 MMUIIPAMHH }, AWM aKO CTS IpHUEMAITH Te3H BHIOBE
JIEKAPCTBA Ope3 [IOCICAHHUTE ABE CEAMULIH;

. NEKAPCTRA, HANOM3BAHM 32 JICUCHNHE HA ICHXMATPHYHH WM NCUXAHHH HApYIieHHs ((PEHOTHA3WHA MIIH
AHTHIICHUXOTHIIH);

OPYTH JICKapCTBa, ChABPKAILH CTchH.H.H,

o NpOTHBOTEOHYHH JIeKapcTBa (KaTO HAIPHMEDP KETOKOHA30 WIH HTPAKOHA30I),

. JEKAPCTBA, M3IOM3BAHM 33 JIeMCHHE HA BUPYCHH HH(ECKIMH, BKIIOYMTEIHO ¢ BHPYCa HA HOBCHIKATA

HMyHHa HeocTaThurocT (HIV) (HanpuMep puToHABHp, aATa3aHABUDP, HHAHHABHP, HEJPHHABHD HIH

CAKBHHABHD ),

AHTUOMOTHIM (KATO HAIPHMED KIAPUTPOMULIMH, TEARTPOMMIMY WK q:pypa:mmmﬂ),

AIEKApCTBO 32 fieveHue Ha Oonecrra Ha [lapxuncon (Jesonomna);

ICKAPCTBO 33 JIEIEHHE Ha HEAOCTATHYHO AKTHBHA LMTOBHIHA XJ1e3a (JICBOTUPOKCHH);

JIeKapcTBO 3a JjeueHHe Ha 6onectTa Ha XOMKKHH (IIpoKapOasuR),

JIEKaPCTBO 33 NPEAU3BHKBAHE Ba paXxJaHe (OKCHTOLHMH),

AKO 11I€ ce noANaraTe Ha onepanua noj o6wa ynoiika, Mo/, HHGOpMHpaitre Bamms nekap B 60NHHNATa, Y€
H3M0A3BATE TO3H HHXAJIATOP.

bBpeMeHHOCT ¥ KhPMEHE

Axo cTe DpeMEeHHA WK aKO CMATATE, e MOXE 13 ¢T¢ OpeMEeHHa, IUIaHHpaTe f1a 3a0peMeHeeTe HIIH KbpMHTE,
nockBeTRalTE Ce ¢ Baums nekap oTHocHO ynorpebaTa Ha To3M HHXanaTop. Toll me Bu kake Aand 1pa6ea
Ia MPHEMATE TOBA JICKAPCTRO.

lllodupane a1 pabora ¢ MAlLIHHA
Masnko BEpOATHO € TOBA IEKAPCTBO A2 NOBIMAE criocoOHOCTTa 32 MopupaHe u pabora ¢ MalIHHHE,

Baxua HudopMauugd 0THOCHO HAKOK OT ChCTABKHTE Ha PayTudopM

Toea nexkapCTBO CHALPKA MANIKH KOMHYECTBA eTaHon (ankoxon), T.e. 1,00 mg Ha BnpeckBane. Chabpxa H
MHOI'0 MaJKO KOJIMHMECTBO HATPUEB KPOMOTIHKAT, HO NALHEHTHTE, KOHTO NTOHACTOAIIEM NMPHEMAT
KPOMOTHKAT (M3I0/3BaH 3a JICYCHHE HA aCTMa, aJlepruucH PHHUT H &JICPrH4cH KOHIOHKTHBUT), TpaOBa fa
NIPOaBIDKAT criopes oOHHalHOTO.

3. KAKJA U3IIOJ3BATE ®JYTHD®OPM

Bunary H3non3sanTe TO3H HHXANATOP TOUHO KAKTO BH € xazan BalunsaT nekap. AKO He CTe€ CHTYPHH B Hello,
nonuraite Bamns nekap unn dapmanest. 3a na noayuuTe Hafl-ronaMa oisa OT HHXanaTopa cH Tpadsa 1a
ro U3M0JI3BATE PSAOBHO T.€. IBE BIPBCKBAHMA CYTPHH H JIBE BEucp BCEKH JCH, OCBEH aKko BaumiaT neKap se
Bu e xkazan qpyro unn By ¢ noceBerBan qa cnpere. He mpuemMaiite noseye oT npeanucaHaTa go3a. Baumsr
JeKap Moxe 13 BH e npeanucan nHxaraTopa 3a Apyro IOKa3aHHME PA3INgHO OT aCTMa/IIH B pa3iHdHa J03a,
3a Ta3H, KOATO OOHKHOBEHO CE MPEANHCEA H KAKTO ¢ ONHCAHO B TA3H JIMCTOBKA. AKO HE CT€ CHI'YPHH KOJIKO
Ja IIPMEMATE MJIH KOJIKO YECTO Ja M3MON3IBATE HHXAJIATOPA MOJIA, KOHCYJITHpaiTe ce ¢ Balma nexap wiM
dapmaiieBT.

B1b3pacTHH B 10HOIUH Hag 12-rogniua Bp3pacT
O6uuaiiHaTa 1034 € AB¢ HHXAJIAINK OBA ITBTH JHEBHO, KOETO 03HAYABA JABE BIPHCKBAHHUA CYTPHH M JBE

BEUEp, Baniuar Aekap ¢ NPSANHINE J03aTa, HeoOXORHMa 3a egeHne Ha Bairata actma. FOunoimmre He
TpaOBa A2 H3NOA3BAT HHXAJATOPA C HAH-TOIAMOTO KOJIHYECTBO HA AKTHBHOTO BelleCTBO B 1030Ba
eaunnia (Payradgopm 250 mukporpama/1Q makporpama). T T e,

Oaytudopm He TpabBa na ce H3INOA3BA NPH Aena nox 12-roguina BL3pacr. % e S
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[TpoueTere Ta3H TUCTOBKA MHOTO BHHMATEHO, IPEIH 13 HINOIIBATE HHXANATODA H ClleBaniTe
MHCTPYKLHKTE 32 YIOTpeda B TEKCTa H JUarpaMuTe mo-aony. BammsaT nexap wnwn dapmatert me Bu noxase
KAK Ja H3TON3BATE HHXANATOPA NPaBIIHO, JISKaPCTBOTO C& ChALDKA B ACPO3QJIEH (UIAKOH (BHMKTE
auarpasa 1), KoliTo ce HAMHMpa B MIACTMACOB A034TOP (MIBECTEH OILE KATO Y JIBEPH3ATOP).
[IynpepH3aTOPET HMA CHILIO DpOAY, KOHTO IOKAIRA KOJIIKO BIPLCKBAHHA OCTABAT CAE/ 3aPEHIAHETO MY.
Korato 6poat uM Habnuxu Hyna, Tpadea Aa ce cebpkeTe ¢ Bawma nexap 3a nogMada va uaxanaropa, He
M3MI0A3BaHTE HHXATATOPA, KOTATO DpoAYa NOKa3Ba HyJA.
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Ipean na H3INOI3BATE HHXAJATOPA 32 MPLE NBLT, AK0 He & HHJ H3NM0A3BAH B NPOJLIKCHHE HA MOBEYE
0T 3 JIHH MM AK0 e DM H3I0MKeH Ha 3AMPbIBaHe

AKO MHXANATOPBT € HOB WM HE € O H3NMIIBaH B IPONL/GKEHHE HAa NoBede 0T 3 auu, Toil 1padea na Geae
LIOArOTBEH”, 34 14 Ce rapaHTHpa NPaBHIHATA My paboTa M MOJaBAHETO HA TOMHATA 1034,

AKO HHXANATOPBT ¢ OHIT HANOWEH HA 3aMpB3BaHe, TpadBa ta ObC 0CTABCH A CE 3aTONJIH Ha CTaiHa
TeMieparypa 3a 30 MunyTH, cneg koeto aa Gwne ,IOAroTECH |, 34 13 ©¢ rApaHTHPA NpaBHIHaTa My paloTa 1
[MOJARAHETO HA TOYHATA JI034.

Ilogrorosxka Ha nRxanaTopa

. OreTpaneTe Kanaka Ha MyHILIVEA H paikinareTe 1o0pe HHXAIATOpA.

. Hacouere MyHauyka naney ot cefe CH M BNPLCKAATE BEIHEX YPEe3 HATHCKAHE HA ACPOIOIHMA
(nakon. Ta3u cTbnka Tpabsa na Obae NOBTOPEHA 4 MBTH.

HuxanaTopsT TpabBA BHHATH Ja Ce paskialla HenocpeAcTBeH npeaH ynorpeda.

Hinoaszsane na nuxajaropa

AKO YyBCTBATE, € NOIYYABATE 3A0YX HIH XPHIIOBE, 10KaTO Hinonssare Payrudgopm, Tpadsa na
NPOIABIKATE 1 IO HINOA3BATe, HO IoceTeTe Bamua nexkap Bb3MOMHO HAH-CKOPO, Thil KATO MOXKE Na ce
HYAIACTE OT JOMBIHKHTEAHO NeveHue. Cnen kato actMara Bu Ovae nqobpe oenagasa, Bammat nexap Mome
JA CHETE 33 NOJAXOAAN0 NOCTEeNSHHO Ja HaMalH to3ata duryrudopM.

Hantnaere GABHO CTRIKKH 2 10 5 no-go0y,
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OreTpaneTe kanaka HA MYHJIIIYES (BHATE AHarpama 2} 1 NpoBEpeTe AaH HHXANATOPET € HHCT H 663
npax. Muxanaropst tpafisa na ce paskiala HeNoCpeCTBEHO Npeix BCAKD BIPBCKBAHE (HATHCKAHE),
2. Hanpapete ce wnu cranere. Hannmaiite praMosmkHo naii-6aBHO 1 ALN00KD, H JOKMIKOTO HAMA
HEIPHATHO YCEUaHe.

3. XBaHeTe HHXAIATOPA B MINPARSHO TONOMEHME (KakTo ¢ nokazaHo na guarpama 3) u cromere
MYRAILYKA B YCTATA CH, € YCTHH OKONO Hero, JIpe#Te HHXANATOPA ¢ [TaNel BbPXY OCHOBATA Ha
MYHALYKa H IOKA3ATEL/TIOKA3AILN BRPXY FOPHATA YacT Ha MHxanatopa. He saxanmaiire MYHLLILY K,

4. Bauwaiirte GanHo M gnn6oko npes YCTaTa, KaTo ChIUCBPCMEHHO HATUCHETE AEPO3UIHNA IUIAKOH, 32 12
Blphekate BeAnex. [Ipoasmxasaiite ja BARIIBATE IPOIBIKHTENTHO H IBI60KO.
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5. IIpompmxere Aa 3aQbPXATE AbXA CH Bh3MOXKHO HaH-IBJIT0, AOKOJKOTO HAMA HENPHATHO YCEIIAHe (B
uaeanHua ciay4dait okono 10 cexynau). Hakpas u3sanere uHxanaropa OT yCTaTa CH M M3aumaiire GasHo.
He w3guuiBaiiTe B HHXAIATOpA.

6. /IpBKTe HHXAJNATOpA BBB BEPTHKAMHO MTONOKEHHUE 38 OKO/O NMOJNOBMH MHHYTA H CJI€/] TOBA pa3KJaTeTe
HHXanaTopa npenu 6aBHO Aa MOBTOPHTE CTRIKH 2 B0 J.

7. Cnoxere obpaTHO Kanaka Ha MyH/IITYKA.

Moskere Aa ce ynpaxkussare npej orjieaano. AKQ J0KXaTo HINOM3BATE HHXANAaTopa, BUIHTE Ja H3NN3a
»MBIIIa“ OT FOPHATA MY JaCT HIH OTCTPAaHH Ha yCrara, MOxe O4 He cTe BAMILANH NPABKIHO JECKAPCTBOTO,
[IpueMeTe apyra 203a, KaTO NOBTOPHUTE NeACTBUATA, 3aII0YBAMKY OT CTHIIKA 2 NO-rope.

ByHaru cnen KaTo CTE H3INOM3BANM HEXATATOPA, M3ILIAKBANTE yCTaTa CH, IIpaBeTe raprapa ¢ BoAa HiIH CH
U3MHBAHTE 3L0UTE U HIIUIIOBAHTE OCTATHKA, TOBa MOXE Ja CIIOMOTHE 34 NMPELOTBPATABAHE HA Pa3paHABaHE
Ha ycTaTa MIIH IbpAOTOo, HIH Ha mosABa Ha gpesras riac.

Axo uMate ciabocT B prleTE, MOXKE Ja ¢ MO-JISCHO A2 ABPKUTE HHXANATOPa ¢ ABE PhlE, KaTo [IOCTABHTE
NOKA3aJILH BEPXY aepOo30IHUA (PIaxkoH, a NAIM — BEPXY OCHOBATa HA HHXAJIATOpa.

AKO N3NMTBATE 3ATPYAHCHMA NPH U3NON3BAHETO HA HHXanatopa, Banmar nekap moxke na Bu nockBeTsa Aa
H3TIONI3BATE YCTPOHCTBO, HapeueHo obemua kamepa AeroChamber Plus®, xoeto 1a Bu nomorse aa BaumaTe
nexapcTBOTO B bennre gpodose npaBuiHO. Bammar sexap wiH dapmateBT we By mochBeTBa Kak 42
u3noassare obeMuata xkamepa AeroChamber Plus ¢ nuxanaropa. AeroChamber Plus e 6ba¢e npuapyxeHa
OT yKa3aHHA 3a yroTpeba, KakTo M ¢ HHCTPYKLIMH 33 IPIDKA M IOYHCTBAHE, KOUTO TPsAOBa Jia NpodYeTeTe
BHHMATEHO.

I'puxH 33 HHXaTaTORA
BaxXHO € BHUMATE/HO J1a CACABATE TE3H HHCTPYKIMH M Ja MOYHCTBATE HHXANATOPA SKECCAMHYHO. 32

NOYHCTBAHETO MY:
. OrcTpanere kKanaka Ha MyHIIIYKA.

. He u3saxkaakre aepo30aHEA QIAKOH OT ITYIBEpPH3aTOpA.

° H30BpineTe BETPEUIHATA M BHHIIHATA YACT HA MYHIIYKA H ITyJIBEPHU3ATOpPa € YHCT, CYX TUIAT WM
KBPIIHYKA.

. Caoxere 00paTHO Kanaka Ha MyHJLIyKa.

. He nmocrasaiite MeTanHia (iakoH BB BOAA.

AKO cTe HINON3BA/IH IoBeYe oT HeobXoauMara nosza Onyrudopm

BaxxHo ¢ 1a npueMate BaiaTta no3a, Taka kakro € oT6en43aHO BhPXY CTHKETA 32 $apMancBTa HIH KakTo Bu
¢ npenopepyaHo ot Bammsa nekap. He Tpabpa aa ysennyaBarte HIM HaManasate Bamara nosa, 6e3 aa ce
IOCHLBETBATE ¢ MEAMLIHHCKO JIHIIE.

AKO npHeEMETe moBede oT HeoOxoauMaTa 5032 ICKapCTBO, CBEPKETE ce ¢ Baiia nekap uny papMauesT 3a
ceBeT. MoXe ga HanHTaTe cHiIHa §oaKa B MepANTE (CTCHOKAPIMA}, TOBHINICHO HIH MOHWYKEHO KPHBHO
HAJATaHe, IMAapo0OIHe, MYCKYIHM ¢Na3MHK, HapYLIeH ChH, HEPBHOCT, CYXOTa B YCTaTa, 3aryda Ha anerTur,
TNPUIIATBIH, IEPUOBE HAM KOHBYICHH. Moxe Ta nodyBCTBATE TpENEpeHe, 3aMaqHOCT, IPHMANABAHE,
OTIIAJHANIOCT, IOBAHIaHE HWIH 0010 HepasnoaokeHHe. Moxe oo Aa 3abeiexuTe UpOMEHH B YeCTOTaTa
H2 ChpACYHHTE YAAPH H MOXE J1a NOJIYYHMTE MOHHKCHH HHBA HA KAJHH H NIOBHINCHO KOMIHYECTBO KPBHBHA
3axap B KpbBTa. BL3MOXKHO € CBILO 214 CTPAnaTe OT CHMITOMH KaTo HOJIKa B KOpeMa, MOBPBINAHE, 3aTy0a Ha
Terja0, HAaMaAeHO HHBO HaA Ch3Hanue (KoeTo MOXe Ha BH Rakapa 12 ce YYBCTBATE CHHAHBH HAH oOBPKaHH)

HJIH HUICKO HHBO HA KPHBHATA 3axap.

AKO cTe NpHeMani MOBeY¢e OT NPCANHUCAHATA K034 38 IIPOABDKHTEACH NepHoa, TpAbBa Aa €€ NoCHBETRATE ¢
Bamng nekap unn ¢papmanent. ToBa ce Hanara, ThH KaTo roJeMHTE JO3H MOraT I3 MOHMKAT KOJl eﬁ"ﬁm -
CTCPOHAHH XOPMOHH, NPON3BEXKIAHH HOPMANHO oT HaaOBEOpeunnTe By kie3u (BIOKTEe TOUKA AL
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AKO cTe NpONYCHAJIH 1a H3noa3eate OayrudopM
AKO IPOMYCHETE 1033, IPHEMETE 4 BSJIHATE WOM CH CIIOMHUTE 33 TOBA. AKO ofaye e HadKuN0 BPEMETO

3a CJIeJBaIaTa A03a, Ipecko4yeTe npomycHarara, He 3eMaiiTe ABokHA 1033, 32 1a KOMIICHCHPATe
NponycHaTaTa J03a.

Axo cre cipeau ynorpebara Ha Payrugopm
MHOro € Ba)kHO A2 N3n0I3BaTE TOZH HHXANATOP BCEKM ACH CHOPE YKa3aHHATa Ha Bamiua nekap, AOpH aa ce

gyypcTBATE A00pe, 38MOTO TOBA CNOMAra 3a KOHTpona Ha Bamarta actMa. Ao uckarte ga cnipere ynorpebara
Ha HHXAlIaTopa, MLPBO Ce NochbBeTBakiTe ¢ Balunia nekap. Toii e By kaxe Kax Aa ro HalmpasHTe,
OOHKHOBEHO 4PE3 NOCTENCHHO NOHMKABAHE HA J103aTa, 32 Ja HE CE OTKIIOYH aCTMATHUCH MPHCTHII.

4, BBIMOXKHU HEXEJAHH PEAKIIMHA

KakTo BCHYKY NEKAPCTBE, TO3N HHXANATOP MOXKE a8 NPEAN3BHKA HEHKCITAHH PEaKLHH, BBIIPEKH Y€ HC BCCKM
'l 1OMy4aBa. Bawusar exap 1ue Npeanuine Hal-HUCKaTa 1o3a HeoOXoAuMa 32 KOHTPOJ Ha Bawuara acTma,
KOETO MOXKE J1a HAMAIH BLIMOYKHOCTTA OT NOABA HA HEXETTAHHY PCaKLIHH.

BcuukH nekapcTBa MOTrat Aa NPEeAU3BHKAT AJIEPFHYHM PEAKLHH, BBIIPEKH Y€ CEPHO3HH aJIEPrHYHH PCaKIHH
ce cpobiasar paako, HeszabasHo unopmupaiite Bamius nekap, ako NOJAYYHTE BHE3ANHO NIOTYBAHE Ha
KNCMAaYuTe, MMUETO, TBPNOTO, €3HKA WIH YCTHHTE, 0OpHB it ChpOEK, 0COOCHO aKO NOKpHBa LANOTO TAIO,
CHMIITOMM K2TO 3aMaiBaHe, c1al0CT HIH IpUNagbK WIH BHE3ANHU MIPOMEHH B HIIAHETO, OCODEHO
3aCHJICHH XPHIIOBE WM 3aqyX.

KakTo rpy OCTaHamUTE HHXANATOPH, JHIIAHETO MOXKE Aa Ce BJOMHM BexHara cjiea ynorpebara Ha
urxanaropa. Moxe 1a 3abenexuTe MOBMIIABAHE HA XPHIIOBETE H HEAOCTUT HA BB3AYX. AKO TOBA C€ CIIYUH,
crpere ynorpedara Ha OnyrudopM H H3nox3paiTe OBP30AHCTRAILOTO CH 00ICKIABAILIO JECKAPCTBO.
HezabasHo ce cBppxere ¢ Baums nexap. Toii me Bu npernena 1 Moxe Ja Bu HasHauu pasnudgeH Kype Ha
neycHue. Tpabpa BHHArH fa HocuTe Che cebe CH OBNEKINTENHHA CH HHXAIATOD.

HevecTH HeXeIAHN PeAKNHH {BEPOATHO 3aCATAIHM MO-Manko oT 1 Ha 100 gywn, H3m0n3Bam TO3M

HHXAJIATOD)

* [ToBuILEHO KONMMYECTBO KPBBHA 3axap, AKO UMare JHabeT, MOXE J1a ¢¢ HAJIOKH Ja NpoBepABaTe
KPBBHATA CH 3axap 110-9€CTO H J1a KOpHTHpaTe 00HM4aiHOTO CH AHabeTHO NeucHHe. Moxe Ja €
HeoOxoauMo Bamuat sexap na Bu nabiioaaBa mo-BHIMATEIHO.

[TpomaHa BBEB BKYCOBHTE YCEIAHHA M/IM M3MECHEHME B IJ1aca/apesras riac.
CyxoTa B ycraTa, 00JIKH HIH pa3apasHeHUE B I'bPIOTO.
Tloxysane Ba qnIaHHTE, IVIC3CHHTE WIH XOIMIIATA,

° BiiomsaBaHe Ha acTMara.

. [masobonue.

. Tpenepene.

. HepasnoMepHa ¢bpaeuHa ACHHOCT HIIH ChpLcOHEHE.
. 3aMaliBaHe.
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Peakn HexeNIaHR peakuMH (BEPOATHO 3acaraliid no-Manko ot 1 Ha 1 000 ayiuy, Hanor3Baini To3U
HHXaAaTop)

MneyHuua — re0H4aHa HHPEKIMA Ha YCTaTa H TEPIIOTO.
BrinmaneHue Ha CHHYCUTS (CHHY3HUT).

YCKkopeHa ChplieyHa ACHHOCT.

I'ppaHa OGonka, cBLp3aHa Che ChpOSYHO 3a001BaHe.
MyckyIIHH CrTa3MHu,

Kammsna umm 3aayx.

HTuapus,

Jloio xpaHocMuTIAKE.

Yceiase 3a 3amaiiBaHe HWIH CBETOBBPTEK.




HeoOGH4aiHH CHHHINA HIH HAPYIUEH CHH.
B136yna.

Ob6pus.

[ToBHIIEHO KPEBHO HAJIATAHE.

Ycemane 3a HeoOHuaiiHa cnabocT.

C HeH3BeCTHA YeCToTA, HO MOXKe Chb110 2 Bh3HUKHAT
. [TIpo6neMy che CHHA, AETPECHA HIH OPHTECHEHHE, TPEBOKHOCT, HEPBHOCT, MPEBB30YACHOCT HIIH
pas3apasHuTenHocT. [1o-BepoATHO € Te3H peaxuuu aa Bb3HMKHAT ITPH ACLA,

CleqHMTe HeXeJIaHH PEaKLMH ¢a CEbp3aHy ¢ GopMoTeponoB pymMapar, HO He ca chOOIaBaHH O BPEME Ha
KIHHHYHHTE H3IHTBAHUA ¢ TO3K HHXAJIATOP:

. Huicku HHBA Ha Kanuii B KPBBTA, KOSTO MOXE J1a IPHYHHH MYCKYJ/IHA CnabocT, NOTpeIBaHHA HIY
OTKJIOHERHA B CHPACYHHUA PUTHM,;

* OTKIOHEHUE B 3aAMUCHTE HA CHPACYHATA NCHHOCT NMOTEHIMANHO BOACIUO O HAPYMICHHE HA ChPACYHHA
pUTEM (YAB/MkaBaHe Ha QTc¢ uHTEpBana);

. [ToBHIeHH HHBA HA MJICYHA KHCEIHHA B KPBBTA.
I"'aneHe.

. Myckynna 6onka,

HuxanaTopHHTE CTEPOHAH MOTAT Aa 3aCETHAT HOPMAIHOTO NMPOH3BOACTBO Ha CTEPOUIHH XOPMOHH B
Opra’uiMa, ocoOeHO ako H3NOI3BaTE BUCOKH JO3H 33 Aniro Bpeme, Edekrure BrumoyBar:

[IpoMeHH B KOCTHATa MHHEPANHA IUTBTHOCT (H3THHABAHE HA KOCTHTE);

Kartapaktit (mOTbMHSBAHE Ha NCIIATA HA OKOTO);

['naykoMa (OBHLIEHO HAJITaHE B OKOTO),

O6pa3syBaHe Ha KPBEBOHACANAHHSA MK H3THHABAHE Ha KOXKATa;

[lopninieHa BEpOATHOCT OT Pa3BUTHE Ha HHPEKLS;

3abaBsHe Ha pacTeXa IPH AcLla H IOHOLLIH;

Kpsrno (¢ ¢opMa Ha JTyHa) JIHIIE;

Edexrt upxy HaabuOpeusuTe xnean (Manky xiae3u no oubpenure), KoeTo 03Ha4apa, 4ye MOXe Aa
MMAaTe CHMITTOMH KaTo c1afocT, yMOpa, TPYAHOCT 3a CIPaBAHE ChC CTpeca, OOJIKH B KopeMa, 3aryda
Ha aneTHuT, 3aryba Ha Terno, rnaBobonue, 3aMalBaHe, MHOTO HHCKO KPBBHO HAIATAHEe, JMApHA,
4YBCTBO 34 [OBAMTaHE MK MOBPBLIAHS WIH MIPHNAIBLM.
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BepoaTHOCTTA 32 IIOABA Ha TE3H PeakLHU € MHOT'O O-MAJKa [IPH HHXATATOPHUTE CTEPOMIIM, OTKONKOTO IIPH
CTEPOMAMTE Ha TAONCTKH.

AKO HAKON OT HEXKeNAaHUTE ICKAPCTBEHH PeakKHM CTARHE CEPHO3HA HAH 3aleeKnTe ApYrm,
HEONHCAHH B TA3H JJHCTOBKA HeXKeNAHU peakinHH, MOJIR yBeaoMeTe Bamius nexap HaH GapManesT,

5. KAK JIA CBbXPAHSABATE ®JIYTHAOOPM
Ja ce ¢rxpaHaBa Ha MIACTO, HEAOCTHIIHO 3a JIera.

He nanonsBaiiTe TO3H nHXANATOP CAEN CPOKA HA TOAHOCT, 0TOCNI3aH BhPXY €THKETa, TOpOHUKaTa OT QONHO
U KAPTOHEHATa onakoBKa cnel ,,J'oaex 10:". CpoKbT Ha TOAHOCT OTroBaps HA NOCHSAHMUS ACH OT MOCOYCHHA
mecelt. , [ onen no: 08-2020“ o3Hauasa, ye He TpAOBa Aa M3NON3BaTE HHXANATOPA CNIEA NOCIEAHHA ACH OT
TO3H Mecel, T.€. asryct 2020 r.

cinen koero Aa Owae moaroTseH npeau ynorpeba (BrxTe Touka 3, Kak za H3nonssare...”).
HHXANaTopa, ako ¢ Oun w3BaneH ot Topbuukara oT Goauo npeny noseye oT 3 Meceia Wik
33 JO3UTE nokasea ,,0%.




Jla ne ce nanara Ha TeMnepatypi no-sucoks ot 50°C. Aepo3oHHAT (UIAKOH ChIBPEA TEUHOCT 1107
HANIATAHE, 3ATOBA HE I'0 NpobHBaiiTe, YyNeTe HIIH HIrapaAiiTe, A0PH KOTATO OYEBHIHO € npa3eH. JlekapeTBaTa
He TpADBA 1A C& M3XBEPIAT B KAHAIHIALKATA WK B KOHTEHepa 3a noMawsy ormageiy. [onuTaite Bamms
(hapMalieBT KaK Ja YHHUIOWKATE HeHyHHHTe Bu nexapersa, Tesn MEPKH 1lle CNIOMOTHAT 34 ONa3BaHe Ha

OKOJIHATA Cpea.

6. JOITBJIHHTEJIHA HHOOPMALIHMA
Kakeo coabpaa OayTadopm

AKTHBHHTE BELLECTBA ca flll'l}'THI':ﬂ:]l;}HDE APOMHOHAT | (hopMOTEPOIIOB hyMapaT JHXHIPAT. [Ipennarar ce
HHXAMATOPH ¢ TPH PAIHYHH KOJIMYECTBA HA AKTHBHOTO BELECTEO B 103084 eaMHuNa, Beako BIphacKBaHe
CBIBPIKA HIH 50 MEKpOrpaMa quIYTHKA30HOB IPONHOMAT H 5 MHEpOrpaMa GopMoTepoIos (ryMapar

AMXHAPAT, HIH 125 MHKporpama QIyTHKA30HOB HPONHOHAT H 5 MHKPOrpaMa hopMOTEpoios hymapar
auxuapar, wax 250 mukporpama hayTHrazoHoe npornuoHat # 10 Mukporpama qopMoTeponos gyMapar
JUXHIPAT.

ApyruTe ChCTABKH ca:

. HATPHEB KPOMOTJIMKAT;

. CTAHOI;

. anajaypad HFA 227 (nponenent).

Kak naraexna ©@ayradopm u KaKBo ChILPKA 0NAKOBKATA

Tean MHXANATOPH NPEACTABIABAT MAKH ACPO3I0IHH (UIAKOHH, Chibpikaum Gana no Gene3nunkasa
CYCIIEH3HA, CHAGACHM ¢ O3UPALL BEHTHN, ACPO30IHHTE DIAKOHH Ca NOCTABEHH B CHBH H HeliH
MIACTMACORH JO3ATOPH (TY/IBEPHIATOPH) CHC CBETIOCHE Kanak Ha MyHIIYKA. BeekH HHXANAToOp Chibpma
120 BnprekBanna (naTuckanua). B eana onakoska ce chIbpwa eun uuxanarop, B MyITHOIAKOBKA ce
ceabpkar 3 X 1 nuxanarop (120 snpecksanns),

He senuky sunose onakoeku morat ga 6s0atT nycHaTh B nponmkGa.
[IpuTesaren na pazpewennero 3a ynorpeda H NPoHIBOIRTEN
[Iprresxaren Ha paspelicHHeTo 3a ynorpeba

Mundipharma Gesellschaft m.b.H

Apollogasse 16-18, 1070 Wien,
ABCTPHA

[Ipou3BonMTenn

Bard Pharmaceuticals Limited
Cambridge Science Park

Milton Road, Cambridge CB4 0GW
ObeHHEHO KPAICTBO

Mundipharma DC B.V,
De Wel 20, NL-3871 MY
Hoelelaken

Hupepnaraus

To3n nexaperBen mpoaykT e pazpewen 3a ynotpeda B JLpRasHTe-1IcHKH Ha EHTI nﬂﬂ,,t.:.r]mnnw
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Flutiform:
ABCTpHA



benrus

buarapus

['epManus

Janans

Hcenanaua

Kuirep

JokceMOypr
Hugepnanaus
Hopserns
Ob6eauHeHO KPAJICTBO
[lomuna

[Nopryranusa
Peny6nuka Upnanaus
PyMbHuH

Cnosamka PenyOnmka

DUHTaHIUA
OpaHnug

Yeuika penmybinuka
[Hperua

Flutiformo
Hranua

daTa na nocaeaHo onobpenne na aacroprara {MM/TTT }.
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