JIncroBka: HHGOpMALHS 32 NALHEHTA ,,/J . L},ZJ:/

bpaaryc 10 Mukporpama Ha 10CTaBeHA /1032 Npax 3a HHXAJIALUHKA, TBHP/AA Kancy.J1a
Braltus 10 micrograms per delivered dose inhalation powder, hard capsule-45 5 5.7 S

THOTPONUYM (tiotropium)

[IpouereTe BHHMATEHO UAJIATA JIHCTOBKA, NPE/H 1A 3aNM04HeTe 1a H3M0JI3BATE TOBA

JIEKApPCTBO, ThH KATO TH Ch/bpPKa BaKHa 3a Bac nudopmanus.

- 3ariazere Ta3y JUCTOBKA. MOJKe /1a c€ HaJI0KH J1a A MPOoUYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JIOIBJIHUTEIHH BBIPOCH, nonuTaiTe Bawus nekap, papmaueBT i
ME/IMLIMHCKA cecTpa.

- Tosa nekapcTBo € npeanycano auyHo Ha Bac. He ro npeorcrensaitTe Ha aApyru xopa. To Moxke
J1a UM HaBPE/1M, HE3aBUCUMO Y€ MPU3HALIMTE HA TAXHOTO 3ado0J1sBaHe ca ChluTe Kato Baluure.

- AKO 1NOJIyYUTE HAKAKBH HEXKEJIAHHU JIEKAPCTBEHH peakluH, yseaomere Baiuus ekap,
¢apMalleBT WJIM MEAHMLIMHCKA cecTpa. ToBa BKIHOYBA U BCHYKH Bb3MOXKHHU HEKEJIAHH PEeaKLIMH,
HEONMUCAHU B Ta3M JIMCTOBKA. BHxkTe TOuKa 4.

KakBo ¢cbAbpKA TA3H JIHCTOBKA
ks KakBo npeacrasisea bpanryc 10 MUKporpama M 3a KakBo ce U3M0J13Ba
4 KakBo TpsiOBa na 3Haere, npeau aa usnoJizsare bpanryc 10 Mukporpama

3 Kak na w3nonszsare bpaiaryc 10 mukporpama

4. B3b3MOKHHU HEXKEJIaHH peaKluH

3. Kak na cuxpanssare bpanrtyc 10 mukporpama

6. CbabprKaHue Ha OMNAKOBKAaTa U IONMbJIHUTENHA HHpOpMaLUs

P Kakso npeacrasasasa bpaaryc 10 mukporpaMa u 3a KakBo ce H310J/13BA

bpantyc 10 Mukporpama cb/ibpka akTHBHOTO BELLIECTBO THOTPONHYM. | HOTPONHUYM nomara Ha
xoparta ¢ XpoHuuHa oocTpykTHBHa 6enoapobna donect (XObb) aa auwar no-necHo. XObb e
XpoHH4Ha OenoapoOHa DostecT, KOATO NpHUUHABA 3a1yX H Kauvua. [loustuero XObb ce cebp3Ba
CBHC CbCTOSAHUSA HA XpOHUYEH OpOHXHUT U eMpuseM. Tui kato XObb e xpoHnuHo 3abonssane, Bue
TpsiOBa J1a U3MOA3BATE TOBA JIEKAPCTBO BCEKH JIEH, @ HE CaMO, KOraTo UMarte JAuxare/iHd npodJiemMu
UK apyru cumntomu Ha XODbb.

bpairyc 10 mukporpama € OpOHX0/1HJIaTATOP € NPOABJIKHTEIIHO JI€UCTBHE, KOUTO pa3LuMpsaBa
AMXaTeIHUTE NbTHILA U BYM nomara na BaviuBarte U U3idiuBare no-necHo. PeaosHara ynorpeda Ha
TOBA JIEKAPCTBO MOJKE CbLIO Ja Bu nOMOrue, Korato UMare HacTosAIO ChbCTOSIHHE, XapaKTepH3Upalllo
Ce C HEJIOCTHUI Ha Bb3/1YX. CBbp3aHo ¢ Bawero 3a0onasane U e Bu nomorue na Hamanure eexkrure
Ha 3a00n9BaHeTO BbpPXY exkeAHeBHUS Bu )kuBOT. [loMmara cbiio aa Ob/jie yAb/KeH NepuoabT Ha
Bainara aktuBHOCT. BecekuaHeBHaTa ynorpeda Ha TOBa JIEKAPCTBO LIE MPEJI0TBPATH H €ITH30/IMTE HA
BHE3alHO KpaTKOTpPaMHO BJlolaBaHe Ha Bawuure cuMnToMu, cebp3anu ¢ XObb, kouTo Morar aa
[POAB/IKAT HAKOJIKO AHH. EQEKTHT Ha TO3M NeKapcTBEH NPOAYKT NMpoab/kaBa 24 yaca, Taka ye e
HEOOXOAMMO /1a IO U3M0JI3BATE BEAHDbK AHEBHO.

ToBa nekapcTBO He TpsOBa J1a ce U3I0J13Ba KaTO CrnacsaBalllo JIEKapCTBO IPH JIEYEHHE HA BHE3aIHO
CTAraHe B I'bp/AMTE, KallUIMLA HJIK BHE3aAlNeH MPUCTBI Ha 3a/1yX WK XpurioBe. MoJis, BMECTO TOBa
M3I10J13BalTe HHXANATOP C noanomarauio Obp30 JieHcTBUE (cnacsasaiilo), karo casidyramos. Mo,
HOCETE TO3M MHXAJIATOP C NoArnoMaratio JeucrTeue ¢ Bac npes usjioro Bpeme.

2 Kakso TpsabBa aa 3naere, npeaun aAa ni3noJssare bpauarye 10 mukporpama

!

He u3noussaiiTte bpaarye 10 mukporpama
- aKO CTe€ aJIepruyHy (CBPbXUYYBCTBHUTEIHH ) KbM THOTPOIIHYM HJIM KbM HAKOS OT OCTAHA/IUTE

CbCTABKH HA TOBA JIeKapCTBO (M30pOEHHU B TOUKA 6):
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- aKO CTe aNnepruyHy (CBPLXUYYBCTBUTENIRH) KbM aTPOIHMH WIH BEIECTBA, CBBP3AHH C HETo, KaTo

HIIPATPONHYM WIH OKCHTPOIIHYM;
- aKo CTe aNepruyHH (CBPBLXYYBCTBHTENHH) KbM JIAKTO38 WIH APYTH 3aXapH.

IIpeaynpexaenss H NpeANa3AA MEPKH

I'oBopete ¢ Bamug nekap wiv dapmauesT, npeau Aa usnonssare bpanrye 10 Mukporpama:

- aKO NMPHEMATE HAKAKBH APYTH JIEKapCTBECHH fIPOAYKTH, ChbAbPKALLH KIPATPONHYM HIH
OKCHTPOIHYM;

- aKo CTPajzaTe OT TECHOBI'b/IHA [NIAYKOMa, YBEJIHUCHA MPOCTATHA XKJ1€3a WJIM MMate 3aTpyAHEeHNS
NpH YPUMBHUPAHE, |

- aKo HMaTe HAKaKBH OLOpeuHn npobnemy;

- aKO CTe NpeKapaiy ChpACUYEH MPUCTHN (MHpApKT Ha MHOKap/a) TIpe3 NOC/NeAHUTE 6 Mecela, WK
nopajad APYrH ciiydad Ha HeCTaOMIHO )KMBOTO3AaCTpalllaBallio ChCTOAHHE HA ApUTMHYHA ChpAeYHa
NEeHHOCT WIH TEXKKA ChpAeUHa HEAOCTATHYHOCT MPe3 H3MHHANIATA rOJHHA.

Bpantyc 10 MukporpaMa e noxasaH 3a NoAAbpKalno AcycHHue Ha Baiero 3abonssase XpoHHYHA
obcTpykTHBHa GenoapobHa 6onect; Tol He TpsOBa Aa ce M3MON3Ba 32 ieYeHHe Ha BHE3ANeH NMPUCTBI
Ha 3a[JyX WIH XPHUIIOBE,

AJIEprHYHH peakLuH OT Obp3 THN KaTo OOpUB, OTOK, CHPOEXK, XPUNOBE WK 3a4YX MOXKe J1a C€ NOABAT
cnen npunoxkerne Ha bpanryc 10 mukporpama. Ako ce CryuH TOBa, MOJIA KOHCYJITHpa#Te ce ¢ Baius
nexap ne3abaBHO (BHXKTE TOUKa 4).

UnxanaropHure JekaperBa kato bpantyc 10 MukporpamMa Morart ia NpHYHHAT CTAraHe B I'bpAHTE,
KallTALA, XPHITOBE WM 3aayX (OpoHXocna3pM) BeAHara cjiell HHXanupaHeTo. B Takne cy4yait Tpsabsa
He3a0aBHO 14 M3MNOJI3BATE MHXAJATOP ¢ noanomarauio 6bup30 Aeticteue, kato canbyramon. AKo ce
NOABAT TAKUBA CUMITTOMH, TIpeKpaTeTe U3non3saneto Ha bpantyc 10 Mukporpama ¢ MHXanarop-H
ne3afaBno ce KOHCYATHpaliTe ¢ Bauina nekap.

Braere ocoGeHO Npeana:iMBY NpaxsT Aa He nonagHe B ounte By, Tt KaTO TOBa MOXeE Na
NpeIH3BUKa HACHI3ABAHE WIH Ja NPH4YHHH TECHOBILJIHA FNAayKOoMa, HITH A1a BIIOLIH TOBA CHCTOSHKE.
TecHorruiHATa rnaykoMa e 3abonaBaHe Ha ounre. CUMIITOMH HA OCTEP NPUCTBIT HA TECHOBIbJIHA
rnaykomMa mMorat ja opaar 00/ka WK HEelpHATHO YCELIaHe B OUYHMTE, 3aMBI/IABAHE HA 3PEHHETO,
LIBETHH KPBIroBe WIH CBETJIM NETHA, CBBP3aHH ChC 3a4epBABaHe Ha ounTe. OYHHTE CUMIITOMH MOXe
na 6baaT npuApYKeHH OT rjiasodonue, raneHe U nospbitlaHe. Tpabsa He3abaBHO Aa NpekparTuTe
ynotpebaTa Ha THOTpon#eB OpOMUA M Ja NOTHEPCUTE ChBET OT Baliud nekap, 3a NpeANOYUTAHE OT
OUeH CTICHHATHCT, aKO C€ MOSBAT NPH3HALH H CUMIITOMH Ha TECHOBI'BIIHA MNayKOMa.

JlexapcTBOTO BEB Baluus WHXanarop Moxe 1a HaMali HOpMallHaTa ceKpelms (C/IIOHKA) B ycTaTa W Aa
By nHakapa 1a yceulare ycraTa cM cyxa. B Awnrocpouer rnnaH ToBa MOXE J1a € CBBbP3aHO ChC 3b0EH
kapuec (yepexaaHe Ha 350a). Tlo Ta3u npuymHa, Aa ce OOBbpHE CnieHHanHO BHHMaHWE HA OPATHATA
XWIHEHA, PeIOBHO a Ce M3ILNAKBa yCTAaTa U ia c€ MUAT 3bOuTe.

AKO CTe npeKapany CbpAaedyeH NpUcThN (MHGAPKT Ha MHOKApAa) Npe3 nocneaHlTe 6 MeceLa, Wiu
APYTH CITYYaH Ha HecTaDWIHO JKHBOTO3aCTPAaillaBalll0 ChCTOSHHE Ha ADHTMHYHA Chp/EUYHA NEHHOCT
WM TEXKA ChPAEYHA HEAOCTATHLUHOCT MIPE3 H3MHHANATA FOJHHA, MOJIS YBeioMeTe Balua nekap.
ToBa € BaXKHO, 3a Aa npeLeHy Bawuar nexap panu bpantyc 10 muxporpaMa € TOYHOTO JIEKApCTBO 34
Bac.

He u3nonssaiiTe TOBa IEKAPCTBO NOBEYE OT €AMH MbT AHEBHO (BWKTE TOUKa 3).
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HUHdbopmupaiite Bawus nekap win ¢bapMaUesT, aKo NPHEMATE WM HACKOPO CTe MPHEMENTH APyIH
JIEKapCTBa, BRIKOYHTENHO ¥ TAKKBA, OTITyCKaHH 6e3 pelienTa. 11.\. IR
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Mons, nadopmupaiire Batuns nexap unu dapMauesT, ako npUemare/cTe npueManty noAcOHH
nekapcTpa 3a Bamero 6enoapobHo 3abonaBaHe, KaTo UMPATPONKYM WIH OKCHTPONHYM,

He ca croOiuaBaii cnellHQHYHH HEXENAHH IEKAPCTBEHH PECAKLIMM MPY eIHOBPEMEHHOTO U3MOJI3BaHe
Ha TOBRA JICKAPCTBO C APYrH JICKApCTBEHU MPOMYKTH, MpeaHasHauyeHH 3a neyeHue Ha XObb, karo
NIeKapcTRa 33 MHXaNMpaHe ¢ NoANOMarauo ACHCTBHE, HaNpHMep canbyTaMosl, METHIKCAHTHHH,
HanpUMep TEOQHINH H/WIH CTEPOHAH 32 NEPOPATHO H HHXANTALMOHHO APHIOKEHHE, HANpUMED
MPEIHHIONOH.

bpeMeHHOCT H KbpMeHe

Axo cte HpemMeHHA WIN KbPMHTE, CMATATE He MOXe Aa cTe OpeMeHHa WiH TiaHupaTe OPEeMEHHOCT,
IOCHBETBANTE ce ¢ Baluua nexkap npeay H3NOA3BaHETO Ha ToBa nekapereo. He Tpsabsa aa cnupare
M3MOA3BAHETO HA TOBA JIEKApPCTBO, OCBEH ako BawusT nekap By e ka3an Aa ro HanpaBHTe.

Iodupane u paboTa ¢ MAIIHHHA
[ToaBaTa Ha 3aMafgHOCT, 3aMBI/ICHO BXKAAHE WIH IN1aBOOOJIHE MOXKE Ja OKaXKe BNHUAHHE BBPXY
crnocobHocTTa 3a WodHpaHe H padoTa ¢ MaLUMHM,

Bpajaryc 10 MEKpOrpamMa cLALPAKA JAKT032

JIakTo3aTa € BIJ 3aXap, KOATO e HaMUpa B MISKOTO. AKO 3HaeTe OT Baluua nekap, 4e uMare
'HEMOHOCHMOCT KBbM HAKOU 3aXapH, NPeay a B3eMaTe TO3H MPOAYKT ¢€ KOHCYNTHpaiTe ¢ Bawus
nekap. JlakrozaTa MOXe Aa CbAbPHKA CIICAH OT MNICYHH NPOTEHHH, KOETO A4 CTaHE NMPHYHHA 34
peakiMs NpH Xopa ¢ TEXKa CBPbXUYBCTBHTETHOCT WM ajleprus KM miiedeH nporerd. Korato ce
U3NOJI3Ba CNIOPEA NPenopbLKUTe 32 N03UPaHe, T.€. €Ha KancyJsa ¢IMH NbT AHEBHO, BCAKA 1032
ChABPHKA A0 18 mg nakTo3a MOHOXHApAT.

3. Kak na n3nosassate bpaaryce 10 makporpama

Bunaru npuemaiiTe ToBa N€KapCTBO TOYHO KakTo By e kazan Bawnar nekap. AKO HE CT€ CHI'YpHH B
HELLO, NonKTalTe Baunsa ekap Win QapMauesT.

[IpenopbyHTE/IHATA 1033 € UHXANALKA Ha ChAbPKAHHETO HA eAHa Karcy/a eHH ObT JHEBHO C
uHxanaropa Zonda. Enna kancyna ocurypssa HeobxoaumaTa AHEBHA 1034 THOTPOIIUYM (JIOCTaBeHa
#03a ot 10 MUKporpamMa THOTPONIMYM); He NpHUeMaiTe MOoBeH4e OT NPENOPBHUNHTETHATA 1034a.

TpsbBa Aa ce onMTaTe Aa W3NOI3BATE TOBA JIEKAPCTBO IO €HO H ChILO BpeMe BCeKH fieH. Toba e
BAXKHO, Thii KaTo €(eKTHLT Ha TOBA JIEKAPCTBO NMPOAB/DKaBa 24 Jaca.

Kancynure ca npeaHa3HAYEHH CaMO 3a HHXAIUPaHe, a4 He 3a MEPOpaJIeH MPUEM.
Kancynure He TpabBa na ce roarar.

HuxanatopeT Zonda, B KOWTO TpAOBa Aa noctasure kancynara bpantyc 10 Mukporpama npasu aynku
B KamncynaTa ¥ Nno3Bojiaea aa pavuare npaxa. Kancynure TpabBa ga ce HHXanHpart caMoO ¢ HHXanaTop
Zonda. He tpa6Ba na u3non3eare Apyryd HHXanaTopH 3a npuiarale Ha kancynure bpantyc 10
MHKpOrpama.

VBepeTe ce, 4e 3HaeTe KaK MpaBWIHO ce H3noa3ea HHxanaropa Zonda. UHcTpykuuuTe 3a ynorpeba Ha
WHxanatopa Zonda ca OT ApyraTa cTpaHa Ha Tas3u nvcroska, He 3abpapsiire na chbmopnapare
BHMMATEHO TE3H HHCTPYKLMH 32 ynoTtpeba. OcHrypeHH ca ChIuo H300paxKeHHs 3a MPaBHIHOTO
[IOCTaBAHE Ha Karcy/lara B HHXanaropa, KOHTO C€ HAMHPAT OT BhTPELIHATA CTPaHa Ha Kanaka Ha.
KapTOHEHaTa KyTHA. 3a aa a3bernere pucka or 3aaassane/3aaymasane, HUKOI'A He"n'cmmmhe
KANCYJIATA AHPEKTHO B MYHAMYKA. -AKO HMATe NPOONEMH € H3MOA3BAHETO HA HHX ‘rppé Zﬂnda, *w,, ‘*\
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He nyxaitre B uaxanaropa Zonda. Koraro winonssare bpanryc 10 Mukporpama, BHUMaBaiiTe ga He
nonaaHe npax B ounte Bu. Ako npax nonaaune B ounte Bu, KoeTo MoXKe [1a NpedH3BHKA 3aMbIVIABAHE
Ha 3peHueTo, DONKa B OYHTE H/WIM 3aUepBABaHE HA OYMTE, TpAOBa BeAAAra Na M3MHETE OUMTE CH C
ToMAa Boaa. Cnea ToBa noTbpceTe He3abaBmo cbBeT OT Bauns nekap.

Axo noyyBcTBaTe, ye Baitero nutuane ce Bnoiwasa, Tp2Osa aa yeegomete Baumns nekap Bh3MOXKHO
HaH-CKOPO.

Ynorpeba npn aena H WHOMA
bpantyc 10 MHKporpama He ce npenopb4sa 3a ella U IOHOLHM Ha Bb3pacT noxd {8 roannm.

AKO cT¢ H3MOJ3BAJIH NOBeuYe oT HeobxoaamaTa 2032 Bpaarye 10 mEKporpama

AKO HHXaNMpaTe ChAbPKAHUETO Ha noBeye OT | Kancyna bpanryc 10 MukporpamMa 3a aeH, Tpabpa
ne3abaBHO Aa yBegomuTe Baiua nexap. Moxke aa cTe H3710KE€HH Ha MOBHIIEH PHUCK OT Bb3HHKBAHE
'Ha HEXKEJIaHH JIEKAPCTBEHH PEAaKLiHH, KATO CYXO0Ta B YCTaTa, KOHCTHNALIUA, 3aTPYAHCHHA TIPH
YPHHHUpAaHE, NOBULIEHA CHPAEHHA YECTOTa M 3aMBbIIIEHO BHKNAHE.

AKO cTe DponmycHANH Aa Hinoassate Bpaaryc 10 mrkporpama

AKO MpOMyCHETE J1a IPHIOKMTE 1033, HATIPABETE 0 BEHATA 1LIOM CE€ CETHTE, HO He npmlaram ABe
A03U HABEAHDBX UM B €IUH ¥ ChLUM JcH. Cea TORA MPHUIIOKETE cleABallara fo3a B o0uuyaiiHoTo
speme. He npunaraiite ABoiiHa no3a, 3a Aa KOMIIEHCHPATE MPOIYCHATATa N034.

AKo cTe cnpesiH Aa u3noa3sate bpaaryc 10 makporpama

[Ipenu na cnpere aa u3nonspare bpantyc 10 MukporpaMa, Tpabsa na ce KoHcyaTHpaTe ¢ Bamns
Jekap UM ¢apMalieBT. AKO CIIPETe Aa K3MOI3BaTe TOBA JICKAPCTBO, MPH3HALIMTE H CHMITTOMHTE Ha
XObb morar na ce Bnomar.

AKO HMAaTe HAKAKBH JONMBJIHHTEIHH BLIPOCH, CBLP3aHH C yno*rpeﬁa*ra HA TOBA JIEKAPCTBO, MOMUTaNTE
Bawusa nekap, papMaueBT WIH MEIHIIMHCKA CECTPA.

4. BH3MOXKHH HEXKEeTAHA PEAKNRA

KakTo BCHUKH JICKapCTB4, TOBA JIEKAPCTBO MOXKE Aa NPEAH3IBHKA HCXKCIAHH pCaKlHH, BBIIPEKH 4E HE
BCCKH 'K NnOJIyyaea.

CepHo3HHUTE HexKeJlaHH peaklMH BKITIYBAT alCPruiHi peaKLUMH, KOHTO NPH4HHABAT OTOK Ha JIMLIETO
U FLPAOTO (AHTHOCAEM ) WITK APYTH PEaKLIMH Ha CBPBXUYYBCTBHTENHOCT (KaTO BHE3ANMHO CrajaHe Ha
KPBBHOTO HANAraHE WKW 3aMasiHOCT) WK NOBHUILARAHE HAa XPHITOBETE M 3aJyXa, MOI'aT Aa Ce pa3sBHAT
CAMOCTOATETHO WIIM KATO YacT OT TeXKa ajlepriyHa peakuma (aHa(puIaKkTHuHa peakiLia) cien
M3NON3BAHE HA TOBA NEKAPCTBO. TE€3H CEpHO3HH HEXKENIaHH peakiiMi ¢a peakd. B JombIHeHHe, KaKTo
fIPH BCHYKH MHXANATOPHH JICKAPCTBA, HAKOM NALUEHTH MOraT a U3NHWTAT BHE3ANHO CTATaHE B
FbPAWUTE, KallIHUa, XPHITOBE WITH 3a/TyX HEMOCPEACTBEHO CIIE/ HHXAIALMA (U3BECTHH KaTo
OpoHxocnazzM).

AKO ce pa3BHe HSKOf OT TE3H HEXEJIaHH peakiuy, Mo Be3abaBHO ce KOHCYnTUpaiiTe ¢ Bauns
JeKap.

He n3nonseaiite Baiwung unxanatop bpanryc 10 Mmukporpama OTHOBO, IOKATO HE MOCETHTE MJIH TIOHE
He yBeaoMmuTe Baung nexkap. Ako MMare Xxpunose U 3aayx, TpabBa He3abaBHO Aa H3non3sare Baius
MHXAJIaTOP C AEKAPCTBO C MTOANOMAraiiQ ACHCTBHE (CnacaBawio).

Lpyru HexxenaHy peakiLiMi ca HabuonasaHu nipy Xopa, KOUTO H3MOM3BaT TOBA IEKa

H30pOeHH MO-A0AY CNIOPEa TAXHATA YECToTa. / ,._.-:'T;'- s . fgﬂ C .
*.[J_‘; l.‘-":';p,L F\\ o ,‘ .
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HeuecTH: Morar aa 3acersar a0 1 na 100 aymn

- 3amasHoCT

- I'narobonue

- Hapymenus Ha BKyca

- 3aMBIJICHO BIDKAAHE

- HapymeH cbpaeueH pUTHEM (IpeACHPAHO MBXAEHE)
- Bh3naneHue Ha repnoTo ((papHHTUT)

- [Ipecunnanoct (auchoHug)

- Kainuna

- Kucenunu (racrpoesogareanta pedurykcia 6onecr)
- 3anek

- F'eOHM4HM HHEKLMH HA YCTaTa H rbpioTo (opodapHHreanHa KaHIHa03a)
- Obpun

- 3aTpyAHEHO YpHHHpPaHe (3a1bp)KaHe Ha ypHHA)

- bonka npu ypunupane (an3ypus)

Penkn: morar na 3acertar a0 10 va 1 000 xymn

- beacbHue (MHCOMHUA)

- Bikaane Ha Opeos OKOJIO CBETJIMHH WM LIBETHH M306paXkeHns, CBBLP3aKH CHC 3aUepBIBAHE Ha
OYMTE (rnayxoma)

- [loBuinaBaHe Ha H3MEPEHOTO OYHO HalATaHe

- HapyineH chpaeueH puThM (HagKaMepHa TaXHKapAK)

- YCKOpEH ChbpAEeYEeH PHTHM (TaXUKapAHs )

- Ycewane Ha ChPACYHUA PHTHM (TNANNHTALIAH )

- Ctdrane 8 repavTe, CBbLP3aHO ¢ KAlUTHLIA, XPUIIOBE HIH HEOCTUT Ha Bb3QyX BeJIHAra ciel
HHXandpaHe (OpoHXxocna3sbMm)

- KnpBeHe ot HOca (enucrakcuc)

- Bv3nanenune Ha napuHKca (JIapUHIHT)

- Be3nanenue Ha cUHYyCHTE (CHHY3UT)

- Upesna HenpoxoauMoCT WIH NTMNCA Ha ABWKEHHE B YepBaTa (HHTECTHHAJIHA OOCTPYKLIHA,
BKTIOUHTETHO NapaiuTHUYEH HIEYC) '

- Br3nanenue Ha BeHLUUTE (THHTHBUT)

- Bu3nanenune Ha e3uka (rocHr)

- 3aTpyAHEHHA NPH NperTbiiane (aucaru)

- Bu3najieHne Ha ycTara (CTOMATHT)

- F'apnene

- KonpueHa Tpecka (ypTHKapus)

- Cppbex (mpypHTyC)

- Undexunn Ha nUKOYHUTE ITHTHIIA

OT HaHYHATE AAHHH OLEHKA HA YECTOTATA He Moxe A 6bJe HanpaseHa:
- 3aryba Ha BOJa B OpraHH3Ma (AeXHApaTaiis)

- ¥YBpexxnave Ha 3u6ure (3n6eH kapuec)

- Undexumu UM A3BU MO KOKaTa

- Cyxa Koxa |

- [lopysaune Ha cTaBHTE

Cro0maBane Ha HeXeJIAHH PEAKIHH

AKO NOJTyYHTE HAKAKBH HEKENaHH JICKaPCTBEHH PeakUMH, yBeaomere Baums nekap, dapManesT wiu
MeIHLIMHCKA cecTpa. ToBa BKITIOMBA W BCUYKH Bb3MOXKHHU HEXENaHH PEaKiHH, HEOMHCAHH B Ta3H

NHCTOBKA. MoXeTe aa ChboOLIUTE HeXENaHH peakUUH AHPEKTHO upe3 UsnbanuTenHa are };HJI-—H%-\\
nekapcTeara, ya. ,,Jlamax ['pyes™ Ne 8, 1303 Codnus, ten.: +359 2 8903417, yebGcaiiT: Wwbdﬁ BgtI{J ',..;. \
Karto crobuiaBaTe HexxenaHy peakuuH, MOXKETe 1a AajieTe CBOS NPHHOC 32 nonyqaﬂaﬂé W Imme ) \ A N
HH(OpMaLHg OTHOCHO 6€30NacHOCTTA Ha TOBA NIEKAPCTBO. ;o . -1 15 \
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5. Kak aa coxpanspare bpaarye 10 makporpamMa
Jla ce chxpaHsaBa Ha MACTO, HEAOCTLITHO 3a Aella.

He w3non3saiiTe TOBa 1EKapCTBO Clell CPOKa HA rOAHOCT, 0TOENA3aH BbPXY KapTOHEHATA ONAKOBKA H
eTHKeTa Ha OyTwikara caen ,,Jl oaeH no:“. CpokbT Ha rOAHOCT OTrOoBaps Ha MocjieAHUs AEH OT
NoCcoUueHH Mecell.

Ja He ce CHXPAHARA B XJIAAHJIHHK HJIH 3aMpa3ssa.

CoxpaHnsBaiiTe OyTunxara nnbsTHO 3aTBOpeHa. Jla ce chxpaHaBa B OpMrHHAIHATA ONAKOBKA, 32 Aa ce
npeanasy ot eaara. Jla ce wanonzea a0 30 auu (6ymunka ¢ 15 kancynu) wnu 60 aHu (OyTrHika c
30 xancynu) cnen orBapsHe Ha OyTWiIKaTa.

HuxanatopsT Zonda Tpabsa na ce H30A38a CaMO ¢ NMPeAOCTaBeHaTa OyTHIIKA C KanCyJid, KOSTO Ule
OB4e nocTaBeHa WM B €1HA H CbLLA KyTHS C HHXAIATOpa, WK B OTACNHA KyTHS, KOATO LIE € B
KOMIUIEKT ¢ KyTHATa ¢ MHXanatopa. MHxanatopbT Aa HE ce H3NROMN3Ba MIOBTOPHO ¢ Apyra OyTuika ¢
KancyJiu.

He usxpbpnsiiTe nekapCTBaTa B KAHAIM3AUMATA M B KOHTEHHEpA 3a AOMAIUHH OTNAABLH,
[Tonuraiite Bammna gapmaueBT Kak Aa H3XBBPAATE JICKAPCTBATa, KOWTO BEYE HE M3NOM3BATE. 1€3H
MEPKH 1Il€ CIIOMOrHAaT 34 ONa3BaHE Ha OKOJIHATA cpena.

YCTpOoHCTBOTO 32 HHXAIMpaHe TPAORA Aa ce€ U3XBBLPJIM B ChOTBETCTBUE C MECTHUTE U3UCKBaHMA.

6. CpabpkaHHe HA ONAKOBKATA H A0NBJIHHTENHA RHGPOPMALHSA

Kakso chabpxka bpanaryce 10 mukporpama
. AKTHBHOTO BELIECTBO € THOTponMyM. Beaka Kancyna ceabpxka 13 MHKporpama oT akTHBHOTO

BELLIECTBO THOTPONHUYM (KaTo Opomua). [1pu nuxanauns, 10 MukporpaMa THOTPOIIHYM ce
NOCTaBAT HA NALIMEHTA OT BCAKA KafiCyJia npe3 MyHLIyKa Ha HHxanaTopa Zonda v ce pauuIBar -

B Oenure npoboBe.
- OcTtaHaiuTe ChCTABKH Ca IAKTO3a MOHOXHAPAT (Kancy/JHO ChbAbBPXKAHKUE) B XHNIPOMENo3a

(kancynHa oOBUBKa).
Kak uarnaexaa bpaatryc 10 MEKporpaMa H KAKBO CbAbPKA ONAKOBKATA

bpantyc 10 Mukporpama e 6e3userHa ¥ npo3pavyHa TBbPAA Karcyna, Cbabpaila 0451 npax.

JlexapcTBOTO Ce npegocTaBq B OyTHIKY, ¢ Kanauka Ha BUHT. byTHIkaTa e mocTaBeHa B KAPTOHCHA
ONAaKoBKa 3aeaHo ¢ nuxanarop Zonda. Muxanatopst Zonda MMa 3eJ1€HO TANO U Kanadka ¢ 6an 6yron
3a HATUCKAHE.

bpanTyc 10 MmukporpaMa ce npeanara B onakoBku ¢ 15 unn 30 kancyau ¥ uuxanarop Zonda, u ¢bino
B MYJTHKOMHIOHEHTHa onakoBka ¢ 60 kancynu (2 onakoBku no 30) u 2 uuxanaropa Zonda, unn 90
Kancynu (3 onakoBku no 30) 1 3 nuxanaropa Zonda.

KommnekT: 30 kancynu (6yTHnka) B KapTOHEHa KYTHS B KOMIUIEKT ¢ 1 yHxanatop Zonda, onaxosaH B
OTAENHA KAPTOHEHA KYTHA.

He BcHukK BHIOBE OMAKOBKH MOrart ja 6baat mycHaty B npoaaxba. -""’J PN
,rf/ . s _i H‘\‘
IIpurTexaren HA pa3pelIeHHETO 32 YOOTpeda: /,fj;" w’*__‘ \L@l
Swensweg 5, 2031 GA Haarlem '_3.. ~ B C _;' .
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I[Ipon3BoauTeNN:
Laboratorios LICONSA S.A.
Avda. Miralcampo, No 7, Poligono Industrial Miralcampo

19200 Azuqueca de Henares, Guadalajara
Hcnanvg

Teva Operations Poland Sp z.0.0,
ul. Mogilska 80, Krakow

31-546

[Nomua

Actavis Ltd '
BLBO015, BLB016 Bulebel Industrial Estate, Zejtun

Z'TN 3000
Manta

To3H JexapcTBeH NPOAYKT € pa3peuieH 3a ynorpeda B Abpxkasute Wwienkn ga EUII noa
CJICAHATE HMEHA:

ABCTpHS Braltus 10 Mikrogramm pro abgegebener Dosis Kapseln mit Inhalationspulver

benrus Braltus 10 micrograms Inhalatiepoeder in harde capsule/ Poudre pour inhalation en
gélule/ Hartkapsel mit Pulver zur Inhalation

bearapus bpantyc 10 mukporpama Ha 10cTaBeHa K03a Npax 3a KHXalnaluus, TBbPa Kancyna

["epmanus - Braltus 10 Mikrogramm Hartkapseln mit Pulver zur Inhalation

I'opuus Braltus 10 pwpoypappipio ava yopiyobpevn 800T), KOVIS Y ELGAVOT), KWK,
oKANPO

JaHus Braltus

EcToRNs Braltus .

HUcnanans Braltus 10 mikrégramm i hverjum skammti, Innéndunarduft, hart hylki

HUcnanus Braltus 10 microgramos/dosis liberada polvo para inhalacion

Uranus Tiotropio Teva lialia 10 microgrammi per dose erogata polvere per inalazione,
capsula rigida

Kumsp Braltus 10 pixpoypappdpia avd yopryotpevn 8001, KOviC yio 16TVON, KAYAaKxwo,
oKANPO

JlatBus Braltus 10 mikrogrami sanemtaja deva, inhalacijas pulveris cietds kapsulas

JiuTBa Braltus 10 mikrogramy/dozéje jkvepiamieji milteliai (kietoj1 kapsulé)

JTiokceMOypr Braltus 10 Mikrogramm pro abgegebener Dosis Kapsel mit Inhalationspulver

Hunepnanaus Tiotrus 10 microgram per afgegeven dosis inhalatiepoeder in harde capsules

Hopeerus Braltus

ObeauHeHo

KpaJICTBO Braltus 10 microgram per delivered dose inhalation powder, hard capsule

[Monuia Braltus

[lopTyranus Braltus

PyMbHuA Gregal 10 micrograme pulbere de inhalat, capsula

Cnopaxus Braltus 10 mikrogramov

CnoBeHuns Braltus 10 mikrogramov na dovedeni odmerek, prasek za inhaliranje, trde kapsule
YHrapus Braltus 10 mikrogramm adagolt inhaldcids por kemény kapszulidban

Ounnasan Braltus 10 mikrog / vapautunut annos inhalaatiojauhe, kapseli, kova

Opanuus BRALTUS 10 microgrammes/dose délivrée, poudre pour inhalation en gélule
XbpBarus Braltus 10 mikrograma po isporudenoj dozi, prasak inhalata, tvrde kapsule

Yeuka ‘
penybnuka Braltus 10 mikrogramivdavka, prasek k inhalaci ve tvrdych tobolkécl);-‘f".:_ LAl ;'

[HIseLus Braltus f
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3aona cmpana Ha aucmoskama.
Zonda - UHCcTpYKIHHK 32 ynoTpeda

YBakaeMH rocrnoiMHe/rocnoxo,
Muxanaropst Zonda Bu no3possBa 1a HHXaJIMpaTe JIEKAPCTBOTO, KOETO C€ Ch/IbpiKa B bpaityc
10 mukporpama kancysa, koeto Bawusar nekap Bu € npeanucan 3a npodiieMH ¢ MILAHETO.

He 3abpassiiTe 1a ciiejiBaTe BHUMATEIHO yKa3aHusaTa Ha Baiuus siekap OTHOCHO ynotpebara Ha
Bpantyc 10 mukporpama. Muxanaropst Zonda e cneuuanHo HanpaseH 3a bpantyc 10 mukporpama; He
TpsOBa Jia ro usnosseare 3a ynorpeda Ha aApyru Jekapersa. Kancysiure TpsaOBa 1a ce HHXaJIMpaT camo
¢ uuxanarop Zonda. He TpsaGBa na u3noassare Apyrd HHXajaaToOpH 3a MPHUEM Ha Karicyaure bpairyc
10 mukporpama kancyiu. Besika kancyia cbabpka caMo Majiko Koan4ecTBo npax. He orBapsiite
KaricyJjara, 3alloTo ocjie MOKe Jla HE JIEHCTBA.

UnxanaropsT Zonda TpsabBa aa ce U3nosi3Ba camo ¢ npejocraBeHara OyTHiKa ¢ Karcyiu, KOATo 11e
ObJI€ MOCTABEHA WJIH B €/1HA M Cbllla KyTHs C HHXAJlaTopa, WK B OT/IE/IHA KYTHS, KOATO 1II€ € B
KOMIUIEKT C KYyTHATa ¢ HHXajaTopa. MHXanatopbT 1a He ce U3M013Ba NOBTOPHO € Apyra OyTHIIKa C
kancyiu. U3xebpiere nuxanaropa Zonda cnea 15 npuiokeHus (ako ce u3nosssa ¢ Oytuika ¢ 15
kancysin) win 30 npunoxkenus (ako ce unonssa ¢ OyTuika ¢ 30 Kancysu).

Zonda

|. IlokpuBHa Kana4ka

2. MyHauyK
3. OcHoBa
4. ByTOH 3a npoOuBaHe

5. OcHOBHA Kamepa

|. U3Tersiere noKkpyMBHaTa Karnaika Harope.

. N YBIVKA BT
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3. U3Banere enHa kancyna bpantyc 10 mukporpama ot OyTuikara HENOCPEJACTBEHO Npe/u ynorpeda
W 3aTBopeTe rIbTHO OyTuiikaTa. [loctaBete e1Ha KancyJ/ia B OCHOBHaTa KaMepa B OCHOBAaTa Ha
uuxanaropa. He cexpaHsBaiite karncynara B uHxajsaropa Zonda.

(npaenn+o)

4. 3a j1a ce u3derne pucksbT OT 3aaaBsaHe/3aaymasane, HUKOI'A He nocrassiite kancyiara
JIMPEKTHO B MYHJILLLYKA.

(Henpaewnko)

6. JIpbiKTe HHXanaTopa ¢ MyH/ILLyKa Harope U HaTUCHETe OyTOHa 3a NpoOMBaHE /10 Kpai BEIHbXK.
OcBoboaere OyroHa. Taka kancyJara wie ce npoOMe U Lie MO3BOJIK JIEKAPCTBOTO J1a c€ 0CBOOO/IH,

KOraTo BAHLIaTe.

7. U3amnaiite 1b100k0. BaxkHO € BUHArM J1a NpaBUTE TOBA BCTPaHHU OT MyHALLYKa. BUHaru
n30srealTe /1a AMIIaTe B MYH/LIYKA.

9 N ( T "o
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8. [locTaBere MyHALIYKA B yCTAaTa CU U JAPBKTE I1aBaTa CH B U3NpaBeHO nonoxeHue. CTUCHeTe
YCTHUTE CH OKOJIO MYH/ILLYKA W BaULIaiTe 0aBHO U JIbJIOOKO, TaKa Y€ J1a 4yBaTe WIH YCETHUTE
BUOpPHPAHETO HA KarcyJjiata B OCHOBHATa Kamepa. 3aipbKTe JAULIAHETO CH KOJIKOTO MOJKETE, KaTo B
CBIIOTO BPEME U3BAJUTE MHXAjlaTopa OT ycrara cd. Cnell ToBa auinanre HopmaiHo. lloBropere
CTBIKH 7 M 8, 3a 1a U3Npa3HUTE HAITBJIHO KarcyJjara.

9. Cnen ynorpeba oTBOpeTe MYH/ILLYKAa OTHOBO W M3BAJIETE Mpas3Harta KaricyJia. 3aTBOpeTe MyH/ILLyKa
U KanauykaTta U npudepere nHxasaropa Zonda.

UnxanatopsT Zonda e meauumHceko usaenue (CE)

IIpousBoanTes:

[Laboratorios LICONSA S.A.

Avda. Miralcampo, No 7, Poligono Industrial Miralcampo
19200 Azuqueca de Henares, Guadalajara

HMcnanus

C€

00351

10 N\ BIAKAS
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