JHUCTOBKA




JIncroBka: undopmanns 3a norpedurens

Canoaro Pecngmar 2,5 mexporpama/2,5 MEKkporpaMa pa3TBop 3a HHXAIANHS
THOTPOTIHYM/OJIONATEPOIT

Spiolto Respimat 2.5 microgram/2.5 microgram inhalation solution
tiotropium/olodaterol

IIpouerere BHEMATENRO NWIATA JACTOBKA, NIPEAK AA 32H09HETE /1a IPHEMATE TOBA

JIEKAPCTBO, THH KATO T4 CHABPKA BakHa 3a Bac nndopmanng.

- JanaileTe Ta3y JUCTOBKa. MoXe ia ce HAJIONKH /1a A IIPOYETETEe OTHOBO.

- AKO HMAT¢ HAKaKBH QOIMRIHHTCIIHHA BRIIPOCH, TIONHTaNTE Baliys jiexap WM
dbapmaliesT.

- Tosa nekapcTBO € npeanmucano THaHO Ha Bac. He ro mpeorcTeneaiime Ha ApyrH Xopa.
To Moke Aa UM HaBpeaH, HE3aBHCHMO Ye TIPH3HALMTE HA TAXHOTO 3a0oligBaHe ca
ChIMTE KaTo Bainwre.

- AXO NONYIMTE HAKAKBY HEXKEsIaHH JIEKAPCTRCHH PCaKiiK, ypeioMeTe Baimusg nekap
Ui papManesT. ToBa BKITIOUBA H BCHYKH BE3MOXKHH HeXeEJIAHH PEaKiii, HeOMUCaHH
B T4l AACTOBKA. Bubkre TOuKa 4.

KaxB0o CBALPKA TAIH ABCTOBKA
1. Kakso npeacTaBifaBa CmonTo PecriMar M 3a KakBO Ce H3NMOA3BA . e A e T A . et
2. Kakso Tpa6Ba nia 3naere, npenn na npuemere CrmonTo Pecmamar . af hﬂ Hi’iTEﬂHA Al EH LA ﬂO NEKAPCTBATA
3.Kak na npreMare Crimonro PecnuMar /1CMOEKa - [lpuAowenue 2
4. BE3MOXHY HEXeaHU PEAKIMU '
3. Kak ja cexpanssare Cmmonro Pecrinmar

6. ChappiKkaHNE HA OTIAKOBKATA M RONBLAHKTENHA HHbOpMALHs
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1. Kaxpo npexcrasiysss Cnuoiro Pecnumar | 33 KAKBO ce R300J3Ba ~ ™~

Kaxspo npeacrasausa Canoaro Pecnuamar

CrmronTo PecnMMat ChABPAKA ABE AKTHBHH BEIIECTBA, HAPSYCHH THOTPOITHYM M OJIOAATEPOIL
Te npuHA/VIEKAT KBM I'PYTIA JIEKAPCTEA, HAPSUEHH ABITOICHCTRALIH ﬁpcmmnma'rampn

TuoTponHyM € OT NOATrpynaTa Ha AHTHXONHHEPTHMHHTE CPEe/ICTBA, 4 OJIOAATECPON —
NOATPYNAaTa Ha ARITOACHCTBAILNTE O€Ta; arOHHCTH.

3a xakpo ce Hi3noa3ea Couoaro Pecnamart

Cronro PeciiMaT nomara Ha laifueHTH ¢ XpoHHYHA 00cTpykTHEHA Genoapobna Gonect
(XOBbB) na aumat no-necHo. XOBbB e xponnuno Genoapobuo 3abongapaHe, NPAMHHABAIHO
3alyX M Kauia. TepmuneT XOBE ce ¢Bbp3Ba CHC CHECTOAHHUA HA XPOHHYCH OPOHXHT H
eMpH3zeM.

Cmtosrro PecriiMaT noMara 3a OTBapsHe Ha AHXATENHHTE IThTHIIA H YJIECHARA BAWINBAHETO
H H3JHIIBAHETO Ha BB3yxa ot bennre qpodose. PenopHara ynorpeba na Crmonro
Peciumat moxe cbino aa Bu noMorue B ciryuaii Ha 3agyX, cBbp3aH cbe 3a6ongaBaHero By,
KaKTO H 32 HAaMaJIABaHE Ha BB3ACHCTBHETO Ha DOECTTa BLPXY €KEAHCBHHTE ACHHOCTH.
Toi kato XObb ¢ xponuuto 3abonasane, Bre me Tpatra aa npueMare Crinonro Pecriamar
BCCKH JICH, 4 HE¢ CaM0 KOTraTo HMare npo{uieMH ¢ IMLIAHETO WIH APYTH CHMIITOMH Ha XObb.




2.  Kaxso TpabBa ga 3naeTe, npean aa npaeMere Cnuosro PecnuMmar

He npremaiire Canaonro Pecnamar

- AKO CT¢ aJiepTHYHH KbM THOTPOIMUYM, OJIORATEPO HIH KBM HAKOA OT OCTAHAJIHTE
CBCTABKH HA TOBA JICKapCTBO (H30poeHH B TOUYKA 6).

- AKO CT€ alleprMYHH KbM ATPOIHH HIH NOAO0OHH JIEKApCTBEHH NPOXYKTH KATO

HIPATPOITYM HIH OKCHTPOITHYM.,

IIpeaynpexaenns u OpeAnasHH MEPKH
I'oBopere ¢ Bammua nekap win $apManesT, npeaH Aa npHemete Cnuosrro Pecnamar

- ako HMare acT™Ma (He TpaOBa na npueMare CronTo Pecriumar 3a neyeHue Ha acrMa).,
- aKO HMAaTe ChpAeYHH 3200/ 1ABaHHS.

- KO MMAaTe BHCOKO KPBBHO HaNsAraHe.

- aKO HMAaTe EMUNEncHs.

- aKO0 WMaTe crielHpueH mpobieM C INUTOBHAHATA KII€33, HAPEYECH THPEOTOKCHKO3A.
- aKo MMaTe HeoOM4alHO paiNApABRaHe HA apTEPHA, HApeueHO JHEBPH3MA.

- ako umare amaler.

- aK0 HMaTe TeXKO YepHoapobHo 3abonsiBane.

- axko uMarte Onbpeuano 3abonnpane.

- B ClTyvaH Ha IUTAHMPAHA XHPYPrudHa onepaiys.

- axo EMare npoediieM ¢ ouuTe, HapedyeH 3aKPUTOBIBLITHA TJIAYKOMA.

- aKko HMarte npoOaeMH ¢ MPOCTATATA HIIM 3aTPYAHEHHS NpH YpUHHpPaHE.

Ilo Bpeme HA JeuenHe cb¢ CnnoaTo Pecmumar

- Ilpexpartere npEeMa Ha JECKAPCTBOTO B He3abaBHo yBeaomere Bamns Jexap, ako
IIOMYBCTBATE CTATaHe B MEPIMTE, KAHLUTHIIG, XPHIIOBES WK 3a0yX BeiHAara clieq npueM Ha
jekapcTBoTo. ToBa Morar Aa OB1aT NpH3HAILE Ha CBCTOSHHE, HApEYSeHO OpOHXOCTIA3BM
(BX. TOuka 4).

- Axo aumasero Ba ce Biomu win noaydure 00OpHB, OTOK WIH CHPOESK HEMOCPEACTBEHO
Cliel H3MOJI3BaHe Ha HHXANATopa, NpekpareTe ynorpedara i He3aDaBHO YBEIOMCTE
Baums nexap (Bx. Touka 4).

- AKO nony9HTe HEeXKEJIAHW PEaKilii, 3acAraly ChpeTo (YCKOPEH IyJIC, MOBHIIABAHE HA
KPBLBHOTO HANATAHE W/HJIH 3aCH/IBAHE Ha CHMIITOMH Karo Ooika B repauTe), HezabapHO
yBenoMere Bammms nexkap (K. Touka 4).

- AKO nO;y4YHTe MYCKYJIHH Clla3MH, MyCKYJTHa ciiabocT wiH HeoOKH4yaeH Chp/ieYeH PHTEM,

KOHCYnTHpakTe ce ¢ Bauug nekap, Thil KaTo Te3d CHMITTOMM MOTaT [1a ¢¢ XBDKAT Ha
HHCKH HUBA Ha KaNHii B KpBBTa (BX. TOYKA 4).

Jloxaro npuemare Cmvonto Pecrmimat, BHHMaBaiite cripedT 7ia He nonaanae B o9uTe. ToBa
MOKE N2 AOBEAC A0 Bonka WK AHCKOMPOPT B ouMTEe, 3aMBIVICHO BHXKIAHE, BIDKAAHE Ha
OPEOJ1 OKOJIO CBETIMHH WIH LBETHH II€THA, NPHAPYXEHH OT 3a4EpBEHH O4H (T.€.
33KPHTOBIIINA TiayKoMa). OMHHTE CHMITTOMH MOTaT 13 OBJaT NpHApYXECHH OT
rnasobonue, rajieHe Wi nospeilane. M3mnakHere ouuTe CH ¢ TOIA BOJA, CIPETE IpHEMa
na Crmonrto PecrmMar u nelaGapho ce konCy Tupaiite ¢ Bainna nekap 3a JOIMBIHHTEIHHA

YKa3aHUS.

Cmionro PecimMar e noxasan 3a noaaspxaino ieueHne Ha Bamara xpoHudHa
obcTpykTiBHA Genonpotna Gonect. Toit e TpalBa A2 ¢¢ HINO/AIBA 34 JCICHAE HA
BHE3ANNAH OPRACTHIH HA 324YX HJIH XpHIOBE.

He mpuemaiire Crmonro PecriaMaT 33€JHO ¢ HAKOH JIEKAPCTBA, CHABPKAIIH
XbIIFOACHCTBAINH B-aapeHEPrHvHH ATOHMCTH, KaTO CAMMETESPON WIKH GOpMOTEpOs.




AKo npHemMate peIOBHO HAKOH JIEKAPCTBA, HAPEYCHH KpPaTKo-JekcTBamu B-aapeHepruaun
arOHHCTH, KATO can0yTaMo1, HPOABKETE Ja r'H IPHEMaTe caMo 33 00JieK4aBaHe Ha OCTPH
CHMITTOMH KaToO 3a1yX.

[1o BpeMe Ha AeucHME C AHTHXONMHEPrHYHE CPeACTBA ce HabmonaBa CyxoTa B ycTarta, KOsSTO
NPH NO-NPOABLIDKUTENHO JEUeHUE MOKE Aa € ¢BBp3ana ¢ o0pasyBaHeTO Ha 30HN KapHecH.
3aToBa, He 3a0paBsiiTe Aa OOpBIIATE CEHATHO BHUMAHME HA Bawata yoTHa XHIHCHa,

He npuemMaiite Crimonro PecnuMar noeeue oT B¢IHLXK AHEBHO.

Jenxa » 10H0WNH

Crmonro Peciumar we Tpabsa na ce fasa Ha Aena BJIR onomA (Ha Bb3pact nog 18
roAHHH).

Apyrn aexkapcersa H Conorro PecnaMar
Tpabsa na kaxere Ha Bams nexap win ¢apMaLieBT, AKO MPHEMATE HIH HACKOPO CTe

NPHEMAITH OPYTH JIEKapCThA.

I[To-cniempanso, TpabBa na kakere Ha Bauva nexap, ako npuemare:

-  JIeKapcTBa, KOHTO ca noao6HH Ha CrmHonrro Pecrmmart (CBABPKAT noaobHu aKTHBHY
BEUIECTBA, KATO AHTHXOJIHHEPrHIHH JIEKAPCTBEHH CPEACTBA MM B-aipeHepruyHy
cpencTsa). PHCKBT Ja NOTyUHTE HEXEIAHH PEAKIHH € TIO-BHCOK.

- JIEXapCTBa, HapeueHn beta-Ol1okepH, KOHTO ce H3NOM3BAT IMPH BUCOKO KPhBHO HAJMTAHE
MM XPYTH NPOOIEMH CBHC CHPLETO (KATO MPONPAHONOIN), WIM NPH npobleM ¢ OyHTe,
HapeyeH riaykoMa (karo tamonon). Te Morar Aa seyTpanusupar edexra Ha CrEomaro
PecrmMar.

- JICKapCTBAa, KOHTO MOHIDKABAT KOJIMYECTBOTO KailHii B KpBBTA. Te BKIOYBAT:
® CTepoHAH (HAID. IPENHU3ONIOH),
¢ nuypeTHIM {TabneTkH 3a 00e3BOAHABAHE),
¢ ACKAPCTER 32 NPOOJIEMM ¢ AMIMAHETO KATO TEOPHWIHH.
AKO MPHEMATE TE3H JIEKAPCTBA 38¢AHO ¢b¢ CnHonTo PecnmMar, MOXe a TOyqHTe

CHMITTOMH KaTO MYCKYJHH CIIa3MH, MyCKYJ/THA cna0oCT i HeoOHYacH ChpaeUcH
PHTEM.,

- NIeXapCTBa, HaPCYCHH TPHUHKAHYHY AHTHAETIPECAHTH WIH HHXMOUTOpH Ha
MOHOaMuHOOKCHAaz2aTa (MAOQO) (karo ceilerunuH WiH MOKIIOOeMHI), KOHTO c€
H3MOM3BAT 34 JICHCHHE HA HERPOIOTHYHHN WiH TICHXHYHH 3a00/gBanHud KaTo H0oneCT Ha
[TapkHHCOH HNH AeNpecHs; YHOoTpeGaTa Ha Te3d NCKAPCTEa WIS NOBMIUYM PHCKA OT NoABa
Ha HEXKEIAHHW PEAKIMH, 3acArailld ChPILIETO.

bpeMeHBOCT, KhpMeRe H PepTRARTET

Axo cTe GPeMCHHA WIN KBPMHTE, CMATATE, Ye MOXKE Aa cTe GpeMeHHa WiIH IUIaHupaTe
OpeMensocT, nochBeTRaliTe ce ¢ Baumia iekap niy (papMaUEBT npeaH ynoTpebaTa Ha ToBa
nexapcTBo.He TpabBa na npHeMate TOBA ASKAPCTRO, OCBEH aKO He By ¢ cnelmanno
npenopbyano or Bauug aekap.

Hlogupane v pabora ¢c Mampnn
He ca npoBexaanHH IpoyYBAHNA 38 YCTAHOBABAHE Ha e)eKTHTE BBPXY CIIOCODHOCTTA 33

iodupane ¥ pabora ¢ MammHK. AKO NOYYBCTRaTe 3aMaiiBane WM 3peHHeTo BH ce 3aMBriH
nokaro npremate Cnuonro Pecnmmar, we miodupaiite u ne pabotere ¢ HHCTPYMEHTH HIH
MAaIlHHH.

Cunnoaro PecorMar chabpxka Genzankonnes xaopay
Tora nexapcreo coaupixa 0,001 1 mg GenzankoHHeB XJI0PMA Ha BIPHCKBAHE,




beH3a/TKOHHEBHAT XJIOPHA MOKE Ja NPHYHHH XPHTIOBE H 3aTPYAHEHO JAHINIAHE
(6ponxocnazsM), 0co0eHo ako HMaTe acTMa.

3. Kaxk aa npremare Cnuoaro Pecanmar

BuHary npHeMaiite ToBa I€KapcTBO TOUHO KakTo BH e ka3an Bamuar nexap. Ako He cre
CHT'YPHH B Helllo, nonuTaiTe Barmus nexap unu dapManesT.

CmnonTo PecliHMaT € caMo 3a HHXAIATOPHO NPHIOXKEHHE.
Ho3a
I[Ipenoprunrensara no3a e:

Crmonro PecrMMar € epekTHBEH B MpoawDKeHHe Ha 24 yaca, 3aropa Bue me Tpabpa na
npuemare Crmonro PecrMar camo BEJAHBIK JTHEBHO, 110 BB3MOXHOCT 110 €IHO H
CHilIO BpeMe Ha fcHs. Beexkn mbT, KoraTto ro usnon3sare, npasere /IBE BIIPHCKBAHH L.

Toii karo XOBB e xpornuHo 3a6onasane, npueMaiite Crimonro PecriuMar Beexy AcH, a He
¢aMo KOraTo HMate npobaemu ¢ qumaneto. [IpenoprunTenHaTa n03a He TpaORa aa Onae
HABHINABAHA.

YBepere ce, 4€ 3HaeTe KaK Aa H3I0JI3BaTe NPaBHIHO HHXAIATOPa 33 MHOTOKpaTHA yrioTpeba
PecniviMar. YkazanusTa 32 TOBA KAK A2 H3II0JI3BATE HHXAATOPA 38 MHOTOKPATHA ynoTpeba
PecrmMat ca MOCO4EHH B Kpas Ha TasHl JINCTOBKA, BIDKTE ,, YKa3aHHMs KakK A H3NOoI3BaTe
HHXAJIATOPA 32 MHOTOKpaTHA ynoTpeba Pecummar”.

Ynotrpeba npu gena # OROINHA
HsAMa choTBETHO NpHiOKeHHe Ha CniHorro PecniMar npy NeAHATPAYHATA NOMYNAMs (101
18 roauan).

AKO cTe DPHEJIH noBeye oT HeofXoARMATA Ao3a Canoaro Pecaamar

Moixe na cTe HAI0XKeHH Ha NO-BHCOK PHCK 34 MOABA HA HEXKC/IAHH PSaKiMK KaTo CyXOTa B
yCTaTa, 3arneK, 3aTpyAHCHO YPHHHpAaHE, 3aMbIJICHO BIDKAaHe, 00/1Ka B rspaMTe, BUCOKO HNH
HHCKO KPBEBHO HaJAraHe, yYeCTeH M HEPaBHOMEPEH ChPACYEH PHTBM, CBETOBBPTEXK,
HEPBHOCT, HAPYIHCHHSA Ha ChHA, 0e3NOKOHCTBO, rMaBobOINe, TPEeNepeHe, MYCKYJIHH CIIa3MM,
FaAcCHe, YMOPa, HEPa3IIOJIOKEHHE, HHCKH HIBA Ha KATHH B KPBBTA (KOSTO MOXKE Ja AOBEAE

~ 10 CHMITTOMHM, KATO MYCKYIHM CIIa3MHM, MYCKYJIHA ¢cnaboCT WiIH HeoDHYaeH crpaedeH
PUTHM), BHCOKA KPBBHA 3aXAP WK NOBHIESHA KMCEAWHHOCT Ha KPhBTa (KOSTO MOXe Aa
NPUYHHHA CHMIITOMH Ha ajicHe, IOBPBINAHE, C1aboCcT, MyCKYIHH CIa3MM M YCKOPEHO
NHIIAHE).

AKo cTe rponycuain aa npaemere Cnronro Pecnumar
AXO CTe NPONYCHATH A2 HHXAHpPAaTe 1034, HHXa/MpaiTe caMo €Ha J103a B 00H4YaiiHOTO

BpeMe Ha cneasanmsg AcH. He n3umaiire neo#na no3a, 3a 1a KOMIIGHCHpPATe IPOITYCHATATa
i (e

AKo cTe cnpean npuema Ba Cnuoaro Pecoamar
IMpenn na cnpere ynorpebara Ha Cmonro PecrmMar, rosopere ¢ Baiuus iexkap win

(hapManeBT. AKo chipete npHemMa Ha CriuoiTo PecryMar, MOTAT A4 ce BIOILAT NPH3HALIMTE H
camrrromMuTe Ha XObb.

AKO HMaTe HAKEKBH JOMMBIIHHTEHU BHIPOCH, CRHP3aHH ¢ yNoTpedaTa Ha TOBa JieKapeTBO,
nonutaite Bautug nekap wid ¢papManesT. '




4, BhIMOXKAH HEXEJIAHH PeAKNHEH

KakTo BCHYKH J€KapCTBa, TOBA JIEKAPCTBO MOXKeE /14 MPEAU3BHAKA HEXENaHH peakuuu,
BBIIPEKH Ye HE BCEKM ' NMONy4aRa.

AKO BB3HHKHE HAKOS OT CJICIHUTE HEXKENAHN peakiuyl, CpeTe NpReMa Ha TORA
JEeKAapCTBO H BeTHara ce Ceupxere ¢ Bamma sekap.

¢ BHesanHWTe anepruvsv peakupuu keM Cnnonro Pecrimmar ca peaxm (Morar aa
3acertar He noseye or 1 Ha 1 000 aymn). Te3n peakuMy MOTAT Ja Ce NMPOABAT
CAMOCTOSTENHO HIIH KATO YaCT OT TEXKA ajlepry4Ha peakuus (aHapiakTHYHa
peakia) cnes npunarane Ha Crimonro Pecmimar. Tesn peakxunn BKIIOYBAT 0OpHB,
KOMPHUBHA TPeCKa (YPTHKAPHA ), OTOK H3 YCTATA U IMLETO, BHE3aIHH 3aTPYAHCHHS IIPH
AMmaHe (AHTHOHEBPOTHYEH OTOK) WITH APYTH PEakLMH HA CRPBEXYYBCTBHTCIIHOCT
(KaTo BHE3ANHO NOMIKABAHE Ha KPBBHOTO HAJIMTaHe WIIH NpHMAJIIBaHe).

¢ KakTo H NpH BCHYKH HHXAATOPHH JIEKAPCTRBA, BEHATA Clie]l HHXATUPAHE MOXE A e
IIOSBH CTATAHE B I'bPAHTE, CBLP3aHO ¢ KALLTHLIA, XPAIIOBE MITH 3ayX (NapafoKcancH
Oponxocnasbsm). YecToTara He MOXKE [1a Ce ONpeAc/IH OT HAJIHIHATE JaHHH,

® BrkziaHe Ha OPCOTH OKOMO CBETNHHM HIIH IBSTHH H300pakKeHUs, NPHAPYKEHO OT
3a4epBeHH OuH (riayxoma). UectoTaTa He MOXe Ja € ONPEACIH OT HAJTHYHUTE
AAHHH.

¢ UpepHa HEMPOXOAUMOCT WM JIUNCA HA IEPUCTANTHKA (MpeBHa oOCTpyKIIHA,
BK/TIOYHTETHO MAPATTHTHYCH HaeYC). HYecToTara HE MOXE Ja C€ ofnpeacn OT
HATHYHUTE JaHHH,

Jpyra HexkeNaHH NEKaApPCTBEHH PEaKIHH:

HegecTr (MOTAT AA 3ACETHAT He Nopeye o1 1 ma 100 aymn)
- YCKOpPEH ChPACYEH PHTHM (TaXHKapaus )
- BHEHE Ha CBAT
- raasobonue
- KallTHLIA
- Ape3rae rinac (AucOoHM)
- CYXOTA B yCTaTa

Peaxn (Morar ga 3acersar e moseve o1 1 na 1 000 xymn)
~ HEPaBHOMEPEH ChpACYCH PHTHM (IIPSACEPAHO MEXICHE)
- Y4€CTeHO CchpiicOucHe (HaAKAMEPHA TaXuKapaus)
- ChpUeOMeHe (mannuTalEH)
- [OBHINEHO KPHBHO HAIATaHE (XHITEPTOHHA)
- 3aTPYJHCHO YPHHMPAHE (3a1PHKKA HA YPHHA)
- AHQpEeKUHs Ha THKOYHHTE IThTHINA
- DONe3HEeHO YpHHHpaHe (IU3YpHA)
- BBL3NANICHO r'bpno (papHHIHT)
~ BB3NAJICHHE Ha JIAPHHKCA (NAPHHTHT)
- BB3MNAJICHHE HA BEHLHTE (THHTHBHT)
- BB3MAJICHHUE B YCTATA {CTOMATHT)
- reOHYHM uH(exIM Ha yeTHaTa KyXHHA H repaoTo (opodapHHreaiHa KaHaHI03a)
- KbpBeEHE OT HOCA (€IUCTAKCHC)
- HapymecHHA Ha chHA (Oelcnhne)
- 3aMBITICHO BIDKAAHC
- CTATAHE B rbPAHUTE, CBBP3aHO ¢ KALLIHIIA, XPHIIOBE WIH 3aJyX BEAHAra cJel
HHXanupane (OPOHXOCTIATEM)
- 3arekK
- HepasnonoXKeHHE (raacHe)
- Cbpbex (TpypuTyc)
- Ooska B craBuTe (apTpanrus)




- NOAYBaHE Ha CTABHTE

- Oonxa B repba

C Ben3BeCcTHA 9eCTOTA (MECTOTATA HE MOKE A3 C¢ ONpe/Ae/H OT HAITHIYHHTE JaHHH)
- MOBHHICHO JIPH H3MEPBaHE OYHO HA/LITaHE
- Ha30(APHHTHT
- BB3MAJICHUE HA CHHYCHTE (CHHY3HT)

- 33TPYAHCHUSA NPH npernbinane (aucdarus)
- BBL3NAICHHC HA €3UKA (ITIOCHT)

- KHcenuHH (ractpoesodarcanna pedaykcna Sonect)
- 3B0HH KapHecH

- HHQEKIMH WM Pa3a3BABAHE Ha KOXATA

- CYXOTa Ha KOXKaTa

- 3ary0a Ha TEYHOCTH B opraHu3Ma (Aexuaparaius)

Bre MOXeTe xa NOAYYMTE CHINO HeXKeTaHH PEeAKIMH, 32 KOUTO € H3BECTHO, Ue Ce MOABABAT
OpH HAKOMW NEKapCTBa 3a npodiemMs ¢ Avmmaneto, noaodbnn na Cnnoirro PecrmMar (Dera-
aJpCHEPrHYHH cpencTBa). Te Morat Aa 6bAaT HepABHOMEPEH CHPACYEH PHTHM, 00/ika B
FEpAHTE, HHCKO KPBBHO HAIATaHE, TpeNepeHe, HEPBHOCT, MYCKYI/IHH CIIA3MH, yMOpa,

* HEPA3NOJIOXKEHNE, HICKA HUBA Ha KAMWii B KpBBTA (KOETO MOXKE [1a IOBEAE 0 CHMITTOMH
KATO MYCKYJIHM CTIA3MH, MYCKYJTHA CITa00CT WK HEOOWIACH CHPACUCH PUTEM), BUCOKA
KPbBHA 3aXap WIH MOBHIICHA KHCEIHHHOCT Ha KPBBTa (KOSTO MOXKE /g PHYHHH CHMITTOMM
Ha TaZicHe, NoBpbUIane, c1adocT, MYCKYIHH CrIa3MH H YCKOPEHO OHINaHE ).

Cro0manane na HekeIaHE peaknal

AKO nonyvHTe HAKAKBH HEXeJIaHH JICKapCTBeHH PEaKkilii, yBeAoMeTe Baitud nexkap wiH
(apmaliesT. ToBa BIUIIOYBA BCHUKH BE3MOKHH, HEOIMHCAHH B TA3H JTHCTOBKR HEXE/IAHH
PeaKIHH.

Moxere cpiio fa cHOOIIMTE HEJKEIAHH peaKi[HH JHPEeKTHO upe3 U3mb/IHWTeNnHaTa areHIus
o AeKapcTBaia, yia. ,,Jlaman ['pyer” Ne 8, 1303 Codma, Tein.: +359 28 903 417, yeOcaif:
www.bda.bg. Kato crofmarate HexXenanu peakiy, MOXeTe 1a AaA€Te CBOA IPHHOC 3a
nojiy4yaBae Ha nopede HHGopMaipis OTHOCHO 0e30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak aa cexpanssare Cauoare Pecnumar
Jla ce crXpanaBa Ha MACTO, HEAOCTBIIHO 34 AeLia.

He usnonspaiire TOBa JIEKAPCTBO CIE CPOKA HA MTOAHOCT, 0TOENA3aH BEPXY KAPTOHEHATA
ONMAKOBKA M HA ¢THKETa Ha MBJIHKTENA cnexn .l 'oaen n0:”. CpoKBT HA FTOAHOCT OTroBapy Ha
TIOCNEZHHAA ACH OT NOCOYEHHAA Mecell.

Ha He ce 3aMpa3apAa.

Cpok Ha rofHOCT ¢JieR HLpPBOHAYANHA ynoTpeda:

3aMeHETe DBIHHTENA HE TO-KBCHO OT 3 Mecelia cell OCTaBAHe.

Jla He ce H3mMON3BA HHXANATOPHT 33 MHOTOKpaTHa ynortpeda PecniumMat nos¢ue OT e1Ha
TOZ{MHA.

IHpenopruntenHa ynorpeda: 6 meaHMTENS 338 €{HH WHXARATOP.

3abenexkka: GyHKIHMOHHpPaHETO Ha HHXanaropa PecnuMar 3a MHOTOKpaTHa yrioTpeba e
AOKA33HO NPH MINWTBaHKA 3a 540 BIPHLCKBAHMA (KOETO CHOTBETCTRA HA 9 MBJIHUTEJIA).

Te3n MepKkH Iie CIOMOTHAT 38 ONAa3BaHe HA OKOJIHATA CPeAa.




6. ChabpkaHHe HA ONAKOBKATA H I0NbJHHTE/IHA HH(pOpMaNHs

KakBo cbabpxka Cnroaro Pecnumar

AKTHBHHTE BEILIECTBA Ca THOTPONHMYM H osoaarepo. JloctaBeHara 103a ¢ €1HO BIIPBCKBAHE
€ 2,5 MUKporpama THOTpONMyM (KaTo OpoMHI MOHOXHIpPAT) M 2,5 MHKpOrpaMa 0J101aTepoJl
(KaTo XUAPOXJIOPHNA).

JlocraBena f03a € no3ara, JOCTHralla 10 NnalyeHTa ciiel IpeMHHAaBaHe Npe3 HaKpalHHKa 3a
ycTa.

Jlpyrure cbCTaBKH ca:
beH3aikoHMEB XJIOpH, IMHATPHEB €/1eTaT, MPeYrcTeHa BO/Jia U XJIOPOBOOPOAHA KMCEJIHHA
3a Kopekuus Ha pH.

Kak n3raexna Cnrnoaro Pecnumar u KakBO ChAbPiKa ONAKOBKATA

Cnuonro PecnuMar ce ChCTOM OT €1MH ITBJIHKTE) ¢ Pa3TBOP 3a HHXAJIALMs U €/1HH

uHxanarop Pecrniumar. [Ipenu nepearta ynorpe6a nbnautensart Tpsdsa qa Obae nocTaseH B
WHXaJ1aTopa.

Enuanyna onakoBka: | MHXanatop 3a MHorokpartHa ynorpeda Pecnumar u 1 mesiHuren,
ocurypssail 60 BnpsckBanus (30 1ekapcTBEHH 103H)

Tpoiina onakoBka: | mHXanaTop 3a MHOrokparHa ynorpeda Pecniumar 1 3 meJIHUTENS,
BCEKH ocurypsasail 60 snpbckBanui (30 1ekapcTBEHH 103H)

Enunnuna onakoBka meaHMTeN: | meaHuTeNn, ocurypssail 60 BnpbckBanus (30 rekapcTBeHH
JI03H)

Tpoiina onakoBKa mejIHMTEN: 3 MBJIHHTENA, BcekH ocurypssail 60 Bnpbckanus (30
JIEKapCTBEHH J103H)

He BcHuKHM BUIOBE ONAKOBKH Morar aa ObaaT mycHaTH B npoaaxoa.
IIpurexares HA paspelieHHETO 32 ynoTpeda H NPOH3BOAHTE/I
[Ipurexarensar Ha pa3spelneHueTo 3a ynorpedba Ha Cnmonro Pecnumar e:
Boehringer Ingelheim International GmbH

Binger Strasse 173

55216 Ingelheim am Rhein

['epmanus

[Ipoussoaurenst Ha Cnimonro PecnumMar e:

Boehringer Ingelheim Pharma GmbH & Co. KG
Binger Strasse 173

55216 Ingelheim am Rhein
['epmanus




Tosa JexapcTBo e pazpemeHo 3a ynorpeda B 1bpkaBHTe - WieHKH HA EBponeickoro
HKOHOMHYECKO0 npocTpancTeo H B Obeannenoro kpancrseo (Cesepua Hpaanaus) noa
CJIelHHTE ThProBCKH HMeHa:

AscTpus, JIuxrenwmaiin, benrus, JliokcemOypr, Kumsp, XbpBarcka, Peny6iuka Yexus,
HNanus, Ecronus, @panums, ['epmanus, ['spums, Yurapus, Ucnanausa, Upnanaus,

Manra, O6eauneno kpancteo (Cesepna Upnanaus), Uranus, Jlateus, Jlutea,
Hunepnanaus, Hopserus, ITomua, [Topryranus, Pymbuus, Cnosakus, Cnosenus, Mcnanus,
IlIewms: Spiolto Respimat

Ounnanausn: Inspiolto Respimat

bearapusa: Cnmonro Pecnumar

Jara Ha nocjeaHo npepasriaexaane Ha aucropkara: {MM/TTTT}.

YKazanus Kak Ja H3M0J13BaTe HHXAJIATOPA 3a MHOroKpaTHa ynorpeda Pecnamar

Pecriumar € HHXalaToOpHO YCTPOHCTBO, KOETO reHepHpa cripel 3a uHxanauus. Peciumar
TpsAOBa Ja ce u3non3pa camo ot Bac. Enun nmeaHuTen nocrass MHOro Ha Opoi no3mu.
Pecriumar MHXanaTop 3a MHOrokparHa ynorpeta no3BoJjisiBa CMsiHa Ha ITbJIHUTEIS, KaTo
MOXKE J1a C€ H3MOJI3Ba C 10 6 MBJIHUTEA.

IIpouerere Te3M yKazaHus npeau Aa 3ano4yHere aa usnonssare Cnuonro PecnuMar.

Heobxonumo e na usnonssare To3u uHxanatop CAMO BEJIHBX JIHEBHO. Ilpu sesaxo
u3nonseane ce npuaarar /IBE BITPBCKBAHHWA.




i
OrBop 32 BBL3OYX ~—=
ByToH 3a —
ocBoboxnaBaHe

Ha fo3arta

MenHuTen

. Obeszonacasawy
enemMeHT

Mpospayna
OCHOBa

MHaukaTop 3a
no3uTe

IluueBa cTpaHa

¢ Axo Cnmonro PecnuMmar He € U3noi3BaH noBeye OT 7 JHH, MPbCHETE BEAHBK KbM

3eMATA.
¢ Axo Crimonto Pecnumar He e u3nosi3BaH noseye ot 21 JAHH, MOBTOPETE CTHIKH 4 110 6

ot ,,JloaroroBka 3a ynorpeda“ 1o nossara Ha aepo3oiiHa Mmbria. Cien Tosa

NMOBTOPETE CTHIKH 4 10 6 Ol TPH ITHTH.

Kaxk na ce rpmxnTe 3a Bamus naxanarop 3a mEorokpataa ynorpebda Pecnamar

[louncTBaiiTe MyHALIYKA, BKJIFOYMTEIHO META/THATA YacT B HErO, C HABJIAYKHEH MEK MJ1aT WIH
CaMo C Kbpra, MOHE BEAHBXK CEAMHYHO.

Cnabo obe3nBeTsaBaHe Ha HaKpaiiHKKa 3a yCTa He ce OTpa3sBa Ha paborara ¢ Bamms
HHXaJIaTop 3a MHOroKpaTHa ynorpeba Pecnumar.

AKO0 e HeoOxoauMo, nourcreTe Bammsa uHxanarop 3a MHOrokpatHa ynorpeda Pecniumar ot
BBHIIIHATA YaCT C HABJIAXKHEH MEK IUIarT.

Kora na 3zamennTe HHXajaTopa

AKO CTe M3M0JI3BaJIM HHXAJIATOP ¢ 6 MBJIHUTENA, B3eMeTe HOBa onakoBka CriHoTo
Pecniumar, cpappikania HHXauaTop.




Iloaroroska 3a ynorpeba

1. Orcrpanere npo3pauHara
OCHOBA

e Kanaukara TpaOBa na e
3aTBOPEHA.

e Haruchere obe3onacsasauys
€JIEMEHT H €ITHOBPEMEHHO C
TOBa, H3/IbpIIaiTe Npo3payHara
OCHOBaA C JIpyrara CH pbKa.

Ob6e3onacaBal

enemMeHT Mpo3payHa
OCHOBAa

2. IlocraBere nbJHHTEASH

¢ [locraBere MbJIHUTENA B
HHXaJaTopa.

e [locraBere uHxanaropa BbpXy
TBBbPAA NOBBPXHOCT M 'O
MPUTHUCHETE 3PpaBo, OKATO

qyeTe LpaKBaHe.

3. Caenene HAa MbLJIHHTE/IHTE H
NOoCTABSIHE HA NMPO3pavHATA
OCHOBA

* Orbenexere B nonerara BbpXy
€TUKEeTa Ha HHXasaropa Opos Ha
ITbJIHUTEJIUTE.

* llocraBere npo3payHaTa OCHOBa
oOpaTHO Ha MACTOTO H H
HaTHCHETE, I0KATO LIpaKHe.

MocraBeTe

npospayHara
ocHOBa

4. 3asbprerTe
e Kanaukara TpsbBa na e
3aTBOPEHA.

¢ 3asbpTreTe Npo3payHaTa OCHOBA
MO MOCOKA Ha CTPEJIKUTE BHPXY
€THKETa, I0KaTO Ce 4ye

IIpaKBaHe (NoJa0BUH 060poT).




S. OrsBopere

e Kanaukara Tpsa0Ba na ce oTBOpH
HAITBJIHO.

6. Harucmerte

Hacouere uHxanaTopa KbM
3eMATA.

Hatucuere OyToHa 3a
ocBOOOXKIaBaHe Ha J103aTa.
3aTBOpeTe Karnaykara.
IToBTOpere cTbikH 4-6 110 nosBa
Ha aepo30JIHa MbIJIA.

Caea nosBaTra Ha aepo30JiHA
MBIJIA, IOBTOPETE CTHIKH 4-6
Ollle TPH ITBTH.

Cera Bawmusat uHXxanarop e roTos 3a

ynorpeba u e nocrasu 60
BrpbckBaHus (30 1o3m).
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Exennesna ynorpebda

3ABBPTETE
e Kanaukara TpsOBa na e
3aTBOPEHA.

e 3ABDBPTETE npo3paunara
OCHOBA [0 MOCOKA Ha CTPEJIKUTE
BBPXY €THKETa, I0KATO Ce Yye
LpaKkBaHe (MoJioBHH 0060poT).

OTBOPETE

e OTBOPETE sanwasO
Karnauikara

| HATUCHETE

e H3auwaiire 6aBHO M ABJIO0KO.

¢ [locTraBere yCTHHTE CH IUTBTHO
OKOJIO MyH/LIYKa, Oe3 na
3aKpHUBATE OTBOPHUTE 3a Bb3IYX.
Hacouere uHxanaropa KbM
I'bPJIOTO CH.

e Jlokaro BauuiBaTe 6aBHO H
ABIOOKO Nnpe3 ycrara,
HATHUCHETE GyroHa 3a
ocBOOOXK/1aBaHe Ha 103aTa U
NMpoABJDKETE [a BAMIIBaTe 6aBHO,
TOJIKOBA ABJIT0, JOKOJIKOTO €
BB3MOXKHO.

¢ 3anpwxre AuiuaHeTo 3a 10
CEeKYH/IH WJIH JIOKATO MOXKETe.

¢ [loBTopere cThnKM
-3ABBPTETE",

- OTBOPETE" u
~HATHCHETE", 3a npuemane
Ha IbJIHAaTa 1034, OCUIrypeHa ot 2
BIIPbCKBaAHMS.

e 3aTBOpEeTE Karnaykarta Ha
MHXajlaTopa J10 c/ieiBaliara My

ynorpe0a.




Kora na 3amenure nujanTe s Ha Coronro PecnuMmar

I/IH,H,HKHTGP‘I:T 3a JO3HTC IMOKa3Ba KOJIKO BIPbCKBAHHA OCTaBAT B IThJIHUTECIIA.

Octagar 60 BnpbcKkBaHUA

OcraBat no-mayiko ot 10 BnpbckBaHua. B3emeTe HOB ITbJIHHUTEI.

BaiusaTt mejiHMTEN € CBBPIIMIL. 3aBbpTETE NPO3padHaTa OCHOBA, 3a ia ce
pa3xsiabu neanuTens. Cera BammsT nHXanaTop € B 3aKJIK0YEHA MO3HLIMA.
HM3Banere mbjiHUTENS OT HHXanaTopa. [locTaBeTe HOB MBJIHMTEI, I0KATO TOM
IIpaKHe (HanpaseTe CrpaBKa CbC CThKa 2). HOBHAT MBJIHUTES 1€ € MAJIKO M0~
M3/1a/IeH B CPaBHEHHE C MbPBHA IMbJIHHUTEN (MPOABIDKETE OT cThiKa 3). He
3abpassiiTe Aa nocraBuTe 0OpaTHO MPO3pavyHaTa OCHOBA, 3a Ja OTKJIIOYHTE
MHXanaTopa.

OTFOBOPH HA 9€CTO 3A/1aBAHH BBIIPOCH

[IbAHHTEIAT TPYAHO BJIH3A 10CTATHLYHO HABBLTPE B YCTPOHCTBOTO.

IIpoBepeTe Na/IH HEBOJIHO CTE 3aBbPTHJIH NPO3PAYHATA OCHOBA, NPE/IH A2 NOCTABHTE
nbJaHATeNs. OTBOpETE HAITBIHO KanavykarTa, HaTUCHeTe OyToHa 3a 0cBOOOK/1aBaHe HA
n03arta, CJI€Jl TOBa MOCTABETE MbJIHHUTE.

Cmensite in nbaaRTeNs? HOBUAT MBJIHUTEN M3/TM3a HABBH NMOBEYE OT ITBPBHUSA ITBJIHUTEI.
[locTaBeTe ro HaBBTPE, AOKATO LIPAKHE, MOCJIe MOCTaBeTe OTHOBO MPO3pavyHaTa OCHOBA.

He mora j1a HarucHa O0yToHa 3a 0cB000K/1aBaAHE HA /103ATA.

[TocTaBuiu Jin cTe npo3pavyHaTa ocHoBa? AKO He, NOCTABETE NpoO3payHaTa OCHOBA, 3a J1a
OTKJIIOUMTE HHXanaropa. MuxanaropsT 3a MHOrokpaTHa ynorpeda Pecnumar Moske 1a ce
U3M0J13Ba CaMO aKo Mpo3pavyHaTa OCHOBA € NMOCTaBeHa.

3aBbLPTHIH JIH CTE Npo3pavHaTa ocHOBa? AKO He, BbpPTETE Npo3payHaTa OCHOBA, J0KaTO
yyeTe LipakBaHe (MmoJloBUH 000poT).

MuaakaTopsT 32 J03HTE HA NBJAHHTES NOKAa3Ba 051/1a cTpPeJiKa HA YepBeH Gon?
Bawmar neanuTen € cebpuuni. [loctaBere HOB NbAHKUTEN U NOCTaBETE NPO3payHaTa OCHOBA.

IHILJHHTEIAT ce H3BaXK/AA TPYAHO ¢Jiel KAaTO € CBhPUIHJL.

byTHeTe 1 3aBbpTETE €AHOBPEMEHHO MTBJIHHUTEJIS.

He mora 1a 3aBbpTsl HJIH OCTABS NPO3PAYHATA OCHOBA.

[Ipo3paunara ocHOBa ce e pa3xJiadn/ia H HHAHKATOPBT 32 J03HTE HA MbJAHHTEJIS.
noka3sa 0sy1a crpeika Ha yepBen ¢pon? Bawmar nbanuren e cebpuni. [loctasere HOB
TbJIHKUTEIL.

Beue cre 3aBbpTHIN Npo3pauHaTa OCHOBA?
AKO npo3pa4yHaTa OCHOBA Beue € 3aBbpTAHa, MoJid ciensaire crenky, ,,OTBOPETE u
~HATHUCHETE" ot yka3zanusra ,,ExxeiHeBHa ynotpeba®, 3a 1a MPUCTHIIUTE KbM
u3noJi3BaHe Ha Bauero nekapcTBo.
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MosT Cnnoaro Pecnumar e cBbLpUIKI TBbp/e 0bP30.
H3noassaxrte im Cnunoaro Pecnumar cnope ykazanuara (1Be BIPbCKBAHHS/BEIHbK

AHeBHO)? Beeku MbIHHUTEN € ¢ MPOAB/DKUTEIHOCT Ha u3no3eane 30 aHu, ako ce npuiarar
2 BIIPBCKBAHHUS BEIAHBXK JHEBHO.

YecTo cTe NpLCKAIH BLB Bb31yXa, 3a 1a npoBepHTe AaaH Cnnoaro Pecnumar
¢ynxknunonnpa? Beausvx cnea karo cre npurorsiiiv Cnuonto_Pecriumar 3a ynorpeda, He €

HeoOX0uMa NpoBepKa Ype3 NPbCKaHe, NMPH MOJI0KEHHE Y€ YCTPOMCTBOTO CE€ H3MOJI3Ba
€XKEIHEBHO.

Ilpo3paunara ocHOBa CBAJISHA JIH € H NocTaBsiHa MHOoro nbTH? He orcrpansBaiite
Mpo3pavyHaTa OCHOBA MPEJH ITbJIHUTEJIAT J1a € CBbPIIH/I. BCeku mbT, KOraro caisre
npo3payHaTta OCHOBa 0e3 1a CMeHsTe IMbJIHUTEINA, HHAMKATOPHT 3a /1034 U30posiBa €IHO
BIPBCKBAHE U OCTABAILMTE JIO3H Ca MO-MaJIKo.

Most Cnnoaro Pecnumar He npbeKa.

IlocraBuiin Jin cTe mbJaHATE? AKO He cTe, nocTaBeTe mbjaHuTeN. Clea KaTo BeAHBXK CTe
crnobunu Cnuonro_Pecniumar, He oTcTpaHsBaiiTe nMpo3pavyHaTa OCHOBA WIH ITbJIHATENS,
OKATO HE CBBPIUH ITBJIHUTEJISAT.

IloBropuau cre cronkure ,,3JABBPTAHEY, ,,OTBAPSHE®, ,HATHCKAHE* no-
MAaJIKO OT TPH I'bTH, CJIe]l KATO ¢Te NocTaBuju nujaauTens? [losropere cronkure
3ABDBPTAHE, OTBAPSAHE, HATUCKAHE Tpu nbTH cnea nocraBsHe Ha MbJIHUTENS,
KaKTO € 1okKa3aHo B CTbIKH 4 10 6 ot yka3anusara “[loaroroska 3a ynorpeda™.
NuaukaTopbT 32 J03ATE HA NBJAHHTENS NOKa3Ba 0512 cTpesiKka HA YepBeH (pon?
BawusaT neiaauTen € cebpuini. [loctaBere HOB ITbJIHUTEI.

MosT Cnnoaro PecnuMAT NPBLCKA ABTOMATHYHO.

bemie 11 0TBOpeHa KanaukaTa, KOraTo 3aBbpTAXTe NPo3payHaTa ocHoBa? 3aTBopeTe
Karnaykara, ¥ TOraBa 3aBbpTeTe Npo3pavyHaTa OCHOBA.

HarucHaan cre OyTona 3a ocBobok1aBaHe HA 103aTa NPH 3aBbPTaHe HA NPO3PAYHATA
ocHoBa? 3aTBOpeTe Kanaykara, Taka ye OyToHbT 3a 0cBOOOK/1aBaHe Ha 103aTa J1a € HaBbH,
CJICA KOCTO 3aBbPTETE NMpo3pavyHaTa OCHOBA.

Cnpsin cre 1a BLPTHTE Npo3payHaTa OCHOBA, NpeaH T# Aa mpakne? Boprere
po3pavyHaTa OCHOBA, 10KATO Ts LipaKHe (noJoBHH 000poT). MHAMKATOPHT 3a 103HM 11
OTOPOH BCSAKO HEIMBJIHO 3aBbpTaHe U OPOAT WM OCTaBallMTE A03H Lie ObaaT No-Manko.

beuie Jin 0TBOpeHA KanaykaTa, KOraTo CMeHsiBaxTe NbJHHTEA? 3aTBOpETE Kanaykara,
M TOraBa CMEHETE ITbJIHUTENA.

it i
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