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2. KAYECTBEH U KOJIHYECTBEH CBCTAB

Eana gpunmMHupana Tabnerka cbibpka 5 mg Guconpononos ¢gymapar (bisoprolol fumarate),
3a MbIHUA COMCHK Ha MOMOILHUTE BELECTBA BHKTE TouUKa 6.1,

3. JIEKAPCTBEHA ®OPMA
QunMupana Tabnetka.

TaGnetkure ca Oneno po3oBH, KPBIM, ABOWHO M3IBKHANM, ¢ ASTHTENHA YEPTa OT ABETE CTPaHH H
pesteded Hannuc "BSLS5" Ha enHara crpaHa.

4. K/HHHUYHU TAHHH
4.1 TepaueBTHUHH NOKAZAHUA

— XHNEPTOHHS,
— XpoHHYHa cTabunHa cTeHOKapaua (angina pectoris).

4.2 Jlo3HpoBKA H HAYHH HA NPHJIOKEHME

Buaocran ce npHiara nepopalHo.
[1o npHHIYAT JIeYEHHETO ¢ GHCOMPONONOB GyMaparT € MPpOXbIKHTENHO.

[1pu Benuku cnyyau nosara TpaGBa Aa ce aganTHpa HHAHBHAYATHO. [IpenopbUHTENHO & NeueHreTo Aa
3aM04He ¢ Hal-HUCKATA Bb3MOXKHA 1033, 3a HAKOM MAlHeHTH € A0CTaThyHa A03a OT 5 mg AHEBHO.
Obuvaiinara ao3a ¢ 10 mg Guconpononos GyMapar BeAWEXK JHEBHO, 3 MAKCHMAMHATA TIPENOPbIHTENHA
JHEBHA no3a ¢ 20 mg nHeBHO.

Tabnerkure Tpa6Ba na ce npuemar cyTpuH. Te TpaOBa Ja ce NPerTbLIAT ¢ MAIKO KONIHYECTBO TEUHOCT U
He OHBa Ja ce AbBYAT,

[Tauuentu ¢ 650peYHa HEOCTATHYHOCT

IIpu mauneHTH ¢ Texka OBOpeYHa HENOCTATEYHOCT, (KPEATHHHHOB KNHPBHC < 20 ml/min ) no3ara He
OuBa na npepHirasa 10 mg Guconpononos dpyMapar Beaubx qHeBHO.Tasu n03a MOXKe €BEHTYAIHO Aa ce
pasneny HanoJOBHHA.

OnuTET OT NpHITOXKEHHE Ha OUCOMPOoONoB $pyMapaT OpH MAUHEHTH MOAN0KEHA Ha Oh0peyHa Auannsa e
OrpaHH4eH, HO NOKa3Ba, ye TOH He Ce OTCTpaHABa NMPH AHANH3ATA Taka ue, MPH Te3H NalUEHTH HE €
HegOXoauMO pUeMaHe Ha AONLAHUTENHA 8033 O] AHANN3a WIH KOPEKUHA Ha A030BHA PEIKNM.

[Tayuenmu ¢ mexcka yepnodpobra HedocmampyHoCcHm .
I1pu naumeHT! ¢ TeX)KA YepHOAPOOHA HEROCTATHYHOCT A03aTa He GuBa na npepumasa 10 mg S
Oucoripononos dyMapar BeHBK AHEBHO. a1




Hayuenmu 6 cmapuecxa evapacm
O6HKHOBeHO He ce H3HCKBA MIPOMAHA B A03UpOBKATA. [IpemopbynTeHO € TepanusiTa Aa 3alovHe ¢ Haii-

HHCKATa BB3MOXKHA 1034,

Heya nod 12 200umina év3pacm u nodpacmeaquiu

Hama neguatpuder onut ¢ 6HconpononoB ¢yMapar, mopaiH KOeTo Heropara ynorpeba npH AcLa He
MOXE Ja §bJ¢ IpenopbYaHa.

IIpodvaxcumenrnocm Ha mepanusma

JleueHneTo Ha TpaOBa Ja ce CnHpa U3BEAHBX 0COOEHO MPH MAHEHTH ¢ HCXEMUYHO 3a00/ABaHE HA
CBPUETO (BHXK CBIO T. 4.4 “CroienHandy npeaynpexaeHna U NpeanasH MEpKH NpH ymorpeba™). Josata
TpabBa fa ce HamangBa 6asHO B NPOABDKEHHE Ha CEAMMLA, Ype3 NOCTENEHHOTO H pelyliMpaHe
Hano/IOBHHA.

4.3 IIporHBonokasanus

- CBpBX4YBCTBUTEHOCT KBM HHconpononos iyMapar Wil HAKOE OT MOMOLIHHTE BEHIECTBA;

- OcTpa cbpAcYHa HEAOCTATHYHOCT WM MO BpPEME Ha eNMHU30AH Ha ACKOMMEHCAUHA HA CBpACYHA
HEROCTATHYHOCT HIHCKBALH HHTPABEHO3HA (i.v.) HHOTPOIIHA TepanuA,

= KapauoreHeH mok;

= AV 6510k OT BTOpa WIH Tpeta ¢cTeneH (6es meficMelikep);

= Cunapom Ha 6OTHHS CHHYCOB Bb3el;

= Cunoarpuanen 6nok;

— CumnromatuyHa Opagukapaua (¢ mo-Manko or 50 yaapa/MHH. peay 3aMo4YBaHe Ha TEPAMHATA);

= CHMNTOMATHYHA XMNOTOHHA (CHCTONHYHO KPBBHO Haldraxe nox 100 mm Hg);

= Texxka OpoHXHaNHa aCTMa HIIH TEXKKO XPOHHYHO OOCTPYKTHBHO I1YJIMOHAPHO 3a00NaBane;

= Texka dbopMa Ha nepudepHo OKIY3HBHO apTepHAIHO 3aboMaBaHe WA TeXKKa GopMa HA CHHAPOM Ha
Petino;

=~  MeTtabonuTHa allKA034a;

= Henekysan ¢geoxpoMonuToM {BHX ChIIO T. 4.4);

= KomOGunauuure ¢ gprnokradeHHH B CYNITONPHL (BHX CBIIO T. 4.5).

4.4 CoennaauH NpeaynpexiaeHHs H IPeINa3Hu MEepKH NpH YROTpeha

HAkOH ieKapCTBEHH NPOAYKTH, CHABLPKALLH OHCONPOIONOB GyMapaT MOraT Aa C€ H3MON3BaT NpH
JICYCHHETO HA XPOHHUYHA ChpASUHA HEAOCTATHYHOCT. JICUeHHETO HA XpOHUYHA CTaOHHA CBpACYHA
HEAOCTaThYHOCT TPAOBA Aa 3aM04Ba C MOCTEICHHO THTPHPAHE HA JO3ATA H B TE3H CNyvay e [PeANovHTaT
NIEKAPCTBEHH MPOAYKTH ChABPKALIH [10-MANKO KONH4eCTBO Onconpononos ¢pyMapart (Haripumep 2,5 mg).

KomOnranusiTa ¢ aMHOLApOH He ce NpenopbyBa HMAHKH NpeABUA PHCKA OT KOHTPaKTHIMTETCH
aBTOMATH3BM H CMYIIIEHHS B MPOBOAHMOCTTa (MOTHCKAHE HA KOMMEHCATOPHHTE CHMIATHKOBH PEaKI{HH).

busoctan Tpabea aa 6ve H3non3paH ¢ BHUMAHHE [IPH :

— bponxocna3nM (OpoHxuanna acrMa; oOCTpYKTHBHH 3a00/4BaHUs HA JHXATCAHUTE MBTHINA):

[1pu 6poHxnanua acTMa WM APYrH XPOHUYHH OOCTPYKTHBHH 3a00NABaHHA Ha AUXATEITHUTE MBTHLIA,
KOHTQ MOTaT Ad NPHYMHAT NOJA0OHN CHMITOMH, TPSORa A4 ce npMiiara AHOBPEMEHHO H
Oponxoaunathpaiia repanus. [fonakora, NoBUIIEHHE HA Pe3HCTEHTHOCTTA HA AMXATE/IHUTE IbTHIIG .
MOe Ja Ce TIOABH TIPH NALMEHTH C aCTMa, 33T0Ba ¥ MOXeE J[a & HANOXM /1a C& MOBHIIK A03aTa fa - iz




cTUMYnauTUTE, [IpenopbunTeiHO € NpoBeXAaHETO HA GYHKIHOHANICH pEeCMHPaTOPEH TECT peaH

3aIMOYBAHE HA JICYCHHETO,

— [Ilpn nmaumeHTH, Ha KOMTO NpPEeACTOM MpHAaraHe Ha o0w@a aHecresud, TpabBa ma uHoOpMHpaT
aHecresuonora, 4e npueMar Hera-Gnokep. IIpenopsuBa ce BpeMEeHHO cnupaHe nMpHeMa Ha Oera
Onokep mocTeneHHo Npead ONepaNHaTa, 48 yaca Npead MpuaaraHe Ha ynoikara;

— 3axapeH Auaber, nokaspall rojeMd ¢AyKTyalldd B HUBATA Ha KPBBHATA 3aXap; CHMIITOMHTE Ha
XHIIOPTHKEMHA Morar Aa ce Mackupar. Hupara Ha KpbBRaTa rmoko3a TpadBa fa ce npocieassar
N0 BpeMe Ha TepanudaTa ¢ OHCONpoioIoB pymMapar;

= TupeoTokcHko3a, aapeHepridHUTE CHMOTOMY MOTAT A3 OBAaT MAaCKHpPAHH,;

= [TlanueHntH ¢ YepHoapoOHO 3adonapaue;

=~ CTPHKTHO NOCTEHE;

= [lo BpeMe Ha pecencubGummsupama tepanus. Kakro u apyrure B-6nokepu OGucomponon Moxe na
MOBHIUH KAaKTO YYBCTBHTENHOCTTA KbM aNepreHd, Taka U TeKeCTTa Ha aHAQHIAKTHYHHTE peaklLHu.
JleyeHHeTO ¢ afipeHanyH He BUHATH JaBa OYaKBaHHA TepalleBTHUYEH Pe3yJITarT;

= AV 050K OT ITbpBa CTEMeH;

— AdruHa Ha [lpunumenran; 3-On0kepsT MoXe Ja NOBHIIM Opod H NPOTBIKHTEIHOCTTA Ha
AHrHHATHATE aTAKH NpPH TAUHEHTH ¢ aHruHa Ha Tlpuaumentan. [Ipunoxeruero Ha B-1 ceneKTHBHU
OnokepH Ha aApeHOPELICTITOPUTE € BE3MOMKHO ¢aMo B Ciiydaii Ha nekH GOpMH H caMoO B KOMOUHALHA
¢ BasOAMJIATHpALI arcHT;

= Ilpu nepudepuu UPKYNATOPHH CMYLIEHHMSA, MOXKE A ¢¢ OYaKBa YBCIHYABAHE HA OIUIAKBAHUATA, MO-
CelHANHO [MpH 3anoydBaHe HA TepanuaTa 1pH 3a0donapaHHsd, KaTo CHHAPOM Ha Pelino u
HHTEPMHUTEHTHO KJ1ayAHKAIHO,

~ Buconponon Ttpsbea ga ce mpueMa ¢ BHHMaHHE NpH NauMcHTH ¢ OGpamukapaus ot 50 mo 60
yhapa/MHHYTa HEMNOCPEACTBEHO MpeaH 3aNoyBaHe HA TePanusaTa;

=~ Ilpu naumeHTH ¢ deoxpomonuToM (Bixk chillo T. 4.3.), GHconponon He OHBa Aa ce MpHNara npeaH
NPOBEXKAAHETO HA C~pelienTopHa OJIoKaza;

= [laumyenTtd ¢ mcopHasHC WIH aHAMHe3a 3a nmcopuasuc, Tpabsa xa mpHeMar OHcOIposon caMo clel
BHHMATENHA OLIEHKA HA CHOTHOWEHHETO PHCK/TION3A.

3an04YBaHETO Ha leveHHe ¢ GHCONPONION H3MCKBA PEIOBHO MOHUTOpHpaHe, 0co6eHo B CIyyanTe Ha
nevyeHHe Ha NALHEHTH B CTAPYECKA BB3PACT.

I[1pekpaTgBaHeTo Ha TepanuaTa ¢ 6ucornponon He TpAOBa Aa ce HPaBH BHE3ATTHO, OCBEH AKO HE € ACHO
nokaszaHo. ChINECTBYBa PHCK OT UH(ApPKT Ha MHOKApAA 1 BHE3alHA CMBPT, aKO JICYCHHETO Oble CTIPSHO
BHE3AITHO [PH MAIIHEHTH ¢ HCXEMUYHA O0ONecT Ha ChpLETO. 3a NoBeye HHPOPMALMA, MOJIS OTHECETE Ce
KEM T. 4.2, “J[03MpoBKa W HAYHH HA NPHIOKEHAE”,

4.5 Bsaumojeiicrsue ¢ ApYrH JeKapcTBeHH NPOAYKTH H APYrH HOpPMH HA B3IaHMOICHCTRBHE

[IpoTuBONOKAa3aHH KOMOHHALIHH:

— noktadeHnH: B-OMokepHTe MOTAT Aa 3aTPYAHAT KOMIEHCATOPHHTE KAPAHOBACKYNAPHH peaKiHH,
KOETO MOXKE Ja JOBEeAe A0 XHITIOTOHHA WIH LIOK NPeAU3BHKaHH OT (haokTadeHuH;

= Cynronpua: buzoctaa He TpaOra fa ObJe npuaaraH €JHOBPeMEHHO ¢ CYATONPHA Thil KaTo TOBa
BOAH A0 NOBHILIABaHE HAa PUCKa OT II0ABa HA BEHTPHKYJIAPHA apHTMHA.

HenpenopbuaTeaan KOMOHHANHH
= Kamuesn antaronncTd (BepamaMui, [AWATHA3eM, OCNpHAMI): HEraT#BHO BAHAHHE BBPXY
KOHTPAKTH/IHTETA, ATPHO-BEHTPHKYIAPHATA NPOBOAKMMOCT H KPhBHOTO HaANATaHE,

= lentpanHo-feficTRallH aHTHXMICPTCH3UBHH JIeKapcTBa (HanpuMep KIOHHMAHH). NOBHINEH PHUCK OT
"rebound” XMnepToHHA, KAKTO M NPEKOMEPHO HaMaldBaHe HA CHpAEYHATa YECTOTa M ChpAEYHATa

HPOBOAUMOCT;




MonoamuHoOKCcHAa3HH HHXHOHTOpH (c m3KmoueHHe Ha MAO-B uHxuburopm): 3acaiasar
XHOOTEN3HBHUA ¢eKT Ha [}-OnokepuTe, HO CBINO TAKAa H PHCKA OT XHNEPTCH3UBHK KPH3H.

KomOuBanuu, koaTo TPpAGBA Aa ce HIMOA3BAT ¢ BHUMAHHE

Knac 1 anTHapuTMUYHH JiekapcTBa (HANpP. AM3OMHPaMHA, XHHHAMH): €peKTBT BHPXY BpeMeTo Ha
aTPHANHATa MPOBOAMMOCT MOXE 1A ce MOTEHUHpAa U Aa ¢€ [IOBHIIHM HEraTHBHHA HHOTPONEH e(eKT.
(HeoOxoaumo e crpukTHO KmuHH4HO U EKI' MoHMTOpupane),

Knac IIl antnapuTrMuuny nekapcTBa (Hamp. aMHozapoH). eeKTBT BbpXY BPEMETO HA ATpHAlHa
NPOBOAHMOCT MOXKE Ja C€ MOTCHIHHPA, ' |
KanuueBn aHTaroHUCTH (AUXHAPOMUPHAVHOBH TPOM3BOAHM, KATO HH(EAWIUH). NOBMINEH PUCK OT
XHIOTOHHUA. [IpH maltMeHTH ¢ JaTeHTHA ChpPAEYHA HEAOCTATHYHOCT, CHIILTCTBALOTO AedYeHHe ¢ f3-
Onoxepu MoXe Zla JOBEAE A0 ChpAEYHA HEAOCTATHYHOCT,

[TapacuMnaTHKOMUMETHYHH JAexkapcTBa (BK. TaKpHH M TAlaHTAMHH): BPEMETO Ha arpHo-
BEHTPHKY/IapHA MPOBOANMOCT MOXKE A2 CE TIOBMUIIIH;

Hpyru B-0noxepu, BKI. Kanku 3a OYH - HMAT aqUTHBEH edeKT; .

HHCynuH M mepopajHu aHTHAHAOETHH JCKApPCTBEH NPOAYKTH: 3acHieH XHIOTNHKeMHYeH edekT.
bnoknpaHero Ha -aapeHopenenTOpHUTEe MOXKE Ja MACKMpA CHMIITOMHTE Ha XMITOTTTHKEMHA;
Anecretuun: CMek4aBaHe Ha peuieKTOpHAaTA TAXHKAPAHA ¥ [TOBHUIEH PUCK OT XHIIOTOHHS;
[Ipoabikapanero Ha B(-6nokamara HaMangBa pHCKa OT APUTMUA MO BpEME Ha HHAYKLMATA H
MHTYOaIMATA, AHECTe3HOAOrBT TpAOBa Aa & HHDOPMHUPaH, Ye MALHEHTHT NpHeMa OHCOMPOION;
JIMTUTaHCOBH MIHKO3HAH: HAMANABaHe HA ChpAeYHATa YeCTOTa, YBEHuaBaHe Ha BpeMeTO Ha aTpHo-
BEHTPUKYNapHa IpOBOJHMOCT;

EprotaMHHOBH NpOA3BOAHU: BIOLIABAHE HA NepudepHuTe UHPKYIATOPHY HAPYIICHHS;

- bera-caMnaroMuMeTHUH: koMOHHauMATa ¢ OHconmponon MoOxke Aa HaMmaiu cpeKTHTe K Ha [BaTa

MNpPOAYKTa,
CHMIaTHKOMHMETHYHM  JIEKAPCTBEHH  MPOAYKTH, KOMTO  akTHBHMpar Oera- u  anda-
aJipeHopenenTopute: KOMOUHALHATA ¢ 61COMPONOn MOXKES Aa AOBEAE O NMOBUIIABAHE HA KPHBHOTO
HAJIAraHE;

EAHOBpEMEHHOTO NPHIIOKEHHE ¢ JPYTH AHTHXMNEPTEH3UBHH CPEACTRA, KaKTO H ¢ NEKapCeTBa 3a
KONTO € H3BECTHO Ye MOHWKABAT KPHBHOTO HAJATAHE, MOXE Ja YBEIHYH PHCKA OT XHIIOTOHHA;

Moske na ca HeoOX0AMMH N10~BHCOKH 03U €MHHEDPHH 32 JICHEHHETO HA AeprHYHU PEaKIHH;
TpuUuKIHYHY aHTHACHpecaHTH, OapOHTYpaTH, PeHOTHA3HHH, KAKTO H JPYrd aHTHXHNEPTEH3HBHH
NEKapCTBA: 3aCHIICH XHITOTEH3UBEH ¢(EeKT;

BaknodeH: nopuieHa aHTHXHNICPTEH3UBHA AKTHBHOCT,

Hox cbaepkamu KOHTPAacTHH  J€KAPCTBEHH npoaykT: [B-6nokepure Morat 3aTpyAHAT
KOMIIEHCATOPHHTE KAPNHOBACKYNAPHH DEAKLHMH, KOSTO MOXKE Ja AO0BeAe AC XHIOTOHHA WM WOK
NpEeAN3BHKAH OT HoA ChABPKALIY KOHTPACTHH JIEKAPCTBEHA MPOAYKTH;

HecTeponaHy npoTHBOBBINANMTEAHH NEKAPCTREHH MPOAYKTH: MOHMXEH aHTHXUNEPTEH3UBEH eeKT
(uHxuOupaHe Ha Ba3OAUMATHpAUIEA NPOCTArMAHAHH OT HECTEPOMAHHUTE NPOTHBOBBINANHTEIHH
neKapcTBa M 33AphKKAa HA BOJA M HATpHi mNpH  ITHPA3ONOHOBHTE HECTEPOHAHHTE
MPOTHBOBBINANTHTENHY IEKAPCTRA).

KomGiranuu, konro Tpatsa aa ce oOMHCHAT

4.6 @eprHauTeT, GpeMEeHHOCT H KbpMEHeE
Bpemennocm

MednokBuH: r1oBHILIEH PHCK OT OpaHKAPANS;

KopTHKOCTEpOHAM: MOHUKEH AHTHXHIIEPTEHIHBEH e(peKT MOPaAH 3aMbpiKaHe Ha Boga B HaTpui;
PudamMouunn: Bh3MOXKHO € JIEKO CKbCABAHE HA MOMYKHBOTA Ha GHCOIPOION MOpPagH HHAYKUHA HA
4yepHOApoOHUTEe AekapcTBO-Merabonusnpalliu eH3suMH. [To npuHUHN He ¢ HeOOXOoAUMO ajanTHpaHe
Ha J03aTA.




busocran wMma dapmakonoruunu AeficTBHA, KOHTO MOTAT A2 NMPEAU3BHUKAT YBPEXKAAIH ASIHCTBHSA BEPXY
OpeMEHHOCTTA W/HUAH BHPXY [10Aa/HOBOpoRenoTo, ITo npuHLun, B-aapeHopenenTopHuTe Onokepu
HaMaasgBar MAaueHTHATa Mepgy3ns, KOSTO MOXeE A4 HMa BPh3Ka ChbC 3a0aBAHETO Ha pacTexa,
BbTPEMATOYHA CMBPT, aDOPT HIIH npexAeBpeMeHHO paxaaHe. HexenaHu NexapcTBEHH peakuuy (Hanp.
XHIOITTHKEMHS, DpaauKapaKs) MOTaT [a ce IOABAT MpH MNoAa H HOBOPOASHOTO. AKO ¢ He0OXoaHMO
neuenue ¢ f-anpeHopenemtopHu O10kepH, B~ ceneKTHEBHHTE aApeHOPELIEITOPHATE ONOKEpH ca 32
NIPEAMOYHTAHE,

buszocran He OuBa fa ce H3MOJI3Ba MO BpeMe Ha GpeMeHHOCTTa, OCBEH aKO HE € ACHO HeoGXomuMo. Ako
NIEUEHHETO ¢ OHCOMPOJION Ce CYHTa 38 HeOGXOAHMO, MATOUHO-NNALECHTHHA KPHBOTOK H PacTexka Ha Ioja
TpsaOBa OBAaT npocneaisani. B cnydait Ha yBpexxgaliH edekTd BpXY OpeMeHHOCTTA HIH oA, TpabBa
za ce oOMHCH anTepHAaTHRHO JieueHHe. HoBopoaeHuTe TpaGea na ce HabnoaasaT CTPUKTHO.
CHMNTOMHTE HA XUTIOTTTMKEMHUS B GpajiMkapAus 1o NPHHIAL, C6 0YaKBaT Npe3 IbPBHTE TPH JHH.

Kvpmene
He e u3BecTHO fanu TO3H JIEKAPCTBEH NMPOAYKT Ce €KCKPETHPA ¢ KbpMaTa. 3aToBa, KbDMEHETO He €
NPENOPBRUHTENHO O BPEME Ha NpMIIOKEHHE Ha OHCOMpoon,

4.7 Banasde RLpXy cnocofHOCTTA 34 WodnpaHe H paboTa ¢ MAIUHHA

[Ipu npoy4BaHe ¢ NaUHEHTH ¢ HCXeMHYHA OoJecT HA CHPUETO, HHCONPOIIOI He BIOLIABA CIOCOOHOCTTa 32
mogpupane. Benpexu Tosa, Nopaau UHARBHIYATHHTE BAPHAIHY HA PEAKLHATE KbM JIEKAPCTBEHUA
NPOJYKT, CNOCOOHOCTTA 32 IIO(QHpaHe HA NPEBO3HO CPEACTBO M paboTa ¢ MALIMHK MOXKE AA CE€ BIOLIH,
Tosa TpabBa Aa ce uma npearua, ocobeHO NPH 3anMovYBaHe HAa TEpANUATA U MPH NPOMAHA HA JICYEHHETO,
KAKTO H [IpH yoTpeda Ha aiKOXoJl.

4.8 HexeqaHd JiekapcTBEHH PeaAKNEH

JIOKNaNBaHHUTE HEXENaHH JIEKApCTBEHH PEaKL|H, MOTAT IO MPUHLMI A C€ OTHAAAT HA
dapMakonoruuuuTe cBOficTBa Ha (-OnoKHpalKUTe NeKapcTBa.

B To3u pasfen HeskeNMaHHUTE JIGKAPCTBEHH PEakLHK ca H3GPOCSHH B HH3XOAAI] pel Cropen TAXHaTa
gectoTa:Yectu (>1/100 no <1/10), Heuectu (>1/1 000 ao <1/100), Peaxu (=1/10 ¢00 xo <1/1 000),
Msaoro peaxu (<1/10,000)

IIcHXHYHE HapyIIeHAA:
HeuectH:HapylleHHe Ha CBHS, ACTIPECH;
Penxn: KOIIMApH, XaMOLHHAIIHH.

Hapymienus Ra HEPBHATA CHCTEMA!
Yecru:YMopa, ustollieHue, 3aMasHocT*, rmaBobonue* H CBETOBBPTEX;
Penxu: cHHKOM.

Hapymenuns na ounre:
Penxn: HamalleHo Cha30TeueHUE (Aa c€ HMa NIPEABKA NPH NAUUSHTH HOCSLIN NSl );

MHOro peaKa:KOHKOHKTHEHT.

Hapymenss Ha yXoTo H JaOMpHHTA:
Penku: HapymeHHd Ha CIyXa.

CopaedHHn HADYWIEHHA:



Heuectu: bpaauxapans, HapyuieHHa Ha AV npooAHMocTTa (3a0aBeHa AV-NpOBOIHMOCT HIH
BNOLIaBaHe HA ChIIECTRYBAI AV-610K), BlolraBaHe Ha ChpAeHHA HEAOCTATHYHOCT.

ChA0BH HapyUleHHSA:

Hectu:Ycemane 3a cTyg WM M3TPHNBAHE HA KpaiiHAIMTE, OonecT Ha PefiHo, BAOIIABAHE HA
CBILECTBYBAIC HHTEPMHTEHTHO KIIAYAUKALNO, XUMTOTOHHS; |

HevecTH: oprocTraTHYHA XHIOTOHHA,

PecnIRPATOPHH, IPBLAHH U MEAHACTHHAIHHE HAPYIICHHAA:

Heuectu: BpoHxocna3sM npH NanueHTH ¢ GpOHXHAIHA aCTMa HIM aHaAMHE3a 3a 00CTPYKTHBHO
3abonaBaHe Ha JUXATETHHTE MBTHILA,

Peaku: anepruyeH puHHT,

CToMalHo-9peBHH HAPYIICHHS
YecTH: rageHe, noBpblilane, IHApHS, KOpeMHa 001Ka M KOHCTHIIAIHNA .

XenaToOnIRAPHH HAPYIUCHHNA:
Penxu: xenaTnr.

Hapymenus Ha KOXRaTa H MOXKOKHATA THKAN:

Penxn: peakui Ha CBpPBXUYBCTBHTEIHOCT (ChpOexk, 3auepsaBane, o6puB)

Muoro penxu: B-610kupamuTe nekapeTBa MOraT Ja NPOBOKHPAT MITH BACIIAT NICOPHA3HC WM A4
MHAYLMpPAT CopHasHe moxoOeH obpuB, anomenns.

Hapymienns Ha MyCKYJHO-CKE/IETHATA CHCTEMA H CheARHHTEAHATA ThKAH!
HeuectH: MyckynHa cnabocT # KpamIIH, apTponaTHs.

Hapylnienna Ha BL3NPOU3BOAHTEIHATA CHCTEMA M MLPAATA:
Penku: HapyleHHe Ha DOTEHTHOCTTA

O0mum napymenns;
Yectu: ymopa*;
Hedectu: acTeHuq.

Hicneapannn:

Penxu:ysenuyeHu HHBa Ha yepHoApoOHuTe en3uMH (ALAT, ASAT), yeennueHn HUBA HA TPUTAHLEPH]IH,
XHIOTAUKEMHA, MOABA HA AHTHHYKJICaPHH aHTHTENA M PAAKO CpellalliH ¢ KIHHHYHH CHMIITOMH, KaTo
lupus cHHAPOM, KOMTO H34e3BAT NPH OpeKpaTIBAHE HA JICUECHHETO.

*Tesn cumnToMHU ce NOABABAT OCOGEHO B HAYANOTO Ha TepalMATA, KATO OOMKHOBEHO €€ CMEKYaBaT W
4E€CTO H34e3BaT B MpOOAbIKEHHE Ha 1-2 ceaMuIu

CrobmanaHe Ha NOAO3UPAHM HEKEIAHH PeaKIHH

CrobuiasaHeTo Ha NMOAO3MPaHM HEXENaHH peakKUHK CeR paspeluasade 3a ynotpeba Ha NeKapcTBeHHS
NPOAYKT € BaxkHO. TOBa MO3BO/IABA Ja NPOAB/DKH HAOMIOAEHHETO HA CHOTHOMIEHHETO MOJI3a/PHCK 34
NEKAPCTBEHUA NPOAYKT. OT MSAHIUHCKUTE CRSIAATHCTH € H3HCKBA Aa CHOOIABAT BCAKA NONO3HpaHa
HeXeNnaHa peakuus 4ypes:
M3nb/IHATETHA areHLUs 110 JIieKapCcTBaTa
yn. ,Jlaman I'pyes” Ne 8

1303 Codua

Ten.: +359 2 8903417




yebcalT: www.bda.bg
4.9 IHpenosupane

CHMNTOMH H ICYEHHE Ha TIPEeAO3HPAHETO
Haii-4ecTre oyakBaHH CHMIITOMH ITpH Npeo3HpaHe ¢ GHconponon ca: OpaguKapanA, XHIOTOHHA,
OpoHxocnmasbM, ocTpa CbpAeHHA HEAOCTATBYHOCT, CMYIIEHHA B IPOBOJHMOCTTA H XHMONTHKEMHA.

B cny4ali Ha npefo3Hpane, TepanuaTa ¢ GHCONMpoNoN TpaOBa Ja ce MPEKPATH H Ia Ce MpoBele
CIIOMAaraTeIHO H CUMNTOMATUYHO NeveHue. Tpadea aa ¢ce npenorspatu pesopbuus ua Ouconponon B
racTpo-UHTECTHHAIHHA TPAKT; Ype3 NpUIaraHe Ha CTOMAIIHA [TPOMMBKA, HIIH IIpHeMaHe Ha aacopOenTH
(aKTHBEH BBITIeH) H JTaKCATHBEH MPOAYKT (HaTpues cyndart). uuanero tpabea na 6pie MOHHTOPHPAHO H
ako ¢ Heobxoaumo TpaOBa Aa ce 3anoYHe M3KYCTBEHO AMIIaHe. BponxocnaiMsT Tpabea aa 6uae
KynupaH, ¢ SpoHxoaunaTupaina Tepamus, PAIAraHe Ha H3OMPEHAIHH HIIH (3)-CHMIATHKOMHMETHUHH
ACeKAPCTBEHH NPOAYKTH, Kapauo-BackynapHUTE yonoxnenns TpsOsa na ObRar nexkyBaHM
cuMnroMatuuHo. [Ipn AV-6nok (Bropa uian Tpeta creneH) e HeoOX0AUMO BHUMATEIIHO MOHHTOPHPAHE H
JICYCHHE C H3OMPEHATHHOBA HHQpY3UA HIH BbREXKIAHE HA TPAHCBEHO3EH ChPACHEH neficMelkbp.
bpanukapausta Tpabsa na 6bae nekysaHa ¢ npunarate Ha arponuH (uan M-methyl-atropine) BenosHo.
XHMOTOHUS HUIH HIOK TpaOBa fa 6baaT JeKyBaHH ¢ IIPHIATaHe Ha MJ1a3MO3aMECTHTENH H Ba30MPECOPH.

XunornukeMusaTa Tps6sa aa §aAe NeKyBaHa ¢ HHTPABEHO3HO NMPHIOKEHHE HA MII0K03A.
bucornporos B MEONO MaJlka CTENICH e OTCTpaHABa YUpe3 JHATH3A.

5. ®APMAKOJIOTUYHH CBOHCTBA
5.1 dapmakogHHAMHYHE cBolicTBA

QapMakoTepaneBTHYHA Ipyna
CenextuseH fi-6nokupain areut, ATC kox: C07 ABQ7

MexaHH3EM Ha AelicTBHe
buzocTan e cuiieH, BUCOKO [3)-celieKTHREH- aapeHopeuenTtop O10KNpaIll areHT JHLICH OT BhTPeIlHA

CHUMMATHKOMMMETHHHA aKTHBHOCT. Kakto npu Apyrure 8- Onoxupainu areHTH, RaunHa Ha AelicTBUE NPH
XHIIEPTOHHA € HEH3ACHEH. Bce nax, e acHo 4e OGucOnMmponos mog4epTaHo MOTUCKA MIa3MEHATa aKTHBHOCT
Ha peHHHA.

I1pn nauHEeHTH Cbe CTeHoKapAus O6J10KHpaHeTo Ha B3-peLienTopuTe HAMANARA ChpAEYHATA YE€CTOTA H
KOHTPaKTHAHTET BOACILIO A0 HAMANCHHE HA MHOKApAHATA KOHCYMALHA Ha KHCIIOpOA.

busoctan npurekasa noaobHa Ha IPONPAHONON JIOKANHO aHECTE3HPAINE aKTHBHOCT.

busoctan npaTexasa MHOTO ciab adHHUTET KbM B2~ pelenTOPHTE Ha IMIAAKATA MyCKYJIaTypa Ha
OpOHXHTE U CBAOBETE H KbM [32- pelienTopuTe Ha MeTabOMTHATA PeryIaLu.

3.2 PapMaKOKHHECTHYHH cBolicTBa

AGcopOnusn
buzocran ce abcopbHpa NOYTH HATBIHO OT racTPO-HHTECTHHANHHAT TPakT. [TopaaH MHOrO MaIKHAT
edekr Ha first pass npes yepHus Apo6, ToBa BOAH J0 BUCOKA GHOHANHYHOCT OT NpUOAU3UTENHO 90%.

Paznpenenenne
Cebp3BaHETO Ha GHCONPONON ¢ [LIa3MEHHTE MPOTEHHH € okono 30 %. O6eMBT Ha pasnpeAeieHUe & 3,/5 ,;;-;u i %
"Lf; l.;ru 1‘ &

l’kg. TotanuuaT knMpBHC € npubnu3uTenHo 15 I/h, A Satr )]



buorpadchopmManns
BpemeTo Ha naasMeHO noMyenuMuHHpane e 10-12 vaca ocurypasaio 24 YacoBa e(pHKaCHOCT Cliek
eAHOKpPAaTHA AHEBHA A03a.

EnnMuaHpane

bH3ocTaz ce eKCKpeTHpa OT OpraHu3Ma, upes ABa b1, 50% ce MetafonM3HpaT B YepHHA Apob B
HEeaKTHBHH MeTaboNHTH, KOUTO ce eTMMHHHpAT Ype3 Gubpeunte. Ocrananute 50% ce enHMHHHPAT 4pe3
O6rOpeunTe B HeMeTaboH3HpaHa Gopma. Tt KATO eTHMHHHPAHETO Ce U3BELPILIBA Ypes ObOpeLuTe U
YepHHd ApoO B €AHAKBa CTENEH, HE c€ H3UCKBA alanTHpaHe Ha J03aTa 3a MaleHTH ¢ yBpeaeHa
YepHOApobHA GyHKIUA UK OBOpetHA HEROCTATBHHOCT.

JInneiinocr/nenuneitnocr
busocran npurexasa nuHEkHA, Bh3pacTOBO HE3ABHCHMA KMHETHKA.

I1pu nauHeHTH ¢ XpOHHYHA ChpnedHa HexocTaThuHOCT (11 pyHkuuoHaneH knac no NYHA), mnasmeHnure
HHBa HA OUCOMPONIO Ca MO-BHCOKH B CPABHEHHE C TE3H MpH 3ApaBH AoOpOBOILH. MakcHMalHa [L1a3MeHa
KOHLEHTpaHs npy “steady state” e 64 + 21 ng/ml npu AHeBHa fo3a oT 10 mg, a NIa3MEHHAT NONYKHBOT
e 17 £ 5 yaca.

3.3 IlpeakannuayHH TaHHH 32 Oe30macHOCT

[IpeaxnaHH4HETE AaHHM 33 HE30MACHOCT HE MOKA3BAT CNENUANTHE PHCKOBE NpH Xopa, GasHpaiiku ce Ha
obutonpueTHTe PapMaKOIOTHYHH H3CHEABAHNA 3a 6E30MaCHOCT, TOKCHYHOCT NIPH MHOTOKPATHO
NpHIIAraHe, F’eHOTOKCHYHOCT HIIH KaHIIEPOTreHHOCT.

[lono6Ho Ha apyrute B-6noxepn, Oxconponon NpeaAU3BHKBA TOKCHYHOCT MpH OpeMeHHH (HAMAJIABaHe Ha
NpHEeMa Ha XpaHa H TSIECHOTO Terno) H emOpuo/deranHa TOKCHYHOCT (HaMaldBaHe Ha pesopbunaTa U
TEAECHOTO TErN0 NPH HOBOPOACHH; 3abanero PHINIECKOTO PA3BUTHE ) NPH NPUEMAHE BbB BUCOKM J03H HO
He € TepaToOreHe .

6. @APMAIEBTHYHHM JAHHH

6.1 ChnuchbK Ha NOMOLIHHTE BEIIECTBA
Anpo:

MHKpOKpHCTATIHA Lenyno3a

Kanuues xuaporen gocgar
[IpexeraTHHU3HPAHO APEBHYHO HHIIECTE
Kpocnosunox

CHaMuMeB JHOKCHJI, KoloueH 6e3BoieH
Marnesnes creapar

Ob6BuBKa:

XHIpoMenosa

Maxkporon 400

Turanos auokcua (E171)
XKeneseH oxcup xpat (E172)
XKenesen okcna ueprpeH (E172)

6.2 HechrbBMEeCTHMOCTH




HenpunoxuMmo.
6.3 Cpox na rognocr

2 COIUHH.

6.4 ChneunaaHH yCNOBHSR HA ChXpaHeHHe
Ha ce cpxpaHaBa npu Temnepatypa nog 235 °C.
Ja ce cexpaHaBa B OPHTHHAIHATA OAKOBKA.

6.5 Bua H cHLABLPXAHHE HA ONIAKOBKATA

30 u 60 punMupann Tabnerkn 8 PVC/PE/PVDC/Al Onncrep, mocraseH B Al — camne winu 6e3 Al - caie,
He BcHuky BHAOBE OMAKOBKW MOTaT Aa ObAAT MyCHATH Ha masapa.

6.6 Cheudaanu npeANa3sHH MePKH NPH H3XBLPARAHe H padora
HsaMa cnenuaiHi H3IHCKBaHHA,

HeusnomspaHHAT NPOAYKT HIH OTNAABYHHTE MaTepHaIl OT HEro TPAOBA Aa ce H3XBBPAAT B ChOTBETCTBHE
¢ MECTHHUTE H3HCKBAHHA.

7.  IIPHTEXATEN HA PAJPEHIEHHETO 3A YIIOTPEBA

STADA Arzneimittel AG
Stadastrasse 2-1861118 Bad Vilbel
['epManun

8. HOMEP(A) HA PAJPELHIEHHETO 3A YIIOTPEBA

20060218

9. TATA HA ITbPBO PAIPEIIABAHE/IMIOAHOBABAHE HA PAIPELHIEHHETO 3A
YIIOTPEBA

17.05.2006/18.11.2011

10. JAATA HA AKTYAJIU3IUPAHE HA TEKCTA

09/2016




