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1, HME HA JIEKAPCTBEHHA MPOAYKT

busoctaa 10 mg dpunmupanu rabneTku
Bisostad 10 mg film-coated tablets

| OgOBPEHUE NE uvueresrecseoreeneanecs Jonsereerrerrassarmasmsmesens

2. KAYECTBEH H KOTHYECTBEH CbhCTAB

Eana ¢unMupana tabnetka ceabpxka 10 mg Suconpononos dymapar (bisoprolol fumarate).
3a MBIHHA CNMCHK HA MIOMOIHHTE BELISCTBA BHXKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
dunmupana tabnerka.

Tabnerkure ca XbATH A0 OpaHXXeBH, KPbI/IH, ABOKHO H3MBKHANH, C RENUTEIHA YEPTA OT ABETE CTPAHH H
peneden Hannuc "BSL10" ua eanara crpaua,

4. KJIHHHYHH JAHHH
4.1 TepaneBTHYHH NOKAZAHHA

- XUNEPTOHUS, |
- XpoHHYHA cTa0uTHA CTeHOKAapAng (angina pectoris).

4.2 [Jo3upoBKA H HAYHH HA NPHIOKEHHE

busoctan ce npuiara nepopanHo.
[lo npunnun nevenuero ¢ Suconposonod pyMapat e NPOTbIKHTERHO.

[lpu BCHUKH Cydan KosaTa TPAORA Ja ce afanTHpa HRAUBHAYAIHO. [IpenoprunTenHO € JieYeHHeTo aa
3aMo4YHe ¢ HaH-HHUCKaTa Bb3MOXKHA 034, 3a HAKOH MalHeHTH € JOCTaThb4HA 1034 OT 5 mg QHEBHO.
O6wuyaitnata no03a € 10 mg 6uconpononos gpyMapat BeIHBXK JHEBHO, 4 MAKCHMAIHATA NPENOPBEYMTENHA
IOHeBHA 1034 € 20 mg AHEBHO. |

TaGnerkure Tpadea na ce npueMart cyrpus. Te TpaOBa Ra ce NPErTBINAT ¢ MANKO KONHYECTRO TEMHOCT U
He OHBa Ja ce AbBYAaT.

IHanmueHtu ¢ Hs0peyHa HENOCTATHYHOCT

[Ipu nauuesTH ¢ Texkka 6b6peyHa HEAOCTATHHHOCT, {KPEeaTHHHHOB KIHPbHC < 20 ml/min ) go3aTa He
Oupa fa npesumasa 10 mg onconpononos gymapar BeaHbK AHEBHO.Ta3u A03a MOXKE EBEHTYANTHO Aa Ce
pasaeny HaloNOBUHA.

OnuTET OT NpUIOkKeHHe Ha OHCONPONONOB (pyMapatr NpH MALHEHTH TOLI0XKEHH Ha OB0peyHa auanu3a ¢
OrpaHHy4eH, HO MOKa3Ba, Ye TOH HE Ce OTCTpAHARa NPH AHANM3ATA TaKa de, MPH TE3H MALMEHTH HE €
HEOOXOAHMO MpHEMAHE Ha JOMBIHMUTENHA 4032 CIICA AUAITH3A HIH KOPSKIUA Ha JO30BHA PEXHM.

Hayuenmu ¢ mexcka weprnodpobna HedoCmambyYHOC
[Tpu namueHT! © TekKa 4epHOAPOOHA HEAOCTATBYHOCT Ao3aTa He 6uBa Aa mpesrwasa 10 mg

OHconpononoB pymapar BeAHbK JHEBHO.




Hayuenmu 6 cmapuecka gv3pacm
OOHKHOBEHO HE ce M3HCKBa IPOMAHA B AQ3HPOBKATA. [IpenopbyuTento € TepanuaTa Aa 3anoyHe ¢ Haii-

HHCKATa Bb3MOKHA J03a.

Heua nod 12 2o0uuna ev3pacm u noOpacmeauiu

Hama negmarpuveH onut ¢ dSuconpononos PpyMapar, mopagud KOETO HETrOBaTa ynoTpeda npH Aena He
MOXKe Ja ©b1e npenopbyaHa.

IIpodviorcumenrocm Ha mepanuama

JleueHnero na TpabBa Aa ce cnupa H3BESAHEX OCOOSHO TPH MALUEHTH ¢ HCXEMHYHO 3a00/9BaHE HA
CHpUETO (BHK CRILO T. 4.4 “Crnenpanyu npeAynpexacHds H npeanasHid Mepku npu ynorpeda™). [losara
Tpa0Ba fa ce HaMaiBa 0aBHO B MPOABIDKEHHE HA CEIMHIIA, Ypes MOCTEIEHHOTO H PeAYLHPaHe
HanoJIOBHHA,

4.3 IIpoTHEROMOKA3AHHS

= CBPBX4YBCTBHTEIHOCT KbM BHCOMPONONOB ¢yMapar WM HAKOE OT MOMOLIHUTE BELIECTRA;

- OcTpa cbpAeiHa HEAOCTATHYHOCT WIH T10 BpeMe Ha eNH304H Ha AeKOMTIeHcALlA Ha ChpAeHa
HEJOCTATHYHOCT H3HCKBALY MHTPaBeHO3HA (i.v.) HHOTPOIIHA Tepalus;

= KapauoreHeH mok;

= AV bnok ot BTOpa HAH Tpera cTeneH (6e3 nelicMelixep);

= CHHIpOM Ha OOJHHSA CHHYCOB BB3€;

= CunoarpmaneH Onox;

= CumnrromathaHa Spaaykapang (¢ mo-Maiko ot 50 yxapa/MHH. NPEAH 3an0YBaHe Ha TEPAIHATA);
= CHMNTOMATHYHA XHIIOTOHHA (CHCTOMUYHO KpBbBHO Hayarade noa 100 mm Hg);

= Texka GpoHxnaiHa acTMa HIIH TEXKO XPOHHYHO OOCTPYKTHBHO MYIMOHAPHO 33800/ABaHe;

— Texka dopMa Ha nepudepHO OKNY3HBHO apTepUaHO 3abonaBaHe HIH TeXKKa GopMa HA CHHAPOM Ha
Peitno;

= MertabomutHa anyao3a;

= HenekyBan deoxpoMOLIHTOM (BHX CBIIO T, 4.4);

= KomOGuHauuure ¢ pnokTadeHHH H CYNTONPHA (BISK Cbilo T. 4.5).

4.4 CoennanHH DpeaynpexieHus H NPeANa3ZHA MEPKH OpH ynoTpeba

Hsaxon nekapcTBeHH NPOAYKTH, CBABPXKAIH OHCOTPONONOB (pyMApAT MOTAT 2 C& M3IIOJI3BAT NpH
JICYSHHETO HA XPOHHYHA ChbpAECHHA HEAOCTATHYHOCT. JleueHrHero Ha XpOHHYHA cTaOHIHA ChHpPACHHA
HEAOCTAThYHOCT TpAOBa Ja 3anouBa ¢ MOCTENICHHO THTPHPaHE Ha A03aTa U B TE3H CNy4yaH c¢ OPCANOYHTAT
JIEKAPCTREHH MPOAYKTH ChALPKALIM MO-MANIKO KOAUUECTBO OHCONpOononoB dyMapar (HanpuMep 2,5 mg).

KoMOHHaIMaTa ¢ aMHOZIapOH He ce ApenopbyBa UMallki NpeABHJ PUCKA OT KOHTPAKTHIHTETEH
ABTOMATH3BM H CMYUIEHHA B NIPOBOAHMOCTTA (IIOTHCKAHE HA KOMIICHCATOPHUTE CHMIIATHKOBH PEaKi[HH).

brsocran Tpabea aa Oble HINON3BAH C BHHMAHHE MPH

= BponxocnaspM (OpoHxuanHa actMa; 0OCTPYKTHBHH 3a00/I9BAHHA HAa AHXATETHHTE ITHTHIIA):

Iipn Oponxuanna actMa unH APYTH XpOHU4HH OOCTPYKTUBHH 3a00ABAHHA HA QUXATENHHTE ITbTHINA,

KOHTO MOTaT Ja NpHYMHAT NoAoOHU CHMIITOMH, TpA0Ba Ja ce npuiiara ¢AHOBPEMEHHO H
bporxoaunatHpaua repanus. [ToHakora, NOBKLIEHHE HA PE3HCTEHTHOCTTA HA JHXATEIHUTE MBTHINA

MOXC Jla ce MOoABH [TpH NALMEHTH ¢ aCTMA, 3aTOBA M MOKe Ja ce HANOXKH A4 ce MOBHINH 103aTa Ha Bz;, oo e
CTHMYJNaHTHTE. [IpenopbUHTENHO € MPOBEKAAHETO Ha QYHKLHOHANICH PECIIHPATOPEH TECT npe,r.[ jf(:c\%ﬁ},ﬁﬂ Mo ,.9\
3ano4yBaHe Ha JICYEHHETO. ®




- [Ipy nanneHTH, Ha KOMTO NPEACTOH NMpHAaraHe Ha o0l aHecTe3Hs, TpAOBa fa HHGOpMHUpaAT
aHecTe3nonora, ye npuemar dera-6nokep. [IpenoprbtBa ce BpeMEHHO CHpaHe NpUeMa Ha Gera 6aoxep
MOCTENEHHO NPeAH onepaluATa, 48 yaca npeH npHiaraHe Ha ynoikara;

- 3axapeH auabeT, moxaspail rojleMH (IyKTyalHH B HHBATa HA KPbBHATA 3aXap; CHMITOMHTE HA
XHNOTNTHKEMHA MOrar Aa ce Mackupart. HupaTta Ha KpbBHATa MIIOK03a TpAOBa Aa ce Mpoc/ieasaBar 1o
BpeMe Ha TepanuaTa ¢ Ouconpononos gpymapar;

=  TupeoTOKCHKO3a, ANPCHEPIUUHMTE CHMITTOME MOTaT Aa ObAAT MacKupaHu;

= [lauuentd ¢ uepHoapobOHO 3abonspaHe;

=~ CTpHUKTHO NIOCTEHE;

= Ilo BpeMe Ha AecencHOunnsKpaia tepanka. Kakro u apyrute 3-6inokepu Suconposon Moxe Aa
NOBHLIH KaKkTO YyBCTBHTEIHOCTTA KbM AlIEPreHH, Taka H TEXKECTTa Ha aHaHIaKTHYHUTE peaKLiiH.
Jleuenueto ¢ anpeHaIHH He BUHATH /1aBa OYAKBAHHSA TEpaNeBTHUEH PE3YNTAT;

= AV 650k 0T UBbpBa CTENEH;

= Awnruna Ha [lpuHuMenTan; B-61okepbT MOXKe Aa noBHIUH OPOs H NPOXBIKHTETHOCTTA HA
aHTHHATHHUTE aTakH [Py NalHEHTH ¢ anrHHa Ha [lpuanMenTtan, [lpunoxeHnero Ha B-1 cenexTHBHH
Onokepy Ha aApeHOPEHENTOPHTE € BE3IMOXKHO CAMO B clydail Ha Nekd GOpPMH M CaM0O B KOMOHHALMA C
Ba30UNATHPAll areHT;

= [lpw nepudgepHu HHPKYAATOPHE CMYILIEHMSA, MOXE Ja Ce OMAKBA YBEYaBane Ha OIJIaKBAHHATA, MO-
CHELHANTHO NPH 3anouBaHe HA TepanuATa NpH 3abongBaHng, KATO CHHApOM Ha PelfHo H HHTEpMHTEHTHO
KiayaAMKalHo;

= buconponon Tpabea aa ce npuemMa ¢ BHUMaHUE NPH NanHeHTH ¢ dpaaukapana ot 50 go 60
ylAapa/MHUHYTa HEMOCPEACTBEHO MPSAH 3aNl0YBaHE Ha TepanuATa;

= Ilpu nauneHTH ¢ PeoxpoMoriuToM (BiX Cblo T, 4.3.), Obuconmponon He GMBa Ja ce MpHIara NpeaH
NPOBEXKIAHETO HA Q-perenTopHa 6nokana;

= [lamueHTH ¢ IcopHa3uc WIH aHAMHE3a 3a MCOPHAZUC, TpAOBa Aa pHeMar SHCONPONOI CaMo CIER
BHHMATE/NHa OLEHKA Ha ChOTHOMICHHUETO PHCK/ION34.

JamouBaneTo Ha NeveHue ¢ GUCOMPOJION H3UCKBA PEOBHO MOHATOPHPAHE, 0CO0EHO B CIyYauTe Ha
JIeYcHME HA NallHeHTH B CTAPUECKA Bh3aPacT.

[TpexparasaneTo Ha TepanusaTa ¢ 6HCONPONON He TpAOBA fa ¢ MPaBH BHE3AMHO, OCBEH aK0 HE € ACHO
noKasaHo. ChIIECTBYBa PUCK OT HHPAPKT Ha MHOKAPAA H BHE3AIMTHA CMBPT, aKo NeUEeHHETO OBAE CIIPAHO
BHE3AIHO MpH NALMEHTH ¢ HCXeMHYHA 6onect Ha chpieTo. 3a nopede HHGOPMALIEA, MO OTHECETE Ce
KbM T. 4.2, “J103MpOBKa H HAYHWH Ha MPUNOXKEHHE”,

4.5 BiaumojeiicTeue ¢ JpYyru JeKapcTBeHH NPOAYKTH H ApYrd opMH HA B3arMojelcTBHE

[TpoTHBONMOKAZaHH KOMOUHALMH!

= QOnoxrtadeHuH: B-6noKepHTe MOratr Ja 3arpyAHAT KOMNEHCATOPHHTE KapAHOBACKYIAPHK peaKiHH,
KOETO MOXKe 1a I0BeAe A0 XHITOTOHHA WiH LIOK NpeaH3BHKaHH 0T ¢nokTadeHHH;

= Cynronpua: busocran ve Tpabea Ja 6p4e NpHaarad eTHOBPEMEHHO ¢ CYNITOIIPUA Thil KaTO TOBa
BOJIH IO MOBHILABAHE Ha PHCKa OT NOABA HAa BEHTPHKYJIAPHA apUTMUS;

HenpenopbuynuTeJHH KOMOHAATHH
= Kanunesu aHTaroHncTH (BepanaMui, JUATHA3EM, OENPHAK): HETAaTHBHO BIKAHHE BbPXY
KOHTPaKTHIHTETa, AaTPMO-BEHTPHKYNAPHATA NPOBOAHMOCT H KPBEBHOTO HANATAHE,

=~ llenTpanHo-AcHCTRAIM AHTHXHIIEPTEH3IUBHH JIEKAPCTBA (HANPHMEDP KNOHUAHH): NOBHINEH PHCK OT
"rebound” xHOEPTOHUA, KAKTO H [IPEKOMEPHO HAMANABAHE Ha CHPAEYHATA YECTOTA H ChpAeYHaTa
NPOBOJIHMOCT; |

-  MoHOaMHHOOKCHAA3HH HHXHOUTOPH (¢ uskmoverHe HAa MAO-B uHxuBHTOpH): 3acHiIBa
XMIIOTEH3HBHHAA eeKT Ha (3-6/I0KEpHTE, HO CHILO TaKa ¥ PHCKa OT XHIEPTCH3HBHH KPH3H.




KoMOnHanun, KOHTO TpA(BA A ce H3NON3BAT ¢ BHHMAHHE

= Knac [ anTHapuTMHYHH JiekapcTBa (HAMp. JH30NHPaMHA, XMHHANWH): eDeKThT BbPXY BPpEMETO Ha
aTpUajiHaTa NPOBOAMMOCT MOsKe 1 C& NOTEHI{HPa H Ja Cé NMOBHLIM HErATHBHUA HHOTPONEH e(eKT.
(HeoOxoauMo ¢ crpukTHO KNMWHH4YHO M EKT™ MoHHTOpHpaHe);

= Kuac IIl anTHapHTMHYHE JIeKapcTBa (HANP, aMHOTAPOH): e(ekThT BbPXY BPEMETO Ha aTpHANIHA
IPOBOAHMOCT MOKe Jia & MOTEHIHNPA;

=~ Kanauueeu aHTaroHucTH {ANXHAPONHPAAHHOBH NIPOHU3BOAHM, KATO HUGEAUNHH); IOBHIIEH PHCK OT
XUNOTOHHA. [IpH narueHTH ¢ NaTeHTHA CHPASUHA HEROCTATHYHOCT, CHIBTCTBALLOTO JieueHHe ¢ B-6nokepu
MOJXKeE [1a AOBEAS 10 ChPACYHA HEAOCTATHLYHOCT;

= IlapacHMNaTHKOMHMETHYHH JICKAPCTBA (BKJI. TAKPHH H rajJlaHTaMHH): BpeMEeTO Ha aTpHO-
BEHTPHKY/IApHA NPOBOAHMOCT MOXE Aa CE MOBHINH;

= Jdpyru B-610kepu, BKJI. KalKH 3@ OMH - WMAT aAUTHBEH e(eKT;

= HHcynuH M nepopanay aHTHAXMAOETHH NEKAPCTBEH NPOAYKTH: 3aCHICH XHITOTJIHKEMHYEH €(EKT.
bnokupanero Ha -aapeHopeLenTOPHTE MOXe Ja MACKHPA CHMNTOMHTE Ha XMIIOTIHKEMHUS;

~ AmnecrerHuu: CMmek4apaHe Ha pedIeKTOpHATa TAXHKApAHA 4 MIOBHHISH PHCK OT XHNOTOHHS,

= [Ipoasmxasanero Ha [3-OnokafaTa HAMandBa PUCKA OT APUTMHA 1O BPpEME Ha HHAYKIHATA 1
HHTYOanuaATa. AHecTe3HONMOrsT TpAOBa 1a € HHOPMHUPaH, Ye TIALMEHTHT NpHeMa GHconpono;

— JHUruTanucoBd rMUKO3ZHAM: HAMANABAHE Ha ChPACYHATA YECTOTa, YBEAHYABAaHE HA BPEMETO HA aTpHO-
BECHTPHKY/IApHA IIPOBOAHMOCT;

=  EprotaMuHOBH NpOW3BOJHM: BIOIIABAHE HA NepUQEPHUTE LHPKYIATOPHHA HAPYIICHNA;

~ beTa-cHMNaroMuMeTHIH: KOMOHHALHATA ¢ OHCONPONON MOXe 13 HAMaH eeKTHTE H Ha ABaTa
NPOAYKTA,

=  CHMIaTHKOMHMETHYHH eKAPCTBEHH POAYKTH, KOHTO aKTHBHpAT GeTa- u anda-
aJpeHopenenTopyuTe: kOMOHHaMATA ¢ OHCONPOJION MOXKE Ja NoBee A0 NOBHIIABAHE HA KPBBHOTO
HAJIAraHe;

= EaxoBpeMeHHOTO NpuioKeHHe C APYTH AHTHXHIEPTEH3UBHH CPEACTBA, KAKTO H € JIEKapCTBa 3a
KOUTO € H3BECTHO Y€ NOHHKABAT KPBBHOTO HANATaHe, MOXKE Ja YBE/HYH PHCKA OT XHIIOTOHHA,

= Mosxe fia ca HeoOXxoNHMU MO-BUCOKH A03H ennHedPHH 3a JISYSHHETO Ha aJIePriuiyHH peaKkiu;

= TpHOHKIH4YHH aHTHACOpecaHTH, OapOUTYpaTH, deHOTHA3HHH, KAKTO H APYTH aHTHXHIIEPTCH3IHBHH
JIEKapCTBa: 3aCHIEH XUIIOTEH3UBEH e(eKT;

= Baknoden: nopHilleHa aHTUXHNIEPTEH3IHBHA AKTHBHOCT;

= Hon cuabpxatan KOHTPACTHY JEKAPCTBEHH NPOAYKTH: B-GlokepHTe MOraT 3aTpyAHAT
KOMIICHCATOPHHTE KApAHOBAaCKYNapHH PEAKLHH, KOSTO MOXE Aa JOBeae N0 XUIIOTOHHA HIIH MWIOK
MPEAH3BHKAH OT HOI ChABPKAINH KOHTPACTHH JIEKAPCTBEHH MMPOAYKTH;

=~ Hecreponanu npoTHBORB3NANMTEIHY JEKAPCTBEHU [IPOAYKTH: NMOHHXKEH aHTHXMIIEPTEH3UBEH edeKT
(rrxubHpaHe Ha Ba3OAMIIATHPALIHA TPOCTArNIAHANH OT HECTEPOHAHHTE IPOTHBOBL3NIANHTENHH JIEKapCTBa
H 33[IpBXKKa Ha BOJIa M HATpUil NIPpK MHUPA30NOHOBHTE HECTEPOHIHHTE MPOTHBOBBANIANHTEIHH ICKAPCTBA). |

KomOnHAAH, KOHTO TpabBa 3 ce OOMHUCIAT

= Me¢gnokBuH: IOBHLIEH pHCK OT OpaAHKapIHs;

= KopriukocTepouau: NOHIKEH aHTHXUNEPTCH3UBEH eeKT MopalH 3aAbpkaHe Ha BoJla H HaTpHii;

=  PudaMOHuHH: BB3MOKHO € JIEKO CKbCABAHE HA [TONYXXKHBOTA Ha OHCOTPONON NOpaaH HHAYKIIUS Ha
YEpHOAPOOHHTE NekapcTBO-MeTabo3upanid eH3umu. Ilo npuHmMn He ¢ HEOOXOAHMMO aNaANITHPAHE HA
posara.

4.6 Geprunurer, GpeMeHHOCT H KEPMEHe
bpemennocm
buzoctan WMa gapmakonoruysn ACHCTBHA, KOUTO MOTAT Ja NPeAU3BHKAT YBpEeKAalIK NeHCTBH 5 _3@5 i

¥

OpeMeHHOCTTa H/WIN BBPXY mNoaa/noBopoaeHoro. [To npunnun, B-aapenopenentopHure 610 pp{} ,,,,..---.._ .

HaMaJIAear [UIaUeHTHATa Nepdy3ns, KOeTO MOXe J1a HMa BPb3Ka Che 3a0aBAHETO Ha PacTex



BLTPEMaTOYHa CMBPT, A0OpT MK NpekACBpeMeHHO paxaane. HexxenaHH nekapcTBeHH peakiHH (Harmp.
XHNOrMHKEeMHA, OpagHKkapAKra) MOraT Ja ¢ MOABAT MPH MA0Aa H HOBOPOJAEHOTO. AKO € HeoOXoauMo
neuenue ¢ B-anpeHopenienTopHH O0KepH, 31~ celeKTHBHHTE aApeHOPELIENTOPHHTE OIOKePH ca 34
[peAMnoOYHTaHE. -

bu3zocran He OMBa Aa ce 3MON3BA 1O BpeMe Ha OpeMEHHOCTTA, OCBEH aKO HE € ACHO HeoOXxoanumo. AKo
NEYEHHETO ¢ OHCOMPONON ce CUNTA 32 HEOOXOANMO, MATOUHO-LIALIEHTHHA KPEBOTOK H PacTeXa Ha IUIOAA
Tpabea ObAAT Npocnendsanu. B cnyuali Ha yepexaaim ekt BopXy GpeMeHHOCTTA HITH MICAS, TPAGBa
na ce 0OMHCIH anTepHaTHBHO sedueHHe. HopoponenuTte TpaGea Aa ce HabMoAaBaT CTPHKTHO.
CHMITOMHTE HA XHIOTTHKeMHA U OpaguKapaus Mo MPHHLKUIL, C¢ O4aKBaT Npe3 MbPBHTE TPH KHH.

Kvpmene
He e H3BECTHO JautH TO3H NEKAPCTBEH NPOAYKT CE EKCKPETHPA ¢ KbPMATa. 3aTOBA, KbPMEHETO He €
NPEeNnoPLYUTENHO [0 BPEME Ha NPUNIOKEHHE Ha Grconpono.

4.7 Banaane BLPXy cnocofHocTTa 33 IodHpaHe A pabora ¢ MalIHHA

[Tpu npoy4ysaHe ¢ NAHEHTH ¢ HCXEMHYHA OOMecT Ha ChPLETO, GHCOTIPONON He BIIOMIABA CIIOCOGHOCTTA 32
mwogpupane. Boiipexn ToBa, nopagy HHAUBUAYATHHTE BAPHALHH Ha PEaKLHUTE KbM JIEKAPCTBEHHS
MPOAYKT, CHOCOOHOCTTA 3a I0QUPaHE HA NPEBO3HO CPEJCTBO H paboTa C MaIMHH MOXeE fa e BJIOUIH.
Tosa Tpa08a Aa ce uMa npeaBHA, 0coOCHO MPH 3ano4yBaHe HAa TEPANHATA H MPH [IPOMAHA HA JICYECHHETO,
KAKTO H IpHU yrnorpeba Ha afIKOXOJI.

4.8 Hexenanu JeKapcTBeHH peaKiliHH

JloknaaBannTe HeXENaHH JIeKapCTBEHH PEaKIMK, MOTAT [0 TIPHHIIMI JA C€ OTAAAaT Ha
¢rapMakoIOrHUHHTE CBOMCTBA HA B-ONMOKMpalHTe TEKAPCTRA.

B TO3H pasjien HexxeNnaHUTe JEKAPCTBEHH PEaKIHH ca H3OpOeHH B HIH3XOAMAIL PeJ CIOPE], TAXHATA
gyectoTa: Yectu (>1/100 po <1/10), Heuectu (>1/1 000 mo <1/100), Peaxu (=1/10 000 go <1/1 000),
Muoro peaxs (<1/10,000)

IlcuxXH4BH HAPYIHICHHS:
HeuecTH:HapymieHue Ha CbHA, ACNpecHd;
Penku: KOuIMapH, XanQ1HHALIHH,

HapyuteHns Ha HePBHATA CHCTEMA:
YectTu: YMopa, H3TOIEHHE, 3aMAagHOCT*, IIABOOONHE* H CBETOBLPTEK;
Peaxu: CHHKOIL

Hapyuieaus Ha otUHTE:
Penku: HAMaNEHO Ch30TeYEHHE (A C€ HMA NPSABHA MPH MAIHEHTH HOCEILIH JISLIK);
MHOro peAKH: KOHIOHKTHBHT.

HapymieHust Ha yX0TO B aabupunra:
Peaxu: napyleHHs Ha ciyxa.

Copaedn HapyumeHns:
Heuecru: bpanukapaus, Hapymenus Ha AV npoeoauMoctTa (3a6apena AV-IpoBoAMMOCT HIH
BIOLIABAHE Ha CBINECTBYBalll AV-0M0K), BIOIIABAHE HA CHPACYHA HEAOCTATBYHOCT.

CLAOBH HApYIICHHSA;
Yectu:Yceuane 3a cTya MJIH M3TpbIIBaHe HA Kpalinuiite, Gonect Ha Peltro, Bnomaesase Ra

ChILECTRBYBALIO HHTEPMHTEHTHO KIAyAHKALHO, XHNOTOHHA,
HevecTH: 0pTOCTATHYHA XHITOTOHMUS.




PecnupaTopHH, rPbAHH H MEAHACTHHAAHHA HAPYIICHHHA!

Hevectu: bpoHxocnassM IpH nauyeHTH ¢ OpOHXHANHA aCTMA MITH aHaMHe3a 3a 0OCTPYKTHBHO
3ab0NsBAHE Ha MHXATS/MHHTE MBTHINA;

Peaku: anepravycH pUHHT.

CTOMAMIHO-YPEBHH HAPYIIEHHA:
YHectu: ragere, moppelaHe, AUapHa, KOpeMHAa 60Ka H KOHCTHIAINSA .

XenaToOHIHAPHH HAPYIIEHHSN:
Peaxu: xenaTHr.

HapymieHHA Ba KOXKATA H DOAKOXKHATE THKAN:

- Peaxu: peaknuu Ha cBpBX4YBCTBUTENHOCT (ChpOeK, 3auepBaBaHe, 0OpHB)

MHoro peaxu: fi-6roxHpamuTe fekapcTsa MOTaT A3 NPOBOKHUPAT HAH BJIOWIAT MCOPHA3NC HIIH fa
HHIYLHPAT ncopuasuc noaobexn oopus, anomneLm.

HapyiieHHA Ha MYCKY/IHO~CKE/JICTHATA CHCTEMA H Che/[HHUTENHATA THKAH:
HeuecTH: MyckyiHa cnaboCcT ¥ KpaMITH, apTPOIIATHA.

HapyweHHst Ha BB3NPOH3BOAUTE/IHATA CHCTEMA H IbPXATAS
Peaxu: HapylieHHe Ha NOTEHTHOCTTA.

O06wn HapymeHAs:
Yectu: ymopa*;
Hedecru: acTenus.

HacneaBanna:

Peaxu:yBennuyeny HuBa Ha YepHOApoOHuTe eH3UMH (ALAT, ASAT), yBenuueH HUBa Ha TPULAHLECPHAH,
XUMOTJTHKEMHA, NOosABA HA AHTHHYKIICAPHU SHTHTENA M PAAKO Cpelllallii ce KIHHHYHH CHMITTOMH, KaTo
lupus cMHApPOM, KONTO H34E3BAT [IPH NMPEKPATABAHE HA ICYEHUETO.

*Te3an CHMIITOMH c¢ HOABABAT 0COOEHO B HAMATIOTO Ha TEPANHATA, KATO OOHKHOBEHO CC CMEKYaBaT H
YeCTO H3UYE3BAT B MPOABJIKEHHE Ha 1-2 ceaMUIH.

CrobmaBane Ha MOAQ3UPAHH HEKCIAHH PeaKLHy
Cro0LIABAHETO HA MOAO3WPAHH HEXEAHW PeaKiRK ClIell paspelliaBase 33 ynoTpela Ha NeKapCcTBeHUA

NpoAYKT € BakHO. ToBa nO3BONABa Aa MPOAB/DKH HAOMIOAEHHETO HA CHOTHOLICHUETO MONI3a/PHCK 38
JNeKapcTBeHud npoaykT. OT MEIHUIHHCKUTE CICHHAMHCTH ¢€ H3MCKBA Aa ChoOLIaBAT BCAKA I10/{03HpaHa
HEKeNnaHa peakiud upes:

H3mbaHUTENHA areHIUA 10 JICKapCTBaTA

yi. ,JlamsH I'pyes™ Ne 8

1303 Codus

Ten.: +339 2 83903417

yebcalit: www.bda.bg

4.9 Ilpenozmpane
CHMIITOMM Y JIeueHHe Ha NpEeJo3HpPaHETO

Haii-yecTTe OvaKkBaHH CHMIITOMH NMPU Npeao3upane ¢ Ouconponon ca: 6paauxkapaus, XHHOTGHHEI/-——-::;?:'x_
r : £ o
OpoHxocnazsM, 0CTpa ChPACYHA HEAOCTATHYHOCT, CMYHICHHS B [[POBOAMMOCTTA H mnomnxemng,{; Wil Ky
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B cny4ail Ha npeno3vpaHe, TepanuaTa ¢ OHcomnponon TpaGna a ce PEKPaTH H Aa ¢¢ TIPOBEAES
CIIOMaraTe/IHO H CHMIITOMAaTHYHO JiedyeHHe. Tpg6Ba fa ce npefoTspaTi pe3opbuua Ha Ouconpoon B
racTpo-HHTECTHHANHHA TPAKT; Ype3 NpHAaraHe Ha CTOMallIHA MPOMHBKA, HJIM NpHeMaHe Ha ajcopbeHTH
(aKTHBEH BBIIICH) M JIAKCaTHBEH NpoAyKT (HaTpueB cyndar). Jlumanero tpabea ga 6b1¢ MOHHTOPHPAHO H
ako € HeoOxoquMo TpaGBa Na ce 3an04He M3KYCTBEHO AMinaHe. bpoHxocnasMbT Tpabra na 6nae
KyTIHpaH, ¢ OpOHXOAMNaTHPAIA Tepalus, TPUIaraHe Ha H3OMPEeHUIHH HIH [J2-CHMNATHKOMHMETHYHH
JCKAPCTBEHH NpoAYKTH. Kapauo-packynapHHTe yenoxHeHHA TpadBa aa 6baaT nekypaHd
cHMnToMaru4uHo. [Ipy AV-6nok (Bropa vNH Tpera crenen) € HeoOXOHMO BHHMATENIHO MOHHTOPHpPAHE H
JIEMEHHE C H3ONMpEeHATHHOBA HHY3HS HIM BBBEXAHE HA TPAHCBEHOSCH ChpAcUEH meficMeNKbp.
bpaauxapauara tpabsa na Obae NekyraHa ¢ IpUiaraHe Ha aTponuH (WM M-methyl-atropine) BeHO3HO.
XUIIOTOHUA WIH LIOK TPAOBA Aa GhAarT JieKyBaHH ¢ MpHIaraHe Ha M1a3M03aMeCTHTEH H Ba3ONPECOpH.

XHNOrAHKEMHATA TPAOBa fa ObJe JeKyBaHA ¢ HHTPABSHO3HO [IPHJIOKEHHE HA FAIOKO34.
buconponon B MHOro MaJika CTeneH ce OTCTPAHABA Ype3 AHATH3E.

5. ®OAPMAKOJIOTHYHH CBOUCTBA

3.1 dapMakogHHAMHYHH cBolicTBA

dapMakoTepaneBTHYHA I'pyna
Cenexrupe ;-6nokupauny arent, ATC kox: C07 AB(O7

MexaHH3bM Ha JieHCTBHE
buzocran e cuneH, BACOKO B-ceNekTHBeH- aipeHopeLenTop 6I0KAPALL areHT JIMIIEH 0T BhTpeLiHa

CUMITATHKOMHMETHYHA aKTHBHOCT. KakTo mpu Apyrure 3- ORoKHpallld areHTH, HAYMHA Ha AelfcTBHEe MpH
XHIIEPTOHHA € Heu3ACHeH. Bce nak, e AcHO 4e GHconponos noaquepTaHo NOTHCKA IUIa3MEeHATa aKTHBHOCT
Ha pEeHHHA.

[ipu maumeHTH cbe CTEHOKapAuA GaoKHpaHeTo Ha B-peuenTopure HAMalABa ChPACYHATA Y€CTOTA H
KOHTPAaKTHIHTET ROAEIIO A0 HAMaJlcHHEe HA MHOKAPAHATA KOHCYMAIHA Ha KUCJIOPON,

busocraa npurekasa MoaobHa HA NMPONPAHOION AOKATHO aHECTe3Hpalila AKTHBHOCT.

busoctan npuTexkapa MHOTO crab apuHHTET KbM B2- penenTopHTe Ha IMIaAKaTa MyCKYIarypa Ha
OpoHxuTE U CBAOBETE H KBbM [32- pelienTopuTe Ha METaGONMTHATA perynayus

5.2 dapMakoOKHHETHYHM CBolicTBA

AGcopbuns
busocraa ce abcopOHpa NOUTH HAMBIHO OT racTPO-HHTECTHHANHHAT TpakT. [TopagH MHOTO MaNKHAT
edexT Ha first pass npe3 YepHHa ApoO, TOBA BOAH 0 BUCOKA GHOHAAHYHOCT OT NpUOAN3ATERHO 90%.

Pasznpenenenne
Cebp3BaHeTo Ha OHCOMPONOJI C IUIA3MEHUTE NPOTeHHH € 0KoNo 30 Yo. OOeMbT Ha pasnpeaeneHne e 3,5
I/kg. ToTanHUAT KIMpBHC € NpHOAusHTeNHO 15 I/h.

buorpaschopmanus
BpeMeTto Ha niazMeHO nonyenuMuHupane ¢ 10-12 vaca ocurypsapamo 24 yacopa epukacHOCT Clief
eIHOKpaTHa AHEBHA [103a.

EnxamMuanupane
Buzocran ce ekckpeTHpa OT OpraHusmMa, upes xpa merd, 50% ce merabonusHpar B 4epHHA Ipod B
HEaKTUBHH MeTabONUTH, KOUTO ce enuMuHMpar upes 6b6peunte. Ocrananute 50% ce enmug
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uepHHA Apol B elHaKBA CTEMEH, HE Ce H3UCKBA aJanTHpaHe HA 03aTa 3a MAallHeHTH C YBPEACHa
uepHOApoOHa (yHKIMA win OBOpedHa HeFOCTATEYHOCT.

JInueliROoCT/HENMAEHHOCT
bH3ocTan npuTekapa NMiHeHa, BH3PACTOBO HE3ABHCHMA KHHETHKA.

[1pu nangeHTy ¢ XpoHuyHa chpacuHa HegocTaTkuHoCT (111 pyrxkuHoHaneH knac no NYHA), nnazmenute
HHBa Ha OHCONpPOOA ca M0-BHCOKM B CpaBHEHHE ¢ Te3H MpH 3ApaBH 1o06poBoiiM. MakcuMalna niaasMeHa
KOHIEHTpaLya npu “steady state” e 64 + 21 ng/ml npu guesHa 8o3a oT 10 mg, a NIA3MEHUAT MOMYXKHBOT
e 17 £ 5 qaca.

5.3 IlpeaxkjHHHYHEHM JAHHH 33 Ge3onacHoCT

[IpenknHHHYHUTE JaHHK 32 HE30NMacHOCT He MOKA3BAT cNelHAIHH pHCKOBe TIpH Xopa, GasHpaiiky ce Ha
obmonpueTuTe PapMakoJOrHIHH H3CAEABAHNA 3a 6€30MacHOCT, TOKCHYHOCT IIPH MHOTOKPATHO
NPHIAraHe, FeHOTOKCHYHOCT MM KAHLEPOreHHOCT.,

[TonobHo Ha ApyruTe B-610KepH, Suconpoaon NpeaH3BHKBA TOKCHIHOCT MpH OpeMeHHH (HaMaABaHe Ha
NIpHEMa Ha XpaHa U TENEecHOTO Terno) H eMopuo/derania TOKCHHHOCT (HaManABaHe Ha pe3opiuuara W
TENECHOTO TErNO NMPH HOBOPOJAEHH; 3a6aBeH0 PUIHYECKOTO pa3BHTHE) NPH NTpHEMaHe BbB BUCOKH JO3H HO
HE € TePaTOreHeH.

6. PAPMAINIEBTHYHH JTAHHH
6.1 CnuchbK HA DIOMOILIHATE BellecTBA
Aapo:

MukpokpucTanHa nenyno3a

Kanuues xunporen ¢ochar
[TpexxenaTHHH3HPAHO LAPSBUYHO HUIIECTE
Kpocnopuaox

Cunuuees JHokcus, KojiouaeH Oe3BojeH
Marnesues creapar

Ob6ruska:

XunpoMenosa

Maxkporon 400

Turanos guokcuy (E171)
Kenesen okcug xuat (E172)
Xenesen okena uepsen (E172)
6.2 HecnBMecTHMOCTH

Henpunoxumo.

6.3 Cpox sa roguocrt

2 TOMHH.

6.4 Coennannu yc/toBHSA HA ChXpaneHHe
Ja ce cexpaHABa pu Temneparypa noa 25 °C.

Ha ce cpXpaHABa B OpHIHHAMHATA OMAKOBKA.

6.5 BHA M cChABLPKAHMHE HA ONIAKOBKATA




30 u 60 dpwmupanu Tabnerkn B PVC/PE/PVDC/Al 6muctep, noctased B Al — catme unu 6e3 Al - caine.

He BcHuku BUAOBE OMAKOBKH MOraT Ja ObJaT MyCHATH Ha masapa.
6.6 CnennajHr npeAna3HH MepKH IPH H3XBLPJASHE H padoTa

Hsma cnenHaiHU H3IUCKBAH KA,

HeusnonspaHuAT NpOAYKT HAHM OTNAZBYHHTE MATEPHAIH OT HEro TpAOBAa Aa e U3XBBPNAT B ChOTBETCTBHE

C MCCTHHTC H3HCKBAHHA.

7. IIPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

STADA Arzneimittel AG
Stadastrasse 2-1861118 Bad Vilbel
["'epMmanus

8. HOMEPFP(A) HA PABPEIIEHHETO 3A YIIOTPEEBA

20060219

9. JATA HA ITBPBO PASPEHIABAHE/TIOAHOBABAHE HA PASPEHIEHUETO 3A

YIIOTPEBA

17.05.2006/18.11.2011

10. JATA HA AKTYAJIMZHPAHE HA TEKCTA

09/2016



