KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HUME HA JEKAPCTBEHHA ITPOAYKT
Kpama xapaxmepucmuss e npogyina - Npasomere

buzoramMma 5 mg dpunmupany TabneTKu KoM Pae. Ne .;29 05204%?’@

Bisogamma 5 mg film-coated tablets

2. KAYECTBEH H KOJIMYECTBEH CHCTAB

ATOOD
Beaka Tabnerka chxbpxka 5 mg 6usonpononos ¢pymapar (bisop 7

3a MBJIHKUS COMCHK HA MOMOIIHHTE BELIECTBA BIDKTE TOUKa 6.1.
3. JEKAPCTBEHA ©OPMA

dunMHpaHa tabneTka

Bneno-xuaTH GHWIMHPaHH TaONETKH ¢ eHA JieTUTeNHa YepTa (snap-tab gopma).
Tabnerkata Moxe aa b€ pa3gesncHa Ha paBHH JO3R.

4. KJHHHAYHH JAHHHU
4.1 TepaneBTHYHH NOKASAHHA

- IeY€HHE HA XHUNEPTOHHA
- TeYeHHe Ha HCxeMHYHa 6onecT Ha ChpLETo (angina pectoris)

4.2. HMo3HpoBxa H HAYHA HA NPH/IOKEHHE

LlOo3NpOoOBKa

Bw3pacTHn:

3a nBeTe MOKa3aHUA 103aTa € 5 mg OusonpononoB (yMapar BeIHBXK JHEBHO. AKO € HeOoDXOAMMO,
RO3aTa MOXe Ia ce yBeaH4yH Ha 10 mg 6M30npononoB gymMapar BeIHBK THEBHO.

MaxkcHMasHaTa npenopruHTeHa Ao3a € 2( mg BeAHBK JHEBHO.

IozaTa Tpa6Ba [a ce afanTHpa HHAMBHAYAIHO, CIIOPE] YECTOTATa Ha ITyJICa H TEPANCBTHYHHA YCTEX.

IIpodwicumennocm Ha mepanuama

[To npuHLHMI ledeHHeTo ¢ GH3ONPOIIOI € NPOAL/LKHTEIHO.

Jleuennero ¢ Gu3onponon He TpsOBa Za ce CHpa BHE3anHO, TbA KATO TOBa MOXC Aa NOBeAe N0
[IPEXOAHO BJIolIaBaHe Ha ChCTOAHHETO. OcoGeHO MpH NAlMeHTH ¢ HCXeMHYHa 60NECT Ha CBPLETO,
neyeHueTo He TpAOBa [a ce npekpaTasa BHe3anHo. IIpenope4sa ce NOCTENEHHO HAMAJIABAHE HA N103aTa.

Iayuenmu ¢ 6vbpeuna unu 4epHoOpobHA HEOOCMAMbYHOCT
pu MmalMeHTH C JIEKH A0 YMEpeHH HapyuieHHs Ha G6nOpeuHara win yepHOApoOHaTa (YHKUMA MO
MPHHLKN HE CE W3MCKBa ajanThpaHe Ha fo3aTa. [Ipu nauuedTH ¢ Texka 6bOpedHa HENOCTATHYHOCT
(kpeaTHHHHOB KIMpBHC <20 ml/min) H npW NAOMEHTH C TEXKH HapYIWICHHA Ha yepHOApoOHaTa
byHKLMA, Ce Npenopb4Ba AHeBHATa o3a oT 10 mg 6u30npononos pymMapar Aa He C¢ HA/IBHILABA.

OMUTET OT NPHAMKEHHETO Ha GH30MPONION NPH NalLMeHTH Ha OBOpeuHa Manu3a € OrpaHHYeH; BBIIPEKH
TOBA HAMA AOKA3ATENICTBO, Y€ JIO30BUA PEXXKUM TPAOBa [a ce MPOMEHH.

Ilayuenmu 6 cmapuecka évipacm
He ce u3ncKkBa agantupaHe Ha 1034T1a.




IHeouampuuna nonyaayus
JIuncBa onMT MpPH Jeua, 3aTOBA HE ce mnpenopbysa ynotpebara Ha OM30MPONON MPU NeJHaTPHYHM
NauMeHTH.

HauuH Ha npuioxkeHHe
BuszoramMa TabneTku Aa ce NMPHEMAT CYTPHH, ¢b¢ WIM Oe3 xpasa. Moxke Ja ce mormeIiaT ¢ Majko

TeYHOCT, 0e3 Ja ce CAbBKBAT.

4.3. IlIporusonoxazanug

buzonponoin € NpoTHBONOKa3aH ApPH NALMUEHTH C:

OcTpa chbpAeYHA HeAOCTATHYHOCT WIM MO BPEME HA €NMM30AM Ha JEKOMIICHCAlM% Ha CbpAeYHA
HEAOCTATHYHOCT, H3MCKBAILH 1.V. HHOTPOITHA TEpanis;

KapanoreHeH LiokK;

AV-6710K OT BTOpa HJIH TpeTa creneH (€3 neMcMeRKep);

CuHapoM Ha OOJIHHA CHHYCOB Bb3€l,

CuHoarpHaneH 010K,

CumnromariyuHa OpagukapaAus,

CUMITTOMATHYHA XUTIOTOHMA,

Texka 6poHXHaTHA aCTMA;

Texxka popMa Ha niepuepHO apTEPHATHO OKITY3HBHO 3a6019BaHe MM CHHIPOM Ha PeHHO;
Henexysau deoxpomMonmToM (BrokTe Touka 4.4);

MerabonuTHa alMa03a.

BuzoramMMma € NMPOTHBONOKA3aH MPH NMALMEHTH CbC CBPBXYYBCTBHTENIHOCT KbM AKTHBHOTO BEIICCTBO
MJTH HAKOE OT MMOMOILHUTE BellecTa, U3bpoenu B Touka 6.1.

4.4, Coenuajinm npexynpexaenns H NpeANa3HA MEPKHE HPH ynoTpeda

OcBeH akO HE € M3PHYHO MOKa3aHO, NeueHHEeTo ¢ OGu3omponon He TpadBa Ja ce IpeycTaHOBKBa
BHE3aNHO, OCOOEHO NPH NAIMEHTH ¢ UCXeMHYHA O0NecT Ha ChPLIETO, Thi KATO TOBA MOXKe 1a JOBENE 10
MPEXOJHO BJOLIABAHE HAa CHPAEHHOTO 3abonsaBaHe (BIK T.4.2).

Buzonponon Tpatea Aa ce mpwiara ¢ BHUIMaHue NPH NaLMEHTH ¢ XMIIEPTOHHS WM angina pectoris npy
CBHITBTCTBAILA CHPACYHA HEAOCTATHYHOCT.,

buzomponon TpabBa na ce npunara ¢ BHAMaHHE NpH.

6H30MposIoNT), CaMo clle] BHUMATENHO OalaHCHpaHe Ha MOJI3HTE CPelly PUCKOBETE.
Ha doHa Ha nedenueTo ¢ SH30Nponos, CMMITTOMHTE Ha THPSOTOKCHKO3a MOXKe /1a Ce Mac
[Tpu nauueHTH ¢ PeoxpomMoLUTOM, GH3ONMPONOJ CE NpHiIara camo cleli anda-peLenTopHa

3axapeH AuabeT, NoKa3Ball roneMH QUIyKTyallMd Ha HHBATa HA KPBBHATA 3axap.

CHMITTOMHMTE HA XMITOTJIUMKeMHMs (HaNp. TaxuKapAus, ChbpUeOHWCHE W M3NOTABAHE) MOXE Ja Ce
MAaCKHpar,

CTpora JHera,

no BpeMe Ha JeceHcHOWmH3upaina Tepamus. [Tono6Ho Ha ocraHanure B-OnokepH, Ousonponon
MOJKe J1a TIOBHMILIH KAKTO YYBCTBHTEJIHOCTTA KbM AllepreHH, Taka ¥ TeKECTTa Ha aHa(hHIaKTHUHHTE
peakuy. JlevyenueTo ¢ enuHePUH He BHHANH J1apa 09aKBaHMs TEpaneBTHYEH edeKT;

AV 650K OT ITBPBA CTENCH;

AHruna Ha Prinzmetal; HabmoaaBaHu ca ci1ydad Ha KOpOHApeH Basocna3zbM. Benpeku BHCOKaTa
cu GeTal-ceneKTHBHOCT, MpPH NALMEeHTHTE ¢ aHrMHa Ha Prinzmetal, npuemamy 6Gu3onposnon, He
Morar Aa 6bAaT HIKIIOMEHH TIPUCTBITH HA CTCHOKAP/IHA,

nepupepHO apTepHaIHO oKIy3HBHO 3abondsaHe. Moxe ga ce HaOmoaaBa 3acwiBaHe Ha
OIUIaKBaHHUATA, 0COOCHO B HAUAIOTO Ha TepanuATa.




[Ipd NauMeHTH, NOLIOKEHH Ha o0Hia aHecTe3Ws, aHeCTe3HoONorsT TpAdBa na 6bae yBenoMeH 3a B-
6mokanaTta. AkO € HeoOXOQHMMO TNpeyCTaHOBABAHE Ha JedyeHHeTo ¢ B-Onokep nmpeau XHpypruvsa
onepais, TO TpAOBa Ja cTaHe TIOCTENEHHO M 8 NPUKTIOUH 48 4aca Npeid aHeCTe3UATa.

Brnpeku 4e kapauvocenexktusHure (6eta 1) Gera-Giokepw Morar na uMat no-cnab® edext BBPXY
GenoapobraTta QYHKLMA, OTKOJKOTO HeceAekTHBHMTE Oera-OnoxepH, KakTo BCHMukM Oera-Ookepw,
M3M0N3BAHETO MM CBHIO TpaOBa Oa ce W30ArBa NpH MAUMEHTH ¢ OOCTPYKTHBHH 3abonsBaHHS Ha
AUXATESTHUTE ITHTHILA, OCBEH aKO He ChIIeCTBYBAT YOeAMTE/IHH KIMHHYHHU NPHYHHH 3a ynoTpebara uM.
AKO TaKHBa NPHYKMHH CBIIECTBYBAT, bH30raMMa MOXe [1a ¢€ H3I0JI3Ba ¢ MOBHIIIEHO BHHMaHKe.

[TpenopnuBa ce eAHOBPEMEHHO NPHIOKEHUE Ha OpOHXOAHNATHpAIlIA TepanHs NpH OpoHXHaiHa acTMa
WIM Jpyro XpoHH49HO obcTpykTHBHO 6enonpobHo 3abonssane, KOeTO MOXKE Aa MPHYMHH CHMITTOMH,
[ToHsxora, NPH NALHEHTH C ACTMa MOXKe A CE MOABH MNOBUILECHHUE HA PE3HCTEHTHOCTTA HA IHXATETHHTE
MHTHILA, 3aTOBa MOXKE JIa C€ HAJIOXKH YBETHYaBaHe Ha A03aTa Ha Dy-cuMynaHTHTE.

4.5. BiammopeilicTBHe ¢ APYIR JieKapcTBeHH NPOAYKTH K APYrd GOpMHE Ha B3aHMoOAcHCTBHE

HempenopbuuTeHH KOMOHHAIIMH
KanuueBH aHTaroHHCTH OT IpyriaTa Ha BEpanaMil H B [I0-MAJIKa CTENEH OT rpyrnara Ha JMITUA3EM:

HEraTHBHO BIIHAHHE HA KOHTPAKTHIHOCTTA M ATPHO-BEHTPUKYJ1apHaTa NPOBOAKUMOCT. UHTpaBeHO3HOTO
MpUIOXKEHHe Ha BepanaMui IpH NaLMEHTH, JIEKYyBaHM ¢ [-OnokepH, Moxe Aa JoBede OO0 TEXKKa
XHMIOTOHHA H aTPUOBEHTPHKYNapeH OJ0K.

AHTHXHIIEPTEH3UBHH JICKAPCTBEHH CPENCTBA ¢ LCHTPAIHO ACHCTBHE (Hamp. KIOHHAHH, METHIAONA,
MOKCOHMAUH, PWIMEHHIHH):

EnHoBpeMeHHaTa ynorpeba ¢ aHTMXHIMEPTEH3MBHH JIEKAPCTBEHH CpeACTBAa ¢ LICHTPATHO IEHCTBHE
MOXE 8 JNOBeAe J0 HaMa/dBaHe Ha CHPACYHATA YECTOTA M KalalMTeT, a OTTaM - J0 BasOAWIaTaALMA.
BHe3anHoTO NpeycTaHOBABAHE HA IEYCHHETO MOXKE a4 YBEAHYHU PUCKA OT ,,pedayH] XHUNepTOHHA .

KoMOuHaumMu, KOUTO Tpadea fa ce U3NOA3BAT ¢ BHHUMAaHHE

KaniiyeBH aHTaroHHCTH OT AHXHAPOIMUPUAHHOB THI {Hanp. HAQeaunuH): EqHoBpeMeHHaTa ynorpeba
MOJKE [1a VBEJIHYHM PHCKA OT XMNOTOHMSA, KAKTO H HE € H3KII09€H M NO-TOJIAM PHCK OT ROMBJAHUTENHO
BJIOIIABAHE HA BEHTPHUKYNapHaTa QYHKUMA MPKH NALMEHTH CbC ChPASUHA HEJOCTATHYHOCT.

Knac 1 aHTHapWTMHYHH JIEKADCTBEHM TNPOAYKTH (Hamp. AW3ONHpAMMI, JMIOKAHH, (PEHHUTOHH,
dnexkaunya, nponapeHOH, XHHHAUH): ePeKTbT BbpPXY BpPEMETO HA ATPHO-BEHTPHKYJIapHATA
MPOBOAHMOCT MOXeE J1a Ce MOTEHIMPAa K a C€ MOBUIIK HEMaTHBHHA HHOTPOIIEH €(eKT.

Knac Il aHTHApHTMHYHH JIEKAPCTBEHHM MPOAYKTa (Hanp. aMuoJapoH): epeKThT BBPXY BPEMETO Ha
aTPUO-BEHTPHKYNAPHATA [TPOBOAWMOCT MOXE J1a c€ NMOTEeHLHpa.

ITapacuMNaTHKOMHMETHYHH JIEKapCTBeHH MpoAykTH: EaHoBpeMeHHaTa ynorpeba Moxe Ja yBEnHYH
BpeMETO Ha aTPHO-BEHTPHKYJIapHaTa MPOBOAHMOCT, KAKTO M pUCKa oT Opaguxkapaus.

3-Os10KepH ¢ JIOKATHO NpUIoXkKeHHEe (HAlp. KallKH 32 049M 34 JICHCHHUE HA rNaykoma): MOraT Aa 3aCHiAr
edexra Ha Ou3OnponON.

Hucynun u nepopanHy aHTHANAOETHH NEKAPCTBCHHU MPOAYKTH: 3aCHIBaHE €(DEKTa HA HAMA/IABAHE Ha
KpbBHATa 3axap; OnokupaHero Ha [-aapeHOpEeUENTOPHTE MOXE [a MacKHpa CHMITTOMHTE Ha
XHTIOTJIHKEMHUS.

(noseuye uHGOpMalLlHA 3a 00111a aHecTe3HA, BHXK T.4.4).

Hurutanucory rauxo3uau: OcobeHo npH ysenHuaBaHe Ha BPEMETO Ha aTPHO-BEHTPHUKY
NPOBOAHMOCT, C KOETO ce 3a0aBg Chbpe4HUA PHTEHM.




Hecteponanu nporusosb3nanaTenHu cpeacrsa (NSAIDs): Moxe Aa HAMAIAT XHNOTOHHUHHA eheKT Ha
Ou3onpono.

-cuMnaTHKOMHUMETHIH (Hamp. H3onpeHanuH, AobyramuH): KombuHaimsaTa ¢ OM30MpOIOT MOXKE Ja
HaMalli ACACTBHETO H HA JIBETE CPEACTRA.

CHMNaTOMKBMETHLIH, AKTHBHPAILH KAKTO P- TaKa U a-aqpeHOPELEITTOPH:
KombuHauuara ¢ OM30Mponos MoXe Ja AoBeJe A0 yBeJHYaBaHe Ha KPbBHOTO HarArade. Cmsra ce, ye
TAKOBA B3aHMOJCHCTBHE CE MojTyuaBa o-CKOpo ¢ HecelleKTHBHH [-0i0KkepH.

EnHospeMeHHaTa ynorpeda ¢ aHTHXHIICPTEH3UBHH JIEKAPCTBEHH CPEACTBA, KAKTO U C APYI'H NPOAYKTH,
KOHTO MMAT MOTEHUHAT 34 HAMA/IABAHE Ha KPBBHOTO HansdraHe (TPHMUMIJIMYHA AHTHACINPECAHTH,
OapOHTYpaTH, PEHOTHA3HHH) MOXKE Ja YBEJIMYH PHCKA OT XUIOTOHHA.

KoMOHHa1mi, KoHTO TpAOBa 1a ce oOMuUCIAT
MehnokHH: NOBHILIEH PHCK OT OpagHKapAHs.

4.6. Pepraanter, OPpeMEeHHOCT H KbpMEHE

bpeMeHHOCT
Buzonponon uMa papMakonOrdyHd AeHCTBHS, KOWTO MOTrar ja NMPEAM3BHKAT YBpeXAalld epexTd

BEPXY OpeMeHHOCTTA W/Wiu BBpxy [wiofa/HoopoaeHoro. [lo mpuHimn, fB-agpeHOpeLenTOpHHTE
Osi0kepH HaMangBaT IUIALICHTHAT2 Nepy3us, KOATO MOXKE Ja C€ CBbPXkKE ChC 3a0aBsHE Ha pacrexa,
BHTPEMATOYHA CMBPT, aBOpPT H NMpEexKACBPEMEHHO paXKaHe.

Hexenanute JEKapCTBEHH peakuMH (Harp. XHOOTNIHKEMHS U Opaaukapaus) Morar ia ce TOABAT npu
IUI0g4 M HOBOPOAEHOTO. AKO € HeoOXOOHMMO JIEHCHHE ¢ [-aapeHOopeuernTopHd Oiokepd, 3a
NpeANnOYHTAHE ¢a Pi-CENEKTHBHH aAPEeHOPEHETTOPHH OIIOKEPH.

BusoramMa He TpaOBa Aa ce U3MON3Ba NO BpeMe Ha OPEMEHHOCT, OCBEH aKO HE € U3PHYHO IMOKA3aHO.
AKO jledeHHEeTO ¢ OU30MPOJION ce CYMTa 3a HeoOXoauMo, TpabBa fa ce HabmoaaBa MATOYHOIUIALCHTHHA
KPBBOTOK H pacTexka Ha ruoza. B ciyuau Ha yspexaaiu edexTH BbpXy OpeMEHHOCTTa WIH IUI0JA,
TpaOBa Aa ce 0OMUCIM anTepHaTUBHO JedeHne. HoBopoaeHure TpadBa Aa ce HabMoaasaT CTPHKTHO.
CHMIITOMM Ha XMIIOTJIMKeMHKs U OpauKapaus, O OpHHLUII CE€ OUaKBAT Mpe3 MbPBUTE TPH JHH.

KupMeHe
Hama nannuu nanu 6M300poNos ce eKCKpEeTHpa B KbPMAaTa, KAKTO Y 3a BB3JAEeHCTBHETO Ha Ou3onponon
BepXY OefeTa. 3aTOBa KEPMEHETO HE € MPENOPHYHTE/IHO [0 BpeMe Ha NMPUIoKeHHeTO Ha buzoramma.

4.7. Edexrn BLpXy cnocobHOoCTTA 32 Modupane H pabora ¢ MAINHANR

IIpu npoy4yBaHe ¢ MaMEHTH ¢ HCXeMHYHa OoJlecT Ha CHPLIETO, ODM30MpPOION HE BIOIABA CNOCOOHOCTTA
3a odHupaHe. Bupeku ToBa, NMopaad UHAMBHAYATHUTE PA3fIMKH B PEAKLHHTE KbM JIEKAPCTBEHMA
NPOAYKT, CMOCOOHOCTTA 32 modHpaHe Ha MPEeBO3HO CPEACTBO H paboTa ¢ MallIMHK MOXE 13 C€ BIIOILH.
Tora TpabBa na ce UMa npeBUA, OCOOEHO MPH 3a04YBaHE HA TEpAnUITa U NP NPOMAHA Ha JICUCHHUETO,
K&KTO M IpH ynoTpeda Ha anKoXoJl.

4.8. Hexenann NeKapcTBeRH peaKnHA

[To-mony ca H3MOA3BAHH CNECAHHUTE ONpEAe/ICHHA, KOHTO CE OTHACAT A0 YECTOTATA:
Yectn: (1% a0 <10%), seuectu: (=0,1% no <1%), peakn: (=0,01% no <0,1%), MHOrO peaku:
(<0,01%), ¢ Hen3BecTHA YecTOTa (OT HAJTHYHMTE BAHHHM HE MOXke Aa Obae HarpaBeHa OLICHKA).

| 2k19) Hs
Penxu: YBETHYEHH TPULACLMPHIH, YBETHYESHH CTOMHOCTH HA YePHOAPOOHHUTE €H3H

(ALAT, ASAT).

=




Hapyiiienus Ha cbpeyHaTa JEHHOCT
Heuecrtw: HapyleHus B AV-npoBOAMMOCTTA, BIIOIIABAHE HA CHLUCCTBYBAIlA ChpACYHA
HEIOCTATHYHOCT, OpaauKapu.

HapyviiteHya Ha HEpBHaTa CHCTEMA
Yectu: 3aMailisane*, rnasobosne”

Peaku: MPHIIATbLIK

HapymeHus Ha oymTe

Peaxm: HaMaJieHO ChI30TedcHHE (Aa ce HMa NpeABUI NPH NALMEHTH, H3MOoN3BallH
JICLLH)

MHoro peakH: KOHIOKTHBHT

Hapyienus Ha yxoro ¥ Jabupuyra

Penxu: HapyIIeHHS Ha CITyXa

PecnupaTopHH, FPpbAHH U MEJHACTHHANHW HAPYLICHHA

Heuecru: OpOHXOCTIA3BM ITPH NALMeHTU ¢ OpOHXHATHA acTMa WM aHaAMHe3a 3a
06CTPYKTHBHO 3a001BaHe Ha AMXATEIIHHTE ITBTHILA

Penxu: epPruieH pUHHT

CToMalIHO-YpEBHH HADYIICHHUS
Yecru: CTOMALLIHO-YPEBHM OIUIAKBAHHA, KaTO raficHe, MoBpbIlaHe, HapHs,

KOHCTHITIALHA

HapviieHHs Ha KOKaTa H NOJAKOKHATA ThKaH
Penku: peakilii Ha CBPBXYYBCTBUTENIHOCT, KATO NPYPHTYC, 3a4epBaBaHe, OOpPHUB ¥ aHTHOEAEM

MHoro penku: anonenus. f-0nokepuTe MOXe 1a MPOBOKHUPAT WK J1a BIIOLIAT NCOPHA3HC HIIH
1a HHAYLIHPAT NcopHa3zue-noaodeH oopHe

HapyuieHHs Ha MYCKY/THO~-CKENETHATA CUCTEMA M CheAHHHUTE/IHATA TEKAH
Hevectn: MYCKYNHa ¢n1abocT, MyCKYJ/IHH CI1a3MH

CBhAOBH HapYILIEHHUA
YeceTn: yCElaHe 3a CTYA WNM U3TPBIBAHE Ha KpallHULIHTE,

Heyectn: XUMOTOHUSA

O61uM HapyiieHHs U edekTH Ha MACTOTO Ha NPUIIOKEHHE
Yecru: ymopa*

Heuectn: aCTEHHUA

XernaroOuaMapHH HapYLICHKA
Penxu: XEeIaTHT

HapviueHHs Ha BBINPOM3BOJMTE/IHATA CHCTEMa B I'bparta
Penku: HapYIUCHUA HA NOTEHTHOCTTA.

[TcuxHaTpHYHU HAPYIICHHS
Heuecn: HApYLICHHA Ha CBHA, AENPeCcHs

Penku: KOHIMapH, XamI{UHALIHK

¥k
Te3H CHMIITOMH Ce MOABABAT OCODEHO B HAYAJIOTO HA JICUCHHETO. Te ca Mo NPUHLMI 1
H39e3BaT no 1-2 ceaMHUIIM.



CroblaBane Ha OJ03UPAHN HEXKEJIaHH PEaKIINH
CpobniaBaHeTo Ha MOAO3HPAHH HEXENaHU Peaklidi cliei pa3pellaBaHe 3a yrorpeda Ha JICKapCTBEHMA

NPOAYKT € BaKHO. TOBA MO3BOJABA Ja NPOAB/DKH HaGMIOAEHHETO HA CHOTHOLICHHETO fION3a/PHCK 33
NEKAPCTBEHMA MPOAYKT. OT MEAKLIMHCKHTE CTIELMAJIMCTH C€ U3HCKBA Ja ChOOILABAT BCSiKa MOJ03UPAHA
HeXKeJIaHa PeakiHa upe3 HallMOHATHA CHCTEMA 32 ChoOlllaBaHe:

brarapuas

HManbiaHUTENHA areHuMs no jeKaperaara
yi. ,,JJamau I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

4.9. Ilpeaosnpane
CuMirroMU

Haji-yecTHTe INpH3HALM, OYaKBaHH Npu mnpenosupaHe c P-OGnoxepu ca OpaaMKapAuA, XHITOTOHHS,
OpOHXOCHA3BM, OCTPa CHPACYHA HEAOCTATHYHOCT H XHITOTIHKEMHMSL.

MMa o6mMpHa HHTEPHHAMBHAYANHA BApHAOMAHOCT B YYBCTBHTEHOCTTA KbM €IMHHYHA BHCOKA 1032
6H30MPOJION H TIALMEHTH CBC ChpACYHA HEJOCTATHYHOCT BEPOATHO €4 MHOTO YYBCTBUTEITHM.

JleueHue
[To npuHUMN, AKO HACTBHAM Npefo3upaHe, TepanuaTa ¢ Ousonponon TpAdBA Aa cnpe H Ja ce NpoBene
CIIOMAraTe/IHO H CHMIITOMATHYHO JICYEHHE.

OrpanndeHHd AaHHH MPEANOarat, 4e SH301Ipo10N ¢e OTCTPaHABA TPYAHO Upe3 AHAIN3A.
5. ®APMAKOJIOTHYHH CBOUCTBA
5.1. ®apMaKkoARHAMHYHE CBOHCTBA

dapMakoTepaneBTHUHA FpyTia: ceeKTUBEH P-0rokep.
ATC koa: CO7TABO7.

Mexauu3bM Ha nelicTeue
Buzonponos e Bi-cenekTHBEH aApeHopeLienTTopeH O/10KHpalll areHT, MULLIEH OT BTPEIIHA CTHMYIMpAIlia

CHMIIATHKOMMMETHYHA aKTMBHOCT M 0Oe3 cboTBeTHE cTrabwimzppamia MeMOpaHHA AKTHBHOCT.
[TpoayxThT HMa MHOro cnal apuHUTET KbM f2-peLienTopHTE Ha INAAKHTe MYCKYAH Ha OpOHXHTE H
ChAOBETE, KAKTO M Ha B2-penienTopure, CRLP3aHH ¢ MeTabONMTHATA perynauus. 3aToBa, [0 MPHHLIMII,
He ce 04aKkBa GH3OMPONOI A BiIMse Ha AUXATETHATA PE3SHCTEHTHOCT U P2- MEAHMpaHHTE MeTaOOIHTHH
edexru.

Bi-cenexTHBHOCTra Ha GU30MPONON € U3BBH TEPANECBTHIHHTE JO30BH IPaHHIIH.

Buzonponosn HIMa U3pa3eH HeraTUBEH HHOTPOIIEH €(eKT.

Bu30mponos AOCTHra MaKCUMMaTHHUA CH AHTHXUIEPTEH3HBEH edekT 3-4 Haca Cnell NMepopasieR NpHEM.
EAMMHHAUMOHHUAT MY AOMY>KHBOT B 1tasmata ot 10-12 gaca ocurypsasa Ha Ousorponon 24 yacosa
eHUKACHOCT, CJie] eIHOA030B HEBEH MIPHEM.

MakCHMATHHAT aHTHXHIIEPTEH3HBEH edeKT Ha OU30NPONON NO MPHHLMII C€ JOCTHIa CeA 2 CEAMHLIH.

NMOHWXKABA CBHpACUHHA JeOMT H KucaopoaHotro nmnotpebnenue. llpy XpoHUYHO
MbPBOHAYATHO MOBHILIEHATA NepudepHa pe3UCTEHTHOCT HaManaBa. Mexry apyrure, n
AKTHBHOCTTA Ha IUTA3MEHKUA PEHHH, Ce JHCKYTHPA KaTO MEXaHH3BM Ha JEHCTBHE, JIeXKaLUL
AHTHXHIEpTeH3UBHUA edexT Ha P-Onokepwre.




Upes Onokagara Ha CbpAaedHuTe [B-peuentopd  OM30MPONON IMOTHCKA  OTTOBOPA  KBM
CHMIIATOANPEHEPTHIHATA AKTHBHOCT. 1OBa NpEAU3BMKBA HaMaJEeHHE Ha ChpAEYHATA 4YECTOTa H
KOHTPaKTWIHTET K MOpaay TOBa BOAU A0 HaManeHHe Ha MHOKapAHaTa KOHCYMAaLHA Ha KHCIOPOA, KOETO
e xenaH edekT npH angina pectoris ¢ HANUYHA HCXeMHIHa DONECT Ha CHPLIETO.

5.2. OapMaKOKHHETHIHHE CBOHCTBA

A6copbiys

buzonposion ce abcopbupa noutu HarmeaHo (>90%) B racCTpPOMHTECTHHANHHMA TPAKT U NOpanH MHOTO
marikua edekt Ha first pass npe3 yepHus xpob - npubmusurenso 10%, uma abcomorHa 6MOHATHIHOCT
oT okoJio 90% cnen nepopanHo NMPHIOKEHHE.

PasnpenesneHue
O6eMsT Ha pasnpeneneHue e 3.5 I/kg. Cebpp3paHeTO Ha OH30MPONON C IUIA3MEHUTE NPOTEHHH € OKOJIO

30%.

MetaboH3bM H EIHMHHUpaHE
Buzonponon ce elMMHUHMpa OT OpraHM3Ma 4pe3 NOBa EKBHBAJICHTHH NMbTH Ha KiupnHC: 0% ce

rpaHc(pOopMHpaT B HeaKTUBHM MeTabOJIMTH B 4epHHA Apod C eKCKpeuHus Ha MeTabonuTHTe npes
6u6perure. OctaHanute 50% ce eKCKpeTHpAT HENMpOMEeHEeHH npe3 6uOpenmre. 3aTOBA MO MPHUHLMN
fuzonponon He M3WCKBA aJalTHpaHe Ha Jo03aTa NpPU MALMEHTH ¢ 4YepHOApoOHM U OBOpeuHH
G YHKIHOHANHH HAPYLICHHA C JIEKA IO YMEPEHa TEXECT.

OOnIHAT KIHPBHC Ha Mpojaykra e npubnusurenHo 15 kg,

[1nazmMeHUAT eNMMUHALIMOEEH roayxuBot € 10-12 yaca.

JIHHEMHOCT
bizonponon uMa JIHHEHHa, BR3PacTOBO-HE3aBHCHMA KHHETHKA.

5.3. TlpeaxnrAA4EA JannH 3a GezonacHocT

HexMHHYHHTE IaHHH He NMOKa3BaT 0coOEH pUCK 3a Xopa Ha H6a3ara Ha KOHBEHUHOHAITHUTE NPOYYBAHHA
Ha e€JMHMYHA W MHOrOKpaTHa J[OO030Ba TOKCHYHOCT, T€HOTOKCHMYHOCT/MYTAareHHOCT HIH
KapLHHOTEHHOCT.

Penponyxius

B penpoayKruBHHTE TOKCHKOJIOTMYHH W3C/ie/lBaHHA OH30MpoNon HAMa BIHAHKE BBPXY deprunurera
HJIM BBPXY 00Iara penpogyKTHBHA CIIOCOOHOCT.

[TonobHo Ha npyrH Oera-Onmokepw, OM3ONPONOS BbB BUCOKH JO3H BOAM A0 TOKCHYHOCT KaKTO NMpU
matikata (HaMansBa MPHEMAHETO HAa XpaHa H TEJIECHOTO TErJo), Taka U Ha eMOpHOHa/ mwioaa
(yBenuuaBaHe ciyvauTe Ha pe3opOLiMA, HaMalABaHE TErNIOTO HA IUI0A4, 3abapiHe Ha QU3IMUECKOTO MY
Pa3BHTHE), HO HAMA TEPATOrCHEH €(EKT.

6. PAPMAINEBTHYHU JAHHH

6.1. Cnuchk HA NOMONTHATE BEMIECTBA

TabnetHo gapo:
KpocroBHAOH, NpEXETaTHHH3HPAHO  L@PEBMYHO  HMINECTe, MHKPOKPHCTAJIHA  UEAyNo3a,
BHCOKOZHCIIEPCEH CHIMLIHEB TUOKCH, MArHE3MEB CTEApAT,

QUIMOBO MTOKPUTHE:




6.2. HechbBMEeCTHMOCTH

HsamMa.

6.3. Cpok 5a rogHocT

2 TOOWHMU.

6.4. CnenHAJHE YUIOBES HA ChXpaHeHHE

To3u npoayxT TpabBa Aa ce chbXpaHABa B OPUIHHAHATA OMNAaKOBKa,
Ila ce chXpaHsaBa npy Temneparypa nox 25°C.
Tla ce cbXpaHsABa HA MACTO, HEZOCTHITHO 3a Jeua.

6.5. Bua H chbAbpKAHHEE HA ONAKOBKATA

DOunmupann Tabnerku B dancrepu ot AI/PVC/PVDC donmno, KOHTO ca ONakoBaHH B KAPTOHCHA KYTHSL.
OpuruHannay onakoeky no 30,50 u 100 punmupanu TabaeTku.
He BcHukH BHAOBE ONAKOBKH MOTAT Aa OBAAT IMycHATH B npoaaxoa.

6.6. CneHua/JInA NpeanasHA MEPKH OpPH HIXBLPJIAHE

HsaMa crieliManHy H3HCKBaHMA.

7. IMPHTEXATEJI HA PAJPEIIEHHETO 3A YIIOTPEBA

Worwag Pharma GmbH & Co. KG
Flugfeld-Allee 24

71034 B&blingen,

["'epmanus

Ten.: +49 (0)7031/6204-0

daxc: +49 (0)7031/6204-31

E-mail: info@woerwagpharma.com

8. IIPUTEXATEJ HA PASPEHIEHHETO 3A TTAPAJIEJIEH BHOC
“becta Men” EOOJ, yn. “KpHuo Ckopues” Ne8, 5350 TpasHa, brirapus

9. HOMEP HA PASPENIEHHETO 3A YIIOTPEBA

20020882

10. JATA HA IIBPBO PAZPEHIABAHE MOAHOBABAHE HA PA3PEIIEHHUETO 3A
YIIOTPEBA

Jlata Ha mepBo paspemasare: 08 Hoemspu 2002 1.
Jata Ha nocneaHo noaHosaBane: (7 ®espyapu 2008 r.

11. JATA HA AKTYAJIM3HPAHE HA TEKCTA

01/2023




