KPATKA XAPAKTEPUCTUKA HA ITPOJAYKTA ~
QSL3 Ia 7 / 0Y

1. WME HA JIEKAPCTBEHUS TPOAYKT 320~ 1 L6 -10- 2026 |

buzosen 5 mg puamupanu TadbneTku
Bisolen 5 mg film-coated tablets

buzonen 10 mg ¢puamupanu tadaeTku
Bisolen 10 mg film-coated tablets

2. KAYECTBEH H KOJIMYMECTBEH CbCTAB
Bcesika punmupana tabnerka buzonen 5 mg cbabpika 5 mg Ousonposionos pymapar (bisoprolol
fumarate). Beaka punamupana tadbnerka buzosen 10 mg cweabpka 10 mg 6uszonponosioB pymapar

(bisoprolol fumarate).

3a NMbJIHUA CNUCHK HA MOMOLIIHHUTE BELIECTBA BUKTE TOouka 6. 1.

J. JIEKAPCTBEHA ®OPMA

duamupaHa Tadnerka

buzosneH S mg puaMupanu TabAETKKU: CBET/IO KbJITH, KPbIJIH (HIMHPAHH TAaOJIETKH C MO ABE
KPbCTOCAHM JICJIMTE/IHU YEPTH OT 1BETE CTPaHH.

buszonen 10 mg puamupanmn TadeTKH: CBETI0 OPAHIKEBH, KPbIJIM (PHUIMUpPAHHU TAONETKH C MO ABE
KPbCTOCAHH JI€JIMTE/IHU YEPTH OT JIBETE CTPAHH.

TaGnerkara moxke aa Obae pazjaesneHa Ha 4 paBHHU [103H.

4. K/IMHUYHHU JAHHU

4.1 TepaneBTHYHH NOKA3AHHUSA

° JleyeHne Ha apTepHaliHA XUIIEPTOHUS
g Jleyenue Ha ucxemmryHa OOIECT HA CHPLIETO (AHIMHA MEKTOPUC)
& Jleyenue Ha cTabMIHA XPOHUYHA ChPAEYHA HEJAOCTATHbYHOCT C HAMaJleHa CUCTOJIMYHA

neBOKaMepHa (pyHKUMS, KaTo gonbiHeHHe KbM ACE UHXMOMTOPH U AMYpPETHLIM W/ WITH
CbP/IEYHH ITHKO3M/IM (3a 1OMBJIHUTEIHA HH(pOPMALIUS, BUKTE TOUKa S.1)

4.2 Jlo3HpPOBKA H HAYHH HA NPH/IOKEHHE

Jlo3upoBkKa
[IpyHUMINIHO, JleyeHHeTOo TpsAOBA 1A 3aMOYHE C HUCKH 1034, KOUTO OaBHO Ja ce yBeauyaBaT. BB

BCHYKH CJIYHAH [1034dT4d Tpﬂﬁﬂﬂ Adda CC aAalTrupa HHAWBHAYAIHO, CIHIOPEC HECTOTATAa HA I1YJ/ICa H
TEpANeBTHYHHUA YCIICX.

Apmepuaina Xunepmouust U UCXeMuyHd 00.1ecm Hda Cbpyemo (aneuHd neKmopuc)
[IpenopbuMTenHara n103a € S mg OM30npos10J0B (pymMapar BeIHbIK AHEBHO. AKO € HeOO!
n03aTa MoXe J1a ce yBesiuuu Ha 10 mg O1u30npoooB hymapar BeAHBK JAHEBHO.

MakcumasHaTta npenopbuuTestHa ao3a € 20 mg 0u3zonpoo10B pyMapar BEAHBK IHE

Cmaoduwina XpoHuyHa, yMepend 00 meiCKd cbpoeyHd HeOoCmamvyHoCm




Korarto ce 3anoua agueHue ¢ dbuzonponos, nauMeHTHTe Tpdadsa aa ca ctabunuszupaHu (06€3 NposiBy Ha
OCTpa HEAOCTATBYHOCT).

[lpenopbuBa ce NeKyBalHAT JleKap Aa HMa CbOTBETHHSA OIHT B JIEYEHHETO HA XPOHUUHA ChpAEYHa
HEAOCTATBbYHOCT.

JleueHneTo Ha cTabunHa XpOHUYHA CbpASUYHA HEAOCTATLYHOCT ¢ OU30NPONON H3UCKBA TUTPALIKOHHA
daza.

[lpenopbunTenHaTa Hayanda 403a € 1,25 mg BeAHbXK AHEBHO. B 3aBUCHMOCT OT HHAMBHAYA/IHATA
MOHOCHMOCT, J103aTa ce yBenvyvaea Ha 2,5 mg, 3,75 mg, S mg, 7,5 mg 1 10 mg ReaHBK AHEBHO Npe3
HHTEPBAJ1 OT 2 WK NOBEYE CEAMHULIM. AKO YBEIHUEHATA 1032 HE C¢ NMOoHACA A00pe, NeUEHHETO MOKE
12 Mpoab/DKKU C MO-HUCKA 1034,

MakcumanHara npenopbuuTesHa go3a ¢ 10 mg 6uzonpononos ¢gymapar BeAHBK AHEBHO.

[lo BpEMEC Ha THTpALlHOHHaTA Cl)3,33, CC NMpCnopbyBa NpociciaBaHE Ha XXKHIHCHHUTC MOKA3aT U
(C'bpﬂequ PHTBM, KPBBHO HaﬂﬂraHE), KaKTO H 3a NnojdBa Ha CUMITTOMH HA BACLIABAHEC Ha ChpA€yHHATa
HEJOCTATBHHOCT.

AKO MaKCHMAaIHO MpernopbHBaHaTa 403a He ce noHaca A00pe, ICYEHUETO MOMKE 1a NPOABIIIKH C
NOCTEMEHHO HaMansaBawa ao3a. B cnyvai Ha npexoaHO BnolaBaHe Ha CbpAevyHaTa HEROCTATBYHOCT,
Ha XUMNOTOHHMSA WK Opaaukapaus, ce NpenopbyBa NPepasrjexaaHe Ha 103aTa Ha ChITbTCTBALLIOTO
nevyeHune. Moxe aa ce HanoXKH BpeMeHHO HaMajiiBaHe Ha A03aTa Ha ODU300pOAON WUiIH
NpeycTaHOBABAaHEe Ha HEroBus npueM. Cnea CTabUMIH3IMPaHE Ha ChCTOFHUETO HA NMALMEHTA, MOXKE Aa
C€ NPUCTBIIH KbM MOAHOBABAHE HA JIEYEHUETO W/HITH MTOBHUILABAHE N03aTa Ha buzonponon.

Hayuenumu ¢ 6vbpeuna uru wepHoOpPoHHA HEQOCMAamvyYHOCH

Apmepuaina xunepmonHusa u ucxemMuuHa b6o.recm Ha cvpyemo (aneuna nekmopuc)

[1py mauMeHTH ¢ 1eKH A0 YMEPEHH HapylueHus Ha Obbpevnarta unu yepnoapobHara pyHKUUS no
MPUHLIMIT HE C€ U3HCKBA KOpUrupaHe Ha gozata. [Ipu naumeHTu ¢ Texxka 6b0peuna HeaOCTATbYHOCT
(kpeaTHHHUHOB KAMPBHC <20 ml/min) W NpH NALMEHTH C TEXKKH HAPYLIEHHA HA YEPHOAPOOHATA
byHKUHA ce npenopbuBa AHEBHATa Ro3a oT 10 mg duzonpononos dymapar Aa He Ce HA/IBMLLIABA.
OnUTBLT OT NPUIOKEHUETO Ha OH30MPONIONOB PyMapaT NpH NauHeHTH Ha ObOpeyHa quanusa e
OrpaHH4€eH, BbIIPEKH TOBA HAMA JOKA3ATENICTBO, YE NO30BUAT PEXKHUM TpAOBa 1a C€ MPOMEHH,

Cmabuina xpoHuuHA, YMEPEeHA 00 MeXNCKA CbPOLUHA HeOOCMAMbYHOCM
Hsama vHdopmauns 3a PapMakOKHHETHKATA HA OH30NPONON NpH NAUKMEHTH ¢ XPOHHYHA CbpAevHA

HENOCTATHYHOCT U HapylleHa ObOpeuHa uny yepHoapodbHa pyHkuua. [loBuwasaneTo Ha no3aTa B
Te3HW CJyyan U3UCKBA AOMBIIHHTEIHO BHHMAaHHE.

Hayuenmu 6 cmapuecka eb3pacm
He ce n3uckBa kopurvpaHe Ha no3ara. [lperopbuBa ce neyeHdero Aa 3anoyHe ¢ Hal-HUCKAaTa
Bb3MOCHA 103a.

HHeduampuunua nonyaayus
JIuncea nmeanaTpuyeH OMUT, 3aTOBA He CE NMpernopbyBa ynorpedara Ha Suzonpononoe pymapar npu

Acua.

HauuH Ha rnpuaoxeHue

KK CBC 3aKYCKATa.

[lo [NNPHHLOHUI, JCHEHHCTO C 6“30“p0ﬂ0ﬂ C MPpOABIAKHTC/IHA TCpAllnA.

JleuenuneTo ¢ Guzonponon He TpadBa Aa ce cnupa BHE3aNnHO, ThH KaTo TOBa MOXE
MPeXoAHO BAOLUABAHE HA CbCTOAHUETO. AKO NPEeyCTAHOBIBAHETO HA JIEYEHHETO € H
Ao03ara TpAadBa NMOCTENEHHO Aa ce HaMau.



4.3

[IpoTHBONOKA3AHKA

buzonposion € NpoTHBONOKA3aH NpH:

4.4

CBPBXUYYBCTBHTE/THOCT KbM aKTHBHOTO BELECTBO MJIM KBM HAKOE OT MOMOIIHUTE BEUIECTBA,
H3OPOEHH B TOUKA 6.1;

OCTpa ChPACUHA HEAOCTATHYHOCT WIH MO BPEME HA €NMM30AM HA AEKOMNEHCALMA HA CbhpAEYHA
HeAOCTAThYHOCT, U3UCKBALLW HHTPABEHO3HA MHOTPONHA TeparnHs;

KapaHOr€HEH LLUOK;

AV-6n0k ot BTOpa uau TpeTa crened (be3 necMenlKkbp);

CHHAPOM Ha GONHUSA CUHYCOB Bb3EN;

cHHoaTpHaneH 0n0K;

CHUMNTOMATHYHA Opaaukapaus;

CUMNTOMATUUHA XUNOTOHMS;

Te)KKa OPOHXHAIHA ACTMa MM TEXKO XPOHHUYHO OOCTPYKTHBHO OenoapobHo 3abonasaue;
Texkka opma Ha nepudepHO apTepPHATHO OK/IY3MBHO 3a00naBaHe KK CUHAPOM Ha PeiiHo;
HeEKyBaH peOXpOMOLUTOM (BXK. TOuka 4.4);

MeTaboNUTHA auHuI03a.

CneuHaMHH NpeynpexaeHHsn H npegnasHH MepKH npnr ynorpeda

JleyeHuneTo Ha crabuHA XpOHHYHA CHPACYHA HEIOCTATLYHOCT ¢ OM30MpOoJION TPAOBA 1a 3aMoO4YHe CbC
crenyaiHa THTpaUKMOHHa a3a.

OcBeH ako He € H3PHYHO NOKa3aHo, JJeYEeHHETO ¢ ODuzonponon He Tpadera na ce nNpeycTaHOBABA
BHE3aNMHO, 0COOEHO NPU MALKMEHTH ¢ HCXEMHUUHA DONECT HAa CHPLETO, Thid KATO TOBA MOXE Ja JOBEE
A0 MPEXOAHO BJIOLIABAHE HA ChPASHHOTO 3ab0sgBaHe (BXK. Touka 4.2).

busonponon Tpabea aa ce npuiara ¢ BHUMaHHE NPH NALUMEHTH C XMNEPTOHWA UITH angina pectoris fpH
ChLTBTCTBALLA ChPAS4HA HEAOCTATHYHOCT.

Buzonponon Tpabea aa ce npuara ¢ NOBULLIEHO BHUMaHUE MPH:

3axaped avadeT, nokassall roieMH GAyKTyauHH Ha HHBATa Ha KpbBHaTa 3axap. CHMNTOMHTE
Ha XMIMOITIMKeMUS (Hamp. TaXHKapAus, U3MOTIBaHE, TPEMOP) MOXKe Aa ce Mackupar. bera
OnokepuTe MOraT JOMLIHUTENHO Aa IOBULIAT PUCKA OT TEXKA XUIMOTIIMKEMUS, KOraTo ¢e
M3MOJI3BAT €AHOBPEMEHHO CbC CYJIDOHUNYpeitHU NMpor3BoAHM. [TauneHTUTE ¢ aHaber Tpabea pa
ObaaT NOCHBETBAHW BHUMATENHO Aa NPOC/IEAaBaT HYUBATa HA KPbRHATA rioKo3a (BxK. Touka
4.5);

CTpOra AUueTa;

aeceHcnbunusupalla tepanud. [lonobHo Ha octaHanuTe B-6nokepu, drzonposion Moxe Ja
MOBHUIUY KAKTO YYBCTBHUTEMHOCTTA KbM A/IEPTEHH, TaKa H TEXKECTTA Ha aHA(PHNAKTHYHHUTE
peaKLUHH. JICUSHHETO C aIPEHANTHH HE BUHATH 1aBA OYAKBAHUA TEPANEBTHYCH €(EKT;
AV-0N0oK OT NbpBa CTENEH;

aHruHa Ha IIpHuUMeTan: HabnoaaBaHH ¢a cllyyan Ha KOpoHapeH Baszocnasbm. Bunpeku
BUCOKATA OeTal- CENEeKTHBHOCT, NPy NMaLKEHTHTE C aHTWHa Ha [IpuHUMeTan, npyuemaLin
Ou3zonponon, He Morat Aa ObAAT U3KJKHYEHH NPUCTBLNKY HA CTEHOKAPAKA;

nepudepHa aprepydanda oknysueHa donect (I1AOb). Moxe aa ce nabnrogaea 3acunBaHe Ha
OTUTAKBAHUATA, OCOOEHO B HAYANOTO Ha TeparnuAaTa;

o0ula aHecTe3HA.

Hama TEPANCBTHUYECH OIMAT 34 JICHCHUE HA CHPACUHA HEAOCTATHHHOCT C 6[»‘]30“]30.]10.]'[ IIPH NAaULHCHTH CBbC

cleaHHUTE 3a00NABAHHS HITH CHCTOAHUA:

HHCYNUH-3aBUCHUM 3axapeH auader (Tun [);

TEXKKH HapyuweHus Ha OnOpeunaTta gpyHKUNA;

TEXKKH HapyLIEeHHA Ha yepHoapoOHaTa PyHKLHA;

PECTPUKTHBHA KAPAHOMMOTATHS;

BPOAEHH ChPACUYHH 3a0019BaHUS,;

XeMOAXHAMHUYHO 3HAYYMO OpraHH4HO 3ad0NABaHE HA CLPASYHHUTE Kilanu;




- MH(apKT Ha MHOKapaa Npe3 nociaeaHuTe 3 Meceua.

KoMmOHnHaumsiTa Ha OW30nponon ¢ KaauMeByd aHTarOHKUCTH OT FpynaTa Ha BepanaMu Wi JHITHA3EM, C
aHTHAPUTMHUYHM KNhac | H AaHTUXHNEPTEH3HBHU JIEKAPCTBEHH CPEACTRE, HE CE MPENOPbYBA (BK. TOUKA

4.3).

[launeHTH ¢ ncopuasMc MM aHaMHe3a 3a ncopyasuc Tpadea qa npuemar B-Osokepu (Hanp.
O130Nponon), caMo cae BHUMATENHA OLEHKA Ha ChOTHOLIEHHETO NO3a/PUCK.

Ha ¢poHa Ha jieueHUETO ¢ OU30oNPON0a, CHMITOMUTE Ha THPEOTOKCHKO3a MOXKE a C&€ MacKUpar.
[lpn nauneHTH ¢ HeOXpOMOLUTOM, OH30NPO/ION Ce npuiara camo ciel anda-peuenTopHa dnokazaa.

[Ipu nauueHTH, noanoxeHu Ha obuta aHecTe3nd, -ONOKepUTE HAMANIABAT PUCKa OT APUTMHS H
MUOKApAHA UCXEMHA N0 BpeMe HA HHAYKUHKA H MHTYDallMA, KAKTO H B MOCTONEPATHBHHUS MEPHO.
3acera ce npenopbuBa nogabpxallara p-6nokaga na Obae NpoabIKEHA NEPHONEPATHBHO.
AuecTe3nonorsT TpOBa aa Obae yBeaomeH 3a B-O6nokaaara, nopaayd Bb3MOXKHH B3aUMOASHCTBUSA C
APYTrH NEKApCTBA, BOACLUH 10 OpanHapuTMHH, OTCAa0BaHe Ha pepIeKTOpHATa TaXHKapAUS U
MOHHKeHa pedNeKTOpHA CNIOCOOHOCT 3a KOMNIEHCHPAHE Ha KpbBo3aryba. Ako € Heob6Xxoaumo
NpeyCcTaHOBABAHE Ha JieyeHueTo ¢ B-0okep npean xupyprvvsa onepaius, Toea TpsadBa aa ctaHe
MOCTENEHHO H Aa NPUKIIOUK 48 yaca npear aHeCTE3UATA.

Brnpeku ue kapanocenektusHuTe (PB1) B-On0kepy Morat na umat no-cnad edexr Bbpxy
OenoapobHaTa QYHKUHA, OTKOJIKOTO HECENEKTHBHUTE B-Onokepy, KakTo BcUUKK B-Onokepy,
U3MOJ3BAHETO UM ChLIO TpAOBA aa ce U3bArea npH NaLUeHTH ¢ OOCTPYKTHUBHH 3ab0nsABaHKs Ha
NWXATENHUTE MbTHLLA, OCBEH aKO HE ChILUECCTBYBAT yOeAUTENHH KIHHHYHH NPHYHHH 32 ynoTpebara
M. B Takusa cayuau Ousonponon TpadBa aa ce U3NON3Ba ¢ NOBHILIEHO BHUMAaHHUE.

[1pu OpoHXxHaHa acTMa MIH ApYro XPOHUYHO OOCTPYKTHBHO OenoapodbHo 3adonsBaHe, KOETO MOXKE
Aa NpUYHHKM CUMITTOMH, CE€ NPenopbYBa ChILTCTRALLA OPOHXOANIaTHPALLA TEPATTHA.

[louskora, npy NaLMEHTH C ACTMAa MOXKE [a ¢€ MOIBH MOBULUCHHE HA PE3UCTEHTHOCTTA HA
AHXATEMHHWTE MBTHLLA, 3aTOBA MOXE [a CE€ HAJTOKH yBEIUYaBaHe /103aTa Ha Pr-CTHMYJIAHTHTE.

[1pu 3anouBaHe W NpeyCTAHOBABAHE Ha JeUeHHEe ¢ OU30nponon € HeobOXo0aUMO peIOBHO HabnoaeHHeE.
3a JO3MPOBKA W HAUMH HA MIPHJIOXKEHHE, BiK. Touka 4.2.

4.5 B3aumoaelcTBHE ¢ APYIH JIEKAPCTBEHH MPOAYKTH K ApYre GopMHa HAa B3aHMOdeHCTBHE

Henpenopb4uTeaHn KOMOHHALIUK

Kanyuesu anmaconucmu om cpynama Ha 6epanamMuil U 6 nO-Maika CIMenes om 2pynamad Ha
ourmuazem: HEraTUBHO BIIMAHUE HA KOHTPAKTUIIHOCTTA ¥ aTPHOBEHTPHKY/IApHATa NPOBOAUMOCT.
HHTpaBeHO3HOTO NPUIOKEHHE HA BEPanaMHl MPH NAUKMEHTH, JIEKYBaHH ¢ B-0nokepu, Moxe na
noBeae A0 TeXKa XHIMOTOHUA W aTPHOBEHTPUKYAApeH B0K.

Knac I aumuapummuvnuy 1ekapemeenu npooyKmu (Hanp. XunHuoux, OU30nUpaMuo, TUOOKAUH,
genumoun, Gaexaunuod, nponageron). ePeKTbT BhpXY BPEMETO Ha ATPHOBEHTPHKY1APHATA
NPOBOAMMOCT MOXE J1a C€ MOTEHIIMPA W 11 C€ NOBHILIY HEFaTHBHHUA UHOTPOINEH edekT.

AnmuxunepmeH3usHu 1eKapCmeeHu Cpeocmed ¢ YeHMPATHO Oeucmaue (Hanp. KIOHUOUH, Memuwioona,
MOKCOHUOUH, PUIMCHUOUH): €AHOBPEMEHHATA YNOTpeda C AHTUXHIIEPUHTEH3UBHH JIEKAPCTBEHH
CPEeACTBA C LIEHTPANHO AEHCTBHE MOXKE Ja A0BEAE 1O BJAOWIABAHE HA CbPACYHATA HEAOCTATHYHOCT
Ype3 HaMaNABaHE Ha ChpAeYHATA YECTOTA M KANaUMTET, a OTTam A0 Ba3oaunatauus. BHesza
MpeyCcTaHOBABAHE HA ICUEHHETO MOXE 12 YBENUYH pUCKa OT “rebound hypertension™.

KombuHaruu, kouTo Tpsabea Aa ce€ U3noa3saT ¢ BHUMaHue
Kamyueeu anmazouucmu om Quxuoponupuounoe mun (Hanp. geioounun, anioounu
€1HOBpEMEHHATa ynoTpeba MOXKe 1a YBEIHYH PHCKA OT XHITOTOHUA, KAaKTO U HE € U3




roaaM pucK OT ZOMBAHHTCIAHO BAOoUWIaBaHE Ha CHCTONHYHATA EIJ}’HKU.HFI Ha ChpUCTO NPH NALHCHTH CBC
ChpACUYHA HCAOCTATBHHOLT.

Kanac HI anmuapumvunnu rexapemeernu npooykmu (Hanp. amuooapor): eeKThbT BbPXY BPEMETO Ha
ATPHOBEHTPHKY/IapHATa MPOBOAHMOCT MOXeE Ja ¢e MOTEeHLUpA.

Iapacumvnamurosmume muynu lekapemeeru npooyKmu: €AHOBPEMEHHATA ynoTpeda MOXe Aa yBEIHYH
BPEMETO HA aTPUOBEHTPHKYJ1apHaTa NPOBOAUMOCT, KAKTO M PHUCKA OT OpaauKapaus.

B-610Kkepu ¢ okaIHo npuIodCeHue (HANP. Kanky 3a OYy 3a JICYEHUE HA rMayKoMa) MOTAT /1a 3aCUAAT
CUCTEMHHSA edeKT Ha Du3onponon.

Hucyaun u nepopainu anmuouabemuu 1exapcmeeny RPooykmuy; 3acuieaHe eeKra Ha HaMalaBaHe Ha
KpbBHATa 3axap; OJIOKMpaHETO Ha B-agpeHOPELIENTOPUTE MOXKE 1a MACKHPA CUMITTOMMTE Ha
xunorinukemusd. CbMbTCTBALLOTO NPHIOKEHHE Ha OeTa O10KepH Cbe CYNDOHUTYPERHH MPOU3BOAHH
MOE a NOBUILMA PUCKA OT TEXKKA XHIIOTJIHKEMHA (BXK. Touka 4.4).

Arecmemuyu; namanssaHe Ha pedeKTopHaTa TaXHKapavs U NOBUILABAHE HA PUCKA OT XHMOTOHHSA
(Bx. TOUKa 4.4).

ﬂueummucosu 2AUKO3UOU, HAMANTABAHE Ha ChpICUHATA YCCTOTA, YBCIIMYABAHE HA BpCMETO Ha
ATPHOBCHTPHKYJ1apHATA IMMPOBOAHMOCT.

Hecmepouonu npomueoevznarumennu cpeocmea (HCIIBC): Mmoxe na HAMANAT XUMTOTOHUYHHA eeKT
Ha Ou3onponon.

B-cumnamomumemuyu (Hanp. uzonpexaiux, oobymaviun): koMbuHauusaTa ¢ OSuzonponon Moxe 1a
Hamanu eexra U Ha ABETe JIeKapCTBEHH CPe/ICTRa.

CumnamuxomMumemuyu, GKmueupaiyu Kakmo -, maxa u G-aopeHopeyenmopu (Hanp. HoOpaopeHaIuH u
aopenaiun).; KOMOMHaLUHMATA C OU30NPONOA MOXKE Aa AEMACKHPa NOBAHAHOTO OT
0-aAPEHOPEUETITOPUTE BA3OKOHCTPHKTOPHO NEHCTBHE HA TE€3H Ar€HTH, BOACILO A0 YBEIUYABAHE HA
KPBBHOTO HalAraHe ¥ H30CTpRHe Ha claudicatio intermittens. CMATa ce, Yye TaKOBa B3aUMOOECHCTBHE €
NO-BEPOATHO C HECENEKTUBHH [-Dnokepy.

Eonogpemennama ynompeba ¢ anmuxunepmeH3ugHY 1eKapCmeetu Cpeocmea, Kakro U ¢ ApPYyry
NPOAYKTH, KOMTO HMAT XHNOTEH3IUBEH NOTeHUKaN (Hanp. TPUUUKIHYHH aHTHUACMPECAHTH,

6apbutypath, GeHOTHAZHHM), MOXKE 1A YBEJIMUH PUCKA OT XHUMOTOHUA,

KomOuHaiuu, kouTo TpabBa Aa ce 0OMUCIAT:
Medroxun: nosulieH pUck ot Opaaukapaua.

MAQO-unxubumopu (c usxmovenue na MAQO-B unxubumopu): 3acCUeH XMNOTEH3UBEH e(PEeKT Ha
B-OnokepuTe, HO CBLILO TAKAa U PUCK OT XMINEPTOHAYHA KPH3a.

Pughavinuyun: Bb3MOXHO € JleKo HaMaJISIBaHE Ha MOJYKHBOTA Ha OM3onposion, Nopagd HHAYKLHUATA
Ha YepHOApOOHHUTE NeKapcTBO-meTaboIn3npalln eH3uMU. OOHKHOBEHO He € HeoDX01MMa NPOMAHA B

AO3HPOBKUTE.
Epeomamurnoeu npou3go0nu: BNOLABAHE HA NEPUPEPHUTE LMUPKYNATOPHU HAPYLLEHHS.
4.6 DepTHAHTET, OPEMEHHOCT H KbpMeHe

bpemeHHoCT

buzonponon uma papMakonoruyHu ACHCTBUA, KOUTO MOTAT Aa MNpPEeAU3BHKBAT YB
BbpXY OpeMEHHOCTTA H/WIH BBPXY Mtoga/HoBopoaeHoTo. [1o npuHumMn B-aapeHo
Onokepy HAMANABAT NIAUECHTHATa NEPPY3UA, KOATO MOXKE Aa C€ CBbpKE CbC 3abaB




BbTPEMATOYHA CMBPT, a00pPT H NpeXKaeBpeMeHHO paxaase. HexenaHure nekapcTBeHH peakumH
(Hanp. XMNOTIMKeMHA U Opaavkapausa) Morar Aa ce NoABAT NpH MJ104a ¥ HOBOPOAEHOTO. AKO €
HeoDXOAHMO JieUEHHe ¢ P-anpeHopeuenTOpHH DIOKEPH, 3a TipearioYHTaHe ¢a [B1-CeNeKTUBHH
aapeHOpeLENTOPHH OJIOKEpH.

buszonponon He Tpabea Aa ce U3oA3Ba NO BpeMe Ha OPeMEHHOCT, OCBEH aKO HE KpahHO HeoDX0aAHMO.
AKo neyeHHETO ¢ OM30NPONON Ce cuuTa 3a HeobXxoaumo, Tpabea Ja ce Habarogasa MaTOYHO-
NAaleHTapHUA KPbBOTOK M pacTexka Ha rvioaa. B cnyuail Ha yspexaalun eekTu BbpXy
OpeMeHHOCTTa MM N1oAa, TpadBa na ce OOMHUCIH anTepHaTHRHO NeveHne. HosopoaeHuTe Tpabea
CTPUKTHO Aa ce HabmoaasaT. CUMATOMU Ha XMNOTMUKEMUA W OpaanKapana No NPUHLKIT C€ OYaKBAT
npe3 NbPBHUTE TPHU AHH.

KtpmeHe

He e u3eecTHO ganu OH30NposioNn ce EKCKPETHpPa B KbPMATa M KAKBO € Bb3ACHCTBHETO MY BbPXY
HOBOPOAEHHTE. 3aTOBA KbPMEHETO HE € TNIPENOPBUHTENHO NO BPEME Ha MPHUIOKEHHETO HA
6usonponon.

4.7 EdeKkTH BBpPXYy cnocofHocTTa 32 moPpHpare H pabora ¢ MALIHAH

ITpu npoyuBaHe ¢ NaUMEHTH ¢ UCXEMHYHA DOJECT Ha ChpLETO, OM3onponoa He rroLIaBa
cnocoOHocTTa 3a WodupaHe. Bunpexy Tosa, nopaay HHAWBHAYAHHATE Pa3IUKH B PEAKUHUTE KbM
neKapcTBEHHA NPOAYKT, cnocoOHOCTTA 32 WwodupaHe U padoTa ¢ MalIKMHY MOXE Aa ce BIOWH. ToBa
TpaOBa 12 ce UMa NpeaBHA, OCOOEHO PH 3aMOYBAHE HA TEPANUATA M NMPU MPOMAHA HA JICUEHHUETO.

4.8 Hexenann JeKAPCTBEHH PEAKIHH

B 3aBUCUMOCT OT YE€CTOTATA HA TAXHOTO MPOABMEHHE HEXKENAHUTE NIEKAPCTBEHH PeakLUH ca:
- MHoro yectH (3acarar | v noseye Ha BCekH |1 maLMeHTH);

- Yectu (3acarat | unu noseue Ha Bceky 100, Ho no-manko ot | Ha Beceku 10 nauuneHTH);

o HeuecTtu (3acarat 1 unu noeeue Ha Bceku |1 000, HO no-manko ot | Ha Bcexku 100 nauuyedTn);
o Peaku (3acsarat | nnu noeeue Ha Bcekn 10 000, Ho no-manko ot 1 Ha Bcekn 1 000 maumenTtu);
° MHoro peaku (3acarat no-Manko ot | Ha 10 000 nauueHTH);

. C Hewn3BecTHa HecTOTa (MecToTaTa He MOXKeE 1a Obae onpeaesieHa OT HaTHYHHTE JaHHH).
HU3cnenpaHus

Peaku: YBEJIMYEHU TPUTTTHUEPHAH, YBENHUEHH CTOHHOCTH HA MEPHOAPOOHUTE EH3UMMU

(ALAT, ASAT)

Cobpaeynu HapylIEHWS
MHoro uectu: OpaaMkapausa NpU NaLMEHTH ¢ XPOHUYHA CbpAedHa HENOCTATbYHOCT

UecTu: BJIOLLIABAHE HA ChPAEYHATA HEAOCTATBHHOCT

Heuectn: HApYLIEHHS HA ATPUOBEHTPHKY1ApHATA NPOBOAUMMOCT, OpaguKapaus Npu NallHEHTH ©
XUMEPTOHUA WIH UCXEMHYHA DONECT Ha CHPLIETO, BJOLIABAHE HA HAJIMYHA ChpAEYHa
HEAOCTATbYHOCT MpPH NALIMEHTH C XMNEPTOHUA WK UCXEMHYHA BONECT Ha CbPLETO

HapylieHUs Ha HEPBHATA CHCTEMA
Yectu: 3aMasHOCT, rinasobonue
[Ipy NnaumeHTH C XUNEPTOHUS WK HCXeMHUHHA DOECT HA CHPAETO TE3H CHMNTOMM Ce MOABABAT
0CODEHO B HAYANOTO Ha JeUeHHeTo ¢ OM3onponon. Te ca No NpUHUKMN JIEKH H YECTO H3ue3BaT a0 1-2
CCAMHMLM.

Penku: npUnanbUH

HapylueHHnsa Ha o4UTE
Penku: HAMaJIEHO CBA300TACAHE (Aa ce UMa NPEABUA NPH NALMEHTH, U3II
MHOro peakH: KOHIOHKTHBMT

HapylueHns Ha yXoTo u nabupuHTa
Penkwu oTcnadBaHe Ha cayxa




PecrinpaTOpHH, PbAHU U MEAHACTHHAIHHY HAPYWEHHUS

HeuecTu: OpoHXOCNa3bm NPH NALKUEHTH ¢ OPOHXHAIHA aCTMa HAY aHAMHE3a 32 OOCTPYKTHBHO
benoapodHo 3adossaBaHe
Peaxwu: anepruyueH puHUT

CTomallHO-4YpEBHH HAPYILIEHHS
Yectu: rajicHe, NOBPbUIAHE, AMAPHS, KOHCTHNALKA

HapyilieHus Ha KOXAaTa W NOJKOMKHATA ThKaH

Peaku: peakUHWH Ha CBPbXUYBCTBUTENHOCT (CbpOexk, 3auepBaBraHe, OOPHUB H @HIMOEAEM )

MHoro peaku; anoneuus, -0aokeprTe MOXe 1a NPOBOKUPAT WK AA BIOLIAT [ICOPUA3UC WK Ja
HHIYLMpaT ncopua3uc-noao0eH oOpuB, ajtoneuus

HapyilleHHa Ha MYCKYJIHO-CKENETHATA CUCTEMA H ChEANUHHTENHATA ThKaH
HeuecTH: MYCKYJIHA ¢/1a00CT, MYCKYJIHH CMa3MH

CbaoBu HapYLIEHHS

YecTu: YCElaHEe 3a CTYA WNH H3TPBNBAHE HA KPAHHULIMTE, XHNOTOHHUA (NPEAUMHO MPH
MaUuUEHTH CbC ChpAeYHA HEAOCTATHUHOCT)
HevecTu: OPTOCTATHYHA XUMOTOHUA

QO0LuM HapyLIeHUA W €DEKTH HA MACTOTO Ha NMPHIOKEHHUE

Yecru: acTeHUs, ymMopa

[Ipy naureHTH ¢ XUMEePTOHHUA UITH HCXEMHYHA DOECT HA CHPLETO TE3H CUMNITOMH CE NOABABAT
ocobeHO B HAYAI0TO HA NeUeHHETo ¢ Buzonponodt. Te ca No (NPHUHLUKMN JIEKH U 4ECTO H3de3saT Ao 1-2
CEAMMLIH.

XenarobuidapHU HAPYIUEHUS
Penxu: XenaTur

HapylieHus Ha Bb3NPOXM3BOAUTENIHATA CHCTEMA W [bpaaTa
Penku: HapYLICHHUA HAa NOTECHTHOCTTA

[IcHXWYHH HapylIeHHs
Heuecrn: HAPYLUEHWUA Ha CbHA, JAETNpeCcHs
Peaku: KOLIMapH, XanlLHHALNM

Crobulasane ya nofo3upaHu HE}KE:J'IEI.HP“[JEHKLLHH | H
Cro06iuaBaHeTo Ha NMOAO3UPpaHH HEXENAHU peaKLMK Cell pa3pelllaBaHe 3a ynoTpeda Ha eKapCTBEHHUH
MpOAYKT € BAXXHO. T0Ba MO3B0AABA Ja MPOALIKH HADMIOIEHUETO Ha CHOTHOLLEHUETO MOJ3a/PHCK 3a
NeKapCTBEHUA NpoAYKT. OT MEAMLIMHCKHTE CMEeLUHaNUCTH C€ U3UCKBA Aa ChOOLLABAT BCAKA
NoJo3upaHa HexellaHa peakuma ypes Msnbauurenda areHuus no nekapcersara yi. . Jamad [ pyes™

Ne 8, 1303 Codus, Ten.: +35928903417, yebeaiiT: www.bda.bg

4.9 Ilpeaosupane

CuMTomMHu
[lpn npeno3vpade (Hanp. AHeBHA A03a OT 15 mg BMecTo 7,5 mg) ca HabnwdaBaHK TpETa CTENEH
aTpUOBEHTpUKYNapeH 0710k, Opagukapana U 3aMaiBaHe.

Hali-uecTnTe npu3Hauy, ouaksaHyd NpH Npeao3upaHe ¢ [3- 6n01{epn ca Opagvkapaus, Xu

CbpACHHO-CBAORO 3a0oN1BaHe U BCHYKH NAaLUEHTH Ca C€ Bb3CTaHOBMIIU. mMa LInp
pa3NHyHA B HYBCTBHTCIHOCTTA KbM CAHHHYHA BHCOKA 1034 6H3DHPDHDH U Malduc
HCOIOCTATBYHOCT BCPOATHO €A MHOT'O HYBCTBHUTC/IHH. 3aToBa [PpH TC3H NALHCHTH JIC



3ab/DKHTENHO TPAORA Aa 3anOuHe ¢ NOCTENEHHO YBETHYABAHE Ha 003aTa, ChIJIACHO cXeMara,
nocodeda B T. 4.2.

JeyeHune

B cnyuaii Ha npeao3upane, TepanuaTa ¢ OUsonposon TpsadBa Aa ce cnpe U aa ce nposeae
NOABPIKALLO W CHMNTOMATHYHO neueHue. Cnopea orpaHH4eHUTe AaHHH, MATKO BEPOATHO €
OH30MposIoa Aa ce eNMMUHMpa Ype3 adann3a. Ha 0a3aTta Ha ouakBaHuTe (PApMaKONOrHYHH ASHCTBHA H
npenopbkH 3a Apyrute P-6nokepw, TpaOBa 1a ce MMAT NPEABHA CIAEAHUTE OOLUM MEPKH, aKo ca
KIKHHYHO OOOCHOBAHH:

bpaduxapous: UHTpaBeHO3HO NpUIIOKEHHE HA aTPOMKH. AKO He ce HabsloaaBa aaeKkBaTeH OTroBOp,
MOKE BHMMATEJTHO Ja Cce Jaae H3ONPEHANMH WK APYTO N€KAPCTBO € NO3HTHBHH XPOHOTPOTHH
coiicTBa. [Ipu onpeaenenu odbcToATENCTBA MOXKE 1A € HEOOXOAHMO TPAHCBEHO3HO BbLBEKIAHE HA
NEUCMENKbP.

Xunomoxus. HPHHD}KEHHE Ha HHTPABCHO3HH TCHHOCTH H BA30MNPCCOPH. r.ﬂH)KEII"OH, NPpHIO0MXCH
HHTPABCHO3HO, MQOKEC A4 ObAae OT NoJI3a.

Ampuosenmpuryaapen 610k (emopa wiu mpema cmenew): [launenTure Tpabea na 6baaT BHAMaTENHO
NPOCAEAABAHU H TPETHPAHHU C W3ONPEHANHH HHPYIHOHHO, HITH TPAHCBEHO3HO 1a ObAE BbBEICH
ChpAeUeH NEHCMEHKDBP.

Ocmpo erowasare Ha cbpoeynama nedocmamvynocm. UHTpaBEHO3HO NPHIIOKEHUE HA AHYPETHLH,
HHOTPOIHH CPEACTRA, BA30AWIATHPALLUH CPEACTBA.

Bpouxocnaszvm: HazHauaBat ce OpoHX0aMNaTaTOpHA TEpanua KaTo M30MNpeHaATHH, [Ba-
CUMNATHKOMUMETHUH W/ HITH aMHHOQPUITHH.

Xunozauxemus; AHTPaBEHO3HO NPUNOXKEHHUE HA FIIKOKO3a.

5. ®APMAKOJIOIAYHU CBOUCTBA
5.1 QPapvmakoJHHAMHYHH CBOKCTBA

QapmakoTepaneBTHYHA rFyna: ceJieKkTHBeH B-HBnokep
ATC xon: CO7TABQ7

Mexagn3bM Ha gei‘icTBHe“ ' | | H

Buzonponion € BUCOKO celeKTUBEH f1-anpeHopeLieNnTopeH ONOKUpaLll areHT 0e3 BbTpeliiHa
CUMIMATHKOMHUMETHYHA AKTUBHOCT W 0€3 ¢CbOTBETHO MeMOpaHocTabunu3upailo aeicrane. [lpoaykrsT
MMa MHOTO ¢/1a0 aPUHHUTET KbM [32-pELENTOPUTE HA MAAKHATE MYCKYJIM HA OPDOHXHMTE K CBAOBETE,
KakTo H KbM [2-peuenTopuTre, cBbp3aHK ¢ MeTabonuTHaTa perynauud. 3aToBa HE ce O4akBpa
Ouzonponon Ja BAMAE Ha AMXATENIHATA PE3UCTEHTHOCT H 2-MEAHHUpPaHHUTE MeTaGDHHTHH epexTH. Pi -
CEeJIEKTHBHOCTTA HA OU30MNPOJION € U3BLH TePaNeBTHYHHUTE NO30BH MPaHHLIM.

KiHHHYHA eDHUKACHOCT U 6€30NaCHOCT
O6wo 2647 naunedtu ca BitodeHHW B npoyusaneTo CIBIS I1. 83 % (n=2202) 6unu ot knac 11l Ha

NYHA, a 17 % (n=445) — ot knac IV na NYHA. Te ca umany crabuiHa ciMNTOMaTHYHA CUCTONHA
CbpAEeYHAa HEAOCTATHLYHOCT ((rpakuns HA u3TnackBaHe < 35 % Ha Oa3a exokapavorpadus). Obwara

HaManeHue Ha BHe3anHaTa CMBPTHOCT (3,6 % capsamo 6,3 %, OTHOCHTENHO HaMane
HamaJjieH Opoil Ha CNyYauTe CbC CbPACYHA HEAOCTATHYHOCT, U3UCKBALUH XOCMUT
cpewy 17,6 %, oTHOCHTEAHO HamaneHue 36 %). HabnoaaBaHo € U 3HAYUTENHO N
OYHKLUMOHAHYUA CTATYC cnopea KnacudukauuaTa Ha NYHA, B HauanoTo Ha tep
Ha TUTPHUPAHETO Ha OMU30MPOON Ca OTHETEHM CYHaH HA XOCMUTanu3aums, rnopaj
6paaukapans (0,53 %), xunotensus (0,23 %) 1 ocrpa Aekomnencauus (4,97 %),



yecTH, OTKOKOTO B naauebo rpynara (0 %, 0,3 % u 6,74 %). bpoaT Ha daTanHUTE H
HHBAMAWIUPALLK YAapH MO BpEME Ha LUTOTO u3cieasaHe ca 20 B rpynarta ¢ 6usonposnion v 15 B
nnauebo rpymnara.

B knuununoro npoyusade CIBIS 11 ca uzcneasann 1010 nauneHTH Ha BB3pACT 2 65 rOAMHH, € Nexa
N0 yMepeHa XpoHH4Ha cbpaeyHa HeaoctarbuHOCT (CHE: I nwau 111 knac NYHA) n nsapa
BEHTPUKY.1apHa dpakuua Ha u3Tnackeane < 35 %, kouto He ca Ownn nexysanu npean ¢ ACE-
HHXHOUTOPH, B-ONOKepHy MK aHTHOTEH3MH peuenTopHH Dnokepy. M3cneasaHero cpasHsaBa
Oe3zonacHocTTa ¥ eeKTHBHOCTTA Ha MbPROHAUYANHA LWIECTMECEHHA MOHOTEpanus ¢ Ou3onponosn
(tapreTHa no3a 10 mg BeaHbx AHEBHO), kKbM KosATO ce npubasa ACE-uHx1buTop eHananpun
(TapreTHa ao3a 10 mg ABa mMbTH AHEBHO) B NPOABIKEHHE Ha oLle 6 10 24 meceua, ¢
NPOTYUBONOOKHATA NOCAEN0BATENHOCT Ha MbPBOHAHAIHOTO fieueHune. Beska rpyna ce cueton oT 505
MALHUEHTH.

JlgeTe cTpaTeEryuu ca CNfNo CPaBHEHHU, KaKTO MO OTHOWICHHWE HA KOMOHWHKHpaHaTa od1la kpaiina uen
(o01a CMBPTHOCT MM XOCTIMTA/IM3ALIMSA ), TAKA M N0 OTHOLLECHHUE HA BCEKH OT TE€3H KOMITIOHEHTH NO
oraenHo. OT NexyBaHMTe naiMeHTH o0LIaTa KpaHHa uen ¢ nocturHara npu 178 naunedrtu (35,2 %) ot
rpynara, ieKyBaHa nmspeo ¢ Ouzonponod, cpewly 186 naunentu (36,8 %) or rpynara , nexysaHa
MbPBO ¢ €HANANPW, KOETO MOKAa3Ba, He JICYSHHETO, 3aNOHHAI0 ¢ OU30MPOJIOI, € CPABHHMO NO
epeKTUBHOCT ¢ JIeYeHHeTO, 3ano4Hano ¢ eHananpua. [lpu mepBoHavaiHo nederne ¢ dbusonponon ca
MOYMMHANK 65 NnaumeHTH cpeily 73, NeKyBaHH IfbPBO C SHANANpU (MexXayrpynosa pasnuka p=0,44) v
151 cpewty 157 xocnutanusupanu nauveHTH (p=0,66). bpoaT Ha cepro3Hn H 0bLIH HexenaHH
NIEKApCTBEHU peakLUKrK e noaobeH 3a ABETE rpyny. AHAIM3BLT HA JAHHHWTE 32 NbpBaTa roJHHa NoKas3sa
He3HAYMTE/THA TEHACHLIMA KbM HaMaNsBaHe Ha o0LIaTa CMBPTHOCT HA Ipynara, JeKyBaHa ITbpPBO ¢
onzonponon, ¢ 31 % B cpaBHEHHE ¢ Ta3H, IEKyBaHa NbPBO ¢ eHananpwi. CTaTHCTHYECKH 3HAYUMOTO

HaMajfiBaHE Ha PHUCKA OT BHe3anHa cMbpT ¢ 46 % (p=0,049) npe3 nppeara roanHa raagHo AONPHHACH
3a NO-A00paTa NpeXXHUBAEMOCT HA Mpynara, JiIeKyBaHa NbpBO ¢ Du3onponol. [IBeTe cTpateruu 3a
Haya/l0 Ha JICHEHHE HA XPOHHYHA CbpAevHa HEAOCTATLYHOCT NOKa3BaT NoAoOHH 00LIH pe3ynTaTH no
OTHOLLIEHHE -HAa CMBPTHOCT U XOCMHTATH3ALUHA, KAKTO H TEHIAEHUHMA KbM YAbJDKEHA MPEKHUBIEMOCT,
Mo-CNeLHaHO Ype3 peayKLHs Ha BHe3anHara cMbpT, HabnoaaBaHa npy rpynara, J€KyBaHa Nbpso C
6usonponon. Pesynrtarvre nokassar, 4e nopaad cxoJHara 0€30NacHOCT H €(PHKACHOCT, JIEYEHHETO Ha
XpPOHHYHA ChpASUYHa HEAOCTATLYHOCT MOXKE [1a 3aN0YHE HIIH ¢ DU30NPOJION, WK C EHANaNpPwI.

EH3DﬂpDﬂ0ﬂ ChIIO TaKa CC nmpunara 3a JICHCHHE HAa XUNEPTOHNUA KU CTCHOKApAHA.

Bu3onponion HAMa U3pa3eH HEraTHBEH HHOTPOMNEH €EKT.

Euzﬂnponofl NOCTUra MAKCHMAJIHUA CH aHTUXHNEpPTeH3UBeH edeKkT 3-4 faca caell epopancH NpueM.
EnuMuHALMOHHKA MY NONy:KUBOT B nna3mara oT 10-12 yaca My ocurypiasa 24 yacosa e(peKTUBHOCT
cie €NHOAP30B AHEBEH NPUEM.

MakCHMATHHAT XUNEPTEH3UBEH €PEKT Ha Gmdnpojm NPHHLUNHO ce n:uc*mra cnel 2 CeaAMHLIK.

[Tpy MHTEH3MBHOTO NPHIOKEHUE NMPH NALMEHTH € UCXEMHHHA DonecT Ha cbpLeTo 6e3 XpOoHNYHA
CbpPAEYHA HENOCTATBYHOCT, OU30TIPONON HAMANABA ChPAEYHATA YECTOTA U y/IapHHA 0DEM H M0 TAKbB
HaYMH NMOHKXKABA CbPACYHHUA JEOUT K KHCNOPOAHOTO noTpedaeHue. [1py XpOHHUHO NPUAOIKEHHE,
[MbPBOHAYANHO MOBHUILECHATA NepudepHa PE3UCTEHTHOCT Hamanaea. [I0THCKAHETO Ha aKTHBHOCTTA Ha
[UTA3MEHHUA PEHHH CE€ AUCKYTHpa KaTO MEXaHW3IbM Ha JEHCTBHE, JIeXKalll B OCHOBATA Ha
AHTUXHMEPTEH3UBHHUA €deKT Ha P-Onokepure.,

Upes Onokagara Ha ¢CbpAevHHTE [-peuentopy OU30NPOA0I NOTUCKA OTTOBOPA KbM
CHMIATOaJApeHepruyHaTa akTHBHOCT. TORa NpeaAn3BMKBA HAMAJIEHME HA CbpPAEYHATA HECTOTA H
KOHTPAKTWINTET H [OpajJX TOBA BOAH A0 HAMANEHHE HA MHMOKAPAHATA KOHCYMALMA HA KHCTIOPOA,
KOETO € XeJaH ePeKT NPH aHrMHA NEKTOPHC ¢ HATHUHA UCXEMHUYHA OONIECT HA ChPLUETO.

5.2 @apMAKOKHHETHYHH CBOHCTBA

Abcopbums
buzonponon ce abcopburpa noutn HanwiaHo (>90%) OT racTpOHMHTECTHHANIHUS Tpa
Mankus edexT Ha first pass npes uepHua apod (mpubausurenno 10%), uma abcon
0T 0k0/10 90% ciiea nepopanHoO MMPUNIOKEHUE,




Cebp3BaHeTO Ha OHU30MpoNoON ¢ NAa3MeHUTe NPOTEHHH € 0Koso 30%.

Pa3npeneaeHue
ObembT Ha paznpeaenerue € 3,5 kg, O0WuMAT KIMPBHC HA NpoayKTa e npudnu3utenyo 15 I/h.

EAMMHUHALHOHHKAT My nonykuBoT ot 10-12 yaca ocurypsaBa 24 yacoBa e(peKTHBHOCT Cliel
€1HOKpaTHa JHEBHA 103a.

buorpanchopmMaumns ¥ eTMMHHUpAHE

Bu3onponon ce enMMUHApa OT opradn3Ma no asa nbTa: 50% ce meTabonusnpar ot uepHUs Apod 1o
HeaKTUBHH MeTabONNTH, KOMTO ce eKcKpeTHpat npes 6u6peunTe. OctaHanuTe 30% ce ekckpeTUpar
HenpoMeHeHHd npe3 0s0peunTe. Thit KaTO €TMMUHUPAHETO C€ U3BBPLLBRA NPE3 OBOPELIUTE H YEPHHUS
Apo6 B eAHaKBa CTENEH, HE Ce U3UCKBA aJanTUpaHE Ha A03aTa Ha OW30NPOosIO NPH NALIMEHTH C JIEKH
[0 YMEPEHU HApYLUEHHA HA YepHOApOoOHATa WK ObOpeyHaTa PYHKUMKA.

(dapMakoKHMHETHKATA PY NAUMEHTH CbC CTA0WIHA XPOHHUYHA CbPAEYHA HEAOCTATBYHOCT U OBOpEeUHH
WK YepHOZPOOHH HapYLIEHHS HE € H3YUeHa.

JInHeiHOCT/HENUHENHOCT
buzonponon uMa THHEHHA, Bb3PacTOBO-HE3aBUCHMA KHHETHKA,

[Ipy naumeHTH ¢ XpOHUYHA cbpacyHa HegocTaThbuHOCT (11 craguit no NYHA), nnasmMeHnTe HUBa Ha
Ou30nposIoa ¢a Mo-BUCOKH U NEPUOABT HA NONYKHBOT € YAB/IXKEH B CPABHEHHE ChC 3APABH
no6poBonuM. MakcuManHata rna3MeHa KOHLEHTpauus B CTabHUIHO CbeToAHME € 64 + 21 mg/ml npu
aHesHa no3a ot 10 mg ¥ nepuoasT Ha noaypasznaa e 17 + 5 yaca.

53 TlpenxHHHYHH NaHHH 34 0e30MACHOCT

HeknuHuuHUTE A3HHU He noka3sat 0cobeH pUCK 3a Xopa Ha 0azaTta Ha KOHBEHUHOHATHHUTE
($hapMaKoJIOrHYHH MPOYYBaHHA 3a 0e30MacHOCT, TOKCHYHOCT NPH MHOrOKPaTHO NpHJIaraxe,
reHOTOKCHYHOCT MM KAPLUMHOTEHEH NOTEHLUHA.

Penpoaykuus

B penponyKTHBHHTE TOKCHKONOTHYHH H3CNEABAHHUA OH30NIPOION HAMA BIIHAHHE BbPXY QEPTHIHTETA
WK BbpXy obuwarta penpoaykTusHa cnocodbHoct. [lonodHo Ha Apyry B-Onokepy, Suzonponon BLB
BMCOKH /1031 BOOH A0 TOKCHMUYHOCT KAaKTO NpH MakkaTta (HaMajleH NpHeM Ha XpaHa ¥ crnajg Ha
TENECHOTO TErJ0), Taka U NMpu eMOpuoHa/niioaa (ysennqel[l Opoii pe3opOuKH, HAMAJIEHO TENIECHO
TErA0 Ha HOBOPOAEHOTO, 3abaBeHO PHU3HHECKO pa3BUTHE), HO HAMA TEPATOr€HEH eeKT.

r
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6. ®APMALEBTHUHH JAHHM i |

6.1 ChnHcobLK HA NOMOIIHHTE BelI&CTBa

buzojied 3 mg puamupanm TabreTku

Kanuuer xuaporexndgocdar, 6be3soaeH
by THAXHAPOKCHAHKU3O0I
MukpoKpUcTaATHa Leayno3a
KpocrnoeuaoH

HuwecTe, npexkenaTHHU3IHPAHO
CHnyuMes AHOKCHA, KOJIOMAECH
MarHe3ues cTeapar

Duaimoeo nokpumue.
Xunpomesosa

Maxkporona 400

Turanos nuokcua (E171)




Koot xeneszed okcua (E172)

buzonen 10 mg puamupann TabnerTku

Kanuues xuaporeHdocgar, 6e3soaeH
byTHaXHUAPOKCHAHHU30
MuUKpOKpHCTAIHA UENyJi03a
KpocnosuaoH

Huecre, npexenaTHHU3UpPaHO
Cynuuunes IHOKCHA, KOJIOUAEH
Marse3ues cTeapar

DuUIM0O60 HOKpUMUE:

XHpomenosa

Makporon 400

TuraHos anokcua (E171)

ACunT xenezeH okcua (E172)

UepeeH xenezed okcua (E172)

6.2 HecbhbBMeCTHMOCTH

Henpunoxkumo

6.3 Cpok Ha rogHocTr

3 ronuHM

6.4 ChnenHa/lHH YCIOBHA HA CLXPAHECHHE
To3u nekapcTBEH NPOAYKT HE M3UCKBA CIMELMATHH YCJIOBHS HA ChXPAHEHHE.

6.5 BHa ucLABPXKAHHE HA ONAKOBKATA

PVC/PVAC/Alu 6aunctepu x 10 radnetku unu PVC/Alu 6auctepu x 10 Tabnetkm.
30 TabneTKH B ONAKOBKA.

6.6 ChnenuajHY UpeANA3ZHH MEPKH npn' H3XBLpJIiHE

' |
Hsama cneunanid U3KCKBAHHA. ” : |

7. IPUTEXATEJI HA PA3SPEIIEHHETO 3A YIIOTPEBA

EKODOAPM I'PYIT Al

yn. Atanac¢ Jlykos Ne29, er. 3,
1407 Codus, brnrapus

Tes.: (02) 906 90 70

takc: (02) 906 90 71

8. HOMEP(A) HA PAZPELHIEHHUETO 3A YIIOTPEBA

20130201 - buzonen 5 mg punmuparu TabneTku
20130202 - buzonen 10 mg dunMupanu TabneTku




9. JATA HA ITBPBO PAZPEHIABAHETIOAHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEDBA

Jlata Ha nbpBoO pa3pewasane: |3 wHn 2013 1.
Iara Ha nocnegHo noadosgaBaHe: 21 wHu 2018 r.

10. JATA HA AKTYAJIMZHPAHE HA TEKCTA

06/2026




