KPATKA XAPAKTEPUCTHUKA HA IMPOAYKTA
AI/00226

1. WME HA JIEKAPCTBEHUSI ITPOAYKT 6951/

baoxbuc Kop 2.5 mg Tabnerku
Blokbis Cor 2,5 mg tablets

biok6buc Kop 5 mg Tabnerku
Blokbis Cor 5 mg tablets

p & KAYECTBEH U KOJIMYMECTBEH CHbCTAB
Besika TabsieTka cuabpaka 2,5 mg wian S mg 6usonpononos ¢pymapar (bisoprolol fumarate).
[ToMO1LIIHO BELIECTBO C U3BECTHO JACHUCTBHE: JIAKTO3a MOHOXH/IpaT.

Beska Tabnerka ot 2,5 mg chabpka 68,15 mg nakro3za MOHOXH/1paT.
Besika Tabnerka ot S mg cuabpxka 136,2 mg 1akro3a MOHOXHpAT.

3a MbJIHUS CIIUCHK HA NMOMOIIHUTE BEIIECTBA, BUKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka
baok6uc Kop 2.5 mg Tabnerku: Oenu Ha LBAT, OBAJIHK, HEOOBUTH TaOJIETKH, C I€JIMTETHA YepTa OT

JIBETE CTpaHM, ¢ MapkupoBka “BI” u “2.5” o1 ABeTe CTpaHHU Ha JeNUTe/IHATa YepTa.

biiok6uc Kop 5 mg Tabnerku: 611e105KbATH HA LBAT, MO3a€4YHH, KPbIJIH, HEOOBHTH, U3ITbKHAJIH
TabNeTKH, C JIeJIMTE/IHA YepTa OT eiHaTa cTpaHa U MapkupoBka “Bl” 1 “5” or aBere cTpaHH Ha
JeJIUTE/IHATA YepTa, rJ1aJku oT odpaTrHaTa cTpaHa.

TaGnerkara moxe 1a Ob/e pa3aeeHa Ha JIB€ paBHH J103H.

4. KJUHWYHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHSA

Jleuenne Ha crabMIIHA yMepeHa /10 TeKKa XpOHUYHA Chbp/ieYHa HEI0OCTAaThYHOCT ¢ HamMaJieHa
cUcTOJIMYHA KaMepHa yHKLMs ((ppakuus Ha u3TnackBaHe <35%, 10Ka3aHa exokapauorpadcku) B
komOuHaumsa ¢ ACE HHXMOMTOPH U IMYPETULIM, H TTPU HEOOXOJAMMOCT ChC CHPACYHH MNTMKO3H/H (32
NOMBJIHUTE/IHA HHpOPMaLIMA BXK. TOYKA J.1).

4.2 Jlo3MpPOBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka
[Tpean HayanoOTO HA JIEYEHHUETO MaLMeHTUTE TpAOBa Ja ca crabuiM3upaHu (0€3 NposBH Ha OCTpa
HeaocTaTh4HOCT). [IpenopbuBa ce NeKyBalUAT JieKap /1a iMa OIUT B JICYEHHUETO Ha XpOHHYHA

Cbhbp/eyHa HEI0CTAThYHOCT.

*

TutpauuonHa ¢asa |
Jleyenuero Ha ctabuIHa XPOHHYHA Chp/leYHA HEIOCTaThYHOCT ¢ OM30nponon u3uckea (asa Ha

TUTPHUPAHE.
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IpenopbuHTENHATA HAYATHA 1033 € 1,25 mg BeHBXK AHEBHO. B 3aBHCHMOCT OT HHAMBH/IYANTHATA
IIOHOCHMMOCT, JI03aTa ce oBHINAaBa Ha 2,5 mg, 3,75 mg, 5 mg, 7,5 mg 1 10 mg peAHbXK AHEBHO Npe3
HHTEpBaJ OT ABE CEIMHIIA K ToBedE. AKO NOBHIUEHATA 1033 He ce MOHACH J00pe ICUeHHETO MOXKe
7ia ce MPOZBIDKH ¢ MO-HHCKaTa Ao3a. Chen cTaGummanpaHe Ha CBCTOAHHETO Ha MAIMEHTa MOXKe /18 Ce
MPUCTHNM KhM MOAHOBABAHE HA JIEYSHHETO W/HIH NOBUINABAHE HY NO3aTa HA OM3OMpONOIL.

MaxcHMaIHaTa npenopsuHTEnHa 1038 ¢ 10 mg e AHOKPATHO AHEBHO.

[Tpes TuTpaLMoHHATA ¢a3a ce MpenophYBa NPOCc/eAABaHe Ha KUIHCHHTE NMOKA3ATEH (ChpAeUeH
PHTHM, KPBBHO HAJIATAHE), KAKTO U 38 NOABA HA CHMITTOMM Ha BIOIIABAHE HA ChPACYHATA
HEIOCTATBIHOCT.

Moguguuupane na nevenuemo

AKO MaKCHMAJTHATA MPENMOPLYMTENHA 1038 He ¢e noHacs Aobpe, IEYeHHETO MOKeE /13 MPOALIDKH C
NOCTEIIEHHO NOHIDKABAHE Ha JIO34Ta.

IipH npexoHO BIOLIABAHE HA CHPACYHATA HEAOCTATHYHOCT, XHIIOTOHMA WIH OpaauKapaus, ce
npenopLYea MPEOLICHKA HA 03aTa H Ha CHITETCTBAINOTO JicucHHe. Moxe ia ¢ HeOOXOAHMO BPEMEHHO
A4 ce TIOHMKH X03aTa Ha OHM30Mposof WK Ja ¢¢ OOMHCIIH MpEyCTAHOBABAHE HA JICUEHHETO.

Cnen crabumM3upale Ha ChCTOSHHETO HA MAIMEHTA MOXKe J1a Ce NMPHCTHITH KbM MOAHOBABAHE HA
NIeYeHHETO M/ WIH NOBMUIABAHE HA 03aTa Ha Ou3onpono.

AKO € HeoOXOAMMO NpeyCTAHOBABAHE HA JICUCHHOTO, C¢ TPENOphYBa NMOCTENECHHO NOHKKABAHE HA
A03aTa, Thi KATO BHE3AITHOTO CIIHPAHE HA TEPAIMATA MOXKE Aa AOBENE O PAZKO BJIOILIABAHE HA
CHCTOSHHETO HA MALTHCHTA. |

IIpoowadcumennocm na mepanuama

[To npuHLMm JeYeHHeTo ¢ OU30MPOOI € NPOAB/DKHTEITHO.

Jleuenuero ¢ Gusonpoton He TpAGBA Aa ce CHHPa BHE3AIHO, Thi KATO TOBA MOXKE Aa OBEAE N0 PA3KO
BIIOIIABAHE HA CHCTOAHHETO, OCOOEHO NpH NALUMEHTH ¢ HcXeMuTHA GonecT Ha cuplieTo. IIpenoprusa

C€ NMOCTCNCHHO NTOHKMXABAHC Ha A03aTa.

Crexuannu nonyaayuu
ManwenTy ¢ G36peuro ¥ YepHOAPOGHO yBperxkaane

Hama undopMmanns 3a GapMakoKHHETHKATA Ha GH30MPOIION MPH NALMEHTH ¢ XPOHHYHA ChpAeTHA
HEeJOCTATHLYHOCT M yBpeaeHa Op0peuna wiu yepHoapodOHa Ppyrkuua. [NosHinasaseTo Ha 103aTa B TE3H
CITy4au M3MCKBA JIOITBIHUTENTHO BHHUMaHHE.

o

Crapuecka BL3pacT
He ce u3KCKBa aAalTUPaHEe HAa J03AaTa.

IleAnaTpHYHA NOIMYNALNHY |
Hsama omuT ¢ GU30MPONION NPH AeLia, NOPajy KOCTO H3NOA3BAHETO My NPH JCLIA HE CE MPenopLYBa.

HauywH Ha IPHIOXKEHWE
[TepopanHo MPHIOKEHHE

Busonponos TabneTKH ¢e MPHEMAT CYTPHH, Che¢ WM 6e3 xpaHa. Morar Aa ce MOnTBILAT ¢ MATIKO
TEYHOCT.

4.3 Ilpo'mnonﬁmnu

- BH30MpONoN € IMPOTHBOMOKA3AH NPH MALMEHTH ChC:
® .  CBPBXYYBCTBHTEJIHOCT KbM OH30MPOJION WIH KbM HAKOE OT MOMOIIHHTE BELI
TOYKa 6.1;

NOOS




o OCTPa CHPACYHA HEAOCTATHIHOCT HJIH C ACKOMIICHCHPaHa ChpAeYHA HeAOCTaThYHOCT,
H3HCKBAHIA HHTPABEHO3HO MPHIOKEHHE Ha JICKAPCTBA ¢ HHOTPOMHO AeHCTBHE;

KapAMOreHeH IMOK;

aTPHOBEHTPHKY1apeR (AV) Gnok Bropa WM TpeTa creneH (6e3 neficmeliknp);

CHHAPOM Ha OOIHMA CHHYCOB BB3el,

cuHoaTpuaneH (SA) 6iok;

cHMITTOMaTH4Ha Spaguxapans,;

CHMITTOMATHYHA XHIIOTOHMS;

Texxka OPOHXHAIHA acTMA WITH TeXKa XpoHHUHA obcTpykTHBHa Genoppobna Gonect (XOBB);
TexxKa popma Ha nepudepHH apTepUaTHH OKITY3HBHH 3a60/1aBaHHA HMH TEXKA ¢opma Ha
cHHIpOM Ha Peiino;

‘HesnexysaH deoxpoMourToM (BXK. ToUKa 4.4);

Meraﬁomma a1jMo3a.

4.4 Cnennmn npenynpemuenn B ApeANA3HE MEPKH NpH yno'rpeﬁa

* JleueHueTo Ha CTaGHIHA CHPIEYHA HEAOCTATHMHOCT ¢ OM3oMnpooN TpAGBa a 3anoyYHe CHC CIELMAIHA
THTpaLMOHHa da3a.

[IpexpaTaBaHeTo Ha NeveHueTo ¢ Gu3onponon He TpAOBA fa ce H3BBLPILBA BHE3AMHO, 0CO0EHO NpH
NALMEHTH ¢ HCXEeMHYHA G0eCT Ha CHPLIETO, OCBEH [IPH HAIMYHETO HA KATErOPHYHH HHIMKALMH, Thil
KATO TOBa MOJKe Ja AOBeJe A0 RIOLIAaBaHE HA ChPACYHHMA CTATYC. |

buzonposnon Tpadea fa ce U3INON3Ba ¢ BHHMAHHE ITPH:

. saxapeH Auaber ¢ roneMu xoneGanus B cTOHHOCTHTE Ha KPBBHATA 3aXap; CAMIITOMHUTE HA
XHIOTJIHKeMHA Morar Aa ObraT MacKnpaHm;
. cTpora Amera (nocrexe);

. B XOA& Ha AeceHcuOunm3upama repamud. [lono6uo Ha apyrure 6era-6n10xepu, Guzonponon
MOXKE /I8 YBEJIHIH YYBCTBHTEIIHOCTTA KbM aJIEPreHH, KAKTO H TeKeCTTa Ha aHADUIAKTHIHHTE
peakiH. JledeHHeTo C A(PEHANHH He BHHAIM [IaBa O4aKBaHHS TePaneBTHICH CeKT.

. AV 6ok mhpBa CTEIEH;

. aHTHHa Ha Prinzmetal: HaGmozasaHH ca cIyuad Ha mponapen Ba30Cna3bsM. Brnpexu BHCOKaTa
| Geral-ceneKTHBHOCT Ha OH3OIMPONON, NPH NMALMEHTH ¢ aHTHHA Ha Prinzmetal, xoxTo ro
NMPUEMAT He MOTAT a OBJaT M3KHOYCHH MPHUCTHITH HA CTEHOKAPAMA.

¢ nepudepHH aprepHaIHM OKITy3HBHH 3800/uBaHus (MOXke a ce HaluoAaBa BIIOINABAHE Ha
OIUI&AKBAHHMATA O0COOEHO B HAYANIOTO HA JICUCHHETO),

. ofina aHecTe3H4. |

[Tpu naimeHTH, NOONKEHN Ha 00ia aHecTe3HA, Oera-0/0kanaTa HAaMANSBA YECTOTATA HA ADHTMHH H

MHOKApIHA HCXEMHA N0 BpeMe Ha BLBEXKAAHETO B 2HECTE3UA H MHTYOaLMATa, M B IIOCTONEPATHBHUS

nepuos. Ilpenopbusa ce noaxbpxainaTa Gera-Onokana aa obe POALLKEHA NIEPHOTIEPATHBHO.

AnecresuonorsT TpsGea aa Obae nodpe 3ano3xat ¢ fera-Orokanara, Thi KaTO PE3MOXKHOCTTA HA

Gusonponon xa p3auMonelicTBHA ¢ APYTH NEKApCTha BOAM A0 GpanHapuTMni, oTcabBaHe Ha

pehexTOpHATA TAXMKAPANS M HAMA/IABAHE HA pedIEKTOpHATA CIIOCOOHOCT 38 KOMIICHCALIHA Ha

kpbBo3arybara. AKO BBIPEKH BCHUKO € HeoOX0MMO npeKpaTaeaie Ha TepanuiTa ¢ 6era-Onokepy
npesH XHPYPrHvHATa HHTEPBEHIMA, TOBA TPAGBA 1a e H3BHLPINBA MOCTEINEHHO H J1a 3aBBPILIH OKONIO

48 gaca npeaH AHECTE3NATA.

Bsapeku, 4e KapaHoceeKTHBHuTe (GeTal) GeTa-6nokepn Morat fa oxkassar no-cnab edexr Brpxy

GenompobHaTa GyHKIIHA, OTKOJIKOTO HeceleKTHBHMTE GeTa-6I0KepH, H3NO3BAHETO MM CHIIO TPAGBA

Ia ce H30ATBA IIPH NAalHeHTH ¢ 0OCTPYKTMBHH 3a0019BaHHA HA AUXATEIHHTE ITHTHINA, OCBEH KO HE

CBINECTBYBAT YOSAMTEHM KIMHHYHH MPUIHHEH 38 ynorpebara UM, AKO TAKHBA MPHYHHH

CBINECTBYBAT, OH30MPOsION TpAGBA Ja ce M3MNOJ3BA C MOBHILICHO BHUMAHHE.

TIpH 6pOHXHMATHA aCTMa HAH APYTH XPOHIMHH oGCTpYKTHBHM Genospobun 3a60n4
- J1a NPeAU3BHKAT CHMITTOMH C€ MPenopbyBa eIHOBPEMEHHO NPHIOKEHHE Ha 6po




PE3HCTEHTHOCTTA HA JMXATE/THHTE [THTHILA, KOETO MOXE /1A HAJIOXKH NOBHINABAHE Ha J03aTa Ha Geta2-
CTHMY/IAHTHTE. |

Hsma TepaneBTrHyeH ONHT B JISUEHAETC ¢ OW30MpONIoN Ha ChPACTHA HEAOCTATHYHOCT NPH NALMEHTH
ChC cneHATe 3a00/IABAHHA H CHCTOSHHA:

. MHCY/THHO3AaBHCHM 3axapeH auaber (Tvn I)

. TeXKO HapymeHa Or0peuna QyHKIAA

. TEXKKO HApYIIeHa YepHOAPOOHA PyHKIHS

. pPEeCTPUKTHEBHA KapAHOMHONATHA
. BPOZICHH ChpACYHH 3a00oniBanus
. XEMOAMHAMMYHO 3HAYMMH OPraHUYHM KiamHH 3abonspanus

. HH(}APKT HA MACKApAa Mpe3 NOCICAHHTE 3 Mecena.

KomGuHaLpsra Ha GH30nponod ¢ KAILMEBH AHTANOHKCTH OT rpyNaTa Ha BepanaMHJl WIH AWITHA3eM, ¢
aHTHAPHTMMLM KNac I ¥ ¢ aHTHXHNEePTeH3MBHY MPOAYKTH ¢ LUECHTPATHO ASHCTBHE MO MPHHIMI HE CE
npenops4pa (3a NoapoSHOCTH BX. TOuKa 4.5).

IMarmsenTHTE C NCOPHAIKC WIH C AaHAMHE3A 3a NIcopHasKc Tps6Ba na npueMaT beta-bnokepH (BKa.
6U30MIPONON) CaMO Cllell BHUMATE/THA OLieHKa Ha CHOTHOIEHHETO M0/I38/PHCK.

1o Bpeme Ha neyeHue ¢ Gﬂsonponm CHMITTOMHTE HA THPSOTOKCHKO3a MOraT jia 6baaT MacKupaHm.
[Tpu naumenTH ¢ peoxpomoLToM SH301PONON -rpnﬁna 2 ce TIpWiara Cie amba—peuemopua
Gnokana.

Buzonponos MoXe Na JaAe NO3UTHBHR pe3yJITaTH [0 BpeMe Ha AHTHAOMHHTOB KOHTPON.

B HauanoTO Ha TepanMATa ¢ OH3ONPOJION H NTPU NPEKPATABAHETO H Ce HIHCKBA PEJOBHO
npocnenssaHe. 3a XO3IMPOBKATA M HAYHHA HA TIPHIOKEHHE BXK. TOUKa 4.2

[IpoayKTET CHABPIKA NNAKTO3a MOHOXHpAT. [IaliHEHTH ¢ peIKH HACHEACTBEHM NMPoOIeMH Ha
HENOHOCHMMOCT KbM T'AJIaKTO3a, ITh/IeH JaKTa3eH ACPHLMT HITH TMOKO030-TANaKTO3HA mManabcopbums He
TpabBa na MpHEMAT TOBA JIEKAPCTEO. -

4.5 BiammozaciicTBRE ¢ APYTE JEKAPCTBEHA npumru B nbyrn $opMHE Ha B3aEMoaelicTBHe
KombBunayuu, Koumo He ce npenopvusam

KanipesH AHTAFOHKUCTH OT BEPAIIAMHIIOB THII H B IO-MAJIKA CTETIEH OT JIITHASEMOB THIL. HETATHBHO
BIIMAHHE BHPXY KOHTPAKTHWIMTETa H ATPHOBEHTPHKYJIADHATA MPOBOAMMOCT. MHTPABEHO3HOTO
NpUIaraHe Ha BepanamMms NMPH NalfHEHTH Ha JieyeHHe ¢ Oera-010kepr MOXKe 8 JoBeie IO TeKKa
XHTIOTOHHSA H ATPHOBEHTPHKYIapeH 6ok,

ARTHapuTMHLUM KNac [: EQexTsT BhpXY ATPHOBEHTPHKYJIAPHOTO BPEME 3a TIPOBOAMMOCT MOXE J1a Ce
NOTEHUHPA H Ja ¢ YBEIHYH HETARTUBHHAT HHOTPOIICH e(EKT.

LenTpanno-aeiicTpamy aHTHXHNEPTEH3HBHH CPEACTBA, KATO KIIOHHWAHH H Ap. (HANp. METHAAOMNA,
MOKCOHM/HH, PWIMEHHANH): eAHOBPEMEHHATA YTIOTpeba Ha LIEHTPAIHO AeHCTBAIIH
aHTHXUTIEPTEH3HBHH JIEKAPCTBEHH NMPOAYKTH MOXe Aa AoBene Ao 3abapgHe Ha CHLPACYHATA YECTOTA U
ChpACHHMA AeOHT H A0 BasoanaaTalMi. BHE3anHOTO NPEKpaTABaHEe Ha TEPAIHATA MOXKE A8 TIOBHUTH
PHCKa OT ,,peﬁayim XMINCPTOHHA .

Kombunauuu, npu Koumo ce u3ucKkea SHUMARUE

4
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- NOO?

HEJIOCTATBUHOCT HE MOKe Na Obe H3KIMIOUEH NOBKIIEH PHCK OT AOIMBIHMTENIHO RIIOLIABaHE HA
KaMEPHATA NOMITeHA (PYHKIHS. -

AnrHapurMuuy kiac I (Hamp. aMuHoRapoH): BE3MOXKHO € NOTEHIHpaKe Ha e(eKTa 10 OTHOMIEHHE
BpeMeTo Ha AV NpoBOAMMOCTTA.

Bera-GN10KepH 38 JOKATHO NPHIOAKCHHE (HANP. OYHM KAIIKY 38 JlevieHie Ha IIIayKoMa) MOTaT Jia
NOTEHIHPAT CUCTeMHHTE edeKTH Ha GH3OIPONO.

[NapacHMNATHKOMUMETHLM: €AHOBPEMEHHOTO IPHI0KEHHE MOXE 1 YTb/DKH ATPHOBEHTPHKYIapHOTO
MPOBOAHO BpEME K Aa YBEJIHYH PHCKa OT OpaxuKap/Ius.

- UncynMn H nepopaniy aHTHXHA0ETHH CpeACcTBa: 3aCAIBAHE Ha XHIIONTHKeMHYHHA edekT. biokanara
Ha GeTa-perenToOpHTe MOXKE A8 MACKKPA CHMITTOMHTE HA XKITOTJTHKEMMA.

" AHecTeTHINH: OTCabBaHe HA pedIEKTOPHATA TAXHKAP/MS H TIOBHUICH PHCK OT XHTIOTOHNS (32
JOITEJIHATE/THA HROPMAIHA OTHOCHO OOIIATA aHECTe3Md BXK. TOUKa 4.4).

JIArHTANucOoBH TJIMKO3HAM: 3a6aniHe HA CHPACYHATA YECTOTa, MOBUINABAHE HA BPEMETO Ha
NpeAChPAHO-KAMEPHATa MPOBOAUMOCT.

Hecreponaun nporueopsananurentu cpeactea (HCIIBC): HCIIBC morar aa oTcnadar
XHIIOTEH3MBHIA e(deKT Ha Orsonpono. |

Bera-cHMnaToMHMeTHLIM (Hanp. H30MpeHaIHH, Ao0yTaMiH): xoMOHHalHa ¢ OM3ONpoONoN MoXKe Aa
Hmm edexTHTE H HA JBETE ICKAPCTRA. |

CHMINIATOMHMETHIIH, KOHTO aKTHBHPAT €THOBpEeMeHHO anda- u Hera-penenropure (Harmp.
HopaApeHaITHH, axpeHanuH): KombuunpaneTo uM ¢ 6H30TIpONION MOXeE JIa ISMAcKHpa NOBJIHAHOTO OT
anda-aapeHOPELIEITOPHTE Ba30OKOHCTPHKTHBHO AcHCTBHE Ha TE3H CPEICTBa, BOJACLIO A0 NOBHIIABAHE
HA KpBBHOTO Ha/lAraHe H o0OCTpAHE Ha KAy AHKaUHo HHTepMuTeHC (claudication intermittens). Cumra
ce, Ye TAKMBA B32aHMOJIEHCTBHA Ca NO-BEPOATHH C HECEJIEKTUBHUTE DeTa-Onokepu.

ExHoBpeMeHHATa YNOTpe6a ¢ SHTHXHNEPTEH3UBHH CPE/ICTBA, KAKTO H C IPYTH JIEKAPCTBERH CPEACTBA,
KOHTO HMAT NOTEHIMAT Aa MOHIKABAT APTEPHANTHOTO HAIBIIaHe (HATIP. TPHLIMKIMUHA

aHTHAeNnpecaHTH, 6apOHTYpaTH, PeHOTHAIHHM) MOXKE Jia MOBHIIH PHCKE OT XHMITOTOHMA.

Kombunanuu, xoumo mpabea oa bvoam sHumamenno obmucneni

MetdiioKuH: TOBYINEH PHCK OT OpanukapIus.
MonoaMHHOOKCHAR3HH HHXHOMTOPH (¢ W3KkmoueHue Ha MAO-B unxuburopu): NOBMINABAHE HA

XHNoTeH3uBHHUA edekT Ha Gera-O0KepHTe, KAKTO M PHCK OT XHIIEPTEH3NBHH KPH3H.

4.6 DeprranTeT, SpEeMEHHOCT N m-pmene_

Bpementoct | .
Busonposion uMa ¢apMakoIorHuHu AeHCTBHA, KOHTO MOT'aT Ja IPeXH3BHKAT YBpeXIalH ¢HexTH

BBPXY OpeMEHHOCTTa WHWIH BLPXY wioaa/HosopoaeHoTo. Tlo mpuximn 6era-aapeHOpEeLeITOPHHTE
6aokepH HAMAIABAT IUIALICHTHATA Nepdy3us, KOATO MOXKE /1a €& CBBpKE ChC 3a0aBiHe Ha pacTexa,
BBETPEMATOTHA CMBPT, a60PT HWIH NpexAcBpeMeHHO paxaaHe. HexenaHu TeKapCTBEHH PeaKLIHK
(Hanp. xunoraukeMus B OpaguKkapaus) MOTaT 18 BL3HHKHAT Yy IU10/1a H HOBOPOASHOTO.
HeoOxoauMo neueHue ¢ Oera- aapeﬂopeuempﬂﬂ GrokepH 3a nmpeANOYMTAHE ca
aJipeHopenenTopHH Griokep.
Bisonposnon ke TpaOBa Aa ce mpuiiara 1o BpeMe Ha GpeMEHHOCT, OCBEH NpH
HeoGX0AHMOCT. AKO JiedeHHeTOo ¢ OH30MPOoIoN ce cyuTa 3a Heobxoaumo, Tpsb
KpbBOCHAOAABAHETO HA MATKATA M IUTALICHTATA, H PaCTexka Ha roaa. B cayual
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edeKTH BEpXy OpeMeHHOCTTa WIN M0, TpA6Ba Ja ce 0OMMCIM ATTEPHATHBHO JIEUeHHe.
Hosopoaenoto Tpabaa aa 6bae Habmonasano BHAMATENHO. CHMITTOMH HA XHTIOTIHKEMHUS U
GpanHKapaua ce ouakBaT Hal-00LIO nNpe3 MBEPBUTE 3. THH.

KppMene
He e M3BECTHO JANH TOBA AKTHBHO BEINECTBO ¢€ €KCKpeTHpa B KbpMata. [1o Bpeme Ha neueHue ¢

OM3OIPOJION KBPMEHETO He C€ MPENOpPHYBA.
4.7 Edexrn BLpXYy cnocobHocTTa 32 motbnpaﬁe n pabora ¢c MammRAN

[Ipu ApOyUBaHE NPH NALMEHTH C HCXEMHYHA 601eCT Ha ChPLETO OH3ONPONOI HE BIOLIABA
cnocoGHocTTa 3a Iodupane. Brnpeku ToBa, MOpaay HHIAXBHAYATHHA OTFOBOP HA MALMEHTHTE KbM
JleYeHueTo, cnocofHoCTTA 32 Wwodupase Wi paboTa ¢ MaIMHM MOXKe aa Obte Hapymiena. Topa
TpaOba ia ce B3eMe 101 BHUMAaHHE, OCOOCHO B HAYAJIOTO Ha JICYCHHETO, MPH CMAHA HA JICUEHHETO H

mpH yrnioTpeba Ha aKoXoll.

4.8 Hemxe/aRR IEKADCTBEHN PEAKKHAN

HesxenaHUTe JIEKAPCTBEHH PEaKI[HH Ca MPYMMPAHH 10 YeCTOTa CHIVIACHO C/IEAHATA KOHBEHLUA: MHOI'O
gectd (> 1/10), uectu (= 1/100 go < 1/10), veuectu (= 1/1 000 po < 1/100), penxu (= 1/10 000 no

< 1/1 000), muoro peaxu (< 1/10 000), ¢ Herm3BecTHa YecTOTa (YecTOTATA HE MOXeE Aa Onae
onpeae/ieHa OT HATMYHHTE NaHHM).

Hacnenpauusn |
Pedxu; NOBUIIEHH CTOMHOCTH HA TPUIJIMLISPUAMTE, OBANIEHH CTOHHOCTH HA YEPHOAPOOHMTE EH3HMH

(ALAT, ASAT). ~

ChpeyHH HApYIEHVS
Muozo yecmu: Opanuxapaus
Yecmu: BIIOIIABAHE HA CHPACYHATA HEAOCTATHYHOCT

Heuecmu: HapyimeHnus Ha AV-NpoBOAHMOCTTa

HapymeHuq Ha HEPBHATA CHCTEMA
Yecmiy: 3aMaSHOCT Y riaerobonue

Peoxu: cuHkon,

HapvineHud Ha OYHTE | _
Pedxu: HaManeHne Ha CHI300TAENAHETO (Aa ce HMa TIpeIBH/L IPM NALMEHTH, H3NOJ3BAllH JICIH)
Muozo pedxu: KOHIOHKTHBAT

Hapymenna Ha yxoro U nabupyHTa
Peodxu: orcnabpane Ha ciayxa

PecnupaTopHH, rphJHY 1 MEAHACTUHATHY HAPYLIEHH
Hevecmu: GpoHX0cTIa3bpM NP NALMEHTH ¢ OPOHXHAIHA aCTMa WIH aHaMHe3a 38 0OCTPYKTHBHH

3a00JIABAHMA HA AUXATEIHHTE IMHTHUIHA
Pedxu: aneprueH pUHUT

CroMalIHO-4YpeBHY HAPYIICHHA
Yecmu: CTOMALIHO-YPEBHH OIUIAKBAHHMA, KATO: FaJICHE, NOBPHINAHE, AMAPHL, 3aleK

Hapymenns Ha KOXATA ¥ [IOKOXKHATA ThKAH -
Pedxu: peakiHi Ha CBPBXYYBCTBHTEIIHOCT (ChpOex, 3auepBaBaHe, OOPHB H ¢
Mnozo peoxu:; 6eta-biokepuTe MOTaT 1a MPOBOKMPAT WM BOLIAT NICOPHA3)
nosBara Ha rcopuasonogoben obpuB, asoneumys.
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eHHA Ha HO-CKEJICTHATA CHCTEMA H CheIMHHTEIHATA ThKAH
Hevecmu: mycxynHa cabocT B MyCKYJTHH KpaMH

ChI0BH HADYIICHNA

ecmu: TYBCTBO HA CTYJCHMHA WIM M3TPBBaHE Ha KpaliHHIMTe, XKNOTOHHS, 0CODEHO ITPH NALMEHTH
¢ XPOHHYHA CHPACYHA HENOCTATHUHOCT

HevecTH: OpTOCTATHYHA XHIIOTOHHMSA

OG6my HapyIIicHHA 1 ohekTH Ha MACTOTO HA IPHIOKEHHE

Yecmu. acTeHHA, yMopa

XenaroOHIHapHH HADYILIEHNS

Pedxu: xenaTvr .

HA H3BO ara CH HID

Hevecmu: vapyliileHHA Ha CHHA, Aenpecd
Pedxu: HOIMHA KONMIMAPH, XAMOLMHALMH

Cpobinasate Ha NOAOINPAHM HeXeENAHH PECAKI[HH

Crob1maBaHeTo HA NOAO3HPaHH HEXENAHH PEaKiMH Clie/l paspelnaBaHe 38 ynorpeba Ha JICKapCTBeHHA

NPOAYKT € Baxkno. ToBa 110380/14Ba Aa NPOABIDKH HaOMOAEHMETO Ha CHOTHOLIEHHETO NON38/PHCK 38

~ NEKAPCTBEHHA MPORYKT. OT MEMUMHCKHTE CIICIMANHCTH CE H3HCKBA Na CHOOLIABAT BCAKA
noao3dpaHa HexXeNlaHa peakims ype3 UanmbiHHTENHA areHIuMs 110 NeKapeTBaTa, yi. ,,JamaH I'pyes” Ne

8, 1303 Codms, Ten.: 02 8903417, yebeaiit: www.bda.bg. |

4.9 IlIpeno3mpane

CHAMIITOMH |
[Tpw npepo3upaHe (Hanp. AHeBHA 103a oT 15 mg BMecTO 7,5 mg) ca HAbMOZABAHK TPETa CTENEH

AV 6nok, Gpanukapama u 3amaiiBare. Haif-gecTHre CHMITTOMM, KOMTO ce HabmonasaT npu
npenosupane ¢ 6era-6nokepu ca 6pagHKpaaHi, XHNOTOHMS, HPOHXOCNAIBLM, OCTPA CHPAEHHA
HeAOCTATHYHOCT M XUnoraukeMus. Jfocera ca ChOOLICHM HAKOIKO CTy4das Ha MPEefo3UpaHe. ¢
6usonponon (MaKCHMYM 2 g) NpH NAUHSHTH ¢ XMITCPTOHUA W/HIH ChPAEIHO-CHROBO 3aboniBane;
BCHUYKH NalMEHTH Ca Ce BB3CTaHOBWIH. Hanule e InMpoKa MHTepHHAMBHya/IHA BApHaGWIHOCT B
| YyBCTBHTEJIHOCTTa KbM €JHOKPATHA BHCOKa /1038 GH30MpOIIOJ; NalHeHTH ChC ChpAeIHA
HEZOCTATHLYHOCT BEPOSTHO CA MHOT'O YYBCTBHTEIHH, ETO 380 MPH Te3H MALHEHTH JIEYEHHETO
3RTHDKHTENHO TpAOBE Ja 3an0YHe ¢ NOCTENEHHO NOBHINABAHE HA N038Ta, CHITIACHO CXEMATAa,
MOCOMeHA B TO4Ka 4.2,

- Jleuenme - - _ .

[Mpu npenosnpasne, nedeHueTo ¢ Gusonponon TpaOBa fa ce nNpeKpaTH U Aa ce MPoBeAe NOAABPKAILA H
cHMITTOMATUYHA Tepamud. OrpasndeHy JaHHM MIPEANOIAraT, 4¢ OM30npooNn ce AHATH3UPa TPYAHO..
Basupalixu ce Ha odakBaHMTe (PapMAKOJIOrHIHK ACHCTBHA ¥ NPENOPHKH 38 ApYyruTe 6eTa-0lokepH
TpaGBa Aa ce UMAT NpeABHA CACAHUTE OO MEPKH, KOTaTO TOBA € KITHHHYHO 000CHOBAHO.

Bpanskapaus: HHTPaBEHO3HO MPHIOKEHHE HA ATPOMHMH. AKO OTTOBOPET € HealEKBaTeH MOXKe Ja ce
ITPHNOXKH C NOBHIICHO BHUMAHHE H3OTIPEHATHH WIH JPYTO CPEACTBO € NMO3HTHBHH XPOHOTPOIIHH.
coficraa. [Ipu Hakou obcTosTENICTBA MOXKE A8 © Heoﬁxommo TPaHCBEHO3HO BEBEXKAAHE HA
nelcMeKsp. |

XHIOTOHUSA; MHTPABECHO3HO NMPWIOXKEHUE HA TEYHOCTH H BA3OTIPECOPH.
rJIOKAroH MOXe Jia € OT NoJI3a.
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AV-6710K (BTOpa H TpeTa CTeneH): nauuMeHTHTe TPAOBa Aa ObAAT BHHMATEITHO MOHUTOPHPAHH U
JIEKYBAHH HH)Y3HOHHO ¢ H30MPEHAIMH WIH BbBEXAHE HA TPAHCBEHO3CH Chp/icyeH NneHcMeHKDp.

OcTpo BAOIIABAHE HA ChPAEYHA HEAOCTATHUHOCT: HHTPABEHO3HO NMPIIOKEHHE HA RHYPETHLH,
MHOTPOIHH CPEACTBA, BA30AWIATATOPH.

BponxocnasnM: SpoxoaunaTaTopy, KaTo H3oNMpeHaTHH, 6eTa2-cHMITaTHKOMHMETHUM /1K
aMHHO(DHIMH.

XMNOrMMKEMHA: HHTPABEHO3ZHO IPHJIOKEHHE HA [MTIOK03a.

5, ®APMAKOJIOTHYHH CBOHCTBA

51 @apmMakoaHHAMEYHH CBOHCTBA

¢apnialcmpanen'rma rpyna: cejaexTubHU 6era-bnokepn, ATC koa: CO7ABO7

Mexanu3sM Ha AeicTsHe
Buzonponoi e BAcoKo cenekTHBeH berar-aapeHopeuenTopeH 6rokep, 6e3 BrTpelHa

CHMIIATHKOMHMETHYHA M ChOTBETHA MeMOpaHocTabmmsnpalna akTUBHOCT. ToM MOKka3Bpa HUCHK
auHHTET KbM OeTaz-pelienTOpHTE Ha IMaAKATa MyCKy/1aTypa Ha OPOHXHTE H ChIOBETE, KAKTO H KBM
GeTa -peucITOpHTE, YHaCTBAIM B peryauusaTa Ha merabonuama. Ilopaau Tosa, Ouzonponon Haii-
061110 He NMOBIHABA PE3UCTEHTHOCTTA HA JUXATENHHTE ITHTUINA H GeTaz-MeAMMpaHHTe MeTabOIHTHH
edexTH. Herorara 6eTa;-CeIeKTHBHOCT C€ pasnipoCTHpPa H3BLH TEPANCRTHYHMA 0308 AHANA30H.

4 COHKACH H Il OCT

" O6mo 2 647 naumeHTH ca G1TH BKIIOUEHH B KITHHHYHO npoyusaHe CIBIS II. 83% (n = 2202) ca 6uwim

¢ xnac I11 mo NYHA u 17% (n = 445) ¢ xnac IV no NYHA. Te ca umManu ctabuiHi cHMIIToMaTH4HA
CHCTOIMYHA ChpAeYHA HEAOCTATHHHOCT (ppaKis Ha HyTIackBaHe <35%, yCTaHOBECHA
exoxapauorpadcekn). O6mara cMbpTHOCT € OUna HamaneHa ot 17,3% no 11,8% (oTHocHTENHO
HamMasneHHe 34%). YCTaRHOBEHO € HAMANABAHE ClTydaMTe Ha BHe3armHa cMbpT (3,6% crpamo 6,3%,
OTHOCHTENIHO HaMasieHHe 44%) v 6pos Ha enmM30UTe Ha ChpAeYHA HEAOCTATBYHOCT, H3HCKBALIH
xocrmramsaips (12% cnpamo 17,6%, otHocuTeso HamaneHne 36%). B xpas Ha m3cneapanero €
6110 OTUETEHO CHIHHGHUKAHTHO oao0peHHe Ha QYHKUMOHANIHHA cTaTyc o NYHA KnacudpuKaim.
B HauaAnoTO HA JICUEHUETO U NPH THTPHpaKe ¢ HH30MposoN ca 6MNH YCTAHOBCHH - XOCTIHTANTH3ALMA B
pe3yntaT Ha Gpaauxapausa (0,53%), xunoronnus (0,23%), H octpa aekomnencatua (4,97%), Ho Te He
ca 61 no-yecTH B cpaBHeHHe ¢ auebSo-rpynata (0%, 0,3% u 6,74%). bposr Ha datamuure n
H3BAXJIAIIH OT NMPOYYBAHETO HHIMACHTH N0 BpeM¢ Ha oS1ms neproa Ha npoyusaHero ¢a 6unm 20 B
rpynara ¢ 6usonposnion 4 15 B iauebo rpynara.

B xwmnuasoTo npoyuBade CIBIS 111 ca macneasanu 1 010 naipieHTH Ha BB3PACT = 65 roMHH, C neKa
110 YMepeHa XpoHHuHa chpaeyHa HeaoctarbuHocT (CHF; I unu 111 xnac NYHA) u nsBa
BEHTPUKYJiapHa Qpakima Ha H3TIacKkBaHe < 35%, xouTo He ca OSunH nekysaHu npenu ¢ ACE-
HHXHOHTOPH, OeTa-b10KepH WIH aHTHOTEH3HH pelienrropHH 6okepy. Hicneasanero cpasnsipa
Ge30nacHOCTTa H eeKTHBHOCTTA HA THPBOHAYAITHA IECTMECEYHA MOHOTEPANHA ¢ 6U30MpoNion
(TapreTHa 032 10 mg BeAHDXK AHEBHO), KbM KoATO c¢ NpudaBa ACE-HHXHOHTOD eHananpun
(tapretHa so3a 10 mg aABa MTH JHEBHO) B MPOABDKEHNUE Ha omme 6 1o 24 Mecela, ¢
NMPOTHBOITONOXKHATA NIOCHEAOBATEHOCT Ha ITHPBOHAYAITHOTO JIeyeHue. Beska rpyna ce ChCToH oT
505 nauueHTH.
JlpeTe cTpaTerum ca ClAno cpaaﬂeuﬂ, KAKTO 10 OTHOIIEHHE Ha KOMOMHMpaHaTa 06
(001118 CMBPTHOCT HIH XOCITHTAIN3ALHSA ), TAKA H 110 OTHOIEHHE HA BCEKH OT -:
oraenHo. Ot nexyBaHHTe nauHeHTH ofimaTta KpaiHa [ien e NOCTHrHaTa MmpH 1784 #’l TR
IpynaTa, ieKyBaHa ImspBo ¢ 6H3onponon, cpexy 186 nauuentu (36,8 %) ot ;
C EHANANPUJI, KOETO NOKA3BA, He JIEUCHHETO, 3aN0YHaI0 ¢ bu3onponon, € cpat R
JISYEHHETO, 3ANOMHAN0 ¢ eHanampwi. IIpH mupBoHAYanHO aeveHue ¢ 6130 @_ 2
&
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65 nalmeHTH cpemnyy 73, JIeKyBaHH IThpBO ¢ SHANANPHA (MEXIYrpynosa pasnuka p=0,44) u 151 cpemy
157 xocnuranusupatd naiHeHTH (p=0,66). bposT Ha ceprO3HA H OOIIM HEXETaHM JIEKAPCTBEHH
peakumu e nono0eH 3a ABeTe rpynH. ABATH3HT HA IMHHUTE 38 ITHPBATA M'OAHHA NIOKA3BA HE3HAUMTENIHA
TeHICHIIHA KbM HaManssaHe Ha obiara CMBPTHOCT Ha IpyTaTa, JIEKyBaHa IrbpBo ¢ Su30mpoo, ¢
3]1% B CpaBHEHHE C Ta3H, JIEKyBaHa MbpBO ¢ eHAMAnpHI. CTaTHCTHUECKH 3HAYMMOTO HaMANIBaHe Ha
pHCKa OT BHe3amHa cMupT ¢ 46% (p=0,049) npe3 mupBaTa roIMHAa rnIasHO JOTPHHACA 38 N0-100paTa
NpeKUBAEMOCT Ha IpyTIaTa, NEKyBaHa ITHpBO ¢ OH3OMpONON.

JiBeTe CTpaTerHH 38 HAYANO Ha JIeYeHHE HA XPOHHYHA ChPICHHA HEIOCTATEYHOCT NOKA3BAT NOAOOHH
0O pe3ynTaTH N0 OTHOLIEHHE HAa CMBPTHOCT H XOCIHTATH3alHA, KAKTO H TCHACHLUMA KEM
yIBJDKEHA MPEKHBAEMOCT, TI0-CIICLMAIHO Ype3 peAyKUMA Ha BHE3aNMHATa CMBPT, HaGmoaBaHa npy
rpynara, 1eKyBaHA nspBo ¢ Gusomposion. PesyaraTHTe NOKA3BAT, Ue MOpaIM CXOAHATA De30NACHOCT M
edHKACHOCT, JIeYUeHHETO HAa XPOHHYHA ChpAeYHa HEAOCTATHYHOCT MOXKE Ia 3aTI0THE HITH ¢
OM30MpPONON, WIH C CHATIANPHI,

bu30nmposon ChIIO TaKa € H3NO/3BA 33 ICUCHHE HA XHIIePTOHHA H CTCHOKAPHA.

Bu3onponos HEMA H3pa3eH HETATHBEH HHOTPOTICH e(eKT.

Buzonponon J0CTHra MAKCHMAJTHHS CH AHTHXHUIIEpTEH3HBEH edexT 3-4 daca ciiel nepopasieH NpHeM.
EnvMUHAIMOHHMSA MY IOMYKHBOT B Ina3mara ot 10-12 vaca My ocHrypsasa 24 yacoea eé(peKTHBHOCT -
. CJIe[l €THOAO30B THERCH NPHEM.

MakcHMaTHHAT XHNEPTCHIHBEH edeKT Ha 6monponon TIPMHIAIHO Ce AOCTUTA ClleJ] 2 CeAMHIIM.

[Ipn octpo rlpmloxenne NpM NALMEHTH ¢ KOPOHAPHA ChpAcyHa GonecT 6e3 XpoHHuHa ChpaeyHa
HEZOCTaTHhYHOCT, GHZOMPOION HaAMANABA CHPACUHATA YeCTOTa H YAapHHA 00eM H MO TO3H HAYHH
HAMAJISRA ChPACHHMA AeOUT M KuCIopoaHaTa KoHcyMauua. [Ipy XpOHHIHO MPHIOKEHHE |
IMbPBOHAYAITHO NOBUILIEHATA NEPHPEPHA PE3HCTCHTHOCT C€ MOHKABA.

5.2 @apMaKOKHECTHYHE cBolicTBA

AGcopbupis |

Busomponon ce pe3opbHpa 1OYTH HAITKIHO B FACTPOHHTECTHHAIHMA TPAKT. EHOBpEMEHHO ¢ MAJIKHA
first pass edexT B yepHua xpoO, TOBA BOAM 1O BHCOKA OHOHATHYHOCT - MpHOIH3UTETHO 90%.

[Ipu namueHTH CHe chpAcaHa HenocTaTbeHoCT (NYHA Kaac III) niasmeHHTe KOHIICHTpALIMM HA
GM30MPONION ¢a MO-BUCOKH H NIOTYKHBOTET € YAB/DKEH B CPABHCHHE C TO3H MPH 3APABH A0OPOBOIIIH.
MaxcUMaJTHHTE IU1a3MeHH KOHLICHTPAIIHH B PABHOBECHO cheTofHHE ca 64121 ng/ml mpu AHeBHA no03a

- 10 mg, a nomyxuBoTHT € 1713 uaca.

CBEp3BaHETO ¢ IIA3MEHMTE NpoTeHHHU Ha GH3onponon e okono 30%. O6eMbT Ha pasnpenencHue e
3,5 l/kg.

b H €

Bu30onpono ¢e eKCKpeTHpa OT OpraHu3Ma o aAea et - S0 % ce MeTabonu3Hpa B 4epHHEs Apod 1o
HeaKTHBHH MeTabONHTH, KOHTO CJIE/i TOBA C€ eKCKpeTHpaT npe3 6u0pewmTe, a ocraHanuTe 50% ce
eXCKpeTHpaT npes 6x0penTe B HemeTabonu3upana GpopMa. Thii KATO eTHMHUHMPAHETO 3aeMa €/IHAKBO
MACTO KaKTO upe3 6u0peniure, Taka 1 upe3 4epHus Apod, He ce M3UCKBA KOPEKIMA ¥ ANANTHPAHE Ha
[03aTa NPH NAIMEHTH ¢ HapylIeHa YepHoapobHa t])ymtmm wtu Orbpeuna HEIOCTATHTHOCT.

OO6upsT KMpsHC e cpeano 15 Vh.

Bpemero Ha nomyaueot (10-12 yaca) ocurypasa 24 yaca epHKACHOCT CJiell eTHOKpATHa AHEBHA X034.

JInHeHHOCT/HETHHOHHOCT

Kunetnkara Ha 6M301poson e NHHEeHHa H He3aBUCHMA OT Bb3pacTTa.
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AO3HpaHe, TeHOTOKCHYHOCT WIH KaHueporeHHocT. HlonobHo Ha apyrure Gera-6noxepn, 6u3onposnon
NpeAH3BUKBA TOKCHYHH e(hekTH NpH MatixaTa (HaMaIZBaHE MPUEMA HA XpaHa K HAMANITBAHE Ha
TENIeCHOTO Terno) ¥ emGpuo/deranna TOKCHIHOCT (NOBHINEHA YecToTa Ha pe3opbimy, HaMangBaHe Ha
TErJOTO MPH paxaaHe, 3abapaHe Ha PUIMHECKOTO PA3BHTHE) IIPH BUCOKH 103H, 6€3 naHHM 3a
TepaTOreHHO ACHCTBUE,

6. ©APMANEBTHYHH JAHHH

6.1 ChnrEchbk HA DOMOIEHTE BENICCTRA

JlaxT03a MOHOXHAPAT
MHKpPOKPHCTATHA LIeMy103a
Marnesues creapar
KpocnosuaoH

baokbuc Kop 5 mg Tabnerku:
Jlakro3a MOHOXHIPAT
MHUKpOKpHCTAIHA LEAY1038
Maruesues creapar
KpocnoBHaoH

Xt ousernTen - PB 22812, chappxkam 1akTo3a MOHOXHAPAT M XCHIT XKene3eH okeun [E172]
6.2 HechrBMECTRMOCTR '
Henpunoxumo.

6.3 Cpok ma roasoct

3 rogMHn

64 Choenmamn YCIOBHS HR ChXpaHeHHe

Ha ce cbxpanasa noa 30°C.

6.5 BEA N CLABPXAHEE HA ONAKOBKATA
1o 10 rabnerku 8 AI/PVC/PVAC 6nmucrepy; no 30 u 100 tabnerkn B kyTHs.

6,6 Cnennanxnm NpeANAINE MEPKH NPH HIXBHPJISHE H p‘aﬁoﬁ

L)

Hama cieumaniy H3BCKBAHHS.
Henanon3BaHMAT JIeKAPCTBEH MPOAYKT WM OTNIATBbMHWTE MATEPHAITH OT HEro TpabBa a ce H3XBHPIIAT
B CHOTBETCTBHE C MECTHHTE H3HCKBAHHA. -

7 INPHATEXATEJI HA PASPEHNIEHHETO 3A YIIOTPEBA

Teva B.V. - |
Swensweg 5, 2031 GA Haarlem
Huzaepnanans

10
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8. HOMEP HA PAPENIEHHETO 3A YIIOTPEBA

Brokbuc Kop 2,5 mg tabnerxu - per. Ne 20100325

Brnok6uc Kop 5 mg Tabnerxn - per. Ne 20100326

9  JIATA HA ITHPBO PA3PENABAHE/TIOJHOBABAHE HA PA3PEIIEHMETO 3A
YIIOTPEBA

Hara Ha mepBo paspemaeane: 19.05.2010 .,

HNara Ha nocneano noauosssane: 08.05.2015 r.

10 JATA HA AKTYAJIM3HPAHE HA TEKCTA

10.04.2025
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