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1. HME HA JEKAPCTBEHMS IIPOAVKT  para AF AN - OF

Bron 1,25 mg punmupanu TabreTkH
Byol 1,25 mg film-coated tablets

2. KAYECTBEH H KOJHYECTBEH ChCTAB
Bcaxa Tabnetka é'b,ul.pm 1,25 mg Guzonpononor ¢pymapar (bisoprolol fumarate).

[ToMOIIHH BELIECTBa: |
Besgka TabneTka ¢pabppika J1aKTo3a (KaTo JakTo3a Monompa'r 1,26 mg).

34 BIHHA CIHCHK Ha IOMOUIHHTE BEIECTBa, BIOKTE TouKa 6.1.

3. JEKAPCTBEHA ®OPMA

Ouwimupana TabneTka.
Bsana, opanua tabnaerka ¢ Hagmuc “BIS 1.25* oT eaHara cTpaHa.

4. KJIAHAYHH JIAHHH
4.1 TepaneBTHYHH NOKAZAHHY

Jleuenre Ha cTaGWIHA XPOHMYHA ChPACYHA HEAOCTATHYHOCT C MOHIDKCHA CHCTONHA (QYHKIMA Ha JI1BaTa
xaMepa Kato aombiHeHue KbM ACE HHXHMOHTOpH, TUypeTHLH H IO 1360p CHPACUHH TJTMKO3UAH (3a
AOITBLIHUTENHA HHOOpMAIIHA BX. TOUYKA 5 1).

4.2 Jlo3HpoBKAa H HAYMH HA NPHJOKEHHE

Hauun na npunodicenue
TabneTkure Gu3onposion TpadBa fa ce MpUeMAr CyTPHH U MOrat 1a ce pHeMar ¢ XpaHa. Tpa0Ba 1a
ce MOTTBINAT C TEYHOCT U HE TpAOBA Ja ¢¢ CABBKBAT.

JleyenHe Ha CTAOHITHA XPOHMYHA CHPAEYHA HEAOCTATHUHOCT
CraHpapraoto neuenue Ha XCH ce ceecton or ACE vHxuGutop (MM aHrHOTEHIMH-PELENTOPEH

6nokep npu HenoHocumocT kbM ACE uaxubuTopH), Ge'ra-ﬁnoxep, JUYPETHLI U KOTATO € IOAXOAALI0
ChbpIAeUHH rauko3uaH. IIpy 3anodBaHe Ha leueHHETo ¢ SH3OMPONON NAMEeHTHTE TpAOBa-na G'L,na'r
cTaOWIHHM (12 TUIICBA OCTPa XEKOMITCHCALIHA).

Ipenopruea ce IeKyBaIUAT JieKap [ja MMa OIKT IPHU NIeUeHHeTo Ha XPOHUIHA ChpACYHA
HEHOCTATHYHOCT. |

Ipe3 neprona Ha THTPHPAHE Ha J03aTa H C/I€A TOBa MOTAT 1a HACTHIAT IIPEXOAHO BJIOIIABAHE Ha
- chpAeYHaTa HEAOCTATHYHOCT, XHIIOTOHMA HIH OpajMKapaus.

~ (Daza Ha THTpHMpaHE Ha no3ara T
JleueHHeTo Ha cTaOHIHA XPOHHYHA ChPASHHA HEAOCTATHYHOCT ¢ OH30
THTPHpaHE Ha J03aTa.

JIeyeHueTo ¢ Guzomposion TpaAdBa Aa ce 3ano4He ¢ IIOCTENEHHO M0
CBHOTBETCTBHE CHC CIIE/IBAIUTE CTHIIKH:



e 1,25 mg eqHOKpaTHO JHEBHO 33 1 ceAMMIA, aKo ce MOoHAcA Jo6pe yBeIH4eTe H03aTa A0

¢ 2,5 mg eqHOKpAaTHO AHEBHO Mpe3 CleBalllaTa CeAMHLA, aKO ce IMoHacq Ao0pe yBenuyeTe N03aTa
by, -

e 3,75 mg eqHOKpaTHO AHEBHO Mpe3 CJIeBallaTa CCAMHMLA, aKO Ce MIOHAcA A0Ope yBendeTe A03aTa
A0 |

* 5 mgeqHOKPATHO AHEBHO 3a 4™ MOCJIEJBAIM CEMHIIM, aKO CE MOHACK Xo0pe yBenMueTe 103aTa
mo -

e 7.5 mg eqHOKpaTHO JXHEBHO 3a 4% nocne,unamn CEAMHIIH, KO ce noHacs 1odpe ysenuuere
n03ata a0 - |

e 10 mg eaHOKpaTHO AHEBHO 32 namp}xama Teparms.

MakcHManHaTa npenopsyBaHa A03a ¢ 10 mg eJHOKpaTHO JHEBHO.

IIpe3 pa3zara Ha THTpHpaHE Ce NPeNnopHYBA CTPHKTHO NPOCIEAABAHE HAa BUTATHUTE MOKA3aTeNIH
(crpAcYHA YeCTOTa, APTEPHAIIHO HAJIATAHE) H KOHTPOJ 32 CHMITTOMH Ha BIOIMABAHE HAa ChpACSYHATA
HeIOCTATHYHOCT. CHMIITOMHTE MOraT [1a C¢ W3ABAT OLLC HA ITHPBHS ACH CJICH 3alI04BAHE HA
JICYEHHCTO.

Mo aHe Ha JIEYEHHETO |
AKO MakCHMMAaTHaTa MNPEeNnophYBaHa 033 He ce MOHacA Jo0pe MOXe 1a ce 00CHAOH IIOCTEIIEHHO

NOHMKABAHE Ha JIO3aTa.
ITpu npexoano BIOMAaBaHe HA CHPAESYHATA HEAOCTATHYHOCT, XHIIOTOHHA WK OGpaguxkapamsa ce
npenoprYsa MpeoleHKa Ha [03aTa Ha CBITETCTRALIOTO JiedeHHe. CHINo Taka MOXe J1a € HeOOXOAMMO
BpeMEHHO J1a C€ MOHIKH 103aTa Ha Gnsﬂnponon HJIH J1a ce 0OMHCIIM MpeycTaHOBABaHE Ha

JIEYEHHETO..
HOBTDPHD 3a[I0YBaHe Ha JICIEeHHETO W/ KM NMOBHINIaBaHe Ha J03aTa Ha GHBUITPOJIO.TI Tpﬂﬁﬂa BHHArv ga

ce MMAT MPEABU/I 1IOM MalMeHThT OTHOBO C€ CTa0WIN3HpA.
AKO ce 06CHKAA IPEYCTAHOBABaHE Ha JIEUEHHETO, Ce MPENophyUBa MOCTENCHHO MOHIDKABAHE Ha

n03aTa, Thii KaTO BHE3AMMHOTO MPEyCTAHOBABAHE MOXe Aa AOBeAE [0 PA3KO BIIOIIABAHE B CHCTOAHHETO
HA NalUEHTA. |
JleuenueTo Ha cTabUIHa XpOHMYHA ChPACYHA HEAOCTATHYHOCT ¢ 6H30Hp0310ﬂ KaTO LIAMIO €

,I['bJII‘OCpO‘IHO JICYICHHC.

bvbpevna unu yepnodpobra nedocmamuvsyrocm

Jluncea uAdGopMaLA 1O OTHOMEHHE Ha (hapMaXOKMHETHKATA HA 6H30npono.n IIPU NALMEHTH C
XPOHMYHA ¢hpACUHA HEOCTATHYHOCT H YBpeZcHa yepHoApobHa unn 656peuna ynximn. ITopaan
TOBa TIOBMINIABAHETO HA A03aTa B T€3H MOMYIANMH NalHeHTH TpA0Ba 1a CTaBa ¢ JOMbIHUTETHO
BHUMaHHE.

. Hayuenmu e nanpeonana ev3pacm
'He e neo6xoauMo KOpHrHpaHe Ha J03ata.

lleya
Busomnponon He ¢e npenopbyea 3a ynorpeba npy Aelia NopaaH JIMICA HA JaHHH 3a 6€30MacHOCT U
eDHKACHOCT.

43 IIpornBOomOKaA3aAHHS

bu3onponosa € npoTHBOINOKA3aH IIPH:
- CBEPBXYYBCTBHTEIHOCT KbM OH3OIPONION WIH KbM HIKOE OT HOMOINHHTE BEIIECTBA

= OCTpa ChpAeYHA HEAOCTATHPYHOCT HJIM B X0Z1a Ha €MH304H HA JCKOMITCHCALIHA Ha ChpACYHATA
HeAOCTaTHYHOCT H3MCKBAIIH 1.V. HHOTPOIIHO JICYCHHUEC

- KapAMOreHEeH HIOK
- AV Onok ot BTOpa WiIH TpeTa cTeneH (0€3 MMILTaHTUpaH IeHCM
-  sick sinus cuHapOM (CHHAPOM Ha GOTHWN CUHYCOB BB3EJ)

-  CHHOaTpHaleH 6ok

-  Opaaukapausa ¢ dectota nop 60 ynapa/MUH nmpeay 3arouBaHe
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-  XMIIOTOHMA (CHCTOJIHO aprepHanHo Hamarane mox 100 mm Hg)

- TexKa OpOHXHaTHA acCTMa WIH TeXXKa XPOHMYHA OOCTPYKTHBHA 6en0np06Ha bonect

-  H3pa3eHM CTaAMH Ha IepH(epHa apTepHalIHa OKITYy3UBHA 6011&0’1‘ M CMHIpOM Ha Raynaud:
-  HejleKyBaH ()€OXpOMOLIMTOM {BXK. TOUKa 4.4)

-  MeTaboONHTHA alMAO03a

- KoMOMHaIuH ¢ ¢priokTadeHHH H CYATONPH]

44 = CoenEanHH DpeAynpexkJeHEs H NPeANAIHE MEPKHE IPH yuoTpeba

Buzonponon Tpabsa fa ce npwiara ¢ MOBMINEHO BHHMAaHHe MpH:;
- OpoHxocna3pM (OpoHXHaNHA acTMa, OOCTPYKTHBHH 3a00/IABaHMA HA OMXATCITHATE ITHTHINA)
- 3axapeH auaber ¢ roneMH QIYKTyalMd B CTOMHOCTHTE Ha KPBBHATA 3aXap; MOTAT Aa Ce

MaCKHpPaT CUMIITOMHTE Ha XHIIOTJIHKEeMHA |

- CTpOro IMOCTEHE |

- MPOBEXJaHa B MOMEHTa TeCCHCHOMNMM3Hpala Tepanus

- AV 650K repEa cTenex |

- aHrHHa Ha Prinzmetal

-  nepHdepHa apTepHATHA OKTy3HBHA 60necT (3aCHIBaHE Ha OIUTAKBAHMATA MOXKE Ja HACTBIIN
0CO0€HO B HA4YAIOTO Ha JICUCHHUETO)

- obma anecTe3uns

ITpn naupeHTH MOAIOXKEHH Ha 00lla aHecTe3ud OeTa-0I0KanaTa INOHIKABA YECTOTAaTa Ha
apHTMHM H HCXE€MHA Ha MHOKapAa B XOJa Ha HHIYKUMATA H HHTYOal[UsATa, U B IOCTONCPATHBHHSA
nepuox. [ToHacTosueM ce mpenopbyBa NnoaaLpkKamara bera-Onokana aa 6’bae MpoaAbIDKEHA
TIEPHOTIEpPATHBHO. AHECTE3HOJIOTET TpAOBa Aa 6ba¢ HajscHO ¢ Oera-0nokanara nopaau
BBE3MOXHOCTTa OT B3AMMOZICHCTBUA ¢ APYTH JIEKAPCTBA, KOETO Ja BoAM A0 OpaauapuTMuy,
orcrabpasic Ha pedIEKTOpHATA TaXMKapaMs | OHIDKEHATa pedieKTopHa CIOCOOHOCT 3a
'KOMIIGHCHpaHe Ha KpbBO3aryouTe. AKO ¢e NpeleHH, 4e € HeoOXOAMMO Aa ce NPeyCTaHOBH
neveHneTo ¢ Gera-6nokepH mpeu onepauuATa, TOBa TpA0Ba Ja ce HANpPaBH NOCTEIICHHO H /1A
MPHIUTIONH NpHOIH3MTENHO 48 Yaca Npe/ild aHECTE3NATA.

JIuncBa TepaneBTHYEH OMMT ¢ GU3OIMPOJIOI TIPH JIEYEHHE HA CHPACHHA HEMOCTATHYHOCT MPH MAIHEHTH
ChC CAeBAIIUTE 3a00ABaHMA U CHCTOSHHA:

-  HHCYJIHH-3aBHCHM 3axapeH auaber (tum 1)

-  TeXKo yBpeneHa On0peuHa GyHKIMA

- TEXKO yBpejaeHa YepHOAPOOHA QyHKIMA
-  pecCTPUKTHBHA KADAHMOMHOIATHA

-  BpOICHO ChpAcuHO 3abonaBaHe

-  XeMOJHAMHYHO 3HaYHUMO OPraHH4HO KJIAMHO 3aCATaHe
- MMOKapJeH MH(}apKT B MpeamecTBalnuTe 3 Mecena

KomOunupaneTo Ha GH30MpPONON ¢ KAIIMEBH aHTarOHOCTH OT BEPANaMHUJIOB M/TH TUITHA3¢MOB THII, C
aHTHapuTMHUIE OT Knac I v ¢ aHTHXHNEePTEH3MBHM MPOAYKTH € [IEHTPATTHO AelCTBHE KaTo 110 HE Ce
NpenophtBa, 3a MoBeve NOAPOOHOCTH BXK. TOUKA 4.5.

ITpu OpoHXMAaTHa aCTMA WITH JPYTH XPOHHIHH OOCTPYKTHBHH Oen0apobHu 3abongBaHmsa, KOHTO MOrat
na MPHIHHAT CHMIITOMH, €THOBPEMEHHO TpA0Ba /12 ce nMpuiara Jie4eHue ¢ OpoHxoawiaratopH. Pagxo
MpH NAlMEHTH ¢ acCTMa MOXKE 3 HAaCTHIIA MOBHIIABaHE HA CHIPOTHBIICHHETO HA JUXATEIIHATE |
MBTHILA, HIOPARH TOBA MOXKE JIa C¢ HA0XKH NOBHINIABAHE HA /103aTa Ha 0€Ta;-MHMETHIIUTE.

Kaxro npu npyrure 6eta-610kepu, 6H30Mponoa MoKe & IOBHIIH KaKTO YyBCTBHTC/IHOCTTA KBM
ajlepreHUTe Taka M TeHKECTTa Ha aHapWIaKTHYHHTE PEaKUHH, JICYCHHETO ¢ aApEeHANIMH HE BUHAIH
AaBa OYaKBaHMA TE€PAIEBTHYEH €(eKT. S

ITanpenTHTE ¢ ICOpHUA3HC WIH C aHAMHE3a 34 IICOpHna3uc TpAbera Aa npH
6uzonponon) clex BHUMATEIHA NPELICHKA HA MON3UTE U PHCKOBETE.




ITpn nmaumeHTH C cbeﬂxpomoumom Ou3onponion He TpAdBa Aa ce mpuiara Impegy Aa ce MOCTUrHe anda-
peuenTopHa OoKazna.

Ha ¢oHa Ha nedeHue ¢ GU30MpPOoNon CHMIITOMHTE Ha TUPEOTOKCHKO3a MOraT Aa ObaaT MacKMpaHH.

3anouBaHeTO HA JIeUeHHE ¢ GHIOIPOIIOI HaJlara peaoBecH KOHTpOJ. 3a NO3UPOBKATA H METOJA Ha
NPWIOKEHHE BXK. TOYKa 4.2.

[IpeycTaHOBABaHETO Ha JieUeHHETO OM30NPONON HE TPAOBA Ka CTaBa BHE3AIHO, OCBEH aK0 HE € ACHO
NOKa3aHo (BX. TOYKa 4.2).

JlakTo3a
ITaumenTHTE C peAKH BPOAEHH NpoOIEeMH KaTO HEMMOHOCHMOCT KbM rajakrosa, Lapp nakraseH
AeHLMT WK IIIOK030-ranakTosHa Maaabcopbuns He TpaOBa a mpHeMAaT TO3H JIEKAPCTBEH NPOAYKT.

4.5 B3aaMoaelcTBHE ¢ APYIrH JIeKAPCTBEHH n'ponymn ® Apyra popMH Ha B3aHMOJeHCTBHE

IIpomusonoxazanu xombunayuu

duroxTadenun: Bera-60kepyTe MOraT Aa BIOMIAT KOMIEHCATOPHUTE CHPAEYHO-CHAOBH PEaKIlHH,
CEBP3aHH C XHIIOTOHHA HIH 10K, KOUTO Morat fa 6paT npeu3BUKaHH OT (GIOKTadeHHH.
cysrronpua: busonponon He TpaOBa Aa ce npuiara em-lonpemennu CBC CYITOIIPH, ThH KaTO
CBHIIECTBYBA PUCK OT KAMEPHA APHTMH.

Kombunayuu, xoumo ne ce npenopvueam

Kamiuesyd aHTaroHMCTH OT BEpanaMHIOB THII H B [0-MaJIKa CTEMeH OT JUITHa3eMOB TuIl: HeratusHo
BJIMAHHE BBPXY KOHTPAKTIWIMTETa M aTPHO-BEHTPHKYJIapHaTa NpoBoAUMOCT. iHTpaBeHO3HOTO
MPWIOKEHHE Ha BepaTlaMHJl IPH MAlHEHTH Ha JICYCHHE ¢ OeTa-O/Mmokep Moxke 1a JOBEAE 10 TeXKa
XUTIOTOHHA H aTPHO-BEHTPHUKYJIApeH 60K,

Kinac I avTHapyT™MHLK (Hanp. XMHAAHH, JU30IMPaMUN; THAOKAHH, GpeHUTONH; (ieKauHU],
nponadeHoH): EdekT BBpXy arpHO-BEHTPHKYJIApPHOTO NMPOBOIHO BpeMe MOXe 1a Onae NOTeHUMPaH H
J1a ¢ YCHIH HEraTUBHHA HHOTPOIICH (EKT.

[lentpanHo aelicTBalMTe AHTHXHUTIEPTEH3UBHA NPOAYKTH K4TO KJIOHHAMH H JPYTH (HAIp. METHIAOIA,
MOKCOHHIHH, pHIMEHHINH): CHIBTCTRAILIOTO PWIOKEHHE HA LIEHTPAIHO ACHCTBAIIN
aHTHXHIEPTEH3HBHH JICKAPCTBEHK CPEACTBA MOXKE Aa BJIOIIM ChPACYHATA HEIOCTATBYHOCT NOPaaH
MOHIDKABAHE HA IEHTPATHHA CHMIIATUXYCOB TOHYC ([IOHIKAaBaHE HA ChPAEYHATA YECTOTA H
ChpACYHHA AeOHT, Ba30AUNAaTALHA). PA3KOTO NpeycTaHOBABAHE HA JICUEHHETO, OCOOEHO aKO € NPeH
npeycmHaBﬂ:BaHem Ha JIeYeHHeTO C OeTa-O10Kep, MOXE /1a MOBHIIH PHCKA OT “pubayun
XHIICPTOHHS .

Kombunayuu, xoumo mpabea da ce npunazam ¢ nOSUIIEHO BHUMARUE
KasniueBs aHTArOHHCTH OT JAXHAPONMPHUAMHOB THIT KaTO (EI0AUIHHE H aMJIOSUITHH:
E/THOBPEMEHHOTO NIPHIOKEHHE MOXKE /1 MOBHIIK PUCKA OT XHITOTOHHS H IOBKINABAHE HA PUCKA OT
NocJIEABANIO BAOIIABaHe HA KAMEPHATa IOMITCHAa QYHKLMS NPH NMAaUHEHTHA CHC ChpAeYHa
HEOOCTATBYHOCT HE MOXE a C€ H3KITIOYH.

Knac Il antnapuTMKiLE (Hanp. aMmuoapoH): Moxe aa ce moTeHIMpa eeKTa BhpXy aTpHO-
BEHTPHKYJIApHATa MIPOBOAUMOCT.

Jlokamau Oera-6nokepH (Hamp. KankH 3a O4H 3a JIeYeHHe Ha [JIayKoMa) Morat Jia NpHOaBAT KbM
cucTeMHHTE e(heKTH Ha GHu3omponon.

[TapacuMnaTHKOMUMETULH: CBITETCTBAIIOTO MPHIOKEHHE MOXE Jia YABIDKH aTPHO-
BEHTPHKY/TAPHOTO IPOBOHO BpeMe H pHUCKa OT OpaauKapaus.

HHCYIMH M nepopaTHy aHTHAHAOEeTHH CpeicTBa: Y CHIBaHE Ha XHIOTTHKEMH3HPALIMA €(EKT.
Brokagara Ha OeTa-agpeHOPELENTTOPUTE MOXE Ja MacKHpa CHMIITTOMHTC Ha XHUIIOTTIHKeMHS.
Anecrerumy: OtTcnabeane Ha pediekTOpHaTa TaAXUKAPAUA M NIOBHIIABaHE HA
NOITBJIHHTEIHA UH(OpMaLHA 10 OTHOIIEHHe Ha 00IaTa aHecTe3Hs, BX. Cb
IIMruranHcoBH MIMKO3MAM: 3abargHe Ha CHPACYHATA YECTOTa, YABIIK
BEHTPHKYJIAPHOTO IPOBOAHO BpEME. |
HecTepoHaHM NpOTHBOBL3NAIHTEIHH NekapcTBeHH cpeacrea (HCIIB
AHTHXHIIEPTEeH3UBHUA €(EKT Ha OH30IMPOIION.
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bera-cuMIaTMKOMHMETHLM (Hafip. H3ONPEHANUH, noGytamus): KoMGuHaums ¢ Gmonponon MOXKe Ja
IOHIKH e()eKTa U Ha JBaTa MPOAYKTa. |

CHMNaTHKOMMMETHLM, KOUTO aKTHBHpAT U OeTa- ¥ anda-aapeHopenenTopuTe (Halp. HOpaaApeHATUH,
afgpeHanuH): KoMOuMHaimsaTa ¢ OM30MpOION MOXKE J1a H3ABH allpa —aJPpeHOPELUEITOP-MCANHPAHUTE
Ba30KOHCTPHKTOPHH €(EKTH Ha TE3H MEAMKAMEHTH, KOETO BOAH A0 MOBHINABAHE HA apTEPHATHOTO
HaJasrade-H BjomasaHe Ha claudicatio intermittens. erra ¢e, ue TakMBa B3aMMOACHCTBHA ¢a NO-
BEpOATHH IIPH HecelleKTUBHHUTe GeTa-0iioKepH.

EQHOBPEMEHHOTO NPHIOKEHHUE C aHTUXHMITEPTCH3UBHH JICKAPCTBCHHU CPEACTBA, KAKTO H C APYTH
MEIMKAMEHTH ¢ MOTEHIMAN 3a [TIOHIKABAHE HA apTEPHAIIHOTO HanAraHe (Hanp. TPULMKIHYHHA
aHTHAeNpecaHTH, 6apOHTypaTH, PeHOTHA3HHH) MOXE 1A IOBHILH PHCKA OT XHIIOTOHHA.

Kombunayuu, xoumo mpabea 0a ce 6zemam nog GHUMAHUE

MednokuH: MOBHIIEH PUCK oT Opagukapaus

MonoaMuHOOKCHAA3HH HHXUOUTOPH (¢ M3kmoueHue Ha MAO-B uaxuburopu): Ycunen
XHIOTEH3HBEH e(eKT Ha OeTa-0noKkepHTe, HO CHINO TaKa INOBHINEH PHCK OT XHIIEPTOHHYHA KpH3a.

4.6 bpemMeHHOCT H KbpMeHE

bpemennocm;

BH30IIPONON MOXE 1a OKake Bpe/HO (hapMaKOJIOTHYHO BB3ACHCTBHE BEPXY OpeMEHHOCTTA /WM
¢deTyca/HOROpoAeHOTO AeTe. Karo mano, 6era-aapeHopenienTopHaTa O10Kajia IOHIKABa
IUTalleHTapHaTa nepPy3us, KOeTo ¢e acolMMupa cbe 3abaBsHe Ha pacTexa, UHTPaYTCPHHHA CMBPT,
abopT HWIH Npex/IeBPEMEHHO paxkaaHe. Hexenanu peakiy (Hanp. XMNOTTHKeMHUA ¥ Opaaukapand)
MOTAT Ja HACTBIIAT pH GETyca U HOBOPOEHOTO AeTe. AKO JICHEHHETO ¢ GeTa-aipeHOpeenTOpHH
OJIOKEPH € HeOOXOAMMO, NMPERNOYHTAT ¢ 6€Ta;-CeICKTUBHITE apeHOPELIENITOPHH OI0KepH.
Buszonponaon He TpaGBa fa ¢ H3MOM3BA MO BpeMe Ha OpeMEHHOCT, OCBEH B CJIy4al Ha KaTeropHyHa
HeoOX0oAMMOCT. AKO ce TIpELIeHH, Ye JIeIeHHETO ¢ Ou3omponon e Heobxoqumo TpsbBa aa ce
MOHHTOPHpAT yTepo-IUTaALICHTApHMS KPBBOTOK M (eTanHus pacTex. B ciaygait Ha BpeiHH eekTH
BBpXY OpeMeHHOCTTA WM QeTyca TpaOBa Aa ce 06CHAM anTepHATHBHO JedeHne. HoBoponeHoTo aere
TpabBa Aa ce mpocnensBa CTPHKTHO. KaTo 1510 CHMITTOMHTE Ha XHIIOrIMkeMHs H Opanukapaus
TpsaOBa Ja ¢€ 04aKBaT Npe3 ITLPBUTE 3 AHH. |

Kvpmene.
He e u3BeCTHO JainH aKTHBHOTO BEIIECTBO CE €KCKpeTHpa B KbpMaTa IIpH Xopa. Hopa,u;n TOBa He ce
pernopsyBa a ce KbPMH B X0J1a Ha JiedeHue ¢ GH30mponon. |

4.7 EdexTH BbpXy cnoco6HOCTTA 32 modupane u padoTa ¢ MAMHEEN

He ca npoeexJaHH MpOy4BaHUA Ha edeKTHTE BBPXY clIOCOOHOCTTa 3a modupane H padora ¢
MalllMHH. B npoyuBaHe mpu malmeHTH ¢ KOpOHapHa 00/1ecT Ha chpLieTo OH30MpoIIosl He HapyllaBa
criocoGHOCTTa 338 WodHpaHe. [Topaayu HHAMBUIYANHH PA3IMKU B PEAKLKXUTE CIIPAMO NEKApCTBEHMS
NpoayKT, obaue, crrocoGHOCTTa 3a MmodupaHe Ha MOTOPHO NPEBO3HO CPEICTBO MM 3a pabora ¢
MALIHHU MOXe fa Obpae HapymeHa. Tosa TpabBa aa ce HMa B IpeaBU 0COOEHO IpH 3aII04YBAaHE Ha
JIEYEHHETO H MPH CMAHA Ha JICUEHHETO CHILO U NIPH CAHOBPEMEHEH IIPHEM Ha AJIKOXOJL.

4.8 Hexenand JeKapcTBEHH PeaKIHH

Cheapaimure OIMpeRCJICHUE C€ OTHACAT 3a TEPMHHOJIOIHATA Ha YECTOTHTC H3II0JI3BdHa OT TYK HATATHK.

Mpmuoro uects (2 1/10)
Yectn (= 1/100, < 1/10)
Heuectn (2 1/1,000, < 1/100)

Penxu (= 1/10 000, < 1/1,000)
Muoro penxu (< 1/10 000)

C'bpge HAPYIIICHUA:
MHoro decTH: Gpaguxapaus. (IpH NedeHHe Ha CHPACYHA HEOCTATD
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YecTu: ByIOLIABAHE HA ChpAEYHA HEAOCTATHYHOCT (an JIeYeHHe Ha Chp/IeYHa He,uoc'rantmoc‘r)
HeuecTn: HapyineHMsa Ha AV-IIPOBEXNAHETO.
MHoro peakuy: rppaHa 6omnka.

Hicnenpanus:
Penxy: MOBHINEHH CTOHHOCTH Ha TPHITIHLEPHIHTE, NOBHINECHH YepHOAPoOHH exsumu (AJIAT,

ACAT).

HapvineHus Ha HEPBHATA CHCTEMa:
YecTH: 3aMagHOCT, rnaBoboIHE.

HapymieHns Ha 0KOTO:
Peaxu: HamMaieHO cirb3000pa3yBaHe (I1a ce HMa [IpEBUJL NPH NALUEHTH, KOMTO H3MON3BAT b (Jii1%))
MHoro peaxu: KOHHIOHKTHBMT.

HapyuieHHd Ha YXOTO H BHTPELIHOTO YXO:
Penxu: HapyImeHUs Ha C/TyXa.

PecniupaTopHu H MEIHACTUHAITHY HApYIICHHS:

HeuecTtn: 6poHxocna3bM NpH MalMEHTH ¢ OpOHXMAaTHa aCTMa HIIA aHaMHe3a 33 O0CTPYKTHBHO
3a0o/ABaHe HA AUXATCIHATE ITHTHIIA.

Peaku: anepruueH pyuHHT.

CroMainHo-UYpeBHH HApYILCHUs: |
YecTH: CTOMALIHO-YPEBHH OILTAKBAHHA KATO raficHe, NOBPHIAHE, AHAPHSA, 3AMeK.

Hapyinenua Ha KOXaTa ¥ OAKOXKHATA THKaH:

Pe/lkH: peakiHM Ha CBPBXYYBCTBHTEIHOCT (CHpOEX, 2a4epBABaHE, OGPHB). |

Muoro peaxu: 6era-0s1oxkepHTe MOrarT ia IPOBOKHpAT WIK Aa BJIOHIAT IICOPHA3AC HIH Ja HHIYLHPAT
1oi00eH Ha ncopHa3uca oOpuB, anonerus.

HapyiueHus Ha MyCKYJTHO-CKEJIETHATA CHCTEM3 H CHE]] NHATa ThKaH:
HeuecTH: MyCKyJHa ¢l1abocT ¥ kpaMIIn.

ChI0BH HADYILIEHHUSA :
YectH: ycemaHe 3a CTyA HIM CKOBAHOCT Ha KPaiHHMLIMTE, XUTIOTOHHA.

He4ecTH: opTOCTATHUHA XUIIOTOHMA.

00114 HAPYIIEHMA:
- YecTH: acTeHHA, yMOpa.

X enatTo-OHJIHAPDHH Hapymenm
Penkn: XenaTur.

HapyiieHns Ha B3NPOH3BOIATENHATA CHCTEMA B I'bPIATA:
Peaxu: HapyleHHs Ha NOTCHTHOCTTA.

I IcHXWYHK HApYIIIEHMA:
HeuecTH: HapyIneHUs Ha ChHSA, JEIIPECHs.

Penku: KOIIMAapH, XamOIMHALHHA.

4.9 Tpenosmpame

[Ipu npeno3upane (Hamp. AHEBHA 403a 15 mg BMecTo 7,5 mg) ca crobiHaRas: a 9 Y CH AV-
6ok, Opagukapaug U 3amMasHocT. KaTo nsano Hai-ovakBaHuTe Oenesp/Qddi .-;!_- - 3& : : 3upaHe Ha
beTa-Onokepu ca OpaaukapaMa, XMIIOTOHHA, OPOHXOCIIA3EM, OCTPA ¢ s, o \

xunorankemus. JIo cera ca CHOGMEHH HAKONKO Cyuas Ha Tpeno3ufjase| (MaRSHM 4 '- 18: | Eﬂ) | mg) c
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NOKA3BaT Opaqukapavs WHIH XHIIOTOHHA; BCUHKH [TALMEHTH ce Bh3cTaHoBaBaT. UMa mupoka |

HHTEPUHIHBAAYATHA pa3/iiKa B YYBCTBHTEIHOCTTA CIIPAMO €AHOKPATHA BHCOKA /1032 GH30MposIon 1

BEPOATHO NAlIHEHTHTE CBC ChpAEuHa HEAOCTATHYHOCT ¢a MHOTO uyBcTBUTENHH. Flopaau ToBa e

3aTBJDKMTETHO JICHCHUETO Ha Te3d MalMEeHTH A 3al04HE ¢ MOCTENESHHO [IOBHINAaBaHe Ha 103aTA B
CBHOTBETCTBHE CBC CXEMATa MpeJICTaBeHa B Touxka 4.2,

B ciy4aii Ha npeno3npane neueHHeTo ¢ Gu3onponon TpabBa Aa ce NpeyCcTaHOBH U [Ia C€ OCHTYPH

MOABPKALI0 H CHMITTOMATHYHO JleueHUe. OrpaHHueHO KONHYSCTBO JAaHHH H3Ka3BaT

IPeATIONOXKEHUE, Ye OM30NPOIION TPYAHO c& AHATH3KPa. B13 0cHOBA Ha OYaKBaHUTE

¢apMakoIOrHuHy epeKTH H NPENOPHKUTE 3a ApyTHTE Oeta-6/10KepH, Korato HMa KIHHUYHH
OCHOBaHMA TpA0Ba J]a ce AMaT B MpeABHUL ClIeIBAIHTE OOIIH MEPKH.

bpanuxapaus: [Ipunoxere uHTpaBeHO3eH aTponuH. IIpy HexocTaThUEH OTTOBOP BHUMATEIHO MOXKE
1a ¢€ MPHNOXKH M3OMPEHAIHH HIH APYT MEIUKAMEHT C [TO3WTHBHU HHOTPOIHHM cBolicTBa. ITp HakoH
00CTOSTENCTBA MOXKE Aa € HeOOXOUMO NOCTABAHE Ha UHTPABEHO3€EH NecMeHKBP.

Xunorouus: TpaGea sa ce NPWIOKAT HHTPABEHO3HHK RIIMBAHHA HA TEUHOCTH H Ba3OIPECOPH.
HMHTpaBEeHO3HHAT I''TIOKAroH MOXke aa 6p1€ OT nojsa.

AV 650K (BTOpa Wum Tpera creneH): IlaimenTuTe TpabBa ga 6p1aT HaOMONaBaHH BHUMATE/IHO K O
OBAAT NekyBaHH ¢ HHQY3UA ¢ H3ONPEHATHH WIH OCTABSHE HA BEHO3CH NMEHCMEHKED.

OcTtpo BNoINaBaHe Ha ChpAEYHA HEAOCTATHYHOCT: [Ipunoxere i.v. muypeTHIM, HHOTDOMTHY
JIEKAPCTBEHH CPEACTRA, BHBO,EIH.TI&T&TUPH

bponxocnassM: Ilpunoxkere edeHne ¢ OpOHXOAHIATATOPH KaTO H3OMpPEeHAIHH, beTa,-
CUMIMATHKOMUMMTHIU H/WIH aMUHO(DUITHH.

XUIOrTUKEMHA: IIPHIOKETE 1.V. TIIIOKO3A.

5. ®APMAKOJOIHMYHHU CBOUCTBA

5.1 <dPapMaxkoAHRHAMHYHH CBOHCTBA

dapMakoTepaneBTHYHa rpyna: bera-61okepH, celeKTHRHM.
ATC xon: CO7ABO7

BH30MPOION € BUCOKO CeIeKTHBEH OeTa;-azpeHopenenTopeH 6JIoKkep, MpH KOKTO JIMIICBA BHTPEIHA
CHMIIAaTHKOMHAMETHYIHA H ChOTBETHO MeMOpaHocTaOmIM3Hpaina akTHBHOCT. I1oka3ra camo ciab
apUHUTET KEM O€Ta -pElIEITOPHTE HA INTAAKHTE MYCKYJIH Ha OPOHXHTE H ChAOBETE, a CBINO H KbM
Oera,-penienTopuTe CBBP3aHM ¢ peryaanuara Ha Metabomusma. [lopagu ToBa, KaTo IO HE ce OYaKRa
OH3OMPOJION A MOBJIASAE CHIIPOTHBIICHHETO Ha JMXATEITHHTE MhTHINA H OeTa;-MeIHHUPARUTE
metabonurHu edextu. Heropara 6era,-CeeKTUBHOCT ce MPOCTHPA U3BBH TEPANCBTHYHHTE JO30BH

rpaHHLA.

bH30npoIoN ce npunara 3a Jie4YeHUe Ha XHUIIePTOHUA, aHTUHA NEKTOPHC U ChPAeYHa HeJOCTAThYHOCT.
Kaxro n nipu apyrure 6eta;-010KkepH, MEXaHU3MBT Ha ACHCTBHE TPH XUITEPTOHHA € HeACeH. U3BecTHO
e 06aue, ye 6H30IPONOII 3HAYMMO MOHIDKABA IUIA3MEHATa PEHHHOBA aKTHBHOCT.

MexaHM3bM Ha aHTHAHTHHO3HOTO ACHCTBHE: bu30onposon, HoCpeICTBOM HHXHOMpaHe Ha ChPACUHHTE
OeTa peLieITOPH, OTHCKA OTTOBOPA CNPAMO CUMIIATHKYCOBa aKTHBallMA. ToBa BOOH OO IIOHMKaBaHE
Ha CHPAEYHATA YECTOTa ¥ KOHTPAKTWIMTETA K IO TO3H HAUHH HAMAIABA KHCIIOPOAHHTE HYXKIH HA

Chp/iIeYHHA MYCKYIL.

[Noxa3aHKETO CHpACUHA HEAOCTATRUHOCT € M3CASABaHO B NpoyusaHeTo C
2647, 83% (N=2202) ca NYHA xnac Il u 17% (N = 445) ca NYHA

CHMIITOMAaTHYHA CHCTOMIHA ChpAeYHa HEQOCTATHYHOCT ((ppakiug Ha
exoxapauorpagceku). Obmara CMBPTHOCT ce nowmxkasa ot 17,3% no
34%). Habmoaagsa ¢e NOHMXKABAHE YeCTOTATAa HA BHE3aIHA CMBPT (3,
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penykuus 44%) ¥ noHwkasase 6pos HA SMH300HTE CBC ChPAEYHA HENOCTATHYHOCT HIUCKBAIMH
xocnuTanu3anmus (12% copamo 17,6%, penatueHa penykuus 36%). H nakpasd, nokaspa ce 3HAUHMMO
noaobpeHne Ha QYHKIHOHAIHHA CTATYC ChIMIacHo KiacHuxamaTa Ha NYHA. B xoza Ha 3anousase
M THTPHPaHE Ha IEYEHHETO ¢ GH30MPOION ce HabMOJaBaT XOCIHTAIN3AIMH NO MIOBOJ OpaaHKapIud
(0,53%), xunorouns (0,23%) u octpa aekommnencaims (4,97%), Te o6ade He ca MO-YECTH OTKOJIKOTO B
rpynata ¢ mwiauedo (0%, 0,3% u 6,74%). bpos Ha ¢aTanHuTe H HHBAIAAH3HPALIKXTE MHCY/ITH 11O
BpEMe Ha LIC/TMA NepHO Ha npoy4ysaHeTo ca 20 B rpynara ¢ 6uzonposion u 15 B rpynarta ¢ mwiane6o.
ITpoyusanero CIBIS Il n3cnezsa 1010 nauuenTu Ha BB3pacT 265 FOQHHM ¢ JIEKa IO CPEAHO TEXKKA
XpoHuyHa ¢bpaedHa HeaocTaThyHOCT (XCH; NYHA xnac II wm ITT) 4 neBokaMepHa dpaxims Ha

W3TNacKBaHe <35%, KOMTO Mpeau ToBa He ce ekysan ¢ ACE uHxn6rTOpH, Oeta-6mokepu MK
aHrHOTEH3HH peLenTopHU GrokepH. [TaLHEHTHTE NPOBEXKAAT NeYCHHE ¢ GUBOMPOION K eHa.rlaann 32
6 Do 24 Mecena ciel TbPBOHAYAIHO 6-MECEYHO Ne4YeHHe ¢ OU3OMPOIION WK CHANAMPHIL.

‘Hamune € TeHACHLHA KbM ITO-BUCOKA 9ECTOTA Ha RIIOHIABAHE HA XPOHHYHATA ChpIEYHA
HEJOCTATBYHOCT, KOTaTo OH30IIPONON ce Mpuiiara B IbPBOHAYATHHTE 6 Mecera oT JiedeHnero. He e
JOKA3aHO MPEBB3XO/ICTRO HA [IbPBOHAYAIHO MTPHIIOKEHO JIeYeHHe ¢ GH30Mpoon Cnpsamo
TbPBOHAYAITHO NPHIOKEHO JICIEHHE C EHANANPUI B per-protocol aHaM3sT, BENPEKH Ye IBETE
CTPaTerny 3a 3amo4saHe Ha nedernero Ha XCH noka3sear cxozHa vecToTa Ha ITbpBHYHATA
KOMOHHHpaHa KpaiiHa Lel OT CMBPTEH H3XOJ M XOCIIHTAIM3AIMA B Kpast Ha npoyuBaneTo (32,4%
rpymnara ¢ MEpBOHAYaTHO NpHIoKeH 6uszomnponon cnpamo 33,1 % B rpymnara ¢ MpBOHAYATHO |
MPHIIOXKEH €HAIANpW, per-protocol nomynamus). [poyusaneTo rmokasea, ye GU30NPOION CHIIO TaKa
MOXK€e /1a C€ NpIIara IpH NalHEeHTH B HaIlpeHa a BB3pacT ¢ XPOHHIHA CHPASYHA HEAOCTATHUHOCT H
JIEKO IO YMEPEHO TEXKKO 3abomnsapane.

IIpn akyTHO NMPHIOKEHHE NPH NALUMEHTH ¢ KOPOHapHa chp/e4Ha GojecT 6e3 XpoHHYHA CBpACYHA
HEeJOCTaTHYHOCT OH30IIPOSION MOHIDKABA CHPICYHATA Y€CTOTA K YAapHHA 06eM H B CIICACTBHE Ha TOBA
IIOHH>KaBa CHPACYHMA NeOUT M KHCIIOpoaHaTa KOHCyMata. [IpH XpoHH4HO IPHIIOXKCHHE
IMEPBOHAYAHO NOBHIICHATa NepHdepHa ChA0BA PE3UCTEHTHOCT Ce MOHIKABA.

5.2 PApMAKOKHHETHYHH cnoﬁc'ma |

busorponon ce pe3opbrpa H ¥Ma OHOHATMYHOCT OT OKOJIO 90% ciex nmepopaHO HIPWIOKEHUE.
CBBp3BaHETO C IUIa3MEHHKTE NMPOTEUHK Ha OGH3omponol e okono 30%. O6eMBT Ha pasnpe/iesieHHE €
3,5 /kg. Toranuauar kmpbuc € npubausurenHo 15 Vh. ITnasMenuar nomysxusot orl0-12 waca

- npeaocTasd 24 4acoB eQeKT clell eTHOKPATHO AHEBHO JO3HPAHE.

bH30mponos ce eKCKpeTHpa OT OpraHHsmMa 1o asa meTd. 50% ce Merabonusupa B vepHus apod 1o
HEaKTHBHH MeTabOJIHNTH, KOUTO CJIE/] TOBa ce eKCKpeTHpar npe3 Ou0penmre. OcTtasammre 50% ce
ekcKkpeTHpart oT 6s0peuuTe 6€3 Aa ca mogIaraHu Ha MeTabomu3bM, Thi KaTo NHMHHMPAHETO CTABA B
¢[HAKBA CTeneH B ObOpeTe H YepHHA Apob, He € HeoOXOMMMO KOpHIHpaHe Ha J03aTa IIpH
MalMEHTHTE ¢ HAPYLIEHA YepHOAPoOHa (GYHKIMA WIH 650peyuHa HEJOCTATHYHOCT.
(DapMaKkOKMHETHKATA MIPH MAUMEHTH ChC CTabWIHA XpOHHUMHA ChPACYHA HENOCTATHYHOCT H Hapymeﬂa
yepHOApoOHa WiH Obp0pedHa QyHKIHA He e H3C/IeABAHA.

KunetukaTa Ha OH30MPONON € JIMHEHHA B HE 3aBHCH OT Bh3pacTTa.

IIpu nanuedTH ¢ XpoHHYHA cbpacyHa HeaocTaThuHOCT (NYHA knac III) nnasMeHuTe HEBA Ha
OH30MpPOII0JI Ca NMO-BUCOKH M TOJTY>KMBOTHT € YAB/DKEH B CPaBHEHHE ChC 3ApaBH JOOPOBOJILH.
MakcHmasHaTa IUTa3MeHa KOHLIEHTpallud B paBHOBECHH ycnoBud e 64+2] ng/ml npu nHeBHa 1032 OT
10 mg u nomykuBOTET € 17+5 yaca.

5.3 IlpeaAxIHHAYHH AAHHH 38 6€300aCHOCT

[IpeaxnuAMYMHUATE JAHHH HE OKA3BAaT 0COOEH pPHCK 3a XopaTa Ha ba3za Ha K
(apMaKOIOrHYHK M3NHMTBAHMS 3a 6€30IMACHOCT, TOKCUYHOCT NPH MHOTOK
reHOTOKCHIHOCT WIH KapLHHOreHeH noreHiman. Kakro u apyrure 6
PHYUHABA TOKCHYHOCT 3a MalikaTa (MOHWKCH IIpHeM Ha XpaHa H 110
eMOpHo/PeraitHa TOKCHIHOCT (MOBHIIEHA YECTOTa Ha pe30opOoumH, Nno




6. GOAPMAIIEBTHYHHA JAHHHA

6.1 COECHK HA HOMONHHETE BEMECTBA
KaIMes xuaporeHdocdar, Gessogen
MHUKPOKPHCTAIHA LETyJI03a

apeBUYHO HULIECTE, MPeXeTaTHHHPaHO
KpOoCKapMeno3a HaTpHii |
CHUIMITHEB NHOKCHI, KononaeH 6e3poaeH
MarHe3UeB cTeapar

1aKTO03a MOHOXHApAT

XHUITPpOMENI03a

makporon 4000

TuTaHOB Juokcua (E171)

6.2 HecprBMECTHMOCTH

Henpunoxumo.

6.3 Cpox Ba rogaocr

2 rOHHH

6.4 ConenmanHg ycJI0BHS HA ChbXpaHeHHE
To3u nekapcTBeH NPOAYKT He H3UCKBA OCOOECHH YC/IOBHA 33 ChXpaHEHHE.

6.5 apnn 3a omakoBkaTa

OnakoBkaTta npeAcTaBNgBa OIUCTEp, KOKTO ¢ HANPaBEH OT ATYMHHHEBO JBHO H IIOKPHBAINO (OIHO
(OPA-AI-PVC/Al)..

Onakosku ceaepxamu: 7, 10, 20, 28, 30, 50, 60, 100, 10x20, 10x30 ¢punmupanu tabnerxu.
He BCHUKY BUAOBE OMAKOBKH MoraT Aa OBAaT mycHaTH B npoaax6a..
6.6 CrnensanHs npeana3HR MePKH IPH H3XBLPJISHe H paGoTa

HaMa crieliMaiHH A3HCKBaHMA.

Bcekn HeM3non3BaH IIPOAYKT KWIIH OTIIAADbYUCH MATCPHAL TpﬂﬁBa Aa S'BII;E U3XBBPJICH CIIOPCH
CBOTBCTHHTE HOPMATHBHH H3HCKBaHMA.

7. IIPHTEXATEJI HA PASPEINIEHUETO 3A YIIOTPEBA

Sandoz d.d.
Verovskova 57
1000 Ljubljana
CrnoBeHuA

8. HOMEP HA PAIPEHIEHHUETO 3A YIIOTPEBA

Per. Ne




9. JIATA HA ITBPBO PA3PEINABAHE/IIOHOBABAHE HA PA3PEIIEHHAETO 3A
VIIOTPEEA

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Oxromapu 2008
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