KPATKA XAPAKTEPHCTHAKA HA IPOAYKTA |

1.. HME HA JEKAPCTBEHHA I]POJIVKT

buon 2, 5 mg r.]:vmﬂpaﬂn TabneTKH
Byol 2,5 mg film-coated tablets

2. KAYECTBEH R KOJIMMECTBEH CBCTAB
Bcaxa tabnetka ceaepika 2,5 mg OmsonpononoB dpyMmapar (bisoprolol fumarate).

IToMOLIHM BEIIECTBA:
Bcaka Taﬁne'nca CBABPAKA JIAKTO3a (KaTo NaKTo3a MoHoxHapaT 1,26 mg)

3a IThJIHHA GIIHC'bK Ha IIOMOIHHTE BE€UIECTBA, BHDKTE TOUYKA 6.1.

3. JEKAPCTBEHA ®OPMA

OuwimMHpaHa TablerKa.
bsna, opanna Tabnerka ¢ genuresHa 4epta ¥ Haamue “BIS 2.5 ot egnara cTpaHa.
Tabnerkara Moxe ga Opae paszeleHa Ha paBHH TIOJIOBUHH.

4. K/IMHHUYHH TAHHHA
4.1 TepaneBTHURH NOKAZAHAL

Jledenne Ha cTabunHa XpOHWYHA CHpACYHA HEAOCTATHYIHOCT C MOHIKEHA CHCTO/IHA (JYHKIMS Ha JIABaTa
KaMepa Kato aombiHeHHe KbM ACE uMHXuOuUTOpHM, IUYpEeTHLH H N0 H360p chpAedyHHM rmuxo3suau (3a
JOMBIHATETHA MHpOopMaHs BX. ToO9Ka 5.1).

4.2 /lo3EpoBKka H HAMHH HA NPHIOKEHHE

Havun na npunoowcenue |
Tabnerkure 6u30mponon TpabOBa fa ce MpUEeMaT CYTPHH M MOraT na ce npuemar ¢ xpasa. Tpa6sa aa
Ce MONTHIIAT ¢ TEeYHOCT M He TpAOBa 1a ce COBBKBAT.

JieyeHne Ha cTa0KMIHA XPOHMYHA Chp/IeYHa HEIOCTATHYHOCT

CrangaprHoTo neueHne Ha XCH ce cscron o1 ACE vHXHOUTOP (MM aHI'HOTEH3HH-PELEIITOPEH
6nokep npu HenoHOCHMOCT KbM ACE naxubwuropn), 6era-610kep, AMypeTHIIM M KOraTo € IOAX0AAIL0
ChpACYHH ITHKO3UAH. [IpH 3aN0YBaHe Ha JIEYSHHETO ¢ GH3OIPOIION aUMeHTUTE Tpa6Ba Aa 6paar
¢TaOUNHM (2 TMIICBA OCTpa REKOMITCHCALIHSA).

HPBHUP'B‘IBEI C€ JICKYBAILITMAT JICKAD /1a UMA OIIMT IIPpH JICHYCHHUCTO Ha XPOHHYHA CBpACYHA
HEOCTATBHYHOCT.

IIpe3 nepHona Ha THTpHpaHEe HA [03aTa U CJIEJ TOBA MOraT Aa HACTBIIAT npexom{o BIIOIIABAHE HA
CHPIEYHATA HEIOCTATHYHOCT, XHIIOTOHHA W OpaguKapaus. -

(da3a Ha THTpHpPAHE Ha J03aTa
Jlegenunero Ha cTabwiHa XpOHHYHA C’bp,I[E‘IH& He,uucranqnoc'r c

THTPHPaHC Ha J034Ta.



Jleuenuero ¢ Guzonpoon TpAGBa Ma ce 3aTOYHeE ¢ MOCTENCHHO NOBHIIABAHE HA 7103aTa B
CHOTBETCTBHE CHC CIIEABALMTE CTHIIKK:

o 1,25 mg eqHOKpAaTHO HEBHO 3a 1 ceIMHIIA, aKO CE MIOHACH ,uoﬁpe yBeIIH4YeTe 103aTa A0

s 2,5 mg enHOKpaTHO JHEBHO Ipe3 CICABAINATA CSAMMUIIA, aKO Ce NToHACA Ao0pe yBelueTe 103ara

i (s | |

¢ 3,75 mg emHOXpaTHO AHEBHO Mpe3 ClieABaIIaTa CEMHIIA, aKko ce MoHacq Kobpe yBenuuere q03ara
10 ,

* 5 mg eAHOKPATHO AHEBHO 33 4" TIOC/IEABAIIN CEAMHLIH, aKO C€ IMoHacA Ao6pe yBenuyeTe 103aTa
A0 |

* 7.5 mg eqHOKPATHO JHEBHO 3a 4" nocneaBaly CeAMMUIM, aKO ce MoHacq Jobpe ypeaudere
703aTa 0

e 10 mg enHOKpaTHO NAHEBHO 3a NOAABPIKAINA TEPAIIHA.
MakcuMallHaTa npenopbsuBaHa fos3a e 10 mg eqHOKpaTHO JHEBHO.

I1pes da3zara Ha THTpHpaHE C€ MPEAOPHYUBA CTPHKTHO NpocieIABaHe Ha BATAIHHTE MTOKa3aTeNu
(cBpacdHa YecTOTa, ApTEPHANIHO HAATaHE) H KOHTPOJ 338 CHMITTOMH HA BJIOWIABAHE HA CHPACYHATA
HeAOCTATHUHOCT. CUMITTOMHTE MOTAT J1a C€ M3ABAT OLIE HA IThPBHA JICH Clie]l 3all0vBaHe Ha
JIeYE€HHETO.

Mo aHe Ha JICYEHUETO

AKXo0 MakCUMaNTHAaTa [penophYBaHa 103a He ce IoHacd Aobpe Moxe Aa ce 00ChAM MOCTENneHHO
TIOHIDKABaHE Ha JO3aTa. -

ITpu npexoAHO BIOIIABAHE HAa CHPACUHATA HEJOCTATHYHOCT, XMIIOTOHHS WIH OpaJHKapaus ce
npenophYBa NPEOLEHKA Ha A03aTa H Ha CHITBTCTBAIIOTO JleyeHue. Chilo Taka MOXeE Aa € HeoOXoaHMo
BpEMEHHO Aa Ce MOHIKH A03aTa Ha GH30MpoIoN WIH Aa ce OOMHCIIH NPEYCTAHOBSBAHE Ha

JICYCHUETO. . | | | |

[ToBTOpPHO 3anoyBaHe Ha JIEICHHCTO W/HIH MOBHIIABAHE HA A03aTa Ha 6uzonpoon TpAOBa BUHArH Aa
ce MMAT MpeaBH MOM MAIMEHTHT OTHOBO C€ CTaOUIH3Hpa.

AKo ce 06chK/a peyCTAHOBSBAHE Ha JISUCHHETO, CC MPENOPHYBa MOCTENICHHO MOHMKABAHE Ha
H03aTa, Thil KATO BHE3ATIHOTO NIPEYCTAHOBIBAHE MOXKeE Ja JOBEAE [0 PA3KO BIOIIABAHE B CHCTOSHHETO
Ha MaLKeHTA.

JleueHneTo Ha cTaOUITHA XPOHHYHA CHPAEYHA HEAOCTATBYHOCT ¢ OM3OMPOJIO KATO 110 €
IBATOCPOYHO JICYCHHE. |

Bvopeuna unu-ueprodpobra HeoocmamuvyHocm

JIvnicea uudopMaLHA 10 OTHOINEHHE Ha (PapMaKOKHHETHKATa Ha OM30IIpOsION Npy NAIMEHTH C
XpOHHYHA ChpACYHA HEROCTATHYHOCT M yBpeAeHa YepHOApoOHa uid OxOpeuna pyuxuum. [lopaau
TOBA [IOBUIIABAHETO Ha A03aTa B T€3H MOMY/IAlHH MALMCHTH TPAOBA f1a CTaBa ¢ AOITBIHHUTEIIHO
BHAMAaHHUE.

Ilayuenmu e nanpeonana év3pacm
He e HeoOXoaMMO KOpHTHpaHe Ha 403aTa.

Leya
Buzonposon He ce NpenopbhYBa 3a ynorpeﬁa MpY Aelia Mopaiy JIMICA Ha JaHHH 32 6e30MacHOCT H

¢(PUKACHOCT.
4.3 IIpoTEBONOKA3IAHHSA

BH30MMpPOI0s € MPOTHBOMOKA3aH MpPH:
- CBPBXYYBCTBHTEHOCT KbM OH30IIPOTION WM KBM HAKOE OT MIOMOIIHHTE BEIIeCTBA

- OCTpPa ChpAEYHA HEAOCTATHYHOCT WIH B X0Ja HA €MMHU30H HA ACKOMIICHCAIIHA Ha C'bp,ueqHaTa
HCAOCTATHYHOCT HIHCKBAIIIH 1.V. HHOTPOHHO JJCUCHHC

-  KapAHOreHeH IIOK
- AV 010k ot BTOpa Wi TpeTa creneH (0e3 HMIMaHTHPaH Neuc
- sick sinus cuHZpOM (CHHAPOM Ha OOITHUA CHHYCOB Bb3el)
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-  CHHoaTpHaJIeH OJIOK

- OpamuKapaus ¢ YecToTa Noxk 60 ynapa/MHH Npe/H 3alouBaHe HA JE€YEHHAETO

-  XumoToHHA (CHCTONHO apTepHAIHO HangraHe rog 100 mm Hg)

- Texxa OPOHXHMAaIHA aCTMa HIIH TEKKa XpPOHHYHA o6CTpykTHBHA GenonpobHa Gonect

- HM3pa3eHH CTAJHU Ha nepudepHa apTepHATHA OKTy3HBHA OosIecT K CHHApOM Ha Raynaud
- HenekyBaH GeoXpOMOIUTOM (BXK. To4ka 4.4)

- MeraboNMUTHA auMao3a

-  koMbuHanmH ¢ ditoxTadeHNH H CYITONPH

4.4 CroennansHn npeaynpexIeHns H NPpeANasHH MepPKH IPH yonoTpeba

busonponon TpadBa qa ce npuiara ¢ NOBMINEHO BHUMAHUE NPU:
-  Oponxocna3zsM (OpoHXHanHa acTMa, OOCTPYKTHBHHM 3a00NABaHMA Ha JUXATETHUTE ITHTHINA)
- 3axapeH auader ¢ roneMH QIYKTyailiii B CTOMHOCTHTE Ha KPBBHATA 3aXap; MOrarT Ja ce

MacCKHpaT CHMITTOMHTE Ha XHTIOTJTHKEMHA |

- CTpOrO IOCTEHe

- NpPOBEXKAaHA B MOMEHTA JICCEHCHOWIM3HpAINA Tepamus

- AV Onok mepBa cTeiieH

- aHruHa Ha Prinzmetal

-  nepu(epHa apTEpHATHA OKITYy3UBHa OoecT (aacnﬂnaﬂe Ha OIUTAKBaHHUATA MOKe 2 HACTHITH
0c00€HO B HAYAIIOTO HA JIEYEHHUETO)

- o0ma aHecTe3uA
I1pu nanMeHTH NOATOXKEHH Ha 00ma aHecTe3us OeTa-0/10kafaTa MOHIOKABa YeCTOTaTa Ha
apHUTMHH H HCXEMHA Ha MHOKAp/a B X0a Ha HHAYKLUITa H HHTYOaLMATa, H B [TIOCTONCPATHBHHA
nepuon. IToHacToamem ce npenopryBa NOJAbpAKaIara bera-610kana na 6ve NpoIb/DKEHa
IepHOIepaTUBHO. AHECTE3HONOrET TpAOBa na Obae HaAcHo ¢ Oera-Omokamara nopanu
BB3MOXHOCTTA OT B3aUMOACHCTBHA ¢ APYTH JICKApCTBA, KOETO 1a BOAH A0 OpalHapHTMHH,
oTcrabpaHe Ha pedUIeKTOpHATA TAXHKAPAHA H NOHIKEHATA peQIeKTOpHA CIIOCOOHOCT 3a
KOMITEHCHPAHE Ha KPbBO3arybure. AKO ce MpeLeHH, 9¢ € HEOGXOXMMO /1a ce IPEeyCTaHOBY
JeUeHHeTO ¢ OeTa-0JIokepH Npeny onepaluaTa, Tosa TpAOBa Aa ce HAIIpaBRH MOCTEIICHHO M [1a
MPUKTFOYH MpUbM3UTENHO 48 yaca Npeayu aHECTE3HUATA.

JluncBa TepanesTHYCH OIIHT C OH3OMPOIOI NPH JICYCHHE HA ChPASCUHA HEAOCTATHYHOCT MPHU NalMeHTH
CBC ClIeIBaUIuTE 3a00NIBaHMA U CHCTOAHHA:

-  HMHCYJIHH-3aBHCHM 3axapeH auaber (Tum 1)

- TeXKo yBpeacHa OnbpeuHa GpyHKIMs

- TeXKO YBpejieHa YepHOApoOHa pyHKIMA |

-  PECTPHKTHBHA KapJAHOMHOIATHA

- BPOACHO ChpAEUYHO 3a00ssgBaHe

- XeMOJHAMHYHO 3HAYMMO opraHHqu KIIAIHO 3aCATaHe

- MMOKAapJeH MH(ApPKT B MPeIECTBALIMTE 3 Mecela

Komﬁmmpaﬂm Ha SHBOHPOJIOII C KAJIIIHCEH aHTAaroHOCTH OT BECpanaMWuJIOB HIITH JWITHA3CMOB THII, C

aHTHapuTMHLK OT Krac I ¥ ¢ aHTHXMIIEPTEH3UBHH MPOXYKTH C LISHTPAIHO NeHCTBHE KaTo LAIO HE Ce
NpenopbYBa, 3a noBeve NoApoOHOCTH BXK. TOUKa 4.3.

[Ipu GpoHxHanHa acTMa WIH APYTH XPOHMYHHN 00CTPYKTHBHH OenoapobHu 3ab0nsBaHHs, KOUTO MOTAT
Aa NPHYMHAT CHMITTOMH, ¢JHOBpeMeHHO TpsA0Ba Ja ce npuiara jicueHHe ¢ bpoHxoaunaratopu. Paako
MpH NALHEHTH ¢ aCTMa MOXe a HaCTHIH NOBUIIABAHE Ha CHIIPOTHBIEHHETO HA JHXATE/IHUTE
ITETHINA, IOPaJiH TOBA MOXKE J1a C¢ HAJI0XKM NTOBHINABAHE HA JO3aTa Ha OeTa)-MUMETHILIUTE.

KaxTo npu apyrure 6era-01okepu, SH30MpoONOa MOKe [1a IOBHINH KaKTO /t; ¢ 178
alTlepreHUTe TaKa H TeXKECTTa Ha aHAPWIAKTHYHHTE peaklHH. Jleuennepd & DEHE

AaBa OYaKBaHHUA TCPAIICBTHYICH ECIJCRT. Q-, sy
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ITaupeHTHTE C ICOPHA3HC HIIHM C aHAMHE3a 3a [ICOpHa3uc TpAOBa na npueMar Oera-0iokepH (Hamp.
6u30MpoIoi) cyiel BHUMATEHA NMPEUECHKA Ha MOJI3HTE H PUCKOBETE.

[Tpu maumenTu ¢ peoxpomMonuroM OH30NpPONIOa He TPIOBA M1a ce MpHnara npejy a ce MNoCTHrHe anga-
peuierrropHa 010kana.

Ha ¢oHa Ha neveHue ¢ 6M30MPOION CUMITOMHTE Ha THPEOTOKCHKO3a MOTaT Ja G'bAT MacKHPaHH.

3aloYBaHETO Ha NieueHHe ¢ OU30NPOION Hajlara peJoBeH KOHTPOo.. 3a J03HPOBKATa M METO/a Ha
IIPIIIOXKEHHE BXK. TOUKA 4.2.

IlpeycTanoBsABaHETO Ha TEYCHHETO OM3OMIPOION HE TPAORA Aa cTaBa BHE3AIMHO, OCBEH aKO He € ACHO
oxa3aHo (Bx. Touka 4.2).

JlaxTo3a
ITaupenTHTe ¢ peaxu BpoaeHH MpobjieMH KaTO HEMOHOCHMOCT KEM rajiakTo3a, Lapp naxkraseH
AeUUHMT WIK IIOKO30-TaJIakTO3Ha ManabcopOuua He TpaOBa Ja MpuUeMaT TO3M JICKAPCTBEH NMPOIYKT.

4.5 BiamaMoaelicTBHe ¢ APYrH JIEKAPCTBeHH NPOAYKTH R APYrH popmu HA ﬁsanuoneﬁc'mne

IIpomueonoxazanu xombunayuu | |
¢nokrapeHuH: bera-6nokepure MOraT Aa BJIOILIAT KOMIICHCATOPHUTE CHPACHHO-CHIOBH PEAKLIHH,
CBBP3aHU ¢ XHITOTOHHSA WIIH IIOK, KOMUTO MOrat Ja ObAaT NpeIM3BUKAHH OT (hokTadeHHH.
cyJrronpua; brusonponon He Tpabea Aa ce npuaara €JHOBPEMEHHO CHC CYITONPHI, THH KaTo
CBIIECTBYBA PHUCK OT KAMEpHA ApHTMHA.

Kombunayuu, xoumo ne ce npenopwusam

KanimesH aHTarOHMCTH OT BEPallaMIIOB THII M B I0-MAJIKa CTEICH OT JUITHA3¢MOB THIT. HeratusHo
BIIUAHHE BHPXY KOHTPAKTHIIHTETA U aTPHO-BEHTPHKY/IApHATA IMPOBOAUMMOCT. UHTpaBeHO3HOTO
TPHIIOXKEHHE HA BEPANaMIUL PH NALMEHTH Ha NeueHHe ¢ OeTa-0nokep Moxke Jia JOBe/e O TeKKA
XHTIOTOHMA M aTpUO-BEHTPHKYJIapeH 010K, |

Knac I anTuapuT™unm (Hanp. XMHHAHH, AH3ONUPAMH; THIOKAWH, PeHHTOHH; Cl)JIeKaHHH,II
nponageHoH): EdexT BEpXy aTpHO-BEHTPHKY/IAPHOTO NPORBOTHO BpeME MOXKE J1a 0b/1¢ HOTCHUHPAH H
Ia C€ YCHJIM HETATHBHHMS HHOTPOTIEH e(deKT.

IeHTpanHo AelCTBAIIKWTE aHTHXHIICPTCH3UBHH HPOAYKTH KAaTO KJIOHHUH U ApYrd (Hallp. METUNAO!A,
MOKCOBHHH, pUIMEHMAHR): CBITBTCTBAIIOTO IIPHIOKCHHAE Ha LICHTPAHO ACHCTBAIOH '
AHTHXWIICPTEH3HBHH JICKAPCTBCHH CPEJICTBA MOXKE J]a BJIOIIU CHPAECYHATA HEAOCTATHYHOCT NOPaaH
NOHIKABAHE Ha HEHTPATHHA CHMIIATHKYCOB TOHYC {TIOHIDKaBaHe Ha ChpACYHATA YeCTOTa B
ChpAcYHHA AeOUT, BazoaMIaTauus). PA3koTo MPEyCTAHOBABAHE Ha JIeYEHHETO, 0COOEHO aKo € MpeH
NpeycTaHOBABAHETO Ha JiedeHHETO ¢ 6eTa-Onokep, Moxke 1a MOBHUIIM pHUCKa OT “‘pubayHI
XHITIEPTOHHUA . -

Kombunayuu, xoumo mpabea 0a ce npunazam ¢ ROGUWIEHO BHUMAHUE

KaniMeBH aHTaroHUCTH OT AUXUAPOIMPUIMHOB THIT KATO (PETOAMITHH H aMJIOTUITHH:
EXHOBpPEMEHHOTO MPHUIOAKEHHUE MOKE KA MTOBUINYM PHCKA OT XHMIIOTOHHA M ITOBHINABAHE HAa PUCKA OT
NOCJIeBAlIO BIOIIABaHE HA KaMepHaTa NOMIICHA QYHKLHMA NPH NAUMECHTH CbC ChpACHHA
HEAOCTATHYHOCT HEe MOXKE Ja C€ H3IKIIOYH. |

Knac Il anTHapaT™M#IM (Hanp. aMHOOapOH): MOJKE Ja ce MOTeHIMpa eeKTa BHPXY aTPHO-
BEHTPHKYJIapHATa MPOBOAHUMOCT.

JlokanHu Oeta-OnoKepH (HAamIp. KarlkM 3a O4H 3a JICYCHHE Ha I1ayKoMa) MoraT Aa NpHOaBsaT KM
CHCTEMHHTE €(EKTH Ha OH30NPOION. |
[TapacumMnaTukoMUMeTHIM: CHITBTCTBALLOTO NIPHWIOKECHHE MOXKE 1a YAB/DKH aTPHO-
BEHTPHKYJIAPHOTO MPOBOIHO BPEME H PHCKA OT Gpaaukapaus.
MHCYIHH ¥ NepopaIHH AaHTHAHAOECTHH cpeAcTBa: YCHIBAHE HAa XHIIONI
brokagara Ha 6eTa-aApeHOPELIENTOPHTE MOXKE 14 MACKHPa CHMITTOM
Anecrerunm: Orcnabsane Ha pedieKToOpHaTa TaXMKapIUs H MOBHUIIL
NONMBJIHMTEIHA HHGOPMALA 110 OTHOWICHUE HA O0IaTa aHecTe3u,




JIAruTanucoBH IHKO3UAM: 3a6aBiHe HA CHPACYHATA YECTOTA, YA b/DKABaHE HA aTPHO-
BEHTPHKYJIAPHOTO NMPOBOJHO BPEME.

Hecrepouauu nporuBoBw3nanuTentu JekapeTeenu ¢peacrsa (HCIIBC): HCIIBC morar 1a mOHMKAT
AHTHXHINECPTEH3UBHUA edieKT Ha Ouzonponon.

bera-cuMIaTHKOMHMETHLH (HaNp. H30MpeHaNKH, Ro6yTamun). KoMbuHanms ¢ Gusonpornon Moxe aa
MIOHIDKH e)eKTa M Ha JBaTa MPOAYKTA.

CHMIIaTMKOMHMETHIM, KOHTO aKTUBHpAT | GeTa- U ajnda-aapeHopelenTopuTe (Hanp. HopaApeHaIHH,
anpeHaHH): KomOuHanmsTa ¢ 6u3onponon Moxe fa H3gBH anda —agpeHOpelenTOpP-MEAHHPAHHTE
Ba30KOHCTPHKTOPHH €(EKTH Ha T€3H MEIHKAMEHTH, KOETO BOAH A0 MOBHIIABAHE HA apTEPHAITHOTO
HaJIAraHe H BiaoasaHe Ha claudicatio intermittens. CMaTa ce, 4e TakUBa B3aUMOOCHCTBHA Ca NO-
BEPOATHH IIPH HECENICKTUBHHTE OeTa-Onokepw.

EqHOBpeMEHHOTO MPHIIOXKEHHE C AHTHMXHUIEPTEH3HBHH JICKAPCTBEHH CPEACTBA, KAKTO M C APYTH
MEIHUKAMEHTH C MOTEHIHAT 33 NOHIKABAHE HA apTEPHAIHOTO HanAraHe (Hanp. TPHIHKIHYHH
aHTHOCTIpECaHTH, OapOuTypaTH, GEeHOTHA3IMHA) MOJKE Ja IIOBHULIH PHCKA OT XHITOTOHHA.

Kombunayuu, xoumo mpabdea 0a ce e3emMam noo 6HUMAHUeE

MednokuH: TOBUIEH PUCK OT OpagHKapaus

MoHoaMHHOOKCHAa3HH RHXHOUTOPH (¢ m3kmodenne Ha MAO-B umxuburopu): Ycunen
XHUIIOTEH3HUBEH edekT Ha GeTa-0IoKepHTe, HO CHIIO TAKA MOBHINEH PHCK OT XUMEPTOHHYHA KPH3a.

4.6 BpeMenHOCT H KbpMeHe

bpemennocm:

Bbu301Iporon MoXke Ja OKaxe BpeHO HapMakoIOrHIHO BB3IeHCTBHE BBPXY OpeMeHHOCTTa H/RIH
deryca/HoBOpoAcHOTO AeTe. Kato wano, HeTa-aapeHopenenTopHara 0;10Kaza MOHKABRa
TIalieHTapHaTa nepdy3ni, KOeTo ce acolMpa cbe 3abaBsHe Ha pacTexa, HHTPayTepUHHA CMBPT,
abopT WM MpeXxxaeBpeMeHHO paxkaane. HexxenaHn peakuuy (Hanp. XMIOrTMKEMIA ¥ Opagukapana)
MOTAT J1a HACTBIIAT NPH IeTyCa H HOBOPOIAECHOTO AeTe. AKO JIEUSHHETO ¢ DeTa-aapeHopelleNTOPHH
O6n0KepH € HeOOXOAUMO, HPEANOYKTAT ce (eTa;-CeIEKTUBHITE aJpeHOpEeLIEnITOPHH OIOKepH.
buzonponon He TpabBa z1a ce H3NOJI13Ba NO BpeMe Ha OPEMEHHOCT, OCBEH B C/Iy4ai Ha KATEropru4Ha
HeobxoaMMOCT. AKO ce MpeLeHH, 4e JedeHHeTo ¢ Susonponon ¢ Heobxoaumo TpsOBa Aa ce
MOHHMTOPHPAT YTepo-IUIalleHTapHHA KPBBOTOK H (peTalHuA pacTek. B ciryqaii Ha BpeaH# edekTH
BEpXY OpeMeHHOCTTa HiH (peTyca TpabBa ga ce o0cbau anTepHaTHRHO reucHrde. HopopoaeHoTo aere
TpAOBa Aa ce mpocnesBa CTPUKTHO. KaTo 114710 CMMITTOMMTE Ha XHITOITHKEMHSA U Opanukap1us
TpAOBA 212 Ce OUYAKBAT IIPe3 ITbPBHATE 3 IHH.

Kvpmene:
He e H3BeCTHO JajM aKTHBHOTO BEIECTBO C€ €KCKpeTHpa B KbpMaTa IIpH Xopa. Ilopagu Topa He ce
HperophyBa J1a ¢ce KBPMH B X012 Ha JieueHHe ¢ OH30nmposIon.

4.7 EdexTn BBpXY cIOCOOHOCTTA 32 moOPHpaHe H paboTa ¢ MaNIMHH

He ca npoBexx/1aHu NpOoy4YBaHMS Ha ePEeKTUTE BLPXY CIIOCOOHOCTTA 3a modupaHe U padoTta ¢
MamuHu. B mpoyusaHe NMpH NaleHTH ¢ KopoHapHa 0051ecT Ha ChpLHeTo OH30IMpOJION He HapylnaBa
cnocoOHoCTTA 32 Iodupane. [lopagy HHOAUBHAYAIHH Pa3IHKH B PCAKLMUTE CIPAMO JIEKAPCTBCHHUA
IPOAYKT, 00aue, cnocoOHOCTTA 32 IodHpaHe HAa MOTOPHO MPEBO3HO CPEACTBO WIH 3a paboTa ¢
MaIlHHH MOXe Aa Opae HapymeHa. ToBa TpaOBa Aa ce UMa B mpeaBH/ 0CO0EHO MpH 3anouBaHe Ha
JICUEHHETO H PH CMAHA HA JICYCHUETO CHIIO H NP €AHOBPEMEHEH ITPHEM Ha AlTKOXON.

4.8 Hexe1anH JeKAPCTBCHH PeaKI{HH

Cnenpamure ONpPEACNICHHA C€ OTHACAT 3a TEPMHHOJIOIAATA Ha MICCTOTHTE HBHOJI3B3HH OT TYK HAaTATBK.
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Muoro yectu (2 1/10)

Yectu (2 1/100, < 1/10)
Heuectn (2 1/1,000, < 1/100)
Penxu (2 1/10 000, < 1/1,000)
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Muoro peakn (< 1/10 000)

CBpACYHH HADYLICHUA: |
MHuoro yectr: 6panukapans. (IIpH JICYSHHE Ha ChPACYHA HEJOCTATHYHOCT)

HecTu: BAOLIABaHE HA CHPAEYHA HENOCTATEYHOCT (IIPH JIeYeHHe Ha ChpleyHa HBIIOCTaTB'-IHOCT)
HedecTH: HapymeHusa Ha AV-NPORSKAAHETO.

Mmuoro peaku: rppaHa 6onka.

HacneBanus: |
Penxu: nOBHIIEHH CTOHHOCTH Ha TPHITIHUEPHANTE, NIOBAIIEHH YepHoApoOHu eHzumH (AJIAT,

ACAT).

HapyineHud Ha HEpBHATa CHCTEMA.
Yectn: 3aMadgHOCT, rapobosine. -

HapyineHus Ha OKOTO: |
Penxu: HaManeHO cTB3000pa3yBaHe (a ce HMa NpeBH NPH NalHEHTH, KOMTO K3M0/I3BAT JICHIH).

MHOro pexd: KOHHIOHKTHBHT.

Ha €HHUA HA VXOTO H BETPEMHOTO VXO:
Penks: HapymeHHd Ha CAyXa.

Pecrmpampnn I'PHAHH ¥ MEAHACTHHAIHA HAPYIICHUA:

HeuecTn: GpoHXOCIA3bM NPH NAlMEHTH ¢ GPOHXHATHA ACTMa WIH aHAMHE3a 33 0GCTPYKTHBHO
3a00/1%8aHe HA AUXATENHATE IHTHILA.

Penky: ajieprudcH pHHHUT.

CroMaiHO-YpeBHH HAPYIICHHUS:
YecTH: CTOMAIIHO-9PEBHH OIUIaKBaHKA KAaTO ralleHe, NOBPLINAHE, JUapus, 3arek.

HapyimicHUs Ha KOXKaTa M IIOAKOXKHATA ThKaH:

Penxy: peakumm Ha CBPBXYYBCTBHTENHOCT (ChpOEiK, 3a4epBsiBaHe, OOpPHB).
Msoro peaku: 6eTa-O1okepuTe MOraT Ja MPOBOKHPAT WIH Ja BJIOWIAT [ICOPHA3HC WM Na HHAYLMpAT
noao0eH Ha ncopHasuca OOpUB, ATONICIAL.

Hapyiuenus Ha MYCKYJIHO-CKEJIETHATA CHCTEMA M ChEAHHWTETHATA THKaH: -
HeuecTn: MycKynHa ¢c1abocT H KpaMIIH.

Coa0BH HAPYIICHUA:
YecTH: ycelaHe 3a CTY HIIH CKOBAHOCT Ha KPaHHHIIUTE, XHIIOTOHHA.
HedecTH: OpTOCTATHYHA XHIIOTOHUA.

OOnM HapyIeHus:
Yecti: acTeHHd, yMOpa.

Xenaro-OunHapHH HADYLICHUA:
Penxu: xenaTur.

HapymeHnsa Ha BE3NPOH3BOAMTENHATA CHCTEMa M I'bpJaTa.
Peaku: HapyHICHHA Ha IMOTEHTHOCTTA. |

[ IcCHXWYHH HapYIIeHHA:
HeuecTH: HapyIIeHH HA CHhHA, NEIPECHA.
Penxn: komMapu, XamOLMHHALINAM.

4.9 Ilpenozmpane




IIpu npeno3upaHe (Harmp. AHEBHa 403a 15 mg BMecTo 7,5 mg) ca crobimasany Tpera ¢creneH AV-
0ok, OpaaukapaHs H 3aMasHoCT. KaTo uano Hali-ouyakBanHuTe O€/le3M 04aKBaHM NPH Npeo3upaHe Ha
Oera-0nokepH ca OpanMKapIus, XMIIOTOHHA, OPOHXOCAa3bM, OCTPa ChpAeYHa HEAOCTATHYHOCT H
xurornakemus. Jocera ca cho0ImeHH HAKONKO CITy4Yas Ha Ipeno3upade (Makcumanso: 2000 mg) ¢
OK30MMpoNoA NPH NAUACHTH CTPaJally OT XHIIEPTOHHUS W/HIM KOPOHApHA ChpAevHa 60IecT, KOHTO
NoKa3BaT OpaAMKapaAHa H/WIH XUNOTOHNUA,; BCHYKY ITALIMEHTH ce BH3CTAHOBABAT. Ma mupoxa
HMHTEPHHAKBHAYATHA pa3/iHKa B YyBCTBHTETHOCTTA CIIPAMO €HOKPATHA BHCOKa A03a Gusorponon u
BEPOATHO MALMEHTHTE CHC CHPAEYHA HEAOCTATHYHOCT Ca MHOTO YyBCTBHTEHH. [Topanu Topa e
3aBJDKHTENHO JIEYCHUETO Ha TE3H MalMEHTH /12 3aII04He © MOCTENEeHHO IOBUIIABAHE HA JO3ATa B
CHOTBETCTBHE CBC CXEMATa IIPEACTABEHA B TOUKA 4.2.

B cmy4alt Ha npeao3npane JieweHrero ¢ Ou3onmponon TpabBa fa ce mpeyCTaHOBH M Ja C€ OCHIYPH
NMOAObPAANIO H CHMITTOMATHYHO Jic4eHHE. OrpaHHMEHO KOJIHYECTBO JaHHHU M3Ka3BaT |
MpeANoNoXeHHe, 4e GH30MpOION TPYAHO Ce AHANM3Mpa. Bb3 OCHOBA Ha OYaKBaHUTE
¢papMaKkoIOruYHK €EKTH H NPENOPHKATE 3a ApyruTe GeTa-OM0KEepH, KOraTo MMa KIMHUYHA
OCHOBaHH#A TpAOBa /12 ce HMAT B IIPeABH/ ClIeIBAITATE OOIIH MEPKH.

bpamuxkapana: 1lpunoxere HHTpaBeHO3¢H aTponMH. IIpH HexoCcTaTEYeH OTTOBOP BHUMATEIHO MOXE
Ja c€ MPUIOKH W3OMPEHATHH WIH APYr MEAUKAMEHT ¢ NMO3UTUBHHA HHOTPONHH cBokicTBa. IIpH HAKOH
obcTosTeNcTBA MOXKE Aa € HeOOXOAUMO MMOCTABAHE HA UHTPABEHO3€H MEHCMEHKEP.

Xunotonus: TpaOra fa ce MpHIOKAT MHTPABEHO3HH BIIMBAHHS HA TEYHOCTH H Ba3ONPECOPH.
WHTpaBeHO3HHAT I'TIOKAIOH MOXe Jja Ob/e OT mon3a.

AV 6noxk (BTopa wiu Tpeta creneH): [lanuenture Tpadra na 6paaT HabmozaBaHY BHUMATENHO U Ja
ObJaT JIeKYBaHH ¢ HH)Y3HA ¢ H30IPEHANMH WIH IIOCTaBIHE Ha BEHO3EH NeHCMeHKBD.

OcTpo BIOLIaBaHe HAa ChpAEYHA HeAOCTATHIHOCT: IlpHunoxere 1.v. OMypeTHLIH, HHOTPOITHH
NeKapCTBEHH CPEHCTBa, Ba3OAWIATATOPH.

bponxocnaszem: Ilpunoxkere edyeHue ¢ SPOHXOAWIATATOPH KAaTO HU3ONPEHATIHH, DeTa;-
CHMIIATHKOMHMMTHLN ¥/WIH aMHHODHIHH.

XHMOrIHKEMHA: MPHIOKETES 1.V. TTIIOKO34. -

5. GAPMAKOJOIHAYHH CBOUCTBA

51 PapMaKoJIHHAMHYHH CBOKCTBA

dapmMakoTeparnieBTHYHA IpyTIa: Befa-ﬁnoxepn, CENIEKTHRHH.
ATC xon: CO7TABO7

Buzonponon e BHCOKO ceneKTHBEH 6eTa;-anpeHopeLienTopeH O10Kep, IPpH KOMTO TMIICBA BhTPELIHA
CHMNAaTHKOMHMETHYHA H ChOTBETHO MeMOpaHocTabmwim3npama akTHBHOCT. [Toka3Ba camo cnab
apuHMTET KbM OeTa-pelielTOPUTE Ha INIaJIKHTe MyCKYy/IM Ha OpOHXHUTE M CBAOBETE, a CHINO H KBM

- GeTa,-pelieITOPHTE CBBP3aHH € perynanHara Ha Metabonusma. Ilopanu ToBa, KaTo LKUIO HE C€ OYaKBa
OH30IPOIO A2 NOBIHAE CHIIPOTHRIICHHETO Ha AMXATEITHHTE METHINA H OeTa,-MeqUHpaHUTe
merabomutan edextu. Heropara 6e1a;-CEMEKTHBHOCT Ce& APOCTHPA M3BLH TEPANIEBTHUHUTE O30BH

rPaHULIH.

Bu3omnposion ce IpHiIara 3a JIEUeHHE Ha XHIICPTOHHA, AHTHHA IEKTOPHC M CLPICUHA HEMOCTATHYHOCT.
KaxTo ¥ npu apyrure 6era;-010KepH, MEXaHU3MBT Ha ACHCTBHE IPH XYHEPTC
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e oOave, e OM30MPOION 3HAYAMO NTOHUKABA IU1A3MERATa PEeHHHOBA r& S (o

fits ¢ HeaceH. 3BeCTHO

e

MexaHu3BM Ha aHTHAHTHHO3HOTO AeHCcTBHE: bH3onponon, nocper
OeTa peuenTopu, MOTHCKA OTTOROPA CIIPAMO CHMIIATHKYCOBA aKTHBaR
Ha ChPACYHATA YeCTOTAa M KOHTPAKTHIMTETA H I10 TO3H HAYMH H?
ChpAEYHHA MYCKYII.



IToka3anueTo ChpAEUHAa HEAOCTATEIHOCT € M3c/ieABaHo B mpoyusaneto CIBIS I1. Bxmouenu ca o610
2647, 83% (N = 2202) ca NYHA knac Il u 17% (N = 445) ca NYHA xnac IV. Te umat cTabunHa
CHMIITOMAaTHIHa CHCTONHA ChP/IeYHA HEAOCTATHYHOCT ((QpaKLMa- Ha W3TIacKBaHe <35%, onpeneieHa
exokapauorpageku). Obmara cMBPTHOCT ce noHipkana oT 17,3% no 11,8% (penaruBHa peqyKuus
34%). Habmonaea ce NoHmKaBaHe 4€CTOTaTa Ha BHe3amHa cMBPT (3,6% cnpamo 6,3%, penaTHeHa
peaykuns 44%) U OHIDKaBaHe Opos Ha €NH30INTE CBC ChPAEYHA HEAOCTATEYHOCT H3UCKBALM
xocrTanusamms (12% cripamo 17,6%, penatueHa pexyxuma 36%). U vakpas, nokassa ce 3HAUMMO
noxobpeHre Ha GYHKITHOHAIHMA CTaTYC ChraacHo kiacupukanuata Ha NYHA. B xona Ha 3ano4sase
¥ TUTPUpAHE Ha JICYEHHETO ¢ OU30nponon ce HabmoaaBaT XOCIHTATH3aMH 110 noBoA Gpagukapaus
(0,53%), xunorouus (0,23%) u octpa aexommneHcauns (4,97%), Te obave He ¢a IO-YECTH OTKOJKOTO B
rpynara ¢ miauebo (0%, 0,3% u 6,74%). Bpos Ha daTanHHTe ¥ HHBATHIH3HPALIMTE HHCY/ITH 110
BpeMe Ha 1ieJIHA IEpHO/ Ha npoyusaHeTo ca 20 B rpynara ¢ Ouzomnposon u 15 B rpynara ¢ wiaue6o.
[Tpoyusarero CIBIS I u3cnensa 1010 namuenTn Ha BH3pacT 265 roAMHH C JIEKa J0 CPEAHO TEKKA
XPOHHYHA Chp/edHa HexocTarsyHocT (XCH; NYHA xnac It win IIl) 1 nepoxamepHa $pakiuys Ha

H3TNIaCKBaHe <35%, KOMTO Mpeay ToBa He ce NekyBant ¢ ACE unxuburopu, 6eTa-6i10kepH Wik
aHTHOTEH3HH perienTopHH OiokepH. IlanueHTHTE NpOBEXKAAT JiedeHHe ¢ GH30MPON0a H eHANTANpPHI 33
6 10 24 Mecelia cneA MbPBOHAYAITHO 6-MeCeqHO JieueHHe ¢ OU30MPOIOI WK eHANANPHIL.

Hanuue e TeHaeHIMa KBM MO-BHCOKA YECTOTA Ha BIOIMIABAHE HAa XpPOHHYHATA ChpAEYHA
HEAOCTATHYHOCT, KOraTo GH30TIPOION ce MpHIara B MbpBOHa4YaIHHTE 6 Mecena oT nedenueto. He e
A0Ka3aHO NMPEBB3XOACTBO HA ITbPBOHAYANIHO MPHIOKEHO JeueHHe ¢ OH30MpOIoN CHPAMO
ITbPBOHAYa/IHO MPHIOKEHO JIEYEHHE ¢ CHAJIANPHUII B PEr-protocol aHaM3ET, BHIIPEKH Y€ JBETE
CTpaTETHH 33 3anoysaHe Ha JiedeHrdeTo Ha XCH nokaspar cxozHa 4yecToTa Ha ITbPBHYHATA
KOMOMHHpAaHA KpaiiHa [IeJl OT CMBPTESH U3X0J] H XOCIIMTAIM3ALMA B Kpas Ha npoyuBaHeTo (32,4% B
rpynara ¢ mspBOHAYaIHO NpHiIOKeH Gusonponon copamo 33,1 % B rpynara ¢ MspBOHAYAIHO
NPWIOXKEH eHaanpui, per-protocol nomynaums). IIpoyasanero nokassa, 4e GH30IIPONOI CHIIO TaKa
MOJKE Ja Ce MpWiara IpH NauMeHTH B HallpeAHAalla BB3pacT ¢ XPOHHYHA ChP€YHa HEAOCTATHYHOCT H
EKO 0 YMEPEHO TEXKO 3a00NsaBaHe.

I1p¥ aKyTHO NPHIIOAKCHHE NPH MALUECHTH ¢ KOpPOHApHa chpAedHa OonecT 6e3 XpoHUYIHA CHpAeYHa
HeAOCTATHYHOCT OM30NPpOJION NOHIKABa ChpAeYHATa Y€CTOTa H YAapHHA 00eM H B CII¢ACTBHE Ha TOBa
MOHKKABA CHPACYHNA AeOHT U KHCIoOpoaAHaTa KOHCyManya. IIpH XpoHUYHO NPHITOKEHHE
ITbPBOHAYAITHO [IOBHLICHATA NepAdEpHA CHAOBA PEIHCTCHTHOCT C€ ITOHIDKABA.

5.2  {apMakoKHHETHYHH CBOHCTBA

buzonponon ce pesopbupa 1 ©IMa OHOHAIMMHOCT OT OKoNMo 90% cnen nepopaiHo IPIIOKEHHE.
CBBP3BAHETO € IU1a3MEHUTE MPOTEHHH Ha OM3onponoi e okomno 30%. O6eMBT Ha pasnpeaeICHUE ¢
3,5 /kg. Toranmmar knupbHe € apuOmu3nTenHo 15 Vh. [InazmeHuaT noryxaBoT DT10-12 yaca
npeaocTasA 24 4acoB eexT cnen eMHOKPAaTHO AHEBHO OO3HpPaHE.

buzonposnon ce ekcKpeTHpa OT OpraHuaMa 1o gsa meTa. 50% ce MetaGonusupa B yepHHA apod 1o
HEeaKTHBHH METa0OJINTH, KOKUTO CJIea TOBA ¢€ eKCKpeTHpaT npe3 6s6pennte. OcraBamure 50% ce
ekckpetHpar o1 66penrTe 6¢3 Aa ca moataranu Ha MeTabonu3beM. Thi KaTo EMMMUHHPAHETO CTaBa B
eHAKBa CTereH B Os0penre ¥ YepHHA Apod, He € HeoOXoOMMO KOpHTHpaHe Ha J03aTa IpH
NAHEHTHTE ¢ HapymieHa YepHOAPoOHa QyHKIMs UMK OBOpeYHa HEAOCTATHYHOCT.
dapMaKOKMHETHKATA [IPH MALMEHTH CHC CTaOWIIHA XPOHHUMHA ChpIeYHA HEAOCTATHEYHOCT H HapYILIeHA
yepHOAPOOHa WK OB0pesHa PYHKIHA He € H3CIeABaHa. |

KuneTnkara Ha Ou3onposion € JinHeiHa U He 3aBACH OT Bh3pacTTa.

[Ipy naumeHTH ¢ XpOHUYHA ChpACYHA HEAOCTAThYHOCT (NYHA kiac IIT) [UTA3MEHATE HUBA Ha

a1 TR

MakcHMaTHaTa IUIa3MEHa KOHIICHTPALHSA B PAaBHOBECHH YC/IOB
10 mg 1 nonyxusoTsT ¢ 17+5 yaca.

5.3 IlpeaxkJIHEARYHH JAHHH 32 0€30DaCHOCT



[IpeaxMHUYHHUTE JaHHM HE MOKA3BaT OCOOEH pHCK 3a XopaTa Ha 6a3a Ha KOHBEHIIHOHATHUTE
(papMaKONOrHYHH H3MHTBaHMA 3a 6€30MacCHOCT, TOKCHYHOCT IPH MHOTOKPATHO TIPU/Iarase,
IeHOTOKCHYHOCT WM KapUupHOreHeH noreHuman. Kakro u apyrure 6era-6noxepu, 6u3onponon
NPHYHUHABA TOKCHYHOCT 3a MaiKkaTa (TIOHV>KEH IIPpHeM Ha XpaHa | IMTOHHIKEHO TEJIECHO TErJIO) H
eMOpHO/peTanTHa TOKCHYHOCT (MOBHIIIEHA YeCTOTa Ha pe30pOLiH, MOHIDKEHO TerjIo NP PaXkIaHeTo,
3a0apeHO PUIAIECKO pa3BHTHE) NMPH BHCOKH JO3H, HO HE € MOKa3a/l TEPaTOreHHOCT.

6. PDAPMAINEBTHYHH JAHHH
6.1 CnoEchbK HAa NOMOINHHTE BemeCTBA
KaniuueB xuaporeHdocdar, 6e3BoacH
MHKPOKPHCTANHA 1Ie]TY032

LAPEBHYHO HHILECTE, IIPEXEeTaTHHHPAHO
KpOCKapMeio3a HaTpHH

CHJTHLIHEB JHOKCH], KONOHIEeH Oe3BoleH
MarHE3HEeR CTeapar

NIaKTO3a MOHOXHAPAT

XUMPOMENO3a

Makporoa 4000

THTaroB guokeua (E171)

6.2 HechLBMEeCTHMOCTH
Henpunoxumo.

6.3 Cpok naroasoct

3 roauHv

6.4 CroensajgHH YCJI0BHA HA ChbXPAHEHHE

To3u nexkapcTBEH NPOAYKT HE H3UCKBA OCOOEHH YC/IOBHA 332 CHXPAaHCHHE.
6.5 JIaHHH 33 ONAKOBKATA

OnakoBKara MpeAcTaB/ABa O/MCTEp, KOWTO € HalIpaBeH OT AlyMMHHEBO JHHO W NOKPHBAIIO (OIIHO
(OPA-AI-PVC/Al)..

OnakoBku cpabpxawy: 7, 10, 20, 28, 30, 50, 60, 100, 10x30 ¢pruimupanu TabieTky.

He Bcyuxu BHOOBE ONAKOBKH MOTaT Jia OBAaT DyCHATH B poaaxoa..

6.6 CrnenBajJHE NpeANasHH MEPKH NPH HIXBHPASHE H paboTa

dunMupanara Tabnerka Moxe Aa Obae pasAeneHa KaTo Ce NOCTaBH BBPXY TBHPAA HOBBPXHOCT C
NeNUTETHHTE YepTH Harope. DuiMupaHaTta TableTka ce pas3fend KaTo C€ YINpaXHH JieK HATHCK C

rnajena. |
HaMa crieMa/iH¥ H3IMCKBaHM.

ChOTBETCTBHE C MECTHHTE H3HCKBAHMAL.
7. NPUATEXATEJI HA PASPEINIEHHUETO 3A YIIO

Sandoz d.d.
Verovikova 57




1000 Ljubljana
CnoBeHus

8. HOMEP HA PASPEIMEHHETO 3A YIIOTPEBA

Per. No

9. JATA HA ITBPBO PA3PENIABAHE/MIOTHOBSBAHE HA PA3SPEINIEHHETO 3A
YIIOTPEBA _ - -

10. JIATA HA AKTYAJIM3HPAHE HA TEKCTA

Oxromspu 2008
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