KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA A0 30A383

1. WME HA JEKAPCTBEHUS NMPOJAYKT 6 3/ , Lh-09- 0%

HebGusonon-Tesa 5 mg TabsieTku
Nebivolol-Teva 5 mg tablets

2. KAYECTBEH U KOJIMMECTBEH CbhCTAB
Besika tabnierka ebabpika 5,45 mg HeOMBOI0JIOB XHAPOXJIOPH/L, €KBHBAJIEHTHH Ha 5 mg HeGUBOION.

[ToMOLIHO BELECTBO ¢ W3BECTHO JieiicTBre: 192,4 mg nakTo3a MoHoxuapar B 1 TadieTka.
3a MbJIHUS CITUCHK HA NMOMOIIHUTE BeLECTBA BHKTE TOYKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka

Kpbriau, 6enu, 1BOHHOU3NMbKHAIM TaONETKH ¢ AMaMeTbp 9 mm, ¢ iB€ KPbCTOCAHH JICJIHTEJIHH YEPTH
OT €/1HaTa cTpaHa U Mapkupadu ¢ ,,N 5% or apyrara cTpaHa.
Tabnerkara moxe na Ob/1e pa3aesieHa Ha paBHH MOJIOBHHH H YETBBPTHHM.

4. KJIUHUYHU JAHHH

4.1 TepaneBTHYHH NOKA3ZAHHS

XHUNEePTOHUS
JleyueHue Ha eceHUHMAIHA XUIIEPTOHMA.

XpoHHYHA cbpaeyHa HejocTtaTbuHoCcT (XCH)

Jleuenure Ha cTaOMJIHA JIeKa /IO yMepeHa XPOHHYHA Chp/IeYHAa HEOCTATBbYHOCT, KaTo 100aBKa KbM
CTaHJapTHaATa Tepanus Npy NauMeHTH B cTapyecka Bb3pact > 70 roauHm.

4.2 Jlo3MpoOBKA H HAYHH HA NPHJIOKEHHE

Jdo3upoBka

XHUIEPTOHHS

Bvipacmuu nayuenmu
Jlo3aTa e eina Tabnerka (5 mg) AHEBHO, 3a NpeAnovYruTaHe Mo €1HO W ChIIO BpeMe Ha JIeHs.

[ToHmkaBaHe Ha apTepPHAIHOTO HalsraHe HaCcThNBa 1-2 CEIMMLIM CJIE/I HA4YalOTO Ha TeparnusiTa.
[ToHsikora onTUMaIHUAT ePeKT ce J10cTUra ciie/l 4 CeMHULIM.

Kombunayus ¢ opyeu anmuxunepmen3ueHu J1eKapcmea
bera-Onokepure Morar J1a ce M3MoJ3BaT CaMOCTOSTETHO HIIH €/IHOBPEMEHHO C JIpYTH
AHTHUXMNEPTEH3UBHU NPOJAYKTH. J]0 HACTOALMA MOMEHT JOITBbJIHUTE/IEH AHTHXHIIEPTEH3HUBEH €

Ou1 HabJmo1aBaH caMo Npu KOMOMHUpaHETO Ha HEOMBOJIOJ C XHIPOXJIOPOTHA3K/L B /103a |2,
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bvbpeuno yapesicoane
ITpu naumeHTH ¢ 6LOpetuHa HeJOCTaTLYHOCT NPENOPBUNTENHATA Ha4ajHa 1032 € 2,5 mg JHEBHO. AKO

e HeoOXoAKUMO JIHEeBHaTa JA03a MOXe a Obae NOBHILIEHA [0 5 Mg.

Heproopobro yepexcoane
JlaHHWTE NPU NALMEHTH ¢ YePHOAPOOHA HEAOCTAaTHLYHOCT MM HapyllieHa YepHOAPOOHA (pyHKLINA ca
orpaHHYeHH. 3aToBa ynorpebarta Ha HeOHBOJION NpH TE3H NMALMEHTH € NPOTHBOIIOKA3aHa.

Cmapuecka ev3pacm

[1pu naumeHTH HaA 65-roAMuIHa Bb3pacT NpenoprYMTE/IHATA HaYalHa 1033 € 2,5 mg aHeBHO. AKO €
HeOOXO0AMMO, NHEBHATA 1032 MOXKE Ja ce NoBHIIH A0 5 mg. Bee nak, ot rneziHa Touka Ha
OrpaHHYEHHUA ONMT NPH NALMEHTH Hal 75 roAHULIHA BB3PACT, NIPH TakKHBa XOpa € HEOOXO0IHMO
NOBHULICHO BHHMaHHE U HEMOCPeACTBEHO HadIOieHuE.

IIeouampuuna nonyaayus
EdukacHocTTa M 6€300aCHOCTTA Ha HEOUBOJIOA NPH AcUa U IOHOLIM MOA 18 roaHHU He ca YCTAHOBEHH.
He ca nanuunu nasau. ClieIoBaTeNHO HE Ce NpenopbuBa ynorpedba npH Aeua v FOHOIIIH.

XpoHuuHa chpaeyHa HeaocTarb4HOCT (XCH)
JleyeHHeTO Ha cTaOWIHA XPOHHYHA ChpAeYHa HEAOCTAaTHLYHOCT TPAOBa Aa 3anoYBa ¢ NOCTENEHHO

MOBHULIABAHE HA A03aTa N0 NOCTHraHe Ha ONMTHMaTHA UHIAWBHUAYANHA NOoANBp/Kalla 1034,

MNauueHTHTE 6K TPAOBANO Ja ca ¢ XPOHHYHA ChPACHHA HEAOCTATHYHOCT 0€3 OCTPH EMH30AH pe3
nocneaHure wect ceaMHLK. [IpenopbuBa ce NeKyBaluyAT Jiekap 1a HMa ONUT B IEYCHHETO Ha
XPOHHYHATA ChPACHHA HEROCTATLYHOCT.

IMpH nauMeHTH NONYyYaBali ChPASHHOCHIOBH JICKAPCTBA, BISIOYHTEIHO AHYPETHIH W/HIH JUTOKCHH
/i ACE-HHXHOHTOPH W/HIH aHTarOHUCTH Ha aHrHoteHsuH 11, no3ara Ha Te3n nekapcTea TpaOBa Aa
6bae cTabWIn3upaHa Npe3 H3IMHHAIHTE BE CEAMHLH IPEay 3arnoyYsBaHe Ha JeYeHHETO ¢ HeOnBoON.

[THpBOHAYaNHOTO NOBHILABAHE HA A03aTa TP40Ba 1a ¢€ HanmpaBH CbOOPa3HO CNeABALIUTE CTHIIKH, HA
MHTEPBAJIH OT |-2 CeAMHLH Bb3 OCHOBA MOHOCHMOCTTA Ha MallHeHTa:

1,25 mg uedbuBonon Moxe Aa 6bae nopuiieH Ao 2,5 mg HEOUBOION BEAHBXK NHEBHO, CJIe] TOBA 10
5 mg Benwsx NHEBHO M cinel Tosa 10 10 mg BeaAHbXK QHEBHO.

MakcuManHaTa npenopburTeHa Ao3a € 10 mg HeOuBoOION BEAHBX AHEBHO.

3anouBaHeTO HAa TEPANHKATA M BCAKO NOBUIIABAHE Ha A03aTa TpAOBa Ja ce npaBu noa
HETOCPEACTBEHOTO HAGMIOAEHHE HA IeKap € OITHT 3a NEPHOA OT MOHE 2 4aca, 3a [a ce rapaHTHpa, ue
KITHHUYHUAT cTaTyC (0c00€eHO Mo OTHOUWIEHHE Ha apTEpHATHO HalAraHe, CbpAeyHa 4e€CTOTa, NPOBOAHH
HapylleHHA, 6ene3y 3a BnollaBaHe Ha CbpACUHATA HEJOCTATBYHOCT) OCTaBa CTA0WIEH,

[MosBaTa Ha HexeNaHH PEaKiMH MOXKE JIa BL3NPEfATCTBA BCHUYKH fIALIMEHTH J1a CE JIEKYBAT ¢
MaKCHManHaTa NnpenopryaHa no3a. AKo € Heo6X0AHMO, MTOCTHrHATATA 1033 MOXKe 1a Obae HaMaieHa
NOCTENEHHO M CJie/l TOBA, aKO € NMOAXOAALI0 BbBEACHA OTHOBO.

[lo Bpeme Ha MOBMILLIABAHETO Ha N03AaTa, B C/IY4YaH Ha BJICLaBaHE HA ChpACYHATA HEROCTATBYHOCT HIH
NOSBA Ha8 HEMOHOCHUMOCT, CE€ MPENOpPbYBA ITHPRO Ja C& HaManu J103aTa Ha HEOUBOJION MITH aKo €
HeoOXO0AUMO Ja ce cnpe He3abaBHO (B cnyyail Ha TEXKa XMNOTOHUA, BJICLIABAHE HA ChpAeYHa
HEAOCTATBHYHOCT ¢ OCTHP GenoapobeH 0TOK, KApAHOTEHEH 1MOK, CHMNTOMaTHYHa OpaauMkapa
AV-H6110K).

Jleuenneto Ha ctabHIHA XPOHHYHA ChpACYHA HEAOCTAaTBHHOCT ¢ HEOMBOJION KaTo
NPOALDKHTE/HO NEUEHHE.
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He ce npenopbyuBa BHE3AMHOTO CIHpaHe Ha TepanuaTa ¢ HeOHBONOI, THA KaTo TOBa OM MOTJIO Ja
AOBEAE A0 NMPEXOAHO BNOLUABAHE HA ChPAEYHATa HEAOCTATHBYHOCT. AKO C€ Hanara criupaHe, 103ara
TpaOBa Na ce NOHMKABA MTOCTENEHHO HA KHTEPBAJIH OT NOJIOBHH CeAMHUila.

Bvbpevno yepexcoane

Toit KaTO TUTPUPAHETO AO MAKCHMATHO NOHOCHMATa 10338 € HHAHBHAYAITHO MPH JIEKa 10 YMEpEHa
6uOpeuHa HEAOCTATHUHOCT, HE C¢ Halara ananTaius Ha fo3ara. HaMa OonuT npy NauMeHTH C TEXKKa
6BnOpeyHa HEAOCTaTHYHOCT (CepyMeH KpeaTHHHH > 250 umol/]l). 3aTosa ynoTpebara Ha HeOHBOJMION

MPH TE34 NMAaLKEHTH HE Ce NPenophYBa.

Ueproopobno yapeoxoane
JlaHHHTE 3a NALIHEHTH ¢ 4ePHOAPOOHO yBpekAaHe ca orpaHHYEHH. 3aToBa ynoTpebaTa Ha HeOHUBOION

[pH T€3H MALMEHTH € MPOTHBOMNOKAa3aHa.

Cmapuecka év3pacm
TBii KATO THTPHPAHETO KO MAKCHMATHO MOHACAHATA 032 C€ Onpeaess HHIUBUAYAHO, HE Ce Hanara
aJanTHpaHe Ha 103aTa.

IHeouampuuna nonynayus
EdukacHocTTa 1 6e30nacHOCTTa Ha HEOHBONOA NpH AcUA H IOHOWIH NoA 18 roANHH He €3 YCTAHOBEHH.

He ca HanuuuM nauHu. CrieJOBaTeNIHO, HE Ce NpenoppuBa ynoTpeda Npu AeLa U 1I0HOLIH,

HauyuH Ha NpWIOKEHHE
3a nepopanHo npunoxxenue. Tabnerkara Tpabpa Aa ce Morauila ¢ AOCTATHYHO KOJHYECTBO TEYHOCT

(nanp. enHa yaina Boaa). TabnerkaTa Moxke na ce mpUeMa CbC Wid €3 xpaHa.

4.3 IIporaBONOKA3aHHS

. CBpBXYYBCTBHTENHOCT KbM AKTHBHOTO BEILECTBO WIH KbM HAKOE OT MOMOLIHHKTE BELICCTBA,
HU36poeHH B TO4Ka 6.1 S '
. YepHoapoOHa HEZOCTATHYHOCT WK UepHOAPOOHO YBPEXKIaHE
OcTpa cppaeuHa HeAOCTATHYHOCT, KapAHOTeHEeH LOK WK €MNH30] Ha AEKOMICHCHPaHa
ChbpJeYHA HEAOCTATHLYHOCT, H3UCKBAL HHTPABEHO3HO NPUIOKEHHE Ha HHOTPOIHA TEParnHts

B nonuiaHeHHe, KAaKTO H NMpHU Apyrure 6era-01okepH, HEOUBOJION € MPOTHBONIOKA3AH MPH:

CHHAPOM Ha GOAHHA CHHYCOB Bb3€l1, BKIIOUHUTETHO CHHOATpHaNeH 010K
cupaeueH 6mok ot Il wu Il crenen (6e3 neticmeiiknp)

aHaMHE3a 3a 6POHXOCHAa3bM W GpoHXHaIHa acTMa |

HENEKYBaH (eOXPOMOLIMTOM

MeTaboNMHTHA auMao3a

Opanukapamd (cepae4Ha yectota < 60 bpm npeau 3anoysaHe Ha TEpanuiITa)
XHUIOTOHUS (CHCTOJIHO aprepranHo HansraHe < 90 mmHg)

TEXKH HapyIICHHS Ha nepudepHaTa UMPKYNaliis

44 Cuoennaanu npeaAynpexaeHHS H GpeAna3ZHH MEPKH NPH ynoTpeba
Bk cbino Touka 4.8, HexenaHu nekapCcTBEHH peakLuH

3a Oera-aipeHEPrUHUBMTE AHTATOHMCTH KATO LAUIO Ca BANMIHH CICIHHTE NPEAYNPEKACHHA X
npeanas’Hd MEpKH.
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Anecmezun

[lpoanmxaeaneTo Ha 6era-610KkanaTa HaManaBa pUCKa OT apMTMHH NO BpeMe Ha BbBEXAAHETO B
aHecTe3usa U HHTYOHpaHeTO. Ako Oera-Onoxanara e NpeKLCHATA O BPEME Ha MOAroTOBKATA 34
onepaTHBHA HHTEPBEHLIHA, GeTa-apeHeprHyHMTE aHTArOHHCTH TPAOBa Aa ce cnpar noHe 24 yaca

Mpeau ToBa.

I[Ipy aHecTeTHLIM, KOMTO MOTaT Aa NPeAU3BHKAT MOTHCKAHE HA MHOKaP/IHUA KOHTPAKTUITHTET €
HeoOxoauMo BHMMaHKe. [TalnenTsT MOXKe 13 Oblle MPOTEKTHPAH Cpellly BarycoBa peakiius
NOCPEACTBOM MHTPABEHO3HO MPHACKEHHE Ha aTPONTHH. |

Copoeyrocvooeu -
Kato uano 6era-aapeHepriiHUTE AHTATOHUCTH HE TPAOBa Ja ce W3MoN3BaT NpH MAlHEHTH C
HENEKYBaHa 3acToiHa ¢hpaeuHa HeaocTaTbuHOCT (3CH) no cTabunu3npane Ha CHCTOAHUETO HM.

ITpK NaLMEHTH ¢ HCXEMHUHA GOIECT Ha CHPLIETO JIEYEHHETO ¢ OeTa-aipeHeprHyHH aHTarOHHCTH
Tps6Ba ce Crupa MOCTEeNeHHo, T.€. 3a NnoBeye oT 1-2 ceAMHLN. AKO € He0OXOAHMO, 3aMEeCTHTE/THATA
Tepanus TpaOBa Ja 3anoYHe MO CHUIOTO BpEMeE, 3a Aa C€ NPEAOTBPATH BIIOUIABAHE HA angina pecloris.

Bera-aapeHepruvHUTE AHTArOHHCTH MOTAT A3 HHAYLHpAT OpaauxapAnd: ako My/IcoBarTa 4ecTora
crtande noA 50-55 ynapa/MHHyTa B NOKOH H/WIM NaLUeHTHT NoAyYasa CHMIITOMH, KOHTO Ca

NoKa3aTeNHH 3a Opanukapaus, fo3ata TpaOBa Aa Obae HamaneHa.

bera-aapeHepruvHUTE aHTArOHKCTH TPAOBa 11a Ce H3NON3BAT BHHMATEJIHO:

. [pKY NALKEHTH ¢ ieprudepHO cbAOBO 3abonasaHe (bonecT win cuHapoM Ha Raynaud,
claudicacio intermittens), T KaT0O MOKe 1a HaCTBIH BJIOLIABAHE HA CbCTOAHHETO

° MPH NALMEHTH C ITbpPBa CTENEH ChpeyueH 00K, nopany oTpHLUATeNHHA edekT Ha Oera-
GJiokepHTe BBLPXY NTPOBORHOTO BpEME

° [IpH MaUKeHTH ¢ aHFMHa Ha Prinzmetal, Th# kaTO MOJXE /18 HACTBITH KOPOHAPEH BA30CMAIBM
MEIHHPaH oT anda-peLenTopHTe, KOMTO He ce OiokupaTt: berTa-aapeHepryyHUTE AHTATOHHCTH
MOTAT Aa yBearuaT Opof ¥ NPOIBHKUTENTHOCTTa Ha AHTHHO3HHTE NPHCTBITH.

KomOuaauusaTa Ha HeOHBOJION € OOKepH Ha KaNLMEBHTE KAHAIN OT IrpynaTa Ha BepanamMui Wik
AMNITHA3EM, C AHTHAPHTMUMUHH NPOIYKTH OT KJIac | ¥ ¢ HAKOH LIEHTPaiIHO AeCTRALIH
aHTHXHNEPTEHIHBHH MPOAYKTH KaTO LIAWIO He Ce Npenophusa, 3a noaApoOHOCTH MO BHKTE TOUKa 4.5.

Memabonuzem/Endokpunna cucmema

He6uBonon He nopsiMABa HHBOTO HA KPbBHATA 3axap MPH NaLMEHTH CbC 3axapeH AvabeT. Bee nak npu
TAKUBA MALKUEHTHU € HeoOXOAHMMAa NPEeaANna3IHBOCT, Thil KATO HEOMBOION MOXE fa MACKUPAa OTNPEAC/ICHH
CHMITTOMH Ha XUIIOTJIMKEMHATA (TaxuKkapaus, cepuebuene). bera-0nokepHre Morat ZONBLAHUTENHO Ja
YBEAHYAT PHCKA OT TEXKKA XHITOTIHKEMHA, KOraToO CE H3MOJI3BaT €AHOBPEMEHHO C1C CYAPoHMTYpelitH
npownspoanM, Iauuenture ¢ auaber Tpabsa na 6bAAT CHBETBAHM Ja CIEAAT BHHMATEIHO HUBATA Ha
KpbBHATA 3axap {BIOKTE To4ka 4.5). |

beta-aapeHepriyHuTe OJIOKEpH MOraT Aa MacKupaT NMPOABUTE HA TAXHKAPAHA NpPH
XUNEPTUPEORANIHM. BHE3AMHOTO HM CTHpaKe MOXKeE a HHTEH3IM(PHIIHPA CHMITTOMMTE.

Jlwxamenna cucmema
[IpH nauMeHTH ¢ XpoHHUYHa 00CcTpyKTHBHA 6e10,1pobHa bonecTt OeTa-aApeHEpruiHKUTE AHTAMOHHCTH
Tps6Ba Aa ce U3NMOA3BAT NPEANa3NHBO, Thi KaTO MOraT Aa BJIOWIAT CHMITTOMHTE Ha OPOHXOCTAZBLM.

HApyau
[TauueHTUTE C aHAMHE3a 3a NcopHasuc TpaAdBa na npuemar OeTa-afpeHepruyHy aHTaro
cJicd BHHMATETHA NpeUeHKa.

bera-aapeHepryMHKTE AHTArOHHCTH MOTaT Aa MOBHULIAT YYBCTBHTETHOCTTA KbM aJ
Ha aHAQWIAKTHUHHTE PEaKLIUH.
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3ano4yBaHETO HA TEPaNHA Ha XPOHHYHA CHPACHHA HEAOCTATHEYHOCT ¢ HEOHMBONOIM Ce HyXaae OT
CHCTEMHO HabmoaeHHe. 3a J03MPOBKATa M HA4YHMHA Ha MPHJIOKECHHE BHXKTe Touka 4.2. CniHpaHeTo Ha
NleyeHHeTo He TPAOBA [a CTaBa PA3KO, OCBEH aKO HAMA KaTerOpHYHH NOKA3aHKA 3a TOBA. 3a

JNOMbAHKHTENHa HHPOpMAalL|R, MOJIS BUXTe TouKa 4.2,

IHomowynu sewyecmea

Hatpwnii

Tosa siekapcTBO ChABPAkKa No-Manko ot | mmol HaTpHii (23 mg) Ha TabneTka, T.e. MOXE Na Ce Kaxke,
ye NMPAKTU4YECKH HE CBABbPKA HATPHHA.

JlakTo3a

FlaumeHTH C peaXH HACNeACTBEHH NMPoOIeMH Ha HEMOHOCHMOCT KbM T'a1akTo3a, MbJIEH JIAKTa3¢H
AePHUMT WIH [EOKO30-TAIAKTO3HA ManabcopbLis He Tpa0Ba ia NpHeMaT TOBA NEKapCTRO.

4.5 BiaumoaeiicTBEE ¢ APYTH JeKAPCTBEHH NPOAYKTH H APpYrd GOpME HA B3IAHMOACHCTBHE

dapmakoaMHAMHYHH B3aHUMONCHCTBHS

[MpHHLKIHO 38 OeTa-aApeHEPrHYHUTE AaHTAMOHUCTH Ca XapaKTEePHH CIERHHTE B3aHMOIEHCTBNA.

KoMOHHaLMK, KOMTO HE C€ NPEnopbLYBaT

Anmuapummuunu nexapemea kaac I (xunudun, Xuopoxunuoun, yuben3oaun, garexaunuo,
OUONUPAMUO, TUOOKGUH, MEKCULemuH, nponageror): MOKe a ce TIOTeHUMPa ePEXTHT BLPXY aTPHO-
BEHTPHKYaPHOTO MIPOBEKAAHE M /1a C€ YCHIH OTPHLATENHHA HHOTpONEH edexT (Bxk. Touka 4.4),

Kanyuesu aumazoHucmu om 6epanamunos/ounmuazemos mun. HETaTHBHO BJIMAHHE BbPXY
KOHTPaKTWIHTETa B aTPHO-BEHTPHKYJ/IapHaTa NPOBOAUMOCT. MHTPaBeHO3HOTO NPUIIOKEHUE Ha
BepanaMiT Ha MalMeHTy Ha nedeHne ¢ 6eTa-0noKkepH MoXke Aa I0BEAE 0 TEXKKA XHITOTOHHA W aTPHO-
BEHTPHKYapeR 610K (Bx. TOUKa 4.4).

Lenmpanno Oelicmeaiyu anmuxunepmen3usny nexapcmea (KIOHUOUH, 2yanpayun, MOKCOHUOUH,
Memuioona, puiMentour): eAHOBpeMeHHaTa ynoTpefa Ha IEHTPATHO AelcTBaLIH
AHTHXHIIEPTEH3HBHH JIEKAPCTBA MOJKE 18 BNOIUH ChpAeYHaTa HEAOCTATHYHOCT Ype3 NOHWKABAHE Ha
HEHTPATHHA CHMIIATHKOB TOHYC ([TOHIKaBaHE HA ChPACYHATA YECTOTa H YAApHHA obeM,
paszoaMnaraums) (Bx. Touka 4.4). BHe3anHoTo cnupaHe Ha JiedeHHeTo, 0coOeHO NPH NpeaIeCTBALLO
NMpeKpaTABaHE Ha Je4eHNeTo ¢ GeTa-6nokepn Moxce Aa MOBHLLIHM PHCKA OT “rebound XMNEPTOHHA .

KomOuHalUKK, KouTo TpAOBa Aa ¢€ U3MOA3RAT C BHUMAHHE

Aumuapummunnu sexapcmea xaac I (AmMuodapon): MOraT a ce NOTEHUHPAT ePeKTHTE BBPXY
aTPHO-BEHTPHKYJIAPHATa ITPOBOAHMOCT.

Anecmemuyu — remaueu xanozesamu: eaHoppeMeHHaTa ynotpeda Ha beta-byiokepH n asecTeTHLIM
Moske J1a 0Tcnabu pedieKTopHaTa TaXMKapAns W 1 MOBHIIH PHCKa OT XMNOTOHHA (BX. Touka 4.4).
KaTto npasuno, BHE3anHOTO CNHpaHe Ha iedeHueTo ¢ bera-6nokep Tpabpa na ce H3dAraa.
AHecTe3HonorsT Tpadea na 6bae HHPOPMHPAH, aKO NALMEHTHT NPHEMa HeOHUBONON.

Hncynun u nepopannu anmuduabemnu rexapcmea. Makap, 4e HeOHBOJION HE NORNIMABA HHBATA HA
KpbBHATA 3axap, enHQBpeMeHHaTa ynotpeba MOKe a8 MackHpa HAKOH CHMITTOMH Ha XUMOTJIMKEMHUA

Baxnoghen (aumucnacmuuno eewgecmso), amugpocmun (OONbAHUMENHO éewyjecma
aHMUHEONAACMUNHO eyenue). eAHOBPEMEHHATA YNoTpeba ¢ aHTHXHNIEPTEH3HBH
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Bb3MOXXHO A2 YCHWIH NOHIDKEHHETO Ha KPbBHOTO HAJIAraHe,; CICA0BATEIHO, 103aTa Ha
AHTUXHUIIEPTEH3IUBHOTO 1EKApCTBO TPAOBa Aa 6bAe KOPHIHpaHa NOAXOAALLO.

KoMbuuaumy, xouto TpabBa aa ce oOMHCIAT

Tuzumanucosu 21uKo3uou; eAHOBpEMEHHATa UM ynoTpeda MoxXKe Na yAB/DKH aTPHO-BEHTPHKYIAPHOTO
BpeMe 3a nposexaaHe. KNHHUYHHTE H3MHUTBAHKUA ¢ HeOHUBOION HE C& JaNH KITHHMYHH 0Ka3aTe/IcTBa
23 B3auMoaeicTeie. HeOnBosion He NoBNHABA KHHETUKATA Ha JMIOKCHHA.

‘
Kanyueau anmazonucmu om OuUXudponupuouHos mun (amaoounun, genrodunun, 1ayuounus,
HupeOunun, HUKAPOUNUH, HUMOOUNUH, HUMPEeHOUNUK): €AHOBPEMEHHATA yNoTpeda MOXe Aa NOBHILLH
PHCKA OT XHINOTOHHKA, @ PHCKA OT JONB/IHHTENHO BJIOILIABAHE HA NOMNEHATa QYyHKIMA HA KAMEPUTE
PY NALMEHTH CbC ChPAEYHA HEAOCTATLYHOCT HE MOXKE /1a Ob/ie H3KITIOUEH.,

Anmuncuxomuyu, anmuoenpecanmu (mpuyukiuynyu asmuoenpecanmu, bapbumypamu u
henomuazunu): eAHOBpEMEHHATA ynoTpeba MOXe Ja YCHIH XHIIOTEH3HBHHUA ¢DEKT Ha OeTa-
Onokepure (anUTHBEH edexT).

Hecmepoudnu npomusosvnarumennu cpeocmea (HCIIBC): HAMa eeKT BbpXy NOHWKABALINS
KPbBHOTO HanArane edexr Ha HeOMBONOJ.

CumMnamuxoMumMemusHu 1eKapecmea: eAHOBpeMeHHaTa ynotpefa Moxke Ra NpoTHBOAEHCTBa Ha
edexTa Ha GeTa-apeHEpruuHHTE aHTArOHUCTH. beTa-aApeHEPrUYHHTE JIeKapCcTBA MOTaT Aa AOBEAAT
no 6e3npenaTcTBeHa anda-aapeHepruvyHa akTHBHOCT Ha CHMITATHKOMHMETHUMTE ¢ anda- H
GeTa-aapeHepruyHH eheKTH (PHCK OT XUMOTOHMS, TEKKa OpaauKapaHa H CbpAEUYEH 610K).

QapMakoOKHHETHYHH B3aUMOJCHCTBHA

Toii xato MeTabonusMbT Ha HeOuBonon anraxupa CYP2D6 nioenznma, eQHOBPEMEHHOTO
NPUIOKEHHE C BEILECTBA HHXHOMPALLM TO3H EH3UM H 0CODEHO NapoKCeTHH, QIyOKCETHH, THOPHAA3HH
M XHHHAHH MOXe Na NOBeie A0 MOBHIABAHE HA M1a3MEHUTE HHBA HA HEOMBONON, CBBP3AHO C
MOBHIIEH PHUCK OT TexKKa OpanuKkapans H HEXKENaH! peakiluu.

EAHOBPEMEHHOTO MPWIaraHe Ha LWMETHIMH € MOBHILWIO NIa3MEHHTE HHBa HA HeOHBOsION De3 Aa
npoMeHH KNHHHUHUS edexT. EAHOBpEMEHHOTO NpHiaraHe Ha PAHHTHAKH HE € NOBIHANO
dapmaxokuHeTHkaTa Ha HeOusonon. Ipu ycnosue, ye Hebusonon-Tesa 5 mg Tabnerku ce npHema c
XPaHa U AHTHALKAH MEXKAY OTACAHUTE XpaHEHMd, ABAaTa BHIA JICKApCTBa MOraT /la Ce H3NnHCBaT
3aeJHO.

KomOuHupaHeTo Ha HeOUBONONA C HUKAPAHIHH € MOBHIIHKIO JIEKO MJIA3MEHHUTE HHBA Ha IBETE
nAekapcTBa, 6e3 aa npoMeHs KNHHHYHHSA €(eKT.

EnHoBpeMEHHOTO Npuiaraie Ha alKkoxod, Gypo3eMHa WIH XHAPOXJIOPOTHA3HA HE € MPOMEHHKNO
(dhapMakOKHHETHKATa Ha HeOHBOJION.

HeGusonon He npoMens apMakOKHHETHKATa H apMaKOAHHAMMKATA HA Bap(hapHH.
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4.6 DepTHIHTET, GPEMEHAOCT B KbpMeHe

bpeMeHHOCT
HeGuronon nprrexana dhapmMakosorHyHy ePeKTH, KOUTO MOTaT a Ce OKaXKaT BPEAHHM 34

6peMeHHOCTTa WK deryca/HoBopoaeHoTo. Karo uno 6era-anpeHopelientopHure 6nokepn
HaMaJlBaT MJIAUEHTAPHHA KPBBOTOK, KOETO Ce CBbP3Ba ChC 3a0aBiHe Ha pacTeXka, BbTPEMaTOUHa
CMEPT, a00OPT WIH NpeXAEBpEMEHHO paxaaHe. Bbe deTyca WiH HOBOPOASHOTO MOrat Aa NposABAT
HEKENAaHH peakLUMH (Hanp. XHIOrIHKeMHs W Opaaukapans). Ao neueHHeTo ¢ Oeta-
aZIpeHOPELICITTOpHH O10KepH € HeoOXOAUMO, 3a NPEANOUHTAHE € a CE H3MON3BaT 0eTa)-CeNeKTHBHH
aNpEHOpELIENTOPHH OIOKEPH.

He6usonon ne TpabBa aa ce M3No3ea no BpeMe Ha OPEMEHHOCT, OCBEH B CTy4ail Ha KATeropuyHa
HeoOXOAMMOCT. AKO JieMeHHETO ¢ HeOUBONION e HaucTuHa HeobXoauMo, TpAOBa na ce NpocaeaABaT
yTeponnaleHTapHus KPbBOTOK H detanHus pacTexk. B ciryua#t Ha BpenHH epekTH BLPXY
6peMeHHocTTa WM deTyca, TpaOBa aa ce 06MucH antepraTHBHO NeueHue. HosopoaeHoTo Tpabsa na
6bac BHMMaTenHo HabmonasaHo. Kato uano, CHMITTOMMTE Ha XMMOTJIWKeMHUA H Opanukapaus ce
OYaKBa Ja ce [OABAT B PAMKHTE Ha ITbPBHTE 3 JIHH.

KupMeHe
HpoyusaHusTa NpH XKMBOTHH €2 NOKA3aIH, 4e HEOHBONON ce eKcKpeTHpa B MakoTo. He e n3secTHo

JaJIH TOBA JIEKAPCTBO CE eKCKPETHpa B KbpMarta npH xopa. [loseuero H6eta-6nokepu 1 ocodeHo
nunodHIHHTE BELIECTBA KaTO HEOUBONION M HErOBUTE AKTHBHH METabOMKTH NpeMHHABAT B KbpMaTa,
MaKap M B paznnuHa creneH. He MoXe aa ce M3KMIOUM PHCK 3a HOBOpOAEHUTe/KbpMayeTata. ETo 3aio
Maiiky, npuemaly HeGuBonon, He TpabBa na KbPMAT.

depTHIHTET
He6GuBonon HaMa edekT BBpXy pepTUnuTeTa Ha IUTBX0BE, OCBEH NPH J03H HAKOMIKC NBTH NMO-BHCOKH

OT MaKCHMAIHATAa NPenopbhuBaHa 1032 NPH X0pa, KOraTo ca HabMoNaBaHK HEXKENAHH €EKTH BBPXY
MBXKKHTE H dKEHCKHTE PelIPOLYKTHBHH OPraHH NMpH TUTbX0BE H MHILKU. EQexTsT Ha HebHBONoa BLpxy
(pepTIIIHUTETA MPH XOPA HE € HIBECTEH.

4.7 Edexrn Bbpxy cnocobuocTra 32 mopupane u paboTa ¢ MAIAHA

He ca npoBexaaHu NpoyyuBaHHA 3a epeKTHUTE BBPXY cnocobHOCTTA 3a wodHpaHe K paboTa ¢ MallHHH.
dapMakoAHHAMHYHHUTE NPOYYBAaHHS Ca YCTAHOBWIIH, Y€ HEOBBOION He NOBTHABA ICHXOMOTOPHATA
dyuxuma. Mpu wodupase ¥ pabora ¢ MawMHK TpAOBa Aa ce UMa NPEABHA, Y€ NOHAKOra MOraT a ce
MOABAT CBETOBBPTEK H OTNAKHANROCT.

4.8 Hexenann JeKapcTBCHH PeAKNHH

HexxenaHuTe nexapcTBEHU peakLUMd ¢a ONHCAHH MOOTHAENHO 3a XxunepToHus U 3CH, nopann
palTHYHATA B OCHOBHHTE 3a00msBaHu.

XUNEPTOHHS
CHCTEMO YecTu Heuectn MHoro C HeH3BeCTHA YecToTa
OPI'AHHH (=1/100 no =1/1 000 no peaKH (yecToTaTa He MOXE Ja
KJIACOBE <1/10) | <1/100) (<1/10 000) | 6Bae onpeneneHa Ot
HAJIMMHHATE NaHHH)
Hapywuienus Ha aHTHOHEBPOTUYEH
MMYHHaTa CUCTEMA OTOK, |
| CBPBLXYYBeTRITR/HITER,
[lcuxUuHU HapyllIEeHHS KOILMAapH, ,
Jenpecus
HapyuieHus Ha rnasodbonue, CHUHKOII
HepBHATa CHCTEMA CBETOBBPTEX,
[1apecTe3uU
7
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Hapyiedus Ha OUHTe HapYLIEHO 3peHHE
CbpacyHHU HapYIUCHHSA Gpaaukapaus,
ChpAeYHa
HEeJOCTATBYHOCT,
3abaBeHO AV
| npoBexxaane/ AV
. 60k
CbI0oBH HApYWICHHS XHNOTOHMA,
| (BNOlIABAHE HA)
claudicacio
intermittens
PecnupaTopHH, OUCITHEA OpoHxocna3bm
IrpbARU H
MEQHACTHHANHM
HapyLUEHHA
CTOMAaLIHO-4YPEBHH KOHCTHNALNA, | JHCTICNICHA,
Hapyl1eHHs raJeHe, dbnarynenums,
| AnapHs NOBpbLLAHE
Hapyuienns Ha NpypUTYyC, BAOLIEH YPTHKapHS
KOXATA M NMOAKOXKHUTE | ePHUTEMATO3€EH NCOPHAINC
ThKaHH | obpus
Hapyuiexnus Ha UMITOTEHTHOCT
BbL3MPOU3BOAHTE/IHATA
CHMCTEMA U rbpJarTa |
OO611M HapyLIeHHS H yMOPSEMOCT,
eeKTH Ha MACTOTO Ha | OTOLIH
MPHAOIKEHHE

[Ipn HAKOHU OT OeTa-aApeHEPruYHHTE AHTArOHKUCTH €a OWM IOKNTAIBAHY M CIIEAHUTE HEXKENaHH
NeKapcTBEHH peakiMK: XalIOUHHALHK, TICHXO3H, OOBPKAHOCT, CTYACHW/ LIHAHOTHYHH KPRAHMIIY,
¢eHoMeH Ha Raynaud, cyxd o4n # OYHA KOXKHO-THraBU4YHA TOKCHYHOCT OT MPOKTAIONO0B THIL.

XpOHHYHA ChpAeYHA HEAOCTATBYHOCT *

JlaHHMTE 38 HEXETAHUTE JIEKAPCTBEHH peakuyu npy nauxdeHTH ¢ XCH ca nomyueHu ot rwauebo
KOHTPOJAMPAHO KIMHHYHO U3MHTBaHE, BKIIOUBaLo 1067 nauueHTH npHeMani HeOHWBosIos 1

1061 naunenTH npueMani auebo. B Tosa nanuTease o6wo 449 nauueHTH noyyasaiy HeOHBONON
(42,1%) ca cLOOLIMIN NOHE BB3MOXKHO CBBP3aHH C JICUCHHETO HEXENaHU peakLiiH, B CPABHEHHE ¢
334 naumeHTH Ha mianebo (31,5%). Haii-uecto cho0iaBaHdTE HEXENAHH JEKAPCTBEHH peaKUHK NPH
nauHeHTHTE ¢ HEOUBONOJ ca 6unu Opaaukapnys ¥ CBETOBLPTEK, HabmoaagaHu NPUOIKIUTENTHO MPH
11% ot nammenTure. Cpel NaLUMEHTUTE ¢ MalLe00 YeCcTOTaTa Ha TE3H peakinu ¢ O1na croTeeTHO 2%

n 7%.

KaTo HexeNaHM peaklyH (32 KOMTO € Bb3MOXKHO 1a MMAT BPb3Ka C JIEKAPCTBOTO), 32 KOUTO C€ CUHTa
4e ca crneludPUYHO CBBP3aHH C JICYEHHETO Ha XPOHUYHA ChpAeYHa HEAOCTATHYHOCT ¢a OHIH
CHOOILEHHU CACOAHKTE CYyYaH:

. Bnowiasaxe Ha CbhpAEYHATA HEROCTATBYHOCT € Ouno HabmonasaHo npu 5,8% oT nauneHTHTE C
HeOMBOJI0A, B CpaBHEHHE ¢ 5,2% oT nauueHTHTE ¢ mauebo.

° OpTtocTaTH4Ha XHNOTOHNA € OWia AowiaasaHa npy 2,1% oT nauneHTHTe NOTy4YaBallH
HeOKuBoJION, B cpaBHeHHe ¢ | % OT nauneHTHTE ¢ iatedo.

. HenonocuMocT KbM nekapeTBoTO npy 1,6% oT nauueHTute ¢ HEOMBOION B Cp

| OT NaleHTUTE ¢ rauebo.

. ATpHoseHTpHKYyJ1apeH 610k | ctenen € 6un nabnoaasan npyu 1,4% ot nauu
cnpamo 0,9% ot te3u ¢ mnauedo.
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. flpu 1% ot nalueHTHTE NOMy4aBalld He6HMBONON € AOKIAKBAHO 33 OTOK Ha NONHUTE KpaHHULY,
cupamo 0,2% ot Tezm ¢ rauebo.

CroOL1aBaHe HA NOJ03NPAHH HEKENAHH PEaKlUH

Cpo6lagaHeTo Ha MOAO3HPAHH HEXETaHH peakiMu ClieR paspeuiaBaHe 32 ynotpeda Ha JIeKapCTBEHHA
MpoAYKT € BakHO. ToBa N03B0/ABa Aa NMPOTBDKH HaOMOAEHHETO Ha CHOTHOLIEHHETO NO3a/PHCK 32
nexkapcTBeHHus NMpoAyKT. OT MEAHLUMHCKHTE CNELMATIHCTH CE H3UCKBA 1a ¢H00IIaBaT BCAKA
MOAO3HPAHA HEXENaHA peaKLya upe3 Ma3mbiHuTeNHa areHLMs 10 JieKapcTsara, y.. ,,JlamaH ['pyes”
Ne 8, 1303 Codus, ren.: +359 2 8903417, yebeaiir: www.bda.bg. |

4.9 IlIpeaozupane
Hsama nanyurM JaHHA 3a rpeao3upaHe ¢ Hebusono.

Cumnmomu
CumnTomuTe Ha npefosupane ¢ 6eta-Gokepu ca: GpanHkapans, XUNOTOHHUS, OPOHXOCNA3bLM H OCTPa
ChpAEYHA HEAOCTATHYHOCT.

Jleuenue

B ciayuail Ha npeno3MpaHe WK peaKkUta Ha CBPBbXUYBCTBUTENIHOCT, NAlHEHTHT TpaOBa 1a 6vae nox
HENPEKBbCHATO HAGMIOAEHHE M JIEYEHHE B OTAE/ICHHE 32 MHTCH3IUBHH rpikH. Tpabsa na ce
KOHTPONHpa HMUBOTO HA KpbBHaTa 3axap. AGcopOumsaTa Ha Hepe3opOHpaHH OCTATBLM OT NEKAPCTBOTO
MOXe Aa Ob/ie NpeAOTBpaTeHa NOCPEACTBOM CTOMALIIHA MPOMMBKA, TIPUIOXKEHHE HA AKTHBEH BBITIEH U
FIAKCATHBHO AEHCTBALUH JICKSPCTBEHH NPOAYKTH.

Moxe na ce HanoXKu NpUJaraHeTo Ha aCHCTHpaHa BEHTWhaLMA. bpagukapausara win TeXXKHTE
BATYCOBH PEakLMM TpsOBa Aa ce IEKyBaT ¢ NMPWIOKEHHe Ha aTPOAKH HIIH METHIATPONHH. 3a JICUCHHE
HA XHIIOTOHHKA K LWOK CE€ H3MOA3BAT NJ1a3Ma/IiazMeHH 3aMECTHTENH H aKo € HEOOXO0AHMO
KaTexolaMHHH. BeTa-OnokupalluaT edekT Moxe Ja Obae BE3NPENATCTBAH ¢ OaBHO HHTPABEHO3HO
NPHAOKEHHE HA M3OMPEHATHHOB XHAPOXAOPHI, KATO CE 3ailOUHE € 1033 OT NPHOIN3HTENHO

5 MuUKporpaMa/MHH. HAH 100YyTaMHH ¢ HavyasiHa 03a oT 2,5 MHKporpaMa/MHHyTa 10 NOCTHraHe Ha
xenanus edexr. B pedpakrepHn Ha neueHHe CITyuau H3OMPEHATIMHBT MOXE J1a ce KOMOHHHpa ¢
AonaMuH. AKO ¥ TOBA HE JOBEAE J0 KelaHHA edexT, MoXKe Za ce 00CHAN HHTPABEHOZHOTO
npuaoxeHue Ha S0-100 MuxporpamMa/Kr FItOKaroH.

AKO € HeoOX0AHUMO, HHDKEKLIMATA TpAOBa Aa ce NMOBTOPH B PAMKHMTE Ha €IHH 4ac H aKo e Hajlara Jia ce
OCAEABA OT HHTPABEHO3HO NPHIOKEH [NIHOKAroH B fo3a 70 Mukporpama/kr/uac. B H3KnIO4YMTENIHO
TEKKHM CITyYaH Ha PE3UCTEHTHA Ha JiceueHHe Spaaukapans, MOXe J1a ¢e NocTasy neAcMeAKsp.

5. ®APMAKOJIOrHYHHU CBOUCTBA
5.1 ®apmMaxkozaHAMHYANR CBOHCTBA

(dapmaxorepanesTuuHa rpyna: bera-00kepH, CeNeKTHBHH

ATC xon: CO7ABI12

Hebuponon e pauemuyHa cMec Ha asa eHaHTHOMepa, SRRR-Hebnponon (mnm d-nebusonon) u RSSS-

HeOuBoson (vaum l-nedusonon). KombuHupa ase dpapmMakoJOoruyHd AeHCTBHA:

o KoHKypeHTER H CeneKTHBEH OeTa-peenToper aHTaroHHCT: TO3H edekT ¢¢ Ab/DKH Ha SRRR-
eHaHTHOMepa (d-eHaHTHOMED).

. WMa Nleko H3pa3eHH ChOPa3iIMPABAlLM CBOIHCTBA BC/IEICTBHE B3aHMOAEHCTEA
OKCHAALIHOHHHMSA MbT Ha L-apruHUH/a30TeH OKCHIL.
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dapmakoguHAMUIHK eeKkTH

EavHyyHa 1 MHOTOKPAaTHH 403H HEOMBOJION HaAMAISBAT CHPACYHATA YECTOTA H APTEPHATTHOTO
HANATaHEe B NOKOM U No sBpeMe Ha PU3HUECKO HATOBAPBAHE TP HOPMOTOHHYHH NALHEHTH H TaKHBa €

XHUIEPTOHHUA. AHTHXHNEPTORWYHHAT €(PeKT ce NOAABPHKA 110 BpEME Ha XPOHHYHO JIEUEHHE.
B tepaneBTHuHH 103K HEOHBONON HE NpoABABa alda-aapeHepryieH aHTarOHM3BM.

B xoxa Ha OCTpO WIH NPOABDKABALLQ fledeHHe ¢ HeOHBOJION, TIPH MALMENTH C XHIIEPTOHUS HAMaABa
CHUCTeMHaTa nepr¢epHa ChA0Ba PE3UCTEHTHOCT. BBNPEeKH HaManeHaTa ChbpAeYHa YeCTOTA,
HAMAJIECHHETO HAa CHPAECYHHA MUHYTEH 00€M B CHCTOSTHME Ha MOKOH WM (PM3HYECKO HATOBAPBAHE €
HE3HAUUTENHO NMOpa/id NoBHIIEHNHA yaapeH obeM. KnMHHYHOTO 3HaYeHHE Ha Te3H XEMOAHHAMHYHH
pa3IvyKA B CPaBHEHME C JPYrH OeTa;-peuenTopHH aHTAarOHUCTH HE € HAIThJIHO H3ACHEHO.

[Tpu naumeHTH ¢ XUNEPTOHKA, HEOHBOJION NOBHIIABA MEAMHPAHHA OT a30TEH OKCHA CHAOB OTrOBOP Ha
ALIETHIXOWHA, KOHMTO € HaManeH MpH NalHeHTH ¢ eHAOTENHA AMCOYHKIINA.

KnuuuuHa eduxkacHOCT H 6€30NacHOCT
B eano nnaneb0 KOHTPOIMPAHO KTMHUYHO M3MUTBAHE HA 3a005I€BaEMOCT H CMBPTHOCT, NPOBEACHO

npu 2 128 naunerTd > 70 roaunn (cpeaHa Bb3pacT 75,2 roduHH) CEC CTaOHIHE XPOHHYHA CHp/IeUHa
HeJOCTATLYHOCT ChC WIH Oe3 HapylueHa pakuMsa Ha U3TIAcKBAaHE Ha 1aBa kamepa (cpeana PHUJIK
36+12,3 % cre cnenHoto pasnpeaenenue; GUJIK noa 35 % npu 56 % or naunenture, GUJIK mexny
35 % u 45 % npu 25 % ot naumenTrre 1 OHUIK no-sucoka ot 45 % nipu 19 % or nanuexTHre),
npocieaeHH cpeaHo 3a 20 Mecena, HeOHBONON KaTO CTAHAAPTHA TEPANHA 3HAYHTEITHO € YABIKIA
NPEXHBAEMOCTTA WK BPEMETO 10 XOCTIMTAIH3ALMSA NOPaAH ChpAEHHO-CHAOBH TPHYHHH (TbPBHYHA
KpaifHa TouKa 3a e(pHKacHOCT) ¢ HaMaJIeHUe Ha OTHOCHTENIHUA PUCK OT 14 % (abcomoTHo HamaneHHe
4,2 %). HamaneHneTo Ha pHCKa Ce € pa3BWIO cliel 6 Meceua JieueHue U € 61u1o noAaLpIKaHo Nnpe3
1ANaTa APOSBDKHTENHOCT Ha JISUEHHETO {CpeaHa npoas/okHTenHocT 18 mecena). EdexrsT Ha
HeOHBOJION € OUN He3aBMCUM OT Bb3PACTTAa, M10J1a WIH JICBOKAMEpHaTa (pakuns Ha H3TJIACKBAHE HA
NONyAaLMATa BKIIOYEHA B H3NMUTBaHeTO. EDeKThT BbpXY CMBPTHOCTTA HE € JOCTUIHAN CTATHCTHYECKA
3HAYMMOCT B CpaBHeHHe ¢ nanebo (abcontoTHo Hamanexnue 2,3 %),

Cpen nalBeHTHTE Ha JieueHHe ¢ HeOMBono € 610 HaboaaBaHO HaMalleHHe Ha CITY4auTe Ha
pHe3anHa cMbpT (4,1 % cnpamo 6,6 %, orHocuTenHo HamaneH#e ot 38 %).

IIpoy4YBaHHATA NPH KHBOTHU NPOBEAEHH in Vitro y in vivo ca NoKa3laiu, ue HeOUBOIOJ HE NMpPKHTEkKaBa
RLTpEIHA CUMMATHKOMHMETHYHA aKTHBHOCT.

MpoyuBaHUATa NPH JKHBOTHH MPOBEACHH in Vitro U in vivo ca NOKa3aly, 4Ye BbB (PapMaKOIOrH4HH
1034 #eGUBONON NpHTEKABa cTabWNH3Mpalna MeMOpaHHUTE aKTHBHOCT.

MNpu 3apasw godpoBonun HeOKBOON He € NoKa3an 3HAYMM e(PEKT BbPXY MaKCUMATHUA PHIHUYECKH
KANAUMTET WIH H3APBKIHBOCT.

HannyHuTe NpeAKNHHEHYEH H KIHHHWYHA JaHHHU NPH NaLHEHTH ¢ XUIIEPTOHHA HE NOKA3BarT, ue
HeOHBOJION 0Ka3Ba BPEAHO Bb3ACHCTBHE BHPXY CPEKTHIHATA (PYHKLIHA.

5.2 OapMaKOKHHETHYHH CBOHCTBA

Aﬁcoﬁgﬁa

JIsaTa eHaHTHOMepa Ha HeOKHBOJON ce abcopOupar 6Bp30 cnea nepopanHo NpUIOKEHHE,
Abcopbumara Ha HeOMBOJION HE 3aBKCH OT XpaHa; HeOMBOJION MOXE J1a ce NpydeMa ¢ WiH bes xpana.

buorpanchopmauus
Hebusonon ce MeTabonu3zupa B rojisiMa CTENneH, YaCTHYHO 0 aKTUBHY XHAPOKCH- ’ -

HebuBosion ce MeTaboniMsnpa upes aJHIMKITHYHO ¥ apOMAaTHO XHAPOKCHITHPAHE,
FIOKYPOHHAMPaHe, OCBEH TOBa ce JOPMHPAT IMIIOKYPOHHAM Ha XUAPOKCH-MeTa0g
MeTabonu3MbT Ha HeOMBONON MOCPEACTEBOM APOMATHO XHAPOKCHIHpaHe € Npeamy

10 v
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3aBHCHM F€HETHYEH OKCHIATHREH nonuMopdusbM. IlepopanHaTta OMonanuuHocT Ha HeGUBOON €
cpeato 12% npu 6bp3nTe MeTabonu3aTopu M € MOYTH NbaHa npH GaBrHTe MeTabonusatopu. B
CTAlMOHAPHO ChCTOSHHE NPH MOCTOAHHA 034, MMKOBATa [U1a3MEHa KOHUCHTPALNA HA HEMPOMEHEHHA
HEOHMBONION € OKOJ10 23 MHTH FO-BHCOKA MMPH JIomK METaboMU3aTOPH, OTKOJIKOTO npH O6bpaure. KoraTo
CE KOMEHTHPAT HEMPOMEHEHOTO JIEKAPCTBO IUIKOC aKTUBHUTE METaOONKTH, Pa3IMKATa B TMKOBHTE
ria3MeHH KoHUeHTpaumH e 1,3 — 1,4 meTH. [lopagu Bapuanns B crerieHTa Ha MeTabonusMpaHe, no3arTa
Ha HeOHBOJION TPAOBA BHHATK Na C¢ afanTHpaHa UHIMBUAYAIHO: 3aTOBa JoKWTe MeTabonnsaTopu
MOXKE 118 C€ HYKAAAT OT MO-HHCKK JO3H.

IIpn 6bp3n MeTaboNU3aTOPY ENMUMUHALIMOHHHUAT NOJY)KHBOT Ha HEOUBOIONIOBHTE €EHAHTHOMEPH €
cpenHo 10 yaca. Ipu 6asHu meTabommzaTopu To# e 3-5 mpTH no-AbITLT. [Ipn 6Bvp3n MeTabonnzaropu
riazMeHuTe HUBa Ha RSSS-eHanTHOMEDpA ca Neko No-BUCOKH OT Te3d Ha SRRR-eHanTHomepa. [lpu
OaBHH MeTa0OMM3ATOPH Ta3H PaIHKA € Nno-u3paseHa. [Ipy Obp3u MeTaboNH3ATOPH ETHMHHALIMOHHHAT
NOMYXHBOT Ha XHAPOKCHMeTabONUTHTE Ha 1BaTa EHAHTUOMEDA € CPeHO 24 Yaca, a nIpu OaBHUTE €
MOYTH 2-KPATHO NO-ABbJDT.

Pasnpenenenue
CTalMOHAPHO ChCTOAHUE HA IJIA3MEHHATE HUBA NMPH NOBEYETO NalmeHTy (6bp3u MeTabonHn3aTopH) ce
ROCTUra B paMKHUTE Ha 24 yaca 33 HEOHBONO/ H B PAMKHTE HA HAKOJIKO JHH 38 HETOBHTE XHAPOKCH-

METaOONHTH.

[11asMeHHTe KOHLIEHTpaLKH ¢a NPONOPLIHOBAIHHK HA no3aTa Mexay |1 1 30 mg. dapMakokHHeTHKaTa
Ha HeOHBOJION He 3aBHICH OT Bb3pacTTA. |

B nnasmara ABaTa €HAHTHOMEPA CE CBBLP3BAT IJIABHO C aIOYMHUH.

Cebp3BaHeTO ¢ IasMeHuTe npoterHd e 98,1 % 3a SRRR-nebnsonon u 97,9 % 3a SRRR-Hebusonon.

EnnMuHUpaHe _
Enna cenMuua cnen nepopaino npunoxkeHue 38 % o1 npUIOKEHaTa 1032 C€ EKCKpeTHpa ¢ ypUHaTa, a

48% c deueca. YprHHaTa eKCKkpeLHs HA HEIIpOMEHEH HebuBosion e no-manko ot 0,5 % ot noszara.
5.3 IIpeaxnHEHYAH JAHHH 33 06€30N1ACHOCT

[IpenKnNHHUYHUTE NAHHH HE MOKA3BaT 0COOEH PHUCK 3a Xopara Ha 6a3a Ha KOHBEHLIHOHAITHHTE
¢apMaKOJIOrHYHH M3{TUTBAHKMA 32 NTEHOTOKCHYHOCT, PENPOLYKTHBHA TOKCHYHOCT, TOKCHYHOCT 32
pa3BUTHETO H KapUHHOreHeH noteHuxan. CtpaHH4HUTE eeKTH BBPXY PENPOAYKTHBHATA GYHKLIMSA Ca
pPErucTpHpaH caMo MPpH BUCOKH JO3H, HAABKILABALIK HAKONIKO IThTH MAKCUMAJTHATA NpPEnopbyBaHa
1032 NMpH Xopa (BX. Touka 4.6).

6. PAPMAINEBTHYHH JAHHU
6.1 ChnacbK HA NOMOIHUTE BEIEeCTBA

JlakTo3a MOHOXHAPAT

KpockapMmenosa HaTpuh

Makporon 6000

Kononaen, 6e3s0aeH CWIHLHEB QHOKCH
MarHe3Hes cTeapat

6.2 HechbBMEeCTHMOCTH

Henpunoxumo

11
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6.3 Cpok na roaHocrt

3 ronunM

6.4 Chnenua/HH YCJIOBHS HA ChXpAHCHHAE

To3u nekapcTBEeH NPOAYKT HEe H3KHCKBA CNELMATHH YC/IOBUA HA ChXpaHEeHHE.

6.5 BHA H cBABPKAHHE HA ONAKOBKATR

Mpospauen, 6e3useren PVC/PE/PVAC/Al 6aucrep nnu PVC/PE/PVAC/Al eanomosoe bnuctep.
OnaxkoBkH: 7, 8, 10, 14, 15, 20, 28, 30, 50, 56, 60, 90, 98, 100, 500 n 50 x 1 eqHOO030BH ONKUCTEPH
(BonHHYHA ONAaKOBKA).

He BcMuxy BUAOBE ONAKOBKK MoraT Aa ObaaT MyCHAaTH Ha nasapa.
6.6 ChennajAr OpeANa3HH MEPKH NPH HIXBLpJagHe

HamMma cneuyanHy H3HCKBaHHA.

7. TIPUTEXATEJ HA PA3PEIIEHHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5, 2031 GA Haarlem

Hunepnanaus

8. HOMEP(A) HA PASPEIIEHUMETO 3A YIIOTPEBA

Per. Ne 20090239

9. JATA HA HbPBO PA3PEITABAHE/MTIOJHOBABAHE HA PAZPEIIEHHETO 3A
YIIOTPEDBA

JlaTa Ha mbpBO paspewaBane: 22 mai 2009 r.
Jlata Ha noaHoBaBaHe: 18 HoemBpu 2013 1.

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

05/03/2025
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