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Hebuner 5 mg tabnerku  Pg-

Nebilet 5 mg tablets - 2\9 6'0 y 2 7 -11- 2025 |

1. UME HA JIEKAPCTBEHMUWA 11PO/IYKT

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Beska tabnerka HeOGuner cvabpka 5 mg HebuBonon (karo HeOuBoson xuapoxyaopua): 2,5 mg SRRR-
HeOuBos101 (MK d-HebuBonon) u 2,5 mg RSSS-nebuonon (uam l-uedusonon).

[ToMO1IIHO BeLIECTBO ¢ U3BECTHO AeHCTBUE: Beaka TabsieTrka coabpixka 141,75 mg nakro3za MOHOXHpaT

(BK.T.4.416.1).
3a M'bJIHKA CITUCHK Ha MOMOIIHUTE BELLECTBA, BUKTE TOo4YKa 6.1.

3. JJEKAPCTBEHA ®OPMA

Tabnerka
bsana, kpbria Tabnerka, ¢ ABe A€JIUTEIHW YEPTH HA KPbBCT.
Tabnerkara Moxxe J1a Obje pazjiesieHa Ha YETUPH PaBHH J103H.

4. KNIMHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3aHHS

XUIEPTOHUSA
Jleuenue Ha eceHUMaAJIHA XUMNIEPTOHMSI.

XpoHUYHa cbpaeyHa HeaocTaTb4HOCT (XCH)
Jleuenne Ha craOuiHa Jieka 10 yMepeHa XpOHHYHA ChpJeYHA HEJOCTATBYHOCT B JIONBJIHEHHE KbM

OCHOBHOTO JIEY€HHE MpPH NaLMEeHTH B HanpeaHana Bb3pacT (=70 roauHu).

4.2 lo3MpoBKa H HAYHH HA NPHJIOKEHHE

HDEH POBKAd

XUNepTOHUS

Bwv3pacmuu
Jlozara e eHa TabsieTka (5 mg) AHEBHO, 3a NMPEANOYUTAHE IO €/IHO U ChIIO BpEME Ha JIEHS.
AHTHUXHUIEPTEH3UBHHUAT €(peKT ce npossaBa ciea 1-2 ceaMHMUM OT HayaJlloTO Ha JICYEHHETO.

OOMKHOBEHO ONTHMAJIHUAT €(EeKT ce NMOCTUra camo cjiel 4 CeAMULIM.

Kombunayus ¢ opy2u anmuxunepmeH3ueHu 1exapcmed
bera-OnokepuTe Morar na ce HM3Mo0JI3BaT  CAMOCTOSITENTHO WM B KOMOWHauMs ¢ Jpyru

AHTUXMIEPTEH3UBHH JiekapcTBa. Jl0 MOMeHTa JONMBIHHUTEIIEH AaHTUXUNEPTEH3UBEH e(eKkT e
Ha0J110/1aBaH caMo npu KoMOUHauus Ha Hebuner 5 mg ¢ xuapoxnopruaszua 12,5-25 mg.

layuenmu ¢ 6voOpeuna HedocmamvyHoOCm
[IpenopbuMTenHaTa HayaaHa a03a Npy nauMeHTu ¢ 6bOpeyHa HeOCTaThYHOCT € 2,5
HeOOXO/IMMOCT JIHEBHATA 1032 MOJKe J1a C€ YBEJIMYH J10 5 mg.

llayuenmu ¢ wepnoOpoodHaA HEOOCMAMBbYHOC




JlaHHuTe 3a nalMeHTH ¢ 4epHOApOOHA HEAOCTATLHHOCT WM HapyiueHa udepHoAapoOHa dyHKUMA ca
orpavydenu. ETo 3awmo npunoxeHneto Ha Hebuner npy Te3u nauMeHTH € NpOTHBONOKAa3aHo.

Cmapuecka ev3pacm
[IpenopbunTenHaTa HayanHa 032 NpPU NALMEHTH Haa 65 roauwiHa Bw3pacT € 2,5 mg aHeBHo. Ilpw

HeOOXOMMOCT AHEBHATA 03a MOXe a ce yBeanuu A0 5 mg. [lopaan orpaHiyeH ONUT NPH NaUHEHTH
Han 75-roaviuHa Bbapact, Hebuner tpabBa aga ce npunara BHMMAaTenHO WU MallMEHTHTE Ja ce
[pocneasBaT OToONU30.

HHeouampuyna nonynayusn
EdukacHoctra U H6e3onmacHocTra Ha HebuieT npu geua M HOHOWM HAa Bb3pacT nopg 18 roauHu He e
ycTaHoBeHa. Jlunceat JaHHU. ETo 321110 NpHIOKEHHETO NPH [e1la U FOHOLIH He CE NPenopbyBa.

XpoHuUYHA chpaeYHa HenocTaThuHOCT (XCH)

JleweHueTo Ha crabunHa XpOHHYHA ChpJieyHa HeOOCTATHLUHOCT TpAbGBa Ja 3anmoyHe ¢ TMOCTENEHHO
yBEJIHYEHHE Ha J03aTa 0 [TOCTHIaHe HAa ONTUMANTHATA MHAMBUAYAHA NOARBPXKAlLlA 1034,

[TaumenTuTe TpAOBA Aa ca cbhC cTabunHa XpOHUYHA ChPAECYHA HEXOCTATHYHOCT, Oe3 enn3oAmn Ha ocTpa
HEZAOCTATBYHOCT IIPE3 U3MHUHAIWTE LIECT CeAMHUUM. IIpenopbuMTENHO € JIEKYBALUMAT JieKap Aa UMa
OTIUT IPU NEUYEHHETO Ha XpPOHKYHA ChpACYHA HEAOCTATBYHOCT.

[Ipy nauueHTH, KOMUTO MONY4YaBaT CHPAEYHO-CBHAOBH JEKAPCTBA, KATO AWYPETHUM W/WIM IUTOKCHH
n/vunu ACE-uHXuOHUTOpH W/MIIH aHrHOTEeH3UH-II-aHTaroHUCTH, NO3UPAHETO HA Te3u JieKapcTBa TpAORa
Ja HE Ce€ NPOMEHA Npe3 N3MHUHAJIUTE ABe CeAMULIY, NPeaH 3anoyuBaHe Ha JeueHHe ¢ HeOuner.

Ho3ata ce THTpHpa Ha MHTEpBAIM 1-2 CeAMHUM H cnopel UHAWBUAYAHATA MOHOCUMOCT Ha NMalHeHTa
[0 CIEJAHUTE CTHIIKH:

1,25 mg nebuBonon ce ypenuyasa Ha 2,5 mg HeOMBONON €AHOKPAaTHO AHEBHO, Cl€l TOBAa Ha 5 mg
HeOMBOJIOJI €THOKPATHO AHEBHO U ¢iea ToBa Ha 10 mg HeOMBONON €AHOKPATHO IHEBHO.

MakcuMallHaTa npernophUunTeaHa 103a ¢ 10 mg eAHOKpAaTHO AHEBHO.

I[1pyn 3anouBaHe Ha NEUYEHHMETO U NMPH BCAKO NOBHIICHHUE Ha 403aTa € HeoDX0AUM MEAHULIMHCKH KOHTpOA
B NPOAB/DKEHUE HA NMOHE 2 yaca, 3a J1a € CUT'YPHO, Y€ KIHHHYHOTO CbCTOAHHE € cTabunHo (0cobeHo no
OTHOHIEHUE Ha KpBBHO HajlsAraHe, CbpAeyHa 4ecTora, NPOBOAHH HapylueHus, Oenesyd Ha BJIOIIEHA
ChpAE4HA HEAOCTATHHYHOCT).

[lposBaTa Ha HexenaHH eQeKTH MOXe [a OrpaHMuYd T§pHIOKEHHEeTO Ha MaKCHMaiHaTa
NpenopbYHTENHA A03a NIPH BCUYKM naiueHTd. [Ipu HeobxoaoumocT, gocTurHarara no3a TpadOBa ga ce
HaManu CThIIKA MO CTHITKA U Jla Ce 3ar04YHEe OTHOBO, KOraTO € Bh3MOXHO.

[To BpeMe Ha ¢a3zaTa Ha THTpHpaHe, NMPH BIOWIABaHE Ha ChHpJeYHAaTa HEAOCTATBYHOCT HWIW IIpH
HEITOHOCHMOCT, C€ NpenopbyBa IBPEO Aa c€ HAMAIM [103aTa HeOMBONON WK NpH HeOOXOAUMOCT fa ce
cnipe BexHara (Np¥ TeXXKa XHUNOTOHMA, BAOLIABaHE Ha CbhpAEYHATA HENOCTATHYHOCT C OCTBP
benoapobeH 0TOK, KApAHOTreHEH WIOK, CUMNTOMAaTHYHa Opaaukapang niu AV 6iok).

JleueHuero Ha craOMnHaTa XpOHHYHA CBPACYHA HEAOCTATHYHOCT ¢ HeOHBONON OOHKHOBEHO €
NPOABILKUTETHO.

He ce npenopbuBa Ae4eHUETO ¢ HEOMBOJION Aa C€ NPEYCTAHOBH BHE3AINHO, ThH KATO TOBAa MOXE Ia
AOBEAE 10 BpPEMEHHO BJOINAaBaHE Ha CbpleuHaTa HENOCTATBYHOCT. AKO € HoOXoaumo
MpeycTAHOBABAHE Ha JIEUEHHETO, [03aTa TpsAOBa MOCTeNeHHO Aa ce NMOHMXKH, KaTo Ha ceAMHLaA ce
HaMaJ1sBa Ha MOJIOBHHA.

Hayuenmu c 6vbpeuna nedocmamuvynocm

He ce Hanara xopurupaHe Ha J03aTa [IpM NAaLMEHTH C JIeKa 10 yMepeHa 0bp0pedHa HEOCTAaTbYHOCT, Thil
KaTo MOBHMIUEHHETO NMpPU TUTPHpPaHE Ha A03aTa € HHAMBUAYalHO. HaMa ONUT npH MaLMeHTH C TeXKa
O6LOpeuHa HemocraTbuHOocT (cepymeH KpeaTHHMH >250 umol/1). ETo 3amo He ce
MPUIOKEHUETO HA HEOUBOJION NIPH TE3H NMALIUEHTH.

Iayuenmu c veprodpobrna nedocmamvunocm




HHHHHTE 34 MAalUueEHTH C ‘{epHO,ﬂpﬂﬁHﬂ HEAOCTATBYHOCT Ca OIrpaHHYCHH. ETo 3auio JIPHOOKCHHUCTO Ha
Hebuner fPH TC3H NAUHUCHTH € TIPOTHBONOKA3aHO.

Cmapuecka 6b3pacm

He ce Hanara KopurMpaHe Ha A03ara, TbH KarTo MNOBUILEHUMETO TNpPU THTPUpPaAHE Ha 103aTa €
MHOWBHYAJTHO.

[leduampuuna nonyrayun

EjukacHoctTa N 6e3onmacHoctTa Ha Hebunet npu aeua W OHOLWIM Ha BB3pacT noa 18 roavHM He e
yCTaHOBEHa. ETO 3al110 NpHIOKEHUETO NPU AELIA K IOHOLLUH HE c€ npenopbusa. JIMnceaT qaHHH.

HauuH Ha OpunoxeHue
[lepopanHo npunoxeHHe
TabneTkure MoraT na 6baaT NpUEMaHH MO BPpEME Ha XpaHEHE.

4.3 IIpoTHBONOKA3ZAHKRA

- CBpBXYYBCTBUTENTHOCT KbM aKTHBHOTO BELLUECTBO WNH HAKOE OT NOMOILHHWTE BELLECTBa

- UepnoapobHa HeqoCTaTHHHOCT MM HapylleHa yepHoapobHa ¢pyHKums

- OcTpa chpAacyHa HEAOCTATHHHOCT, KAPAHOIEHEH LIOK WM €MHM300H Ha AEKOMIEHCHpaHa ChpAcdHa
HEAOCTATBYHOCT, HANIATAIIH HHTPABCHO3HO NMPUNOMKEHUE HA HHOTPOMHA Tepanui.

OcgeH ToBa, noaodHO Ha ApyruTe DeTa-bnokepu, Hebuner e npoTuBONoOKa3aH npu:

® CHHAPOM Ha DONIHHUA CUHHYCOB Bb3€N, BKJIIOYUTENHO CHHO-aTpHaNeH 610K;

® BTOpPA W TPETA CTEMNEH ChpAcYEH 010k (be3 neficMelksp);

® ayamHe3a 3a OpoHxocnazsM HIH OPOHXHANTHA ACTMA;

® HeNeKyBaH (PEOXPOMOLIUTOM;

e MeTA0OIMTHA alUI03Aa;

¢ Opanuxapaus (CepacyHa yectorta <60 yaapa/MUHYTa Npear HavajloTO Ha NeYEeHHETO);
® XUNOTOHUA {CHUCTOJNIHO apTepHaliHO Hansaranve <90 mmkHg);

¢ TEXXKHM HapylIeHHUA B NepUdepHOTO KpLBOOOpallleHHE.

4.4 CnennajHu npeAynpexXxaenrs ¥ NPeANa3HH MEPKH NpH ynotpeda
Bux cuio 1. 4.8. HexxenaHy NeKapCTBEHH pPeakLiMH.

[To npuHuMn 3a Gera-aapeHepruyHuTe GIOKEPH Ca B CHAA CIEAHHUTE NPEAYNPEeXICHHA H Ipeana3Hu
MEPKH NpH ynotpeda:

Anecmesusn
Ako He ce mpeycraHoBU, OeTa-bnokagara HaMansBa pHCKa OT apUTMHH MO BpEME Ha BbBEXJAaHE B

aHecTte3na M uHTyOnpane. Koraro Gera-Onokxajgata ce npekbcBa MpH NMOATOTOBKA 3a OlNEpaTHBHA
Hameca, IpWIoKeHHeTO Ha OeTa-0nokep TpabBa aa ce NnpeycTaHOBH NoHe 24 yaca npeay TOBa.
HeobxonuMo e BHHMaHWE NpH NPUITOKEHHETO HA HAKOH aHECTETHLM, KOWTO NOATHCKAT MHOKapaHaTa
¢yHKIUA. 3a Ja ce MpeAOTBpaTH MOsBaTa Ha BarycOBH PEakKLMH MpH Te3W MalMeHTH, MOXE Ja ce
NPHIIOKH HHTPABEHO3HO aTPOIHH,

Cepoeuno-cv0o8a cucmema
[lo npuHuun Oera-afpeHEPrHYHHUTE AHTArOHUCTA HE TpAOBa Na ce M3MON3BAT IIPH MALUEHTH <
HeJeKYBaHa 3aCTONHA ChPAeYHA HEAOCTATBYHOCT, ¢ U3K/IKOUEHHUE Ha CNYYaHTe, KOraTo ChbCTOIHHETO Ha
NauMeHTa € CTabUNH3HPaHO.

[Ipyn naumeHTH ¢ ucxeMH4Ha OoNecT Ha CBPUETO NPHIOKEHHETO Ha OeTa-aapeHef
aHTaroHUCTH TpAOGBA Aa ce NPEeyCTAHOBH MOCTENEHHO, B MPOABIKEHHE Ha NTOBEYE OT
HEOOXOAUMMOCT Tpe3 TO3M MEPUO CE 3aMoyBa 3aMecTBallla Tepanus, 3a aa ce u3ber
AHIMHA NMEKTOPHC.




beTa-anpeHepruyHUTE aHTArOHWCTH MOTAT [a HHAYUMpAT Opagukapaus: ako 4eCTOTAaTa Ha Nynca ce
noumxku noa 50-55 ypapa/MURyTa B NOKOHW W/MNK NpH CUMIITOMK, HACOUBamy 3a OpaaMkapaus, Ao3arta

TpsOBa na ce Hamany.
beTa-aNpeHEPruyHMATE AaHTArCHUCTH TpAOBa Ja Ce M3M0J3BaT ¢ BHUMARKE NPHU!

® TAUMEHTH ¢ HapyiieHo nepudepHo kpbBooGpaleHne (Gonect unM cHHApoMm Ha Peiino,
MHTEPMHTEHTHO HaKYl[BaHE), Thil KATO MOXE Ja HACTHIIN YTEKHABAHE Ha Te3H 3ab0NaBaHUA;

® NpU NaLMEHTH ¢ bPBA CTENEH ChpAcUEH OJ10K, NOpaan HEraTUBHUA edeKT Ha HeTa-OnokepuTe BLPXY
BPEMETC Ha MPOBEXAAHE;

® Npy NauMeHTH ¢ aHruHa Ha [lpuHUMeTan, THH KaTo NpH TAX ce HabNMoNAaBa KOPOHApEH Ba30CNa3bm,
MEAUMPAaH OT aida-peuenTopyTe, KOUTO He ce Ookupar. beta-agpeHepryuHUTe aHTATOHUCTH MOTaT Ja

yBEJIMYAT YECTOTATA H NPOABIDKUTEIHOCTTA HAa aHTMHO3HUTE NPHCTBITH.
Ilo npuHuMn He ce mnpenopbdBa KOMOMHMpAHETO Ha HEOMBONON ¢ KallMEBHM aHTArOHUCTH OT

BEpANaMHIIOB HWAH [JMITHA3€MOB THI, € A&HTHApUTMHIM Knac | W ¢ UeHTpanHoO-AeHCTRALIH
aHTHUXUIEPTEH3UBHM JIEKAPCTBA, 3a Nnoseye HHpOopMalma BIDKTE TOUKa 4.5).

Memabonuzom/Enooxpunna cucmema

Hebuner He nmoBnusaBa HMBATA Ha KPBBHATA IJIIOKO3a MpH NMalLHEHTH cbe 3axapeH auabet. [To nmpuHUMD
€ NMPENOPBUYHTENHO Aa CE BHUMaBa NpH auabeTuly, Thil KaTO HEOUBOJION MOXKE Ja MAacKMpa HAKOM OT
CHMIITOMHTE Ha XMIOTIIMKEeMHs (TaXuKapaus, mannurauud). bera-0nokepyure Morar JOMBIHHUTEIHO Ja
YBEJIMYAT PHCKA OT TEXKKA XMIIOITIMKEMHA, KOTaTO e M3MOM3BaT €JHOBPEMEHHO ChC CyPOHUNYypeHHN
npovsBoAHU. [lauuenture ¢ nuaber Tpadbea aa 6bhaT ChbBETBAHM [a CIEAST BHMMATENHO HHBATA Ha
KpbBHATA 3axap. (BHXKTE TOUKa 4.5),

[Ipunoskennero na 6eTa-010KkepH NPH NANUEHTH ¢ XUNEPTUPEONAHIEM MOXKE 1a MACKMPA CUMITTOMH Ha
Taxukapausa. BHe3anHOTO NpeKbCBaHe Ha ICHECHHETO MOXKeE 114 3aCHIIH CHMITTOMMTE.

Huxameana cucmema
bera-bnokepure TpabBa na ce mpunarar MpeanasnavBO INMpH MALMEHTH C XPOHH4YHA OOCTPYKTHBHA

GEHOJIPUGHH 6UJ'IBCT, ThH KaTO MOraT Aa 3aCWIAT CNa3bMa Ha QUXAaTeJTHUTE NETHLIA.

Lpyeu

IlanyeHTH ¢ aHaMHe3sa 3a ncopuasuc Tpsabpa na npueMar OGeta-6nokepH caMo Ciel BHUMAaTelHA

MpeLEHKa.
bera-aapeHepruyHUTE aHTATOHUCTH MOTAT 14 3aCHJIAT YYBCTHTEIHOCTTA KBM AlIEPreHH H TEKECTTa Ha

aHaQUNAKTHYHHUTE PEaKIIUH.

3ano4BaHeTO Ha JIeYEeHHE Ha XPOHHYHATA ChpAEYHA HENOCTAaTBYHOCT ¢ HEOMBONOJ H3NCKBA PENOBHO
NnpocneasBaHe. 3a NO3NPOBKA M HAYUH Ha NPUIOKEHUE, BIXKTE Touka 4.2, Jleuenuero He TpadOra Oa ce
NpEeyCTAHOBABAa BHE3alHO, OCBEH aKO HE € KaTEeropMyHO NOKa3aHo. 34 NoBede UHPOPMALlUA, BHIKTE

TOuKa 4.2.

To3u nexkapcTBeHHM NpPOAYKT ChAbpXKAa nakroza. IlanmeHTH ¢ peakd HacNeACTBEHM HapyIIEHHS Ha
rajlakTo3Ha HENOHOCUMOCT, Lapp-nakrtazeH ACPHULMT WAH IJIOKO30-ranakrosHa manabcopbdbumsa He
TpaOBa Aa NpyeMar TO3U NIeKapCTBEH NPOAYKT.

4.5 BzanmoaelicTBHaEe ¢ APYTrH JIeKAPCTBEHH NPOAYKTH M ApYrH GopMH Ha B3auMoaeHCcTBHE

DapMakOAWHAMHYHU B3aUMOAEHCTBUSA

I1o npunuun 3a 6eTa-0noKepUTE ca XapaKTepHH CIEIHUTE B3aHMONEHCTBUA:

KoMOMHALIUK, KOUTO HE C€ MPenophLYBAaT
Aumuapummuynu  nexapemea xiac I (xunuoun, xuopoxumuoun, yubews
ouzonupamuo, AUOOKauH, Mexcuiemun, nponagh)eHox): MoXe J1a ¢e NMOTEeHLHpa €
BEHTPHKYNAPHOTO NPOBOAHO BPEME U Aa CE€ YCHAH OTPHLIATEAHUAT HHOTPOIEH &

'''''''''



Kamyuesu anwmazonucmu om  @epandMuios/OuimuazemMos  mun. HEratiseH €QekT BbpXy
KOHTPAKTHNMTETa M aTPUO-BEHTPHUKYNApHAaTa npoBOAMMOCT. HHTPaBEHO3IHOTO NPUHAOXKEHHE Ha
BEpanaMHil [pH NauueHTH, npuemay deta-0nokep, MoXe J1a A0BEAE A0 TEXKKa XUNOTOHHA W aTpHO-
BEHTpUKYNapeH 0ok (Bx. T. 4.4).

L{enmpanno-oeticmeauyyu aumuxunepmeH3ueHu aeKkapcmea (KIOHUOUH, 2VaHhayuH, MOKCOHUOUH,
Memunoonda, — pUIMEHUOUH):  €AHOBPEMEHHOTO  TNPHIOXKEHHWE  Ha  LEeHTPaJHO-AeHCTBALLN
AHTUXWNEPTEH3IUBHM JICKAPCTBA MOXE JAa BJIOIUM CHPAEYHATA HEOOCTATBYHOCT Upe3 NOHHKEHHE Ha
LEHTPAJIHHA CHMINATHKOB TOHYC (MOHMXEHHE B ChpAEYHATA 4eCcTOTAa W ChbpACYHHMA JAeOuT,
Bazoaunarauuia) (Bx. T. 4.4). BHe3anHo npeycTaHoBsBaHe, OCOOCHO NpeaM NpeyCTaHOBABaHE Ha OeTa-
Orioxepa, MOXKe Ja NOBUIIM PUCKA OT “‘rebound-XUNepToHuA .

KombyHaluu, kouTo TpabBa [a ce npuiaraT ¢ BHUMaHHe:
Anmuapummuunu aexapecmaa xknac Il (amuooapon): Moxe ga ce NOTeHUHpa ePeKTHT BLPXY aTpHO-
BEHTPHKYJIAPHOTO NMPOBOJHO BpPEME.

Anecmemuyu — 1emausu Xar02eHu; €IHOBPEMEHHOTO MPUIOKEeHHE Ha OeTa-aapeHepruyHHA ONOKepH U
aHECTETHLIM MOXXE [Oa HaMalIM npodBaTa Ha peieKTOpHA TaxMKapIus W Ja MOBHUIA PHCKA OT
XHNotoHns (BX. T. 4.4). Tlo npuHLUMN Oa ce W304area BHE3aMmHOTO NpeycTaHOBARaHE Ha Oera-Onokepa.
AnectesnonorsT Tpabea aa 6vae uHgopMMpan, ako nauMeHTsT npuema Hebuner.

Hucynun u nepopannu anmuouabemnu nexapcmeeny npooykmu. BHIPEKU ue HEOUBOJION HE NOBIHABA
HMBATA Ha KPBBHATA TIIOKO33, MOXKE /1a MACKHpa HAKOM CHMIITOMH Ha XHIOTIHKeMHUaTa (MauTaLHy,
Taxukapansa). EanospeMenHara ynorpeba Ha 6eTa-610kepH ¢be CyNPOHUNYpeiHY NPOU3BOAHH MOXKE
[ia TIOBHLUH PHCKA OT TEXKKA XMNOrIHKeMud. (BHXKTe Touka 4.4).

barxnogpen (awmucnacmuuno cpedcmeo), amugocmun (anmuneonaacmu¥Ha 0006Q6bUHA MeEpanus):
€ZHOBpeMeHaTa ynoTpeba Ha aHTUXUNEPTEH3IUBHU JIEKAPCTBEHH NMPOAYKTH € BEPOATHO Ja YBEJIMYH
NOHUXXEHHETO HA KpPBBHOTO HaNAraHe; Inopaad TOBa JRO3WPOBKATA Ha AHTHXHIAEPTEHIUBHHTE
JIeKapCTBEHU NPOAYKTH TPAOBRA Ja ¢e KopUrupa CBOEBpPEMEHHO.

KomOuHauuu, KouTo TpabBa 1a ce MMAT NpeaBHA:

Huzumanucoeu 2auxo3udu: €AHOBPEMEHHOTO NPUROKEHNWE MOXKE 1a YBENUUH aTPHO-BEHTPHKYIAPHOTO
npoBoAHO BpeMme. KIIMHHYHHTE H3MUTBAHMA ¢ HEOWBOJION HE MOKa3BaT KAWHUYHH JOKa3aTeACTBa 3a
B3auMoeiicTBug. HebuBONOI HEe NOBNMABA KHHETHUKATA Ha JIMTOKCHH.

Kanyuesy anmazonucmu om OuUXuOpONupuOuHog mun (aMiaoounud, @Geroounun, JAayuOunuH,
HUugeOunun, HUKapOunuH, HUMOOUNUH, HUMPEHOUNUH): €IHOBPEMEHHOTO MpPHIOKEHHE MOXKE Ja
YBEJIMMM PHUCKA OT XMIMOTOHMA U HE MOXE Aa C€ M3K/IIOUHM YBEIMYEH PHCK OT JOIBIHHTEJHO
BJIOLIaBaHe Ha KaMepHara NoMneHa GyHKLHA TTPH NMALMEHTH CbC ChPAEYHA HEAOCTATHYHOCT.

Anwmuncuxomuyu,  anmuoenpecanmu  (mpuyuxiuunu,  bapbumypamu u  genomuazuHu):
€QHOBPEMEHHOTO TNpPHIOKEHHE MOXE J[a 3aCH/IM XMUIOTEH3UBHHUAT ¢(PeKT Ha Oera-Onokepure

(anuTHBeH edeKT).

Hecmepouonu npomugogvsnanumennu cpeocmea (HCIIBC): Hamar e(deKT BbpXY NOHMXKABALLMA
KPbLBHOTO Hanarade edexr Ha Hebusonon.

CumnamuxomMumemuyHume nexkapcmeq; eHHOBPEMEHHOTO NPUAOKEHHe MOXe Na NPOTHBOJEHCTBA Ha
OeTa-aHTarocTHyHara akTHBHOCT. bera-Onokepure morar na aoeeaat o Oe3npensTcTBeHa anda-
a[IpeHEPrHyHa aKTHBHOCT Ha CHMNATHKOMMMETHUMTE C anda- M ¢ OerTa-aapeHeprysRe aKTHBHQY
(OMacHOCT OT XHNEepPTOHUA, TeXKKa OpaaruKapans H chpaedeH OJ10K).

PapMaKOKMHETHYHH B3aUMOJENUCTBUS




B metabonuinpateto Ha HeOuBonon yuactBa uzoenznma CYP2D6. Eto 3amo enHoBpeMeHHOTO
NMPUNCKEHHE HA BELLECTBA, KOMTO MOTHUCKAT TO3KW €H3HM, OCODEHO TNApPOKCETHH, (IIYKCETHH,
THOpHJa3UH MU XWHUJHH, MOXE [Ja AOBEAE A0 MOBMILIEHW HHMBA HA HEOMBONOI, CBhP3aHU C MOBHIIEH
PHUCK OT Te)KKa Opaaukapaus 1 HesKeNlaHH eeKTh.

EnHoBpeMeHHOTO MpHJIOKeHHe Ha LUMMETHAWH MNOBMLUABA NIa3MEHHTe HHBa HAa HeOuBoson Oe3 na
MpoMeHs KIMHHYHHA edekT. [IpunokeHHeTo Ha paHUTHAMH HE NPOMEHA (PapMaKOKMHETHKAaTa Ha
HeOuBonon. JIpete nekapcTBa Moke Oa ce€ NMpeAnyuiaT 3aeiHo, kato Hebuner ce npreMa no speme Ha
XpaHeHe, a aHTHALIMABT — MEXKAY 1BE XpaHEHMA.

EnHoBpeMeHHOTO nNpHNoKeHHe Ha HEOHBOJMION KW HUKApPAMNHMH BOAM [0 JIEKO NOBHIICHHUE Ha
1a3MEHHTE HUBa M Ha JBeTe JekapcTBa Oe3 na npoMeHs KIMHWYHHUS ¢deKT. EQHOBPEMEHHOTO
NpHAMKEHHE Ha alKoXoJ, Gypo3eMHUI WINK XHAPOXJIOPOTHA3UA HE MPOMEHA (apMaKOKWHETHKaTa Ha
HebuBonon. Hebuponon He nopnusaBa papMakOKMHETHKATA M (JapMaKkOAMHAMHMKATa HA BapdapuH.

4.6 QepTHINTET, OPEMEHHOCT H KbPMEHE

bpemMeHHOCT
HebGuponon mnpurexaba ¢apmaxkonoruyeH eexrt, KOWTO MOXe Oa MNMpHYHHH BpeAHH e(eKxTH npH

OpeMeHHOCT W/UIK y nnoaa/HoBopoaeHoTo. 11o npuHumn Oera-Onokepure HamansaBaT nepgysusTa Ha
IIALICHTATa, KOETO MOXKe JAa JAoBene 1o 3a0aBeH pacTex, BbTpeyTpoOHa CMBpPT, abopt WM
NPEKASBPEMEHHO pakaaHe. BE3MOXHO € Ja ce NpOoABAT U HEXXENaHU peakuyy (Hanp. XHUITOTNUKEMHS H
Opaaukapaua) y IJioda M HOBOPOAEHOTO. AKO NMPUJIOKEHHETO Ha OeTa-OnoKep € HaJOXKHTENHO, CE
NpeAnoYHTa NPUIoKEHHETO Ha beTa-1 cenexrnBHH ONOKEpH.

Heb6uronon He TpabBa Aa ce U3MON3BA MO BpeMe Ha OPEMEHHOCT, OCBEH NP HANMUYME HA KaTeropHuHa
HeOoOXOMMMOCT. AKO TMNPHIOKEHHETO Ha HeOHUBONON € HauCTHHa Heobxonumo, TpgbOBa Aa ce
NpocneasBaT yrepo-IulalilcHTApHUAT KPBBOTOK H pacTexXbT Ha woaa. [Ipu Hanuuue na BpeneH edexr
BbpXY OpeMeHHOCTTa MM y nioja, TpabBa aa ce NpunoxxkH Apyro jedyeHue. HoBoponeHoro tpabsa
BHHMATEJIHO Ja ce npocnenssa. CHMNTOMHTE Ha XUIIOIJIMKEMHA M Opagukapius 1o NPUHLMN ce
OYaKBAT B PaMKHTEe Ha NbPBUTE 3 AHH.

KbpmeHe
OnuTHTE ¢ XUBOTHH TIOKa3BaT, 4ye HeOMUBOMON Ce eKCcKpeTupa B Kbpmara. He e H3BecTHO Aanu

HeOHMBOJION ce eKCKpeTHpa B MaYMHOTO MJIAKO Npu 4osek. [lo-ronama vact ot Oera-Onokepure, Hail-
Beue NUNOGHIHUTE BELIECTBA KATO HEOMBOJION M HETOBUTE AKTUBHM MeTabOJIMTH, NpEeMHHaBaT B
MailYMHOTO MJIRKO B pa3jiHyHa creneH. He Moxke a ce H3KIIOUYM PHCK 32 HOBOPOAEHHUTE/KbpMadeTarTa.
ETo 3ai0 npu Maiky, npueMaluy Heb1MBONONI He ce npenopbuBa KbpMeHe,

DEepTUIIUTET

Hebupoaon BaMa edekT BEPXY PEPTUWIHTETA HA TNIBXOBE, OCBEH NMPH A03H HAKOJIKO MBTH INO-BUCOKH OT
MaKCHMa/lHaTa NpernopbyBaHa Ao03a MPU XOpa, KoraTto ca HaOMOJaBaHH HexeNaHH eqeKkTH BBLpXY
MBIKKHTE M )KEHCKHTE pPernpoAYKTHBHM OPraHy MpH MIbXoBe ¥ MHMIUKU. E¢ekTsT Ha HeOMBONMON BBpPXY

depTUIUTETA IPH XOpaTa HE € U3BECTEH.

4.7 EdexTH BBpPXY cnocobHOCTTA 32 modupane n padora ¢ MAIITHHH

Jluncear M3NWTBaHHA 3a BAMUAHUETO BBPXY CHOCOOHOCTTA 3a LogHMpaHe W padoTra € MallMHH.
QapMakoAWHAMHYHM TPOYy4BaHWA NoKaz3paT, ue Hebuner 5 mg He noBIMABA IICHXOMOTOPHATA
dyukuma. [lpn mwodupade wnn pabora ¢ MaulnHM TpsaOBa Na cc UMa NPEOBUI, Y€ B PEAKH Cly4Yau
MOraT Ja Bb3HUKHAT CBETOBBPTEXK WIH OTNAAHAJIOCT.

4.8 Hexenann nrexapcTBeHH peaknHy

HexxenaHure JIEKApPCTBCHH PCAKLIMH Ca H36p08H}’I OTACIIHO 34 XHIICPTOHHA H 34 X
HECAOCTATBYHOCT NopalH 6a30BH Pa3/iIMKH B TC3H ABC 3abonABaHHA.




XUNepToHUS

[loBeueTo HexenaHHU NEKapCTBEHH PeaKLHM ca ¢ ieKa A0 yMepeHa npossa. Te ca w3dpoenun no-gony,
KNacUQHULPaHN NO CUCTEMH M OPTaHH H NOPEAEHH IO 4eCTOTa Ha Npossa.

peENnpoOaYKTHRHA
CHCTEMA, MJICYHA
xJie3a

Cucrema/opran Yectn HeuecTH Muoro peaku | C HEeH3BECTHA U€CTOTA
(=1/100 no (=1/1 000 no (<1/10 000)
< 1/10) <1/100)
Hapywenns Ha AHrHOHEBPOTHUEH
MMYHHaTa CUCTeMa OTOK,
CBPbLXYYBCTBUTETHOCT
Henxuunu Kommapnw,
HapYUICHHUS Aenpecys
HapylueHus Ha [ narobonie, CuHxon
HepBHAaTa CHCTEMa | CBETOBBPTEXK,
napecTe3nn

3pUTENHU HapyiueHo 3penue
HApyLIEHHS
CbpaeunH bpanukapaus,
HapyLIeHHA ChbpAcHHA

HERXOCTATHEYHOCT,

3abaBeHa AV-

NPOBOAUMOCT/AV -

610K
CbI0BH XHIIOTOHMA,
HapyLUIEeHHA (BJ1I01IaBAHE HA)

UHTEPMHTEHTHO

K1ayJHKaL{O
Hapywienus na Jucnnes bponxocnaszsm
JUXaTenHa
CUCTEMA, I'PbAeH
KOLl H
MEAHACTUHYM
["actpo- Konctunauus, Jlucnencus,
HHTECTHHAHM rajeHe, AMapusa | ¢dnaTyneHumd,
HapyLleHHA NOBPBIAHE
HapylueHns Ha [Ipypuryc, VrexHspaHe Ha | Y PTHKapHs
KOXa ¥ TIOJAKOXHE ePHTEMATO3€EH NCOPHA3NC

obpus
Hapyuenus Ha HmnorenTHOCT

O6wm Hapywienua | OTnaanranocr,
M YCJIOXKHEHHA Ha OTOK

MACTOTO Ha

NpHJaraHe

OcBeH TOBa NpHM NPHIOKEHUETO Ha HAKOM Oera-Onokepu ce cboOaBaT M ClieOHME MG
NIEKapCTBEHH peaKkLMH: XallOUMHALUMH, TFICHXO3H, OOBpKBaHE, CTyAEHH/IMaHOTHAIR Xpe
(eHoMeH Ha PeliHo, cyxoTa B OUHTE, OKYJIO-MYKOKYTaHEiHa TOKCHYHOCT OT NpakTofH £k

=




XPOHKHUYHA CbpeYHA HEAOCTATHYHOCT:

JlanHyTe 3a HexenaHW peakuydn npyd nauvedTh ¢ XCH ca HanuyHu oT nnauedo-KOHTPOIUPAHO
KAKHUYHO MNpoyuyBaHe, BkmouBauwo 1067 nauuentH, npuemaind Hebusonon u 1061 nauuenTw,
npuemaluy nnauebo. B TtoBa npoyuBaHe obuo 449 (42,1 %) nauuenTtH, npuemawy HebGHBOIION,
chOOLLABAT 32 MOHE BEPOATHO CRbP3aHH HEXENAHW peakiuyH, B cpasHenue ¢ 334 naumentu (31,5 %),
npyuemainy niauebo. Haii-uecto noknasgBaHUTE HEXXENaHM peakLMK NpH NaUHEHTUTE Ha HeOKUBOJION ca
Opanukapans ¥ 3aMasHOCT, KaTo M ABeTe ce€ NposARABaT npH okono 11 % ot naunenture. Yecrorara
npy mnanedo e cboTBeTHO 2 % 1 7 %.

3a HekeJJaHUTe peakLMH € AOK/IajJBaHa ciiefHaTa decToTa (MOHE BEPOATHO CBLP3aHH C JICYEHHETO),
KOMUTO €€ IpHeMar 3a choeudduyHO 3HA4YMMH HpPH Ne4YEeHHEeTO Ha XpOHH4YHATa ChpAcYHa
HEQOCTATbYHOCT:

- BlOIlIaBaHEe Ha CBhpJevyHaTa HeAOCTaTBUHOCT — MposABABa ce npu 5,8 % OT NMauMeHTHTE Ha
HeOuBONOA B cpaBHEHHUE ¢ 5,2 % OT malMeHTHTE Ha 1auedo;

- NOCTypajiHa XHIIOTOHNSA — NMpogBABa c¢e npH 2,1 % or nauneHTHTE Ha HEOMBONON B CPaBHEHHE C
1,0 % ot nauHeHTHTE Ha Iaueoo;

- HEMTOHOCUMOCT KbM JIEKapCTBOTO — MNposeaBa ce npu 1,6% oT nauueHrute Ha HeOMBOJION B
cpaBHeHMe ¢ 0,8 % oT nauMeHTHTE Ha TUauedo;

. aTpro-BeHTpUKyNapeH 6nok I crenen — nposaesasa ce npH 1,4 % oT nauueHTHTE Ha HeOUBOION B
cpaBHenue ¢ 0,9 % oT nauueHTUTE HA ruauedo;

- OTOK HA ACJHHTE KpaiHHLM — nposaBaBa ce npu 1,0 % ot nauueHTUTe Ha HEOMBONOJ B CPABHEHHE

¢ 0,2 % oT nauueHTUTe Ha IU1aueoo.

CroblliaBaHe Ha NOAO3HPAHH HEXEJIaHU PeaKiuK

C1o611aBaHETo Ha TONO3HPAHH HEXKENaHH peaKlldH ClIel pa3pellaBaHe 3a ynorpeba Ha jekapcTBeHuUs
NpOAYKT € BaxHO. ToBa Mo3BonsABa fa MPOALDKH HabNIOOEHHETO Ha ChOTHOLICHHUETO TMON3a/pHCK 3a

neKapcTBeHHa NpoAyKT. OT MEAULIMHCKUTE CIIeLIMaIMCTH €€ U3UCKBa Na CROOIIABaT BCAKA MOAO3HpaHa
HeXKelJlaHa peakKlMg 4Ype3 HALMOHANHA CHCTEeMA 3a ChoOulaBaHe:

HaneIHUTENHA areHUuA 1o JIEKapeTBaTa

ya. ,,Jlaman I'pyes” Ne &

1303 Codus

Ten.: +359 28903417

yebcaiiT: www.bda.bg

4.9 Ilpeno3upane

Jlunceart aaHHU 3a npenosupase ¢ Hebuner.

Cumnmomu
CuMnTOMH Ha mnpenosHpane ¢ Oera-bBaokep ca: OpagukapnMsa, XHNOTOHHS, OpOHXOCMa3bkM H OCTpa

CbpAC€YHa HCOOCTATBHHOCT.

Jleuenue
B cnyuan Ha npeno3udpaHe WM CBPbXUYBCTBUTEITHOCT NAUMEHTHT Tpabea na ce HabOmoaasa
HEMPEKBCHATO H Ja €€ NIEKYBa B HHTEH3UBHO OTAejeHHe. 1pabsa na ce KOHTPOIMpaT CTOMHOCTUTE Ha
KpbBH4Ta 3aXap. PezopOuusaTra Ha €BEHTYallHO OCTAHaAlO KOJHYECTBO OT JIEKAPCTBOTO B [acTpo-
MHTECTHHAIIHHA TPaKT MOXKE Aa C€ MpeJOoTBpaTH Ype3 CTOMALLEH JIAaBAX H MPHIOKEHHETO HA AKTHBEH
BbIIEH WK JIaKCAaTHBHU cpeAcTBa. Moxe Aa ce HalOKM W M3KYCTBEHO NHIUaHE. bpaaukapauaTa Win
CHJIHO H3PA3€HUTE BarycOBH PEeaKLMH ce NeKYBAT Ype3 NPHIIOKEHHETO Ha aTPOTNIMH WK METHNATPOITHH.
[Ipy XHMNOTOHMATA W WIOK Ce MpHjara rnjaiMa WK NJa3sMEHH 3aMECTHTENIM MU NpU HEOoOXOaUMOCT —
karexonamMuH. Ha berta-Onokupaimusa ehexkt Moxe aa ce NpOTHBOAECHCTBA upe3 OaBHO AP
NPUIOKEHHe Ha HM3ONpPEHANIMH XHMAPOXJIOPHMJ € HavanHa [03a OKOJ0 5 pg/min M %
HavaJiHa A03a 2,5 ug/min oo mocturaHe Ha »xenaHus egekT. [1pn pedpakrephu cn




0GMUCIN WHTpaBeHO3HO npunoxeHue Ha 50-100 pg/kg 1.v. rmokarod W npd HeoOXOAKMOCT Aa ce
NOBTOPY B paMKHMTE Ha €IMH vac, Mocie/BaH0 OT MHTpaBeHO3HA WH(pY3mus rmokaroH 70 pg/kg/h. B
eKCTPEMHH cyuau Ha OpanMkapaus Moxe Na ce NOCTABH NEHCMENHKBP.

5. ®APMAKOJIOTHYHHU CBOHUCTBA

5.1 ®PapmMakoAHHAMHYHH CBOHCTBA

dapMaxoTepaneBTHUYEH Kiac: OeTa-ONoKepH, CENEeKTHBHH

ATC xon: CO7AB12

HeGuBonon e pauematr or ABa eHaHtuoMepa, SRRR-uebuBonon (Mnm d-Hebusonon) u RSSS-
HeOuBonon (unu 1-HeGuponon). HeGuponon chueTara ABa GapMaKoIOryyHU eeKra:

® TOi € KOHKYPEHTEH H CENIEKTHBEH OeTa-peuenTopeH aHTAarOHUCT: TO3H edekT ce ABIkU Ha SRRR-
eHaHTHOMepa (d-eHaHTHOMEpa),

® UMa JIEKO Ba3OAWIATaTHBHO ACHCTBHE B pe3yJITaT Ha B3aHMMOJCHCTBHE CBC cHcTeMmara L-
APrMHHH/Aa30TEH OKMC.

ERHOKpPaTHOTO W MHOrOKpAaTHO TNPHIOKEHHWE Ha HeOMBOJION IIOHWKABa ChbpAevHaTa 4YecToTa U
KPBLBHOTO HajngraHe B ITOKOH W TpH YCWIME NIPH HOPMOTEH3MBHH HHAMBUAM H XMINEPTEH3IUBHH
NMauMEHTH. AHTUXHIIEPTEH3UBHHAT €(EeKT C€ 3ana3Ba U MPH NPOABIKHTETHO NIEUEeHUE.

HebuBos0n B TEpaneBTHYHHU J03H € JIMIUEH OT ajl(pa-aHTarOHHCTHYHA aKTHBHOCT.,

[Ipy ocTpo M NPOABIKUTENHO NEYEHHE HA XMIEPTOHULIU C HEOMBOJION C€ TNOHWXKABA TEpHPEPHOTO
CHUCTEMHO ChAOBO ChIIpOTHBIEHHE. He3aBUCHMO OT MOHWKEHHUE HAa ChpAeYHAaTa 4eCcToTa, OnarogapeHue
Ha YBeJIHUE€HNE Ha yAapHHA o0eM ce orpaHHuYaBa HaMaJIEHHETO HA MUHYTHHA ChpAeueH 00eM B NOKOH
M NipH JBWKeHHe. Bee olne He € oOpe YCTaHOBEHO KIMHHYHOTO 3HAYEHHE Ha Te3H XeMOAWHAMMYHH
napaMeTpH B CPaBHEHHE C IPYTH CeNeKTUBHM Oeta-1 OiokepH.

[lpyu xunepronuum HeOuBONnoa nosHiasa NO-MeRMHpaHWA OTTOBOP HA CHAOBETE KBM ALETHWIXOIUH

(AX), KOHTO € MOHHKEH MPH NALKWEHTH ¢ €HOO0TEIHA ZUCPYHKLMS.

B nnauebo-koHTpoaHMpaHo npoy4BaHe 3a 3aboneBaeMoCcT U cMBpTHOCT ¢ 2128 mauuenty 270 roauuu
(cpeana pwp3pacT 75,2 roaMHu) cbc crabunHa XpOHMYHA CBpACYHA HENOCTATBYHOCT € Wam 0Oe3

HapyllieHa JeBoKaMepHa (¢pakuua Ha usthackBane (LVEF: 36 + 12,3%, npu cneaHoTo pasnpenenenue:
LVEF no-manko ot 35% npu 56% ot nauuenture, LVEF mexay 35% u 45% npu 25% ot nauueHTure
1 LVEF noseue ot 45% npu 19% 0T nauueHTUTE) NpOCIEAECHH B NPOABIDKEHHE cpeaHo Ha 20 Meceua,
HeOuBOJION, J00aBEH KbM CTAHAAPTHOTO JNi€UeHHe, CHTHUPHKAHTHO YABLMKaBa BPEMETO AC IMpOsBa Ha
CMBPTEH H3XOM WM XOCIUTANN3ALMSA N0 TIOBOJ ChPAEHHO-CbIOBH CHOUTHA (IThPBHYEH KpacH U3X0] 3a

e(pMKaCHOCT), KaTO peNaTUBHUAT pUck HamangBa ¢ 14 % (abcontorHo Hamanenue: 4,2 %).

HamaneHnero Ha pvcka ce NposBABRa clied 6-1 Mecel OT JEYEHHETO H ce IOANBPXKA N0 BpeMe Ha
LIAUIOTO JledeHHe (cpeaHa npoabpkutenHocT: 18 mecena). EgexThT Ha HeOMBOION € HE3aBUCHM OT

Bb3pacT, MNoJa H JIECBOKAMCPHA Gppaﬁuuﬂ Ha H3TJACKBAHC Ha IIpOoyHBaHATa MNMOITYJalui. Honsnre no
OTHOLIEHHUEC oﬁma"ra CMBPTHOCT HE JOCTUrar CHFHH[lJHI{ﬂHTHa pa3/iInka B CpaBHCHHC C HJIB.HEﬁO

(abcomoTHO Hamanewue: 2,3%).
Hamanenue Ha BHe3anmHaTa CbhbpAevHa CMBPT c¢ HabmoaaBa npH NanUdeHTHTE, JIEKYBaHH ¢ HEOHBONOI
(4,1% cnpamo 6,6%, penatueHO HamaneHue ¢ 38%).

In vitro W in vive M3CneNRaHUATA C >XMBOTHH TMOKa3BaT, 4ye HeOUBONON € NHILUEH OT BBTPELIHA

CHMAATUKOMHUMETHYHA aKTHBHOCT.
In vitro n in vivo u3cnenBaHUATA C )XUBOTHH NOKA3BAT, Y€ GapMaKoJIOrHyHH O03M HA HEOHUBOION HAMAT

MeMOpaHoO-cTabunuanpano aeicTBHeE.
I1pu 3apaBu ao0poroNLN HEOUBOJION HE OKa3Ba 3HAUYMTEIHO ACHCTBHUE BHPXY MAKCH

KalaluHTET H U3AbPAKITHBOCT.

ethexTH HAa HeOHUBOMON BBPXY EPEKTHIIHATA (PYHKLHUA.




5.2 PapMaKoOKHHETHYHHR CBOHCTBA

M apata eHaHTUOMepa ce pe3opbupat 6bp30 cnen nepopaiHo npuinoxeHue. Pezopbuusra Ha
HeOvBONON He ce noBaUgBa OT XpaHaTa. Hebusonon Moxe na ce npueMa ¢ nin 6e3 xpaHa.

Hebusonon ce Metabonusnpa U3LAN0, OTYACTH B aKTUBHU XHAPOKCH-MeTabonuTu. Hebusonon ce
MeTaboNN3Mpa Ypes aTMUMKIHYHA U apoMaTHa Xuapokcuaauus, N-qeankunauus 1
[MOKYPOHMAN3aLHUA; B IONBIHEHHKe ¢e 00pa3yBaT IMIOKYPOHHAH HA XHAPOKCH-METADONHTHTE.
Metabonn3MbT Ha HEOMBONON Ype3 apoMaTHa AeXHapokcunauuna € npeaMet Ha CYP2D6 3aBucum
OKCHIATHBEH NnonuMop¢r3bM. bHOHANHYHOCTTAa HA HEOHBOITON TIPH NEPOPATTHO TIPHIIOKEHHUE € CPEAHO
12% npwu naupeHTHTE ¢ Obp3 METAOOMHUIBLM Y MOYTH MBJIHA NPH MMTAUHEHTUTE ¢ OaBEH METADOIIH3IEM.
[Tpy naumenTuTe ¢ 6aBen MeTabOMNIBM MMKOBHTE TUIA3MEHH KOHLIEHTPALlMK Ha HEMPOMEHEHHs
HeOHBOJON ca OKOJIO 23 MbTH NO-BUCOKH B CPABHEHHE C NMALIMEHTHTE ¢ Obp3 MeTa00IM3bM, OTHETEHH B
steady-state CbCTOSSHHE H MPHU €XHHU U CHIIU J03H. AKO C€ HMAT MpeaBHA CYMaTa OT HEMPOMEHEHOTO
JIEKAPCTBO ILTIOC AKTUBHHMTE METAbONHUTH, pa3nHKara B IMKOBUTE TW1a3MEHH KOHLEHTpaUKXH € okomo 1,3
no 1,4 nvi. [Topaay pasnvkHuTe B CKOpOCcTTa Ha MeTabonuanpane, ao3ata Heouner Tpadsa BuHary na
ce ¢hoOpasaBa ¢ HHAUBKHAYAIHUTE M3UCKBAHHA HA MALMEHTa U B TO3M CMUCHII MpHU NMaLHEeHTUTE ¢ OaBeH
MEeTaboNU3bM Ca HEOOXOAUMM NO-HHCKH JO3H.

[pu naieHTHTe ¢ 6Bp3 MeTaboONU3BM, EMTUMHHALIMOHEH NONY>XHBOT Ha EHAHTHOMEPHTE Ha HebuBONON
e cpeaHo 10 yaca. Ilpyn naupeHTHTE ¢ OaBeH MeTabOIU3EM TOBA BpeMe € 3-5 MbTH no-auiro. Ilpu
naLueHTHTE ¢ OBp3 MeTAOONINIBM NMIA3MEHUTE HUBa HAa RSSS-eHaHTHOMEpa ca MAJIKO MO-BUCOKH OT
te3n Ha SRRR-eHaHTHOMEpa. [Ipy nauueHTHre ¢ 6aBeH MeTabONK3BLM Ta3H paznvka € no-ronama. Ipu
NalLMeHTUTE ¢ Obp3 META0ONHU3BM ETMMHHALIMOHEH TOJTY)KUBOT HAa XHAPOKCHMETa00NIUTHTE Ha ABaTa
€HaHTHOMEPA € 0KOJI0 24 4aca, a IpH NauueHTHTE ¢ OaBeH MeTaboIH3BEM € OKOO 2 MMBTH NO-ABITO.
[InazmMeHn HUBa B cTAOHUIIHO CHCTOAHHE NIPH MOBEYETO NanueHTH (¢ Obp3 MeTaboNN3BM) Ce NOCTHTaT B
paMKuTe Ha 24 4aca 3a HeOMBOJION 1 32 HAKOJIKO IHH 32 XMAPOKCHMeTabonuTure.

[InasMeHHnTE KOHLLEHTPALIMHK ca MIPOTIOPLIMOHANIHY Ha J03aTa B paMKuUTE Ha 1-30 mg.
PapMakOKHHETHKAaTa Ha HeOUMBOMOJ HE ce NOBJIUARA OT BH3PacTTa.

M nBata eHaHTHOMEpA B FIJ1a3MAaTa ce CBBLP3BAT IIABHO ¢ anOyMHHa.

CBBLp3BaHETO ¢ NnasMeHuTe npoTenHH ¢ 98,1% 3a SRRR-Hebuponoa n 97,9% 3a RSSS-nebuponon.
EnHa ceamuua cnea npunoxkeHuero 38% oT fgo3arta ce eKcKkpeTvpa B ypuHarta v 48% BBB deLieca.
ExcpernpanmsaT HenmpoMeHeH HEOMBOJION B ypHHaTa € no-Mainko ot 0,5% ot nosara.

5.3 llpeaxkANHHYHA JAHHR 34 0e30I1aCHOCT

HPEHKJ'IHHH‘-IHHTE JaHHH HE PA3KpHUBAT CIICHHANICH PHCK 34 XOpaTa, Gmupaﬁku C€ HA KOHBCHLIMOHAJIHH
Npoy4YBaHHA 3a 'CHOTOKCHYHOCT, PETIPOAYKTHUBHA TOKCHHYROCT, TOKCHYHOCT 34 PAa3BUTHCTO H
KapuHHOTICHCH NOTCHLHAI. CTPHHH‘!HHTE eq:»em BbPXY PCIIPOAYKTHBHATA (I)}"HKU.HH Ca PCTUCTPHPAHH
CaMoO IpH BUCOKH 103H, HAlIBHUIABAIIIH HAKOJIKO IThTH MAKCHMANTHATA NPENnopbHiBaHa 1034 IIPH Xo0pa

(Bk. TOMUKa 4.6).

6. PAPMAIIEBTHYHHA TAHHHU
6.1 CnuchbK Ha NIOMOLIHNTE BEHIeCTBA

ITonucopbat 80 (E433)

Xunpomenosa (E464)

JlakTo3a MOHOXHApAT

LlapeBUYHO HULWIECTE

Kpockapmenosa Hatpuh (E468)
MukpokpHcTanHa uenynosa (E460)

Kononaen, 6e3soaeH cunuumer gnokeua (E551)
Marne3nes creapat (E470b)




6.2 HecbBMeCcTHMOCTH

Hsma.

6.3 Cpox Ha roasoct

3 rOAUHN.

6.4 CnennalHH yC/I0BHA HA ChXpPAHEHHE

To3u nekapcTBeH NPOAYKT HE H3UCKBA CNELIMANHY YCJIOBUA 32 ChXPAHEHHE,
6.5 lannn 3a onaxkoBKATA

Tabnerku B 6nuctep (PVC/anyMunues Gnucrep).
7, 14, 28 Tabnerxn.

He BcHykM ONaKOBKM MOraT Aa ¢e MPORABAT B PA3IMMHUTE CTPaHH.
6.6 CnenpaiHu NpeANAa3ZHA MEPKH NPH H3XBLPJsAHe H padoTa

Jinnceart cneuyan{m MNPEINOPBKH.

7. NMPATEXATEJI HA PAZPEHNIEHUETO 3A YIIOTPEBA
Berlin-Chemie AG

Glienicker Weg 125

12489 Berlin

['epMmanus

8. HOMEP(A) HA PASPEILIEHHETO 3A YIIOTPEBA
9900162

9. JATA HA I'BPBO PAZPEHIABAHE/IIOJHOBABAHE HA PASPELHIEHHETO 3A
YIIOTPEBA

HaTta Ha mbpBO paspewiasaHe: 13.07.2004
Jlata Ha noAHOBSBaHE Ha paspelleHHeTo 3a ynorpeda: 29.07.2009 r.

10. JATA HA AKTYAJHA3SAIINA HA TEKCTA

03/2025




