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1. HMME HA JEKAPCTBEHHUA MPOAYKT

Beranok 30K 100 mg TabneTku ¢ yABDKEHO 0CBODOXK1aBaHe
Betaloc ZOK 100 mg prolonged-release tablets
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2. KAYECTBEH 1 KOJIUMYECTBEH CbCTAB

] mabnemxa ¢ yowaxceHo 0c6060coasane cvovpaxca: 95 mg METONPOJIONIOB CyKIMHAT (metoprolol
succinate), pasassail ce Ha 100 mg MeTonpoJIoJIOB TapTapaT (metoprolol tartrate).

3a TBJIHHS CIIMCHK HA MOMOILHUTE BEIECTBA, BUKTE TO4Ka 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabremxa c yowasceno oceobocdasane om 100 mg: bsna 10 CBETIIOKpeMaBa, KpeIia, C IHaMeThp
10 mm, ¢ JeMTENHA YepTa OT eHATA CTPaHa U C O3Ha4YeHHe A/mS OT Apyrara CTpaHa. JlenurenHara
yepTa e caMo, 3a a YJIECHU CHyNBaHETO Ha Tab/eTKara, ¢ Len obnekyaBaHe Ha MPEriabIUAHETO H U HE
s pa3fens Ha 1B€ €JHAKBH J03H.

4. KJUHUYHU JAHHH
4.1 TepaneBTHYHH NMOKa3aHHS

XHUNepTOHHUS.

CreHOKapaus.

[peBeHIMs HA ChPAEYHA CMBPT U MOBTOPEH HHAPKT ClIeA ocTpara dasza Ha MHOKapZieH HH(DAPKT.
ChpAEYHH aPUTMUH, 0COOEHO MPH HaJlkaMepHa TaXMKap/us, MOHKEHNE Ha KaMepHaTa HecToTa Ipi
NpeACHPAHO MBXKAEHE U TPH KAMEPHH €KCTPAaCHCTONH. PyHKUHOHATHH ChPACTHHU 3a00/1BaHHA C
MaJMUTALUK.

[TpodunakTHKa Ha MHIpeHa.

4.2 Jlo3HpOBKa H HAYHH HA MPHJO0KEHHE

ﬂD3H pPOBKa

Beranok 30K TabneTku ¢ YABDKEHO 0CBOOOXK1aBaHe Ce 1aBaT BEAHBXK AHCBHO, 3a MPEANOYUTAHC
cyTpuH. TabneTkuTe ¢ yABKEHO 0CBOOOK1aBaHe MOrar Jia Ce pas/IeJiAT. Te He TpaOBa ga AbBYAT WU
pa3mauksar. TabneTkure TpAbBa Aa ce NOMIBLIAT € MOHE MOJOBHH Halla TeHHOCT. EnHOBpEMEHHOTO
MpUeMaHe C XpaHa He MoB/IKUsABa OMOHATMYHOCTTA.

Jlo3upoBkara Tpsa0Ba 1a ce KOpUrupa HHAHBHIAYAITHO, 3a 1a CC u3berne 6pagukapaus. CieqHuTe Hella
ca BaJIMJIHU KaTO HACOKH:

XunepmoHus
50-100 mg BenubxK qHeBHO. [IpH MauMeHTH, KOMUTO HE OTroBapAT Ha 100 mg, no3ara MOXe J1a Ce

KOMGHHHMpA C IPYTH AHTHXHUIIEPTEH3HBHH CPEACTBA, 33 MPEANOYHTaHEe NHYPETHIIH H KAILHCBH
AHTArOHUCTH OT AUXUAPONMMUPUINHOB THII, HJIK 1a C€ MOBHULIH.

Cmenokapous




100-200 mg BenHLXK AHEBHO. Jlo3aTa MOXKeE Aa Ce NOBHIIH 10 200 mg unH npH HYXza Aa ce
koMOHHHpA C HHTPATH.

B cny4ait Ha XHNOTOHHS W/WiK Opaankapaus, MOXE 1a € HeoOXOXMMO TOHHXKECHHE HA JO3INTE Ha
CLITBTCTBALIOTO JIeYeHHE WIM NMOHKABaHE HA J03aTa Ha Beranox 30K. HauanHata XHIIOTOHHA HE
03HaYapa HeMPeMEHHO, e 103aTa Ha beTaiok JOK He MOXKe Aa ce ToHACA NPH XpOHHYHO JIEUYCHHE, HO
103aTa He TpA6Ba Ja ce NoBHINABA, JOKATO CHCTOAHHETO HE CC cTabHIM3HPA, M HApeA ¢ OCTAHAIHTE
Hema Moxe [a ce Hajlara 3acHjieH KOHTPOJ Ha 6nOpeunaTa QyHKIHA.

Copoeunu apummul
100-200 mg Benwsk AuesHo. [Tpu Hyka Ko3aTa MOXE Ja CE [IOBHILH.

[podhuraxmuura mepanus cred MuoKapoex urpapxm
Karo noamxbpama Tepanus ce nasar 200 mg BeAHDK AHCBHO.

DYHKYUOHAAKY CbpOeynu 3a60NABAKUA € nATNUMAayU
100 mg BenHEx AHEBHO. [IpH HYkKza n03aTa MOXKE /1a CC MOBHILIU.

Ipogunaxmuxa Ha Muzperama
100-200 mg BeaHBK AHEBHO.

Hapywena 6vbpeuna QyHkyus
CxopoCTTa Ha eTAMHHHpAHE Ce MOBNHABA HE3HAYUTENHO ot OpOpeunaTa GyHKUMA U 3aTOBA HE CE

Hanara KOPEKLHKA Ha [03ara NpH HapylcHa 6n6peuHa QyHKIMA,

Hapywena wepHoopobHa yHKyur

O6uxuoseHo Beranok 30K ce aaBa B ChILATA 2033 HA NAUKCHTH, CTPANaLly OT yepHOApoOHa LMpPO3a,
*aKTO HA NALKHEHTHTE ¢ HOpMaTHa YepHoapoGHa gyuxumd. CamMo KoraTo HMa NpH3HalH Ha MHOTO
TEXKO YBpexKAaHe Ha yepHOApobHATa QyHKIMA (Hanp. MauHEHTH CIEA IWHHTOBH onepauyn), Tpadba
1a ce HMa NpeBH NOHWKEHWEe Ha 103aTa.

Xopa 6 Hanpeoxana ev3pacm
He e HeoOxonuMa KOpEKLHA Ha Jo3aTa.

Heya u oxouu
[TpoyuBaiu ca epHKacHOCTTa ¥ 6E30MACKOCTTA Ha ynorpebara npH feua 6-18 rouHu (BK.
touku 5.1 1 5.2).

He ca npoy4saHy €(hHKacHOCTTA H 6€30MmacHOCTTa Ha ynorpeGara npH geia < 6 roIHHH.

4.3 [IpoTHBOMOKA3IAHHSA

KapauoreHeH HIOK.

CuHApOM Ha OONHUA CHHYCOB BB3€J (ocBEH aKO HAMa NOCTaBEeH NOCTOAHCH neficMenKsp).
AV-610K BrOpa HJIH TPETA CTEINCH.

[MauseHTH ¢ HecTabuIHa, HeKOMITIEHCHPAHa ChPAEHHA HEAOCTATHHHOCT (6enogpobeH OTOK,
xumnonepdy3ua WK XHIOTOHUA), H AUMCHTH ¢ NPOABHKKTCAHA HIH MHTEPMHTEHTHA HHOTPOINHA
Tepanus, AekcTeala ype3 6eTa-peLienmOpeH aroHH3IbM. CuMmnToMaTH4yHa OpaauKkapius HiH
XMIOTOHHA. TEXKKO HapyllleHHe Ha nepudepHaTa apTepHaIHa IHPKYIaLyA.

MeTomnpono He TpAOBa ja c¢ AaBa Ha MALMEHTH ChC CyCNEKTCH MHOKapAeH UHGApKT, JOKATO
ChPAEYHATA YecTOTa € < 45 yaapa/min, P-Q HHTEPBATET € > 0,24 sec WK CUCTOTHOTO KPBBHO
nansrane € < 100 mmHg. B cnyyan Ha HHIMKALMH 33 ChPACYHA HEJOCTATBIHOCT, MTALIHEHTHTE C
[OBTOPHO N3MEPEHO KPBBHO HANAraHE, B JICTHANO NONOAEHHE HOL 100 mmHg, Tpabsa oa Obat
OBTOPHO NperieiaHH NMpeAH 3ano4BaHe Ha ICUCHHE. Cepuosno nepudepno cpa0BO 3abonsiBaHe ¢




OMACHOCT OT raHrpeHa. CBPBXYYBCTBHTENHOCT KbM KTHBHOTO BEIICCTBO HITH KBM HAKOE OT
[IOMOILHHTE BelecTsa, H30poeHH B Touka 6.1, WK KbM APYTH Gera-OoKepH.

4.4 ChRenHaJHH NPeRYNPeRISHHS H Npeana3HH MEPKH NpH ynorpeba

IMpu nalMeHTH, NeKyBaHH ¢ OeTa-OoKepH He Tpa0Ba Ja ce mpwiara MVHTpaBeHO3IHO BEpanaMui.

MeTonposon MOXe Aa arpaBHpa CHMIITOMHTE Ha nepudepHu apTepHATHH 3a0onsBaHusd, KaTo
nanpumep claudicacio intermitens. TeXko yBpeAcHa 6n6peuna GyHkimaA. TeXKH OCTPH ChCTOHAHHA €
MeTaboNATHA aunao3a. KoMOHHHpaHO NevyeHne ¢ JUTHTATHCOBH Npenapari.

[TpH MALMEHTH C aH'HHA Ha Prinzmetal, 4ecToTaTa H TEXKECTTa Ha CTeHOKapAHHUTE NPUCTBIH MOTaT Jia
ce OBHILAT OPaIy MeAWHMpaHH OT anda-peLieITOPHTE KOHTPAKLHK HA KOPOHAPHATC cwpose. [Topanu
TA3W IPHYHHA, HeceNeKTHBHUTE 6eTa-0oKepH He TpaOBa Aa ce U3MON3BAT MPH TE3H NAUMCHTH. bera)-
CeIeKTHBHHATE peLielTTOpHH GnoxepH TpA0Ba fa €€ H3NOJ3IBAT MPEANIANIHBO.

[Ipu 6poHxuaiHa acTMa WIH APYTH XpOHMHH 0GCTpYKTHBHH 3a00NABaHKsA, TPAOBA N3 Ce mpunara
cBIBTCTBAILA aAeKBarHa GpoHXoAMNATaTOpHA Tepanusd. Moxe aa e HeoOxoaumMo Aa ce MOBHIIN
no3ara Ha Oerax-CTUMYJIAHTHTE.

MeTonposnon TpAGBa Aa ce npuiara BHMMATENHO NPy NMALMCHTH ¢ auaber, ocobGeHO IIPH TE3H KOHUTO
NpHeMaT MHCYIMH HIH NepopaHH aHTHAMAOETHH JIeKapCTBa.

Bera 61oKkepuTe, BTIOUHTEIHO METONPOION, MOTaT fia MacCKHpaT HAKOH BKHH npeaynpeaHTeTHH
NPH3HALM, KOUTO CE NOABABAT NPH XHIIOTIMKEMH, KaTO HANPUMED TaxyuKapaua; obaye ApyrH
CHMITTOMH KaTO 3aMASHOCT M M3TIOTABAHE, MOXE [ HE €2 3HAUMTENHO MOTHCHATH, H3NMOTABAHCTO
JOpH MOXE Ja Ce yBEJIHYH.

[To Bpeme Ha JIEYEHHETO € METONPONION, CHIGECTBYBA PHCK OT MackHpaHe Ha XHITOTIKKeMUs KN
HORNMSBAHE Ha BLrEXUApaTHuA MetabonnabM. U apata epexra Morat 1a 6b0aT ZOPH MO-CHIHH NpH
HecelleKTUBHUTE OeTa-GnoxepH.

Bera-6/10KepHTE MOTAT AOITBIHHTETHO 13 YBEIHEAT PHCKA OT TeXKa XHITOTIHKEMHA, KOTaTO C€
M3MIOM3BAT €AHOBPEMEHHO ChC CYJIGOHITY peHHH IPOM3IBOIHY, [MauuenTuTe ¢ Auaber TpsabBa na Opaar
CLBETBAHY 1@ CNIEAAT BHMMATE/THO HHBATa HA KpbBHATA 3axap (BX. TO'Ka 4.5).

MHOT0 pAAKO MOXe Jia C¢ BIOLIM ChUIECTBYBALNO YMCPEHO TEKKO HapyLIeHHE Ha AV-MPOBEKIAHETO
(koeTo Moske Oa fioeae A0 AV-6/IoK).

TleueuneTo ¢ GeTa-6a0KepH MOKE Ja BIIOLIHN JIEYEHHETO Ha aHaQHIAKTHYHA PEAKLIHA. JleueHnero c
aJipeHa/THH B HOPMaJIHY 03¢ He BHHArH BO/H 10 OUAKBAHWA TepanestideH edexT. Ako beramox 30K
Ce MpuIara Ha NauMeHT ¢ GpeoXpoMOLMTOM, TPAOBA Aa Ce UMa NPEN BAA NIEHCHHE C anda-6noxep.

[MalHeHTHTE ChC CHMITTOMaTHYHA ChpAeYHA HEAOCTATHIHOCT, BCNICACTBHE HA OCTRP MHOKApACH
uH(apKT H HecTabWIHA CTEHOKap/MA, Ca H3KIIIOUCHH OT NpOYBaHeTO, Ha Oa3aTa Ha KOETO €
0106peHo NMOKa3aHHEeTO ChpIeYHA HEAOCTATEYHOCT. 3aT0Ba CHOTHOIEHHETO
edeKTHBHOCT/G€30MaCHOCT 3 IEYEHHETO HA OCTBP MHOKApACH uH(AapKT, aCOLIMHPaH C TE3H
CBCTOSHUSA, He € JOKYMEHTHPaHO. [IpoTHBONOKasaHa € ynorpebara npu HecTabHITHa,
HEKOMIEHCHPAHa ChPIEYHA HEAOCTaTHhUHOCT (BX. TOUKA 4.3).

Bue3anHOTO CnupaHe Ha Gera-6okajara € ONacHo, 0CoGEHO TPH BHCOKOPHCKOBHTC aLKeHTH, H
MO3Ke J1a arpaBHpa XPOHUYHA ChPACHHA HEAOCTAaTbYHOCT, KaKTO H 11a MOBHILH pHCKa OT MHOKApICH
nH(ApKT H BHE3aNHA CMBPT. 3aTOBA BCAKO CIUPAHE HA Beranok 30K tpabea, ako € Bb3MOKHO, 1a C€
H3BBPIIBA IOCTENEHHO B MPOAB/DKEHHE Ha MOHE 1BE CEAMMLN, KaTo 103aTa Ce NMOHMKABA HaloJIOBHHA
¢ BCAKA CTBHIKA A0 KpaliHa 1033, Korato Tabnerka oT 25 mg ¢e NOHIKasa 10 NOT0BHH rabnerka.
Kpaiinata 103a TpAOBa Aa Ce AaBa 32 NIOHE UETHPH JIHH NPEAH CMIHPAHETO. AKO C€ NOABAT CUMIITOMH
Ha OTHeMaHe, ce NpenopbyBa no-0aBHO CHpaHe.




Axo e neo6xonumo Beranox 30K aa ce cripe npeAu XHPYpPruiHa HamMeca, ToBa TpaOBa Ja CTaHe NoHE
48 yaca MpefH HAMECATA, C HIKIIO4YEHHE Ha CIIELHAHH CilydaH Kato THPEOTOKCHKO3a 1

($eoXpOMOLIHTOM.

[Ipean XxupypruuHaTa HaMeca, aHeCTe3HONOrsT Tpabsa na Obae MHQOpMHUpaH, 4€ MALUEHTDT
nonyyasa Beranok 30K. He ce npenopbysa Aa Ce CMpa JIEYCHHETO ¢ GeTa-0noKep NMpH NAllHeHTH,
NOUVTOAEHH HA XUPYPruyHa Hameca.

Tpa6pa aa ce M3GArBAT HAYAIHH BHCOKH I03H METOMPOJIO ThH NaOMeHTH, OAIOKEHH Ha ONepaliHK
Pa3IMYHH OT ChPAEYHH, ThH KaTO TOBA BOJH 10 CpaaMKapAus, XHIOTOHHA 1 HHCYNT, BKIIIOUHUTETHO
daraneH U3XOA NpH NALMEHTH CBC CHPASTHOCHAOB PHCK.

Ipu nauueHTH Ha Geta-6nokep, aHaQHAAKTHYHHAT LIOK € C O-FOJIAMA TEKECT.

ToBa JIeKapCTBO ChABPXKA NMNO-MAIKO OT 1 mmol Hatpuii (23 mg) 3a eaHa TabneTka ¢ yABIKCHO
ocBOBOXKIABAHE, T.6 MOXE a C& KAXKE, YE MPAKTHUECKH HE ChIAbPKA HaTpHH.

4.5 PB3anMoJeiicTBHE ¢ APYTH JeKaPCTBEHH MPOAYKTH H APYTH ¢opmu Ha Biaumoaelicrene

Mertonponon e cyberpat 3a CYP2D6. JlekapcTsara, KOHTO uaxubupar CYP2D6, MoraT Ja BMaT
edeKT BBPXY ILTa3MEHHTE KOHLIEHTPALMH Ha METONPOJION. [TpuMepH 3a JIeKapeTBa, KOUTO HHXHOHpAT
CYP2D6 ca XMHUAMH, TepOuHa(HH, NTAPOKCETHH, PIYOKCETHH, CepTPAINH, LeneKokcHO, nponageHoH
u nudenxuapamun. Korato ce 3anoysa JISUCHHE C TC3H JICkapeTha, MoOXe fa € Heobxoaumo aa ce
OHIDKM 103aTa Ha Betanok 30K npu nauueHTH, NeKyBaHH Cbe beTanok 30K.

Tpabea da ce uzbazeam crednume xombunayuu ¢ bemanox 30K:
Hpouseodnu Ha 6apbumyposama KUCerura. BapOurypartute (M3caeaBaHoO 3a denobapburan) -
HHAYLMpPAT MeTA0ONH3MA Ha METONPONION 4pe3 SH3INMHA HHIYKIHA.

IIponagheron: 11pH NPHIOKEHHE HA nponaeHOH Ha YETHPUMA NAUMEHTH HA TEPaNHd ¢ METONpoiol,
[a3MEeHHUTE KOHLIEHTPAaLHH Ha METOMPOJIOS €A CC OBHLIHIIN 2-5 ITHTH ¥ ABaMa NAUHCHTH ca
NONYYHIH HEXENAHH Peakiy, THIHYHH 332 METOTIPOSION. BzauMoaeiicTBHETO ce 00ACHABA BEPOATHO
ot daxra, 4e nponadpeHoH, NoA0OHO HA XUHU/IKH, uHxu6upa MeTaboau3Ma Ha METOIPOJION Ype3
uutoxpom P450 2D6. KombunaumsTa BEpOATHO € TPYJIHA 33 KOHTPO, Thit KaTo Nponad)eHoH ChIOo
npuTexaBa GnoKupaly GeTa-peLenTOPHTE CBOMCTBA.

Bepanamun: B xoMbuHalms ¢ GJIOKHpa 6eTa-peLieITOPHUTE JeKapCcTRa (OMMCAHO 33 aTCHONO,
MPONPAHONOJ H THHAOJKOM), BepanaMuil MOxXe a IPHIHHA GpamuKapAuA ¥ MOHIKEHHE HAa KPBBHOTO
nanarase. Bepanamun u 6era-06nokepure KMaT AIUTHBHH HHXHOHTOPHH e(eKTH BEPXY AV-
MpoBeXaaHeTo H GyHKUMATA HA CHHYCOBHA BB3EN.

Crednume xombunayuu c Bemanox 30K mozam da nanazam npomenena Q03UpOBKA HA NEKAPCMBOMO.
Amuodapon: Enno chobienne Ha ciryyai npeanonara, ue nalMeHTHTE, JIeKyBaHH ¢ aMHOJApOH,
MOTaT Jia Pa3BUAT H3pa3cHa CHHYCHa OpanuKapAni, KoraTo eIHOBPEMEHHO C TOBA Ce JICKYBaT ©
METOMpONoN. AMHOZAPOK HMA H3BBHPEAHO ABITBI MOMYXHBOT (oxono 50 nHH), KOETO MpeAnonara, e
MOTaT @ HACTHIAT B3aHMOAEHCTBHA ABITO BpEME ClIEN CITHPaHeE Ha JIEKapCTBOTO.

Anmuapummusru cpedcmea, xnac I: Knac 1 aHTHapHTMHUIH 1 Gera-peLenTopHUTE ONIOKEPH HMAT
AXNTHBHM HETATHBHH HHOTPONHH eeKTH, KOeTO MOXKe 212 I0BEIE 10 TEXKKH XeMOAHHAMHUYHH
HesKeTaHH PeaKLHy NpY NallMeHTHTE ¢ yBpeAeHa ICBOKaMCpHa $yHKumsa. KomGuHamuaTa TpAOBa Na
ce m36arsa CuLIO NMpHY “cCHHAPOM Ha OOHHA CHHYCOB BB3eT” H MATONOrMYHO AV-NIpOBeXAaHe.
BiaumonelicTeuero e Hall-Ao0pe JOKYMEHTHPAHO 32 AU30ITHPaMMIL.

Hecmepoudnu npomugoss3nanumens/anmupeemamuysy cpedcmea: 3a HCIIBC-
[IPOTHBOBB3NATHTEHUTE € AOKA3AHO, 4e MPOTHBOAEHCTRBAT HA AHTUXHIICPTEH3HBHAS edext Ha Gera-




GirokepuTe. IIHpBOHAYATHO € H3CEXBAH HHAOMCTALIH. Toba B3auMoAcHcCTBHE HE HACTBIIBA CHC
cynuHaax. [ipoBefeHo € Npoy4BaHe 32 HEraTUBHO B3aMMOAECTBHE BBPXY AHINIO(DEHAK.

Tuzumanucosu 2nuxo3udu: JIUrHTATMCOBHTE INTHKO3NIH, 38EHO C GeTa-G110KepH, MOraT Aa YARDKAT
aTPHOBEHTPHKY1apHOTO MPOBeXaHe ¥ MOraT Aa HHAYLHPAT Opanukapaua.

Tugpenxudpamun: JudeHxuapaMuH noHmwxkasa (2,3 ITHTH) KIHPBHCA HA METOMPOJION 33 ada-
xugpokcumeronposon upes CYP 2D6 nipu xopata-Obp3u XuAoKcHNaTopy. EQEXTHTE Ha METONPO/ION
ca saciicHH. [udeHxuIpaMHH BEPOSTHO MOXKE 118 HHXHOMpA Metabonnama Ha Apyru cyOCTpaTH Ha
CYP 2D6.

TTunmuazem: JuntaieM u Oera-pelleNTOPHATE 6510KepH UMAT AAUTHBHA HHXHOKTOPHH e(eKTH BBPXY
AV-poBOAUMOCTTA H GYHKLMATAE HA CHHYCOBHA BB3ICIL. Ha6bmoaasa ce H3pa3¢Ha OpagHKapaHA
(chobiieHNns Ha CITy4aH) no BpeMe Ha KOMOMHUPAHO JICYCHHE C NHIITHA3ECM.

Enunegpun: ChilIECTBYBAT OKOJIO AECET CHOGLIEHUA 33 MTALIHEHTH, JIEKYBAHH C HECEJISKTHBHH OeTa-
peLernTopHH O10kepH (BITFOYHTEIHO MHHAO0N H pONpPaHOJION), KOWTO Pa3BHBAT H3pa3cHa
XHUTIepTOHHA M Opanyukapaus CiacH NPHIOKEHHE HA enunedpus (anpeHanuH). Te3n KIHHHYHH
HabMIONEHHA ce MOTBBPXKIABAT IIpY NPOYUBaHKA MPH 31PABH noGporonuy. [Ipennonara ce chilo, 1€
enuHedpUH B MECTHHTE AHECTETULM MOXe /ia MPOBOKHPA TE3H peakiluH Mpk WHTPaBa3aJHO
npuioxkeHue. PUCKBT BEPOATHO € NO-HHCHK NPH KaPAHOCCIICKTHBHUTC Gera-pelieIITOPHH ONOKEpH.

ODenunnponaronamun. PEHWINPONaHOJAMHH (HopedeaApHuH) B EAHHHYKRY J03H OT 50 mg Moxke A2
MOBHILH AMACTOAHOTO KPBHO HATATAHE A0 MATOJOTHYHY CTONHOCTY NPH 31paBy N0OpOBOALIA.
TTponpaHoMoN MO MPAaBHAO NPOTHBOREHCTBA HA MOBHIIICHHETO HA KPHBHOTO HanAraHe, HHAYLHUpaHO OT
perunnponaHonaMuH. bera-penenTopHUTE 6nokepH, oGaue, MOraT Ja MPOBOKHPAT NapaNOKCATHA
XMIIEPTEH3HBHH PEAKLHH NPH MALHUEHTH, KOHTO IPHEMAT BHCOKH 403U OT ¢eHunnponaHonaMuH. B
HAKOJKO CJYHaH c€ OfIMCBAT XUMEPTOHMYHH KPH3H T10 BpeME Ha JICHEHHE CaMo ¢
deHUInpONnaHoJIaMHH.

Xunudun: XUHAIMH MHXUOUpa MeTaboaH3Ma Ha METONPOJIO IPH Taka HApEHCHUTC OBp3n
XuapokcHaaropu (rosede or 90% OT HaCENCHHETO B [UBeuus), ¢ H3pa3eHO NOBHIICHH TUTA3MCHH HUBA
4, B PE3YJITAT Ha TOBA, 3aCUNEHA 6eTa-610kana. ChOTBETHO, B3aHMOACHCTBHE MOXKE 1a HACTBIIH ITPH
npyru Gera-GloKepH, KOHTO ¢& METaDONH3HPAT OT ChILHA CHIUM (uuroxpom P450 2D6).

Knonudun: XANepTOHUYHATA peaklys, KOTaTo BHE3AMHO C€ CIpe KNOHHIHH, MOXE /a Oonne
oTeHUMMpaHa ot 6era-Onokepure. Ako TpAOBa f1a ce NpeyCTaHOBH ChMBTCTBALIOTO JIEUEHHE C
KJIOHUIMH, GeTa-OnokepsT TpAGBa Aa ce CIpe HAKOIKO AHH NPEaH KIOHHAMH.

Pugpamnuyun: PuGaMnMLME MOXKE 13 HHAYLMPA meTaGonn3aMa Ha METOIPOJION, KOSTO BOIH 10
[OHIDKEHU TJ1a3MEHH HHBA.

[ManmeHTHTE, MOMYYABALLM CBITHTCTBAILO JICUEHHE C ADYTH Gera-Onokepd (Hanp. Kanky 3a 04H) WiH
MAO-uuxu6uTopH, Tpabea na GbIar noa cTporo HabmoneH#e. I[Ipy naumMeHTHTE, MONyYapalli
repanus ¢ Gera-peuentopHy 610KepH, WHXaNALHOHHHTE AaHCCTETHLIM 3aCHILBAT KapaHOACPECHBHHA
eexT.

AHTHANA0ETHH CPEACTBa H HHCYJIMH

Bera-6/10KkepHTe MOTAT A4 NOBIHAAT HA HOPMATHHA XEMOARHAMHYICH OTrOBOP HA xunornankemus. [1pn
NauyesTH ¢ AUader, KOUTO U3MOA3BAT MHCYIMH, ICUCHHETO C Geta-610KepH MOXKe Ja Oblie CBBp3aHo ¢
NOBUILIEHA WK NPOABLIDKHTENHA Xunornukemas. Heo6xonuMo € peioBHO NMPOCNEAABAHE Ha HHBATA HA
KpbBHATA 3axap. CHIIBTCTBAINATA YI0Tpea Ha GeTa-6nokepH ChC CyMPOHKUAYPEHHH NPOH3IBOJHH
MOJKeE f1a TIOBMIIM PUCKA OT TEXKa XHIOrAMKEeMHUA (BXK. TOYKA 4.4).

Moske 1a e HeoGX0oauMO 112 C€ KOPHIHpaT NO3HPOBKHTE HA NEPOPATHHTE aHTHIHAOEeTHM CPEACTBA NPH
MalHeHTHTe, ToNydaBauy 6eta-Gnokepn (BK. Touka 4.4).




IL1a3MeHaTa KOHLEHTPALMs Ha METOMPOJION MOXe JIa C€ MOBHIIH, KOraTo ce npuiara €AHOBPEMEHHO ¢
LIMMETUAHH WK XHIpala3HH.

4.6 @epruantert, lpeMEeHHOCT H KbPMEHE

bpeMeHHOCT
Beranok 30K He Tpabsa za ce gaBa no BpeMe Ha OpeMEHHOCT H KbPMEHE, OCBCH KOraTo yrnorpebara

My ce MpelIeHH KaTo KaTeropu4Ho Heobxonuma. Karo usno, Heta-6noxepHUTE NMOHMKABAT
[UTALICHTApHATA Nepdy3us, KOeTO e aCOLMHKpa ChC 3abaBAHE Ha PacTexka, HHTpayTEPHHHA CMBPT,
abopt U MpexacBpeMenHo paxcpane. [opanyu TasH NPHIHHA, Ce PETIOPHIBA MPOBEXKAHETO HA
MOAXOAAILO MaTepHOdETaIHO MOHHTOpHpPaHe NpH OPEMEHHH XKEHH, JIEKYBaHH C METOTIPONION. Bera-
peLieNTOPHKTE GIOKEPH MOraT 1a NIPHYMHAT OpannKapansd Ha deTyca B Ha HOBOPOAEHOTO., ToBa
TpaGBa Ja ce MMA IIPEABUL, AKO TE3H JIEKAPCTBA CE NIPSANHCBAT B NOCNCAHAA TPUMECTHD W BBE BPb3Ka
¢ paxaaneTo. Beranox 30K Tpabpa aa ce cmpa MOCTENCHHO 48-72 yaca npeaH ILTaHHPAHOTO
paxziaHe. AKO TOBa HE € Bb3MOXHO, HOBOPOICHOTO Tpa6Ba Aa ce mpocienisa 3a 48-72 4aca cnen
paXKAAHETO 3a NPH3HALIM H CUMIITOMH Ha feta-6nokana (Hanp. ChpACHHH H OenonpoOHH
YCIOXKHEHHH).

KopMeHe
Mertonponon ce KOHUEHTPHPA B YOBE1IKATa KbPMa B KOJTHICCTBO, KOeTO ChOTBETCTBA Ha

NpUONH3MTENHO TPH ITHTH KOJTHYECTBOTO, KOCTO CC OTKPHBA B [LTA3MATA HA Matikata. PUCKBT 3a
BPCAHH PEAKLMH M0 OTHOILCHHE Ha KbPMAUETO HIIMIEXKA € HHCHK NPH TEpaneBTHIHH 103K Ha
nexapcteoTo. KEpMeHoTO nere obaye TpsOBa na ce HabmI0aBa 3a npu3HauM Ha Gera biokana.

47 EdexTn Bopxy ¢nocoGHocTTa 32 Wodupane n padora ¢ MAIHHAH

Tait kato npH neueHuero ¢ Beranokx 30K morat aa HACTBILAT 3aMasHOCT ¥ YMOPA, TOBA TpaGBa na ce
uMa IpeBH, KoraTo € HeoOXONKMO roaMO BHHMaHHE, HaNpHMED MpH modupase 1 pabora C
MAaLlHHH.

4.8 HexenaHu JeKapcTBEHH PEAKIHH

Meronposon € ¢ 106pa NOHOCHMOCT M HEXENaHHTE PEaKLuH No NPaBHIIO €4 JIEKH H obpaTuMH.
Crnexuute CHOMTHA ce ChOOINABAT KATO HEXENAHH PEAKLH NIPH KIIMHHYHHTE NPpOoYYBaHHA HITH TTPH
pyTHHHATa ynotpeba, riaBHo NpH ynorpeba Ha KOHBEHIHOHANICH METOMNPOON (MeTornpononos
Taprapat). B MHOrO CiTysaH He ¢ YCTAHOBEHA BPB3Ka C JICYCHHETO ¢ METONIPOAOJL.

[To 4ecTOTa HA Pa3BUTHE HEXEAHUTE PEakIiM| ca IPyNMpalH kaTo; MHOro 4ecTH (>_10 %), yectn (1-
9.9 %), neuectu (0,1-0,9 %), penxu (0,01-0,09 %) 1 MHOTO penkH (< 0,01 %).

CupoeuHo-cv008a cucmema

YecTn: Bpaaukapans, NOCTypaiHH HapyLIeHus (MHOIO PAIKO CBC CHHKOI), CTYACHH U1aHM H
XOAUNA, MaJIUTALHH.

Heuectu: Brnolapase Ha CHMITTOMHTE Ha ChpACYHATa HEAOCTATHYHOCT, KapAHOTCHEH HIOK TIpH
MaIMEHTH C OCTbP MHOKApieH HHPapKT *, copaedeH OioK MspBa CTEMNeH, 0TOK,
npexkopaHanHa bonka.

Penky. IpoBoaHH HapylUEHUA HE ChPLETO, ChPACHHH aPHTMHH.

Muoro peaxy: 'aHrpeHa npH NauMeHTH ¢ NPeaXOoKAALM TEKKH HApYILICHHA Ha nepudepHOTO
KpbBOOOPBILEHHE.

*[TosuiueHa YecTota or 0,4 % B CpaBHEHHE C Maauedo NpH eAHO Npoy*iBaHe Ha 46 000 mauneHTH C
OCTHp MHOKapAeH HH}APKT, KBAETO YECTOTATa HA KAPUOr€HEH MIOK 2,3 % B rpynara Ha
metonponola H 1,9 % B miaueGo rpynata Mpy NOArPYnaTa NAUMEHTH ¢ HUCEK HHACKC 33 PHCK O1
niok. MHAEKCHT 32 PHCK OT ILOK C& 0CHOBaBa Ha a0COMIOTHHA PHCK OT LIOK IIPH BCEKH OTACICH
NaLMEeHT, IT0Jy4eH Bh3 OCHOBA Ha BB3pacTTa, 110114, 3a6apsHeTo BbB BpemeTo, kiaca no Killip,
KPBBHOTO HANATAHE, ChPACYHATA YeCTOTa, NaTONOrHYHUTE EKI" npoMeHH 4 NpeaXoXaamara




aHaMHe3a 3a XUnepToHud, I'pynara naiueHTy ¢ HHChK HHICKC 3a PHCK OT WIOK ChOTBETCTBA HA
NALKEHTHTE, TIPH KOMTO METOMPOJION CE MPEnopbyYBa 3a ynorpeba npH oCTbp MHOKAapACH HHQApPKT.

I{enmpanna nepena cucmema

MHoro yectu: YMopa.

YecTH: 3aManHOCT, raBobonue,
HeuecTH: [TapecTesnu, MyCKYJTHH KpaMIlH.

CmomawHo-upeetu

YecTH: Canene, kopeMHa Hoka, AUapui, 3amex.
Heuectu: [ToBppluaHE.

Penku: CyxoTta B ycTara.

Xemamono2uunu

MHuoro penxu: TpoMOOLUTONEHH .

Yeprodpobru
Penkn: [TaTonoruYyHy OTKROHEHHA HA YepHOAPOOHHTE QYHKIMOHAIHH [TOKa3aTe/lH,

MHOro penku: XemnaTHT.

Memabonuzem
HevecTH: HannasaHe Ha TEIO.

Mycxynuo-cxenemuu
MHoro penku: ApPTpairus.

Ilcuxuampuunu

Heuecrn: Jenpecus, HapyIeHa CocoGHOCT 32 KOHLEHTPHPaHe, COMHOJICHTHOCT WM 0€3ChHME,
KOILIMApHH ChHUILA.

Penxu: HepBHOCT, TPEBOXHOCT, HMIIOTEHTEHTHOCT/TIONOBA AUC]YHKLIHA.

MHoro peaxu: AMHe3us/HapylleHHs Ha namerTa, 00bpKaHOCT, XaIOLHHALIHH.

Pecnupamopnu

YectH: JlMcnHes NMpH YCHIHA.
Heuecrtu: bporxocna3ieM.
Penxu: PHHHT.

Cemuenu opzanu
Penxu: HapyileHns Ha BIDKAAHETO, CYXH WHIH pa3JpasHEHH 09H, KOHFOHKTHBHT.
MHoro peaxHs: THHHTYC, HApYIIEHHA HA BKYCa.

Kooxca

Heuectn: O6puB (nox Gopmara Ha NCOPUATHIHA YPTHKAPH H AMCTPOGHIHH KOXKHH JIE3HH),
3aCHJICHO MOTEHE.

Peaku: OmnielinBABaHeE.

MHoro peaku: Peakuuu Ha QOTOMYBCTBHTEHOCT, arpaBUpaH NCOpPHA3HMC.

Crof1iaBaHe HA MOJOZHPAHK HEXKEJAHH PEAKIHH
C106mAaBAHETO HA NOAO3HPaHH HEXENAHH peakLiMH clell paspeliaBaHe 32 ynorpeba Ha NeKapCTBEHHS
npoayKT e BaxkHo. ToBa 1n03B0/IBA Ja MPOXBDKH HabMIOAEHHETO HA CHOTHOEHHETO NONI3a/PUCK 32




nexkapcTBeHHA NpoAyKT. OT MEIHLHMHCKHTE CIIELHAIUCTH CE H3HCKBA J1a Cho0IIaBaT BCAKa
MOoAO3HpaHa HeXeNaHa peakua O0:

bbarapus

M3menHUTETHA areHuus no neKapeTnara
yn. ,,JJamaH ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417
yebcaiit: www.bda.bg

4.9 IlIpenosnpane

Cumnmomu
CHMITOMH Ha NMpeo3HpaHe MOrarT a BKJIOYBAT XHIIOTOHHA, ChbpAeYHa HCAOCTATHYHOCT,
6panukapana ¥ OpaavapuTMHA, CBPICYHH NMPOBOJHH HAPYIUCHHA H OPOHXOCMA3bM.

CrpAIeYHO-CHA0OBATA CHMIITOMATHKA € Hali-BaXKHa, HO B HAKOH CRy4aH, 0CoOeHO MpH Aelia H Many
UHAHBHOH, CHMITOMMTE OT cTpaHa Ha IJHC u noTuckaHeTo HAa AHLIAHETO MOraT Aa JOMHHHDAT.

I[Todxo0 npu npedozupane
Tpsa6Ba Aa ce Okaxe rpika 3a IalkeHTa Ha MACTO, KBAETO MOXKE Aa C€ OCUTYPAT MOAXOAAUIH MEPKH

3a MOATIOMaraHe, HabmoaeHne U HAA30p.
AKO e OnpaBJaHo, MOXKE 1a Ce H3IBBPIIHM CTOMANIHA POMHBKA H/WIH g C€ MPHIOKH aKTHBEH BBIJICH.

3a neueHue Ha OpaaHKapaHs M MPOBOJAHM HAPYLUEHHS MOXE Aa Ce MPHJIOKH aTPOIHH,
aipeHOCTHMYNHpALLH leKapcTea iy nefcmeliksp.

XMnoToHus, 0CTPa ChpAeiHa HEAOCTATHYHOCT M LIOK MOTAT Aa 6bIaT NeKyBaH! Ype3 NOIXOALLIO
yBeHucHue Ha ofeMa, HIDKEKTHPaHe Ha FIIIOKaroH (ako € Heo0XoauMo, DocneaABaHo oOT
HHTpaBeHO3Ha HH(}Y3H1A Ha MTIOKArOH), HHTPABEHO3HO NMPHIOKEHHE HA aAPCHOCTHMYIHPALLH
neKapcTsa, KaTo 1o6yTaMHH, C ai-peLenTOPHH aroHHCTH, N00aBeHH NPH HATHYHE Ha Ba3OAWIATALHA,
CHINO TaKa, MOXeE Aa Ce MPIIoKaT HHTPaBeHO3HO KanuuesH Houn (Ca’*).

O6HKHOBEHO OpPOHXOCTIA3BMBT € 00paTHM, aK0 Ce NMPUIOKAT OPOHXONWIATATOPH.

5. @APMAKOJOIrNMYHH CBOHUCTBA

5.1 QapMakoAHHAMHYHH CBOHCTBA

dapmakorepanesTuyHa rpyna: Bera-peuenropen 6nokep, cenexruseH; ATC kon: CO7A B02

MexaHu3pM_Ha JeUCTBHE
Metonponon e 6era;-CeNneKTHBEH pelienTopeH Onokep, T.€. METONPOJIO/ NOBINABA OeTa-peLenTpouTe

Ha CHPLIETO B MO-HUCKH J03H OT HEOOXOIUMHTE, 3a Aa C& NOBIUAAT OeTaz-peLieNTOPHTE B
nepudepHuTe CBAOBE ¥ Oponxute. CenektuBHocTTa Ha beranok 30K e no303aBUCHMAa, HO THHA KaTo
NUKOBATA IIa3MeHa KOHLIEHTpalka 3a Ta3y fopMa Ha AO3UPOBKA € 3HAYHTENHO NT0-HUCKA, B
CpaBHEHHE CbC ChLIATA 1033, JaBaHa KaTo OOMKHOBEHH TabNeTKH, C€ MOCTHIA NO-BHCOKA CTCNEH HA
0eTa)-CeNleKTHBHOCT € JiekapcTBeHaTa ¢opma.

MeTomposioN He NPHTEkKaBa HUKaKLB GeTa-CTHMYMupall edekT U HMa ciab MeMOpaHO-CTHMYTHPAILLl
edexT. Bera-peuenTopHuTe GI0KEpH HMAT OTPHLATENTHH HHOTPOMEH H XPOHOTPOIICH edeKT.




dapMaxoJHHAMHYHH €DeKTH, U KINHHYHA ePUKacHOCT ¥ Ge3onacHoCT

TepamusTa ¢ MeTorponon orcnadbpa edekra Ha KATEX0aMUHHTE NPH QPU3NYECKO U NCUXUUECKO
HATOBApBaHe, H J1aBa NMO-HUCKH ChPJEYHA YECTOTa, ChpAedeHd AeOUT 1 KpbBHO Hansarase. [Ipu
CTPECOBH CUTYALMH C MOBHUILEHO OCBOOOKIaBaHe Ha apeHanUH 0T HaOIOBOpeYHUTE XIIe3H,
METONPOAOS He NIPEBEHTHPa HOpMAIIHATa (H3HOJNIOTHYHA CBAOBA AWIaTauMA. B TepaneBTHYHH JO3H,
METONpONoJ UMa No-ciad KOHTPaKTIWIEH edexT BhpXy OpOHXHAIHATA MYCKYJIaTypa OT
HecenekTHBHHTE OeTa-Onokepu. Toea cBOHCTBO MO3BONABA IeUeHHe Ha MalLMeHTH ¢ OpoHXHanHa
acTMa WIH APYTH H3pa3zeHH oOCTpYKTHBHH OenoapoOHH 2abonsBaHusA ¢ METOMPOoN B KOMOHHAaLINA ¢
Oera;-peuenToOpHH CTUMYNAHTH. MeTONpOoa NOBNUABA 0CBOO0XKAABAHETO HA UHCYIHHA H
BBIIIEXHAPATHATA OOMAHA B 0-MAJIKa CTENEH OT HeceneKTHBHHTE OeTa-0nokepH, H 3aToBa TOH MOXe
Aa c¢ AaBa ChIUO Ha MAaUWSHTH CbC 3axapeH auaber. ChpAeuHO-CbAOBATA PeaKUUs NpU
XMITOTJIMKEMHA, HAlIpHMEP TAXHKAPDAHUR C€ MOBIHABA B II0-MANKA CTEIECH OT METOIIPOJION H BPBIIAHETO
Ha KPbBHO3AXaPHOTO HHBO A0 HOPMAMHOTO € No-0Bp30, OTKOIKOTO 32 HeceleKTUBHUTE Oerta-
peLenTopHH OJIOKEPH.

[Ipu xunepronns, beranok 30K noHMxaBa KPBBHOTO HANATAHE 3HAYHTEHO 3a NoBeye oT 24 yaca,
KAKTO B JIerHano, Taka U B U3NPABEHO MONOXKEHHE, a ChIUO H N0 BpeMe Ha pusuuecku ycunua, [1pu
NeYeHHe ¢ METONPOJION, ITbPBOHAYAMHO ¢e Ha0noAapa NOBUIICHHE Ha NepH(EpHATA CHLAOBA
pe3UCTeHTHOCT. [IpH TLArOCPOUYHO JeyeHUEe, 00aUe, OMYYEHOTO NOHIDKEHUE B KPBBHOTO HAJTATAHE
MOXeE Ja C€ TBJDKHM Ha MOHIDKEHAaTa NepudepHa ChA0Ba PE3UCTERTHOCT U HEMPOMEHEHHA ChpICYeH
aebur. [Ipn MBKE C YMEPEHO TEKKA/TEKKA XMIICPTOHHS, METOMNPOJION MOHIDKAaRA PUCKa OT CHPACYHO-
¢BAO0BA CMBPT. He ce Habmopasar HapyweHHA Ha CEKTPONMTHHA OanaHc.

Edext npy XxpoHHYHA CHPACYHA HEAOCTATHYHOCT: [IpH npoyyuBaHeTo BBPXY NPEKUBICMOCTTA
MERIT-HF, sxumousano 3 991 nauueHTH Che chpaeuHa HegocTaTbuHOCT (N YHA 1I-IV) » nonmxeHa
¢paxuua Ha n3Tnacksaxe (< 0,40), 3a beranok 30K ¢ nokasaHo, ye yabpmkapa NnpexxUBieMOCTTa H
noHwkaea Opod Ha Xxocnuranu3auuuTe. [Ipy ALArOCPOYHO NeyeHKe, MALMEHTHTE NOTyvasar obm1o
nogobpenne Ha cuMnromure {knac cnopen Hioliopkckara cepaeusa acouunauus 1 Ckop 3a odma
OLICHKA Ha JICYCHHETO).

OcBeH TOBa € J0Ka3aHO, 4Ye¢ TepanusaTa ¢ beranok 30K nosrmasa ¢ppakuuara Ha U3TIACKBAHE W
MOBWKABA KpallHUTE CHCTOIHHU M AHACTO/IHH JICBOKaMEPHH 00eMHU,

[Ipu TaxMapuT™MHi, eDEKTHT OT NOBHIICHATA CHMIIATHKOJIMTHYHA AKTHBHOCT ce OJIOKHpa H TOBa BOAHX
J0 MO-HUCKA CHPACUHE YECTOTa, OCHOBHO YPE3 NOHIDKCHATA aBTOMATU3ALMA Ha NCACMENKBPHUTE
KJIETKH, HO CBILO H YPe3 YARDKCHOTO CYINPaBEeHTPUKYJIAPHO IPOBOAHO BpeMe. Meronposion
NOHIXABa PUCKa OT MOBTOPEH HHPApPKT U ChbpAcUHa CMBPT, 0CODEHO BHE3ANHa CMBPT CIIE]
MHUOKApIeH HHPapKT.

[TeauarpuyHa nonyaalus
[Ipu 144 nexyaTpyyHH MALMEHTH (HA BB3PAcT OT 6 A0 16 roaAMHM), NpeIUMHO C eCeHLHATHA

XHMNEPTOHHA, B €aHO 4-ceaMHUIHO nMpoyuBaHe, beranok 30K, noHMxkaBa CHCTONMHOTO APTEPHATHO
Hanarade ¢ 5,2 mmHg 3a n03a or 0,2 mg/kg (p=0,145); 7,7 mmHg 3a no3a or 1,0 mg/kg (p=0,027) u
6,3 mmHg 3a no3a ot 2,0 mg/kg (p=0,049), ¢ makcumanuo 200 mg/nueBHo, B cpasHeHue ¢ 1,9 mmHg
3a rialebo. 3a AHACTONHOTO APTEPHATHO HAIAraHEe TOBA NOHIKEHUE € OUo, ChOTBETHO, 3,1
(p=0,655), 4,9 (p=0,280); 7,5 (p=0,017) 1 2,1 mmHg. He ce HabnronasaT HUKAKBH ABHH pa3lHKH B
NOHIDKEHHETO Ha apTEPHANIHOTO HANATAHEe, Bb3 OCHOBA HA BB3pacCT, craauit no TaHep H pacoBa
NPHHAILIEIKHOCT.

5.2 @apMaAaKOKHHeTHYHH cBoOlicTBa

Tabnerkara ¢ yabmkeHo 0cBOOOxkAaBaHe beranok 30K ce ¢bCTOH OT EHKANCYIRpAHH MUKpocdepH oT
METOIIPOJIONOB CYKLIMHAT H BCesika cepa NpeacTasisBa OTACNHA Aene eAMHMLIA. Besaka chepa e
MOKpHTA C NONUMEpHa MeMOpaHa, KOATO KOHTPOIUpa CKOPOCTTa HAa 0cB0o00MaaBaHe Ha IEKAPCTBOTO.




Tabnerxara ce pasnana 65p30 B KOHTAKT C TEYHOCT, NMPH KOETO cdepuTe ce AUCTIEPrHpaT BbpXy
roJISIMa MOBBbPXHOCT B CTOMAILHO-4YpeBHUA TpakT. OcBo6ojxAaBaHeTO € He3aBHCHMO oT PH Ha
OKOJIHATA TEYHOCT M MIPOTHYA C MOYTH KOHCTAHTA CKOPOCT 3a okos1o 20 yaca. JlekapcTBeHaTa ¢popma
Ha JO3HPOBKA OCHI'YpABa paBHOMEPHA IU1a3MeHa KOHLUEHTpalMs ¥ NPOIL/DKHTENHOCT Ha edekra Hax
24 yaca.

A6copbuus
Meronponon CR/ZOK ce aGcop6upa HAITBJIHO CieZ NepopanHo npuwioxenue. Iopan 3HAUHTEIHHA

edexT Ha ITBPBOTO NMPEMHHABAHE, CHCTEMHATa OHOHATMYHOCT HA METOMNPONON OT €AHOKpaTHA
MepopanHa J03a e npubnusuTenHo 50 %. CBBP3BaHETO HAa METOMPONION C IUTA3MEHUTE OENTHLH e
HHUCKO M e npubmu3uTtenHo 5-10 %.

buoTpancdopMauns

MeTonponol c¢ NoAJIara Ha OKCHAATHREH MeTaGoNH3sM B YepHis apob, ocHoBHO oT CYP 2D6
n3oeH3nma. MaoenrndHiupnapanu ca Tpu OCHOBHHM MeTa00NKTa, BRNPEKH Y€ HUTO €HH OT TAX HE
npuTexasa B-6nokupalll ePeKkT ¢ KIHHHYHO 3HAYCHHE.

EJUMMHHHpAHE

ITo mpaBwio, noeede oT 95 % OT nepopanHara Jo3a MOXe 1a e OTKpHe B ypHHaTa. Okono 5 % oT
NPHIIOKEHATA [03a CE EeKCKpPeTHpaT B YPHHATa B HENPOMEHEHa QopMa, KaTo B OTASTHH CTy4aH TOBA
yneao Hapactsa a0 30 %. EnMMHHAUMOHHHMAT NOY»XMBOT Ha METOTIPOJION B ITA3MATa € CPEeAHO

3,5 uaca (xpaiinu crofiHocTH: 1 M 9 uaca). ToTaTHUAT KIHPBHC € npubnusuTenHo 1 /min.

Xopara B cTAp4ecKa BB3pacT He MOKA3BaT HUKAKBK 3HAYMMH [IPOMEHH BbB (apMaKOKMHETHKATa Ha
METOTIPOJION, B CPABHEHHE € MO-MJIaaH xopa. CHcTeMHaTa OMOHAIHYHOCT H STHMHHMPAHETO Ha
METOTIPOJION ¢a HEMPOMEHEHH NPH NalKeHTH ¢ noHHxeHa 6s6peuna gyHxuus. Exckpeuuara Ha
MeTaGoHTH o0aue e MOHWKEeHa. 3HaYNTEIHO HaTpynBaHe Ha MeTaboIHTH ce HabmoAaBa nmpH
nanueHTH ¢ roMepynHa gurrpamus (I'®) noa 5 m/min. Tosa HaTpynsaxHe Ha MeTaboONHTH 00aue He
3aciiBa Oera-bnokanara.

JInHeKHOCT/HENTUHEHHOCT

DapMakOXHHETHKATA Ha METONPOJION Ce MOBIHABA MHHHMAITHO OT NIOHIKEHATA YEPHOAPOOHA
dyHkuna. Benpeky ToBa, o6aye, NpH NALHEHTH C TEKKA 4epHOAPOOHa LHpo3a H NMOPTOKABANEH LUIBHT
OMOHANMYHOCTTA H2 METONPOJIOJ MOXE A C¢ MOBUIIH H OOINUAT KIWPBHC MOXKE J1a € TOHIDKEH.
MauseHTHTE C MOPTOKABATHA aHACTOMO3a MMaT 0611 KIMpBHC oT npubausurenHo 0,3 Vmin 1 niomra
MO KpUBaTa Ha KOHLIEHTpalusATa BsB BpeMeTo (AUC) e C5C CTOHHOCTH 10 6 ITBTH NTO-BHCOKY,
OTKOJKOTO TIPH 37paBH JIMLA.

(hapMaKOKHHETHUHHUAT NPoPuI Ha METOIPOJION NPH NEAHATPHYHH NAUHCHTH C XUIIEPTOHHA HA
BB3pacT 6-17 ronuHH, € CX0AEH ¢ (papMaKOKHHETHKATa, MPEAXOAHO ONKCaHAa NPH BH3PACTHH.
[pusuauuaT nepopanex kKnupbHC (CL/F) Ha MeTONPO/ION C€ NOBHILABA IHHEHHO C TENIECHOTO TErNIO.

5.3 TIlpeaKIHHHYHH ZaHHH 38 0€30MACHOCT

MeTonpo1o € u3cieapaH IHPOKO B KNIHHHYHH YCI0BHA. BaxkHa 3a NpeArIHCBAlLHA HHGOpMaLHA
MOXe€ Ja ¢ OTKpHE B APYrH YyacTH Ha KpaTkara XapakTepuCcTHKa Ha NPOAYKTA.

6. ©OAPMAIEBTHYHH JAHHH

6.1 CrnuchK HA NOMOIUHHTE BelUleCTBA




ETwinenynosa, XHAPOKCHIIPONUN LETy03a, XHNPOMEeNo3a, MUKPOKPHCTANIHA LTy 03a, napagHH,
makporo, 6e3BoleH HEKONIOHIEH CHIULIMEB JHOKCHI, HATPHEB CTeapuil QyMapaT ¥ THTaHOB AHOKCHL
(E 171).

6.2 HecrBMeCTHMOCTH

HenpwioxuMo.

6.3 Cpok Ha rogHocT

3 rogMHH,

6.4 CneuHaJHH YGJIOBHS HA ChbXPaHEeHHE

Ha ce cpxpanasa rnog 30°C.

6.5 BuaH cpaAbLPKAHHE HA ONAKOBKATA

dnakox oM NOAUEMUNEH C GUCOKA RIBMHOCIM ¢ ROAUNPONUAEHOBA KANAYKA.
30 TabneTkH ¢ yanbkeHo ocBoboxaasane, 100 mg.

Brucmepu om PVC/PVDC/Al unu om PVC/AL
28 TabneTky ¢ yaBIKeHo ocBofoxkaasane, 100 mg.

6.6 CrneudaaHH Npeana3sHH MEPKH NPH H3IXBLPJASHE H padoTa

HenpunoxHumMo.
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