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KPATKA XAPAKTEPHCTHKA HA ITIPOJYKTA 24,02 200

HME HA JIEKAPCTBEHHS IPOAYKT

Erunok 25 mg Tabnetkn
Erunok 50 mg Tabnetku
Erunok 100 mg tabnetku

Egilok 25 mg tablets
Egilok 50 mg tablets
Egilok 100 mg tablets

KAYECTBEH H KOJIHYECTBEH ChCTAB

AKTHBHO BELIIECTBO:
25 mg, 50 mg unu 100 mg MeTonposonos Taprapar /metoprolol tartrate/ BbB BeAka TabneTka.

3a MbJIHKA CIIUCHK Ha IIOMOIIHKMTE BELECTBA, BHXKTE TOYKa 6.1.

JJEKAPCTBEHA ®OPMA

Tabnetka.

25 mg: Benu win noutH 6enu, 6e3 UK novTH 6e3 MUPHC, KPBIJIH, JBOAHOH3NEKHAIIH, IETHMH
TabNeTKH ¢ /iBe KPECTOCAHHU JIENIMTENIHY YePTH 3a pasjielisHe Ha YETBLPTHHKH OT €/IHaTa CTpaHa U
Mapkupanu ¢ Haanuc “E” u “435” ot npyrara ctpaHa.

PazzenurenHata JIMHKA € caMo 3a Jia 0b/IeK4H pa3uynBaHeTo Ha Tab/ieTKaTa 3a y/eCHABAHE Ha
TBJITAHETO, @ He 32 Jia Ob/ie pa3/ieNieHa Ha paBHH 03H.

50 mg: Benn wnu noutH 6enu, 6e3 UK MoYTH 6€3 MUPUC, KPBIIIH, ABOHHOH3IBKHAIH, JIETHAMH
TabNeTKH C AeuTeNHA YepTa 3a pa3/ie/isHe Ha NOJOBMHKH OT eHaTa CTpaHa U MapKHpaHH ¢
Haanuc “E” u “434” or mpyrara cTpaHa.

Pa3penurenHara TMHHA € CaMo 3a a o0JeK4YH pa3yynBaHeTo Ha TabneTkaTa 3a y/leCHSIBaHE Ha
I'bJITAHETO, @ He 3a Ja O'b/le pa3/eneHa Ha paBHU J103H.

100 mg: Benu unu moutu Genm, 63 WM MOUTH 63 MUPHC, KPBIJIH, JBOHHOH3ITBKHAIIH, CBC
CKOCEHH BIJIH, ASTHMH TaOJIETKH ¢ IeNHTe/IHA YepTa 3a pas/ielisHe Ha MOJIOBHHKH OT €/JHaTa
cTpaHa ¥ Mapkupanu ¢ Haamuc “E” u “432” ot apyrara cTpaHa.

Pa3nenuTenHara NTHHMA € camo 3a Ja 00neK4n pa34ynBaHeTo Ha TableTkara 3a yJecHsBaHe Ha
I'BJITAHETO, a He 3a Ja Ob/ie pa3jesieHa Ha paBHH JIO3H.
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Tepanes”m-mu NMOKa3aHHA

* JleueHue Ha XHIIEPTOHHA, CAMOCTOATEIHC HITH TIPH AeodX0AUMOCT B KoMOUHALINA © APYTH
AHTHXHIIEPTCH3IHBHHU JICKapCTBa, HAMANABAHE HAa KapAHOBACKY MapHaTa H KOpOHapHaTa
CMBPTHOCT (BKJI}O‘-IHTCJIHO BHE3aIrHa CM’hpT) TIIPR XHIEPTCH3IHBHH NMaleHTH.

»  CreHokapaua. ToBa NeKapcTBO MOXKe 1 ¢e MPHIara Karo MOHOTEPANHA MIH B KoMOHHAuMA ¢
JpYTr AHTHCTEHOKAp/IeH JIeKapCcTBEH MPOIYKT.

» Togabpxallo JeYeHHe ¢ e BTOPHTHA MPodHIaKTHKA IPH CRCTOAHMA ¢l1el HHGApKT Ha
MHOK&pAa.

»  Cepaeuna apuTMAA (CHHYCORA TAXHKApAUA, HAJKAMEPHA TAXHKapIHdA, KAMepHa
EKCTPACUCTONHA).

*  XHnmepTApeOHMAH3IbM {32 MOHHKABaHe Ha CHPACYHATA JECTOTa).
+  IlpodunaxTrxa Ha MEMPEHOIHNTE NPHCTHIIM.

+  DYHKUMOHAIHH Pa3CTPOICTEA Ha ChPeYHATA AeMHOCT, ¢ MANMHTALMH.

J03HpOBKA H HAYHH HA NPHAGKEHHE

EOSH POBKa

Jlo3aTa ce onpenens MocTeNneHHo ¢ HHAHBMAYAHO THTPUPaHe ¢ Lien n36ArBane NpeaH3BHKBAHETO
Ha eKclecHBHa Opanukapus.

IlpemopnuaHnTE AO3H Ca KaKTO CAeIBa:

Xunepmonua:

Ilpu neka u yMepeHa XHIIEPTOHUA IPENCPLUBAHATA HadallHa 1034 ¢ 25-50 mg NBa IeTH IHEBHO
(cyTpuH 1 Bedep). IIpu HeoGxoAMMOCT AHEBHATA JI03a MOXKE NIOCTENeHHO Aa Obe yBeIHIeHa A0 2
x 100 mg unm aa ce IPUNOKAT APYTH AHTUXHIIEPTEH3UBHH JIEKAPCTBa B KOMOHHAIMA.

Cmenoxapous:

INpenopruBanaTa HavanHa Ao3a e 25-50 mg Apa Ao TpH IBTH AHEBHO, KoATo HA GazaTa Ha
KIHHKYHHA OTIOBOP Ha NANHEHTA, MOXe Aa §bAe yeenuueHa Ao 200 mg AHEBHO HITH B
KOMGHHAIHA ¢ JPYTH AHTHCTEHOKAPAHH NEKAPCTBA.

Hoddvpocano aedenue cned npexapan UHGAPKM HA MUOKAPOA:
IpenopbyanaTa norspKamma go3a e 50-100 mg apa me1H JHEBHO (CYTPHH B BEYEp).

Apummus;

Hawannara go3a e 25-50 mg ABa WiIH TpH MeTH AHcBHO. [1pr HeoOXoaMMOCT AHEBHATA 1032 MOKE
MOCTEeNeHHo aa O6ae yeemuuena ao 200 mg unu aa 6bae NpuioKena KoMOMHAIHA ¢ APYTH
aHTHAPHATMHYHH JIeKapcTRA,

Xunepmupecudosa:
IlpenopsunTenHaTa nHeBHa noza e 150-200 mg, pazneneHa Ha 3-4 npuema.
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Dynryuonainy pascmpoicmes Ha CoPOEYHAMA OelinOCm ¢ RaTnUMayuL:
Ilpenopbuanata qHeeHa xo3a € 2 x 50 mg (cyTpHuH u Bedep), KOATO NPH HEOOXOAUMOCT MOXKE JId
O5ne yeennyena mo 2 x 100 mg.

IIpodunaxmuxa na MuzpeHo3xUme RPUCIBAY.
Ipenoppuanata AneBHa 034 e 2 X 50 mg (CyTpHH | Beuep), KOATO IIPH HECOXOAHMOCT MOXKe /14
Onae yBenuyeHa a0 2 x 100 mg.

Creyuannu spynu nayuenmui:

BrOpetno yepekaane
Ilpu naumenTH ¢ 6B0pednH 3a00MABaHuA He € HeoOXOMHMO J1a ce MpoMeHs obndaliHaTa fAo3a .

YepHoapobHo yBpekaaHe

OOHKHOBEHO He ¢ HeoOXOANMa NPOMAHA Ha JI03aTa M PH uepHoApoGHa LHpo3a, Thil KaTo
CEBP3BAHETO HA METOIPONOA ¢ TNIAa3MeHHTe npoTeHHH e Hucko (5-10%). Ipn Texka
4epHOAPODHA HEAOCTATHYHOCT (HAND. IPH CHCTOSHHA CAE/ AHACTOMO3HA XHPYPTHA) MOXE 13 C&
HANOXKH peayIMpaHe Ha AO3AT2 HA METOIPONON.

Crapuecka BE3pacT
Ilpu maunenTH B cTapyecka BE3PAcT He C€ Hallara HaMajIsBaHe Ha A03ara.

Ieanarpuuna nomynanus
KJIMHHYHEAT ONAT OT NeYeHHE ¢ METOTIPOJIO IIPH Aella H KOHOLIH € CTPaHHYEH.

MeTon Ha OPHIOKEHAE
3a nepopanua ynotpeba
TaGnerkure MOKe la e MPHEMAT KAKTO € XpaHATa, TAKA U HE3aBUCHMO OT Hes.

IlpoTHBONOKA3AHMA

. CBp'bX‘-[YBCTBPlTCJ[HOCT KBbM NEKAPCTBEHOTO BEINCCTBO HIH KBM HAKOE OT MOMOILHHTE
BEIECTBA, IIOCOUEeHH B T. 6.] Ha JTCKapCTBEHHA NPOAYKT.

*  AV-Grnox BTOpa HIM TPETA CTEHEH.

+  Chpoeuna HeAOCTATEYHOCT, B CTANRH HA JEKOMICHCAIMA, HEMOBTHARALA c& OT obHdaiiHOTO
NeYeHHne.

*  KnHHW4HO H3fBeHa CHHyCOBa GpaguKapIu.

» CuxapoM Ha GonHHS CHHYCOB Bb3ell.

* (Kapanoreden) LIok.

= Texxku neprdepHu apTepHATHH LHPKYJIATOPHH pascTpoiicTBa.
= JlexoMmeHcHpaHA ChPIeYHA HEJOCTATHUHOCT.

* Topanu HEOOCTHT Ha KITHHHYHY AaHHH, METOIIPOION € MPOTHEOTIOKA3aH NPH OCTHP HHGAPKT
Ha MMOKapAa, ako ¢hpJIeYHATa YeCTOTa € MO-HUCKA oT 45 yaapa B MHHYTa, PQ-HHTepBaJI’bT e
no-Tener oT 240 msec, CHCTOMHYHO HanArare mod e 100 mm Hg. e
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TlauueHTH, Hy>XAACIlH CE OT NPOXBIKATENHO WIH CIIOPAAWIHO JIEHEHHE ¢ HHOTPONEH edekT
(c 6eTa-aroHucTH).

CrelyanHu NpeaynpexaeHnsa H NPeana3Hy MepKH OpH YHOTpeba

AHaUIaKTHIHHAT LIOK NpPH AMEHTH JIEKYBaHH ¢ METONIPOJION Moske Ja OB/e 0COOEHO TEXBK.
B MHOrO peaKH ciy4aH CBIECTBYBALlY yMepeHH A V-NpoBO/JHA HAPYINEHHA MOTAT 42 ¢¢ BIOLIAT
H Jia ce pa3sBHe AV-0Iok.

Axo ce Habmonasa nporpecHBHa OPARHKApAHA, NEYEHHETO TPAOBA A2 MPOIBILKY ¢ MO-HACKH
JO3H WK Ja Oblie IpekpaTeHo.

MeTonpOon MoXe Aa BICIIH CHMITOMHATE Ha nepadgepHUTe UHPKYNaTOPHH HAPYIUCHHA.
BHe3anHoTO nMpeycTaHoBaBaHe Ha JeueHueTo ¢ Egilok Tpa6Ba Aa ce H36arsa. CMpaHeTo Ha
JieueHUETe TpaOBa Ja cTapa [IOETAIMHO ¢ MPIIIOKEHHE HA NOCTENCHHO HAMANMBALIH /I03H B
TedeHHe Ha okono 14 aHn. PA3KoTo MPEYCTAHOBABAHE HA JICIEHHETO MOXKE A2 A0BEAe H0
YTeXXHABAHE HA CTEHOKApAHAaTa CHMNTOMATHKA H A4 YBEIHYH PHCKA OT KOPOHAPHH NPHCTHITH,
IMauueHTHTE C KOPOHAPHH 3abonABaHHA TpAOBa Na ObAaT BHHMAaTENHO HabmonaBaHy OpH
NpeyCcTAHOBABAHE HA JIEYEHHUETO.

Magkap 4e KapauoceneKTHBHUTE -6NoKepH ynpaxHsBaT no-Malko edeKTH BEPXY AMXaTeqHaTa
dYHKLAA, OTKOIKOTO HeceeKTHBHHTE B-GitokepH, OpenopsuBa ce 1a ce H36ATBa MPUyIcKEHHETO
HM TIpY TIALHEHTH ¢ O0CTPYKTHBHE GenoapoOHH 3a0o/apaHus. AKO IIpH NALHEHTH, CTPaNallH OT
GpouxyanHa acTMa, ¢ Hajlara NpHIOKeHHETO HAa METOIIPONION, MOXE Ja € HeoOXoauMo
NpHIAraHeTo Ha fr-pelenToped arcHHCT (TabNeTKH /WA CTIpei) HIH YTOYHABAHE HA NO3&TA HA
Beye NpHaraH fr-penenTopeH aroHHCT.

Makap ye € Manko BepOSTHO KapAHOCENeKTHBHUTE [3-6II0KepH 11a OKa3Bar BIHAHHE BBPXY
BEINEXWIPATHHA MeTAGONUIEM HITH Ja MACKHPAT HAKOH OT CHMOTOMHTE HA XHIIOTIHKEMEATA, CE
Hanara o-4€cTo H3CIEABAHE Ha PBITIEXHMAPATHHA MeTaGonn3sM npu nevenue ¢ Egilok Ha
MalHEeHTH CbC 3aXapeH nnaﬁe'f HaKo e HeOGXDII,HMO, YTOUYHABAHC Ha 034aTA HA HHCYJIHHA H
opanuuTe anTuauabeTnn nexaperea (BHK T. 4.5).

[Ipy neYeHHETO Ha MAlHeHTH ¢ PEOXPOMOLIMTOM METOMPONIoN TpA6Ba na ce koMbuHuIpa ¢ anda-
GnokepH.

Tipean XMpyprudyHl HHTEPBEHIUHHA € HEOOXOAUMO aHEeCTe3HONIOTET Aa Ob/l¢ YBEOMEH 32
NpPHEMAHETO Ha METONPOJOI, HO BCE HAK, He Ce TIPenopbyYBa IIPEYCTAHOBABAHE Ha JICUCHHUETO ¢
Egilok (Bmx T. 4.5).

Hampuit
ToBa nekapcTBO ChABPK2 No-Manko oT 1 mmol Hatpwii (23 mg) Ha TabneTka, T.e. Mo CHILECTBO
HE CHIBPXKA HaTPHH.

BiaumoaeHcTBHe ¢ APYrA JeKAPCTBEHH NPOAYKTH H ApYrH GopMH Ha B3aHMONCHCTEHE

AntHxunepreriueauat edext na Egilok 1 Toau Ha ApyruTe aHTHXHNEPTEeHIHBHH JIEKAPCTEA
0OHKHOBEHO ca aIHTHBHH, 32TOBA ¢ He0OXOIHMO MOBHIIEHO BHHMAHHUE, aKo Te Ce [IpHIlarar B
KOMOHHALHA © e H30ATRaHe HA XMIOTOHAA. ANUTHBHEAT €¢KT HA AHTHXHNEPTEH3HBHUTE
nexapcTBa obaye Moxke 12 OCHIypH No-ef)eKTHBEH KOHTPO/I Ha KPBBHOTO HANATAHE, ako TORA €
HeoOX0AAMO.

KoMOHHHpaHeTo Ha METONPONON ¢ BEPATAMHII /MM JpYTH AHTATOHHCTH HA KAILUA OT THNA Ha
IHNTHA3EM MOJKe J1a IOBE/IE 0 YBEIHYEH HEraTHBEH HHOTPONEH M XPOHOTPONEH edekT.
TTpunaraneTo Ha NoAOOHH Ha BepanaMy/l HHTPABEHO3HH aHTArOHHCTH HA KalluA TpaGBa 1a ce

u30ArBa IpH NALMEHTH NIeKyBaHu ¢ DeTa-0okepH. ST WRA 5 N
h,?.\ ,,- e J.%C‘ A
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Buumamenno oa ce kombunupa c:

[MepopaliHH aHTHAPHTMHYHH NTeKapcTBa (OT THIA XHHUAWH H aMHOJApoH) H
MapacHMIIATOMHMETHYHH JeKapcTBa (PUCK OT XMMOTeH3uA, Gpagukapans u AV-611ok).
JluraranucoBy rIEKO3HAH (pACK 0T Opajukapads, IPOBOAHH HapylleHH:), KATO METOmpoon
He TTORTHABA MONOKHTENHAA HHOTpONEH edeKT Ha UTHTATHC-CBABPXKAIATE NCKAPCTBEHH
IPOAYKTH.

Jpyrn aHTHXHNIEPTEH3HUBHH JIEKapcTBa / TNABHO OT THIIA HAa TBAHETHAMH, Pe3epIH,
andamMeTunona, KICHUIUH H ryaHdaiuy/ (PHCK 0T XMIIOTOHNS W/NIH OpaxaKapays).

[Ipu eqHOBPEMEHHO TIPHIMKEHME © KIOHHARH, IPEYCTAHOBABAHETC Ha Ae4eHHeTo TpabGBa
BHHATH JIa CTABA KaTo MBPBO ¢€ CIIpe METOPOION, a KIOHH/HHE € CHpa HAKOIOKO JHH Cle]
TOBA, AKQ ITEPBO OBJIE CIPAH KIOHHAHH MOXe A2 ce IPOBOKHPA XHIIEPTOHHYHA KPH3a.
Haxkoun nexapcTa, NOBIHABAIIH [EHTPATHATA HEPBHA CHCTEMA, /HAIPHMED: XMITHOTHIH,
TPAHKBH/IM3ATOPH, TPH- M TETPALHKIMYHH AHTHNEIIPECAHTH, HEBPONETTHLY H ATKOXO0N {PHCK
OT XHIIOTOHHA).

OO0IIY aHeCTETHLM, HOPANU TEXHHA KAPAXOICIIPECHBEH edeKT.

o~ ¥ B-CUMNAaTHKOMHMETHLIH (PHCK OT XHNEPTOHHA, HipaseHa OpalHKapAHA, BE3MOXKEH
chpleYeH apecT).

EproramMus (yBenu4yasa BasoXOHCTPHKTOPHUA edekT).

P2-cHMOATHKOMHMETHLH (GYHKUHOHAAEH AHTATOHH3BM).

HecrepounHn NpoTHBORB3NANKHTENHH ICKAPCTBA, (HANP. HHAOMETAlUH) aHTHXUNEPTEH3NBHHAS
edexT Moxke J1a Ob1e HaMaeH).

EcTporenn (MoXe Ja HAMIAT aHTHXUIIEPTEH3NBHAA eGeKT Ha METOMpoIon),

Iepopantin aHTHANA0ETHH NEKAPCTBA H HHCYNHH {METOMPOJIO MOXeE L2 YBETHUH
XHIOTTHKEMHYHOTO HM OeHCTBHE H 43 MacKHpa CHMITOMHATE HA XHIIOTTHKEMHAATA).
Kypapenoao6H1 MuopenakcanTH (yBelHYeHa HEPBHO-MyCKyIIHa Grokana.

HHXHOMTOPH HA HAKOM €H3HMH (Hamp. [MMETHAKH, ANKOXO0J, XHAPATa3HH, CENEKTHBHH
HHXHOHTOPH HA 0OpPaTHOTO MOEMAaHe HA CePOTOHHHA /HATIP. MAPOKCETHH, (PIyOKCEeTHH,
ceprpanny/) (edeKTHT Ha METONIPOJION CE YBe/THUABA MOpaIH NO-BHCOKATA IINa3MEHaTa
KOHIIEHTpaIum).

EH3HMHH HHIYKTOPH (Hanp. pEQaMNULNH, GapOHTypaTH) (eekTET Ha METONPONO MOXeE 13
Hamalee [Opafi YReNnIeH YepHOApoOeH MeTabonH3bM),

EZHOBpeMEHHOTO MPHIIATAHE HA METOMPONON H CHMNATHKOBH FAaHTIHOGIOKEPH H/HITH APYTH
Geta-6moxepH (Hanp. Kanku 3a oun), win MAO-HEXUGHTOPH H3UCKBA CTPHETHO MEAHILMHCKO
HabmogeHue,

DepTuanTeT, GpEMEHHOCT H KbpMeHe

Hpedxnununu dannu:
TlpenxnMHWYHETE JaHHH HE €A TTOKA3a/IA HIKAKBH HEMKENAHH JIEKAPCTBCHU PEAKIHH.

Knunuyunu dannn:

JleueHHeTo H3NCKRA BHUMATE/THA OLICHKA HA PUCKOBETE H NOJI3HTE. AKO JledeHHETO € abcomoTHO
Heo6xoaumo, (eTyChT M HoBOpofeHOTO TpaOBa Aa GbaaT BHHMAaTENHO HabMIO1aBaHHu B
MPOTBIACHEE HA HAKOJIKO AHH (48-72 vaca) ciep pakAaseTo, ThH KaTO HAMAIABAHETO HA
yTepOITALIEHTHATA NHPKYIALHA MOXe J1a 3acerHe pasBUTHETO Ha ¢eTyca, a IEKapCTROTO,
HaBJIA3NO BBB (eTATHOTO KpbRooDpalieHue Moxke 1a peH3BHKa HpamqHKapans, ; Eiale Ha

JUIIAHETO, XMITOTOHHA H XHINOTTHKEMHA.
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Magkap, ye aKo € IpHJIAaraH B TEPANCBTHYHH 03H, B KEPMAaTa ¢ eKCKPeTHPAa Malko KoIHYECTBO
METOIPOJION, KOETO He IPHYMHARA 3HAUATENHa §eTa-6110kaja Y HOBOPOJEHOTO, NOCeJHOTO
TpabBa Aa 0bAc BHEMaTenHo HabMoAaBaHo (MOpaay pHCK OT PA3BHTHE Ha Opajukapaus).

EjpeKTH BLpXY ciocobGHOCTTa 32 odHpane H paloTa ¢ MAMHHK

TIpHIOKEHHETO Ha METOTIPONION NOBNHABA Te3H CNOcoOHOCTHTE Ha MALMEHTHTE 3a Iodupane H
paboTa ¢ MalMHHA, 0ccoOEHO B HAMAIOTC HA JISHEHHETO H aK0 N0 BpeMe Ha JIeUeHHeTo ce
KOHCYMHPa aNKoXon (IIOHAKOra MOKE Ia ¢e MOABH 3aMaiipale HIIH yMopa); CeJ0BATe/IHO A03aTa,
KOATO NO3BONABRA [ ¢¢ MOPHpa ¥ paboTH ¢ MAIOMHH, C¢ ONPEAET MHAMBHAYANHO,

Hexeaann JIEKAPCTBEHH peaKIIHH

JleueHHETO © METONPONON OOHKHOBEHO Ce IOHACA MHOTO oOpe OT MAl[HEHTHTE, a HEKCIAHHTE
peakmii 06HKHOBEHO ¢a YMepeHH 1 o6paTHMH. HexkeneaHuTe peaknuy, H30poeHH No-A0y ¢a
PErucTpHpaHH MO BpeMe Ha KIHHATHHTE H3NUTBAHKS H [10 BPeMe Ha DY TUHHO TepaneBTHYHO
TIPHIIOKEHHUE HA METONPOIION. B HAKOM OT CIy9aHTE HE € MOTBHPACHA BPB3KATA MEXIY
OpHIIAraHeTo HA TOBA IEKAPCTEO H TIOABABAHETO Ha HEXENAHA IEKapCTBEHA PeaKI(ys.

TepMHHNTE H3NON3BaHK N0-AOY 32 9ECTOTATA Ha IPOABABAHE Ha HexXelaHHTe JeKapeTBEeHH
peaklid ca CUpeseNicHN KaKTo clefBa:

MHOro 9ecTh: 21/10

yectH; 21/100 to <1/10

HeuecTH: 21/1 000 o <1/100

peaxn: 21/10 000 oo <1/1 000

MHoro peaku: <1/10 000

C HeH3BECTHA YecToTa (He MOXE Aa ¢e ONpeAenH oT HATMHHATE KaHHH).

Hapywenun na kpvema u numeprama cucmema:
MHuore peaxit: TpoMGOLHTONIEHHA.

Hapywenus na nepenama cucmema:

MHore 9ecTH: ymMopa;

YecTH: 3aMasHOCT, Mapofonne;

HeuecTH: napaecTesu, MyCKYJIHH CIIA3MH, JENpecus, HapyIUCHUE Ha CNocobHOCTTA 33
KORUEHTPALMA, CBHITHBOCT, HAPYLICHHA B CBbHA {Ge3chbHue), KOIMMApH;

Penxs: pasnpasHHTENTHOCT H TPEBOKHOCT, CEKCYaNHH NPoGIEMH;

MHuoro peziky: aMHe3Hs, HapyllleHHA HA MAMETTA, 00BPKAHOCT, XATIOLUHHALHH, JUCTEY3HA.

Heapywienua na oxomo:
Penxd: HapYWICHUA HA 3peHHETO, KCepodTaMia H/LTH Bb3NaleHAe Ha OKOTO, KOHIOHKTHBHT,

Hapywenua na yxomo u aabupunmas
MHoro peaks: WyM B YLINTE.

Hapywenua na copyemo:
Yectn: 6panukapmud, chpuebuene;
HeuecTr: BIOIIABAHE HA CHMITOMMTE Ha CEPJEMHATA HENOCTATEYHOCT, AV-0nok I crenen, OomKku

B Chp/IEUHAaTa 00/1acT; w,_.-—u\
Pejiky: apHTMHA H IPOBOAHH HApYLIECHHUS. \‘EJ‘\”;L A
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Cv0osu HapyweHua:

YecTu: opTocTaTHYHA XMIIOTORKA (B PEJIKH CIyYal cBBp3aHa CBC CHHKOI), CTYAeHH KpaliHHIH;
Heuecti:eaem;

Penxu: apuTMHUA H NPOBOJIHH HAPYIIEHHA;

MHoro penxH: ¢hlecTEYBaINMTE NepudepHy HHPKYNAaTOPHH CMYILIEHHA MOTAT Aa C¢ BIOIIAT A0
Pa3lBHTHE Ha TaHIpexa.

Pecnupamopnu, 2peOHY 4 MEOUGCTURATHY RADYULERUA:

YecTn: ycunue JACIHeS;
Hewectn: 6ponxocnassM (IOpH npM NKNCa Ha H3BeCTHO obcTpykTHEHO Genoapobno sabonapane);
Penxn: pprur,

Cmomauino-upestu HAPYWEHUR!

YecTu: rafiede, abxoMUHANHA GONKH, AMApHUS, KOHCTRIALHMS;

HewecTs#: noBpbilane;

PefKn: CyXoTa B yeTaTa, H3MEHEHH Pe3yINITATH OT H3CleABaHe GyHKIMATA Ha YepHHAS Apob.

Hapywieriua ua xodxcama 1 nodxkodichama meKkan:

HewecTH: XoXHH 00pHBH (YPTHKApoNOAOGHH, NCOPHA3ONOA0OHH B ABCTPOGHIHK KOXKHH JIE3HH),
YBEIHIEHO H3NOTABAHE; '

Penxu: anomnemys;

MHoro peJku: GOTOMYBCTBHTETHOCT, MPOrPECHPAI ICOPHASHC.

Hapyuwenun na MycKyano-ckeaemnamad CUCTIEMA U CheOURUMEANATRd MbKan.
MHOro peaKkH: apTpaiius.

Hacneosanua:
HegecTn: HanjagaHe HA TETNO.

I'Ipﬂemﬂ' Ha TOoBa NICKapCTBO TpﬁGBa Aa ¢€ NpeyCTaHOBH, aKO C&¢ HOABH HAKOA OT HOCOMCHHTE MO-
rope HeXKellaHy PeAKLHH ¢ KTHHHYHO 3HAYHMA HHTEHIHBHOCT H fIPHYHHATA HC MOXKE a opae
HEABYCMHCCHO OIIpEACIICHA.

Cro0maBane HA MOAO3HPAHH HEXENAHH PEaKI[HH

Crobimasanero Ha NOAC3IKpaty HexeNaHH PeakllMy clie pajpellaBane 3a ynorpeba na
NeXapcTBEHHA NPOAYKT € BaKHO. ToBa No3BoiABa Ja NPOALIDKH HAOMOKEHHETO Ha
CBOTHOLIEHHETO MON3a/PHCK 32 EKAPCTBEHAA NPOAYKT. OT MEONUHHCKHTE CIIELHANIHCTH Ce
H3MCKBa A cHobINaBAT BCAKA NOACIHPAHA HEXKETAHA PEAKIHA UPe3 HALHOHATIHA CHCTEMA 33
cho0aBane B H3MbIHATEIHA areHIMA 110 JleKapeTeaTa yi. ,Jlaman Ipyes* Ne 8, 1303 Codns,
Ten.: +35 928903417, yebealiT: www.bda.bg

IIpenoiupane

Cumnmomyu na npedosupave; XANOTOHAA, CHHYCOBa Opaankapiaun, AV-611ok, ChpaedHa
HEZOCTATHYHOCT, KAPAMOTeHEH 0K, ChPAEHeH apecT, rajleHe, MoBphiale, GPOHXOCHAIEBM,
[HAHO3a, XUITOMIHKEMHEA, 3ary0a Ha Ch3HAHHE H KOMa,

lopenocoyeniTe CHMIITOMI MOTAT 12 GBAAT NO-TEXKH, 4KO NIPEJI03HPAHETO Ce

OapOuTYpaTH.



[TepBATE OpH3HALM HA NpefO3HpaHe ce pasBuBaT OT 20 MAHYTH R0 2 Yaca Ciell IPUEMA Ha TOBA
NIeKapCTBO.

QOcBeH ApYTHTe MEPKH, MIPEAOIMPAHETO HIUCKBANA CE MON0KAT HHTEH3UBHH IPHAH H
npociieAsdBane Ha MALHEHTA (CIEIAT ce ChPIEUHO-ChAOBATA, AUXaTeNHaTa H 6BOpeuHHTe
(GYHKIHM, KPBBHATA 3aXap ¥ CEPYMHHTE €JICKTPOIHTH).

AKO TOBa JIEKApCTBO HE ¢ GHAO NMPHETO MAOTO OTAaBHA, CTOMAIHATA NPOMHMBKa (N, aKo
NPOMHBKATA € HENPHIOKHMA M TAUMEATET € B Ch3HAHHE, PEIHIBMKAHO [IOBPELAHE ¢ 2KTHBCH
BBIIICH NON HaOMoJeHHeTo Ha Zodpe o6ydeH 3paBeH pabOTHHK) MOraT Aa HaMamAT No-
HaTaTHIIHATA pe3opOLHA Ha IEKapcTBOTO. AKO Ce pa3sBHe TeKKa XHIOTOHHA, OpanuKapAHa HiIH
HMa DHCK OT pa3BMTHE Ha Chp/ieuHa ¢abocT ce Hanara NpHIaraHeTo Ha (1-arOHHCT Ha HHTEPBAH
OT 2 — 5 MUHYTH HJIM BJTHBaHE [0 NOJTyYaBaHe Ha JeNnanud eeKT.

AKO HAMa CeTeKTHBEH [31-aTOHHCT MOXE ] Ce NIPUIOXKAT ATPOITHH HIHM JoNaMHH. AKO eeKThT &
HEe3aJ0BONTUTENEH, ¢e 00CHRAA H3NOM3BAHETO Ha APy CHMNATOMHMETHIH (200yTaMHH AIK
HopenuHepHH).

3a Kynupane Ha edeKTHTE Ha MOIIHATa [3-010Ka/a MpH IPENo3MpaHe, MOKE J1a & HIMON3BA
TAIOKAroH B 1o3a 1-10 mg i.v,

ITpu Tenka Opanrkapius, pedpakTepHa HA TOPEOMHCAHOTO IeYeHHe MOKE [1a €& HANOKH
HMMIIAHTHPaHETO Ha NEHCMEHKBD.

BponxocnasbMeT Moxe Ja 6bJe NpeoRodH ¢ NPUIaraHeTo Ha [J2-pelenTopeH aroH|CT (Hanp.
TepOyTanuH). AHTHAOTHTE MOTAT Ja C€ H3HO/A3BAT B J03H, HAJBHINABAINK TEPANEBTHIHATE.
MeTonpornon He OATEXKH Ha XeMOAHATH3HPAHE.

5. PAPMAKOJIOTHYHH CBOHMCTBA

5.1

PapMAROIHHAMHYHH CEBOHCTBA

(apMaxoTepaneBTHYHA rpyna: bera-0nokepH, ceNeKTHRHH
ATC xon: CO7A B2

MexaHuIsM Ha AeficTBHE:

MeTonponon e kapauoceneKTHBeH [31-peLenTopeH Giokep, 6e3 BETpeLIHa CHMIIATOMHMEeTHYHA
aKTHBROCT H Ge3 MeMOpaHocTabumM3Hpall edekT.

MeTonposion noTicKa epEeKTUTE Ha NOBALISHA CHMIATHKOBA @KTHBHOCT BbPXY MHOKap/a, Karo
BOJHM [0 3HAYMTENIHO IOHMKAaBaHe Ha ChPASYHATA YeCTOTA, KOHTPAKTHNHOCTTA, MHHYTHHS 06eM
Ha CHPLETO ¥ KPEEHOTO HAIATAHE.,

IpH xunepmornus, METOTIPONOI HAMABA KPBBHOTO HATATAHE HA MNAIIHEHTHTE, KAKTO B
B3NPaBEHO, TAKa U B JIETHATO NONokKEHHE. JIBITOTPaHHUAT AHTHXUIIEPTEH3HBEH edeKT Ha TOBa
JEKAPCTRO € CEBP3aH ¢ MOCTENISHHO HAMANABaHe Ha 061oTe nepAdGepHO CHROBO CHIIPOTHRIICHHE.
TlpH MANMEHTH ¢ XUNEPTOHHA, ABITOCPOYHOTO IPHNOKEHHE Ha TOBA JIEKAPCTBO BOIH 10
CTATHCTHYECKH 3HAYHMO HAMAMBAHE HA Macara Ha JISBaTa Kamepa M nofodpaBaHe Ha
JHacToNIMYHaTa (IJ}'HKI.IHH Ha JI9BaTa KaMepa.

TIpH MalMeHTH OT MBXKKH NOJT ¢ YMEPEHa A0 TeXKKa XHIepPTeH3HA MeTOIIpOTIoN HaMalaBa
CMBPTHOCTTA NPHYHHERA OT 3a00/BaHHA HA CHPASYHOCHAOBATA CHCTeMA (Ha MBPBO MACTO
CIIYMaNTE Ha BHE3AMAA CMBPT, WHGApPKT ¢ daTayeH H HedaTameH H3X0M B HHCYIT).

Iopo6wo Ha gpyruTe B-6nokepH, MOCPEACTEOM HAMANABAHE Ha CHCTEMHOTO KIERHS

; e
ChpZEHHATA YECTOTA M KOHTPAKTHIMTETA METONPOICA HAMANABA KHCIOPOAH gjd,ixgvl‘peﬁﬁokg;
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5.2

MucKapaa. Upes HaManApane Ha CEPAEYHATA YECTOTA U MO TO3H HAYMH YAbIAaBaHe Ha
JOUMACTONATA, METOTIPOJION NoAoGpABa Nepdiy3naTa H OKCHTCHHPAHETO Ha o0/1acTH HAa MHOKAP/A ¢
BIIOLICHO KpbBocHabaaBaHe. [TogobHo, npu cmenoxapoun TOBa IEKapCTBO HAMaNABa §pos,
TIPOABIDKATENIHOCTTA H CEPHOZHOCTTA HA HIPHCTHIIATE, KAKTO H TE3H HA NATEHTHATE HCXEMITHR
cnyyan ¥ nonoGpsaea PIMOXKHOCTHTE 32 (PH3HYECKO HATOBApPBaHe Ha NAIHEHTHTE.

Ako Oblie NPHIIOXKEH HpU WHPApPKm KA MHOkapdoa, METOTIPOTION HaMalABa pHCKa OT BHE3alHa
cMbpT. To3H edexT ce npunkcea NpeAUMHO Ha NpodUIaKTHKATA HA CITyYal Ha BEHTPHKY/IapHa
¢dubprnanus. EdexrrT Ha HamanaBaHe Ha CMEPTHOCTTA MOKe ia 6b/e HabMoJaBaH eNHAKBO H
aKO MeTONpONOJ € JaJieH B paHeH HITH M0-KbheeH eTan kaTo MpeobiafaBa chINo H [IPH BUCOKO
PHCKOBH NALIHEHTH W nanMeHTH ¢ quaber. Korato ce npunara cieq HEQapKT Ha MHOKap/a, TOBa
NEKApCTBO HAMATIABA BE3MOKHOCTHTE 32 HedaTaleH MOBTOPEH HH(papKT.

Hpu kouzecmusna copoeyra HedGCMAMBYROCH, PAIBUEAIYA CE HA OCHOSAMAQ KA UOUORAMUUNA
DURAMAYUONRA KAPOUOMUORAMUA METOTIPOITION IIPH HUCKA HagaTHa Ao3a (2 X 5 mg AHEeBHO),
YBENHYABAHA IOCTENEHHO, 3HAYMTENHO NoaobpaBa copAevHaTa (PyHKI{HS, Ka9ecTBOTO Ha KHBOT
H $H3MvecKaTa AKTHBHOCT HA NTAUMEHTHTE, HaMaiARa Opod Ha pe-XOCIHTAIH3AHNTE Nopagy
CHp/eUHa HEAOCTATEYHOCT, KAKTO H HYXAATa OT ChpAETHH TPAHCILUTAHTALHH.

Ilpu cynpasenmpuxynapua maxuxapous, ampuania Guopuiayua 1 eenmpuxynapHa
eXCMpAcuUcMoniA, METOTIPOIION HaMANABa BEeHPHKY/IaPHATa YECTOTa M 6pos Ha eKCTpa
BHTPHKY IApHATE YIAPU.

[epudepHuTe Ba30CHACTHYHH i GPOHXOKOHCTPHKTOPHH €eKTH Ha METOIIPOJICH, KOTATO ¢ AaBaH
B TepaneBTHIHH JI03H, ¢a II0-MANKO H3PaseHH OT ChLIMTE NPH IPHJIaraHe Ha HECEAECKTHBHM [3-
GioKepH.

B cpaBHeHHE ¢ HeceNneKTHBHHA [-0J0KepH METONPONOI TOBNHABA HHCYTHHOBATA CHHTE3A H
BBIIIEXUAPATHIA METabOIM3EM B MaJIKa cTeneH. Toil He MOBNKMABA B 3HAYHMTENHA CTENeH
CBPASYHO-CH/IOBHA OTTOBOP HA XMITOTTIHKEMHA H He YABIDKABA MPOABIKHTENHOCTTA Ha
XMNOITIHKEMHTHOTO ChCTOAHHE.

TpH kpaTKOCPOYHH KIHHHYHA H3MMTBAHHA METONIPONION NOKA3Ba IEKO NOKaYyRaHe Ha CepyYMHUTe
TPHIITHIEPHIHH KHBa H ¢1abo MoHMkeHAe Ha HUBATA HA CEPYMHHTE CBOGOIHH MAacTHH
kucenuun. Habmonasa ce cbito u neke HaManenue Ha HuBata Ha HDL xomecrepona B HAKoH
CIydaH, HO TOBA & No-MaIko 0T HabllloAaBaHOTO NPH HeceNIEKTHBHATE (-Gnokepu. Bee mak
pesynTaTHTE 0T ILATOCPOTHHTE KIHHHYHE H3MHTBAHMA JEMOHCTPHPAT 3HAYMTENHO HAMAllCHHE
Ha o0IIHTe HHBA HA CEPYMHHA XONECTEPON CIe] HAKOIKOrOAMIIHO JIEYSHHE ¢ METCIIPOIION.

PapMAKOKHHETHYHH CEOHCTRA

AbOcopbiua

MeTonponon ce pezopOupa 6bp30 ¥ HABIHO B FACTPOHHTECTHHANHHA TpakT. buoHaTHYHOCTTA
My e pubnusurenso 50% cnel eARHAYMHO U okono 70% clel MOBTapAIH AO3H.
EaHoBpeMeHHOTO NpHEMaHe Ha XpaHa MOYKe J]a YBeNHYH GHOHATHYHOCTTA Ha MeToponoa ¢ 30-
40%.Cnen pezopbunaTa 1exapcTBOTO JEMOHCTPHPA MHedHA dapMaKoKHHETHKA B PAMKHTE Ha
TEpaNeBTHYHOTO JIO3HpAHE.

TTHKOBH [Ta3MEAN KOHUCHTPALHMH C€ MOCTUraT 1.5-2 4aca Cell ieueHHeTo. BeIpekH ue
MIasMeHHTe HHBA [OKa3BAT BUCOKH MEXITYTHYHOCTHH BapHAUMH, MEXYTHIHOCTHATA BapHalHA
€ Manka.

PasnpenencHie
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obeM Ha pasnpegencHHe (5,6 1/kg).
[poTenH-cREp3BaLIATA Ma3Ma HA METONPOJION € HACKA, oKomo 5-10%.

Bbuotpanchopmarua
Crez pezopbuusTa METOMPONOA MOLIEKH HA eKCTEH3HBHO MeTabonn3upane ot uepHua Apob npu
IBEpBOTO NpemunapaHe (“first-pass” MeTabONHIEM).

Meronponon ce Metabonusnpa B YepHHs Apo6 oT uuroxpom P-450 ensnmure. Merabonutute He
JOTIPHHACAT 3a KJIHHRYIHUA edeKT.

Enumunupane
DaKTHYECKUAT eTAMUHALIMOHEH [IOMYXHBOT (t 1.} € 3.5 yaca cpeHo (Bapupa B paMKuTe Ha 1 10 9

yaca). O010TO U3YHCTBAHE Ha TANIOTO € OKOJAC 1 MHThpP/MHH.

TMoBete oT 95 % oT NpHeTaTa 032 MOXKE Aa C& BL3CTAHOBH B ypHHara, 3% oT fozara ce
€KCKpPETHpa KaTo HelpeMeHeH MeTonponoi. TloceHaTta cToffHOCT MoXe a HapacHe ¢ 30% B
HAKOH CITyYaH.

JuneitnocT/HenMHeiiHOCT
Cnen pezop6uuATa IEKapCTBOTO JEMOHCTPHPa JHHeHHa PapMakOKHHETHKA B PAMKHTE Ha
TepaneBTHIHOTO JO3HPaHE

Cheyuannu zpynu nayuenmu

HaijenTH B8 cTapyecka BB3pacT
PapMakOKHHETHKATA HA METONPOIION HE TOKA3BA ZHAYHTENHH H3IMEHEHUA NIDH NalHECHTH B
HallpeiHana Bb3pacT.

Bubpeano yBpexaane

Brlpeanata yBpena He MpOMEHS cUCTeMHATA OHOHANHYHOCT H €KCKPETHPAHETO HA METOTIPONION,
Bce nak B TakHBa ciydaH ce HaGiroJapa HaMmaneHa MeTaGonuTHA ekckpelys. TTpH Hakon
NMAILMEHTH ¢ Texka 6p0pedHa HeIoCTATLUHOCT ce HabmoaaBa 3HAYHTENHO HATPYIIBAHE HA
merabonuti (GFR 5 ml/min). Harpyneanero Ha MeTaBonuTth, o0ave, He € JOBENO J0
YEeNHuaBAHE Ha CTeNeHTa Ha OeTa-GlokanaTa.

YepHoapobrao yBpexaane

YepHoapoOHaTa yBpena HMa cbBceM ciiab ediekT BEpXY (PapMaKOKHHETHKATA HA METOTIPONON.
Bce mak npu Texka wepHOAPoOHA LMPO3a U CIIeA MOPTOKABATHA aHaCTOMO3a OHOHATHYHOCTTA
MOXKE Ja C€ YBEIIHYH, a 06]J.IOT0 H3YACTEAHE Ha TAJIIOTO MOXKE Ja C€ HaMAaJIH. an NAaHHCHTH
NpeKapaji OPTOKABAIHA AHACTOMO32 00MOTO ocBOOOKIABAHE OT OPraHH3Ma Ce € HaAMAIIKNIO C
okono 0.3 naTpa/MHH., 8 061acTTa MO BpeMeRaTa KpHBa Ha Na3MeHaTa KOHLEHTPALHA ce €
YBEJIHYKTIA OKOJIO 6 MbTH B CPaBHEHHE C TA3H HA 30PABH JHLA.

Ipeaeaunyunn ganHH 32 GezonacHoeT

He ce nabmonapa TOKCHYHOCT NPH JBAFOCPOUHH M3NHTBAHKA, IPOBEACHH C TEPANCBTHYHH J03H
METONPONON NpH pa3MUYHU KHBOTHHCKH BHIOBE.

H3mureanKATA 3a KapUMHOTEHHOCT TIPH MHLIKH M THTBXOBE He NOKa3axa KapIHHOTEHHH e(eKTH.
TMpu H3MHTBAHKMATA 34 MYTareHHOCT M TEPATOTEHHOCT IIPH KHBOTHH He 01Xa HaMepeRH TaKHBA
etexTH. >
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DAPMAINIEBTHYHH TAHHH

CnuchK Ha IMOMOIHHTE BellleCTEA

MarHesues crepat

IoBuaon

Konowuaen 6e380/eH CHITHIHAEB JHOKCHT
Harpuep HHIIECTEH ITAKONAT (THIT A)
MiuxkpokpucTanHa nemynosa

HecnemecTHMOCTH

He ca n3BecTHH.

Cpok rogaoct

5 rogunAn

Crenna.THH YCJIOBHS Ha ChXpPaHeHHE
Ha ce cxxpansea nog 25 °C.

Buan ChABLPKAHAC HA OIIRKOBKATA

25 mg n 50 mg: 40, 50, 60, 70, 80, 90, 100 uau 120 tabnetky; 100 mg: 20, 30, 40, 50, 60, 70, 80,

90, 100 mnu 120 Tabnerxn B KadaBa CTHKIIEHA ONAKOBKA, 3aTBOpPEHa ¢ 641a npeAnasHa
NOMHETUNEHOBA Kallauka ¢ IPOTHBOYJAPHA BAOXKKA, B KAPTOHEHA KYTHA,

Cnennanu npeana3an MepKH NpH R3XBLPJASHE B pabora

HaMa crellHanTHH H3HCKBAaHHA.
Heu3non3panuAT NpoAYKT HIH OTIATHHTE MaTepHaii oT Hero Tpabea fa ce H3XBBPIH B
CbOTBETCTBHE ¢ MECTHHTE H3UCKBAHHA.

IMPHTEXATEJ HA PASPEIHEHHETO 3A YIIOTPEBA

Egis Pharmaceuticals PL.C
1106 Budapest, Kereszturi ut 30-38.
VHrapna

HOMEP(A) HA PAIPEIIEHHETO 3A YIIOTPEBA

Erunok 25 mg tabnerku: Per. Ne: 2002 (974
Erunok 50 mg Tabnerku: Per.Ne: 2000 0270
Erunok 100 mg tabnetku: Per.Ne: 2000 0271
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10.

JATA HA TBPBO PA3PEIIABAHEMIOTHOBSABAHE HA PASPEUMIEHHETO 3A
YIIOTPEBA

Hata Ha mepBO paspemeHne 3a ynorpeda (25 mg): 29 HoemBpu 2002 r.

Jara Ha WEPBO pasperneHue 3a ynorpeba (50 mg, 100 mg): 8 ronm 2000 r.

Jara Ha NocleHO MOJHOBABAHE HA pa3spellieHHeTo 3a ymotpeba (25 mg):

7 mexemepu 2007 r.

JaTa va NOCTEHO NONHOBABANE HA palpelueHueTo 3a ynorpeda (530 mg, 100 me):
18 noemepu 2011 r.

JATA HA AKTYANH3HUPAHE HA TEKCTA
Hoemepn, 2020 r.




