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KPATKA XAPAKTEPUCTUKA HA HPO,HYI{TA .

1. HAUMEHOBAHUE HA JIEKAPCTBEHUA ITPOAYKT

METOCTA/I 25 mg T1adJIeTKH ¢ Y1bJIKEHO 0CBO00K/1aBaHe
METOSTAD 25 mg prolonged release tablets

METOCTAJI 50 mg Tad/iIeTKH ¢ YAbJKEHO 0CBOD0K/1aBaAHE
METOSTAD 50 mg prolonged release tablets

METOCTAJ/ 100 mg TabjeTKH ¢ yaAbJKeHO 0CBOD0OK/1aBaHe
METOSTAD 100 mg prolonged release tablets

METOCTA/L 200 mg Tad/ieTKH ¢ YAbJKEeHO 0CBODOK/1aBaHe
METOSTAD 200 mg prolonged release tablets

2. KAYECTBEH U KOJIMYMECTBEH CbCTAB

Besika TabsieTka ¢ yaAb/IKEHO 0CBOOOKAaBaHE ChAbpiKa:

23,75 mg meTonpoJioaoB cykuuHat (metoprolol succinate) cboTBeTCTBALL HAa 25 Mg
METOMPOJIOJIOB TapTapar

47,5 mg MeTonposioioB cykuuHar (metoprolol succinate) cborBercTBall Ha S0 mg
METOIMPOJIOJIOB TapTapar

95 mg Mmetonposionos cykuuHart (metoprolol succinate) cboTBercTBall Ha 100 mg MeTonpoJi0a0B
Taprapar

190 mg metonpononoB cykuuHat (metoprolol succinate) cborBercrsail Ha 200 mg
METONPOJIOJIOB TapTapar

3a MbJIHUS CMUCBK HA MOMOLLHUTE BELLeCTBA BUXKTE TOUKA 6.1.

3.  JIEKAPCTBEHA ®OPMA

Tabnerka ¢ yabJKeHO 0CBOOOX 1aBaHeE.

MetocTaa 25 mg TabneTku ¢ yaAbHKEHO 0CBOOOKAaBaHe ca 0eiu, OBAJIHH, JIBOHHOU3ITbKHAIIH,
dbunamupadu tabaeTku, npuda. 9 mm X S mm ¢ AeJUTEeIHA YepTa OT JAIBETE CTPaHH.

Metoctaa S0 mg TabJIeTKH ¢ YABJKEHO 0CBOOOX AaBaHe ca Oejik, OBaJIHU, ABOHHOMU3IIbKHAJIH,
dbunmupann tabnerku, npubi. 11 mm X 6 mm ¢ JeanTenHa 4yepTa oT JBeTe CTPaHH. @;{;;‘J \
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Metoctaa 100 mg TabneTku ¢ yab/iKeHO 0CBOOOXKAaBaHe ca Oesik, OBaJIHU, ABOM
¢uamupaHu Tadserku, npuds. 16 mm x 8§ mm ¢ AeuTeIHa YepTa OT JABETE CTpHHt(



Merocran 200 mg rabneTku ¢ yab/XkeHOo oCBOOOXKAaBaHe ca DeNly, OBaAHH, ABOHHOH3NbKHAIH,
dbuaMupanu Tabnetky, npuba. 19 mm x 10 mm ¢ penuTenHa 4epTa 0T ABETE CTPAHH.

Tabnetkute Morat ga ObAar pasaeneHH Ha ABE PABHH JO3H.
4. KJHHHYHK® NAHHH
4.1 TepaneBTHYHH NOKA3AHHA

Bo3pacTHu

- XHUNEPTOHUA.

- Credokapans

-  CbpaeuHa apuTMMA, BKITIOYBALIA [TO-CMIEUHATHO HAlKaMepHa Taxukapans,

- Ilpodunaktuka Ha 3a00NeBAEMOCTTd M CMBPTHOCTTA OT ChPRACYHO-CHIOBH
HHLUMASHTH U NOBTOPEH MHGAPKT clel ocTpara ¢aza Ha HH(papKT Ha MHOKapAa.

- Cobpuebuene abmxailo ce Ha QYHKLUHOHANHH ChPAEYHH HApYIIEHHUS

- TlpodunakTuka HAa MUIPEHA.

-  CrabuanHa cCcUMIOTOMATHYHA XPOHUYHA CbpaedyHa HeaocTarbyHOCT (NYHA II-1V
dyHKUHOHANEH KNac, NeBOKaMepHa H3TnackBalla ppakuus < 40 % ) B koMOuHaUHUA €
ApYro ie4eHHe Ha CbpJeyHaTa HeAOCTATEYHOCT (BHXK TOUKA S.1).

llena n 1oH011H OT 6-18 roanHy
- JIEYECHHUE HA XUTIEPTOHHA.

4.2 103HpPOBKA H HAYHH HA NPHJIOXKEHHE

TabuneTkure MeTOCTan ca npeAHA3HAUYCHU 34 IIPUEM BEAHDBXK AHEBHO CyTpHH. Tabnetkure Tpadea
Jla ce ApHEeMAT LieNiv Uik pasjiesieHd Ha MoNoBUHH. He TpaOBa na ce nbBYaT WM cTpusart. Te
TpaORa Aa ce npuemar ¢ soja (Haik-Manko MOJOBHH Yaila).

HozaTta MoxXxe aa Obac onpeaccHa B CbOTBETCTBUE C YKA3AHHATA NPEACTABEHU NO-A0NY:

Bb3pacTHH:
XUnepmoHun

[IpenopbuntenHara A03a nNpy NAUMEHTH ¢ Jleka A0 yMepeHa xunepTtoHus e 47,5 mg
METOMPOSIOAOB CYKUHHAT (€KBHBAJEHTEH Ha S0 mg METONpONOIOB TApPTApPAT) OHEBHO. AKO €
HeOOXONHWMO, J03ata MOXe Aa Obac noBHLEeHA A0 95-190 mg MeTonposioNoB CYKLKHAT
(exBuBanenTen Ha 100-200 mg MeTONpoAONOB TapTapaT) AHEBHO MU Aa cé KOMOHHUpA ¢ Apyru
AHTUXUITEPTEH3HBHY JIEKAPCTBEHH NPOAYKTH,

Cmenoxapoun
95-190 mg MmetonpononoB cykuuHaT (ekBuBaneHteH Ha 100-200 mg metonponosios Taprapar)

BEAHBXK AHEBHO. [IpH HEOOXOAMMOCT B JIEYEHHETO MOTAT A4 ObAAT BKIKOUEHH U JIPYTH JeKapCTBa
3a JIEYEHHUE Ha aTepocKneposa.

Copoeuna apummun
95-190 mg MeronpononoB CykuvHar (ekBuBaiaeHTeH Ha 100-200 mg METOnpono/oB Taprapar)
BEIHb JHEBHO.

Hpodunaxkmuxa cied npekapan ungapkm Ha MuoKapoq

NHEBHO.




Copuebuene, 0va3Cauio ce Ha PYHKYUOHATIRU CHPOCYRU HAPYWIEHUA
05 mg MeTOnponoJoB CyKUMHaT (ekBHBajeHTeH Ha 100 mg MeTonponoNOB TAPTAPAT) BEAHBXK
AHEBHO. AKO € HeoOXoauMo, ao3ara Moxe Aa 0bae noBuiueHa a0 190 mg MeTonpononios

cyKuHMHart (ekBuBaneHTeH Ha 200 mg METONPOIOI0B TAPTAPAT) BEAHBK JHEBHO.

Ipoguraxmuxa Ha Mmuzpena
95-190 mg meTonposionoB cykuuHar (exksuBaieHTeH Ha 100-200 mg meronpononos Taprapar)
BEAHDBXK AHEBHO.

Cmabunna cuMnmoMamuiHa CopoetHa Heoocmamv4YHocH

Hlo3aTta METOMPOJIONOB CYKUMHAT TpaOBa Aa ce onpedcns WHAWBUIYANHO NPHU NALHEHTH CBC
cTabuNHa CHMNTOMATHYHA Chpe4HHa HEAOCTATHYHOCT, IPU KOKWTO C€ MpPHNara yCnopeaHo Apyro
Nne4yeHHe cpelly ChbpACYHa HEAOCTATHLYHOCT. [IpenopbudTEnHaTa HauyaaHa 034 33 NAMHEHTH C
XpOHMYHA cbpiedHa HeaocraTbuHocT, NYHA d¢yHkunonanen knac III-IV e 11,88 mg
METONPONOJIOB CYKIHHAT (€KBUBANCHTEH Ha 12,5 mg MeTonmponoioB TapTapar) BEAHBX JHEBHO
npe3 nbpBata ceaMuLa. [Ipe3 BTopara ceAMHLIA € Bh3MOXKHO flo3aTa a Obae nosuuieHa no 23.75
mg MEeTONPOJIONIOB CYKUHHAT (€KBUBAJICHTEH Ha 25 mg METONPOJIOJIOB TapTapar) BeOHDBX
JHEBHO.

[TpenopbuuTENHATA HAYAJIHA 032 32 MALHEHTH ChC CTAOHIHA ChpACYHA HeaocTaThuHOCT NYHA
¢yHkunoHaneH knac II e 23,75 mg MertonponoOnos CykUHHAT (EKBMBAJXCHTEH Ha 25 mg
METOMNPOJIONIOB TapTapaT) BEAHBXK JHEBHO Npe3 MbpBUTE ABe ceaMUuy. [IpenopbunTento e cnex
TOBa J03aTa Ja ce ypeauuH ABoHHo. Ho3aTta TpsadBa aa 6bae noBHLLABaHA BCAKA BTOpa CEAMHLA
no 190 mg meronpononoB cykuuHat (exkBuBaneHteH Ha 200 mg Meronpononos Taprapar)
JHEBHO WIH AoKaTo ObJe AOCTMrHATA MaKCHMAaJHO TIOHOCHMMATra go3a. [lpH npoAb/KHTETHO
feyeHHe, MiaHupaHara 03a Tpadea ga Obae ¢ukcupaHa Ha 190 mg METONPONONOB CYKLMHAT
(exBHBaNieHTeH Ha 200 mg MeTOnpoNONOB TapTapaT) AHEBHO HJIM AoKato OBbAe AOCTHrHaTa
MAKCHMaJIHO MNOHOcCHMMata A03a. [IpernopbHUTENHO € NEeKyBalUAT NeKap Aa € 3ano3HaT ¢
JeYeHHeTo Ha CHMMMTOMHTE Ha ¢TabunHaTta CMMITOMATHYHA ChbpAe4YHA HEAOCTATHHHOCT. (Chen
BCAKO MOBHILIABAHE HA [03aTa, CbCTOAHHETO HA nayueHTa TpsadBa Aa ce HabmonaBa BHUMATEHO.
AKO KPbBHOTO Ha/IAraHe ce MOHWXH, MOXE Ja c€ Hanoxy Aa OvbAe peayudpaH npuema Ha
CBITbTCTBALLIOTO JiekapcTBO. He € 3aab/DKMTENHO NMOHWIKABAHETO HA KPBLBHOTO HAJAraHe Ja €
npeyka 3a NpOoAL/DKUTENHATA YyIoTpeda Ha METONMpPOaoJ, HO B TaKbB Clyyal AO3HpOBKaTa TpsAOBa
na ObAe peAyurpaHa A0KATO ChCTOSHUETO HA NaUHeHTa Obae CTabuan3npa-Ho.

Hapywena oebpeuna gynkyun
He e HeoOX0auMO KOpUrHpaHe Ha ao3ara.

Hapyuiena ueprodpobua (hynxyun
[Ipn mauWeHTH ¢ OCTpa “epHOAPOOHA HEAOCTATHYHOCT, HAMPUMEP NALMEHTH C NOpTroKasajeH
IIBHT, 103aTa Tpa6Ba Aa Obae MoHWXKeHa (BHXK TOUKA 5.2 QapMAKOKMHETHUHH CBOKCTBA).

IHayuenmu 6 cmapyecka evipacm

Hsama poctatbuHo HH(POPMALHA 32 TPHNOXKEHHETO HA TOBA JIEKAPCTBO NPH NALHEHTH Ha Bb3PacT
Haa 80 roaunu. Tpabsa na ce B3eMaT HEOOXONMMHMTE, CNELMANHH NpeANna3sHd MEPKH, KOraTo ce
[MOBH1LIABA J03aTa.

Ileouampuuna nonyaauun
XUNIEPTOHHA




[MpenopbyraHaTa HayanHa [g03a NP NALUUEHTH C XWneproHus > 6 rogmuu ¢ 0,5 mg/kg
METOTIPOJIONOB TaprapaT (exBuBancHTeH Ha 0,48 mg /kg MeTonpononoB CYKLHHAT), BEAHBXK
aHeBHo. KpailiHaTta npuiaraHa n03a B MUIMrpaMu TpsOBa na 6bae Hai-Onu3kara npHONU3HTENHA
cTOWHOCT Ha M3uHclieHaTa J03a Ha 0aza mg/kg. Ilpm nauueHTUTEe, KOUTO HE ce MOBIUABAT OT
nosa 0,5 mg/kg nosata Tpaba ga ce nosuiuu a0 1,00 mg/kg (0.95 mg MeTonpononoe CykLUHHAT),
0e3 na HaaBuLIaRa A03a oT 50 mg (47.5 mg MeTonponosios cykuuHar). Ilpyu nauuyeHTUTe, KOUTO
He ce noBnugBar ot Ao3a 1 mg/kg, no3ara TpsbBa Aa ce NOBULLUK 0 MAKCHMaJlHA JHEBHa J03a OT
2 mg/kg (exsuBanenTeH Ha 1,9 mg/kg Metonpononos cykuusar). HaMa npoyusaHus NpH Aela H
FOHOLIMW ¢ KO3 NMo-8ucokH oT 200 mg (190 mg MeTONPONONoB CyKUHHAT).

He ca npoyuBaH# epukacHOCTTa H 0€30MaCHOCTTA NPH fella noA 6 roJHHH, NOpaJiyd KOETO HE CE
npenopbuBa ynorpedara Ha METONPONOJOB CYKUHHAT B Ta3H BL3PaCTOBA IPyria.

4.3 IIpoTHBONOKAZAHHA

- CBPBXUYYBCTBUTEJNHOCT KbM METONPONQIOB CYKLUMHAT, ApYrd 0eTa-0/10KepH U KbM
e/HO HJIK MOBEeYEe OT MOMOILIHUTE BELLIECTBA, H30pOeHH B ToUKa 6. 1.
- AtpuoeHtpukynapeH 6ok I unu 11l crenen.,

- - HexomneHcupaHa cbphevyHa HEAOCTATbYHOCT (DenoapobHa enema, xunonepdysus
HIW XWUINOTOHHS) W NPOABDKMTENHA MM HEPABHOMEPHA HWHOTPOMHA TEpanus,
AeHCTBALLIA Ype3 arOHH3bM HA OETa-peLenTOPHTE.

- JlokazaHa ¥ XJKHHYHO 3Ha4y¥WMa CHHYCOBa OpaaMkapaus (cbpaeuxa yectota < 50
yaapa/MHHYyTA).

- CHHApOM Ha OOJIHUS CHHYCOB Bb3El.

-  Kapanorenen mox.

-  Texxka nepudepHa aprepuanHa boJecT.

- XunotoHus (cuctoaa nog 90 mm Hg).

-  MerabonuTHa alua03a. |

- Texka dopma Ha BGpoHXHANHA acTMa MJIM XpOHMUYHA OOCTpykTHBHA OcnoapodbHa
ponect |

-  HenexysaH peoXpoMOUUTOM (BX. CbLUO T.4.4) :

- EnnoBpemenen npueM Ha MAO wHxubutopu (c wu3kmwoueHne Ha MAO-B
HHXHOHTOPUTE) (BXK. CBLLO T.4.5).

MeTtonposoa He TpaOBa Aa ce Mpuiara Npu NAUKHEHTH CbC CbMHEHHE 32 OCTbP HHGAPKT Ha
MHOKap/Ja W ako ChpJeuHaTa 4ecToTa € < 45 ynapa/MuHyTa, PQ untepBan > 0,24 cexyHay unu
CHCTOAHYHO KpbBHO Hamarade < 100 mmHg.

B AOMbIHEHHE, METONPOJIO € NPOTHBONOKA3EH MPH NALHEHTH CbC ChpAeYHA HENOCTATHYHOCT H
NpOABAAKHUTENIHA XHITOTOHUA (KpbBHO Hansrakde < 100 mmHg) (npenoptuBa ce 1a ce U3IMEpH
KPbBHOTO HAJISCAHE NPEIH 3alIOYBAHE Ha NEYEHHETO).

- EOHOBPEMEHHO WHTPABEHO3HO MPHUIOKEHHE HA KAILMEBH AHTATOHMCTH OT BepanaMuioB WM
JHJITRA3€MOB THI1 UNH APYrH aHTAAPUTMHUYHH CPEACTBA (KATO AW30NMUPAMHUA) € IPOTHBOMOKA3HO
(OCBeH MpH YCIOBHA HA MKTEH3HMBHA IpUXKa) (BXK. CbLIO T.4.5).

4.4 Cnenuajnya npedynpexaeHnd H Npeana3zHH MepKH NpH ynoTpeda

[Tpy maukeHTH ¢ OpOHXHaNHA acTMa, OeTa-Onokepure TpAdBa na 6bAaT ApHIaraHd BHY
Ako acTMaTHK ynotpebsBa [3,-peuenTopeH aroHucT (nmoa ¢opmarta Ha Ta
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HHXANALMOHHO), NIPH 3aNOYBAHE HA JIEUYCHUE C METOMPONONOB CYKUHHAT J03aTa Ha NMpHeMaHHUs
P,-aroHHcT TpAGBa Na Obje KOHTPONMpaHa M MOBHIUEHA, ako € Heobxoaumo. Tabnerkute

MeTocTag ¢ YABDKEHO OCBOOOXJaBaHE OKa3BaT BJIMSAHME HA [, peuenTopuTe B NO-Maska
CTENEH, OTKOJNKOTO KOHBEHIHOHAIHNTE TabneTHy GopMH Ha P, ceneKTHBHHTE OeTa-010KepH.

MeTomnpoJioa MOXeE a HaManu edekTa OT JIeUeHHEeTO Ha JHalteT H Ja MACKHPAa CUMIITOMUTE Ha
XHIIOTAHKeMHs. PUCKDBT OT HapylIEHWA HA BbraexXuipaTHUA MeTaboNM3bM WM MacKMpaHe Ha
XUIIOrMIKKEMHS € [Mo-Manbk, npd yrnorpedbara Ha Ttabnetkute METOCTAH ¢ ymwpmkeHo
0cBOOOX(/1aBaHE, OTKOJKOTO MpH ynorpebara Ha KOHBEHLHOHaNHHTE TabaeTHH Qopmu Ha B

ceJICKTHBHUTE OeTa-0nokepH U 3HAYUTENHO NO-MalnbK npu ynotpedara Ha HeceNnexkTUBHU Deta-

6nokepn.
Bera-6okepuTe MoraT AOMbLAHUTEIHO A2 YBENIHYAT PUCKA OT TEXKA XHMOTIHKEMHS, KOraTo ce

H3MON3BaT €JHOBPEMEHHO ChC CyNPoHunypeliHn npoussoaHud. [lauueHTHTe ¢ nnaber Tpabea na
OBbAAT CLBETBAHYW AA CNeAST BHUMATE/NHO HHBATA Ha KPbBHATA 3axap (BX. TOUKa 4.5).

B penku cnyuyad MoXxe Ja C€ YTEXKHH ChLIECTBYBALLO HapyulieHWe HA AV MPOBOAUMOCTTa NpH
neyenve ¢ Merocran (eBeHTYANHO C JOCTHTAHE N0 ATPHOBEHTPHKY.JapeH Onok).

MerocTaa MoXxe 1a YCHITH CUMIITOMHTC Ha UHPKYJIATOPDHHA CMYLLCHHA HA ﬂEpHdJEpHHTE
ApTEPHH, KOETO C€ NbJ/IDKH HA HETOBHA AaHTUXHNEPTEH3NBCH 3(])GKT.

Korato ce npeanucBa MerocTtax Ha nauMeHTH ¢ ¢eoxpomouutomMa (BK. T. 4.3), npeau
3aM04YBaHe W Mo BpeMe Ha jieyeHueTo Tpsabba na 6blae npuemaH anda onokep.

Jleyenueto ¢ MeTocrag MOXKe ia MaCKHpa CHMITOMHTE HA TUPEOTOKCHKO3A.

[Ipesu ONMEpaTHBHA HHTEPBEHLHS AHECTE3HOJOrbT TPAOBa Aa Obae MH(MOPMHPAH, Y€ MALHUEHTA
npueMa Oera-6nokepu. He ce npenopbuBa ga ce cnupa neueHueTo ¢ Oera-Onokepu npH
MauUEeHTH MOANEXALIN HA ONePaTHBHO JEUEHHE,

JleyeHueTo ¢ Oeta-Onokepu He Tpabsa aa ce nMpekpaTdaBa BHe3anHo. Besko cnvpaHe Ha npHeMma,
aKo € BB3MOXKHO, TpsiOBa Aa CTaBa MOCTENEHHO B NPOABIKEHHE Ha NOHE JBE CEAMHUUM, (pe3
KOMTO Jo3aTa TpabBsa Aa ce Hamanssa HanoJOBHHA, C BCAKA CThNKA, A0 AOCTHraHe Ha HaH-
HUCKATa Bh3MOXHA J103a, KOSTO € NOJIOBUH Tabnetka ¢ yAb/KeHO OCBOOOKAaBaHe, ChAbpKaLla
23,75 mg MeTonpoaonoB CykuuHart, 1.€ 11,875 mg MeTonposoNoB CyKUWHAT (€KBUBAJIEHTEH Ha
12,5 mg MmeTtonponoioB Taptapar). [lociennata nosa TpsOBa Ja ¢€ npUeMa MOHE YETHPH [HH
MPEAN HAITBJHOTO COMpAHE HA NEYEHUETO., AKQ MALUMEHTHT MOJMYYH HAKAKBH CHMIOTOMH Ce
npenopbyBa Ao3ara ga 0bvae peayuvpasa no-6asHo. BHe3anHoTo cnupaHe Ha ne4yeHueto ¢ OeTa-
OnoKepH MOXe Jia BIOIH XPOHHUYHA Chp/ieUHa HEJOCTATBYHOCT ¥ Aa MOBHLUK PUCKA OT HH(APKT
Ha MHOKapaa U BHE3anHa CMbPT.

Karo apyrure 6era-Onokepn, Merocran MOXe CBINO Aa MOBULIM YYBCTBHUTENHOCTTA KbM
aJlepreH’Te U 12 YCJIOXKHH NEYEHUETO Ha aHapuIakTuiHa peakums. JleueHHeTo ¢ aApeHanH He
BUHArd [aBa XeNaHWAT TepaneBTHYeH e(eKT Npu nauMeHTH npuemauin dera-Onokepn (BHX
cblio Touka 4.5 B3aumozelicTBue ¢ ApPYrd NEKapcTBEHM NPOAYKTH H ApyrH (OpMH Ha
B3aUMOICHCTBHE).

Jleuenuero c 6eTa-6okepH MOXKE a MPEAU3BHKA WM A BJIOLIH Bede ChbLIECTBYBALL NCHP aﬁ&ﬂw o
[Ipy nauuenTd ¢ aHruHa Ha [lpuHuMertan P, cenexTUBHHTE OeTa-Onokepu TpadB

A3N00/I38aHH BHUMATENHO.




Hlocera HaMa goctaTb4yHo HHPopMauus 3a npuyoxkeHHeTo Ha METOCTA]L npu nauUeHTH CbC
ChpACYHA HEAOCTATBYHOCT B ChUETAHKE CHC CleAHUTE PaKTOpH:
- Hectabunsa copaeyHa Hegoctatb4HOCT (IV dyHkunoHaneH knac mno NYHA).
- QOctep ' MHQApKT HA MHUOKapaa UNM HecrabuUNHA CTEHOKApAWA INpes3
NpeaxoxaauTe 28 IHH.
- Hapyuiena 6u6peyHa QyHKUUS.
- Hapywena uepnoapo6Ha gyHKuUHS.
- TlauneHTtu Ha BB3pacT Haa 80 roAuny.
- TlagueHTy Ha BB3pacT noj 40 roauHu.
- XeMOAWHAMHUYHHU 3HAYUMH KJIATIHH HAPY LLEHUA.
- XuneptpopuiHa 0OCTPYKTHBHA KApAHOMHOIIATHS.
- [Ilo Bpeme Wiu cnel chbpAeuHa OnepaTUBHA UHTEPBEHLIUA B PAMKUTE HA YEeTHPU
MeceLa Npeay JIEUEHUETO ¢ METONPONONOB CYKLHHAT.

4.5 BsauMogeiicTBHE ¢ APYrH JeKapCTBEHH NMPOAYKTH H APYrd (OpPMH HAa B3aHMOJeHcTBHE

DapmaxoOUHAMUYHU 83QUMOOCUCMBUA:

CbCcToSsHHETO Ha naudeHTa Tpabea jJa ce HabmiogaBa BHUMATEIHO, aKO CaHrIHOOIOKepH ce
MPUJIAratT eXHOBPEMEHHO ¢ Apyru Oeta-Onokepu (Hanp. kanku 3a o4d) HIH MAQO uHXHOGUTOPH
(BX. cbo 1.4.3).

AKO eJHOBPEMEHHO /leYeHHE C KJIOHWAUH uIe Obje NpeKpaTeHO, CIHUPAHETO Ha JICUEHHETO C
OeTa-Onokepa TpssdOBa na CTaHe HAKOJIKO AHH NpeaH TOBA.

Ako MetocTan Obiae npunarad €JHOBPEMEHHO C KaNlMEBH AHTATOHUCTH OT BEPanaMMioB WM
OHATHA3EMOB THI WM C aHTHAPUTMHYHH NIEKApCTBA, MAKEHTHT TpsAbBa Ja 6bae HabNoAaBaH 3a
BCsika ()OpMa Ha HEraTWBEH HMHOTpONEH W xpodHorponeH edekr. KanuuweBuTe aHTArOHHUCTH OT
BEpanaMuoB TUN He TpsbBa Aa ce MpUNaraT MHTPAaBEHO3HO Ha MaUHEHTH npueMaiuu Oera-
Bokepy (BXK. cbLO T, 4.3.).

AHTHApUTMUYHK NexkapcTBa knac [ AHTHapUTMUYHHTE JNekapcTBa knac I U Oeta-Osiokepure
HMAaT aJHTHBEH HEraTHBEH HHOTPONEH e(eKT, KOETO MOXE Ja AOBele A0 CEPHO3HH CTPaHHUUHH
XeMOJHHAMHUYHH edeKTH NpH NaUHEHTH ¢ HaManeHa nesokaMepHa PpyHkLHA. Ta3zn KoMOHHALHS
TpabBa Aa ce u3barea M Npu CUHAPOMA Ha OOJHHA CHHYCOB Bb3€l W NpPU MNATOJOTHYHH
HapylweHuss Ha AV MNpoBOAHMMOCTTA. ToBa B3aMMOACHCTBHE € Hai-n00pe AOKYMEHTHPAHO 34
AU30NMUpaMUA (BX. CbLUo T.4.3.).

[Ipy nauueHTH npueMaiid OeTa-OnokepH, MHXAIUMPAHETO HA AHECTETHLM MOXKE Aa 3aCHJIH
NOHUKaBAWMA ChpaeuHaTa YyecToTa edekt Ha Beta-Onokepure,

EﬂHOBpEMEHHDTﬂ NMPUNOXKECHUE Ha JICKApCTBd NOHHXKABALUH KPBLBHOTO HAJIATAHC H MerocTtan
MOXEC Ad 3aCHJIH TCEXHUA E(bEI{T.

EAHOBpEMEHHOTO MNpHAOKEHHE Ha MeTocTam W HOpPAApPEHANWH, ANPEHANHH WIH JPYTH
CUMMATUKOMHUMETHLM MOXKE A0 A0BEAE A0 3HAUMTENHO NOBULLIABAHE HA KPbBHOTO HANAraHE.

Mosxe na HacTbnH N3pa3CHO 3a0aBsHE Ha ChbpACYHaTa YCCTOTa H HaMAJIABAHE Ha CHPIACYHHATA
MpoBOAHMOCT, NMpPH CIHOBPEMCHHO JICUCHHC C MeTocTan H PC3CPIIHH, amba-m ARAOTTE

KNOHHAWH, r'yaH®alUdH H ChPAEYHH MTHKO3HIH. §pﬁﬁw o \




EXHOBPEMEHHOTO JICYEHHE HA NALMEHTH ¢ ApyrH 6eTa aApeHEpPrHyHN AHTAarOHUCTH (HANPUMED
THMOON — KallKW 3a oMH) TpAOBa Ja CTaBa Noj NpAKO MEAULIHHCKO HabM0ACHHE.

MeTocTax MOXe Aa OOJieKYM CHMITOMHTE HA XMIIOIJIMKEMHS, MO CMNEUHANHO TaXHKApAMsATA.
beta-penenTopHUTE OIIOKEPH MOTaT a NOTMCHAT OCBOOOXKNABAHETO HA HHCYJIUH NPH NMaUHEHTH C
auaber II tun. KpbeHarta 3axap TpsabBa Aa ce onpenenst peAOBHO H aHTHAHAOETHOTO JIeUCHAE
(MHCYJIHH ¥ nepopalHu aHTuauabeTHN JekapcTBa) TpAadBa Aa Oble KOPUrHpaHO NO ChOTBETHHUSA
HaUuH.

CwrnbreTBaliaTa ynorpeba Ha Oeta-Onokepd CbC CyRQOHWIYPEHHH HNPOU3BOAHM MOXE fa
MOBHLLH PUCKA OT TEXKA XKITOITTHKEMHS (BX. Touka 4.4).

EZHOBpEMEHHOTO  MPHIOXKEHME HA  WHAOMETALUMH HIA  OpYFH  HUHXHWOMTOpM  Ha
MPOCTArNIAaHAXHOBHA CHHTE3 Ha MOXE Ja HaMand aHTHXWIEpTEeH3WBHHs edexkT Ha Oera-

OnoKepHTeE.

Tpsabsa ma ce uma npensulR, 4e KOraTto Mpd onpeaencHud obcrosrencrsa, ObAe Npeanycas
aJjpeHaJIHH Ha NauueHT npuemaly Oeta-0nokepH, edekra Ha KapAHOCENEKTHBHUTE OeTa-Onokepy
BbpPXY PperyidpaHeTo Ha KPbBHOTO HAMATdHE € 3HAYMTENHO MO-MalbK OT TO3M Ha
HEeCENEKTUBHUTE DeTa-0nokepH.

EdexThT Ha apeHaNdHa hipy JieveHde Ha aHauNakTHYHH peakuMHu Moxe aa Obae otcnaben npu
malueHTy, npueMauid Oecra-Onokepn (Bk Cbilo T. 4.4 CneuyanHd NpeaynpexKIeHHA U
npeanasHy MEPKH npu yrnotpeda).

DapMaKoOKUHEMUYHU 83AUMO0EUCMBUA. |

ExzuM-uHAYyUHpaliuTeE HAM WHXUHOWpaALM JieKapCcTBa MOrar Ja OKakaT BIIMSHHE BbPXY
MnIa3MEHUTE  KOHLEHTpauuMd Ha MeTonponon. PudamnuudH noHu»kaBa  njaa3MeHuTe
KOHLEHTPAUHH HA METONPOJION, AOKATO LIMMETHANH, €TaHON B XHApaia3uH MOrar aa nosuuiar
NjiasMeHuTe My KoHuexTpauun. MetabonuamMsT Ha MeTocTaa C€ OCbLUIECTBABA INIaBHO, HO HE
caMO, NOCPEACTBOM 4epHOAPOOHUSA eH3uM LuToXpoM CYP2D6 (Bux cbilo T. 5.2). Huxubutopu
Ha CYP 2D6, nanpuMep celekTHBHHTE HHXUOMTOpH Ha oBpaTHOTO 3axBalliaHe HAa CepOTOHHHA
(SSRIs) xato napokcetuH, GNyOKCETUH H CEPTPaNvH, AHPEHXUAPAMHH, XUAPOKCHXIIOPOKBHH,
uenekokcub, TepOuHaduH,  HeBpoJeNTHLM(HAMP. - XJOPNPOMAa3uH,  TPHPAYNPOMAa3HH,
XJIOPNPOTHKCEH), & CbILO U nponageHOH MoraT Aa MOBHILAT NJA3MEHHTE KOHUEHTpaUMH Ha
METOMPONON.

Uma cpobiuenns 3a unxubupadHe Ha CYP2D6 3a aMHOAapOH M XMHHAHWH (AHTHAPHTMHYHU
NIEKApPCTBA).

METOCTAJ] Moe na HaManu KJIMPBHCA HA APYTH NekapceTsa (Hanp. JTHAOKAaHH).

4.6 bpeMeHHOCT, mpméue M QepTHANTET

bpemernnocm

[Mopagu nuncara Ha AoOpe KOHTPONUPaHW MPOYUBAHHS 33 MPHAOKEHHETO HA METOMNPOJION Mo

BpeMe Ha OpemeHHOCT, MeTocTan MOke Aa Ce NpHeMa Mo BpeMe Ha OPEeMEHHOCT CaMo ako
O4YaKBaHaTa Mon3a 3a MalkaTa Ha/|BHILUABA BH3IMOXKHHS PUCK 3a MJI0Aa.

BeTa-6n0keprTe HaManaBar MJAUCHTHATA NEepPy31sl, KOETO MOXKE Ja KOBEJE A0 CMby
H TpexacBpeMeHHo paxaaHe. Habmopasano € 3abaBsHE Ha MHTpAYTEPHHHHS / O
MPOABLIKUTENIHO JIeKyBaHH OpeMEHHHM KEHH C REKA 10 YMEpEHa XHICPTOHHA. befraXe




MOraT Ja Tnpeau3BHkar 3afaBsHe Ha paxiaaHero U Opaaukapaus 0OpH 3apojMiua M
HOBOPOAEHOTO. MMa choblieHus 3a XUHOrIMKeMHUs, XHIIOTOHUS, OBHILEHA OUNHPYOHHEMHUS HIIH

MHXHOHpaH OTrOBOP HAa AHOKCHA MPU HOBOPOAECHOTO. JleueHHETO ¢ METONponon TpsOBa 1a Obvae
npeycraHoBeHO 48-72 dyaca npeas OYaKBAHOTO paxlaHe. AKO TOBa € HEBB3MOXHO,
HOBOPOAEHOTO TpsiOBa aa Obae HaliogasaHo 48-72 uyaca cnen paXAAHETO 32 HEXKENAHH
peaku{H, BCeACTBHE Ha ynotpebara Ha 6era-Osokepu (Hanpumep CbpAEYHH H O€n0LpOoOHH
YCHOXKHEHHUA). |

Hsama naHuM OT M3C/ieBaHHATA NPH XKUBOTHH 3a MOTEHUUANEH TepatoreHeH egexkT Ha Oeta-
ONOKepHTE, HO Te HaMaifaBaT KPbBHHA MOTOK B MMBIHATA BpPbB, MpeAu3BHKBar 3abaBsAHe Ha
pacTeka, HaManaBaT OCUPHKAUMATA ¥ MOBHIUABAT PHUCKA OT (eTanHa H MOCTHATAIHA CMDBPT.

Kvpmerne
KoHLIeHTpaLKMsATa Ha METOMPONOI B KbpMaTa € NPUOIU3UTEIHO TPH NMbTH NO-BHCOKA, OTKOJKOTO
B MJjasMara Ha Malikata. Bbrnpekn 4de pUCKBT OT HEXENaHH peakuuH NpH KbpMauero, cliel
NpUIAraHeT0 Ha TEpaneBTUYHHM OO3H OT TOBA JIEKAPCTBO € MaNbK ( OCBEH MPH HHAHBHIH C
MOHHXeH MeTabosiuTeH KanauuTeT), To TpAGBa aa Obae HabnrogaBaHO 3a npu3HAUH Ha Oera
bnokaga.

4.7 EdexTH BbpXy cnocobHocTTa 3a IIopHpaHe H padoTa ¢ MAIIHHH

MeTocTan nOBAHABA B MafKa A0 yMEpeHa cTeneH cnocobHocTta 3a wodHpaHe u paboTa C
MAILHHH.

[lauieHTrTe TpsaAbBa na 00bLpPHAT BHMMAHHE HA TOBa KaK METONpOJAOA MM MOB/IMABA MpeiH ha
iwodupar MaM ga paboTAT ¢ MalIMHH, ThH KaTo ca BB3MOXHHM HEXENaHH peakl#Hd KaTo
samafiBaHe WX yMopa MO BpeMe Ha JICUEHUETO ¢ TOBA JIEKapCTBO. Te3n HexeNnaHH peakuuu
Morat jga ObpaT 3acHiIeHH, NPH €AHOBpEMeHHaTa ynorpeda Ha JNEKapCTBOTO ¢ &NKOXON WIIH

NPOMAHA Ha TEpanuATa.
4.8 HexenaHu JieKapcTBeHH peakiHH

HexxenaHuTe NeKapcTBEHH peaklMM H3OpOEHHU no-a0ny ca JOKNaJBaHU KATO HEXENAHH peakUUU
110 BPpEME Ha KJIMHHAYHM NMPOYUBAHUA WM OT ynoTpeba B KIMHHUYHATA NPAKTHKA, Hal-4yeCcTO MpH
yrnorpefaTta Ha KOHBCHUMOHANHU TabneTky ¢ METONpOJIONIOB TapTapar. B MHoro ot ciydauTe
NpHUYKXHHATA Bpb3Ka ¢ ynorpedara He MOoXe Ja Obae noTBbpacHa.

HexxenanuTe peakiyy ca W30poeHH Mo-aony, N0 CHCTEMHO-OPIaHHH KJ1aCOBE M YECTOTA CHIIaCHO
MedDRa neduHupaHa, KakTo CleaBa:

MHOT0 UecTH
(> 1/10)

YecTH
> 1/100 no
< 1/10

HeuecTH
> 1/1,000 no
< 1/100

Penku
> 1/10,000 no<
1/1,000

Hapyuenus
Ha KpbBTa M

M#oro peaku
(< 1/10,000); c
HEU3BECTHA
yecToTa (OT
HAJTHYHHUTE

OAaHHH HE MOXeE
na 6oae




nuMdHata JIEBKOTEHUSA
CHCTEMA
Hapyiuenusd BnouiaBaxe Ha
Ha NnareHTeH
€HIOKPHHHAT 3axapeH auaber
a CUCTEMa
Hapyuwieuus HaanaesaHe Ha
Ha TerN10
mMeTabonusma
1 XpaHEHEeTOo
[Icuxnynu Henpecus, HepBHOCT, AMHe3us/
HapYLUEHUSA HapyLllIeHa TPEBOXKHOCT HapyLlieHa
KOHLCHTpaLHs, NaMeT,
COMHOJIEHTHOCT 0OBpKBAHE,
Wn 6e3ChHHME, XaJKUMHALKHY, I
KOLLMAapH POMEHH HA
HaCTPOCHHETO
Hapyueuns 3aMasgHoOCT, [Mapecresus
HA HepBHATA rnapobonue
CHCTEMA
Hapywedus Hapyuwenus Ha
Ha O4YUTE 3IPEHUETO,
CYyXQTa Wiu
Jpa3HeHe B
OYHTE,
KOHIOKTHUBHUT
Hapyuwienus TuHUTYC,
Ha yXOTO H npoONEMH ChbC
nabupHuHTa clyxa
bpanukapaus, BpemeHHO OyHKUHO-
CopaeyHun OPTOCTATHYHM yTexcHsIBaHe Ha HAHH
HapyllUeHHA HApYLLIEHHA CUMNTOMHKTE Ha ChbpACYHH
(MHOFO PSAKO CBpAcUHA HapyYLIEHu4,
A0 CHHKOI), HEIOCTATbYHOCTA | apuTMUS ,
ChpLeOueHe V 6410k nbpBa HApYILIEHHUS B
CTEMNEH, IIPOBOAU-
npeacbpaHa MOCTTa

00oJKa




CbI0BH 3uauurendo | CtyAcHH Hekpo3a npH
HapyLICHUS | MOHWXEHHE | KpahHUUH MalUeHTH C
Ha KPBBHOTO npuaoduTu
HaJIAraHe TEWKKH
OpTOCTATHYH nepudepHu
a XHMIOTOHM A, CbAOBH
MHOI'Q pAIKO HAPYLLICHHS,
IO CHHKOI YyTEXKHABAHE HA
KNnay AMKALUO
HHTEPMHUTEHC
WJIH CHHAPOM Ha
Pefito
Hucnues npu bpoHxocnassM Punnt
PecnupaTtops (pH3RHECKO
H, TPbIHH H YCHJIHE
MEAHACTHUHAJ
HU
HapyLUCHHUA
CromaliHo- ['anene, [ToBpbuiane CyxoTa B HapyiuieHus BbB
YPEBHHU enuracTpaiHa yCcTaTa BKYCa
HADY LICHHUA Oonka, nHapus,
3arnek
Xeraro- AbHopmanHu XenaTtut
OunHapHu- yepHOApOOHH
Hapy LLEHUS (dOYHKLUHOHAJIHH
TECTOBE
Hapywenus Obpus Koconag DoTOUyBCTBUTE
Ha KOXaTa U (ncopunazudopme JTHOCT, BJIOLLIEH
NOAKOXKHATA Ha YPTHKapud U NCOpHAsKC,
ThKaH KOXHH JIE3UH U3sBa HA HOBH
WHAYLUUPAHH OT NCopHa3UC-
- AUCTpopus), noxobHH
3aCHIICHO NPOMEHH Ha
U3MOTABAHE KOXara
Hapyuuenus MycKynHu ApTpanrus,
Ha Cra3sMH MYCKYJIHa
MYCKY JIHO- | cnabocT
CKEJIETHATA
CUCTEMA H
CbeAUHMTENH
ara TbKaH
Hapyweunus MMNOTEHTHOCT
Ha U ApYTH
Bb3NPOH3BOJ CEKCYaNH#
UTEJNHATA CMYLLIEHHAS




CHCTEMA H HHIYpalHo
rbpAara ‘ MEeHUC
| MJIACTHKA
(bonecT Ha
[lefipoHu)
O61LH OTnaaHanocT OTOK
HAPY LUEHHUS K
eeKTH Ha
'MSICTOTO Ha
NPUNOXEHHE

Tocmmapremunzoe onum
Crneanure HeXeNlaHH peakiliu ca CbOOLLEHK M0 BpeMe Ha yioTpedaTta Ha METONPOAON Cled
pa3peliaBaHe 3a ynorpeba:

- ChCTOSIHUE Ha 0OBbpKBaHE;

- MOBMIIABAHE HA TPUINIHUEPHANTE B KPBBTA W [MOHHXKABAHE HA MTUNOMNPOTEUHNTE

¢ BUcoka mueTHOCT (HDL).

Toi kaTo Te3n ChoblIEHH Ca OT NOoMyJauus ¢ HeonpeaeaeH pa3Mep U ca NOANOXKeHH Ha
obbprBaLid GakTOpH, HE € Bb3MOXKHO HAEKAHO [1a C€ OLIEHH TAXHATA UECTOTa.

CrwofLlaBade Ha NOAO3UPAHH HEXENAHH PEAKLIMH
C100LaBaHETO HA TOA03MPAHH HEXeNTaHUW PEAKUMH clie]l pa3speluaBaHe 3a ynotpebda Ha
NeKapCcTBEHHA NPOAYKT € BaXXHO. TOBa NO3BOJIABA Aa NIPOABIKH HAONIOAEHHETO Ha
CHOTHOLIEHHETO NMON3a/PHCK 32 NEKAPCTBEHUSA NPOAYKT. OT MEAULIMHCKHUTE CAELHANNCTH CE
M3UCKBaA Aa ChOOLIABAT BCAKA MOA03MpaHa HEXENIaHa peakLus Ypes.

HanbaBHTeIHA ATEeHIHA 10 JIEKaApPCTBATA

yi. ,,JlaMsH ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417
yeOcaifT; www.bda.bg

4.9 IIpeao3upaHne

Cumnmomu.

[Ipeno3upaneTo ¢ METONPONION MOXKeE Aa NPEeAU3BUKA TEKKA XUITOTOHHA, CHHYCOBA Opaarkapansi,
ATPUOBEHTPUKYNApeH ONIOK, CbhbpACYHA HEJOCTAaTbUHOCT, KApJHOT€HEH LIOK, ChPACYCH apecT,
OpoHxocnasbM, 3aryba Ha Cbh3HaHHME (A0OpH KOMa), rafAeHe, NOBpBhILaHe WKW LHaHO3a.

EnHoBpeMeHEH NPHEM HA aJIKOXOJ, AHTHXHIIEPTEH3HBHH NIEKAPCTBEHH NMPOAYKTH, XHHUIAHH MK
OapOuTypaTH MOraTr Ja BNOUIAT CbCTOSHHETO Ha MALHEHTA.

[TbpBuTE CUMIOTOMH HA NpeAo3dpaHe Morat Aa ce Habmoaasat ot 20 MUHYTH A0 2 uaca clef
MpUeMa Ha JEKaAPCTBOTO.

Tepanwsi: |
AKO € HeoDX0AUMO, MOXKE [1a C€ HanpaBd CTOMAallHA NPOMUBKA C aKTHBEH BbIieH. B cayyail Ha

TEXKA XHUNOTOHUS, OpalUKapAHs HIIH NOBHLIEH PUCK OT CbpAEYHA HEAOCTATbYHOCT, Ha B2
TpAGBa ga 6bJe MpHIaraH HHTPABEHO3HO [, arOHKUCT (HampUMep NPeHANTEpON) Ha HpTeadaL

iIg-"=" 1y
L3
.




2-5 MHHYTH MK Aa Objle HanpapeHa NPOEb/KATENHA HHDY3KA A0 MOCTUTAHE HA JKeJIaHHS edexT.
KaTo 3amecTuTen Ha CENneKTHBHHS [, arOHHCT MOXe na Obge MpUIOKEH AONaMHH. ATPOINHH

cyndar (0.5 — 2.0 mg HHTpaBEHO3HO) 3a QuIOKKHpaHe HA HEPBYC Baryc.

AKo XenaHuat edekT He Obae nocturaar, wmorar Jga ObaaT M3MOA3BAHH  APYIH
CHMNATUKOMHUMETHYHH JIEKapCTBa, HanpuMep 100yTaMHH HJIM HOpaIpEHAIIHUH.

Chlio Taka, Ha nauueHTa Moxe aa Ovae npuyioxed 1-10 mg raokarod. Moxe aa ce HalloXxH
W3MO0J3BaHeTO Ha mnelcMeldKbp). 3a NpeAOTBpaTABaHe Ha OpoHXOCMasbM MoXe Aa Obje
[PUIOXEH HHTPABEHO3HO P, arOHHCT.

3abenexncxa! HeobXoAMMHTE HO3M 338 OBIAAABAHE HA MPEAO3NpPAHE ca MHOI0 MRO-BUCOKH OT
obuyaliHuTe TepaneBTHYHH A03H Tbil KaTo beTa-0nokepsT € Onokupan Oera peuenTopure.

5. PAPMAKOJIOITHYHH CBOUCTBA

5.1 @apMaKkoJJOrHYHH CBOACTBA

dapmakoTepaneBTH4Ha rpyna: bera-0NoKUpallH AareHTH, CENEKTHBHH.
ATC kom: C 07 AB (02

Meromnpoion € B -cenekTuseH 010Kkep, T.e. Toil AelicTBa Ha P |-peLeNTOPHTE HA CHPLETO B MHOIO
MO-MaJKu J03H OT TE3H, KOHTO ca HeoOxoaumu 3a Hnokupane Ha P,-peuenTopure.

MeTonposaon nMa He3HauuTeneH MemOpaHocTabuu3npall ePeKkT U HAMa arOHUCTHYECH eeKT.

CTUMYJNIHpALIHMAT edeKT Ha KaTexojaMUHHTE (KOMTO c¢e ocBoDOxAaBaT npH (PU3NYECKH U
YMCTBEH CTpeCc) ce Hamansgea HIM [OTHCKa OT MeTonponon. Meronpojson HaMansBsa

TaxXHKApAUATa, YCKOPEHHUAT NYJIC H CbhbpPACUHHHA neOuT, NpCAH3BUKAHH OT KaATEXOJIAMUHUTE, H
MOHHXKABA KPBbBHOTO HaJAlraHC.

[InasmMennTe KoOHUeHTpauudH MW edekta ([31-Onoxkvpall) Ha TaONETKHTE C  YABIDKEHO

oCBOOOXAaBaHe, CbAbpXKAILH METONPONONOB CYKLUHHAT, Ca MNO-PaBHOMEPDHO pPA3NpEACIIEHH 1O
BpEME Ha UCJAHA ACH, OTKOJKOTO TE3X HNOCTHTHATH € KOHBCHLHOHANHHUTC TabNeTKN Ha Bl-

ceNleKTHBHH OJTOKEpH.
TBi KaTo NnNasMeHUWTe KOHLUEHTpaLUMH ca CTA0HIHH, KIMHUYHATA P1-CeNeKTHBHOCT € No-100pa B

CpaBHCHHE € Ta3H MNOCTHI'HATA C KOHBCHUHOHA/HHUTC TabneTKy CbAbpPXKaLIH BI-CGHGI{THBHH

OnokepH.
PHCKBT OT HEXENAHKM PEaKUHH, CBbP3aH ¢ MAKCHMAaNHUTE KOHUEHTpALUH, € Chill0 MUHHUMAJEH

(6panukapavs UM cnabocT B KpaWHULKTE).

AKO € HeoOXOAHMO, METOMPONION MOXE Aa Obje NpUNOKeH eJHOBPEMEHHO C P,-ArOHHCT NpH
MAaLKHEHTH CBC CHMIITOMA Ha O0CTPYKTHBHA DenoapodbHa boecT.

Eghexm npu xponuuna cvpoeuna HedocmamvyHocm:
MERIT-HF npoyusaHe 3a npexuBseMOCTTa cpaBHsiBailio 3 991 naiueHTta cne
HepoctaTbyHocT (NYHA 1I-1V dyHkuvoHaneHd khac) U u3taackealna gppakuus (<
KOWTO METOMPOJION € KOMOUHHUpAH ChC CTAHZAPTHOTO JIEUEHUE HA ChpIeUHA HEl




(T.e. Anypetiur, ACE-HHXWOMTOpU WM XUApana3uH, akOo NALUEHTHTE HE Ca TONCPAHTHH KbM
ACE-HHXMOHTOPH, HHTpPAaTH ¢ YAbJDKEHO JelicTBHe Wnd aHruoTeHsuH-11 peuentopHH
AHTArOHHCTH H, aKo € HeoOXOoAMMO, ChbpPACYHH TNHKO3MIM), NOKa3sa HamaldBaHe Ha obliata
cMbpTHOCT ¢ 34% (p= 0.0062 (kopurupana); p= 0.00009 (muHumansa)). CMbpTHOCTTa
(HE3aBHCHMO OT NMPHYKHATA) B rpynara npuemMaiia metomnpoinoin e 6uaa 145 (7,2% npu mauneHTy
NeKyBaHH € MeTOmnponoa eaHa roaydHa) cpewy 217 (11,0%) B nnauedo rpynara, ¢ OTHOCUTENEH

puck 0.66% [95% CI 0.53-0.81].

IMeauaTpHina nomyJaains

B eaHo 4 — ceAMHYHO NpoydBaHe npH 144 neaMaTpHuUHH NalUeHTW (Ha BB3pacT OT 6 no 16
roAHHH) ¢ bpBHYHA eCeHUHaJHAa XUNEpPTOHHs € HabaKJaBaHO, Y€ METOMpPONONIOB CYKLMHAT
NOHMXAaBa CHCTOJIMYHOTO apTepHanHo Hanarade ¢ 5,2 mmHg npu nosa 0,2 mg/kg (p=0,145) ¢ 7,7
mmHg npu go3za 1,0 mg/kg (p=0,027) u ¢ 6,3 mmHg npu ao3a or 2,0 mg/kg (p=0,049), npu
MaKCcUMaJiIRa AHeBHa ao3a or 200 mg, B cpaBHeHHe ¢ 1,9 mmHg npu nnauebo. [1o oTHolueHHE
Ha JHACTONHYHOTO apTEepHAJIHO HAnsAraHe TOBa MOHHXEHHE € ChOTBETHO ¢ 3,1 (p=0,6535), 4,9
(p=0,280), 7,5 (p=0,017) v 2,1 mmHg. He ca HabnrogaBaHH SBHM PA3NHKH MO OTHOLIEHHE
HOHMXEHHETO HA APTEPUHANIHOTO HaNATaHE B 3aBUCHMOCT OT Bb3pacTTa, CTaaud no TaHep WM
pacoBaTta MpUHAILNEXHOCT.

5.2 GapMaKOKHEETHYHH CBOHCTRA

Abcopbyusn u paznpedenenue.

Metonponon ce abcopbupa HanblHO clel nepopalicH NpueM. brarogapeHue Ha H3paseHHUs
edeKT Ha MbPBO NPEMHHABAHE Mpe3 4YepHUA Apod, CHCTEMHATA OHOHAIMYHOCT HA METONPOJIOoN
clIeR eAHOKpaTHa nepopajHa fo3a ¢ npubnusurenHo 50%. buonanuuyHOCTTa Ha TAONETKUTE C
yaAbJDKeHO 0cBOOMKIaBaHe € Npuban3uTenHo ¢ 20-30% no-HUCKa OT Ta3H Ha KOHBEHUHWOHAJTHHTE
TabneTKH, HO TOBA HAMA 3HAUHUM KIMHHYEH eeKT, Thid KATO CTORHOCTHTE MOJ] KPUBATA Mja3mMeHa
koHUeHTpauus Bpeme (AUC) ca cblliuTe, KATO NP KOHBEHUHOHANHWTE TabneTkn. Camo Manka
yacT oT MeTonponon (npuda. 3-10%) ce cebp3Ba C NNa3MEHHTE MPOTEHHH.

Bcska TabneTka ¢ yABMKEHO 0CcBOOOKAABAHE, ChABPXKALLA METONPONOIOB CYKIIHHAT, ¢€ CbCTOU
OT ronsM ©Opo#i rpaHynd, CbIbpXAalK METONPONIONAOB CYKUHHAT, C KOHTPOJHPAHO
ocBoOoxxaaBaHe. BcsAka rpaHyna € o00BUTa B nojadMepHa MemOpaHa, KOATO KOHTpOJHpaila
CKOpOCTTa Ha 0CcBOOOKAABAHE HA METONMPONO.

Tabnerkara ¢ yab/DhxeHo ocBoOOXAaBaHe ce pasiiana Obp30 NPH KOHTAKT C TEYHOCT U IPpaHyJIUTE
C KOHTPOJNHpaHO OCBOOOXKAABAHE C€ Ppa3NpeAcnaT B CTOMALUHO-YPEBHHSA TPaKT, KbAETO
0CcBOOOXKAaBAT aKTHBHOTO BEUIECTBO B MpojbibkeHHe Ha 20 daca. Bpemetro Ha MOMyXUBOT Ha
METONPOJION € cpeaHno’ 3,5 vaca (8X&. T. OHoTpaHchopMaumua ¥ eauMuHupale). Crnen npueM Ha
eIHOKpAaTHa JHEBHA A03a, MAKCHUMATHHTE NNAa3MEHH KOHUEHTPAUHH HAa METONPOJIOA AOCTUTAT
npUOIN3UTENTHO ABa MbTH 0a30BUTE CTOMHOCTH.

Buomparnchopmayus u exuMunupane:

Metabonu3MbT Ha METOIPONO C€ OCBILECTBABA UPE3 OKCHAALIUS B YEPHUs ApOD. YCTAHOBEHH Ca
TPU OCHOBHM MeTabonuTa, OT KOHMTO HHTO €AMH He npuTexasa Oera-Onokupaill edekt
KJIMHUYHO 3HAUECHHE.

MeTabonu3MbT Ha METOIPOJ0J C€ OCBLUICCTBABA INTABHO HO HE CAMO, OT ‘IEPHGHPOSHHH

METOINPOION BapupaT TNpH OTICNHUTE HUHAMBHAWU. baBHuTe MeTabonK3aTOpH
metabonuTeH kanauuTet (npubnusutrenHo 7-8%) nokassaT BUCOKH NNMA3MEHH KOH




OaBHO eNUMHHHpaHE B cCpaBHEHHE ¢ Obp3WTEe METADONN3ATOPH, NpPUTEKABAIH HOpPMAICH
MmeTabonuTeH kanaunrer. Bonpeku ToBa, MIA3MEHHTE KOHLUEHTpaLKH ca CTaOHIIHH H NOBTOPHMH
fPY OTAENHHUTE HHAWBUAH.

[ToBeue ot 95% o1 mepopanHara 1o3a ce OTaAens ¢ ypuHara. Okono 5% OT npHeTata [03a ce
EKCKpETHpa B YpHUHATa HENPOMEHEHa, KaTo B OTACIHM Clydyad MOXe jaa jocturdHe a0 30%.
BpeMeTo Ha MojlyeJHMHHHpaHe Ha METOMpoNon e cpeato 3.5 uaca ( ot 1 a0 9 4aca). ToTanHUAT
1a3MeH KIMPBLHC € npubnusutenso 1 L/min.

HsiMa 3HauMTENHa pasnuka BbB (apMakOKWHETHKATA MPH MAUMECHTHTE B CTAPYECKA BB3PAcT B
cpaBHEHH¥E ¢ mo-maaauTe xopa. CHcTeMHaTa OHOHANHYHOCT U €NTUMHUHHPAHETO HA METOMPOINOI
OCTaBaT HenpoMeHeHH [MpH MalUMeHTH ¢ yBpeaeHa ObOpevyHa ¢yHKUUA. Bbnpekn TOBa,
eTMMHHHPaHETO Ha MeTafonuTuTe € NOe-0aBHO OT HOPMATHOTO. JHAYHUTENHO HATPYNBaHEe Ha
MeTabonuTH € HabnoJaBaHo NMpu NMalMeHTH CbC CKOPOCT HA MMOMEPYIHA QUITPALUA MO-MAJIKO
or 5 mL/min. HatpynBaHeto Ha MetaloauTtu He noreHudpa Oeta-OMOKHpalLOTO AEHCTBHE HA
METONPOJION.

[Ipu nauueHTH ¢ YepHOApOOHA LIHPO3a OHOHANUYHOCTTA HA METOMPOJIO MOXE Ja C& NOBHINH M
obLIHAT KAMPBHC Ja c¢e NoHuxH. Bee nak ToBa MMa KNMHWYHO 3HAYEHHE CAMO MPH NMaUWEHTH C
TEXKO YBpeleHa uepHoApoOHa (YHKUHS HNM € noproxasaneH WBHT. [lpy nauuedTn ¢
NOPTOKABANEH LILHT, OOIUAT KIUpBHC € npubansutenHo 0,3 mL/min u AUC croifHocTHTE Ca
MPHUOSU3HUTENHO WECT TBTH NO-BHCOKH OT TE3W H3MEPEHU NPY 31paBH JOOPOBOJILH.

IleaHaTpHYHA NOMY/IALHA

DapMaKOKHHETUUHHUAT NPOPHA HA METONPONON OpH NEANATPUUHH NMALUEHTH C XHIIEPTOHHUA Ha
Bb3pact 6-17 roauHu € CXOlcH ¢ (hapMakOKWHETHKAaTa, ONMCaHa MO-TOpPE NPH Bb3PACTHHTE.
SIBHHAT KIHPBHC cliel nepopaneH MpUeM Ha METONPOJION HapacTBa THHEHHO C TEJIECHOTO TEFJIO.

5.3 IIpeakAHHHYHNE JaHHH 32 0e30macCHOCT

Hsama ApYru 3HauyuMMd MpeAKNIHHHYHH JdaHHH, OCBEH BCUC HBSPDEHHTE B APYIiTE TOHKH HA
KpaTKaTa XapaKTCpUCTHKa Ha NpOAYKTa.

6. PAPMAILIEBTUYHHA JAHHH

6.1 CnHchLK HA MOMOLHHHTE BEUeCTBA

Slapo Ha TabieTkata
MUKpPOKpHUCTAIIHA Lenyo3a
MeTuauenynosa
LlapeBHYHO HHILIECTE

[ nuuepon

ETunuenynosa

Marudesues cTeapar

(O0BuUBKA HA TabjeTKata
MuUKpoKpUcTanHa Lenynosa
XHMPOMEN3a

Creapy¥HOBa KHCENIUHA
TutaHos guokcua (E171)




6.2 HeChbBMECTHMOCTH

Henpunoxumo.

6.3 Cpox Ha rogHocT

3 TOAHHH.

6.4PCHGHHMHH YCJIOBHA HA ChbXPAHEHHE
Hla ce chxpaHsBa npu TeMneparypa noa 30°C.
6.5 Jannyu 3a onaKkoBKaTa

Bnﬁc*rep or [IBX/TIEAIBIAX/An.

METOCTAZIL 25 mg
OnaxoBkH ¢ 28, 30, 50 u 100 Tabnetku ¢ yabkeHO ocBOOOKNaBAHE,

METOCTAI 50 mg, 100 mg, 200mg
Onaxosku ¢ 28, 30, 50, 56 u 100 TabneTk# ¢ yABJIXKEHO OCBOOOK1aBAHE.

He BcH4KM BHAOBE OMAaKOBKK MOrat Aa ObAaT nycHaTH B npogax0ia.
6.6 Cnentuanyu NpeanasHH MepKH NpH H3XBbpaaHe H pabora

"HaMa cnennasHi H3UCKBAHUA.

7. IPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Stada Arzneimittel AG
Stadastrasse 2-18
61118 Bad Vilbel

[‘epMaHus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEGA
MetocTan 25 mg: 20090296

Meroctan 50 mg: 20090297

Metocran 100 mg: 20090298
MetocTtan 200mg: 20090299

9.1ATA HA II'bPBO PAZPEIIABAHE/TIOTHOBABAHE HA PAZPEIHEHHUETO 3A
YIIOTPEBA

23.06.2009/21.01.2014




10.  JATA HA AKTYAJIM3HPAHE HA TEKCTA

02.2026




