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1. MMe HA JeKAPCTBEHRA NPOAYKT

Metocor 50 mg tablets /’7—-6;.? Ia=P aw i /7 //f 0. o

Metocor 100 mg tablets

2. KayecTBeR H KOJIHYECTBEH ChCTAB
Bcesaxa Tabnetka ¢pOBpKa ¢HOTBETHO 50 mg man 100 mg Meronpononos Taprapat (mefoprolol
tartrate).

3a ITBJIBEUS CITUCHK HAa TTOMOITHHTE BEIleCTBA BXK. TOUKa 6.1.

3. JlekapcTBena popma
Tabmerka.
Tabnerkure ca Oenu unM MoYTH O€NM, KPBIJIK K IUIOCKH, KaTo BbpXy Tabnetkure oT 100 mg nma

ACJIMTCIHA YCPTa OT €dHaT4a CTpaHa.

4, KINAAYHH JaHHA

4.1. TepaneBTHYHH NOKAZAHHSA

¢ CCEHUMATHA XMITICPTOHUS

®  AHTHHA IIEKTOPHUC

®  PUTHMHHU HAPYIICHHUA — HAJKAMEPHH €KCTPACUCTONH; KAMEPHH €KCTPACHCTONIH, HAAKAMEPHA
TaXHKapaUs

®  OCTHp KH(APKT Ha MHOKapAa, NpodwiakTaka Ha NOBTOpeH HH(ApKT HAa MHOKapa

¢ (PYHKIHOHAIIHM ChpAEYHH HAapYIICHHA — XHIICPKHHETHYCH CHHAPOM

® TaxXHKapaMs NMPH NALUUCHTH ¢ THPEOTOKCHKO3a

¢ nPOGHHUIAKTHKA HA MUTPEHA

4.2. Jo3HpOBKA H HAYHH HA NPHIOKEHHE
ECeHIHAIHA XUTIEPTOHWSA

O6nuaiiHaTa qHeBHA A03a e 100-200 mg, pazneneHa Ha aBa oTaenHM mpuema. [Ipn HeoGxoouMocCT

Ta3H K034 MOXke Na Opae nopuineHa ¢up¢ 100 mg ceIMHUYHO, KATO MaKCHMAaIHATA
TpsOra na npeeumasa 400 mg.
AHIAHA NEKTOPHC K 5%
O6uyaiiHaTa JHeBHA n03a ¢ 50-100 mg, pasaeneHa Ha 1Ba OTAEIHH NPHEMA. szed ’1* ' ’
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PUTEMHM HApYIICHUA

O6wu4gaiinata qHeBHa Ao3a e 50-100 mg, pazpgenena Ha aABa oTAeHH npHeMa. [Ipu HeobxomUMOCT
JHEBHATA J03a MOoXe Aa OwpAae nosrwecHa a0 200 mg, IpHeTH KaTo ABE OTACIHH JO3H.

OcTthp uabapkT Ha MUOKAp/a: TPOQHIAKTHKA Ha IOBTOpeH MHGAPKT Ha MHOKapaa

ObfuvaiinaTa moggppkama AHeBHA 103a € 200 mg, pa3neneHa Ha JBa OTAENHH IpHeMa.

DYHKIUMOHAIHY CHPAEYHH HAPYINCHHUA — XUNICPKHHECTHICH CHHAPOM

O6buvaiinaTa nHeBHa f103a ¢ 100 mg, pa3zmeneHa Ha ABa OTHENHM ImpueMa. [Ipn HeoOxoaUMOCT
(TeXKH cirydaH) Xo3aTa MOxe Aa Opje yeenmdeHa ao 200 mg nHeBHO.

T&XHK&[JI{HH IIDH NALMCHTH C THPEOTOKCHKO3a

ObuyvaiinaTa nHeBHa no3a € 200 mg, pasaenceHa Ha OBa OTOEIHH IIPHEMa.

[IpodmnakTika Ha MUTpPEHA

OOuuaitnata nuepHa no3a ¢ 100-200 mg, pasznenena Ha ABa OTAEHH NpHEMa.

llayuenmu 6 nanpeonana ev3pacm: Jlo3ara Tpa0Ba aa ce Onpeaeiii HHAHNBAAYAHO C OrJIe] Ha
NOTeHIMATHA OpaauKapaus WM 3HAYHTEIHO MOHIKEHHE Ha KPBBHOTO HAJIATAHE,

Hapywena 6vbopeuna ghynxyusn: 11pyu nalideHTH ¢ HapymeHa Os0peuna QyHkumMsa o6UKHOBEHO He ce
Hajlara KOpurupaHe Ha A03aTa.

Hapywena wepnoopobna ¢pynxyun: OOGUKHOBEHO HE ¢ HajIara ImpoMsaHAa Ha 103aTa IpH MalHeHTH,
cTpajamM OT YepHOoAPOOHa LMPO34a, THH KATO METOIPOJION C€ CBBP3Ba B HUCKA CTEIIEH C
IIasMeHHTe IIpoTeHHH (5-10%). BhIipexu ToBa, IIpH NAIHEHTH ¢ TeXKKa YepHoApoOHA quchYHKIMA
MO’Ke 12 € HeoOXOMUMO NOHMKEHHE Ha 103aTa.

Heya: be3onacHocTTa U e)MKACHOCTTa Ha METOIIPOJION MPH Jieila He € ycTaHOBeHa. To3u

JICKapCTBEH MPOAYKT He TpAOBa Ja ce NpealnucBa Ha MalHeHTH B TA3H Bb3pacToBa I'pyIia.

4.3. lIporaBOoNOKa3aHAS
Metocor, nogo6H0 Ha ocTaHaiuTe 6era-0iI0KepH, He TpAOBa Ja ce Ipwiara NpH MALUUEHTH, IIPH

KOUTO € HATHIIE HAKOE OT CICHHUTE CHCTOAHHA:

¢ CBPBXYYBCTBHUTEJIHOCT KbM aKTHBHOTO BEIHECTBO WIM KBM HAKOE OT IIOMOILHUTE BEIIECTBA

® XHIIOTOHHMSA

® RBTOpa WIH TpPeTa CTENeH Ha aTPUO-BEHTPHKYIapeH ONoK

® JIeKOMIIEHCHpaHa ChbpAevHa HeAOCTaTHUHOCT (OenoapobeH 0TOK, HaMaJicHA Nepy3Husd HITH
XHUIIOTOHHA)

¢ HENpPeKBECHATO WM HHTCPMHUTCHTHO HHOTPOIIHO JIEYEHHE, B OCHOBATA Ha KOeTo CTOH Oera-
PELEIITOPEeH arOHH3HM

e Opamukapmaus (<45 ymapa B MUHYTa)

® CHHApPOM Ha OOJIHMA CHHYCOB Bb3el (sick sinus syndrom)

¢ CHHIpPOM Ha npeekcuraums — WPW cudapoM

® KapIHUOTE€HEH IIOK




® TEXKO HApyIIEHHE Ha HUPKY/JIALUATA B IEPAPEPHHTE apTCPHH
o (deoXpOMIIMTOM

¢ MeTaDOMUTHA AIHAO3a

4.4. CnenHaJHE npeAYNpEKACHES H NPpeANa3HH MEepKH NpH ynotTpeda

Ynorpebara Ha Metocor mpu xporn4Ha o0CTpyKTHBHA Oenonpodna HomecT MOXke Aa 3aCHIH
OpoHxuranHara o0cTpykuma (ocobeHo nmpu ao3u Haapumasawmy 200 mg). [Ipu namueHTH ¢
OpoHXocmna3®rM He TpabBa Aa ¢¢ npunarat 6era-6nokepu. Thii kaTo HeTa)-CeIEKTUBHOCTTA HE €
abcomoTHa, TpAOBa fa ce npeanmucBaT OeTa;- aApeHCPrHdHH arOHHCTH, AHOBPEMEHHO C
BB3MOXKHO Hali-HUCKaTa f103a Metocor. B ciryuaii, 4e 1o BpeMe Ha JICYEHHETO NAlMEHTHT pa3sBHE
QUCIIHEA WM OpOHXOCIIA3bM, JIEUeHHETO TpAOBA Aa Ce€ MPEKPATH H J1a C¢ Ha3HAYY arOHUCT Ha
6eTay- peLCIITOpUTE.,

B ciydaii Ha HHCYIHHO3aBHCHM qualer, anTHanabeTHOTO jleueHne TpsAOBa fa ce cbobpasu ¢
nevyeHrHeTo ¢ Metocor n guabeTuxsT TpA6Ba Na Obe HHOOPMUpAH 32 IIOTEHIHATHHA PUCK OT
MAaCKHpaHe Ha CUMITTOMHTE Ha XUIIOTIMKHMHA.

Jleuennero ¢ Metocor He TpsaOBa Aa 6bOe CIMPAHO H3BEOHBK, a 3a NEPHOX OT 5-7 AHH, IIPH KOETO
ITHEBHATA 1034 C€ HaMaJIgBa IIOCTENICHHO. B NpoTHBEH ciry4yai MOKe a8 HaCTHIIH BIOIIABAHE Ha
CBCTOAHHETO (T. Hap. pubayHa-deHOMEH).

AHeCTe3HONMOrsT TpAOBa Aa Obae MHHPOPMHPAH 3a JIc4eHHeTo ¢ Metocor npeau onepaTHsHa
HHTEpBEHLINA, 33 J1a 301382 AHECTE3HA C BE3MOXKHO Hal-HIUCHK OTPHLIATENICH HHOTPOIIEH €(eKT.
[Ipu dpeoxpomorrroM, Metocor MoXke 1a ce H3MOJI3BA CAMO CJIe]] 3alI0OYHAJIO Bede JICYCHHE ¢ anda-
aapeHepruuecH Onokep.

OcobeHo BHUMaHHe ¢ HeoOXoauMo, korato Metocor ¢e npuiara nNpy NalfMeHTH CbC ChpPACYHA
HegocTaThuHOCT. UHXHOHpareTo Ha HeTa-aApeHEprudHUTE PELENTOPH € CBBP3aHO ¢ OTEHIHAJIEH
PHCK OT MO-HATATHIIHO HAMAJIABAHE HA MUOKAPHHA KOHTPAKTWIHTET H BAOIABAHE Ha
CBIIECTBYBaIa ChpPASCYIHA HENOCTATHYHOCT.

CHOTHOIIEHHMETO TIOT3a/PACK TPAOBA 44 ce NpeleHABa BHUMATEIHO NIPH ALIMEHTH ¢ MHACTEHH
rpaBHC, IICOPHA3KC U ACTIPECHA.

BrrnpekH, ue e NpOTHBONMOKA3aH NPH TEXKO HapyllleHHe Ha nepudepHaTa apTepUaiHa HPKYIalus
(Bx. Touka 4.3), Metocor Moxe Ja BJIOIIH H MO JiekuTe GOpMH HA HapyIlIeHHe Ha HUPKYJIalHATa B
nepHepHUTE apTEPHH.

Metocor MOXe J1a MOBHIITK KaKTO YYBCTBHTEIHOCTTA KbM AJIEPreHUTE, Taka U CePHO3HOCTTA Ha
aHa(DHUIAKTHYHHTE peaKiiHy.

To3u JleKapCTBEH NPOLYKT ChABPKa JakTo3a. ETo 3aI0, NMalMeHTH ¢ PeAKH HACIEACTERH
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ranakro3Ha ManadcopOius He TpaOBa Ja ro npueMar.




[Mopany CHABPKAHHMETO HA MIISHWYHO HEIIECTE, TO3H JICKApCTBEH NPOAYKT He TpAOBa na ce

NpHIara npy MalHeHTH ¢ TIYTEHOBa HEMOHUCMOCT (TIIyTCHOBA €HTEPOIIATH).

4.5. BzauMopaelicTBHE ¢ APYIrH JE€KAPCTBEHH NPOAYKTH H APYrH pOpMH HA B3aHMOACHCTBHE
Mertompoinon ¢ MetabonureH cyberpar Ha uuToxpoM P450 moenzuma CYP2D6. JlekapcTeenute
NPOIYKTH, ASHCTBALIH, KATO SH3UMHH MHIYKTOPH WIH €H3UMHHM HHXHOHTOPH MOXE /a
BB3ACHCTBAT BEPXY IUIA3MEHHTE HHBa HA METOIIPO/Io. EH3HMHMTE MHIYKTOPH (HaIp.
pudaMEIIH) MOXKe 1a HAMAIAT TU1a3MEeHUTe KOHLIEHTPAIlH| Ha METOIIPOJION, JOKATO eH3HMHUTE
MHXHAOUTOPH (Halp. DAMETHWH, aJIKOXON H XuApaida3HH) MOXe Ja ITOBHIIAT TUTASMEHUTE MY
KOHIEHTPALHH.

EdexkTHTe HA METOMPONON U APYTH CPEACTBa C aHTUXHIIEPTEH3UBEH €EeKT BEPXY KPBBHOTO
HaJyAraHe OOMKHOBEHO ca aAuTHBHH. Heo6xoauMo € MOBUIlIeHO BHUMAHHE TTpU KOMOHHHPAHETO ¢
ApYTH aHTHXUIIEPTEH3UBHH CPEACTBA WM JIEKapcTBa, KOUTO MOJXKE /1a IIOHWKAT KPHBHOTO
HAJIATaHe, KaTO HAlpHMep TPHIMKJIMYHE aHThAenpecadTy, 6apburypaty U dpeHOTHA3HIH. BhIpeku
TOBA, 3 MOAOOPSIBaHe KOHTPOIA Ha XHIIEPTOHHATA Y€CTO C€ M3IION3BaT PaIHYHM KOMOHHAIIMH OT
aHTHXHIICPTEH3UBHH CPeACTBA.

Metocor MOXKE 3 YCHIM OTPHLIATETHHA HHOTPONIEH H OTPHLIATENHHSA APOMOTPOIEH e(eKT Ha
AHTHAPUTMHYHUTE CPECTBA (HAIP. KATIHEBH He-TAXHAPOIHPUINHOBH AHTATOHHCTH, AaMHOAAPOH).
B koMOHMHAIHA ¢ AHTHAPHTMHYHE CPEACTBA WIHM aHSCTETHIH BIIOIIABA ChpeHATa NPOBOAHMOCT.
JIMrUTaTHCOBHTE TMKO3MIHN B KoMOMHalmg ¢ Metocor Moxke Ja Mpeau3BHUKAT €KCTPEMHA
Opannkapaua mpy abCcoMOTHA apHTMHA.

Metocor MoKe Ia noBnuse nepudepuaTa UPKYIALUA, TOPAIH KOETO € HEOOXOHUMO MOBHLLICHO
BHUMAHHE B CJTy4ail Ha €JHOBPEMEHHO MPUIOKEHHE C TIPOAYKTH, NPOABABAIIHM NMOA0OHA
aKTHBHOCT, HAIlp. €prOTAMKH.

Korato Metocor ce nprIara €{HOBpeMEHHO ¢ JICKAPCTBEHH NMPOAYKTH, ChIBPKAINH JIEKAPCTBEHOTO
BEUISCTBO KIOHHAAMH U JICUCHHETO TpAOBa Xa OB/e MpeyCTaHOBEHO, ITbPBO TPAOBa 4 ¢€ NpeKpaTH
npuema Ha Metocor, KoeTo TpsaOBa Jja cTaHe HAKOJIKO [IHH TIPeTH MOCTENCHHO Ja C€ MPeKpaTH
IIpHEMa Ha KJIOHHAHH.

EIHOBPEMEHHOTO JISUEHHE ¢ HHAOMETALWH WIH APYTH HHXHOHTOPH Ha NPOCTArIAHAUHOBATA
CHHTE3a MOXKe J1a HAMAJIH AHTHXUIICPTeH3HBEHHA edeKT Ha HeTa-OnoKepHTE.

Ennospemennara ynotpe6a Ha MAO—-HHXHUOKHTOPH MOXKe J1a IOBEAC A0 XHIIEPTOHUYHA KpH3a IIPH
NMpeKbCBaHE Ha JIEUSHUETO.

[TomoOHO Ha ocTaHaIMTE OeTa-0JI0KepH, eAHOBPEMEHHOTO JieyeHHe ¢ Metocor M

MUXHAPOITHPHANHY, HATIP. HUGETUITMH, MOXE /1a MOBHIIH PUCKA OT XHAIIOTOHHA, Kani %ﬁl‘%

ITpu narpieHTn ¢ graber nedeHueTo ¢ Metocor Moxe 1a MaCKHpa MPOSBHTE Ha

MeToIposon MoXe Aa HapyIid eTHMHUHHPAHETO Ha JIMAOKAHH.
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4.6. bpeMeHHOCT H KLPMEHE

bpeMeHHOCT

Metocor He TpsAOBa ia ce mpWiara mo BpeMe Ha 6peMEHHOCT M KbPMEHE, OCBEH B CITy9YanTe KOraro
JIEKApAT MpeleHH, Ye MO0JI3aTa OT JISUeHHeTO [IPEeBHINaBa MOTEHITHATHAS PHCK 34
[104a/HOBOpoieHOTO. BeTa-6nokepuTe MOHIKABAT IUTalleHTapHaTa Iepdy3Hs, KOeTo MOoXe Ja
AOBEAE A0 BBETPEMATOYHA CMBPT Ha NJI0Aa, ab0pT WK NpeKASBpeMeHHO paxaaHe. ITonobHo Ha
BCHUKH 6eTa-60kepr, Metocor MoXe Aa AoBeAe A0 MOABATA Ha HEXeNIaHH eeKTH, 0CoDEHO
Opanuxkapaus A XUIOIVIHKEMHS, KaKTo 3a IUI0Aa, TAKa M 3a KbpMadeTo. Hanmile € NOBHIICH PHCK OT
CHPACYHH H GenoapoOHH YCIOKHEHHUS OT CTpaHa Ha HOBOPOJICHOTO. BEIpeKkH TOBa, METOIIPOJION
MOXE Ia ObAe HM3MON3BaH 3a JIEYeHHE Ha XUIIePTOHUATA, cliel 20-Ta recTallMOHHA CeIMHIIA, MO
CTPOr MEJULIMHCKH KOHTPOJ. BBIIpeky, 4e MeToImposo npeMHHABa IUTaLeHTapHaTa Oapuepa H ce

OTKpHBA B KPBBTA Ha IMBITHATA BPbB, HAMA NaHHM 38 aHOMAJIMH Ha IUI0/a.

KspMeHe
[To BpeMe Ha JIeYEHHETO ¢ TO3H JIEKAPCTBEH MPOAYKT HE C€ MPENophYBa KbPMEHE. KonuuecTtBOTO

Ha IPHETHS C KBPMAaTa METOIPOJION He ce 09aKsa Jia I0BeJe J0 3HAYMMH e(eKTH 3a KbpMaveTo B

CITydaii, 9e Malikara ImprHeMa HOPMAJIHH TepalleBTHIHH JTO3H.

4.7. EdexTn BLPXY cHoco6HOCTTA 3a ModEpane H pabora ¢ MANIHHA

[Mpu modupane u pabora ¢ MamuHy TpAOBa J1a ce HMa NPSABH] BB3MOXKHOCTTA 32 [TOABA HA

3aMasHOCT H YMOPA.

4.8. Hexxe1an| nexkapcTBeHH PeakNHH

YecTOTaTa U CHCTEMO-OpPraHHaTa KJIaCH(UKAIH HA HEXKCJIAHHTE JIEKAPCTBCHM PEaKlMH €
npencTapeHa curiaacHo MedDRA KOHBEHIMATA, KaKTO C/IE/IBA: MHOTO 4ecTH (=1/10), wecTu
(>1/100 mo <1/10), veuectn (=1/1 000 mo <1/100), peaxu (=1/10 000 xo <1/1 000), MmuOrO penxu
(<1/10 000) 1 ¢ HeM3BeCTHA 4ecToTa (OT HATMYHATE JAHHA He MOXKe J1a Ob/le HanpaBeHa OLIEHKA).
ITpy BCAKO IPYIMpPAHE B 3aBUCHMOCT OT 4€CTOTaTa, HEXKEIaHUTE JICKAPCTBCHH PEAKLIMH Ca
H30pOeHH B HU3XOIAII pell [0 OTHOIIEHHE Ha TEXKECTTA.

Hudberxyuu u ungpecmayuu

MHOTO PSIAKH: raHrpeHa IMpH MallueHTH ¢ NpeanecTBALH TeXKKH HapyIICHHA Ha
nepudepHaTa [HPKYIaLHsA
Hapywenus na kpvema u aumpuama cucmema

MHOTO pPEIKM: TPOMOOLIUTONCHUAS
Tlcuxuwunu napyuenus
HEYECTH: AenpecHs, 6€3ChbHUE, HOIIHH KOIMAapH

peaKH: HEPBHOCT, TPEBOXKHOCT




MHOTI'O PCIKH. OﬁﬁpKﬂHDCT, XaTIOLHHAIIHHA

Hapviuenun na nepgnama cucmema

YeCTH: 3aMasgHOCT, T1aBoOOIIHE
HEeYeCTH: HapYIIEHHEe Ha KOHLUCHTPALMATA, COMHONEHTHOCT, NIApacTe3HH
MHOTO PEIOKH: aMHE3MsA/HApYUIeHHE Ha NaMeTTa, HapyIlIeHue Ha BKyca

Hapyuwienus na ovume

peaKu: HapyLIeHHE Ha 3pCHHECTO, CYXOTa U/WIM Apa3HeHe Ha O4MTE,
KOHIOHKTHBUT

Hapyuenua na yxomo u aabupunma

MHOIO peIKH: IIYyM B YUINTE

Cvpoeynu HapyuieHus

YECTH: Opagukapaus, NajmATALMK

HEYECTH: BIIOIIIaBaHE HA CHMITTOMHTE HA CBpACYHA HEJOCTATHYHOCT, ITHPBa
CTEIICH CBPACUEH OJIOK

peOKy: HapyLI€HHE Ha ChPIACYHOTO MPOBEXKIAAHE, CHPACYHH aPHTMHH,

YBEJIMYABAHE HA CTENEHTa Ha ChIlecTBYBall AV-610k

Cvo06u HapyuieHun

YeCTH: OPTOCTATUMHA XHUIIOTOHHA (MHOTO PAIKO CHC CHHKOIL)
PEIAKH: ¢eHomeH Ha Raynaud
MHOT'O PCOKH: 3apI004YaBale Ha cpiecTByBaIno claudicatio intermitens.

Pecnupamopnu, epvOHU U MEQUACTRUHATHY HADVUIEHUA

YECTH: TUCIIHEA MPH YCHITHE
HEYECCTH: OpoHxOCHazpM
PEIOKH: PHHHT

CmoMauino-4ypearu HADYILEHUA

JECTH: rajeHe, KopeMHa Oonka, IUapusi, KOHCTHIIALIHA
HEYCCTH: NOBPHINAHE
peaKH: CyXOTa B yCTara

Xenamo-Ounuqpru Hapyulenus

MHOTI'O PEIKH: XEIATHT
Hapywenus na xoscama u nOOKONCHAmMa movKax
HEUYECTH: obpHB (ox ¢opmaTa Ha NCOpHasSHPOPMEHA YPTHKapHA H

THCTPOMUHH KOXKHH JI€3WH ), IIOBUIIEHO [TOTEHE.

PENKH: onaaaHe Ha KOcaTa
MHOTO PEAKH: peakiiMH Ha (OTOYYBCTBUTETHOCT, BIIOLIABAHE KINHUYHAT
NCOPUABUC




HHRMEH Wi Hd MYCKVARO-CKeAemuama cucmema u CHeOUHUMEIHAMA MbKAH

MHOTI'Q PEeAKH: DOJIKH B CTaBUTE
HeuecTH MYCKYJIHH KpaMITH

Hapywenua na evpsnpouzgoumesnama cucmema u 2ppoama

PCIAKMH. HMITIOTEHTHOCT/ HapYHICHHC Ha CCRCYaAJIHATA (by}l](lﬂlf[

Qbwu napyulenus u eghexmu Ha MACMOMO HA NPUNOJCEHUE

MHOTr'Q Y¢CTH: yMopa

4ECTHU: CTYACHM KpaWHUIH

HEYEeCTH: npexoparanHa 60J1Ka, OTOK

Hicneosanus

HCYCCTH: MOBUIIABAHE HA TEIVIOTO

PCIOKH: OTKIOHCHUE BEB (PYHKITHOHAITHUTE YEPHOAPOOHH TECTOBE,

[TO3MUTHBHPAHE HA AHTHHYKJICAPHH aHTHTE A (HECBBP3aHO CHC

CHCTEMEH JIYIIYC EPHTEMATONEC).

4.9. Ilpenosapane

CuMIrroMH

Haii-yecTo HabmonaBaHWTe CHMIITOMH HA NIPEAO3HPAHE €A TEXKKA XUTIOTOHHA, CHHYCOBA
OpaguKapaAui, aTPHOBEHTPHKYJIApeH OJIOK, ChpAedHa HEAOCTATHYHOCT, KapAHOreHeH IIOK,
CBhpIeYeH apecT, OPOHXOCIIA3bM, HAPYIICHUA HA CB3HAHHETO, KOMA, rajieHe, IOBPBhIIARe, [[UaHO34,
XMIIOrMTUKEMHAA 1 PAAKO XUIIEPKaJTHEeMHS.

EnHOBpeMEHHMAT IIPHEM HAa aJKOXOJI, aHTHXHAIICPTCH3UBHE CpeACcTBa, OapOUTYpaTH WM ApyTH
JeKapcTBa H KOMOMHALIAH OT JIEKapCTBa, KOUTO HMaT HeOIaronpuiaTeH epeKkT BppXy UHPKYJIAlHMATA
H/WTH IIEHTPaJHATa HePBHA CHCTEMa MOXKe, 1a BIOIMAT ChCTOAHHETO Ha MALMCHTA.

Jleuenue

JlewernneTo TpaOBa [a BKIIFOUBA BHUMATEIIHO NPOCIIeASBaHe Ha ChPACYHO-CHA0BATA,
pecnHpaTopHara U On0peuna GyHKIMA, HA KPBBHATA 3aXap H €NSKTPOIUTHTE. Y CIIOXKHEHUATa OT
CTpaHa Ha CHPASCYHO-CHIOBATA cHcTeMa TpaOBa ga ObaaT JeKyBaHd cHMIrToMaTH4Ho. [Ipyu nogsara
HA TeKKA XHIIOTOHHMA, OpauKapaya H ChpASYHA HEJJOCTATHYHOCT € Heo0X0AMMO NMPHIAraHeTo Ha
OeTa,-arOHKCT A0 IMOCTHraHEeTO Ha XedaHHA edekT. Korato He € noaxoaqmo npuiaraHeTo Ha
OeTa;-aroHMCT, MOXe 12 ObAe H3MOI3BaH JOIIAMHH; HHTPABEHO3¢H aTPOMMH cyndat 3a OioxupaHe
Ha H. Baryc. B cayuaii, ye He OBe moCTHTHAT HeOOX0AUMMA edeKT, MoXe Aa 6bAaT U3NON3BAHU
APYrA CHMIATHKOMHMETHLH (HAIp. HOpaJpeHaIlMH/HOpenuHeppUH, METapaMHHOI) WIH

MAMOIIATHYHHU CpeacTBa (Hamp. Ao0yraMuH). B cimyuail Ha BHCOKOCTENEHEH AV-010k MOXKe J1a

. ) ff;::::::;\\‘k.\

OBJAe MOCTaReH BpeMeHeH neic-MeHKbp. [ mokaroH B no3a ot 1-10mg mpaaeno;y:% MOX®ng ™
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3a obnexkuaBane Ha OpoHXocHa3zBMa MOKE a OBAAT M3MON3BaHH HHTPABEHO3HH 0€Ta,-arOHUCTH,
KaTo HAMp. TepOyTalIuH.

TpsbBa na ce UMa MpeABKI, Y€ NO3aTA HA JIEKAPCTBATA (AHTHAOTH), HEOOXOAHUMH 3a JICUCHHE HA
Npeao3UpaHeTo ¢ 6eTa-OoKepPH ca 3HAYMTEIHO NO-BUCOKH OT 00HYAHHO MpenopbYBaHMTE
TE€PaNeBTHYHH N034. ToBa ce TEJDKM Ha ¢akTa, ye DeTa-peuenTopare ca OI0KHpaHH oT Oerta-
Onokepa.

Mertonponon He Moxe Ja ObAe ehEeKTHBHO OTACNICH YPe3 XEMOIHAITH3A.

S. ©apMAKOJOTAYHE CBOHCTBA

3.1. PapMaKOJHHAMEYHHE CBO#HCTBA

Dapmaxomepaneemuuna epyna: AHTHUXWNEPTEH3UBHU CPeHCTBa, Oera-0iokepH.

ATC kox: C 07ABO2.

Mexanuzvm na Oeticmeue: MeTorpoion € celieKTHBeH 6eTa;-0l10kep Ha aJpeHeprHuHHTeE
peLErTopH, 6e3 BhTpeINHA CUMITATHKOMHAMETHYHA aKTHBHOCT. biiokupa cnemmduuaso aekicTBero
Ha KaTeXOllaMMHHTE Ha HMBO 0eTa)-aApeHCPruiHM peuentopu. Meronponon crabmiusupa
MeMOpaHHTe Ype3 MOHIKABaHE Ha eIEKTPUIHATA UM aKTHBHOCT, 3a0aBs CKOpocTTa Ha (a3aTa Ha
HapacTBaHe HA aKLHOHHHA MTOTEHIIHANI, Oe3 Jia MOBIHARA MOTCHIMATIA HA NIOKOH H
OPOABIDKUTEHOCTTA HA AeOIapH3aLIHA.

KapanocenekTHBHOCTTa Ha METOHPOJION € OTHOCHTEIHA, T.Hap. Hecnel(HIHA U 3aBUCH OT
CHOTHOIIEHHETO HA aHHUTETA HA AKTUBHATA CYOCTAHLIMA KBM JABaTa penentTopHH Tuma. Ilpn nosu
HanaeHiagaim 200 mg, MeTonponon 610kHpa U 6eTa; aipeHepruIHHTE PELEIITOPH.
JIekapCTBEHUAT MPOAYKT IIOHIDKABA KHCIOPOAHATA MOTPeOHOCT HA MHOKApa MPH pa3IHIHH
CTelleHd Ha HATOBapBaHE, KOETO CTOM B OCHOBATA HA MONOXKHUTEIHAA €(DEKT NNPH TBJITOTPAHHOTO
JIeYeHHe Ha aHrHHA MeKTOPUC (HaMaaBa 4€CTOTATA Ha AHTHHO3HMTE NMPUCTHIN). [Ipn mamueHTHTE
C apTepHAIHA XHUIIEPTOHHA, METOIPOJION MOHIDKABA CHCTONHOTO apTePHANHO HANATAHE TJIABHO
CJIC HATOBAPBaHE U NPEAIAa3Ba OT PA3sBHTHE HA pedIeKTOpHA OPTOCTATHYHA TAXUKAPIU.
IToHIKaBaHe HA JHACTOIHOTO HAIATAHE C€ NMOCTHTA Clled HIKOMKO CeIMHYIHO MPUIIOMXKEHHE,

MGTOIIPOJ]DJI [MOHMKABA aKTHBHOCTTA Ha PCHHH B ILIa3Mara.

5.2. PAapMAKOKHHECTHYHH CBOHCTBA
Citex nepopaiHoO IIPIIOKEHHe METOMpoiion ce abcopdupa 6Bp30 U MOYTH ITEJIHO OT
racTpOHHTSCTHHAMHNA TpakT. Cen npreMaHe Ha ¢AHHHYHA 1033 SHOHATHYIHOCTTA € oKoIo 50 %

(moctura no 80 % cnex MHOrOKpaTHO NPHIOKEHKHE ), ThH KATO METOIIPOJION MPEThPIIABA
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95 % OT mpHeTaTa 03a ¢€ eKCKpeTHpa B YpHHATa, KaTo camo 3% ca B HenmpoMeHeHa popMa.,

MeTonipos10I MpeMyHAaBa IIalleHTaApHATa DapHepa K ce eKCKpPETHPa B KbpMarta.

5.3. IIpeAKIHHAYHA JaHHH 34 6e30macHOCT
MeToMpoIoN ¢ H3NO3Ba B KIMHHYHATA [TPAKTHKA OT MHOrO TOJHHH H € ¢ Jofpe yCTaHOBEH
nipodun Ha Oe30macHOCT. ETo 3ammo B HACTOAIATA KPATKa XapaKTEPHCTHKA HA MMPOAYKTA HE Ca

BKTIOMEHH JaHHH, HMAIUH OTHOMEHUE KbM Oe3onacHara ynorpeba Ha NpoayKTa NpH Xopa U

HKUBOTHM, MOJIS BXK. CBHINO TOYKA 4.

6. ®apManeBTHYHH JaHHH.

6.1. CnachK HAa IOMOMIHATE BeIeCTBA
JlakTo3a

ITimeHryeHO HBRIIECTE

MHEKpOKpHCTAIHA LETYN03a

Tank

IloBuaoH

Harpuep HUIIECTEH MIIHKONAT

Cunuupes THOKCHA, KOJIOHAEH Oe3BoieH

MarHesunes creapar.

6.2. HecBLBMEeCTHMOCTH
He ca n3BeCcTHH.
6.3. Cpok HA TOAHOCT

3 roJAHHEN

6.4. Coenganny YCJIOBHSA Ha CHXPRHEHHE
ITpu Temneparypa nox 25°C .

JTa ce cpXpaHsBa Ha MACTO, HETOCTBITHO 34 fenal

6.5. 1anpM 33 ONAKOBKATA
Meroxop 50 mg TabeTku ce mpeajara B onakosky 1o 20 tabneTku.
1 6mmctep ¢ mo 20 TabneTky B KapTOHEHa KyTHA.

Metokop 50 mg TaGneTKH ce npeanara B ONaxoBKH 1o 30 TableTKH.
3 6nuctepa ¢ o 10 Tabnerky B KApTOHEHA KYyTHA.

Metoxop 100 mg TaGneTkH ce mpenara B onakoBkH 1o 30 tabieTkH.
3 omucrepa ¢ o 10 TabneTky B KapTOHEHA KYTHA.




Metokop 100 mg TabieTkn ce mpeaiara B onakoBky 1o 50 Tabnerkw.
5 6mucrepa ¢ mo 10 TabeTKK B KapTOHEHA KyTH.

He BcHuKH BHIOBE OMAKOBKH MOTAT /ia ¢€ IyCHAT B ITpoAaxOa.

6.6. CniennaJHH OpeaAna3sHH MEPKH NpH H3XBLPJISHE H padora

Hama crienMasaHy H3UCKBaHUS.

7. IIpATeXKATEIH HA PA3peHICHHETO 32 YHOTpeda

AJTNOAPM EAJT

Oyn. Cumeonoscko moce Ne 130
Cod¢msa 1700, benrapus

8. Homep(a) aa paspemenneTo 3a ynorpeda

9. laTa HA NBHPBO pa3pemiaBaHe 32 YNOTPelda HA JTeKAPCTBEHHA NPOAYKT

10. laTa HA aKTYAJIH3HpaHEe HA TEKCTA

OxroMmepH, 2009 1.
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