KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHHMS NTPOAVKT U3NLAHUTENHA ATEHLNS N0 NEKAPCTBATA
. KDamKa Xapakmepucmixa Ha npogyNma - [IpunCaenus 1

Metocor 50 mg tablets
Metocor 100 mgtablets 0200000 |ABMPEE N L e L et

Mertokop 50 mg Tabnerxn | Y Z R - ... Ay O
Metoxkop 100 mg Tabnerkn

2. KAYECTBEH U KOJIMYECTBEH ChCTAB

Besika Tabnerka chaspka ckoTBeTHO 50 mg mm 100 mg metonpononop Taprapar (metoprolol
tartrate).

[ToMOLIHO BelECTBO ¢ H3BECTHO ACHCTBHE:
Bcsika tabnerka ceaspika cpotBeTHO 70 mg uinn 140 mg 1aKkT03a MOHOXHAPAT.
3a WbAHKA CHHCHK Ha MOMOLIHKTE BellleCTBAa BXK. To4uKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka. | o
Tabnerkure ca 6enm HiH nouryn 6end, KPLIiy ¥ IWIOCKH, KaTo BbpXy Tabnerkure oT 100 mg uMa
ACITATENIHA 9€PTa OT e{HaTa CTpaHa.

4, KJIJHHHAYHHA TAHHU
4.1. Tgpanen'rnqnn noKa3anus

Brn3pacruu:

* CCEHHHUANHA XHIICPTOHHA

®*  AHTHHA [IEKTOPHC

¢  DHTBMHH HapylIeHHA — HaJKaMepHHM €KCTPAaCHCTONH; KaMEpHH eKCTPACHCTONH, HAJKAaMEepHa
TaXHKapand |

OCTBP HHQAPKT HAa MHOKApAA; NpodHIAKTHKA Ha NOBTOPeH HHGApKT Ha MHOKapAa
(pYHKUHOHAIHY ChPACYHH HAPYIICHHA — XHIEPKUHETHYCH CHHAPOM

TaxUKapAus MpH NALHEHTH ¢ THPEOTOKCUKO3a

npodHuNaKTHKa HA MHTpeHAa

4.2. lo3HpoBKA H HAYHH HA NPHAOKEHHE

B 3aHcHMoOCT OT 3a00/BAaHETO Ca ONpeAeNeHH H NeBHHTE N03H:

EceHUMaHA XHITEPTOHHA
[Ipenoprupana naHeBHa xo03a e 100-200 mg, pasgencna Ha ABa OTnenHH npueMa. Ilpu

HeoOX0AMMOCT Ta3y A03a Moxke na Obae nopuimeHa cbe 100 mg cenMudHO, Karo MaKCHMaNHAaTa
JHEBHA Ao3a He TpaOBa Aa npepnuasa 400 mg.

AHTHHA NEKTOPHC
ITpenoppuBana AxeBHa A03a e 50-100 mg, pasgenena Ha aABa oTaenHM npuema. [Ipn H

THEBHATA A03a Moxe fa Ob2e noBHIIeHa ao 200 mg, IpHeTH KaTo B¢ OTACIHH QO3H.

PUTHEMHH HAPYHICHHS
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IlpenopruBana AHeBHa f103a € 50-100 mg, pasaenena Ha Apa oTAeaHH npHeMa. [Ipu HeobxoaumocT
AHEBHAaTa J03a Moxke Aa Obae nopumeHsa Ao 200 mg, npueTH KaTo ABe OTACIHH JO3H.

OcThp HHDAPKT Ha MHO a: MpodHIaKTHKA Ha HOBTOPEH UHGAPKT Ha MHO a

Obuuaiinara moaobpXama JHeBHa fo3a ¢ 200 mg, pasjeneHa Ha ABa OTAENIHH IpHEMA,

OYHKIMOHAIHY ChP/ICYHY HAPYIICHHA — XHNEPKHHETHYEH CHHIPOM
[Ipenopbyeana no3a e 100 mg, pasgencHa Ha Apa OTAEHHH npuema. [Ipn HeoOxomuMocT (TekKH
Cltydad) no3ata Moxe aa 6bae ysenuuena no 200 mg AHEBHO.

Taxukapaus OpH NALUHSHTH ¢ THPEOTOKCHKO3a
[IpenopryBana JHeBHA A03a ¢ 200 mg, pa3sneneHa Ha JiBa OTIEIHH NPHEMA.

[IpodunakTHka Ha MUTPEHA

[Ipenopr4ypana gHeBHA go3a e 100-200 mg, pasneneHa Ha Ba OTACNHH NpHEMa.

[Hayuenmu 8 nanpeonana evapacm. Jo3zara TpsOBa ja ce ompeaenH nnmnnyanno C OIIeN Ha
TOTeHIMAHA OpagHKapaysa WIH 3HAYHTEIHO NOHILKEHHE Ha KPBBHOTO HAJATAHE,

Hapywena 6vbpeuna @yrxyua: lpn nauuentH ¢ HapyiieHa 666pedna pyHKuHMA 06MKHOBEHO HE Ce
Hajlara KOpUrHpaHe Ba 103aTa.

Hapywena yeproopobra @ynryus: OOHKHOBEHO HE ce Halara IpoMAHA Ha J03aTa NPH NalHeHTH,
CTPaialld OT dYepHoIpoOHA IHPO3a, Thil KATO METONPONONA Ce CBBP3BAa B HHCKA CTENEH C
nyia3MeHuTe npoTeHHy (5-10%). Beopexd ToBa, IpH MAIHEHTH ¢ TeXKa YepHOLPoOHA AUCHYHKIMA
MOXe 132 ¢ HeoOXOoAHMO NOHHKEHHE Ha JO3aTa.

Heya: DBesonacHocTra W edHKacHOCTTa Ha METONPONON NPH AELA HE € YCTaHOBeHa. To3M
JIEKapcTBEH NPOAYKT HE TpAOBa [a ¢e NpeAnHcBa Ha NalKeHTH B Ta3K BB3PACTOBA IPyIia.

4.3. [IporuBonoKa3annsg

Metocor, mogobHo Ha ocTaHamuTe Geta-Gioxepn, He Tpabpa Na ce Mpunara NpH NAl{HEHTRH, OpU
KOHTO € HaN|le HAKOE OT CASAHHUTE ChCTONHUA:

¢ CBPBXUYYBCTBUTEITHOCT KbM AKTHBHOTO BEIIECTBO HIH KbM HAKOE OT MOMONIHHTE BEIIECTRA;

¢ XUIOTOHHS, -

¢ BTOpa WK TPETA CTENEH Ha aTPHO-BEHTPHKYIApeH OIIOK ;

® JeKOMINEHCHpaHa ChpAcYHa HeAoCTaTh4HOCT (OenoapobeH OTOK, HaMalieHa nepdysus HIH
XUNOTOHNA ); |
HENPEKbCHATO WIH HHTSPMHTEHTHO HHOTPOIHO JieueHHe, B OCHOBAaTa HA KOero CToH Oera-
PELIENTOPEH arOHHIELM;

¢ Opapukapaua (< 45 yaapa B MEHYTA),
¢ cuHApOM Ha BoyHMA CHAYCOB Bb3en (sick sinus syndrom);
. ¢ CHHAPOM Ha fpeexcutanus — WPW cuHipom;
® KapAHOTEHEH IIOK;
¢ TEXKO HapyuleHHe Ha UHPKYIALMATA B nepudepHHTE apTepHH;
¢ ¢deoxpoMOLHTOM,;
¢ MeTabONHTHA alHI03a.

4.4. Cnenualng OpeaynpexRIeHHS H Npeana3na MePKH npH ynorpeba

Vnotpebara Ha Metocor npu xpoHHuHa oOcTpykTHBHA OenoppobHa Gonect Moxke Aa 3a8CHIH
Opouxnannata oOcTpykuua (ocobeHo mpu Aoszd Hagsuinasamu 200 mg). Ilpy nauueHTs ¢
OpoHXocnasbM He TpsAbBa Ha ce mpunarat Oera-6Gnoxepu. Teil kaTo Gera;-CeNneKTHBHOCTTA HE €
abcomotHa, Tpabea na ce npeanucear Oera,- anpeHEprHYHH AaroOHHCTH, C€AHOBPEMEHHO C
Bb3MOXKHO Hali-HuCkara aos3a Metocor. B crnyvail, ye no BpeMe Ha JIEYEHHMETO NALMEHTHT P
gucnHes MnH OpoHXOoCHazbM, JieMeHHeTo TpAOBa Ia ce NpeKpaTH H Aa ¢€ Ha3HA4M aro
Oeta,- peLlenToOpHTe.

B cmy4aii Ha HHCynMHO3aBHCHM Amaber, aHTHIMaOeTHOTO JeueHHe TpA0Ba na ce
nedeHHeTo ¢ Metocor 1 auabeTuknT TpabBa na Opae MHQOpMHpaH 3a MOTEHLMAIH
MacKHpaHe Ha CHMITOMHTE Ha XHIIOTTHKHMHS,
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JlewenueTo ¢ Metocor He TpaGBa fa 6ble cnupaHo HIBESAHBK, a 33 NEPHOA OT 5-7 JHH, [IPH KOETO
AHEBHATA [j03a ¢¢ HaMajdBa NOCTENCHHO. B mpoTHBEH cay4yail MoXke Ja HACTHIH BAOLIABAHE HA
CBCTOAHMETO (T. HAp. pHOAYHA-PEHOMEH).

AHectesuonorsT TpabBa aa Obae undopMHpaH 3a JedyeHHeTo ¢ Metocor mpeau onepaTHBHA
MHTEpBEHIIHA, 38 Ja H3MOJI3Ba aHECTE3HS ¢ Bb3MOXKHO Hal-HHCHK OTPHLATENCH HHOTPONEH €(eKT.
[Ipn dpeoxpoMonuToM, Metocor MoXe Jia Ce H3IMOM3BA CaMO CJie/] 3aN0YHANO0 Beve JevueHHue ¢ anda-
aJipeHepruyeH OoKep.

OcobeHo BHuMaHue ¢ HeoOxonauMo, Korato Metocor ce mpuiara npH NAUNEeHTH CbC ChpicYHA
HenocTarbuHocT. HHX1HOHpaHeTo Ha OeTa-aApeHEprHYHATE PEIENTOPH € CBBP3aHO ¢ MOTeHIualeH
PHCK OT NO-HATATHIIHO HaMajifiBaHe Ha MHMOKApAHHA KOHTPAKTWIHTET M BIOMABaHe Ha
CBILECTBYRAIIA CHPASUHA HEIOCTAThYHOCT. |
ChOTHOLICHUETO TOM3a/PUCK TpAOBa Ja C& MpeNeHABA BHHMATEIHO NpPH NAIMEHTH ¢ MHACTEHHS
TPaBHC, ICOPHAINC H ASIIPECHA.

Boripexu, 9 ¢ NpoTHBOIMOKA3aH MpH TEXKKO HapylleHHe Ha neprudepHaTa apTepHanHa HAPKYIaLHs
(BX. Touka 4.3), Metocor MOke Ja BIOIIH H IO JiekUTe POPMH HA HApYNICHHE Ha UHPKYNallUiTa B
nepuepHUTE APTEPHH.

Metocor MOXe Ja HOBHHIH KAKTO YYBCTBHTEIHOCTTA KbM ANCPIEHHTE, TaKa M CEPHOIHOCTTA Ha
aHA(PMIAKTHYHUTE PEeaKLHH.

To3u nexapcTBEH NMPOAYKT ChABPKA JakTo3a. ETO 3amo, DNalHeATH ¢ peIKH HACHCACTCHH
npobjieMH Ha TrajakTo3Ha HEMOHOCHMOCT, Lapp nakTasHa HEAOCTATHYHOCT MM IJIOK030-
ranakTo3Ha Manabcopbuud He TpaGBa a ro npHeMar.

[lopagy chABPXKAHMETO Ha MNOIEHWYHO HHINECTE, TO3M JICKAPCTBEH NPOXYKT He Tpabma na ce
NpHjara IpH NallHEHTH ¢ FIyTEHOBA HEIIOHACMOCT (IIYTEHOBA SHTEPONATH ),

4.5. BzaumonelicTRHE ¢ APYTrH JeKAPCTBEHE NPOAYKTH H ApPYrH popMH Ha B3aaMoaeHcTBAE

Meronponon € MerabonureHn cybcrpar na nuroxpoM P450 m3oeusuma CYP2D6. JlekapcTBeHuTe
NPOAYKTH, ZAcHCTBalllH, KATO CHIMMHH HHAYKTOPH MIH CH3MMHH HHXHOHTOpPH MOXE Ja
BB3ACHCTBAT BLPXY IUIA3MEHHTE HHBA Ha Meronponoa. EmsuMmHHTe #AHAYKTOPH (Hamp. -
pudaMINLIHH) MOXKEe 2 HAMAJIAT TUIA3MEHHTE KOHIEHTPAUHH HA METOMPOJION, JOKATO eH3UMHHTE
HHEXUOHTOpH (HAmp. UMMETHAHH, aNKOXON U XUAPAIasHH) MOXE Aa NOBHIIAT IUIA3MEHHTE MY
KOHLUCHTpAIHH. '
EexTHTe Ha METONPONON M APYTH CpPEeACTBA ¢ AHTHXMIIEPTEH3HBEH €hekT BLpPXY KPBBHOTO
HajArane ob6MKHOBEHO ca aauTHBHU. HeoOXoaumMo e moBHIIEHO BHHMaHHE NIPH KOMOHHHMpaHEeTO ¢
APYrH AHTHXMIIEPTEH3MBHH CpPEACTBA HIM JIEKApcTBa, KOMTO MOXKE Ja IOHHKAT KPBBHOTO
HaJIATaHe, KaTo HalpuMep TPHUHKIHYHH aHTHAENpecanTH, OapbutypaTn n denorHaznzu. Bropexn
TOBA, 3a N0J0OpABaHe KOHTPONA HA XMNEPTOHHUATA YECTO C& H3MOM3BAT pa’IMuHU KOMOHHALNN OT
AHTUXUTIEPTEH3UBHH CPEACTBA. .
Metocor Modke Ia yCHIH OTPHUATENHHA HHOTPONEH H OTPHIATENHHA APOMOTPONEH edexr Ha
AHTHAPHTMUYHHTE CPEACTBA (Halp, KAINUEBH He-AHXUAPONYPHAHHOBY AHTArOHHCTH, aMHOZAPOH),
B xoMOMHaLHg ¢ aHTHAPHTMHYHE CPEACTBA UM AaHECTETHIIH BJOIIABA CHPACYHATA POBOIUMOCT.
HMruramicoBuTe INMUKO3HAM B koMOuHanus ¢ Metocor MOXxe Jda OPEAU3BUKAT EKCTPEMHA
Opagukapaus npH abCcoNOTHa apUTMHA.

Metocor Moxe Aa nopause nepudepHara HAPKYIalHA, NOpaal KOeTo & HeoOXoauMo NMOBHIIEHO
BHHMaHHE B cCiy4ali Ha CAHOBPEMCHHO NPHIOKEHHE C [IPOAYKTH, NposABABAIH nofoOHa
AKTHBHOCT, HaMp. €proTaMuH.

Koraro Metocor ce npriara eJHOBpeMEHHO C JIEKAPCTBEHH NPOAYKTH, ChABPIKALIH JIEKAPCTBEHOTO
BELIECTBO KIOHHAHH U JIcueHHeTo TPAOBa Ja OBae npeycTaHoOBeHO, MBPBO TPAOBa Ia ce npekparu
npueMa Ha Metocor, kxoero TpabGBa Ja CTaHe HAKOJIKO AHM NPEAH NOCTENEHHO Aa ¢€ IpeKpaTH
npHeMa Ha KIOHWAMH.

EnnoBpeMeHHOTO NledeHHe ¢ HHAOMETAUMH HNH IPYrdH MHXHOHTOpPH HA HNpPOCTArTaHIHHOBATA
CHHTE3a MOXE J]a HAMAIH AHTHXHIIEPTEH3HBHES edeKT Ha HeTa-Onokepnre.
EnnoBpeMeHHata yrnotpefa na MAO—uaxu6HTOpH MOXe na JoBese N0 XHIEPTOHHYHA Kp
NPeKbCBAaHE HA ICYEHHUETO.
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llonobno Ha ocraHanaTe Oera-OnokepH, eAHOBPEeMEHHOTO JecueHHe ¢ Metocor H
TUXHIPOTIUPHIUHY, HaIlp. HUQeAUNHH, MOXE Ja MOBHIIH PHCKA OT XWIOTOHHA, KATO IpPH
NalHEHTHTE ¢ IATEHTHA CHPACYHA HEIOCTATEYHOCT € BB3MOXKHO BAOIIABAHE HA CHCTOSHHETO.

[Ipu nauuenTy ¢ Auaber neueHneTo ¢ Metocor MoXe /1a MACKHpa MPOABHTE Ha XHIOTJIHKEMH.
MeTonpoon Moxe Aa HapyIi SIMMHHHPAHETO Ha NUIOKAMH.

4.6. ®eprunnter, GPEMEHHOCT H KbPMEHE

Bpemensoct
Metocor He TpaOBa fa ce mpunara no BpeMe Ha OPEMEHHOCT M KbPMEHE, OCBEH B CTy4aHTe KOTaTo

JTeKapAT IIpeneHH, 4Ye [oJi3aTa oOT JISMeHHETO MNpEeBHINaBa MOTEHI[MAHMA PHCK 3a
IUIOAa/HOBOPOACHOTO. bera-Onokepure noHMAKABAT NialeHTapHaTa nepdysHd, KOeTo Moxe ja
IoBeAe OO BbTPEMATOYMHA CMBPT Ha IAoxa, abopr unu npexAcBpeMeHHO paxaane. ITogodHo Ha
BCcHYKH Oeta-Onokepn, Metocor Moxe Ja JoBefe A0 TMOSBaTa Ha HeKelaHH edexTH, ocobeHO
OpaaukapAHa H XHIOTIHKEMUA, KAaKTO 34 TIOJA, Taka H 33 kbpMadeTo. Hanvue e moBrimeH pucK ot
ChpAcyHH K GenoapoOHM YCNOKHEHHA OT CTpaHa Ha HOBOPOAESHOTO. Brnpeku ToBa, METONPOION
MOXKe Aa ObJie U3MoN3BaH 3a JIeYeHHe Ha XUNEePTOHHATA, cieA 20-Ta recralfHoOHHA CeAMKIIA, MOA
CTPOr MEAMIMHCKH KOHTpOA. Brnpeku, ye MeTonpoiol NpeMyHaBa [ialneHTapiara 6apuepa u ce
OTKPHBA B KPBETA Ha MBIIHATA BPHEB, HAMA JAaHHM 32 aHOMAJIHH Ha IUIONA.

KbpMeHe

1o BpeMe Ha JIEYEHHEeTO C TO3H JeKapCTBeH NPOAYKT HE C€ MperopsuBa KbpMeHe. KonndecTBoTo
Ha NMPHETHA ¢ KEPMAaTa METOIPONOA HE CE OYAKBA Aa JOBele A0 3HAYHMMH €(peKTH 3a KbpMajeToO B
ClTy4al, 4e MaHKaTa [IpHeMa HOPMAJIHH TepaneBTHYHH X034,

4.7. EdexTn BHpxy cnocobmocTTa 3a Itopupane H pabora ¢ MAMHEY

[Ipu mwodupane n pabora ¢ MaimHHEM TpPAOBA A3 ce MMa NPEJBHI BB3IMOXHOCTTA 3a NOSBA Ha
3aMasHOCT H YMOpA.

4.8. HexenaHH JeKAPCTBCHA PEAKORE

Cnucvk na nexcenanume JAERAPCMEERN PDeaKutiii

Hexenanurte JICKAPCTBEHH PCAKIIHH YCTAHOBCHH B KIIHHHYHHTC H3IIHTBAHHA €4 CACTCMATH3HPDAHH
B TabmiyeH BHA, KATO Ca pa3sa€neHy no CHCTEMHO-OpraHHa KJIH.CHIi)HK&I[Hﬂ H I10 YECTOTA.

YecroTata € onpejeneHa , KakTo ciieJea: MHOro 4ectd (moBede ot 1 Ha 10 nanuenTn), yectd (a0 1
Ha 10 nauuenTH), Hevyectn (o 1 Ha 100 manmenTH), peaku (Jo 1 Ha 1000 manpeHTH), MHOTO peIKH
(zo 1 va 10000 nauueHnTH).

Hupexyuu u unpecmanuu
MHOI'O PEIKH: FaHrpeHa NP NALKEHTH ¢ NpeALISCTRAIIH TEXKH HapYUIeHHS Ha
nepudepHaTa HUPKYIaLHs

Hapvitenus na xpvema u aum@uama cucmema
MHOI'0 PeAKH: TPOMOOLHTONEHHA

Hcuxuvwny napyutenun

HE4eCTH: nenpecHd, 6e3chbHEe, HOLUTHH KOIIIMAPH
PEIAKH: HEPBHOCT, TPEBOKHOCT
MHOT'0 PEAKH: 00BPKAHOCT, XAMIOLHHALHH

Hapviuenua na nepgnama cucmema
YECTH: 3aMAsHOCT, IrIapodolie
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He4eCTH: HapylleHHEe Ha KOHLEHTPaHATa, COMHOJICHTHOCT, NapacTe3ul
MHOT'Q PSIKH: aMHe3HA/HapyllleHHe Ha NaMeTTa, HapyIleHHe Ha BKyca

Ha EHUR HA oYume
PEIKH: HapyIIeHUE Ha 3PSHUETO, CYXOTa H/UIH Apa3sHEHe Ha OUMTe,
KOHIOHKTHBHT

Hapvuenua na yxomo u rabupusma

MHOTO PEeIKH: LIYM B YIIHTE

Cepoeyny napyuienus

YECTH: OpaguKapAua, HAMMHTALHH

HEUYECTH: BJIOLI2BAHE HA CHMIITOMHTE Ha ChpAeYHA HEAOCTATHYHOCT, ITEPBa
CTENneH chpleueH Onok

PEnKH: HapyIIEHUE HA ChPAEYHOTO IPOBEXIaHe, ChPACTHH APUTMHH,

yBeJIMUaBaHe Ha CTeNeHTa Ha ChlllecTBYRaIL A V-0/10K

Cwoogu Hapyiuenius

YECTH: OPTOCTATHYHA XHIOTOHHA (MHOIO PANKO ChC CHHKOM)
PEIKH: ¢enoMen Ha Raynaud
MHOTO pPeOKH: 3aaba0ouaBaHe Ha chilecTBYBaulo claudicatio intermitens.

Pecnupamopru, peoHy 4 MEQUACMURANHY HADYVIIEHUR

YeCTH: AUCIHES IPH YCHIHE
HEYeCTH: GpoHxocnassm
PEIKH: PHHHUT

CmoMauino-4pesn Hapyuenua

YECTH: rajicHe, KopeMHa 60nka, IHapHs, KOHCTHNIAIHSA
HEYECTH. NOBpPBIIaHe
PEAKH: CYXOTa B yCTaTa

Xenamo-Ounuapru Hapywerus
MHOT'O PEIKH: XeHaTHT

Hapywenua na xoscama u nodxoicHama meKan

HEYECTH: obpuB (nox popmara Ha ncopuasugopMeHa YpTHKapUa 1
AUCTPOHUYHHA KOXKHH JIe3HH ), MOBHIICHO MOTEHE.

PCAKH: onajaHe Ha KocaTa

MHOI'0 PeAKH: peakuyy Ha (pOTOYYBCTBHTENHOCT, BJIOIIABAHE KIMHMYHATA KApTHHA Ha
MICOPUA3HC

Hapvuenust Ha MyCKVIHO-CKEACMHAMA CUCHIEMA H# CheOURUMERRANMA MbKaH
MHOT'0 PeIKH: OONKH B CTABATE

He4YeCTH MYCKYJIHH KpaMITH

- Hapyuenus na au3npousgodumennama cucmemd u zepoama

PEAKH: HMIIOTEHTHOCT/HAapYIIeHHE Ha CeKCyannaTa GpyHKIMS
Obwu napyuienus u epexmu Ha MACMOMO HQ NPURONCEHUE

MHOTO YECTH: yMopa

YSCTH: CTYACHH KPaHHHLH

HEYECTH: npekopaxanta 601ka, 0OTOK

Hacnedganus

HEYeCTH: IIOBHIIABAHE HA TETAOTO
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peaxu: OTKJIOHEHHE BbB (YHKIIHOHANHHTE 4E€PHOAPOOHH TecTOBe,
MO3UTHBHMPAHE Ha AHTHHYKJICAPHH aHTHTENA (HECBBP3AHO ChC
CHCTEMECH JIYTIYC EPHTEMATOALC).

4.9, IIpenosapane

Cumnmomu

Hait-uecTo HaOmopaBaHlTe CHMIITOMHM HAa IIpeXO3HpaHe ca TeXKKa XHUIIOTOHHSA, CHHYCOBa
Opanukapius, aTpUOBEHTPHKYJapeH OnoK, CbpieyHa HEJOCTATHYHOCT, KApAHONeHeH IIOK,
CBPACHCH apecT, OpoHXocnaspM, HapylleHHsd Ha Chb3HAHHETO, KOMa, TaieHe, NOBpbIIaHe, Hane3a,
XUTIOTTHKEMHASA K PAAKC XHIIEPKANHEMHA,

ExHOBpEMEHHHAT IIPHEM HA afNKOXOJ, AaHTHXHIIEPTEH3HBHH CpeicTBa, OapbuTypaT Maum ApYyru
NEKapCTBa U KOMOHHALIMHK OT NEKApCTBA, KOMTO HMAT HeOnaronpusateH eekT PepXy LHPKYIalusTa
H/HWIA LeHTpajJHaTa HEPBHA CHCTEMA MOJKE, 14 BJIOIIAT ChCTOAHHETO HA MALIHEHTA.

Jevenue

Jleuennero TpaOBa Ja BKMIOYBA BHHMATENHO [pOCieAsBaHe Ha ChPACHHO-CHAOBATA,
pecnupaTopHata U 660peuyna (yHKHMA, HA KpBbBHaTa 3axap H SICKTPOJHTHTE. Y CIIOKHEHHATA OT
CTpaHa Ha ChPAEYHO-CHAOBATA CHicTeMa TpiOBa Aa 6bOaT JeKyBaHH CHMITOMATHYHO. [IpH nosBara
Ha TEXKA XHWIIOTOHHA, Opaaukapius H ChpAeyHa HEJOCTAThYHOCT € HeoOXOAHMO NPHNAraHeTo Ha
Dera;-arOHHCT A0 NMOCTHraHETO HAa XenaHua edekxT. Koraro He € moaXxondumio npunaraHeTo Ha
0eTa;-aroHucT, Moke Aa ObAe H3NON3BaH AONaMHUH; HHTPaBeHO3eH aTpONHH Cyidar 3a 610KHpaHe
Ha H. Baryc. B cnyyai, ue He 65b1e nocTHrHaT HeoOxonuMua edext, Moxke Ja 6bIaT H3INON3BAHH
APyTH CHMHOATHKOMMMETHIY (Hamp. HOpPaApeHAIMH/HOPEMMHECDPHH, METapaMHHOA) HIH
HIMOMATHYHH cpeactBa (Hamp. aobyrammu). B cioyyail Ha BHcOkocreneHeH AV-6nox Moxe na
ObJie NMOCTaBEH BpeMeHeH neifc-MeHKkesp. ['iokaron B mo3a ot 1-10mg MHTpaBeHO3HO, MOXKES 12
npoTHBoeHcTBA Ha edeKkTUTE Ha NpeKoMepHaTa Oera-0nokana.

3a obnexvyarane Ha OpoHXOCMAzbMa MOXe Ja ObAAT M3NON3BAHN HHTPaBCHO3HH OeTa -aroHHuCTH,
KaTo Hamnp. TepOyTaNIHH.

Tpabea xna ce uMa npeapns, 4e J03aTa Ha JieKapeTeaTa (AHTHAOTH), HEOOXONMMH 3a JIEYEHHE HA
npeaosupaneTe ¢ OeTa-Omokepr ca 3HAYHTENHO MO-BHCOKH OT OOMYaliHO npenopbuBaHHUTE
TepaneBTHYHH 703U. Tomra ce ObMkH Ha ¢akra, ye Oera-penentoputre ca Omoxupasd or Oera-
biokepa.

Metonponon He Moxe 1a 6bae epeKTHBHO OTAEHEH Ype3 XeMOoAHaIN3a.

5. DAPMAKOJOI'HYHHA CBOHCTBA
S.1. ©apMaAKOAHHAMHYHH cBocTBa

Dapmaxomepaneemuyna 2pyna; ARTHXHIIEPTEH3HBHE CpeAcTBa, Oera-0oKkepH.
ATC xon: C 07ABO2,

Mexanuzom na Oeiicmsue: Metonponon e cenektuBen Oera;-Oiokep Ha aApeHEPrUYHHTE
peuentopH, 63 BbTpEIlHA CHMNATHKOMHMETHYHA aKTHBHOCT. Biokupa cnenudHyuHO HelcTBAETO
Ha KaTexoNaMHHHTe Ha HMBO Oera;-afipeHepruuHu penentopd. Meronponon  crabuwmsupa
MeMOpaHHTe upe3 NOHMXABAHE HA JICKTPUYHATA MM aKTHBHOCT. 3abaBd CKOpPOCTT2 Ha (asara Ha
HapacTBaHe Ha AaKIHOHHHA nNoTeHHHaN, 6e3 Aa DNOBRIHABA MNOTCHLMANA Ha TOKOH H
NPOABIDKHTEIHOCTTA Ha OSNOIApH3aLHA.

KapainocenekTHBHOCTT2 Ha METONpOJNON € OTHOCHTENHAa, T.Hap. Hecnenugnyda ¥ 3aBHCH OT
CHOTHOILIIEHHETO HA aHHUTETA Ha aKTHBHATA CyOcTaHIMA KBM ABaTa pellenTOpHH THIa. [1pu no3u
Hagpamaeamu 200 mg, wMeronponon ©Onokupa W 0eTa; aApeHEPTrHYHHMTE peuem'opn.
JlekapCTBEHHAT NPOAYKT MOHMXKAaBa KHCIOpPOAHATAa NOTpeOHOCT Ha MHOKaphAa NpH pady
CTEIICHH Ha HATOBApBaHE, KOETO CTOM B OCHOBATA Ha TOJIOKHTENHHA €(PEKT MpH ms.n
Ne4yeHHe Ha aHrMHa nekTopuc (Hamajisipa 4ecToTaTa Ha aHrMHO3HHUTE NMPUCTHIHN). HpH
C apTepHalHa XHIEPTOHHA, METONPONON MOHHXKABA CHUCTONHOTO APTEPHANHO HAJAYE

CHeJ HATOBApBaHE H NpEana3Ba OT pa3BHTHE HA pedIeKTOpHA OpPTOCTATHYHA
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[TormxapaHe Ha AMACTOJIHOTO HaNATaHe Ce IMOCTHTa CNel HAKONKO CEAMHYHO NPHIIOKCHHE,
Metonponon noHWKaBa aKTHBHOCTTA HA pEHHH B IUIA3MaTa.

S5.2. PapMaKoKHHETHYHH CBOHCTBA

Abcopbuus
Cnen mepopalHO NpuUnoKeHHe MeETONpoJona ce abcopbupa OBp30 M IMOYTH HOBIHO OT

raCTpOMHTECTUHAJIHUA TpakT. Clea npHeMaHe Ha eAWHHYHA 4038 OHOHATHIHOCTTA € okono 30 %
{(moctura 1o 80 % crnes MHOTOKPATHO MPHIIOKEHHE) |
Paz (4

O6embT Ha pasnpenenenue e ot 3.2 o 5.6 I'kg. Cpbp3BaHETO C I1a3MEHHTE IPOTEHHH € OKOJIO J-
10%. MakcHManHi IJTasMeHH KOHIEHTpalHH ce JocTHraTt 1-2 daca clien nepopanHo NpuiokKeHHe.
Memaboauzwm

Meromnponon nperspngBa HWHTEH3WBHH MeTaCoNHTHH TpaHchopmaumu B 4YepHHA Apod Ao
OMONOrHYHO HEAKTHBHH MeTaOOMHTH.

Enumunupane

ENMMHHALMOHHHAT NOJYXKHBOT HA METOMPOIION € 3-4 waca. [loseye or 95 % oT mpueraTa no3a ce
eKCKPETHPA B ypHMHAaTa, KaTo camMo 3% ca B HempoMeHeHa dopma. Meronposnon npeMHHABA
nanenTapHara fapuepa U ce eKCKpeTHpa B KbpMATa.

3.3. llpeakaanAaed JAHHH 32 DezonacHOCT

MeTtonponon ce u3Noa3Ba B KIMHHYHATA MPaKTHKA OT MHOTO FOAMHH M € ¢ A0Dpe ycTaHOBEH
npodun Ha GesomacHocT. ETO 3310 B HacToAINaTra KpaTka XapaKTepHCTHKA Ha NPOAYKTa He ca
BKJIIOYCHH AAHHHM, HMAINW OTHOLIEHHe KM Oe3onacHata ynorpeba Ha mpojykra NpH Xopa H
JKUBOTHH( BXX. ChIIO TO4YKa 4.)

6. PAPMALEBTHYHH JAHHH

6.1. CnECHK Ha NOMONIHATE BENIECTBA

JlaxTO3a MOHOXHApAT

[lmeHnyHo HKMecTe

MuxpokpHucTanHa BeIyJ03a

Tank

[loeuaon

Harpues HHIIECTEH TTIHKOAAT

CHunuiues THOKCHI, KONTouNneH He3roieH
MarnesueB creapar.

6.2. HecrBMEeCTEMOCTH

He ca H3BEeCTHH.

6.3. Cpox Ba rognocrt

3 rOAHHH

6.4. Cnennanan yc/IOBHSE HA ChXPAREHHE

Ilpu remneparypa oz 25°C.
HJa ce ChbXpaHAaBa Ha MACTO, HEAOCTHITHO 32 JeLa.

6.5. lannn 33 oDaAKOBKATA
Metokop 50 mg TabneTku ce npenara B onakoBKY o 20 TabneTku.

1 6muctep ¢ no 20 TabneTkH B KapTOHEHa KYTHS.
7
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Meroxop 50 mg Tabnerku ce npeanara B onaxosku no 30 tabiaerku,
3 6ancTepa ¢ o 10 Tabnerkn B KapTOHEHA KYTHS.

Merokop 100 mg Tabnerku ce npeanara B onakoskH o 30 Tabnerky.
3 6nucrepa ¢ no 10 Tabnerkn B KApTOHEHA KYTHAL.

Metokop 100 mg Tabnerku ce nmpeanara B onakoBkH 1o 50 Tabnerku.
5 6nuctepa ¢ no 10 TabeTkn B KAPTOHEHA KYTHAL.
He Bcuuxu BHAOBE OMMaKOBKH MOLAT Jia ¢ IyCHATH B npoaaxk0a.

6.6. CnenuaJIHE NpesNa3HH MePKHE NPH H3XBLPJSHe H paboTa

Hama cneiHaniy n3HCKBaHHA.

7. IIPUTEXKATEJI HA PAJPEHIEHHETO 3A YIIOTPEBA

AJTUDAPM EAT]

Oyn. CumeoHoBcko 1moce Ne 130
Codmusa 1700, Benrapus

8. Homep Ha paipemennero 3a ynorpe6a

20080216
20080217

9. laTa Ha OBPBO pa3pemaBane/mOAHOBABAHE 32 YIOTPE0A HA JIEKAPCTBEHAN HPOAYKT

OxTomepw, 2008 r

10. JaTa na akTyaaH3upaHe HA TEKCTa

CenremBpH, 2013 r.




