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1. NME HA JEKAPCTBEHUSA NMTPOJAVKT

Metocor 50 mg tablets
Metocor 100 mg tablets

Metokop 50 mg Tabnerku
Merokop 100 mg rabaerxu

2, KAYECTBEH 1 KO/IMYECTBEH ChCTAB
Besaxa Tabnerxa cpaspxa cpoTReTHO 50 mg mim 100 mg meTompolsiosioB TaprapaT
(metoprolol tartrate).

TToMONIHO BEIIECTRO ¢ HIBECTHO AcHCTRHE:
Besxka Tabnetka cpabpka ¢rOTBeTHO 70 mg mmu 140 mg 1akTo3a MOHOXHADAT.
3a I'RJIHHUS CIIMCHK HA MOMOIHUTE REMICCTBA BX. Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnetka.

TaGnetknure ca 6enm niwm noury 6eny, KPEIMH M IUIOCKH, KaTo BBPXY Tabnerxure or 100
mg UMa JCIHTENHA YepTa OT €1HaTa CTpaHa.

4, KJIHHHAYHHU JAHHH
4.1. TepaneBTHYHHN NOKA3AHHE

Bn3pacTan:

¢  CCEHIHAIHA XHIEPTOHHI

¢ aHTHHA NEKTOPHC

® PHTHBMHH HApyUICHHS — HaJKaMEpPHH eKCTPACHCTONH; KaMEpHH €KCTPaCHCTOJIH,
HaJKaMepHa TaXHKapaus

ocTHp HHGapKT Ha MHOKap/a; NpoGuIaKTHKA HA MOBTOPeH HHMAPKT HAa MHOKAp/a
(byHKIMOHANHYU CBPACYHN HAPYIIEHHS ~ XUIEPKUHETHYCH CHHAPOM

TaXHKapA¥s DPY NALMEHTH C THPEOTOKCHKO3a

pogHIaKTHKA Ha METPEHA

4.2, {o3upoBKa M HAYUH HA NPUJIOKEHHE

B 3arucuMocT 0T 3a00JIABaHETO ca ONpeesieHd H THEBHUTE AO3H.




Ecenuumanna XunepTroHys
ITpenopruBana auepHa goza ¢ 100-200 mg, paizaeneHa Ha Ipa oTAENHH hpuema. [lpu

HeoOXOAUMOCT Tasd [J03a Moxe Aa Opae noeHmeHa cux¢ 100 mg ceaMHYHO, XaTo
MaKCHMaJIHaTa JHeBHa A03a He TpsOBa Aa npepuinasa 400 mg.

AHIHHA NEKTOPHC

IIpenoprypana anesHa no3a e 50-100 mg, pasneneHa Ha ABa oTaendu mnpuema. [Ipu
HeoOXoaMMOCT JHEBHATa Ro3a MoXe Aa Onje nosumena g0 200 mg, mpHeTH KaTo IBeE
OTACIHRH JO3H.

PHTEMHE HapyLieHNUS
IlpenoprusBana aHeBHa noza ¢ 50-100 mg, paszenena Ha f[Ba OTAEHHM upHema. llpu

HeoOXOAMMOCT JHEBHATA Ji03a MoOXe Ja Obac moBuineHa no 200 mg, nmpHeTH KaTo ABe
OTACTHY O3H. -

OcThp HHDAPKT Ha MHOKapAa; NpodHIaKTHKA Ha MTOBTOpeH HHMAPKT Ha MHOKaDAA

Obnyalinata noagbpxama AHeBHa fo3a € 200 mg, pa3elieHa Ha JBa OTACTHH IIPHEMA.

QYHKIUOHATHY CHPACYHY HAPYINCHUSA — XUNCPKHHETHYCH CHHAPOM
IpenopruBana no3a ¢ 100 mg, pazneneHa Ha ABa oTacaHH npuema. Ilpn HeoGxoaHMOCT
(TeXKH cly4an) 1o3aTa Moxe Ja 6bae ypemmuena go 200 mg ngeBHo.

Taxukapiyus OpH HANWEHTH ¢ THPEOTOKCHKO3a
Hpenoprupana nuesna nosa e 200 mg, pazaenena Ha J1Ba OTAEIHHA NpHeMa.

HpodurakTiHka Ha MATpeHa

[IpenopruBana nueBHa nosa ¢ 100-200 mg, pazaeneHa Ha ABa OTAEIHYN NIPHEMA.

Iayuenmu ¢ nanpednana éw3pacm: Jlozara TpaGea fa ce onpeaein HHAMBUAYATHO € OTIE]
Ha NOTeHUManHa OpaAuKapaus WIH 3HAMHTENTHO MOBHXEHHE Ha KPFBHOTO HaJIAraHe.
Hapywena o6vbpeyna ¢ynkyus: llpu naumeHTH ¢ HapymeHa OnOpedHa (yHKIHS
OOMKHOBEHO HE CE€ HANAra KOpHIrupaHe Ha J03aTa.

Hapywena yepnoopobrua ¢ynkyus: ODHUKHOBEHO HE C€ Hajnara mMpoMsHA Ha A03aTa NpH
ManUeHTH, CTpajalllH OT YepHOApODHaA 1MPO3a, Thil KaTO METOIPOJIOI C€ CBHP3Ba B HHCKA
CTeNeH ¢ I[UiasMeHuTe MporeHHd (5-10%). BohopekH ToBa, npH TNalHEHTH ¢ TeXKa
YepHOApoOHa AMCHYHKUMA MOke 3 € HeOOX0AHMO MOHHKEHHE Ha T03aTa.

Heya: besonacHocTTa U ePMKACHOCTTa HA METONPOJION MpPH Aela HE € ycranoBeHa. Tosn

NEKapPCTBEH MPONYKT HE TPAOBA a c¢ NPEANUCBA HAa NAIlUCHTH B Ta3H BL3PacToBa rpylia.
4.3. IIpornponokazanus

Metocor, nogobuo Ha ocTaHanaTe OGeta-6noxepn, He TpLOBA Ja ce NPpUIAra NPy NaLUEHTH,
IPH KOMTO € HANNIEe HAKOE OT CIHCAHUTE CHCTOAHHA:

® CBPBXYYBCTBUTCAHOCT KBM AKTHMBHOTO BEIIECTBO HWIH KBM HSKOE OT IIOMOUIHUTE
BEILIECTRA,

XHITOTOHHS;
BTOpa HIIH TPETa CTENEH Ha aTPHO-BEHTPUKYJIapeH 010K ;

IEKOMIIEHCHpaHa ChpaeYHa HegocTraThb4HOCcT (benoapoben oTok, HamajieHa nepdy3us
HJIH XHIIOTOHUS ),

¢ HENPEKHCHATO WIH MHTEPMHUTEHTHO MHOTPONHO JIEYeHHE, B OCHOBATa
OeTa-peuenTOPEH arOHU3bM;

Opaaukapams (< 45 yaapa B MUHYTA);

CHHApPOM Ha O0JIHUA CHHYCOB BB3ea (sick sinus syndrom);
CHHAPOM Ha npeekcuTanua — WPW cHHApOM;
KapI¥OT€HEH INOK;




¢ TE¢XKKO HAPYIICHHE HAa HEPKYNAWATA B lIepH(EpHUTE APTEPUH;
¢ (HeoXpoOMOLHTOM;
e MeTalboIMTHA alIAO3a.

4.4. Cnenyajnn NpeaynpexaeHHa M NpeaNasHA MepKH NpH ynorpeba

Ynorpebata Ha Metocor npr XpoHHYHA OGCTPYKTHBHa Genogpobua Gonect Moxe na
3aCHAN OpoHXManHaTta ofCTpykuus (ocobeHo mpH go3u Hagsrmasamy 200 mg). Ilpu
NaiueHTn ¢ OpoHxocnaskM He TpsOBa Aa ce mpmnarar Oeta-Omokepn. Twil kato Gera)-
CEJICKTHBHOCTTA HE € abcomoTHa, TpabBa na ce mpeanmcsar OerTaz- aZpeHEpruuHH
arOHHUCTH, €JJHOBPEMEHHO ¢ BB3MOXHO Hall-HUCKaTa Ao3a Metocor. B cmywaii, e o Bpeme
Ha NCYCHHETO NMalHCHTHT pasBHE MMCIHES HWIHM OpoHXocnashM, JiedeHuero TpiabBa aa ce
NpeKpaTH | Ja c¢ Ha3HAYM ArOHKUCT Ha 0eTaz- peueITopUTe.

B ciryyaii Ha MHCYIMHO3AaBHCHM aHabeT, aHTHAHAOETHOTO NeUeHHe TpaORa fa ce cxobpasn
¢ jedyenneTo ¢ Metocor ¥ auabeTukbsT TpaGea aa OnAe HHGOPMHPAH 32 NMOTEHIMANIHHA
PHCK OT MacKHpaHe Ha CHMIITTOMMTE Ha XUITOTJIMKUMHA.

Jleuennero ¢ Metocor He Tpsabpa Ja OBe CIAPAHO H3BEAHDBX, a 32 IEPHOA OT 5-7 HM, pH
KOETO JIHEBHATA 034 C€ HAaMalABa NOCTENCHHO. B npoTHBEH ciyyall MoXe Ja HaCThIH
BJIOLIIABAHE HA CBCTOAHKETO (T. Hap. puGayHI-peHOMEH).

AnectesuonoreT Tpabea ga Ovle wWHpoOpMHpaH 3a neueHHero ¢ Metocor mpemu
OTNICPATHBHA HHTEPBEHIMA, 3a Jla MW3N0N3Ba AHECTE3WA C BBL3MOXHO Hal-HUCHK
oTpulaTelIeH HHOTPOIIEH edheXT.

Ipn deoxpomonnroM, Metocor MoXe a Ce H3II0I3BA CaMO ClIe]] 3alI0YHAN0 Beye JIeUCHHE
¢ anda-aapeHepruycH SaoKep.

OcobeHo BHUMaHuME e HeoOXoauMoO, korato Metocor ce npunaara HpH MAUHEHTH CbC
ChpACYHA HeROoCTAaThYHOCT. HMuxubupanero Ha Oera-aipeHEPrUYHUTE pPEUCTTOPH €
CBBP3aHO C TIOTEHIHAJEH PHCK OT NO-HATAaTHIIHO HAMAIABAHE HA MHOKAPJAHHA
KOHTPaxKTHIHTET M BJIOLIABAHE Ha CHINECTBYRAINA CLPJICYHA HEIOCTATHYHOCT.
CroTHOIWIECHHETO nOMN3a/pUcK TpaGBa Ja ce nNpeleHSIBa BHUMATENHO IIPY MALUHEHTH C
MHaCTEHMS IPaBHC, ICOPHASHC B ACMPECHS.

Bohpekn, 4e ¢ MpOTHBONMOKA3aH MPH TEXKO HapylleHHe Ha NepudepHaTa apTepHaiHa
IHPKYTauus (BX. To4Ka 4.3), Metocor Moxe Ja BIIOINH H O JEKATE (POPMH Ha HapyLICHHE
Ha IHPKYIAllUATA B ICPUPEPHATE APTCPHN.,

Metocor MoOXe Ja NOBHIIM KaKTO YYBCTBHTENIHOCTTA KBM aJEPrecHHTE, Taka H
CEPHO3HOCTTA HA aHADUNAKTHYHHTE PEaKIHH.

To3u nexapcTBen NPOAYKT ChABpAKa AaKkTo3a. ETo 3amno, MaugeHTH ¢ PEAKN HACICACTBEHH
npodsieMH Ha rajakTo3Ha HEMOHOCHMOCT, Lapp nmakTasHa HEJOCTATBYHOCT HIIH IVIFOKO30-
rajakTosHa Manabcopbuus e TpabBa Aa ro mpuemar.

Ilopany cpAbpXKAHKMETO HA MIDEHUYHO HHIIECTE, TO3M JICKAPCTBEH NPOIYKT He TpsOpa Ja
Ce NIpuara OpH HallHeHTH ¢ IJIy TEHOBA HENOHKCMOCT (FIyTeHOBa eHTeponaThs ).

4.5. BiaumoaeiticTBHe ¢ OPYFH JICKaAPCTBEHH NOPOAYKTH H aApyrH opmum Ha
B3aHMOJCHCTRHE

Meronponoyn e MmetabonuTeH cyOctpar Ha nmuroxpom P450 wuzoensuma CYP2DS6.
JlekapCTBEHUTE [IPOAYKTH, JeHcTBalmM, XaTO CH3MMHH HHAYKTOPH HIH €H3MMHU
MHXHOHTOPH MOXKE Ja BB3ACHCTBAT BHPXY IIa3MEHHTE HUBA Ha METOIPONO
MHIYKTOpH (Hamp. pudaMIHLMH) MOXE a4 HAMAJAT IUIa3MEHHTE K
METONPOJION, AOKATO CH3UMHKATE HHXHOHTOPH (Halp. HMMETHAWH, ATKOX
MOXe Ja TOBALIAT IJIa3MEHUTE My KOHLICHTPALXH.
EdexTnTe Ha METONpONON M JPYIH CPEACTBA C AHTHXHIIEPTEH3H
KPBBHOTO HAIAraHe OGHKHOBEHO ca aauTHBHH. HeolxoauMo e nosHme
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KOMOMHHPAHETO ¢ APYrH aHTHXHIEPTEH3UBHHU CPEACTBA MM JIEKAPCTBA, KOUTO MOXE 1a
MOHWXKAT KPHBHOTO HANAraHe, Karo HanpuMep TPHUMKIHYHH AHTHAENIPECAHTH,
OapbuTypati n peHoTHasHH. BLupekn ToBa, 3a nofobpanrane KOHTPONIa HA XUIEPTOHUATA
YE€CTO C€ N3MON3BAT PA3THYHM KOMOMHALMH OT AHTHXHANIEPTEH3UBRH CPEICTBA.

Metocor MoXe 12 yCuia OTPHIATENHHI MHOTPONEH ¥ OTPHLATENHHS APOMOTPONEH edeKT
Ha AHTHAPHTMHYHHTEC CPEJCTBA (Hanp. KaJlMeBH He-AMXHAPONMPUIHHOBH aHTArOHUCTH,
aMHOAApOH).

B KoMOHHauMsi ¢ aHTHAPHTMHYHH CpPEACTBA MWIH QHECTETHLH BJIOIIABA CBLPJCUHATA
IPOBOANMOCT.,

JIMruTanMcoBUTE IAMKO3NAH B KoMOHHAIMA ¢ Metocor Moxe f1a IIPpeAH3BHKAT €KCTpEMHA
Opajukapaus npH abcoIOTHA ApUTMHSL,

Metocor Moxe na nosmuge nepudepHara NUPKyIanus, DOPafd KOeTo € HeoOXoMuMO
IOBHIIICHO BHUMAHHE B ClIy4ail Ha €AHOBPEMEHHO MPHIOXKEHHE C TIPOYKTH, NPOABIBAIIN
NoA00HA AKTUBHOCT, HaNp. €ProTaMHH.

Korato Metocor ce npunara eJHOBPEMEHHO ¢ JIEKAPCTBEHH IPOXYKTH, ChABPKAIIH
JICKAPCTBEHOTO BEIECCTBO KNOHHIWH H JIeUeHHETO TpAOBa Aa ObAe npeycTaBoBEHO, IIBPBO
TPAORA 13 Ce MpeKpaTH NpHeMa Ha Metocor, koeTo TpaGpa a cTaHe HAKOJAKO AHH TIpeAd
IIOCTETIEHHO Aa ¢e IIPCKPATH IIPHUEMA HA KIOHUAHH.

EnHOBpEMCHHOTO  JIGYCHHE ¢ HHAOMETAllMH WIM  JpyrA  MHXUOMTOpH Ha
IpOCTArmaHAWHOBATa CHHTE3a MOXE Ja HAMAIM aHTHXUICPTEH3MBHUA c¢dekT Ha OeTa-
Onokepure. -
EnnospeMenHata ynorpeba Ha MAO-uuxubOuTOpR MOXe A3 J0BeAe N0 XUIEPTOHHYHA
KpH3a IIPH IIPEKBCBAHE HA JICYECHHETO.

[lonobno Ha octrananure Oera-OnOKepH, €IHOBPEMEHHOTO JICUCHHE ¢ Metocor M
JAUXUAPONMPHIHHHE, Hanp. HUQEAUIHH, MOXKE 1a TOBHIIH PUCKA OT XHIIOTOHHA, KaTO IIPH
NAaNMEHTHTe C JIATEHTHA CHPACYHA HEIOCTATHYHOCT €  BB3MOXKHO RIOHIaBaHE HA
CBCTOSHHUETO.

Ilpr nauuwenmd ¢ aumaber neudeHHero ¢ Metocor MoXe 1na Mackupa TpOsSBHTE Ha
XHIIOTIHKEMHEA.

Mertonponon MoXe aa Hapy I €TMMHUHHPAHETO Ha JIHJ0KAHH.

4.6. @®eprranrTeT, OpeMEHHOCT H KhpMEHe

bpemeHHOCT
Metocor He TpabBa Ja ce npuiara 1o spemMe Ha OPeMEHHOCT M KbpMeHe, OCBEH B CIIyYauTe

KOTraTo JICKAapAT NPCLHCHH, Y€ Nof3ara OT JACYEHHETO NPEeBMINABA NOTEHLHMAMHHA PHCK 3a
104a/HOBOPOAECHOTO. beTta-6lioKepHTe NOHMKABAT IUIANCHTAPHATA IEpPY3HI, KOETO MOXKE
Ja noBene N0 BLTPEMATOYHa CMBPT Ha Moaa, abopT HAH NpeXIEBPEMEHHO paXKiaHe.
[lono6uo Ha BcHukm Oera-6nokepH, Metocor MOXKe Aa OBEle O MOABATA HA HEKEIIAHU
edexTi, ocobeno Opanvkapavs M XUIOTTMKEMHEA, KaKTo 33 I104a, TAKa H 32 KbpMAaueTo.
Hannue e nosumieH puCK OT chpleuHd U OeoapolHu YCIOXKHEHHS OT CTpaHa Ha
HOBOPOACHOTO. Bbnpeku ToBa, MeTonponon MoXe ga OhIe H3NON3BAaH 3a JEdEHHE Ha
XHOEPTOHMATA, cined 20-Ta recTalliOHHA CEIMHIA, IOA CTPOr MEJUUMHCKH KOHTPOIL.
Burnipeku, 4e MeTonpoion npeMEHaBa MIIAllCHTapHaTa GapHepa M ¢¢ OTKPHBA B KPbBTa Ha
II'bITHATA BPBB, HsMA J3HHH 32 aHOMAJIHHM Ha IUI0JA.

KbpmMmeHe




4.7, EdpexTn BBpXYy ciocobHocTTa 32 m1odpHpane B pabora ¢ MAIMUHA

Ilpu wodnpane u pabora ¢ MamuHH TpaGBa fa ce HMa IPEABH BE3IMOXHOCTTA 33 [10SBa
Ha 3aMagHOCT H YMOpa.

4.8. Hexxenanu TeKapcTBeHH peakiiaH

CRUChK Ha Hedceranume AeKapCmeeru PeaKyun

Hexenanure JIEKapCTBCHM peakUdH YCTAHOBCHH B KIHHAUHHTE HM3INNTBaHHS €2
CHCTEMAaTH3UpaHH B TaONMYEeH BHA, KaTo Ca pasfefeHH M0 CHCTEMHO-OPTaHHa
KiacuUKaIKA H 10 Ye€CTOTa.

HecroTaTa € onpeaeneHa, KakTo cieapa: MHOro yectd (mosede ot 1 Ha 10 naumueHTtH),
yectd (10 | Ha 10 mammentH), HedectH (Zo 1 Ha 100 naumentH), peaxu (e 1 #a 1000
nalMeHTH ), MHOTO peakn (A0 1 na 10000 mauueHTH).

Hupexyuu u ungpecmayuu

MHOTO PCOKH: TaHIPeHa UpH HAMEHTH ¢ IpCAIIeCTBAIH TEKKH HAapyUIEHHA Ha
nepudepHaTa UPKY TallUa

Hapywenua na xpvema u aumrnama cucmema

MHOTO PEJIKH: TPOMOOUMTONCHUSA

Hcuxuynu napyuienus

HEUYECTH: aenpecus, 6e3chHNUe, HONIHA KOIIMapH
PEAKHA: HEPBHOCT, TPEBOXKHOCT
MHOT'O PEeAKH: 00BPKAHOCT, XAOIMHAHA

Hapyuwenua na nepenama cucmema

JECTH: 3aMasHOCT, rJ1aBoO0QIUe
HEYECTH: HAPYLICHUE HAa KOHUEHTPALUATa, COMHOJIECHTHOCT, IIApacTe3uHu
MHOr0 peaKu: aMHE3HA/HapylIeHUE Ha MaMeTTa, HApylIeHHe Ha BKyca

Hapyvwenua na ouume
PEIOKH: HapYIIEHNEe Ha 3PEHHETO, CYXOTa N/WIM Jpa3sHCHE Ha 0YHTe,
KOHIOHKTHBHT

Hapywenusa na yxomo u rabupunma
MHOTO PEJIKH: IIYM B YIIUTE

Covpoeunu napyvuenus

YECTH: OpanvKapaus, N MHTALHA

HEYECTH: BIIOIIABaHe Ha CHMIITOMHMTE Ha CHPACYHA HEJOCTATHYHOCT, IIEPBa
CTENCH ChpAeueH OJI0K

PEAKH: HapylleHHEe Ha ChPACYHOTO IpOReXIaHe, ChpJieUHH ApHTMHH,

YBEJIMYABaHE Ha CTEIICHTA Ha ChluecTBYBalm AV-0J10K

(008U HapyueHus
YECTH.: OPTOCTATHYHA XUIIOTOHHA (MHOTO PAAKO CBC CH
pPeOKHU: ¢enoMen Ha Raynaud
MHOT'O PEHIKU: 3ab/I00YaBaHe HA ChINECTBYBauo claudicatio i




Pecnupamopnu, 2pvOru u MeQUQCMUNIHY HAPVUIEHUS

YECTH: JUcCIHed MPU YCHIIHE
HEYECTH: GporxocnaznM
pPeaKH: PHHHAT

CmoMawino-4pestu HapVIUeHUA

YECTH: raicHe, KopeMua 607Ka, Juapua, KOHCTHNARHA
HEYEeCTH: NOBPBINAHE
peaKu: CYXO0Ta B yCTaTa

Xenamo-Ouruapru HapyuieHus
MHOTO PeJIKH: XEIaTUT

Hapywenua na xojcama u nodkojNcHama muvKkau

HEYECTH: oOpuB (nox dopmara Ha ncopuasndopMeHa ypTUKAPHS H
AUCTPOPUIHH KOXKHH JIE3HU), TIOBHINIEHO IOTEHE.

penxu: OTIaflaHe Ha KOCcaTa

MHOTO PEJIKH: PeakIuy Ha (POTOUYBRCTBUTENHOCT, BIOINABAHE KNMHUYHATA KApTHHA
Ha [ICOPHA3UC

HCIQ VILERUA HA MYCKVAHO-CKEAECMRAMA CUCMeEMA 1 CHLeOURUMETHAMA MBKAH

MHOTO PEIKH: G6ONIKH B CTRBHTE
HeueCTH MYCKYJIHH KpaMIIx

Hapywenus na 6b3npouzgodumennama cucmema u 2epoama
pPeaKH: UMIIOTEATHOCT/HAPYINEHNE HA CEKCyaHaTa GyHKIHA

Obuiu na enusi U edhexmu Had MACMOMO HA RPULONCEHUE

MHOI'0 Y€CTH: yMopa

YECTH! CTYZAEHM KpaHHHIH

HEYECTH: npexoparansa 00ika, 0TOK

Hzcnegdeanus

HEUECTH: MOBHIIIABAHE Ha TENIOTO

PEOKH: OTKJIOHEHHE RBB PYHKIHOHANHUTE YEPHOAPOOHM TECTOBE,

NIO3UTUBHPAHE HA AHTHHYKICAPHH aHTHTeNA (HECBBP3aHO ChC
CHCTEMEH JIYIIYC €PUTEMATOIEC).

4.9. Ilpeaosupane

Cumnmomu
Hati-yecto HabmoqaBaHUTe CUMITOMH Ha IIPERO3HUPAHE Ca TEXKA XMIIOTOHHSH, CHHYCOBA
OpaauKkapaAus, aTPUHOBCHTPHKYNApEH 6J10K, ChpACYHA HEZOCTATHYHOCT, KapAMOTEHEH 10K,
ChbpeYeH apecT, OpOHXOCNAa3bM, HapyIMIeHHd Ha Ch3HAHHETO, KOMA, rajcHe, OBPBILAHE,
LHaHO03a, XUITOITIMKEMHA U PAAKO XHUIEPKATHEMHAL.

EIHOBpEMEHHUAT NpPHEM HAa aNKOXOJd, aHTHXHMIIEPTCH3HBHH cpescTBa, 6apbH
APYTH JICKApCTBA ¥ KOMOMHAIMY OT JIEKAPCTRA, KOUTO UMAT HeONnarompust
HAPKyJaLMsgTa H/HIM LEHTpAIHAaTA HEPBHA CHCTEMA MOXKE, Aa BJOIMIAT
NALMEHTA.




Jevenue

Jleuenviero TpabBa na BKAIOYBa BHHMATEIHO INPOCHEJIBaHe HA ChHPAECYHO-CHAOBATA,
peciupatopsata M On0peyHa ¢yHKUMA, HA KpBBHATA 3aXap H EJIEKTPOIUTHTE.
YcnoxHenuara or cTpaHa Ha CHPIEYHO-CHIOBATA CHUCTeMa TpaOea na OBAaT NeKyBaHM
CHMnTOMaTHyHo. IlpH nogBaTa HA TEXKAa XMNOTOHHA, Opafukapaus ¥ ChpOEYHA
HEJNOCTATPYHOCT € HEOoOXOMMMO mpHNaraHeTo Ha 0eTa;-aroHHCT JI0 NOCTHIAHETO Ha
Xenanus edekt. Koraro He € moaxoaauio npuiaraHeTo Ha 6era;-aroHNCT, MOXe Aa Obae
H3ITON3BaH JONaMUH; HHTPABEHO3EH aTpoNHH cyndart 3a Gnoxupane Ha H. Baryc. B ¢iyyai,
ye He OBAC MOCTHTHAT HeoOxonMMMs edeKT, MoXke Aa OBarT H3MON3BaHW APYTH
CHMIATHKOMMMETHIM  (Hamp. HoOpaApeHaIHH/HOpenmuHedDpHUH, MeTapaMMHON) HAH
HAHONIATHYHH cpeacTBa (Hanp. nodyramuH). B ciayuait na BucokocTeneHed AV-610K MOXKe
na OBO¢ MOCTaBEH BpEeMEHER meiic-MeHkbp. I'moxaron B go3a or 1-10mg MHTpaBeHo3Ho,
MOKe Jia IPOTHBOJICHCTBA Ha €)¢KTHTE Ha npeKoMepHara bera-birokana.

3a obnexyarane Ha OpoHXOCNAIBEMa MOXE M2 GBAAT H3NMON3BAHH MHTPABEHO3HH O6eTaz-
arOHUCTH, KATO HAND. TEpOyTaIHH.

Tpsabpa na ce mMa mpenBuj, 4e J03aTa Ha JIEKAPCTBATA (AHTHAOTH), HEOOXONMMM 32
JIeYCHHE Ha npejio3upaneTo ¢ Oera-0llokepu ca 3HAYMTENIHO TMO-BHCOKM OT 0OHYAaMHO
MpenopbYBaHHTE TEPANEBTHYHH J03H. ToBa ce 1bki Ha akTa, ye OeTa-peNenToOpUTE ca
Gnoxkupanu ot Hera-0soKkepa.

Meronponon He Moxe J1a Ob1e €PEKTHRHO OTIAENEH Upe3 XEMOIHANH3A.

5. PAPMAKOJIOTNYHH CBOMCTBA
3.1. ®apmakoAMHAMHIHH CBOHCTBA

Dapmaxomepanesmuyuna 2pyna; AHTHXHNIEPTEH3IUBHH CPEACTRa, GeTa-6.10KepH.

ATC xox: C 07TABO2.

Mexanuszvm na oercmeue: MeTonponon e ceneKTHBEH Gera;-ONoKep Ha apeHeprudHuTe
peuentopy, Oe3 BLTPEUIHA CHMIIATHKOMHMETHYHA AKTHBHOCT. bnokmpa crneuududno
JEHCTBHETO Ha KaTcXOJMaMHHHTE Ha HHBO OeTaj-aApeHeprHyHM pellenrTopi. MeTonponon
CTabMIU3Hpa MeMOpaHHMTE 4Ype3 NOHHXKAaBaHE Ha €JACKTpHYHATa HM axTHBHOCT. 3abapi
CKOpPOCTTa Ha (pazara Ha HapacTBaHe HAa AKUMOHHHSI MOTEHNIHAN, Oe3 Ja MOBIHABA
IOTEHUMAIA Ha TIOKOA ¥ NPOABILKHTENHOCTTA Ha ACTIOIapH3alliL.

KapnuocenexTHBHOCTTa Ha METONPONOJI € OTHOCHTENHA, T.Hap. HecnenupuiHa ¥ 3aBHCH
OT CLOTHOLICHHUETO HA apMHNTETA HA aKTHBHATA CyOCTaHIMA KBM ABATA PEHENTOPHH THIIA.
Ilpn po3u Hagsumasamn 200 mg, Metonponon Onokupa u GerazafpeHeprHyHUTE
peuenTopH. JlekapcTBEHHAT NPOAYKT MOHHKAaBa KHCJIOPOAHATA TOTPeGHOCT Ha MHOKAPIAA
TIpH pa3IM4HH CTENECHH HA HATOBApBaHE, KOETO CTOH B OCHOBaTa Ha MONOXKHTCIHUA eQeKT
IPH ALATOTPANHOTO JICYEHHUE HAa AHTMHA MEKTOPHC (HaMalisiBa YecTOTaTa Ha aHHHO3HHTE
npuctenm). llpy mnaumentHTe C© apTepHanHa XMNEPTOHHA, METONPONOJ IIOHHKABA
CHCTOJIHOTO apTEpHANHO Hajisrane IJIaBHO CJI€J| HAaTOBApBaHE U IIpeANa3Ra OT pa3BUTHE HA
pednexTopra OpTocTaTHYHA TaxwKapaud. TloHM)KaBaHe Ha JHACTONHOTO HAIATAHE Ce€
IOCTHIa CICA HAKONKO CEAMHYHO HpHUoxenue. MeTonponosn NMOHWXKABa aKTUBHOCTTA HA
PEHUH B [1/1a3MaTa.

5.2. PapMaAKOKHHETHYHHA CBOHCTBA

Abcopbuun
Cnen nepopanno npunoxenune meronpoion ce abcopbupa OBbp3e M

raCTPOMHTECTHHANHNA TpaxT. (e npHeMane Ha eHHHYHa Jo3a OHoH
50 % (moctura no 80 % cnea MHOTOKPATHO HMPHIIOKECHHE)
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Pasnpedenenue
O6eMbT Ha pasnupenenenue € ot 3.2 5o 5.6 kg, CBpp3BaHeTo ¢ MIAMEHUTE NPOTEHHH €

okono 5-10%. MakcuMamHH mIasMeHH KOHUEHTpallMH ce€ AocTHrar (-2 wuaca cnep
NEPOPATHO NPUIOKEHHE,

Memabosusem
MeTomnposion nperspiABa UHTCH3UBHH METaGOJIHTHH TpaHCGOpMAalHE B Y€pHUA Apol 1o
OHONOrHYHO HEAKTUBHM METAOONHTH.

Enumunupane
EnuMHHaNHOHHHAT TTOMYXHUBOT Ha MeTonponon e 3-4 vaca. IToseue ot 95 % oT npuerara

70324 c¢ €KCKPETHPA B YpHHaTa, Karo camo 3% ca B HenpomeHeHa (popMma. Metonponon
IIpEMHHAaBa IJIalleHTapHAaTa 6apHepa 1 ce eKCKpeTHpa B KbpMara.

3.3. IlpeaxauHEYHN XAHHHM 32 0€30NACHOCT

MeTtomponon ce uimos3Ba B KIHHHYHATA NPAKTHKA OT MHOTO TOAMHM W € ¢ Ao0pe
YCTaHOBEH NpodHi Ha GezonacHocT. ETo 3amo B HacToAmaTra KpaTka XapakTepHCTHKA Ha
MPOAYKTa HE Ca BKIIOYECHH JaHHHM, HMall¥ OTHONIEHME KbM OesonacHarta ynorpeba Ha
IIPOOYKTA [IPH XOpa U XKHAROTHH( BX. CHINO TOYKa 4.)

6. PAPMAIIEBTNYHU TAHHU
6.1. CnuchLk Ha noMomMHATE BeNIeCTBA

JTaxTo3a MmoHOXUApaT

IImenu4HO HUIIECTE

MuxpokpHcTanHa Lenysios3a

Tanx

IloBnaon

Hatpues BHuecTeH rnuxonar

Cununues AHOKCHA, KoloraeH Oe3RroAeH
Marue3ueB creapar.

6.2. HecoBMecTHMOCTH

He ca n3seCTHH.

6.3. Cpok Ha rognocT

3 roAHY

6.4, CiennaJiny ycJ10B¥s Ha ChXpaHeHUue

ITpu reMueparypa moa 25°C.
Jla ce ¢bXpaHsaBa Ha MACTO, HEJOCTBIIHO 3a JCUA.

6.5. lanuv 3a oIaKOBKATA
Metokop 50 mg TabneTxn ce mpeJuiara B onakopkH 1o 20 TabneTky.
1 6nucTep ¢ o 20 TabAECTKH B KapTOHEHA KYTH.




Mertokop 50 mg TabneTksu ce npeaiara B onakoskH no 30 tabneTxs,
3 6ructepa ¢ no 10 TabreTky B KApTOHEeHa KyTHs.
2 6ancTepa ¢ o 15 TabneTKH B KAPTOHEHA KYTHA.

Metoxop 100 mg TabneTxu ce npeanara B onakobxy no 30 Tabnerku.
3 6nrcrepa ¢ 1o 10 TabreTKH B KapToHEHa KYTH4.

Metoxop 100 mg TabneTku ce npeanara B ONaKoBKH 10 50 TabneTkH.
3 6muctepa ¢ no 10 TabneTky B KapTOHEHA KYTHA.
He BcHykn BHAOBE OMaKOBKY MOTaT Ja ¢& IIyCHATH B Nponax06a.

6.6. Cnenua/IHA NpeANasHA MePKH NPH H3XBLPINHE B paboTa

HsMma crieiHa sy H3HCKBRaHNA.

7. INPUTEXATEJ HA PAIPEIIEHUETO 3A YIIOTPEBA

ATTUGAPM EAJT

6yn. Cumeonoscko moce Ne 130
Codus 1700, benrapus

8. Homep Ha pazpemenueTo 32 ynorpeba

20080216
20080217

9. Jara ma BNBPBO pa3pemaBaHe/MOJHORABAHE 3a YNOTpe6a Ha JeKapCTBEHHN
NPOAYKT

Oxromepu, 2008 r

10. laTa na akTyann3upaHe Ha TEKCTA

Anpuin, 2023 r.




