KPATKA XAPAKTEPHUCTHKA HA TIPOAYKTA

U3NLNHUTENHA ATEHUWS RO NEKAPCTEATA

Kpamxa xapaKmepucmuxa Na npodyxms - Mpuncixeivwe 1

1. HMe na JexapcreeHAd OPOAYKT

Metocor 50 mg tablets

Metocor 100 mg tablets | M A Emaun: 9/«5 /%009:?5

T - p— g

2. KauecTBeH B KOJHYECTBEH CHCTAB
Bcesxa Tabaerka ceabpaa cxorBeTHO 50 mg win 100 mg Meronpononos Taprapar (melfoprolol

lartrate).

3a NEJAHHAS CNUCHK HA MOMOILHHTE BellieCTBA BXK. ToYka 6.1.

3. JlexapcTBens (popma
Tabnerka.

Tabnerkute ca 6env Wi noytu 6Ny, KPBIIK M TUIOCKH, KaTo BEpXY Tabnerkure ot 100 mg yma

NCNMTENHA YePTa OT eAHATA CTPAHA.

4. KAYMHEYIAA NAHAK

4.1. TepaneBTHYNHE DOKAIAAAS

¢ eCeHUMaJHA XHNEPTOHHA

¢  aHrHHA MEKTOPHC

®  DHTHMHH HAPYLOCHHA — HaAKAMEPHH €KCTPACHCTO/H; KAMEPHH €KCTPAcCHCTONH, HRTKAMEPHA
TaxXHKapaAusI

®  OCTHp HH(APKT HA MHOKapAa; NpodHIAKTHKA Ha NOBTOPEH HHPAPKT HA MHOKapAa

®  (pYHKUHOHAIHH ChPASYHH HAPYIICHHWS — XMIIEPKHHETHYEH CHHIAPOM

®  TaxWKapJuA NPH NALMEHTH C TUPEOTOKCHKO3A

¢ NpoPHIAKTHXKA HA MUTPEHA

4,.2. lo3upoBKA B HAYHH HA ODPHAOKECHAE

Ecenlmanna xunepronus

Ob6nuatinata fHeBHa 2038 € 100-200 mg, pazaenena Ha Apa otaeHY npueMa. 1ipn HeobxomumocT

_H_-pl-q-'

Ta3H J103a Moxke fAa Obae nopumeHa cxe 100 mg ceAMUTIHO, KaTO MAKCHMAIHATA AHEBHA 034 HE

-

TpaORa za npepumasa 400 mg.

AHryHa NeKTopuc

Ob6muaiinara qaeBHa go3a e 50-100 mg, pasgeneHa Ha ABa oTx

JHCBHaTa J03a MOXKe Na Obae nopumena a0 200 mg, npueTH
1



PUTEMHH HapYIIICHHA
ObuuaiinaTa AHeBHa A03a e 50-100 mg, pa3neneHa Ha JBa OTHENHH NpHeMa. I1pH HeoOXoMUMOCT

JAHEBHATa A03a Moxke Ja 6pae nopmmena 10 200 mg, npueTH KaTo ABE OTACIHM AO3H.
Octhp uHapKT HA MMOKapAa; NPOPITAKTAKA HA NOBTOPEeH UHQAPKT HA MHOKA
Obuyaiinata nogappxaiia AHeBHa Ao3a € 200 mg, paszaeneHa Ha ABa OTACTHU [IpHEMa.

OYHKIMOHANTHHA ChPACYHH HAPYIICHHUA ~ XHNEPKUHETHYEH CHHIDOM
Of0uyaiiHaTta aHeBHa Ko3a e 100 mg, pasaeneHa Ha ABa OTAETHM Npuema. [Ipn HeoOXooHUMOCT

(Texkxu cTy4dan) moszata Moxke ga Obpae yBenHueHa a0 200 mg qHeBHO.

Taxukapausa NpH NALMEHTH ¢ THPEOTOKCHKO3a

Obu4aiiHaTa gHeBHa J03a ¢ 200 mg, pasfiencHa HA ABA OTAEIIHH PHEMA.

IlpodHnaKTHKa Ha €Ha

Obuuaiinara aaesHa 103a e 100-200 mg, pa3aencHa Ha gBa OTASTHH IIPHEMA.

IHlayuenmu & nanpednana ev3pacm: Jlo3zara Tpadpa ga ce onpeeH HHAMBHAYAIHO ¢ OrJieA Ha
NOTCHIMAITHA OpaauKapaHua HiIH 3HaYMTeTHO MOHWKEHNE HA KPBBHOTO HaNATaHe,

Hapywena 6nbpeuna gyuxyus.: TIpa naupeHT! ¢ HapyuleHa 656peuta GyHKUHA OOMKHOBEHO HE ¢
Halara KOpHTMpaHe Ha Jo3ara.

Hapywena weproopobra ¢pyrxyun: OOMKHOBEHO He ce Hallara MpOMAHA Ha A03aTa IPH NaLMCHTH,
CTpajalli OT YepHOAPOOHA LIMPO3a, Thil KATO METONPOJION ce CBBP3ABa B HUCKA CTEIICH ¢
nIasMeHuTe npoTenHH (5-10%). BunpekH ToBa, IPH NalHEHTH ¢ TeXKa yepHOApoOHa michyHKLmnA
MOXKe Ja € HeoOXoaMMo MOHMKEHHE Ha A03aTa.

Leya: BeaonacHOCTTa ¥ ePUKACHOCTTA HA METONIPONON NpH A¢Lia HE € YCTAHOBECHA. 103H

NeKapCcTBEH MPOAYKT He TPAOBA Na ce MpeANKCEa HA MTALMEHTH B TA3M Bh3pacToBa Ipyna.

4.3. lIporEBonOoKA’AHHSE

Metocor, nono6Ho Ha ocTaHaIMTe GeTa-0610KkepH, He TpaOBa a2 ce MpHnara NpH NalHeHTH, NPH

KOMTO € HAIMLE HAKOE OT CACAHMTE ChCTOSHHMA:

¢ CBPBXYYBCTBHTEJIHOCT KBM AKTHBHOTO BEIIECTBO WIN KbM HAKOE OT NMOMOIIHHTE BOLIECCTBA

® XHIIOTOHHA

e BTOpa WIH TpeTa CTENEH HA ATPHO-BEHTPHKYJ1apeH OJI0K

¢ JeKOMIICHCHpaHa ChpAeUHA HeaocTaTHUHOCT (GenoapobeH oTOK, HaManeHa nepdy3ua HiH
XHUIOTOHMA)

® HCOpPEKbCHATO WIH HHTCPMHTCHTHO HHOTPONHO JICYEHHE, B OCHOBATa HAa KOCTO ¢CTOH Oera-

PELICITTOPEH ATOHU3BM

* OGpamukapaua (<45 yaapa B MHHYTa)

e CcHHApOM Ha OOMHMA CHHYcOB Bh3en (sick sinus syndrom)
¢ CHHOPOM Ha npecKcHTala — WPW CHHIpPOM

® KapJHOTeHEH LIOK




¢ TEXXO HapylleHWe Ha HMPKYNaLnaTa B nepudepHUTe apTepHi
*  (JeoxpoMIHTOM
e MeTabONHTHA AaIM03a

4.4. Cnequannd npeaynpexIedss B OPeANA3EE MePKH NPA ynoTpe6a

Ynorpebara na Metocor npu xpomrHa oScTpykrEHa SenoapobHa GonecT MoXke Aa 3aCHIH
6poHxHaNHATa 0GCTPYKLWMA (0coGeHo Npy K034 HaapHInasamy 200 mg). [Ipu naipeHTH ¢
OpoHxocnma3sM He TpabBa aa ce npunarar Gerta-Grokepy. Thii kaTo 6eTa;-CEIEKTHBHOCTTA HE €
abcomotHa, TpiabBa a ce mpeamucBaT Geta;- aApeHepriHE arOHHCTH, €IHOBPEMEHHO C
BE3MOMKHO HaH-HUCKaTa no3a Metocor. B ciryyaii, e 1o BpeMe Ha JieueHMETO MALMEHTET pa3BHe
JUCITHEs WK OPOHXOCTIAIBM, JISYEHHETO TPAGRA J1a ¢e IIPEKPaTH M Ja Ce HA3HAYM aroHUCT Ha
6era,- penenropure.

B cmyyais na vucyauno3apHcHM qualet, aHtMaMaGeTHOTO NeveHwne TpAGpa na ce chobpasH ¢
nedeHneTo ¢ Metocor n nHabeTHxsT TpaGba Aa 6bae HHGOPMHPAH 33 NOTEHIHATIHHS PUCK OT
MAacKHpaHe Ha CHMITTOMMTE HA XMITOITHKUMHSA.

Jlevwenuero ¢ Metocor He Tpa0Ba Aa Gble CIIMPAHO W3BEOHEX, 4 33 NEPHOJ OT 5-7 AHH, NPH KOETO
AHCBHATA N03a Ce HAMAABA NOCTENeHHO. B npoTnBeH cy4aii MOXe Ja HaCTHNH RIOINABaHEe HA
CBCTOAHUETO (T. Hap. pubayHa-(peHoMeH).

AHecTe3voIoreT TpabBa Aa 6vae HHGOpPMHpaH 3a JicueHHeTo ¢ Metocor npen onepaTHBHA
MHTCPBEHIIMA, 32 1a M3TIOJNI38A AHECTE3H C BB3MOMHO Hali-HUCLK OTPHIIATE/ICH HHOTPOIEH e(eKT.
I1pn peoxpomonmrom, Metocor Moxke ia ce HINOA3BA CAMO C/E 3aTIOHHANIO Beye IeYeHHE ¢ anda-
aﬂpeﬂepmeﬁ Hrokep.

Ocobero BHIMaHHE ¢ He06X0AUMO, KOraTo Metocor ce npinara pH NalHeHTH ¢hC CHPACTHA
HeaocTaThuHOCT. MxulupaneTo Ha Gera-aapeHeprudHUTE PELICOTOPH € CBBP3IAHO ¢ MOTCHIHAMCH
PHCK OT MO-HATATHINHO HAMAIIABAHE HA MHOKAPIHHUA KOHTPAKTHWIHTET U BIIOLIABAHE HA
CBINECTBYBAINA CHPACYHA HEAOCTATHYHOCT.

ChboTHOIIEHHETO NoT3a/pUck TpAOBa Aa ce npelicHABA BHHMATENIHO ITPY MALMEeHTH ¢ MHACTEHUA
IpaBucC, IICOPHAIUC U AETIpECcH.

Benpeku, Ye e IpOTHBONOKA3aH [PH TEKKO HAPYLICHNE Ha nepudepHaTa apTepHANHA LAPKYJIaims
(Bk. TOuKa 4.3), Metocor Moske na BIOINH H MO JiekuTe (POPMH HA HAPYIICHHE HA LMPKYNALMATA B
NepHPEPHHUTE apTEPHH.

Metocor MOke 1a MOBHIA KAKTO YYBCTBHTETHOCTTA KbM alepreHMTe, Taka H CEPHOSHOCTTA Ha

aHAQWIAKTUYHITE peaKifHH,




Ilopagu chabpikaHKeTO Ha MIEHHYHO HAMIECTE, TO3M JIEKapCTBEeH MPOAYKT He TpAOBa Oa ce

MpHIara NpH NanyueHTH ¢ [IYTEHOBA HENMOHUCMOCT (IITYTEHOBA EHTEpONaTis ),

4.5. BzapmMoze#icTBRE C APYTH JEKRPCTBEHRA NPOAYKTH A ApYTR $opMB Ha B3aEMopelicTBHE
MeTtonposnon € metabonureH cybcTpar Ha uroxpoM P450 usoensuma CYP2D6. JlekapereeHiTe
MPOAYKTH, HeHCTBAINN, KATO €H3HMHH HHIYKTOPH WK €H3HMHHM HHXHOUTOpUM MOJKE J1a
BB3JACHCTBAT BLPXY ILIA3MEHHTE HHBA HAa METONPOJON. EH3MMHNTE HHAYKTOPH (Hamp.
pHdAMITHIMH) MOXKE Ja HAMANAT TUIa3MEHUTE KOHLUEHTPAllHU HA METOIIPONION, JOKATO eH3UMHHTE
HHXHOUTOPH (Hanp. LMMETHAMH, ATKOXO0/ ¥ XHAPATAa3HH) MOXKe 13 [TOBUINAT IUIA3MEHHUTE MY
KOHLCHTPALIHH,

EdexkTHTe Ha METONMPOAO/ H APYTH CPEACTBA ¢ AaHTHXHITEPTEH3UBEH €(PEKT BBPXY KPBBHOTO
HanaraHe OOMKHOBEHO ca anuTHRHH, Heo0xoauMo € nospineHo BHUMaHKe NpH KOMOMHMPAHETO ¢
APYTH aHTHXHIIEPTEH3UBHH CPSACTBA MIIH JICKAPCTBA, KOMTO MOXKE Aa NOHIMKAT KPBBHOTO
HajlArase, Karo HanpuMep TPHUUIINYHA aHTHIenpecanTy, Oapoutypatn ¥ ¢eHoTHA3HAM. BBIpexn
TOBA, 33 NOAOOpABAHE KOHTPOJIA HA XUIIEPTOHHATA Y€CTO CE U3MOM3BAT Pa3iMyHH KOMOHHAIHK OT
AHTHXHUIIEPTCH3INBHU CPEACTRA.

Metocor MoXe Aa YCWIH OTpMIIATETHHA MHOTPONEH U OTPHLIATENIHHUA APOMOTponeH edekT Ha
aHTHApPHTMHYHUTE CPEACTBA (HAIP. KATUHEBH He-AHXHAPONHPHAHHOBH aHTArOHHCTH, AMHOIAPOH).
B xoMOuHaIMs ¢ aHTHADUTMHYHH CPEACTBA HIM aHECTETHIIM BIOLIABA CHP/ieTHAaTa IMPOBOAMMOCT.,
ﬂummmnm IMHAKO3HAH B KOMOHHAIMA ¢ Metocor MoKe [ja NpeAH3BHKAT €KCTPEMHA
Opanukapaud npu aGcomoTHA apHTMHAA.

Metocor MoXXe aa noeauge neprdepHaTa LHPKYIalMA, NOPaJH KOeTo € He0OX0ANUMO MOBHIIEHO
BHUMaHie B ClTyyail HA €JHOBPEMEHHO NMPHIOKEHHE C TIPOAYKTH, MPOoARABAIM MOAOOHA
AKTHRHOCT, Halp. €PrOTAMHH.

Korato Metocor ce nprnara €AHOBpEeMEHHO ¢ JIEKaPCTBEHH NPOAYKTH, ChALPKAIIH JIEKapCTBEHOTO
BEIMECTBO KIIOHUAUH H JIeYCHHETO TpACERA Aa Oblie NpeyCcTaHOBEHO, ITBPBO TpAOBa Aa ce MPeKpaTH
npHeMa Ha Metocor, xoero TpabBa Aa cTaHe HAKOIKO JHM NPEOH MOCTENEHHO Ja Ce MpeKpaTH
NpHUeMa Ha KNOHWAHH.

EnHoBpeMeHHOTO NI€UeHNe ¢ HHAOMETALIMH WIH APYrM MHXMOHTOPH Ha MTPOCTarlaHaANHOBATA
CHHTe3a MOMKE J]a HaMalli aHTHXHUNepTeH3UBHMA epekT Ha Gera-OnokepHre.

EnHoppeMeHHaTa ynoTpeba Ha MAO-unxuburopy Moxe aa noBeae A0 XHNEPTOHHYHA KpU3a MpU
MpeKpCBaHe Ha JISHCHHUETO.

IlonoGro Ha ocTananure Geta-0IOKepH, € THOBPEMEHHOTO JiedeHHe ¢ Metocor H

NUXHAPOTIHPHAMHMY, Halp. HIQEIHUITHH, MOXKe Aa TTOBHIOH PHCKA OT

NALMEHTHTE ¢ TATEHTHA CHPACYHA HEAOCTATHYHOCT € BB3MOKHO E
IIpu naumenTH ¢ AHaber neueHueTo ¢ Metocor MoOsKe Ja MACKHMpa

Meronponon Moke /1a HapylliH eTMMHHKPAHETO HA MIWJOKAHH, Ei



4.6. BpeMeHROCT H KBpPMeEHE

bpeMeHHOCT

Metocor He Tpabpa f1a ce npuwiara no BpeMe Ha OpeMeHHOCT ¥ KbPMEHE, OCBEH B CIIYYAHTe KOraTo
JIEKAPAT OPEUEeHH, Y€ MNO0BaTa OT CYEHHETO NIPEBHINIaBa NOTCHITNATHHA PHCK 34
IU104a/HOBOPOACHOTO. beTa-0/10KepHTe NOHIDKABAT IUIalicHTapHAaTa Nepdy3Ha, KOETO MOXKE Aa
AOBEIE A0 BBTPEMATOYHA CMBPT Ha [104a, abopT HIH npexaeBpeMeHHO paxkaaHe. [lonobHo Ha
BCHUKkH OeTa-Omokepn, Metocor Moxke f1a OBEE A0 NOABATA HA HexenaHH edekrd, ocobeHo
OpaauKapaHA H XHMITOMTUKEMHA, KAKTO 33 IJI0J8, Taka H 3a KbpMadeTo. Hanvlle € noBHIIEH PHCK OT
ChpAcHHH H OenoapoOHH YCIOXKHEHHS OT CTPaHa Ha HOBOPOIEHOTO. BrIpek TOBa, METONPOJION
MOKe Na ObZie H3MO0M3BaH 34 JIeUCHHE HA XUITEPTOHMATA, ¢le 20-Ta recTalMoOHHA ceaMHuLIa, IOA
CTpOr MeAHIIMHCKH KOHTPOIL.BBIOpeky, 4e MeTonponos NpeMuHaBa IuaucHTapHaTa Gapuepa u ce

OTKpPHBAa B KPBBTA Ha MBIIHATA BPHB, HAMA JaHHH 32 AHOMAJIMH Ha ILTOJA.

KspMmene

Tlo BpeMe Ha jleueHHeTO ¢ TO3M JIEKAPCTBEH MPOAYKT HE Ce Mpenophusa KbpMeHe. KomrecTBoTo
Ha NIPHETHSA ¢ KbPMAaTa METOIIPOJIOI He ¢€ OYaKBa Ja QoBeAe A0 3HAYUMH e(PEKTH 3a KEpMadero B

ClTyyaH, 4€ MalMKaTa MpUeMa HOPMAJIHH TEPANCBTHYHH JO3H.

4.7. EdpexTH BBPXY cNOCO0HOCTTA 32 WodHpane n pabora ¢ MAMIAEH
[Tpu wodmupane n pabora ¢ MAIMMHH TPAOBA Na ce ¥Ma MPEABH/L BE3MOKHOCTTA 34 MOARA HA

3aMasHOCT H YMOpaA.

4.8. HexeJ1aHE JTeKapCTBEHH PEAKNAH

YecToTaTa H CHCTEMO-OPraHHaTa KJIACH(HUKAIHA Ha HEXKeJTaHHUTE JISKapCTBEHH PeaKkiyM €
npeacrapeHa cerilacio MedDRA koHBeBLIMATA, KaKToO cieaBa: MHoOTo 4e¢cTH (=1/10), vectH
(z1/100 o <1/10), Hewectu (=>1/1 000 ao <1/100), peaxm (=1/10 000 no <1/1 000), MHOTO peAKH
(<1/10 000) u ¢ HeM3BecTHA YecTOTA (OT HAIMYHHATE JAHHH He MOXe a2 OB HalpaBeHa OLCHKA).
IIp4 BCAKO rpymHpaHe B 3aBUCHMOCT OT Y€CTOTAaTa, HEXKEJIAHUTE JICKAPCTBEHH PEaKiMH ca

H30pOEHH B HH3XOIAIL peA MO OTHOIIEHHE HA TEXKECTTA.

Hugbexyuu u unpecmayyu

MHOTO peAKM: TaHTPEHa IIPH NAIMEHTH ¢ NIpeAllleCTRAlA TeXKKHU HApYLHICHHs Ha
neprdepHaTa MUPKyIaLms

Hapywenun na xpvema u sumgpnama cucmema

MHOTO pelikH: TPOMOOLIMTONEHNUA

Hcuxuunu napyuienus

HEYeCTH: aenpecus, 6e3cpHNE, HOLIHN KOLIMapH

peaKmu: HEPBHOCT, TPEBOXKHOCT




MHOI'O PEAKH: OOBPKAHOCT, XANMFOLMHALMH
Hapyuenua na nepsnama cucmema

YECTH: 3aMATHOCT, MaBobome

HEYECTH: HapylIeHHE HA KOHLICHTPAaHATa, COMHOJIEHTHOCT, NAapacTe3IMH

MHOI'0 pelKu: aMHE3Ws1/HApYLICHUE Ha TIaMeTTa, HapyIIeHue Ha BKYCa

Hapyiuenus na ouume

PSAKN: HapyIMEHHE Ha 3pSHUETO, CYXO0Ta WIHIH APa3HEHe Ha OUHTe,
KOHIOHKTHBHUT

Hapyvienus ua yxomo u rabupurnma

MHOI'O PeIKH: IOyM B YHIHTE

Cvpoeynu napyuienus

4eCTH: Opanuxap/s, NaTTUTALEE

HEYCCTH: BJIOINABAHE HA CUMIITOMMTE HA CHPACUYHA HEAOCTATHIHOCT, ITHPBA
CTENeH ChpAeucH 0ok

PEIKH: HapyLI€HHE Ha CBPAEYHOTO MPOBEKAAHE, CHPAEYHY APHTMMH,

YBCMMYaBAHC Ha CTENeHTa Ha ChilecTByBaIR AV-0710K

Cvooeu napyvuenus

YEeCTH: OPTOCTATHIHA XUMOTOHMA (MHOTO PAAKO CHC CHHKOMN)
pPenKH: deHOMeH Ha Raynaud

MHOIO peaKH: 3a1604aBaHe Ha chINecTBYBAMmO claudicatio intermitens.
Pecnupamopny, epvonu y MeQuacmundrnu HapyieHus

YECTH: JAHCIIHES TP YCHWITHE

HCYECTH: OpoHxocnassM

PEAKH: PHHMT

CmoMauHo-upeenu Rapyuienus

YEeCTH: rageHe, KopeMHa 0OJIKa, ANapHa, KOHCTHIIALMA

HEYECTH: NOBPHIAHE

PEIKH: CyXO0Ta B YCTAaTa

Xenamo-Ounuapiy HApyuerus

MHOI'0 pEaKH: XenaTuT

Hapywenus na xoxcama u nooKoxcrama myvkan

HCUYECTH: obpuB (11021 hopMaTa Ha ncoprasnGoOpMeEHa YPTHKApHA H

JMCTPOGHUHH KOKHH Ne3HH ), TOBUIIEHO ITOTEHE.

PEJKH: OIaJlaHe Ha KOCaTa e T
MHOIO PEAKH: peakii Ha QOTOYYBCTBHTETHOCT, BJIOIIAB
Ha MICOPHA3UC




Hapywenun g MyCKYIHO-CKERCIMHAMA CUCINEMA U COEQUHUMETHAMA NTHKAH

MHOI'0 PEeIKH: OONIKM B CTaBHTE

HEYeCTH MYCKYJIHH KpaMITH

Hapvuenua na ¢b3npouzeo0umennama cucmema u 2epoama

PERKM: MMIIOTEHTHOCT/HAPYIICHHE HA CEKCYATHATa (PYHKIHA
Obwu Hapyuenus u eQpexmuy Hg MACMOMO _HA RDUNONCEHUE

MHOTO YECTH: yMOpa

YECTH: CTYHNECHH KpaHHHIHA

HEYECTH: ImpekopAHaTHA 60/IKA, OTOK

H3cneoearnun

HEUYECTH: NOBMINABAHE HA TETJIOTO

PEIKH: OTKIIOHEHHE BHB (PYHKLIMOHAITHUTE Y€PHOAPOOHH TECTOBE,

MO3UTHBHPAHE Ha AHTHHYKJICAPHH aHTHTeNA (HECBBP3aHO CBC

CHCTEMEH JTYITYC €pHTEMATOAEC).

4.9. Ilpenozapane

CHMITTOMH

Haii-4ecTo HabmoraBaHiTe CHMITTOMH Ha NPEAO3HpaHEe ¢a TEXKKA XHUIIOTOHHSA, CHHYCOBA
OpaaMKapAMi, aTPMOBEHTPHKYJIApeH 00K, ChpACYHA HEAOCTATHYHOCT, KAPAMOreHEH OK,
CBPJICYEH apecT, HPOHXOCNATHM, HAPYUICHUS HA CH3HAHWETO, KOMa, TaficHe, NOBPHIIaHe, HIHAHOA3,,
XHIIOTJIMKEMHA W PAIKO XUIISPKATMEMHA.

EnHoBpeMEeHHHUAT MMPHEM HAa aJIKOXOJL, AHTHXHMIIEPTCH3HBHU CPEACTRA, OapOHTYpaTH WIH APYTA
JIEKAPCTBA H KOMOHHAIMH OT JIEKAPCTBA, KOHTO HMAT HEOMaronpuITed eQeKT BEPXY WHMPKYNAUMATA
W/MNH LHEHTPAIHATA HEPBHA CHCTEMA MOKe, 1a BJIOLIAT ChCTOSHHETO Ha NAalMeHTa.

Jeuenue

JleyeHHeTO TPAOBA Aa BKTIOYBA BHUMATENIHO MPOCHeaIBaHE Ha CHPASIHO-CHAOBRATA,
pecndpaTopHata U OE6peuHa ¢yHKIHA, Ha KPBBHATA 3aXap M €JICKTPOJIUTHTE. Y CIIOKHEHMATA OT
CTpaHa Ha ChpAEYHO-CHAOBATA CHCTEMA TpaOBa na ObAaT JeKyBaHH cuMITOMaTH4YHO. IIpH nossara
Ha TEXKa XHMOTOHHA, OpazMkapAHa U Chp/IeUHa HEOCTATHUHOCT € HeoOX0AMMO MPUIAraHeTo Ha
6eTa;-arOHHUCT A0 MTOCTHTAHETO Ha XenaHKua edekr. Koraro He € moaxoadmo NpUIAraHeTo Ha
Oera,-aroHHCT, MOXeE Aa ObAe M3NOI3BaH JONAMMH; HHTPABEHO3€H aTPOIMH cyadar 3a bnoxupane
Ha H. Baryc. B cirydaii, ye He 6B4¢ NOCTHTHAT HEOOX0MMHA eekT, Moxke a OpaaT H3NON3BAHH

APYTH CUMIIATHKOMHMETHIN (HAIP. HOpaapeHANHH/HOPEHHEPPHH, METAPAMUHOJT) WIH

OBe nocraBeH BpeMeHeH neiic-Meiksp. I'mokaron B 103a ot 1-10mg

npoTHBOAcHCcTBAa HA edpekTHTE HA mpeKoMepHaTa GeTa-0noKaa.




3a obnexyaBaHe Ha GpoHXOCIaIBMa MOXKE Aa OBAAT HIION3BAHN WHTPABCHOSHH 6eTa,-arOHMCTH,
KaTO Hamnp. TepOyTaAIMH.

TpaOBa ga ¢ce UMa NPeABHA, Ue A03aTA HA IeKAPCTBaTa (AHTHAOTH), HeOGXOMMMY 3a JieJeHNS Ha
NPeHO3UPAHETO ¢ OeTa-6I0KePH ca SHAMHTEIHO NMO-BHCOKH OT 00MYaifHoO MpenophuBaHiTe
TepaneBTH4HM A03H. ToBa ce ALK Ha dakTa, 4e Geta-penerrropure ca 6aokHpasm ot Gera-
Onokepa.

Meronponon He Moxe Ja 6bae eQeKTMBHO OTHENEeH Ypes XeMOIUAIH3a.

5. ®apMaKoIOrAYHEA cBOiicTBa

5.1. PapMakoIRHAMHYHE CBOlicTBA

@apmaromepanesmuyna zpyna: AHTHXUTIEPTEH3UBHH CPEACTBa, Gera-610KepH.

ATC xon: C 07AB02.

Mexanuzvm ra Oeticmeue; Meronponon e ceneXTuBeH Geta,-010kep Ha anpeHePrHYHMTE
pelenTop, 0€3 BETPEIIHA CUMNATHKOMHMETHYHA akTHBHOCT. BokHpa cnemudnuHo aelicTBHeTO
Ha KaTCXONaMUHUTE Ha HHUBO OeTa,-aapeHepruMHu peuentopu. Meronponon crabwimznpa
MeMOpaHHTe Ype3 NOHIKABAHS Ha €IEKTPHYHATA MM aKTHBHOCT. 3a0aps ckopocTTa Ha dasara Ha
HapacTBaHE Ha AKIIHOHHUA NMOTEHHAI, 0e3 Ja MOBJIMIBA NIOTEHIHAIA Ha MOKoi 1
MPOABDKHTENHOCTTA Ha IETIONAPH3aLIHA.

KapaiocenekTHBHOCTTa Ha METOIPOJION € OTHOCHTENHA, T.Hap. HeclelHpHIHA M 3aBHCH OT
CBOTHOLICHHETO Ha A)HHHTETA HAa aKTHBHATA CYOCTAHIIMA KBM JBATA pellenrropHy Tvna. IIpu nosm
Hagepwmasamy 200 mg, MeTonpornon 6nokupa M Hera;.anpeHEPrHYHHTE PELICITTOPH.
JlekapCTBEHHAT MPOAYKT MOHIDKABA KHCAOPOHATA NMOTPeGHOCT HA MHOKApA IPH PARTAIHH
CTENCHH Ha HATOBapBaHe, KOSTO CTOM B OCHOBATA Ha NOJIOKUTENHIA ¢eKT NpH TbJIrOTPAHHOTO
JICYCHHE Ha aHM'MHA NMEKTOPHC (HaMasiaBa YeCTOTaTa Ha AHTHHO3HHTE NpucThIH). [IpH naimeHTHTe
C apTeépHanHa XMNepPTOHHA, METOMIPOJIOI IIOHKABA CHCTOJIHOTO apTEPHANHO HAJIATAHE ITIABHO
CJIEN HATOBApBaHE H IpeAria3Ba OT pA3BHTHE Ha PpedICKTOPHA OPTOCTATHIHA TAXHKAPIHA.
[Tonwkasaye HA AMACTONHOTO HANATAHE C¢ TIOCTMIA CIIET HAKOIKOCEJMHIHO TIPANOKEHHE .

METOHPOJIOJ] MNOHIKABA AKTHBHOCTTA HA PCHHH B IUIa3MATAa.

5.2. PapMaKkoKHHECTHIHN ¢BolicTBA
Cnea nepopanHo NpHIoKeHHe METoNnpono ce abcopOupa OBP30 H rOYTH ITJIHO OT
raCTPOMHTECTHHANIHHA TpaKT. Cnen NpHeMade Ha SOIHHMYHA N03a OHOHATIHYHOCTTA € OKoJIo 50 %

(moctura 10 80 % ciren MHOrOKpaTHO MPIIOXEHHE), Thii KATO METOIIPOJION MIPETHPIABA

MHTEH3HBHH MeTa00NIMTHH TPaHCHOPMALMH B YepHH Jpob A0 GHONMOTHYHO. HeAKTHBHH




95 % OT NMPHUETATA 1033 C& SKCKPETHPA B YPHHATA, KaTO caMo 3% ca B HenpomeseHa dopma.
MeTtonponos opeMMHABA IUIAIICHTapHATA HapHepa | ce eKCKpeTHpa B KbpMaTa.

3. llpe.m-nnllnn NAREN 32 MMnm

Mertonposon ce mmmnmmmmupanmarmmmmmnecno&pe'ymﬂom _.

npodt HA GezonacHocT. ETO 3ain0 B HACTOAINATE KPATKA XAPAKTEPHCTHKA HA NMPOAYKTA HE Ca
Wmmmmmﬁmmmmme&mnpq@mnpnmu |
JKHBOTHH. Mommcnmomm4

6. ﬁpmemqnl‘mnl. |

6.1. Canchk HA HOMOKINETE BEMECTRR

MuxpOKpHCTaIHA l:ienynm

Tank - |

[loBupon -~

Hatpues AMINECTCH IMKOIAT

Cuwnapen AMOKCHA, konoracH GeasoaeH
Marue3anes crTeapar.

.' 6.2. Heq.nu&rlumi

- . He ca ABeCTHIL

6.3. Cpox na roasocT
2 romum

- 6.4. Cnmunn ycjaonng HA mpnmle

. Ilpu remmiepaTypa nox 25°C . |
| ﬂamcmuuummmmmmunem!

G.S..I[mn:nelnn |
MeToxop Somnﬁnmumemmnonmnmmmmﬁnm
1 6mucrep ¢ 10 20 TabreTxH B XAPTOHCHA KYTHS.

MerouopSOmgmﬁnmuupemmnommmmmmﬁnm
36mrepacm10'raﬁnmnnpmmnxym:




M LRI | a4 "

- —

o T
i3

IR L 1 e r‘_‘k-ﬂﬁ

L L
.

LA
L3

Metokop 100 mg Tabnerxn ce mpeanara B onakosxu 1o 50 rabnerxu.
5 6mmcrepa ¢ mo 10 TaGneTky B XKAPTOHEHA KYTHA.

He BCHYKH BHIOBE OTIAKORKH MOFAT /I8 C& MYCHAT B MPOARKGA.

6.6. Coenuainn npenna3ny MEpKE OPX H3XNLpAZHE ¥ pabora
HAMS CDeLMANHA HIUCKBAHHA. o
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