VO TISTRTERHA ATERUNE NG RERANETIAT,

{Kpamia XapaKmepucmuKa Ha Npogysma - pusoxenue 1

KPATKA XAPAKTEPHCTHKA HA IIPOJIVKTA WAYLL ?0 v/0/

i KhM Pez.

|

1. HME HA JIEKAPCTBEHHA HPOJAYKT ' PaapewieHue Ne

T e M e
CYKLIMIIPOJI 47,5 mg TabnieTxy ¢ yaAbDkeHo ocBoboskapane =~~~
SUCCIPROL 47,5 mg prolonged-release tablets

At mma

CYKLHITPOJI 95 mg TabneTkH ¢ yIsDKeHO OCBOOOKIaBaHe
SUCCIPROL 95 mg prolonged-release tablets

2. KAYECTBEH H KOJIHYECTBEH CHCTAB

Cyxyunpon 47,5 mg mabremxy ¢ yoriyceno ocaoboxcoasane

Enna Tabnetka ¢ yanmkeHo ocBo6oxaapase Chabpka 47,5 mg METOMpoIonos cykuuHaT (metoprolol
succinate) (Ph.Eur.), ceoTeeTcTBamu Ha 50 mg meronpononos Taprapat (metoprolol tartrate).
IloMoIHY BemecTna ¢ H3BECTHO AeiCTRHE

Enna Tabnetka ¢ yap/bkeHo ocBoGoXaasaHe chabpxka D-rmokosa 1 MakcuMyM 3,68 mg 3axaposa.

Cyxyunpon 95 mg mabremruy ¢ youaxceHo oceoboxciasare

Enna tabnetka ¢ yanmxeno ocBofoxaasane cChaspxa 95 mg METONMpononoB CyKIMHAT (metoprolol
succinate) (Ph.Eur.), ceorsercTsamm Ha 100 mg MeTonponosios TaprapaT (metoprolol tartrate).

[ToMOINHK BEIECTRA C H3BECTHO AelicTRHe
Enna Tabnerka ¢ yanmkeno ocBoGoxaasane chbpxa D-rinoko3a 4 MakcHMyM 7,36 mg 3axaposa.

3a TEAHEA CTIMCHK HA MOMONIHHTE BEINECTBA BIOKTE TOUYKA 6.1.

3. JIEKAPCTBEHA ©®OPMA

Tabnerka ¢ yankeHo 0cBO0OKIABAHE

Cyxyunpon 47,5 mg mabremiu ¢ yowaxceno oceoboxcoasane

Bana, npoasarosara, ABOHHOM3IMEKHANA TabneTka ¢ JeMTeNHA 9epTa OT ABeTe cTpaHH, MpHOx. 12 x 6 mm
(ABIDKANA B IUMPHHA).

Cyxyunpon 95 mg matuiemxu ¢ Youaxceno oceoboxcoasane
Bsana, npoasarosara, JBOHHOM3TEKHANA TableTka ¢ ASAMTEHA YepTa OT ABeTe CTpanH, npubi. 15 X 7 mm
(ABIDKHHA H LIHPHHA).

Tabnerxara Moxe na 6bae pasHencHa Ha JIBe paBHH JI03H.

4. K/HHHAYHH TAHHH
4.1 TepanesTHYHEH HOKAIAHHS

- Crabunna, XpoHHYHA, IEKa A0 YMEPEHa CHPJIeuHa HeJOCTATEYHOCT ¢ YBPEACHA IEBOKAMCPHA
tdyakuMa (dpakuua Ha u3Tnackeae < 40 %) — B NOITBIIHEHHE KbM 0OHYAHHOTO CTAHAAPTHO

nogpoGHOCTH BXK. To4Ka 5.1).
- Xunepronnusa
- Crenoxapons
- Taxukapaum apuTMim, oco6eHo HaaKaMepHa TAXHKAPAUS
- INonaepixaimo nedeHne cnel WHapKT Ha MHOKapaa
- XHNEPKHHETHYEH CHPACHYEH CHHAPOM

1
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- [TpodunakTHka Ha MUrpeHa.

Jena w roromy 6-18 rogvmma Be3pact
JleueHKe HA XUNICPTOHHA

4.2 [lo3HpoBKAa ¥ HAYHH HA NPHACKEHHE

Cyxumrpol TpS6Ba Ja ¢e npUeMa eWH ITLT ZHEBHO, 32 IIpe/INoYMTate Che 3aKyckaTa. Tabnerkare 1pabea
Ja ce MOTTBIAT LE/H Wik Aa ObaaT pasAeneHn, HO He TpaORa Aa ce ALBYAT M pasTpomapar. TaGneTkure
TpabBa A ce IpHEMaT ¢ BoAa (Haii-Manko ¥4 uaina).

JlozupopkaTta Tpabea Aa 6be KOPHTHPAHA MPH CMA3BaHe HA CJICTHHTE YKASAHHA:

Crabrnna, XpoHMYHa, JIEKA 10 YMEpeHA ChPASYHA HENOCTATEYHOCT ¢ YBPE/ICHa NeBOKaMepHA QyHKIHs
JlozupoBkaTa Ha METOTIPOJIONOB CYKLMHAT TPAOBA fa ce KOPHIHPa HHAMBUAYAIHO 3a NALHEHTH ChC
cTabHIHA CHMIITOMATHYHA CHPJEYHA HEAOCTATHYHOCT, KOMTO MOMY4aBar APYTro NEYeHHE 3a ChpACTHATA
HeaocTarhuHoCT, [IpenopsUuirennara HavyasiHa 032 33 NALHEHTH CBC Chp/icuHa HeocTaTeaHocT Kiac I o
NYHA e 11,88 mg MeTonponomoB CykiHHAT €IHH ITHT JHEBHO Npe3 ITbpBaTa ceamuua. Jlo3ara MoXe Aa
6bae ysenuucHa xo 23,75 mg METONPOJIONOB CYKIHHAT JHEBHO TIPe3 BTOPATA CEIMHIIA OT JICYCHHETO.

HpenoprunTennara HavamHa 4034 33 NALMEHTH ChC ChpAEYHA HemocTaTkyHoCcT Knac I mo NYHA e
23,75 mg METONIPONIONIOE CYKIMHAT €AMH ITBT IHEBHO Mpe3 IbPBUTE B CEIMHIMH. Y ABOABAHE Ha AO33TA Ce
MpenopsyYBa CeA MEPBHTE ABe ceAMHUIM. JlozaTa ce yaBoaBa mpes ceamHLa Ao 190 mg MeTonmpoaoios
CYKIMHAT JHEBHO IIH A0 Hali-BHCOKATA 033, KOSTO MALMEHTHLT NnoHacd. [IpH npoab/mKHIenHo JeUcHHe
LENTa € A Ce JOCTHIHe A0 xo3a oT 190 mg MEeTomponosioB CyKIHHAT HIH Hai-BHCOKAaTa 1033, KOATO
NMaUHeHTHT NoHacy. JlekyBaumaT nexap TpaOBa Aa MMa ONHKT B ACYEHHETO Ha CTa0AIHA CHMITOMATHYHA
chpAeyuHa HeflocTarkyHoCT. Clie BCAKO NOBHILIABAHE HA J03aTA CHCTOSHHETO Ha NalueHTa Tpabea Aa ce
HabmonaBa HenpeKbCHATO. B ciydaif Ha criafiaHe Ha KPEBHOTO HANIATaHe, MOXE /12 € HeoDXoaHMo
HaMaJIgBaHe Ha IO3HTE Ha CHIPOBOKAAMOTO NeyeHHe. CrafaHeTce Ha KPBBHOTO HAJIATAHE HE €
3aTB/DKHTEITHO TIPEYKA 33 MPOBEKIaHe Ha MPOXBIKHTENHO JISYCHHE ¢ METONPONION, HO 03aTa TpAGBa Aa
6Bb/e HaMarleHa AOKATO CHCTOAHHETO HA MALHEHTa € CTabMUIHO.

XHIICPTOHHUS
47,5 mg METONIPOJIONOB CYKWHHAT €/JMH ITHT AHEBHO IPH NALMEHTH C JIEKA X0 YMEPeHa XHIIEpTOHHA. AKO e

Heo6x0auMO, ZI03aTa MOKe Nia 6be yBesHueHa Ao 95-190 mg AHeBHO MM KBM JleueHHeTo a 6uae
npubaBeHO APYTO AHTHXHNEPTEH3MBHO CPEACTRO.

CreHoxapans
47,5 no 190 mg MeTONPONIONOB CYKIMHAT €IHH BT AHEBHO. AKO € HEODX0MO, MO3Ke Jia Ce IPHEMa H IpYT

JexapeTBeH NPOAYKT 3a JieMeHHe Ha KOpOHApPHa chpaevHa Gomecr.

TaxnkapaHa apHTMHA
47,5 mo 190 mg MeTonponoNoB CyKIMHAT €5HH BT AHEBHO.

o, pALIC JIEYeHHe Opy HHGAPKT Ha MHOKapaa
95 no 190 mg MEeTOMpONOIOB CYKIMHAT €HH ITHT JHEBHO.

XHNepKHHETHYCH ChpAeueH CHHAPOM
47,5 g0 190 mg MeTonponoJioE CYKLIMHAT €JIHH ITET AHEBHO,

[podHnakTHKa HA M Ha ‘
95 no 190 mg METONPONIONOB CYKIHHAT €AHH ITBT AHEBHO. KaTo 1410, NPHAOKEHHETO
METOMPONONOB CYKIMHAT €AMH ITBT AHEBHO € AOCTATHYHO. B 3aBHCHMOCT OT HHAMB
Jl03aTa MOXKE JIa BAPHpA B CTIOMEHATHTE [10-rope rpaHHLM.
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bripeuno yBpeaane
He ce Hanara KOpeKUHs Ha JozaTa.

YepronpofHo yBpeskaaHe
TTpH naluMeHTH ¢ TeXkKKa YePHOAPOGHA HEAOCTATHYHOCT, HAMD. IPH JIEYEHHE HA NALMEHTH ¢ TIOPTOKABAJIEH

IIBEHT TPA6GBa 1a c¢ OOMHCIIH HaMaJisBaHe Ha J03aTa (BX. TouKa 5.2).

Crapuecka BE3pacT
HsMa pocTaTh4HO JaHHM 33 NTALHEHTH Ha Bb3pact Hajl 80 rogunn. Ilopany ToBa € HEOGXOAMMO CICLHATHO

BHHMAHHE, KOI'aTO A03aTa CC YBCIHYABA NIPH TC3H NALHEHTH.

IeanaTpyyna nonynanus
IpenopranTeIHATA HAYATHA 1034 TIPH NAlMeHTH > 6 ToauHH ¢ Xunepronus ¢ 0,48 mg/kg meTonpononon

CYKIMHAT BeIHbXk JAHEBHO. [locneHara mpHeTa N03a B MIIMrpaMy TpabBa a Opae Haii-0:1430 10
u3sumcieHara 1o3a B mg/kg. I[Ipu nansentn, kouto He ce noenusear ot 0,48 mg/kg, nosata Moxe na Ouae
yeenuuena 1o 0,95 mg/kg MeTonposionos cykimHar, He noeeue ot 47,5 mg metonposnonos cyxuusHar. [Tpn
MALUHEHTH, KOWTO He ce nopnuasar ot 0,95 mg/kg, mozara Moske Aa ObJe yBenHveHa 10 MAKCHMAIHA THEBHA
no3a ot 1,9 mg/kg meronpononos cykumnar. J{osu Hax 190 mg METONPOINIONIOR CYKIMHAT BEJHEXK JHEBHO He
ca MpOYYBaHH MPH Aela H IOHOIIH,

EdukacHocTTa M 6€30MacHOCTTa NPH Aella <6 ropunn He ca npoyuerd. [lopany Tosa, CykuHnpon He ce
Npenopb4Ba NMpH Ta3H BB3PacToBa IPyIa.

Kopekima Ha 103aTa WM CITHpaHe Ha JIeYeHHETO
Bcesko npekpaTaBaHE Ha JIEYEHHETO WIH KOPEKLMA Ha Xo3aTa TpAOBa Jla cTaBa caMo Mo chBeTa Ha JIeKap.

IponbKHTENHOCTTa HA JICYEHHETO ce ONpelesia OT NeKyBalllHA JIeKap.

AKO NevYeHHeTo ¢ METONpoo TpAbBa Aa Obae NPeKECHATO HITH CIIPAHO (0co0eHO NMPH NaUHEHTH Che
ChpAeYHa HEAOCTATHMHOCT, KOPOHAPHA ChpAeuHa GoNecT HIH HHapKT Ha MHOKAp/A), TOBa BUHArH TpaOpa
J1a ce mpaBH OaBHO H MIOCTENICHHO, 33 MEPHON OT HaH-MATKO JABe CeOMMMM, KaTo J03aTa c€ HaMaJIBa
HAMNOJIOBHHA, JOKATO ce NOCTHTHE Hali-MaKaTa A02a oT nolosHH Tabnetka 23,75 mg MeTonpoJIOJIoB
cyxkuunar. [Tocneanara fo3a Tpa6sa na ce BzeMa HAl-MANKO YETHPH AHM NPEAH NPOAYKTHT Ja Ob/ie CIpaH,
AKO ce pa3BHAT CHMITTOMH, NpoLecHT TpAGBa ja Opae 3a0aseH. BeAkakBo BHE3ANHO CIUPaHe Ha JICYEHHETO
MOKE Ja IOBeIe A0 BIOIIABAHE HA CHPACYHATA HEAOCTATHYHOCT Ha MALHEHTA ¢ TIOBHINEH PHCK OT BHe3alHa
CBHPACYHA CMBPT WIH ChPAEYHA MCXeMHud ¢ 000CTpAHE Ha CTEHOKApAMATA HiIN HHbApKTa HA MHOKADAA MITH
MOBTOpHA MOABA HA XHICPTOHHATA.

4.3 HporHBONOKAIAHAN

MeTompono € NPOTHBOMIOKA3AH TIPH:

- CBpPBXUYBCTBHTETHOCT KbM aKTHBHOTO BE1LlECTBO, APYTH GeTa-pelienTopHH OAOKEepH HIH HAKOE OT
MIOMOIIHKTE BenlecTsa, H30OPOeHH B To4Ka 6.1

- 2 ynm 3™ cteneH AV 6ok

- Bucokocrenenen cHRoaTpHaneH 6aok

- ManndecTHa H KIHHHIHO 3HAYHMa CHHyCOBA GpagHkapaua (CepAevHa vectota < 50 yaapa/min)

- CuHapom Ha GONHHA CHHYC, ¢ H3KMIOYECHHE HA NAHEHTH ¢ MOCTOAHEH necMeiKbp

- KapanoreHeH mox

— Texxu nepH}pEpE apTCPHATHH UHPKYNATOPHH HAPYILEHHS

— Xunotonus (cHcTonuaHo < 90 mmHg)

—  Henexysau deoxpoMoLHTOM

— MeraGonmurHa ataoza

- Texka popma Ha GpoHXHaAHA aCTMA HITH XPOHHYHA obcTpykTHBHA Oenoapobua bonect

- Crnporoxpawa ynorpeba Ha MAQ uaxuGHTOPH (¢ Mm3kimoYeHHe Ha MAO-B uHx#

OcBeH TOBa, METOIIPOIOA CYKIMHAT He TPAOEA fia ce MPHIAara NpH MauHeHTH ¢ XPpo

HEJOCTATHYHOCT C:

- HecTaGHITHA, JCKOMIICHCHpaHa ChpeYyHa HeAocTaTsuHOCT (6enoapobeH oTo
XHIIOTOHHA).
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- OPOABDKHTEITHO WK BPEMEHHO JedeHHE ¢ TOJIOKHTEIHH HHOTPOITHH §eTa CHMNATHKOMHMETHIH.

- ChpIIeYHa 4€cToTa < 68 yriapa B MUHYTa NpH f10KOkH NpeaH HA4YaN0TO Ha TEPAIHATA.

- MHOTOKpaTHH pellHMBH HA HHCKO KpbBHO HandraHe < 100 mmHg (mpean Ha4anoTo Ha JICUEHHUETO Ce
H3NCKBa MOBTOPEH NPETTIEN).

Meronponon xe Tpa6pa Aa ce ynoTpeOsara NpH NaHEHTH ChC CYCTIEKTEH OCTH) MHOKapACH HH(papKT HIH
ChpAc4HA YecToTa < 45 ynapa/min, PQ unTeppan > 0,24 ceKyHIH HIH CHCTOIMYHO KPBBHO HANATaHEe
< 100 mmHg.

CLnpoBoXKIAMOTO HHTPABEHO3HO NIPHACGKEHHE HA KAMIHCRH aHTATOHWCTH OT BEpanaMHIIOB H AHITHA3EMOB
THI WTH JPYTH AHTHAPHTMHYHH TIPOXYKTH (KATO AH30NHPAMH) € MPOTHBOMOKA3AHO (H3KIOYSHHE:
JIEKApPCTBa 334 HHTCH3HBHC JICYCHHE).

44 Cnenuanss npeaynpeXkieHHS B npeJus3nd MEPKH OPH ynoTpeba

Bera-penentoprure Gnokepn TpaGBa a ce M3MON3BAT BHUMATETHO IIPH NALMEHTH ¢ aCTMa. AKO acTMaTHK
W3nom3ea Getax-arorucT (oA popMaTa Ha TAGNeTKH HWIH MAXANALHA), KOTaTo 3aIl04YHE NeYEeHHE ¢
METONPONOJ 103aTa Ha OeTaz-arcHHCTa TpAOBa Aa ce OLEHH OTHOBO H aKo € HeoOX0MMO ~ [ C€ NOBHILH.
Tbii KaTO NMNAa3sMeHHTE KOHUEHTPALMH ca yeToHuMBH, edekThT Ha CykuMnpon TabneTky ¢ yAbIKEHO
ocsoboxiaBaHe BEPXY DeTa;-penenTopHTe e mo-cial OT TO3H, HOCTHTHAT ¢ KOHBEHIIHOHATHHTE TabNeTHH
¢opMH Ha celleKTHBHHTE §eTa -peLienTopHE GN0KepH.

MeTonponon Mozke fa iMa e(peKT BEPXY eUeHHEeTO Ha 3axapeH uaber 1 MokKe 1a 3aMAcCKHpa CHMITTOMHTE
Ha XHIOTTTHKEMHA., PHCKBT OT BE3ACACTBHE BLPXY FIIIOKO3HHA METa0OMH3bM HIIH MAacKHPaHEeTO Ha
XHIOTMHKEMHYHH CHMITTOMH € TTO-MaThK npi CyKuHnpon TabieTkH ¢ yanpkeHo ocBoboKIaBake,
OTKOJKOTO TIpH KOHBEHIMOHANHNUTE TabneTun dopmu Ha Bera-penientopHuTe GJIOKEpH M 3HAYHTENHO 110~
HHCBK OTKOJIKOTO [IPH HECENEKTHBHUTE PelieNTTOPHH OJIOKESPH.

Hapymenuara Ha AV npoBOAMMOCTTA MOTAT MOHAKOrA A4 ¢e BIIOLIAT HpH JIeYeHHe ¢ METOMPONON
(BB3MOMKEH € ATPHOBCHTPHKYIapeH ONOoK).

AKO NMALMEHTHTE Pa3BHBAT 3aCHNBama ¢e Spaaukapmua, CyKUHIpon TableTKH ¢ yABDKEHO OCBoGoKIaBaHe
Tpa0Ba 1a Ce MPIIATAT B TIO-HHUCKA 034 FIH MIOCTENEHHO J1a C¢ IIPEYCTAHOBAT.

ITpu nammMenTH cbe creHokapaua Ha IlpuximMeran Gerai-ceNeKTHBHM NPOAYKTH Tpa0Ba 1a ce H3Non3Bar
BHHMATEJTHO.

MeTonponon MoXe 12 YCHIH CHMITTOMHTE Ha MepHEpHO UPKYIATOPHO HAPYLIEHHE TIOPatH
AHTHXHNEPTEH3UBHAA CH edeKT.

AKo MeToTposion Ghjie M3IHCAH HA MALUMEHT ¢ GeOXpOMOLITOM, TPAOBa Aa ce H3MOo/3Ra anda-pelenTopes
6nokep Npeau H MO BpeMe Ha JIEYEHHETO ¢ METONPOON.

Jleuennero ¢ METOCTIPOJION MOXKE Ja 3JaMACKHPa CHMITTOMHTE HA XHIEPTHPCOHTHIBM.

Hpean onepauus aHeCTE3HONOTHT TPAOBa Aa 6bae mHPOPMHUpaH, Ye NalHeHTET npreMa GeTa-peLienTopeH
6nokep. CnupaHeTo Ha GeTa-penienTOPHAA GIOKEp AOKATO Tpae OliepalMATa He ce NPEenopbyBa,

TTauMeHTH, MOATOKEHH HA XHPYPIHYHA ONIepalius, KOATO HE 3acara CHplLeTo, He TpA6Ba Na NoTydapar
IBPBOHAYANHO CIISIIHO JIEYEHHE C BHCOKH A03H METOTPOION, Thit KATO TOBA € CBBP3aHO ¢ OpajuKapaus
XHIIOTOHHA H HHCYJT (BKIIOYHTEITHO ¢ PaTANeH H3XO0H) TIPH NALHEHTH ChC ChPAEHHO-CHADHF

taxroph. 22

N CY
Jleuennero ¢ Gera-penenTopan 6nokepH He TpAOBa [a Ce NPEKPATHBA PA3KO. AKO Jiey M
6bIe NPeKbCHATO, NPENOPBEIMTEAHO € TOBA A CE MPaBH MOCTENEHHO 38 MEPHOA OT HaK UL,

KATO O403aTa 6]’1‘33 HaMaJkBAHC HANMONOBHHA, TOKATO CC NOCTHIHE Hal-MaKaTa a03a OT\k _
4 " £ o _—
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23,75 mg metonpononos cykuunar, [locnenHara nosa tpabea na ce B3eMa Haf-MaIko YETHPH JHH NPeaH
JIE4EHHETO Na OBJie HATBIIHO IPEKPaTEHO. AKO MALMEHTHT pa3BHe HAKAKBH CHMITTOMH, J03aTa TpAOBa 1a ce
HaManAea no-6aeHo. Pa3koTo crapane Ha 6eTa-penienTopHiTe H0KEpH MOXKE Ja AOBE/E N0 BICINABAHE HA
CBPACYHATA HEAOCTATEYHOCT M MOKE TIOBMULIIM PHCKA OT HH(MAPKT Ha MHOKAPAA H BHE3alHa ChpAcHHa
CMEPT.

Meronponon Moxe Aia TOBHIIH 9YECTBHTETHOCTTA KbM ANIEPreHH H TEXECTTa Ha ANICPrHYHHMTE PeaKLHH.
JleuenneTo ¢ anpeHaIHH He BUHATH MMA XeJIaHHs TEepalleBTHYCH eDEKT IpH OTACIHH MAlHEHTH, JCKYBAHH ¢
6era-penenropHl 6MokepH (BK. Chilto TOUKa 4.5).

Bera-peuenTopHuTe 6110KEpH MOraT A2 BIOHIAT WIH OPHYHHAT Pa3BHTHETO Ha NICOPHA3HC.

3acera HAMa MOAXOAANTH NPeNOpPHKE OTHOCHO YNOTpebaTa Ha METONMPOJIONOB CYKIHHAT [IPH NALKEHTH Che

CHPACYHA HEAOCTATHYHOCT H HAKOE OT ClIeIHHTE CHIIPOBOMKAAINH CHCTOAHMS:

- Hectabunsa cepaeuna HegocTaThuHocT (Kiac IV no NYHA)

- OcTtbp HEQApKT Ha MuOKapaa WK HecTaGHIIHA CTEHOKApUA B NIOCIECAHATE 28 nHH

- VepeneHa 6rOpeuna GyHKoHA

- VBpeneHa sepHOAPoOHA PYHKITHA

- [TarmenTn Ha BB3pacT Han 80 roguHM.

- IMarmerT! Ha BB3pacT noa 40 roauHH.

- XeMOMHHAMHYHO 3HAYHMO KJJAITHO ChpAEeUHO 3abonaBaHe

- XuneprpopuuHa 06CTpyKTHBHA KAPAHOMHONIATHA

- Cnea WIH N0 BpéMe Ha eNIeKTHBHA ChpliedHa olepais A0 4 Mecena NMPEH 3an04BaHE HA IEIEHHETO ¢
METONPOJIONOB CYKLIAHAT.

TNalpenTH ¢ peAKH HacaeacTBeHH npobnemu Ha GpYKTO3HA HEOHOCHMOCT, MIIOKO30-TaaKTO3HA
ManabcopOLms WIH CYKPO3HO-H30OMAITa3Ha HEJOCTATEYHOCT He TpAOBa Ja MPHEMAT TOBA JIEKAPCTBO.

4.5 BaammogeiicTBHE ¢ APYIH JeKAPCTBEHH NPOAYKTH B Apyra ¢opme Ha B3agmoaeHcTBRE

(DapMaxoggﬂmrm B3AUMONCHCTRBHA

Kanyuesu anmazonucmu (sepanamunl, QWImuazem), GRmuapummuiny 1eKapemed

IMaipteHTHT TPAGBA Na 6B1e HaGMOAaBaH BHHMATETHO 338 HEraTHBHH HHOTPONHH H XPOHOTPOIHH e(eKTH,
KOTaTO METONPOITON CE& H3MOM3Ba eJHOBPEMEHHO ¢ KAMIMEBH aHTArOHHCTH OT BEPANTaMIITOB WIIH
IOWITHA3EMOB THIT HIIH C AHTHAPATMHYHH NPOLYKTH, Thi KaTO MOXe fa ce MPOSBH XHIIOTOHHA, Gpanukapaus
HITH APYTH CHpAeTHH apATMHH. KanieBn aHTaroHHCTH OT BEpaNaMIIOB THII He TpAOBa Jia ce AaBaT
HHTPaBEHO3HO Ha MAlMEHTH, KOUTO AOMyyaBaT fera-peLenTopHH OJIOKEpH.

Kuac | aHTHAPHTMHYHHE IPOMYKTH: AHTHAPATMAYHHTE OPOAYKTH oT KiIac I u GeTa-peLienmopHuTe Gi10KEpH
HMaT JAOIMELIHHTENCH OTPHIIATENIEH HHOTPONEH eeKT, KOHTO MOXeE Aa AOBEJE 10 CEPHO3HH XEMOAHHAMHIHH
HeXXeNAaHH PeaKlHH OPH MAlMeHTH ¢ HaMaNeHa Jiesokamepra dyuxuma. KomOHuHHpaHeTo Ha Te3H
CheAHHEHUA TPAOBA 1a ce u3bArea NpH NALMEHTH ChC CHHAPOM Ha GOHHA CHHYC W 27 i 3™ creneH AV
HapylleHHs Ha mpoBoanMoctTa. Habmogapano e B3auMOAEHCTBHE B YaCTHOCT C JH30NHPAMHI.

HCIIBC

CenpoBoxaamara ynorpeda Ha HHAOMETALIWH WIH APYT HHXHOHTOp Ha MPOCTATNIaHAHHOBATA CHHTE3a,
MoxKe Ja oTcnabH NOHmKABAIIMA KPBBHOTO HaMATaHe edekT Ha SeTa-peLierTopHHTe OIOKEepH.

Adpenanun
AKO IpH ONpeAeIcHH 00CTOATENCTBA Ha TALMEHTH, KOHTO NpHeMat 6eTa-pelleiropHu 6110

I[1py nanpeHTH, KOKTO H3no3eaT Oera-peLenTOPHH 6okepH edeKTHT OT apeHan
aHA(ANAKTHIHH peaKiMKi Moxke 1a 6he HapylieH (BX. chiNo TouKa 4.4).

5
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Anecmemuyu

HixanalMoOHRHTe aHECTETHLH MOBHINABAT KAPIHOAESOPECHBHITE ebeKTH NIPH NalMEHTH Ha JiedeHue ¢ OeTa-
PeLENTOPHH OI0KepH.

Ako He Moxe na Obae NPeKbCHAT METOMNPOJION TPERH ONepatii noj 00Ima aHeCTe3HA, AHECTE3HONOTBT
TpaOBa a 6Bac HHDOPMHPAH 34 JICYSHHETO C METOTIPOION.

Monoamunooxcudasnu unxubumopu

MAO umuduTopH (¢ m3kmodenue Ha MAO-B mixuburopu) e TpsbBa Jja ce npuiiaraT eAHOBPEMEHHO C
MeTonponon (Bx. Touka 4.3). AKO NalMeHT NoTydapa 6JJ0KepH Ha CHMIIATHKYCOBHTE FAHIIIHM B
KOMOHWHALNA ¢ IpYTH GeTa-pelienTopHH Onokepu (Hamp. ouHH Kanki) Wi MAO-B unxuburops,
KIHHHYHOTO CHCTOSHHE Ha MaLkeHTa TpAORa na ce HabmonaBa BHHMATEIHO.

Knonuoun
AKO CBIPOBOXKIALIO JEYEHHE C KIOHHAHH Tpalea na 6bae cnpsuo, Gera-peuenropHuar 6nokep Tpabea na
6blie CIpAH HAKONIKO JHHM NpeaH KIOHHIHHA.

Crpoeunocedoeu texapcmaa (annocunepmen3ueH)
MeToTpoIosI MoXe /ia YCHITH edeKTa Ha CHIIPOBOMKIALIC H3NOA3BAHH CheIHHEHHS 33 OHMKABAHE Ha
KPbBHOTO HAJIATAHE.

Copoeunu 2rnuxosuou
EnHOBpeMEHHOTO NPHIIOKEHHE HA METONPOJI0/ H CHPACYHH INIHKO3HIH MOXKE Aa 10BEAE AC 3HAYHTETHO
HaMaJleHHEe Ha ChP/ICYHATa 4eCTOTa WK A0 3a0aBAHE B CHPACYHATA HPOBOAHMOCT.

Cumnamomumemuunu cpedcmaa

EnHOBpeMEHHOTO H3II0I3BaHE HA METONPOJION M HOpaJipeHATTHH, afipCHaTHH HH APYTH
CHMIIATHKOMHMMETHIH MOMKE /1a HHAYIHpPa 3HAYHTEeJTHO IOBHINEHHE Ha KPBBHOTO HAJIAraHe.
EnHOBpeMEHHOTO M3MON3BAHE HA METONPOJON H Pe3epPiHH, anda-MeTIIAONA, KEOHHIHH ¥ TyaHdalHH
MOKe /ia TPHYHHH 3HAYHTEJIHO HaMaNeHHe Ha ChPAEYHATa YECTOTA H 3a0aBAHE B CHPCUHATA NPOBOAHMOCT.

Apveu bema-peyenmopnu éaoxepu
Heo6xoanMo € HempeKsCHATO HabmoieHHe Ha NAlIHEHTH, KOHTO eHOBPEMEHHO Ce JIEKYBAT H ¢ ApyTH Oera-

pelenTopHH OJIoKepH (Harnp. O9HH KAallKH, ChIBPXKAIIH THMOXON).

Anmuduabemno nevernue

JieyeHHeTO ¢ METONMPOONOB CYKLMHAT MOXKE J1a OTCIa0H CHMITTOMHTE Ha XHIOITTHKEMHES, TTO-CIIELHATHO
Taxukapaua. bera-penenropHuTe GIOKEpH MOTaT fa NOTHCHAT OCBOOOXK/IABaHETO HA HHCYJIHH NIPH
nagentd ¢ Avaber Tvn 2. Husara Ha kpbBHa 3axap Tpa6Ba Aa 64T KOHTPOIHPAHH PEOOBHO M JIEUEHHETO
3a HaMANIABAHE HA KPHBHATA 3axap (HHCY/HH WK NIePOPaNHH aHTHAHA6EeTHH NPOAYKTH) CHOTBETHO

KOPHIHPAHO.

‘DaQMaROKHHCTH‘IHII BIaHMOMeHCTBHA

Cybcmpamu na CYP2D6
MeTonponon e cyberpar Ha CYP2D6, nuroxpom P 450 m3oeHzuM.

Hupynmpalny u TOTHCKALM H3MMUTE CHeJHHEHH MOTAT JIa HMAaT eeKT BhpXY IUIa3MEHATA KOHLIEHTpaLHa
Ha Metomponon. PudaMimiiyy HaManaBa [iasMeHaTa KOHIEHTpanws Ha MeTonponon. IluMeTHauH, ankoxon
M XHJpala3sHH MOTAT Aa TNOBHINAT IUIA3MEeHaTa KOHUEeHTpauua Ha MeTornpoion. Meromponon ce

[U1a3MeHATa KOHLIEHTPAIHA HA METOTEPOION.
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HrxubuTopen epext rpxy CYP 2D6 ¢ 6w oTYESTEH W IPH aMHOJapOH H XHHHIMH (aHTHAPHTMHYIHHA
CpeaCTBa).

MeTompomnon MoXe Ja HaManM elTAMHHHPAHETO Ha APYTH IEKAPCTBEHH NPOAYKTH (Hamp. THAOKAHH).

4.6 DepTRIATET, GPEeMEHAOCT B KLPMEHE

BbpeMennocT
Tt kaTo NUNCBAT AOGPE KOHTPOIHMPAHH NPOYUBAHHA BEPXY YMOTpe0aTa Ha METOMPOION NpH OpeMeHHH

3KEHH, METOIPOJION MOXKE Jia C& H3MO/I3Ba NPH 6PEMEHHOCT CaMo aKo ION3aTa 3a MaiKaTa HAABHINARA PHCKA
3a emOpHOBa/IIONA,

Bera-6n0kepHTe NPHYHHABAT PENYLIMPAHE Ha Nepdy3HATa HA IUIALIEHTATA H MOraT a MPHYHHAT CMBPT Ha
mioaa, abopT H NpexxAeBpemeHHo paxkiaHe. JabaBaHe Ha BETPEMATOUHHA pacTeXx € HabmoaaBaHo ciex
TIPOABDKHTETHO NPHIIOKEHHE NPE GpeMeHHH JXeHH C JieKa H yMepeHa XHTiepToHHA. MMa crobmenns, ye
6era-6I0KepHTE MOraT Aa PUUYMHAT YABJIKaBaHe Ha paXaHeTo H Opaaukapud Ha IUI0ja, HOBOPOASHOTO H
KbpMadeTo. MMa chio chobienns 3a XHIIOIMKeMHsl, XHITOTOHHS, OBHIIEeHa SHIHpYOHHEMBA M 3aTPy/IHEH
OTrOBOP IPH AHOKCHA NPH HOBOpOAeHOTO. Meronponion TpaGea na 6bAe crpaH 48-72 yaca npean
OYAKBAHOTO paxkAaHe. AKO TOBA He € BE3MOXKHO, HOBOPOAEHOTO TpabBa aa 6sae nabmoaasaHo 48-72 yaca
cnefl PaXIaHETO 32 MPOABH M CHMITTOMH Ha Gera-6rok (Hanp. cepaednH H 6e10Apo6HH yCNOKHEHHS).

Bera-0MokepHTe He MOKAIBAT TEPATOrSHEH NOTSHIMAN TPH JXKUBOTHH, CaMO HamaleH ymMOWwikanen
KPBBOTOK, 3a0aBfHe Ha pacTexa, peAyuHpata ocHHKALUMA U [IOBHINEHA YECTOTa Ha (eTanHaTa H
TIOCTHATAIHATA CMBPT.

KepMeHe
Meronponosn He TPAOBA Aa ce H3MION3BA TIO BpEMe Ha KBPMEHE, OCBEH 4KO HE C¢ CYHMTa 3a HEOOXOAHMO.

Meromponos ¢ KOHUEHTPHPaH B KEPMATa B KOJHYMECTBA, NPEOIHIHTENHO TPH ITHTH NO-TOJIEMH OT
OTKPHBAHHTE B [1a3MaTa Ha Mafikara. Makap 4e pHCKBT OT HeXXEaHH PEAKIMH 338 KbPMaueTo MpH
TepaneBTHYHH J03H HA AKTHEHOTO BEIIECTBO € HACEK (OCBEH TpH GaBHO MeTabONMH3HPAIKTE), KbPMAYETO
Tpa0OBa na Obae HabmonaBpaHo 3a NposBU Ha OeTa-GlioKada.

4.7 EdexTn BHpPXY cnoco6HOCTTS 32 Modupane H paGora ¢ MamHHA

Meronponon HMa Manko Bb3aeHCTRHE BLPXY cocoOHOCTTA 33 modHpaHe H paboTaTa ¢ MAIIHHM.

Ipean aa wodupar win paGoTAT ¢ MAIIHHY, NALMEHTHTE TPAOBA A4 3HAAT, 4e NPH JICUEHHE ¢ METONPONON
MOJKE Za C€ MOARAT 3aMagHOCT H yMopa. ToBa Baku ocoGeHo 3a KOMOHHALMSA ¢ AKOXON HIH NpH
MOBHINABAHE HA 103aTa HA METOMPONON.

4.8 Hexenann nekapceTBeHH peaknHl
QueHKAaTa HA HEXKETAHHTE PCAKIHH € HA OCHOBATA HA CICAHATE YCCTOTH.

Mmuoro vectn (> 1/10)

Yecru (> 1/100 no <1/10)

Heuectu (= 1/1 000 mo <1/100)

Penxu (= 1/10 000 g0 <1/1 000)

Mmuoro penxu (<1/10 000},

C HeH3BECTHA YecToTa (OT HATHYHHTE AAaHHH He Moxke J1a Obie HanpaBeHa OLCHKa).

Hapywenun na xpvema u numgpuama cucmema
MHuoro peaku:  TpoMGOIMTONEHYA, IEBKOTIEHHA

Hapywenun wa endoxpunnama cucmema
Peaxmu: BrnomiapaHe Ha JIaTEHTEH 3axapeH nuaber
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Hapywenua na memabomzma u xpanenemo

Heuectu: IlopHiaBane ha TErnoTo

Heuxuunu napywenun

HeuecTn: JenpecHs, HapymeHa KOHICHTPaLHA, CHHIMBOCT WK Oe3chbHHE, KOIIMapH
Penxu: HepBHOCT, TPEBOIKHOCT

MHoro peaxs: 3alpassaHe HIH yBpeieHa MaMeT, 0OBPKAHOCT, XAMOIMHAIMH, NPOMEHH B JITIHOCTTA (Hanp.
NPOMEHH B HACTPOSHHETO),

Hapyutenus na nepsnama cucmema
Yectn: 3aMaauocT, rapobonHe
Heuectu: Iapecreans

Hapywenua na ovume
Peaxn: 3pHTeNHH HApPYIIEHHA, CyXH WK Pa3ApasHeHH O4H, KOHIOHKTHBUT

Hapywenus na yxomo u aabupunma
MHoro peakn: THHHTYC, CTYXOBH HAPYIICHHAA

Crpoeunu napyuerus

YecTn: Bpanukapnis, HAPYIICHO PABHOBECHE (MHOTO PAIKO CBBP3aHO CBC CHHKOM), MANITHTALHHA

Heuectn: [IpexoaHo BiIOWABaHE HA CHMITTOMHTE HA ChpJeYHa HeAocTaTbIHOCT, 1™ cremeH AV 6710k,
KapAMOTeHEH LIOK MPH NALHEHTH ¢ OCTHP MHOKApAeH WH(apKT, IIpeKopaHansa bonka

Penxs: QYHKIMOHAJIHH ChpIACYHH HAPYLIESHHS, ApHTMHH, HapyIlieHUA Ha TIPOBOAMMOCTTA

Covoosu napywenun

Mnuoro gectr: H3paseHo NOHHXCHHE HA KPBBHOTO HAIATAHE H OPTOCTATHYHA XHIIOTOHHA, MHOTC PAIKO
CBIPOBOKIAHA CBC CHHKOIL

Yecru: CtyneHM phlie H XOIHIa

Muoro penki: Hekposa nps nanyeHTH ¢ TexKKH nepudepHH HPKYIATOPHH HAPYIICHHA TIDEIH JICUEHHE

C Hen3specTHa Bromasane Ha HHTEPMHTEHTHO KIAyJHKAIHO WIH CHHApOM Ha Pefino

YeCcTOTa:

Pecnupamopnu, spenu u MeOUaCMuBQIHU HAPYIUEHUR

Yecru: 3anyx npH HaToBapBaHe
Heuecn: bponxocnazsm
Penxu: PHHHT

Cmomawuno-upesnu HapyuieRua

YecH: I'anene, kopemHa 6onka, TUApHA, 3aNeK
Heuectu: TloBpbmane
Penkn: Cyxora B ycrara

Mpuoro penxu: Hapymmenns Ha BKyca

Xenamoburuapru napyutenus

Penxu: AHOMaJIHH B M3CIICABAHUATA Ha YepHOApoOHaTa (yHKLEA (MOBUIIABAHE HA
TpaHCAMHHA3HTE)

Meuoro peaxs:  Xenatar

Hapywernua na xoxcama u nodxoosicnama nrvxan

Heuectn: OG6puB (ncopuaznopMeHa YPTHKAPHA ¥ THCTPOGHIHH KOXKHH JIE3HH), I

Penxu: Anonetys

Mmuoro penku: ©oTOCCHCHOMNM3aMA, BIOIIABAHE HA ICOPHA3KC, HOBA TIOABA Ha MICOP
TiICOpuasHOPMEHH KOXKHH [IPOMEHH
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Hapywenun na Mycryano-cxenemnama cucmema u CobeOuRumentama noxkan
Heuectn: MyCKyIHH cnasMu
MHoro peaxn: ApTpaiiris, MycKynHa ciabocr

Hapywenun na 6v3npouzsodumennama cucmema u zvpoama

Pe micn: MMnoTeHTHOCT M APYTH NONIOBH CMYLUEHHS, TNAaCTHYHA HHAYpalya Ha neHuca (Gonect Ha
Peyronie)

Obwu Hapyuienun u eghexniu Ha MACKIOMO HA RPURONCEHUE

Muoro vectn; YMopa

Heuectn: Orok

Crofluapane Ha NONO3HPAHK HEKEIAHN PEAKIIHH

Crob1maBsaHeTo Ha NTOXO3HPAHN HEXXETAHH PEAKLHHM CJIS]] paspelaBaHe 3a yrnoTpeOa Ha JICKAPCTBEHMS

MpOAYKT € BaxkHo. ToBa mozpondBa Ja NpOALIDKH HAGMIOIEHHETO Ha CHOTHOLIEHHETO MOA34/PHCK 32

JIEKapCTBEHHA NMPOAYKT. OT MEAHLMHCKHTE CIICHHATHCTH e H3HCKBA 1a ChoO1IaBaT BeAKa IOAC3HpaHa

HeKeNaHa peaxims apes amnanmre ina ATCHIS 10 JeKapeTrata, yn. ,Jaman I'pyes” Ne 8, 1303 Coduns,

Ten.: +359 2 8903417, yebeaiiT: www.bda.bg.

49 Ipeno3mupane

CHMNOTOMH

KnuniynaTa KapTHHA ce XapaKTepH3upa OCHOBHO ChC CHMITTOMH OT CTpaHa Ha chp/eyHo-chaosata u LIHC
B 3aBHCHMOCT OT CTENEHTa HA HHTOKCHKAUMATa. CHMITTOMMTE Ha MPEAO3HPAHE MOTAT 13 BRIIOYBAT
XHIIOTOHHA, OpajIiKapaMA A0 CHPASHEH apecT, OpaauapHTMus, HAPYIICHHA Ha ChpAEYHATa APOBOAAMOCT,
CHpIEYHA HEAOCTATHHHOCT, GPOHXOCNA3ELM H KADAMOTEHEH moX. (OCBEH TOBAa MOTAT Ja ce NOABAT
3a1‘py,rmem B JHHIAHETO, HOBP’BI[[aHe, HAPYIIEHO CB3HAHHE H MOHAKOra renepanmupa}m rrpnna,umm.

Jleuenne
[MaupeHTHT Tpabea na Gbae NeKysaH B 3ApaBHO 3aBEACHHE, KbAETO MOMKE J1a C& NpoBeae HeoOX0MUMOTO
MOIIbp:KALIO JIeYeHHE, HabmoieHHe U NpocIe/iABaHe.

Meaumncky BEITIEH H, aKO € He00X0AMMO CTOMALIIEH NaBak, B CNy4ail, Ye JeKkapcTBOTO € IIPHEMAHO CKOPO,
B caysait na TexKa Xunoronms, Opagukapana Win 3amaiigaina chpAeYHa HEAOCTATHYHOCT, MALHEHTET
TpaAGBa 1a no;yyH Gera;-aroHHUCT (HaIp. IPEHATTEPOI WK J06yTaMHH) HHTPABEHO3HO Npe3 HHTEPBAAM OT
2-5 MMHYTH HIIH XaTO MPOABIDKHTENTHA HH(Y3HA N0 NOCTHraHe Ha JKe/NaHHA edekT. AXO HAMA Ha
PasnonoxeHHe GETa)-arCHHCT, MOXKE Ja Ce M3MOMN3Ba H AonaMuH. ATponmuos cyngar (0,5 go 2 mg
HHTPaBEHO3HO) CHIIO MOKE /1a ce NPHIIOKH 3a OHokupaHe Ha Baryca.

AKo He ce NOCTUTHE JKEIaHHAT edeKT, MoKe 1a ce HIO/I3Ba APYT CHMNATHKOMHMETHK, Harp. aipeHaaHH
HJIH HOpaJpeHanuH.

[NapeHTHT MOKE A2 IONyYH U 1-10 mg rmokaroH. Moske Aa ce HaJIOXKH JieueHH e ¢ neficMeiKsp. 3a
ApeBeHINs Ha GpOHXOCHA3EM, Ha NALMEHTA MOXE J1a ¢e NPUIOKH HHTPaBEHO3HO OeTaz-aroHMCT.

3abenexka
JO3HpPORKATA 38 JieYeHHe HA MPESIO3HPAHe € MHOTO NO-BHCOKA OT 0OHHaiHMTe TepaneBTHYHH A03H, Thit KaTO
6eTa-penenrropHuTe 6MOKEpH ca OnokHpaH HeTa-peLeTITOPHTE.

5.  @®APMAKOJOIHYHH CBOMCTBA

5.1 ddapMaxkoadHEAMHTHH cBolicTBa

dapmaxorepanesTiina rpyna: Gera 6nokupaiu cpescTea, cenektHeHH, ATC kon: C

Mertonponon e cenexkTHBeH Oeta;-penerrtopeH 610kep, T.e. Toil 6noxnpa bera;-pene
N03H, KOHTO ¢a 3HAMHTENIHO MO-HHCKH OT HeoOXomuMuTe 3a GiokupaHe Ha 6etas-pe
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MeTtonposon npuTeXasa HesHauuTeneH MeMOpaHocTabunHzppain epeKT H HIMAa HHKAKBB arOHHCTHYEH
edexr.

Meronponon noHmxkasa wiu OX0KHpa CTHMYUpaIuA ehekT BBPXY ChPLETO Ha KATeXOIaMHHHATE (KOHTO ce
oceoboxIaBaT Hali-Beye npH GH3HYECKH H NICHXHWYECKH cTpec). MeTonponos HaManasa TaXHKapAHATa,
NOBMILIABA CHPICYHAA AeOHT M NOBHILABA ChPASYHATA KOHTPAKTHIHOCT, KOHTO OOHKHOBEHO Ca PE3y/ITar ot
PS3KOTO MOBMINABAHE Ha KATEXOIAMMHHTE, KATO ChINO HaMaJlfABa KPbBHOTO Hansraxe. Ilnasmenara
KOHLeHTpauHa H edukacHoct (6eta;-6nokana) Ha CyKumnpon TabneTkH ¢ yAIDKeHo ocBob0KAaBAHE ca T0-
YCTOHYMBH 3a Nepuog, oT 24 4aca B CpABHEHHE C [IOCTHAHHTE OT KOHBEHIHOHANHATa TabeTHa ¢opMa Ha
CeNeKTHBHHTE HeTa;-peLenTOpHH GIOKEpH.

Twii kaTo NAA3MEHATE KOHIIEHTPALMH Ca YCTOMYHMBY, KNMHHYHATA 6ETa1-CENCKTHBHOCT € To-A00pa oT
NOCTHIaHATA ¢ KOHBCHIHOHANHUTE TabneTHH GopMH Ha cenexTnBHH O€Ta;-penienropHUTe 6oKepH. OcBeH
TOBA, PHCKBT OT HEXKEJIAHH PEaKLHH, CBEP3aHH C TMKOBE B KOHLISHTpaLMATa (KaTo Spagukapmus u cxaboct
Ha KpaliHWLIHTE), ¢ MUHHMaNeH. Ako € HeoGXOTHMO, METONPOJION MOJKE [Ia ce H3MOJI3Ba 3aeaHo ¢ Oera;-
ATOHHCT YIPH MALMEHTH CHC CHMITTOMM Ha 0OCTpYKTHBHA Oenoapobua GomecT.

EdexT npH chpieyHa HENOCTATEYHOCT

B npoyusanero MERIT-HF (3991 nanmenTs ¢ XpoHuHHA ChpAeYHa HelocTaTbuHoCT, knac II-IV no NYHA
H ¢pakmua Ha M3THackBaHe < 40 %) MeTonponon ¢ KOMOHHHpAH ChC CTAHAAPTHO JIEYEHHE 3a CHPACTHA
HeJOCTATHYHOCT, T.€. anypeTik, ACE mxuburop wm xuapanasis, ako iMa HenoHocHMocT KbM ACE
HMHXHOHTOPA, HUTPAT ¢ MPOALDKHTE/IHO AEHCTBHE WIH aHrHOTeH3HH-1I-aHTaroHHCT M NP HEOOXOAHMOCT -
chbpAeyeH rHKo3uy. OCBeH OCTAHAIMTE Pe3YJITATH, MPOYYBAHETO NMOKA3BA CHIKEHHE HA 00111IaTa CMBPTHOCT
B cpaBHeHuE ¢ Twianebo ¢ 34 % [p=0,0062 (xopurnpana); p= 0,00009 (HoMHHanHa)]. 145 nauueHTH OT
TPYIIATA HA METOTIPOJION ¢a NOYHHANH (CMBPTHOCT 7,2 % Ha MALHEHT rOAWHA B [IEPHOAA HA NMPOCHCAIBAHE) B
cpaerenne ¢ 217 (11,0 %) B rpynara Ha mnaiebo ¢ otHocHTenen puck ot 0,66 [95 % CI 0,53 - 0,81].

B npoyusaHe B Kuraii ¢ 45 852 nanweHTs ¢ ocTbp HHbapkT Ha MHokapaa (npoyyeane COMMIT)
KapAHOreHeH IOK ¢€ NOMy4aBa 3HAYHTEHO No-4ecTo (5,0 %) npu neueHHe ¢ METOIPONON B CPABHEHHE C
nnanebo (3,9 %). To3u edexT e ocobeHO BUAHM NPH CIEIHHTE TPYNH NalHEHTH:

OTHOCHTENHA YeCTOTa Ha KApOHOTeHEH ITOK B CHOTBETHHTE TPYNH NAIMEHTH B npoyysaHero COMMIT:

XapaxTepHCTHKH Ha MarjMeHTa Jleuebna rpyna
MeTonponon IInamebo
Bw3pact = 70 roguan 3.4% 6,1 %
Kpepro Hanarade < 120 mmHg 7.8 % 5.4 %
Crpaeuna gectora >110/min 14,4 % 11,0 %
Killip-knac 111 15,6 % 9.9 %

Tleauarpuyna nomynaius

Tlpn 144 nepmaTpuvn naupreHTH (6 1o 16-TOAHIDHA BB3pacT) MPEAHMHO ¢ €CEHLUMANHA XHITEPTOHHS, B
4-ceaMHYHO MPOYUBaHE € A0KA3aHO, Ye METOTIPOJION HAMAJIABA CHCTONHYHOTO KPBBHO HANATAHE C

5,2 mmHg npu aoza 0,2 mg/kg (p = 0,145), 7,7 mmHg npu 1,0 mg/kg (p = 0,027) 1 6,3 mmHg npr

2,0 mg/kg (p = 0,049), npu makcuManHa no3a 200 mg AueeHO B cpasHerye ¢ 1,9 mmHg 3a nnaue6o. 3a
AHMACTOMHYHOTO KPBBHO HAJIATAHE, TOBa HaManeHHe e choreeTHO 3,1 (p = 0,655), 4,9 (p = 0,280), 7,5
(p=0,017) 1 2,1 mmHg. He ca HaGmonaBaHK OYeBHAHH Pa3THKH B MIOHHKaBaHe HA KPBBHOTO HaJIMraHe fo
OTHOLICHHE HAa BE3pAcT, CKanaa Ha TaHep MM paca.

5.2 @apMaKOKHHECTHYHH CBOHCTBA

Abco W pasnpezeneHne
Cnen nepopaJiHO NPpHIOMKeHHEe MeTonpoliol ce MeTabomusupa HanbsaHo. [opagu H3p
TIpH THPBO NMPEMHHABAHE, HANMUYHOCTTA Clle]l €{HHHYHA IepopaiHa 103a € MpHOIH3
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BronanmmuHocTTa Ha TabneTkuTe ¢ yabbkeHo oceobokaaBare € npubmusuTenHo 20-30 % no-HHCKa OT TasH
TP KOHBEHIMOHATHHTE TabneTkH. Tosa obade HAMA KIHHHIHO 3HAUMM eQeKT, Thi KAaTO CTOHHOCTHTE Ha
AUC (mmysc) ca kaTo npH KOHBEHITHOHANHKTE TabneTki, CaMo MAJKa YacT OT METCIPOJION, MPHOIM3HTENHO
5-10 %, ce ¢BBp3Ba C IA3MEHHTE NPOTCHHH.

Bcesaxa Tabnetka ¢ yaspkeHo ocBoboxkAaBane CyKuuMnpon chAbpka ronsaM Spoit nesieTH ¢ KOHTPOJIHpaHo
ocBobozkapaHe. Besaka nesera e nokpHTa ¢ noyMepeH ¢GHIIM, KOHTO KOHTPOJIHpa CKOPOCTTa Ha
ocroOMKIaBaHE HA METOIIPOJION.

Tabnetkure ¢ yauDkeHO ocBoOOKABaHE 61P30 Ce pasrpaxkAaT H rPaHYJIMTE ¢ Pa3NphCBaT B CTOMALIHO-
YPEBHHA TPAKT, KBAETO METONPOIon ce ocBob0XkaaBa MPOABMKHTENHO 3a iepHog, ot 20 uaca. IlomyxuBoTsT
Ha €THMHHHPaHE Ha METOIIPONION € CPeAHo 3,5 yaca (BX. ,,Merabonussm u enumMuHHpaHe™). Cien
SHONIHEBHO NMPHIOKEHHE, IOCTHTHATATA MAKCHMAJHA TUIA3MEHA KOHICHTPALMA HA METOIIPOJION €
NpHONH3MTENHO ABA TBTH M0-BUCOKA OT MHHMMAIHOTO I1a3MEHO HHBO.

Merabonn3eM H eIHMHHHpAHE
Meronponon ce MeTabonusupa B uepuus Jpod ypes OkcHAaLMA. TpHTe 0CHOBHH MeTabOTHTa HE TTOKA3BaT

KJIMHHYHO 3HaYuM Onokupain edext BbpXy OeTa-peLenTopuTe.

MeTonposon ce MeTaboNH3APa OCHOBHO, HO He H3KIOYMTETHO, OT YepHoApoOHIs eH3HM tHTOXpoM CYP
2D6. INopaau nonumopdussm Ha CYP 2D6 rera, ChIIECTBYBAT MEKAYHHAHBHAOBH (UIYKTYallHH B
cKopocTTa Ha MeTabomusma ¢ 6aBHo MeTabonusnpanmre (npubnusuTenHo 7-8 %), KOUTO MOKA3EAT MO~
BHCOKH IUIa3MEHH KOHLICHTPALMH K 1I0-0aBHO enHMHHHpaRe oT 6bp30 MeTabommsupamnure HHAMBHAH. [Tpy
OTJICITHHTE MallHeHTH 00ate NJIa3MEHNTE KOHLIEHTpallH ca CTabIHU U BB3TIPOH3BOTHMH.

IToBeue ot 95 % oT1 IIEpopaliHaTa J03a ¢€ eKCKpeTHpa ¢ ypHHaTa. lpubansarento 5 % ot mo3ara, B
nsonupand cuy4qas 10 30 %, ce exckperupa HenpoMereH. IliasMeHHAT eTMMHHALMOHEH TIOTYKHBOT Ha
METONPONOoN ¢ cpeaHo 3,5 yaca (auanason: 1-9 vaca). O6musT wimpeHe € 1 /min.

{dapMakoKMHETHKATa Ha METOMPOJION ITPH NALKEHTH B HANPeAHala Bh3PACT HE CE pavIHYaBa 3HAYHMO OT
Ta3y NpH NO-MJIATHTE NaHeHTH. CHCTEMHATA HATMTHOCT H €THMHHHPAHE Ha METOIPOJICII €8 HOPMANHH TIPH
nanpenTH ¢ Ge0peuHa HenocTarbunoct. Enumunupanero Ha Metabonurire 06aue ¢ GagHo. [Ipy naupenTr
CBC CKOpOCT Ha riomepy.Ha durrpauma (GFR) nox S ml/min, ce Habmoaasa 3HAYHTENHO HATPYNBaHe Ha
MetaGonmurirre. Toa ofaue He BOMM 10 HapacTBaHe Ha Gnoxupalms edext Ha METONpPoNoN BEPXY Gera-
peLenNTOpHTE.

ITpy nauHeHTH ¢ YepHOAPOOHA 1MP03a GMOHAIIHYHOCTTA HA METOMPOION MOXE A4 C€ MOBHIHH, 4 OOLIMAT
KIMpBHC Aa ce nomwkH. [TorniapaneTo Ha GuoHaTHUHOCTTA 06ave ce cuMTa 3a KINHHHYHO 3HAYHMO CAMO
NPH NALHEHTH ¢ TEXKO YBpPeAieHa yepHoapoOHa (yHKiMs Wik noprokasaneH mreHT. [Ipn nanpenTs ¢
NOPTOKABAJIEH LIBHT OOIIHAT KINPBHC AocTrra npubauzurento 0,3 I/min, a croiinocture Ha AUC ca
pHOH3UTENHO IISCT ITBETH NIO-BHCOKH OT T€3H NPH 3APABH HHAWBH/IH.

IlegnaTpHdna NOTyJAIHI
GapMaKOKHHETHYHHAT MPOGHI Ha METOHPOITON NPH NeJHATPHYHH NALHEHTH C XHIIEPTOHHS Ha BB3pacT 6-

17 ronuam ¢ nogo6Ha Ha (HpapMAKOKMHETHKATA, ONMMCAHA MO-TOPE MPH Bh3PACTHH. ANAPSHTHHAT NEPOPAICH
KmHpbHC Ha MeTonposiol(CL/F) ce nopHInaga nHHeHHO C TENECHOTO TETIO.

5.3 IlpeaxkNHHHYHH AAHHH 33 (€30MACHOCT

Hex/MHIIHUTE JaHHH OT KOHBEHITHOHAIHH NPOYJBaAHAA Ha (papMakonorHdHaTa 6e30nacHo
TOKCHYHOCTTA TIPH MHOTOKPATHO JA03HPAHE, MEHOTOKCHYHOCTTA HIIH KAPLUHHOTCHHHS noTgs)
Pa3KpUBaT cTieLHHIHH PHCKOBE 3a Xopata. Kakro ocranamure B-Gnokepn, MeTonponoy/ pisnigea
TOKCHYHOCT NPH MaiikaTa (HamalieH IIPHEM Ha XpaHa H HaMaJleHO TeJIECHO TErVIo) H €My @ othea
TOKCHHMHOCT (TIOBHIIEHA YECTOTA Ha pe3opOlLs, HAMAICHO TErIo Ha HOBOPOAEHOTO, 3§04B4H
PasBHTHE) BBB BHCOKH J03H, HO HE € TEPATOI¢HEH.
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6. ©OAPMANEBTHYHH JAHHH

6.1 CoHchk HA TOMOIIHHUTE BEIECTRA

CupuernHa Ha TabseTkaTa:
3axapoza

Lapepuquo HHIIECTE

Makporon 6000

MMomakpunaraa gucnepens 30%

Tank

Iloeupon K90

MHuKpoKpHCTaiHa HemyIo3a

Marnesner creapar (Ph. Eur.)
CHIHUMER THOKCHI, KOJOHAEH Ge3BOACH
D-rmokosa

OOGRHBKa Ha TableTKaTa:
Xwunpomenoza

Tank

Maxkporon 6000

Twranoe guokcug (E171)

6.2 HecbBMeCTEMOCTH

Henpunoxmumo

6.3 Cpox Ha roaHOCT

3 roauan

HDPE 6ymiunkn: Hanonseaiite no 6 Mecena cnes oTpapse.
6.4 CpoenmanHd ycu0BHS HA ChXPaAHCHHE

Ja He ce cexpanssa Hag 25°C.

6.5 Baap cHALPXKAHHE HA ONAKOBKATA

AnymMuHHIY aTyMuHEE SnHCTEp
Onaxosx# ¢ 10, 14, 20, 28, 30, 50, 60, 90, 98 u 100 TabmeTkn ¢ YIB/DKEHO OCBOOMKAABAHE.

3a Cykumnpon 95 mg tabnerks ¢ yAbDkeHO 0CBO0OKAARAHE €A HAHYHH KATCHARPHH OTlakoBku ¢ 14, 28 u
98 TabneTkH ¢ yaBDKeHO ocBoOOXKAaBaHe.

HDPE 6ytunxu ¢ PP xanauku tan “twist-off”
Onakoex# ¢ 30, 60, 100, 250 1 500 TabneTky ¢ yabDKeHO 0cBODOKAABAHE.

He Bcyuks BHAOBE OMaKOBKH MOTaT Ja 6bAaT MycHAaTH Ha Masapa.
6.6 CoenBaJnE DpeANA3NH MEPKH OPH H3XBLpASHE H paboTa

Hsama cnensianig H3BCKBaHMA.

Hemnsnonssanmsar JICKAPCTBEH NMPOAYKT WIH OTHAABYHHTE MAaTCPHANH OT HEro TpA
CBOTBECTCTBHE ¢ MECTHHTE H3UCKBAHMA.
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7. TIPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

TevaB.V.

Swensweg 5, 2031 GA Haarlem

Hugepnanaua

8. HOMEPA HA PASPEIIEHHUETO 3A YIIOTPEGA

Per. Ne 20130400 (Cyxamnpon 47,5 mg TaGleTKH ¢ yABDKEHO 0CBOOOX/IaBaHe)

Per. Ne 20130401 (Cyxumnpon 95 mg tabnetkn ¢ yrsbkeHO ocBoboxaaBaHe)

9. JATA HA ITBPBO PA3ZPEMIABAHE/MIOJHOBSABAHE HA PASPEINIEHHETO 3A
YIIOTPEBA

Jata Ha mepBo paspemasade: 06 Hoemepu 2013 r.

Jara Ha rocneaHo noAHOBABAHE: 22 nexeMepH 2016 .

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA
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