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Kopsuron 50 mg Tabnerxu } Paspewenue N 84/7 oo
Corvitol 50 mg tablets ;‘- 1511
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Kopeuron 100 mg Tabnerku
Corvitol 100 mg tablets

2. KAYECTBEH U KOJIHUYECTBEH CHCTAB

Kopsuron 50 mg:
Besaka Tabnerka epabpska S0 mg Metonpononor TaprapaT (metoprolol tartrate).

Kopsuron 100 mg:
Bcsaka Tabnerka csanpka 100 mg Meronpononos Taprapar (metoprolol tartrate).

[ToMONIHO BEIECTBO ¢ H3BECTHO ACHCTBHUE:
Kopsuron 50 mg: Bcaxa tabnerka cpabppka 110,5 mg naxroza MoHOXUApar.
Kopeuton 100 mg: Bcaxa tabnerka cuabpxka 221 mg 1aKkT03a MOHOXHIPAT.

3a 11hJIHAA CAWCEK Ha MOMOIITHNTE BELICCTBA, BHXKTEC TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka. |
benn, Kpbrily, IIOCKHM TabNeTKH CbC CKOCEHU pHOOBEe H AENUTENIHA YepTa OT eJHaTa CTpaHa.
Tabnetkara moxke ga Obje pa3feyieHa Ha IBe paBHH J03H.

4, KJIMHHWYHHU JAHHHN
4.1 TepaneBTHYHH NOKAZAHHUSA

- ApTepHallHa XUIepTOHR

- Koponapna 6onecr Ha chpLeTo

- XMIIEPKUHETHYECH ChpJIEYeH CHHAPOM

- Taxukapauunm aprTMHH

- HauanHno neuenne Ha uHdapKT Ha MHOKapaa K npoduaakTuka Ha peuHpapKT
- [Tpo¢drnakTika Ha MHrpeHa

Kopeuron 50/100 mg e nokazaH ripu Bb3pacTHA,
4.2 Jlo3HpoBKa 1 HAYHH HA TIPHACKEHHE

Kopeuron 50 mg/100 mg ce npunara npy nalMeHTH, NpH KOWTO HAMA TIPOTHBOITOKA3aHUA 32 JIeueHHe
c bera-peuenTopBu GoKepH.

Ho3npoBka
HozupoBkara TpaOBa na ce onpeness MHAUBHAYAIHO, OCHOBHO CHOpe OTrOBOpA Kb
Yka3zaHMATa 38 AO3HPAHE Ca CNEAHHTE:




ApTepUaiHa XHNEePTOHHA

Kopeuron 50 mg: ,
1 Tabnerka 1-2 mbTH AHeBHO WiH 1 a0 2 TabneTky BeAHBK AHEBHO (eKkBUBaieHTHH Ha 50-100 mg
METOMPOJIOT TAPTAPAT).

AKO € HeoOx0IMMO AHEBHATA 1033 MOKE Ja C€ IMOBHIUM 10 2 TabneTk 2 NbTH AHEBHO {€KBHBAJIEHTHH
Ha 200 mg MeTonponon TapTapar).

Kopeuron 100 mg;
72 Tabnerka 1-2 nbTH AHeBHO WIH Y2 10 1 TabneTka BeAHBXK AHEBHO (€KBHBaJIeHTHH Ha 50-100 mg

METOMNPOOJ TapTapar).

Axo ¢ HeoOXOoAMMO NHEBHATa A03a MOXKe a ce NoBuiud 10 1 TabneTka 2 mMbTH AHEBHO (€KBHBAJICHTHH
Ha 200 mg MeToponon Taprapar).

KopoHapHa 6osecT Ha chpLeTO

Kopeuton 50 mg:
1 Tabnerka 1-2 opTH AHEBHO HH 1 10 2 TAONETKH BeIHBK HEBHO (eKBHBaNeHTHH Ha 50-100 mg
METOIPONOI TAPTAPAT).

AKO € HeoOX0MMO AHEBHATA 1033 MOXKE a € MOBHIIM A0 2 TabneTKH 2 ITETH AHEBHO, KaTO CE
U3MEPBA KPBBHOTO HaliArane (eksusaneHTHH Ha 200 mg MeTorponon Taprapar).

Kopeuron 100 mg:
72 Tabnerka 1-2 mbTH AHeBHO MIIKM ¥4 1o 1 Tabnerka eauH 1bT AHEBHO (€KBHBaNeHTHH Ha 50-100 mg

METOAPOI0JI TAPTAPAT).

AKo e Heo0X0aMMO MHEBHATA 1034 MOXE Zia ¢ NOBUINH A0 ] TabneTKka 2 MBTU JHEBHO, KaTo ce
M3MEPBAa KPBBHOTO HanAraHe (eksuBanenTHn Ha 200 mg MeTonpoon Taprapar).

XHNEePKHHETHYEH ChpPAEYEeH CHHJPOM (T.H. (YHKIIMOHAJIHM ChPACHHH OMNIAaKBAHM!A)

Kopsuton 50 mg:
1 Tabnerka 1-2 nuTH AHEeBHO WM 1 10 2 TaGeTKH BeIHBXK AHEBHO (eKBUBajieHTHH Ha 50-100 mg
METOTPOJION TapTapar).

AKO € Heo0X0IHMMO JHEBHATA 034 MOKE [1a Ce NMOBHIUHM A0 2 TabjaeTky 2 MbTH JHEBHO, KaTo C¢
M3MEpBa KPBEHOTO HANIsIraHe (€KBMBANEHTHH Ha 200 mg MeTonponon raprapar).

Kopeuton 100 mg:

72 TabneTka 1-2 NbTH AHEBHO UAH Y2 Ao 1 Tabnerka BeAHDK AHEBHO (€eKBHBAJIEHTHH Ha 50-100 mg
METONPOJION TAPTapaT).

AKO € Heo0X0aHMO AHEBHATA 033 MOXKe /1a ¢e MOBHIIM A0 1 Tabnerka 2 rbTH AHEBHO, KAaTo Ce
M3MepBa KPBBHOTO HajAraHe (eKBMBasleHTHHA Ha 200 mg MeTonpoaos Taprapar).

TaxukapaAM4HH ApHTMHH

Kopeuron 50 mg:
2 Tabnetku 1-2 nbTH AHERHO (ekpHBaeHTHH Ha 100-200 mg MeTonponoa Taprapar).

Kopsuron 100 mg:
] Tabnetka 1-2 nueTH AHeBHO (ekBUBaneHTHH Ha 100-200 mg MeTonponosa TapTapar).

HauanHo neuenne Ha nHdapkT Ha MHOKapaa U MpodUIAKTHKA Ha peuHdapKT:




a)  Hauanno neuenue

[Ipn ocTHp HH(APKT Ha MHOKApAA, NEYCHUETO TpAOBa 12 3aN0YHE BBE3MOXKHO HaH-CKOpo crien
XOCMHUTANIH3ALMA ¢ NPOABIDKHTENHO npocneaasade Ha EKI™ v aprepyanHoTo Hanaraue. Jleyennero
3aro4Ba ¢ 5 mg METONPOJONOB TapTapaT HHTPaBeHO3HO. B 3aBHCHMOCT OT MOHOCHMOCTTA MOXKeE Ja Ce
NPOABIKH C NPHIIOXKEHUE HA eAHOKPATHA 1033 5 mg METOIPOJIOIOB TapTapaT HHTPABEHO3HO Ha
WHTEPBaIH TIpe3 2 MMHYTH A0 MaKCHMaJIHa ob1ia Ao3a 15 mg METOMponoiIoB TapTapar.

AKo LAnaTa MHTpaBeHO3Ha No3a OT 15 mg ce nonacs, ce npunara 1 Tabnerka Kopeuron 50 mg unn ¥
Tabnerka Kopeuton 100 mg eqnH mbT AHEBHO (SKBHBaAeHTHU Ha 50 mg METONMpPONOIOB TapTapar),
KaTo ce 3anoypa 15 MUHYTH ciie]l NoCIeaHaTa MHTpaBeHO3Ha nHakekUHa. IIpes cneaBammure 48 yaca, 1
Tabnetka Kopsurton 50 mg unu 2 Tabnerka Kopruron 100 mg (exksuBanerTHH Ha 50 mg
METONPOJIONIOB TapTapar) ce MpHJiara Ha BCeKH 6 yaca.

ITpu nanMenTH, KOUTO HE TOHACAT ITBJIHATA 1034 OT 15 mg METOIpOoNoJIOB TAPTAPAT UHTPABEHO3HO,
TpabBa Aa ce 3a110YHe BHUMATENHO NOCNEBala NepopanHa Tepanus ¢ ¥z Tabnerka Kopsuron 50 mg
BSAHBXK JHEBHO (€KBHBAJICHTHH Ha 25 mg MeTONnposioNoB TapTpar).

6) Iloanwpxkatla nosa

Cnen HayanHoTo NeyeHue ce npuaarar 2 tabnerkn Kopeuron 50 mg npa IMETH IHEBHO WIIH 1
tabnerka Kopeuron 100 mg asa nbTH AHEBHO (eKBUBaIeHTHH HAa 200 mg METONPOJION TapTapar).
AKO NOHWXEHHUETO HA ChPACYHATA YECTOTA /UM apTEPHAIIHOTO HajisraHe M3HCKBAT JIEYECHHE WIH NPH

ycnokKHeHus, M3uckeaiy Takosa, Kopsuron 50/100 mg Tpabra na ce cnpe He3abaBHO.

[IpodunakTHka Ha MUTpeHa

Kopeuron 50 mg:
2 Tabnretku 1-2 nBTH AHeBHO (exBHBaneHTHH Ha 100-200 mg MeTonposion TapTapar).

Kopeuron 100 mg;
1 Tabnetka 1-2 nbTH qHeBHO (ekBHBaNeHTHH Ha 100-200 mg MeTonposon TapTapar).

Yeproopobro yapeoicoane
EnuMIHNpaHETO Ha METOMPOJION TAPTAPAT € NNOHMIKEHO NPH TEXKKO YBpeAeHa YepHOApoOHa PyHKLM,
KOETO O3Hayaea, e Moxke J1a € HeoOX0HMMO HaManAaBaHe Ha 103aTa.

Heduampuuna nonynayus

Jleuenue ¢ Kopeuron 50/100 mg He ce npenopbusa ApY Aella H FOHOLIH, ThH KaTo 6€301acHOCTTa H
epukacnocTTa Ha Kopeuron 50/100 mg npu meua ¥ iOHOUIH HE Ca YCTAHOBEHM.

Jiuncear naHHy.

HauuH Ha npujioxeHHe
Tabnerkure Tpsabra 1a ce normeiiaT 6€3 Aa ce ABBYAT ¢ AOCTAThYHO TEUHOCT ciiel XpaHeHe. Tpabna

Aa ce [IpUeMar CYTpHH NPH eXHOKpaTed NPHEM WIIH CYTPUH U Beuep B CIIyYail HA NBYKPATEH NIPHEM.

Pasnensne Ha TabneTkarta

BieMeTe TabneTkata Meky nokazajiela v najeua Ha ABeTe pbUE ¢ ACAUTENHATA YepTa, HACOUEHA
Harope, v cuynere TabneTKaTa Ha J[Be NIONOBHHH MO NPOABL/HKEHHE HA ACHTE/IHATA YEPTA ¢ HATUCK Ha
najLuTe Hagony.

[1poobAKUTENHOCT Ha I€4EHHETO
Hsma orpasyqeHus 3a mpoABIKUTEIHOCTTA Ha ynioTpeDa.

Axo neuenreTo ¢ Kopeuron 50/100 mg tpadsa na Obae npekbCHAaTO WK CIPSHO C
NPOABIDKUTENHA ynoTpeda, Topa TpAOBA /1a CTaHE II0CTSNEHHO M 0aBHO, Thil KaTo




CIIHpaHE MOXKE Ja MPUYMHHY ChPACYHA HCXEMMA C eK3allepOaliig Ha aHTMHA NEKTOPHUC MITH HH(AapKT HA
MHOKap/a 1 BNOIMABAHE Ha XUNIEPTOHHKATA.

4.3 IlpoTuBonoka3zaHun

— CBpbXUYBCTBHTENHOCT KbM AKTHBHOTO BELIECTBO, APYI'd DeTa-peLienTopHU OJI0KEPH WK KbM
HAKOE OT NOMOIIHHUTE BellecTsa, W3bpoeHH B Touka 6.1.

- MaHudecTHa ChpAieyHAa HEIOCTATBHHOCT

- KapauoreHeH mok

- Bropa wnu Tpera crenen AV-6nok

- CHHApoM Ha O0JTHHA CHHYCOB Bh3el (sick sinus syndrome)

- CuHoaTtpuanen 610k

~ bpanukapans (nync B nokoii non 50 ynapa/MuHyTa NpeaH 3aNI0YBAHE HA ICYEHHETO)
— XunoroHus (CUCTONHO HAIAraHe No-Hucko ot 90 mmHg)

- Anunosa

— bponxnanHa xuneppeakTHRHOCT (Hanp. OpOHXHaJIHA acTMA)

— Hanpennanu cranun Ha HapyuieHHs B nepudepHata nepdysus

- Ennorpemenen npuemM Ha MAQO-A naxudburopu

HMHTpaBeHO3HOTO NPHIOKEHHE Ha KalllHEBH aHTAarOHUCTH OT THIIA HA BepanaMMil A AUIITHAZEM HIIHA
APYTHd aHTHAPUTMHLIM (KATO Hamp. AU3OTIPAMHA) € NPOTUBOIIOKAa3aHO MPH NALMEHTH, KOUTO Ce
nexysaT ¢ Kopeuron 50/100 mg (¢ uzkmoueHre Ha HHTEH3UBHUATE CITy4aH).

4.4 Chnennannu npeaynpexacHHsa H NPeANASHA MEPKH NpH YIoTpeda

H3ucksa ce ocobero BHHMaTemHO HabnoaeHHe OT ¢cTpaHa Ha JieKap NpH:

- NbpRa ¢TeneH AV—-0110K;

- nHabeTULIU ChC 3HAYMTENHH KoeOanus B HHBOTO Ha KpbBHATa 3axap (ThH KaTo ¢a Bb3MOKHH
TENKKH XHMOTTIMKEMHYHH CbCTOSHNA);

- NPOABKUTENHO CTPUKTHO I1ayBaHE H TEXKO (PH3MUECKO HATOBapBaHe (Thil KaTo ca
BBE3MOXKHM TEKKH XUNIOTTMKEMMYHU CECTOAHMA ),

- NALMEHTH ¢ (PEOXPOMOLIUTOM {TYMOp Ha HanowsOpeunara meayna) (Kopeuron 50/100 mg ce
npuiara caMmo ciel npeasapuresina andga-oaokana);

- NalLMEHTH ¢ HapylieHa YepHoipodna GpyHkLms (BX. Touka 4.2).

B nsonupanu cnyvau, 6eTa-penentopHiaTe O10KEpH MOTAT ia YCKOPAT pasBUTHUETO HA TICOPHA3NC, A
060CTpAT CUMNITOMHUTE Ha TOBA 3a0oNaBaHe WIH Ja IPUHUHAT NcopHazononobeH exzanTteM. bera-
peuenTopuure 61oxepu TpabBa Aa ce NPEANMCBAT NPU NanMeHTH C JaHHHU 3a ICOPHA3HC B JIMYHATA W
(pamunHaTa aHaMHe3a caMo ¢liel BHUMAaTe/IHA NpeneHKa Ha ChOTHOUWEHHETO NON3a/PUCK.

Beta-6ioxepuTe MOraT 1a 3aCH/IAT YYBCTBHTENHOCTTa KbM AJIEPFEHH H TEXECTTA HA
aHaunakTHuHuTe peakumu. Ero 3auto ca HeoOX0AMMH CTPHKTHH MOKA3aHUA TIPH NALKEHTH C
aHaMHE3a 33 TEKKH PeakLUMH Ha CBPBXYYBCTBHTEIHOCT M IIPY MALMEHTH HA IECEHCHONIM3Hpallla
Tepanya (ONacHOCT OT TEXKW aHA(PHUIAKTUUHH peakLMH).

Kopeuton 50/100 mg Moske xa MacKHpa CUMNITOMMTE Ha THPEOTOKCUKO3A.
[IpenynpenyrenHuTe CHMNTOMM Ha XKIIOTIHKeMHS (0COOEHO TaxXHKapAUg U TpeMOp) Morar aa 6baar

mackupaHi. [Ipn Texka 6L0peuHa HerocTaTbuHocT Kopeuron 50/100 mg Tpadsa na ce nanonssa
caMo clie/l MOAX0AALI0 NpochesBaHe Ha 0L0peunara PyHKLHA.

Tpﬂﬁaa Aa CC HMa MpEABKA BE3IMOKHOCTTZ 3a HaMalIIBaHE Ha CBJISCHCTO B C.le‘-lﬂﬁ H4d Y
KOHTAKTHH JICLIHA.




Ynorpebata Ha Kopsuron 50/100 mg moxke f1a nopeae 0 NONOXKHTENHH PE3YNTATH Ha KOMUHT -
TectoBe. He € Bb3MOXKHO Aa ce peaBHAM €(eKTHLT BHPXY 3APaBETO NPH 310YNOTpeda ¢
Kopauron 50/100 mg 3a JONMMHI LeAH; HE MOXKE 12 C€ H3KJTHOUBA PUCK 3a 31PaBeTo.

Tozu npoAYKT chbabpika naxkTo3a. IlauMeHTH ¢ paaKka HaceACTBeHa HEMOHOCHMOCT KBM raJjlaKTo3a,
AebUIUT Ha JaKkTa3a UM ManabcopOLMs Ha IMIOKo3a-ranakTosa He TpAOBa 1a MpHeMaT TO3H
TIEKapCTBEH [IPOAYKT.

[lenuaTpyuyHa nonynauys |
JNeuenue ¢ Kopsuron 50/100 mg He ce npenoprhuRa rnipH Aelia U FOHOMM, ThH KaTo 6€30nacHOCTTa H

epukacaocTTa Ha Kopeuron 50/100 mg npu aeua H IOHOIM HE ¢a YCTAHOBCHHU.
Jluncear naHHH.

4.5 BiaumojaeiicTBHe ¢ APYrH JIEKapCTBEHH NPOAYKTH H APYFH GOpMM HA B3auMOACHCTBHE

Tpabea na ce uMat npeaABHA CISOHKUTE B3AUMOAEHCTBHS MeXAY TE€3H H JPYTH JICKAPCTBEHY
NPONYKTH:

MeTonponon NoYTH H3LAI0 ce MeTabonH3npa B UepHUs Apob ypes eH3HMHTE Ha CUCTEMATa LIMTOXPOM
P450 (ocHoBHO upes H3oeHzumMa CYP2D6) (k. Touka 5.2). [Topanu Tasu npyMyvHa ruiasMeHnTe HHBa
Ha METONPOJION MOXKe [a C€ TIOBHILAT NPH eTHOBpeMeHHaTa ynorpeda Ha CYP2D6-unaxuburopaiiu
cyOcTpaTH M Ja ce NOHWKaT npH ynorpedara Ha CYP2D6-unayuMpainy akTHBHM BeltecTBa. ETo
3a110, MHxHOUTOpUTe N nEaykTopuTe Ha CYP2D6 Tpabea na ce npunarat eAHOBPEMEHHO €
METONPOJIO CAMO C MOBHILIEHO BHUMAHUE.

. HaeecTHn nuxuburopu Ha CYP2D6 ¢ KNIMHWYHO 3HAYEHUE Ca:
— AHTUAENIPECAHTH KaTO QIYOKCETHH, NAPOKCETHH WK OYNIPOIYIOH
- AHTUINICUXOTULIA KaTO THOPHIa3UH
- AHTHAPUTMHYHH JIEKapCTRa KaTO XMHUAMH WITH nporadeHoH
— AHTHBUPYCHM NIEKAPCTBA KATO PHTOHABUD
— AHTUXHCTAMHHM KATO AMpEHXUApaMHNH

— AHTHMANAPHRHH BENIECTBA KATO XUAPOKCHXJIOPOKBHH WIH XHHHUH
— aHTAMHKOTHIIH KaTo TepOrHadrH
— H,-peuenTopHy aHTaroOHMCTH KaTo LHHMETUAUH

. H3pecThu uHayKTopu Ha CYP2D6 ca:
— Pudamnuuun
- JIeKCAMETA30H

Ilpu ennospeMeHHaTa ynotpeta Ha Kopexron 50/100 mg 1 WHCYITUH MU NEpopanHy aHTUAHA0ETHH
CpeAcTBa, NEHCTBUETO Ha NOCHESAHMTE MOXKE Ja ce 3acHNM UM yawsmku. Ilpeaynpenurenyvre
CUMIITOMH Ha XHMIIOTJIHKEMHATA, OCOOCHO TaXUKApINS N TPEMOP, Ca MaCKMPaHH HIIH HAMAJICHH.
3aToBa € HeoOX0AWM peIoBeH KOHTPOJ1 Ha HUBATa Ha KPbBHATA 3axap.

[1pu enHoppeMennara ynorpeba Ha Kopeuron 50/100 mg v TpUUMKIHYHH AHTHAENPECAHTH,
H6apOuTypaTH, PEeHOTHA3UHHN, HUTPOTTIMLIEPYH, KaKTO W ANYPETULIH, BA30UNATATOPH K APYTH
AHTHXHIEPTEH3UBHH JIEKAPCTBA, MOXKE J1a HACTENH NO-TOJNAMO NOHW)KEHUE Ha KPBBHOTO HanAraHe.

[Ipu epHoRpeMeHHaTa ynorpeda Ha Kopsuton 50/100 mg ¥ kanuMeBy aHTarOHUCTH OT I'pynara Ha
HUDEIUNTHHA, MOXKE 114 HACTBIAH NO-rONAMO NOHMXKEHHE HAa KPLBHOTO HAMSIraHe U B M30JIMpaHU
Clyyad Jia Bp3HHKHE ChpJieuHa HeA0CTATHYHOCT.

Kapanonenpecusuure edextn Ha Kopsuron 50/100 mg 1 aHTHAPpUTMHYHHTE CPEACTBA A
ANIMTUBHH,




I[Ipn ennoepemenHara ynotpeda na Kopsuron 50/100 mg v kanuveBs aHTaroHMCTH OT THNIA Ha
BepanaMui 1 AWITHA3EM HITH APYTH AHTHAPUTMHLM (KaTO HAMp. IM30NpPaMU) ¢e H3UCKBA
BHUMATEIHO MPOCAEAABAHE Ha MAUHEHTUTE, Thil KATO MOTaT Ja HACTBIAT XUIOTOHNHA, OpaiuKapaus
WK APYTH apUTMHHU.

[Ipu eanospemennara ynotpe6a Ha Kopearon 50/100 mg 1 cbpaeunH TIIMKO3UAN, pe3epIInH, alda-
METHIAONA, ryaHaliH WIH KIOHUAMH, MOXE J1a HACTBITU NO-TONEMO TIOHWXKEHHE Ha ChpacUHaTa
YeCcTOTa MM 3a0aBsHE Ha NPOBOAUMOCTTA.

KpBBHOTO HajisraHe Moxke CUITHO JA ce IIOBHIIY NPH BHE3AITHO CNIMPaHe Ha KIIOHUWAMH, KOTaTo TOH ce
ynoTpebaea enHoBpeMmeHHO ¢ Kopurton 50/100 mg. CneaopatenHo KIOHMAHH TpaOBa aa ce
NpeycTaHOBH CaMo ako npuiokeHueTo Ha Kopeuron 50/100 mg e cnpaHo HAKOIKO JHH 10-PaHoO.
Cnen ToBa KIIOHHAWH MOXe f1a OB1€ NpeyCcTaHOBEH NOcTeNeHHO (BX. KpaTka XapakTepHCcTHKa Ha
IPOJAYKTA HA KIOHHAHH).

IIpu exnoBpemeHnarta ynorpeba Ha Kopeuton 50/100 mg »n nopaapeHanyy, aapeHaluH 1 ApyTH
CUMNATHKOMHUMETHYHH BelllecTBa (Hanp. TaKKMBa, KOMTO C€ ChIABPKAT B NEKApCTBa MPOTUB KaLlIHLIA,
KalKHTe 32 HOC U OYH), € Bb3MOMKHO 3HAYHTEIHO NMOBHUILEHUE Ha KPHBHOTO HaJIAraHe.

1o Bpeme Ha neuennero ¢ Kopeuron 50/100 mg Moxxe 1a HACTBHIIM MOHHAKEH OTTOBOP KBM aJIpeHANNH
B 1034, KOUTO HOPMAITHO C€ yNoTpeOaBaT 3a JIcUEHHE Ha aeprutHy peakLHu.

[Topagu BE3MOKHATA CHITHO H3Pa3e€Ha XHUIIEPTOHNHA, MOHOaMHHO-OKkcuAasHuTe (MAQO) uHxuburopH He
TpabOBa xa ce B3eMar 3aeaHo ¢ Kopsuron 50/100 mg.

Hnpgomeraimn 1 pudaMimnEl Morar Aa Hamanst edekxra Ha Kopeuron 50 mg/100 mg.
EdexTsT Ha Kopsuron 50/100 mg Moxke aa ¢e 3acHnM OT LUMETUIUH.
Kopeuton 50/100 mg Moxke na HaMalnH €KCKPEUUATA Ha JIMQOKAHH.

EnnoepeMmeHHarta ynorpeda na Kopeuron 50/100 mg 1 HapKOTHUYHM BELIECTBA MOXKE J1a ROBEIE N0
[I0-TOJISIMO MOHWXKEHHE HAa KPBBHOTO Hansrane. OTpHLaTeTHOTO MHOTPOTIHO IESUCTBHE HA Te3H JBa
AeKapCTBEHH NPOAYKTa MOKe Aa Obae aJUTHEHO.

HeppoMmyckynaHaTta 6a0kana ot riepudepHn MyCKYJTHH peflaKCaHTH (Hanp. CYKCaMeTOHHMYM,
TyOOKYpapHH) MOXKe J1a C€ 3acHTH oT OnokanaTta Ha Oera-peuentopure oT Kopeuron 50/100 mg.

B cnywaii, ue He e BB3IMOXKHO Aa ce cnpe ynoTpe6ata Ha Kopeuron 50/100 mg npeau onepaumu ¢
o0u1a aHeCTe3MA MIIH Npeau ynoTpeda Ha nepudepHr MYCKYITHH PEeIaKCaHTH, aHECTE3HONOTBT TpAOBa
na ce uHpopMupa 3a nevedrero ¢ Kopsuron 50/100 mg.

4.6 @epruHauTeT, OPEMEHHOCT H KbpMeHe

bpeMeHHOCT

Metonponon Tpabea na ce ynorpebapa npu DpeMeHHOCT caMmo ciie] WaTeHa npeleHKa Ha
CbOTHOLIEHHETO NO/3a/pUCK, ThH KaTO JOCEra HAMA A0CTaTbuHO N00pe NOKYMEHTHPAHH NPOyUBaHUA
3a ynorpedarta npu OpeMEHHH KEHM.

Mertonponon He Noka3Ba TEPATOreHHU €(PeKTH NPH EKCIIEPUMEHTH C XXKMBOTHH (BXK. TOUKa 3.3).
Meronposnon npeMHHaBa MaleHTaTa # MOXKe Ja Joeeae A0 OpaaMKkapaus, XUIMOTOHUA H
XUNOTAUKEMUSA Ha NNoaa.

beta-bnokepure HamanaBaT nepdy3HATa Ha I1ALEHTATA, KOETO MOXKE J1a AOBEE JI0 MPEKASBPEMEHHO
paskaHe MITH 10 HHTpayTepUHHAa CMBPT Ha Nnoaa. Cnel pask1aHeTo pHCKBT OT ChpeHHH H

MCTOIIPOJIOJ, CE€ YBEIIHYARA,




Jleuennero ¢ Kopsuron 50/100 mg Tpadea na 6vae cnpsano 48-72 uaca npead oyakBaHaTa AaTa Ha
paKAaHETO. AKO TOBA HE € Bb3MOKHO, HOBOPOIAEHHTE TpaOBa na Ob1AT BHUMATENHO NPOCIEAIBaHHA
npe3 obpBUTe 48-72 uaca cnes paxaaHeTO 33 CHMIITOMH Ha OeTa-6nokana.

Kepmene
Meronponon npeMMHaBa B MAaHYHHOTO MIIAKO. B KbpMaTa METONPOnon AOCTHIa KOHLUEHTPALHS, TPH

MHTH NIO-BHCOKA OT CEPYMHATA KOHLIEHTpallHA, H3MepeHa npu MaiikaTta. Bropeku ye He ce oyakBa
MOsIBa HA HEeXKENAHU JICKAPCTBEHH PEaKIUH TTPY T€PANeBTUYHH KOHUEHTpAaLMH (M3KII0YeHHe ca
6aBHUTE MeTabONIN3aTOPH), €CTECTBEHO XPaHEHHTE KEpMaveTara TpA0Ba Aa ce Habmoaasar 3a
CHMIITOMH Ha OeTa-Onokaga. 3a Aa ¢e NOATEPKA HUCKA KOHLIEHTPALHA Ha aKTHBHOTO BELIECTBO B
KbpMaTa, KbpMeHeTo TpabBa Aa ce n3bsrea Ao 3-4 yaca ciieA NpUEM Ha NEKapCTBOTO.

PepTUNNTET

[IpoyuBaHug 3a penpoOAYKTHBHOCT MPH TUTBXOBE, HA KOUTO € NpHarad METONPOION TapTapaT B NO3H
o0 55,5 I’bTH N0-BUCOKK OT MaKCHUMaNHaTa [IpenopbyruTeNHa A03a IPKH Xopa, He MoKa3saT
JOKa3aTeNICTBA 33 HAPYIUEH PepTHAHTET. BRIIpeku TOBA B peAKH ClIy4aH METOIPOION € TIPHUMHHI
Oonect Ha [lelipoHH nMpH MbKe.

4,7 EdexTn BbpXY cnocofHOCTTA 32 modpupane H paboTa ¢ MAIIHHH

PaznuyHu peakuuy (HarpuMep YMOpa B 3aMasHOCT, BX. TOYKa 4.8), KOHTO MOXe Ia Bb3HUKHAT
HHAWBHAYAJIHO, MOTAT Ja IPOMEHAT J0 TaKaBa CTEMEH BPEMETO 32 peakliii, Ye a ¢ HapyluH
cniocobHOCTTA 2a modHpane, 3a pafoTa ¢ MalEHK UK padoTta Oe3 ctabuwiHa ornopa Ha Kpakara, Tosa
ce OTHACA B TOJIAMA CTETEH TIPH 3arI0YBaHE HA IEUEHUETO, TIPH MOBHIIABAHE Ha A03aTa HIM CMAHA Ha
POYKTA U NPH KOMOMHANA ¢ AJIKOXOJ,

4.8 HexXenann NeKAPCTBEHH PEAKIHH

CnaeQHMTE 4eCTOTH Cce B3EMAT KaTO OCHOBA [IPH OLICHABAHE HCKEIIAHA PeaKLHH.

Muoro uectit:

> 1/10

Yectu: =>1/100 < 1/10
HeuecTH: >1/1 000 < 1/100
Penxu: > 1/10 000 < 1/1 000

Mmnoro peaxu:
Hewzsecrna yecrora:

< 1/10 600

He MOXe Aa Obae onpeeneHa oT HallMUHaTa HHpOpMaLH

Muoro | Uectn | Heuectu Penku MHoro peaxu HewuseecTHa
YeCTH YeCTOTA
HapyuieHus Ha TpoMbouuTOnEHNA,
KpbBTa H JTEBKOIEHMS
nuMmdpnara
CHCTEMA
Hapywenus na AneprudeH pUHAT
MMyHHATa
CHCTEMA
Hapymenns na 3axapen anaber, Xunornuxkemus'
MeTabonnsmMa u BJIOLIIABAHE HA
XPaHEHETO 3axapeH AHaber
[Teuxuynu Hernpecus, JInynocTtHO
HapYLIEHUS KOLIMAPH, pazCcTpORCTBO,
HapyLI€HUs B NPOMSHA B
CBHA, BACTPOEHHUETO,
XanoHHaUNH pexoaHa 3a
H4 naMeTTa
Hapyuienud Ha 3aMaaHOCT, |




HepBHaTa rnasobonue,
CHUCTEMA of’bpKaHoOCT,
3aCHICHN
CLHOBHIICHUA,
napecTe3ns
Hapywenns na KOHIOHKTHBYT, Hapywienne Ha
OUUTE HaManeHo 3pEeHHETO
CHJI300THACIISIHE
Hapymenns na Hapyinenue Ha
YXOTO U CNyxa, THHUT
nabupHHTa
Crpaeunu [TannuTanyu, Bnowasane na
HapyLIEHUA Opagnkapam, AHIHHA TIEKTOPHC
HapylUi€HHA B
NPOBOAUMOCTTA,
BJIOLLIABAHE HA
ChpACYHA
HEeOCTATBYHOCT,
nepudepeH oToK
Cpi0BH CryneHuHa B XHNoTOHUA, Bnomagane Ha
HAPYLIEHHA KpaHHHLATE CHHKOII CUHAPOM HAa
Peiino’
PecnimpatopHn, 3anyx npu Pecninpartopen
I'pbIHH H YCHIIHE aucTpec?
MEAHACTHHAIIH
¥ HapylleHns
Cromauso- ["ancHe, CyxoTta B ycrara
YpEBHH NOBPBIIAHE,
HapyLUeHUs KOpPEMHA
DOoJIKa,
KOHCTHHALHNS,
auapus
Xenaro- Xenarur
OunuapHH
HAPYIIEHHS
Hapyumenus Ha Ilorene, IIcopuasuc,
KoXaTa 1 anepruiHa BJIOUIABAHE HA
NOAKOKHATA KOXKHA PeaKLis ncopuasuc,
TbKaH (3auepBiBaHe, ncopuasornoaoden
cepbex, obpus, anoneuus
CK3aHTEM,
(pOTOYYBCTBH-
TEJTHOCT)
HapymeHnus na Myckynna MonoapTpHT,
MYCKYJTHO- cnabocr, MOJIMAPTPUT
CKeNeTHaTa MYCKYJTHH
CHCTEMA U KpaMIlH
CHEAVHHUTENHAT
a TbKaH

Hapymenus Ha

Bnoniasase Ha

OBOpeunTe 1 616peuna
TIHKOUYHHTE HEAOCTAThYH
NbTHILA

Hapyluenns Ha HapyweHns




BB3MPOH3BOANT JIHOUA0TO,

eJiHaTa EpPEKTUNIHA

CHCTEMA U AUChHyHKLHS,

robpaarta donecTt Ha
[Teiiponm

Obmu YmMmopa

HapYIICHUA 1

eheKTH Ha

MACTOTO Ha

NPUIIONKEHHE

H3cnensanns IloBuiurapaHe Ha ITonwxaBane Ha

TErJIoTO,
MIOBMINABAHE HA

ITBTHOCTTA HA
JIMITOINIPOTEHHHTE

HHBATa Ha IloBHilleHN HUBA
acnaprar- Ha
aMHMHOTpaHc(epa- | TPUITTHUSPHAUTE
3a, MOBHILIABAHE HA | B KPbBTA

HUBATa Ha aJlaHHH-
aMHHOTpaHchepasza

! Cnien npoasiekuTENHO, CTPHKTHO IMIAAYBaHEe HIH TEXKO (H3HYECKO HATOBAPBAHE MOKE JIA CE
MNOABAT CHCTOSAHHA HA XMIOIMKEMHSA IIPH CHITbTCTRAIN npueM Ha Kopauton 50/100 mg

? Tosa cBIIO ce OTHACS 32 Apyrd GopMH Ha neprdepHy nepdy3HOHHH HAPYLIEHHA

3 KaTo pe3y/Tar oT BEpOSTHO yBe/IMYaBAHE HA PE3HCTCHTHOCTTA Ha AMXATEHHTE NbTHIIA, MOXKe 2
BL3HHKHE PECIIMPATOPEH AUCTPEC TIPH NALUEHTH, NpeapasnoIoKeHd KM OPOHXOCNaCTHYHY peakiH
(no-crienianHo o0CTPYKTHBHH 3a00NABaHNUA HA IKXATEIHUTE NbTHULLA)

Crobinasane Ha NOQO3NPAHH HEXENTAHW PEAKIIMH |
CrofllapaHeTo Ha MOAOZHPAHHA HEeXKEeNaHH PeakLMH Clel paspeliaBaHe 3a ynotpeba Ha nekapCTBEHUA

NPOAYKT € BakHO. ToBa 1038014BA [1a MPOABIKA HAOMOASHHETO HAa CHOTHOLIEHHETO MMON3a/PUCK 32
NeKapCcTBeHUA NMPOAYKT. OT MEIMIHHCKHTE CTICIHATHCTH C€ H3WCKBA Aa Chob11aBaT Bcaka
NoACg3UpaHa HeXKellaHa peaklidd Ype3 HallMOHANHA CUCTEMA 3a CHOOIABAHE:!

WM3nbAHKTENHA areHIMs 1o 1EKapCTRATA
yi. ,,Jlaman I'pyes” Ne 8
1303 Codus

Ten.: +35 928903417
yebcaliT: www,bda.bg

4.9 Ilpenosupane

a) CHMOTOMH Ha NIPeAO3UpAHE

B 3aBHCHUMOCT OT CTeNeHTa Ha HHTOKCHKALIMA KITMHHYHATA KApTHHA CE XapaKTepH3Hpa INIaBHO CBC
CHUMIITOMH Ha ChPJCYHO-CHJ0OBATA H LIEHTPATHATA HEPBHA cHCTeMH. TIpenosupaneTo Moxe na
NpAYMHH TEXKKa XUMIOTOHHUA, OpaanKapaus, CTHTAliA N0 ChPACUEH apecT, ChpASYHA HEAOCTATHYHOCT U
KapAuoreHeH oK. Morar ga HacThIAT M 3aTPYAHEHHs B AMlLIaHETO, OpOHXOCNa3bM, NOBPbIIAHE,
HapyLIeHUs Ha Cb3HAHHWETO, B OTAC/IHH CYYaH U FreHePAIU3HPaRU I'bEPUYOBE.

0) TepaneRTHYHY MEPKK NIPH NMpeio3npaHe

Jleuenuero ¢ Kopeuton 50/100 mg tpa6sa na 6pae npexpaTeHo IpH NMpeao3HpaHe Ui
3710Ka4ECTBEHO NNOHWKEHKE Ha ChPAEYHATA Y€CTOTa WK KPbBHOTO HANIAraHe.
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‘B nonsnneHue kbM 001IMTE MEPKH 32 ENTUMKBHHPAHE HAa TOKCUHHTE TPSOBa 1a c€ MOHATOPHPAT
XKH3HEHHUTE M0KA3aTeNH B YCIOBHATA HA MHTCH3HBHHA OTAENEHHUS M aKO € HeoOX0oAuMO a ce
Kopurupar. CleHATE MEIMKaMEHTH MOTaT 1a ¢€ AaBaT KaTO aHTHAOTH!

ATpOIMH: 0,5-2 mg boayc HHTPABEHO3ZHO
['nokarou: nMspBOHaYanHo 1-10 mg UHTpaBeHO3HO
B MOCeACTBHE 2-2,5 mg/uac KaTo NpOABKUTEIHA HHPY3MS

CHMNaTHKOMHMETHLM B 3aBHCHMOCT OT TEJIIECHOTO TErjio M BCIIEKTEI: HOITaMHH, I.I,OﬁYI‘ﬂMHH,
H3O0MPCHAJIHH, OPLHIIPECHANHH KITH aApEHaJIHH.

[Tpu pedpakrepna 6pagukapausa Moxke Ja ce NPUIIOKH BpeMEHEH NEHCMEHKDP.

IIpu 6poHxocnasbM MOTaT Aa ce JaBaT [32-CHMIATHKOMHMETHLH Mol ¢opMaTa Ha aepo30i (Chilo U
HHTPABEHO3HO, aKO HAMA AOCTaTh4¢H €()EKT) HAH aMMHOQWIHH HHTPABEHO3HO.

baBHOTO MHTpPaBEHO3HO NPHIOKEHHUE HA AHA3ETIAM CE NPeNnopbyuBa NPH reHEPaIH3HPAHH
KOHBYJICHBHH ChHCTOAHHA.

5. PAPMAKOJOI'MYHHA CBOMCTBA
3.1 dPapmaxkoaAMHAMHYHH CBOHCTBA

MapmakoTepaneBTHUHA rpyna: 6eTa-agpeHopellenTOPHH aHTarOHHUCTH, CEJIEKTUBHH
ATC kon: CO7A B02

- Metonponon e cnabo munoduneH 6era-peuerrroped 6mokep ¢ 31-CeNEKTHBHOCT
(kapnMoOceneKTHBHOCT) 6e3 BbTpelllHa CHMIIATHKOMMMETHYHA akTHBHOCT (ISA) U camo ¢ Jek
MeMOpanocTabunusmpail edexr. |

B 3aBHCHMOCT OT cTeneHTa Ha CHMNATHKOTOHMATA, BELECTBOTO MOHWKABA YECTOTaTa
KOHTPaKTWIMTETA Ha ChpPLETO, CKOPOCTTA HA AV-NIPpOBOAUMOCTTA U PEHHHOBATA AKTUBHOCT B
miasMata. Ipn nHxHGHpaHeTo Ha [2-pelienTOpHTE METONPOIION MOsKE Ja NIPEAH3BHKA NOBHINIEHHE Ha
TOHYCA Ha IN1ajikaTa MycKyJaTypa.

5.2 @PapMakOKMHEeTHYHH CBOHcTBA

Abcopbums

Cnen nepopaneH npueM METONpoaoa ce pezopbupa NoyTH HanbaHO (Mpuou3uTenHo 95 %) B
CTOMALLUHO-YpEeBHUA TpakT. Thil KATO € NOIoKeH Ha u3paseH first-pass meTabonu3bM, HerosaTa
CHCTEMHa HAJIMYHOCT Bb3JHM3a caMo Ha okono 50 %. MakcuMallHHTE NNa3MeHH HABA C€ JOCTUTAT
ciien 1,5-2 yaca.

Pasnpenenesue
CRBp3BaHETO C IJIA3MEHHTE NPOTEUHH € 0KoJIo 12 %; OTHOCHTENHRAT 00EM Ha paslpeiefieHHE €
5,6 Vkg.

buoTpaHchopMaLus

MeTtonponon ce MeTabonu3npa OKCHAATHBHO NOYTH HANTBIHO B YEPHHA Apo0, NPeNHMHO upe3

cucremara uuToXpoM P450 (ocobeno upes nzoeHsum CYP2D6). [Iga oT TpuTe OCHOBHH METabONMUTA
nokassar cnabu 6era-610kupaiiy cBOHCTBA, HO HE ca OT KIMHHYHO 3HaYeHHe, ChlecTByBa
3HAUMTEIIHA €THHYECKA pa3IMKa OTHOCHO uecToTara Ha 6aBHH MeTabonuzatopH. YecTe:
MeTaboau3aTopy € oxoi10 7 % npH KaBkaskara paca, Ho camMo <1 % npH opHEHTaNgS
IIpu nauuenTy ¢ 6aBen metabonnzbm upe3 CYP2D6 nnasmeHaTa KOHLEHTpalus
MOXe Aa ObAe HAKOJIKO ITbTH MO-BUCOKA B CPABHEHHE C TIALMECHTH ¢ HOPMAaneH METZR
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CYP2D6. Bonpekn toBa, CYP2D6-3aBUCHUMUAT MeTA00AN3BM Ha METOTIPOJION HAMA HIH MMa MHOTO
MaJIKO BJIHAHHE 3a 6e3011aCHOCTTA H NOHOCUMOCTTa Ha aKTUBHOTO BELLUECTBO.

[Tpu HanuuueTo Ha YepHOAPOOHA LIMPO3a CE€ OYAKBAT NMOBHIIEHH NIIa3MEHU HUBa HA HETIPOMEHEH
METOIIPOJION NOPAaJAHA NOHMKEHATA CKOPOCT Ha MeTabO/In3upaKe.

EnuMuHupaHe
MeTonponon 1 HeroBHTe MeTaboNKTH ce n3npyraT npe3 6p0penuTe B OKOM0 95 %, karo ot Tax 10 %
ca HEMPOMEHEHH. BpeMeTo Ha nony:KHBOT Ha metoprolol e 3-5 vaca.

5.3 IlpeakauHuusH JaHHH 32 0€30NACHOCT

Ocmpa moxcuunocm
Bk. Touka 4.9 IIpeno3upate

APOHUYRA MOKCUYHOCIN
H3cnenpanysra HA XpOHMYHATA TOKCHMHOCT BBPXY PA3JIHYHH )KMBOTHHCKH BUOBE HE 1aBaT AJaHHH 3a
Nnpean3BHKaHH OT BCIICCTBOTO TOKCHYHHA Bd)ﬂ](TH.

Mymazenen u mymopozenen nomenyuan
Pezynrature oT M3MHTBAHMATA 32 KAHLEPOreHHOCT NPH TUTBXOBE H MHILLKH He Ipeanonaratr

TYMOPOT€HEH MOTeHLMAaN.

C MCETONPONGA HEe Ca NPOBCKAAHN CKCTCH3IHWBHH NPOYYBAHHA 332 MYTAarcHHOCT, NTPEAXOAHH
H3CNCOBaAHHA HC JABAT NAHHH 34 MYTarcHCH NnoTCHIHUAIL

Penpodyxmuena moxcuunocm
IlpenxnuHHYHUTE AaHHU OT OOMUAHHHTE IIPOYUYBAHHA 34 MYTAr€HHOCT H KaHLICPOIe€HHOCT He

nokasear yBpexaan edekT npH xopa. M3cneapanvsara BbpXy ABa JKUBOTHHCKH BHUAA (TUIBXOBE H
3alLM) HE NABAT JAHHH 34 TEPATON¢HHM CBOKWCTBA HAa METOMPOIOI.

6. PAPMAIREBTUYHH JAHHU

6.1 Cnucbk HA DOMOITHHETE BelXeCTBRA
JlakTo3a MOoHOXHApaT

IToruaon K-30

Kpockapmenosa Harpnii

Marnesunes creapat (Ph. Eur.) [pacTurteneH]
Tank

Konounen Ge3poieH CHINLIBEB THOKCHI
0.2 HecbBMECTHMOCTH

He ca H3BecTHU 00 MOMEHTA.

6.3 Cpok Ha rogHOCT

3 roorHH.

6.4 ChnennajnH yc/IOBHSl HA CbhbXpaHeHHE

Zla ce cexpansea nog 25°C.
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6.5 Buan chanpKaHne HA ONAKOBKATA

bnncrep, n3paboTteH oT rpospayvel TBbpa PVC M, 3anevaTtan ¢ atyMHHHEBO $ONHO.
Opurunansu onakoeki ¢ 30, 50 u 100 Tabnetkn

He BcuyakH roneMHHH Ha ONAKOBKATA MOXE Ad Ca HAJITMYHY Ha rasapa.

7. TIPHTEXATEJ HA PABPEIIEHHETO 3A YHHOTPEBA
Berlin-Chemie AG (Menarini Group)

Glienicker Weg 125
12489 Berlin

['epmanus

8. HOMEP(A) HA PASPEILIEHHETO 3A YIIOTPEBA

Kopsuron 50 mg Per. Ne 9600034

Kopsuron 100 mg Per., Ne 9600033

9. JATA HA IIBPBO PA3PEINABAHE/MIOJHOBABAHE HA PASPEHNIEHHETO 3A
YIIOTPEBA

Jara Ha mepBo paszpewasade: 04.04.1996 r.

HMaTa Ha nocnenso noauosasane: 02.08.2007 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Maii, 2018 r.
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