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Cyxmanpon 95 mg TabeTKR ¢ YIBIKREHO ocnoﬁomnanane
Succiprol 95 mg prolonged-release tablets

METONpONICAOB cyKimHAT (metoprolol succinate)

HpodereTe BHAMATE/INO NUNATS JHCTOBKA, BPE/IH a2 3aN04HETE 13 NPHEMATE TOBA JIEKAPCTBO,
Thi KaTO TH CHAbLPXA BAKAA 33 Bac Badopmannu.

3anaszeTe a3y AuCTOBKA. MOoXe Jja HMaTe HyX/a 1a A MPOYETETE OTHOBO.

Axo ¥Mate HAKAKBH JOITEIHATE/THH BHIPOCH, NonuTaiTe Baning nekap win gapmariesT.

Tosa nexkapcTBo € npeamucalo NH4HO Ha Bac. He ro mpeotcTenBaiime Ha Apyru xopa. To Moxe
Ra HM HABDEIH, HE3aBHCHMO 1€ MPH3HALIATE HA TAXHOTO 2a00NsuBane ca ChIIMTE KaTo Bamure.
AKO MONyYHTe HAKAKBH HEXeNaHH peakLyH, YeeaoMere Bammma nekap win ¢gapmanest. Tosa

BKTIOYBA M BCHYKM BE3MOXKHH HEKEJIAHH PEaKIUH, HEONHCAHH B TA3M THCTOBKA. BrokTe
TOYKa 4.

Kakso ¢cbabpika TA3H JHCTOBKA

A o e

1.

Kaxso npeactasnasa CyKIMIIpON H 3@ KaKBO C€ H3IOII3Ba
Kakro tpabea na snaere, npenn aa npremMere Cykipunpon
Kak na npuemare Cyxummpon

B13MOKHE HEXENAHH PCaKIHH

Kak na cexpanseare Cykuunpon
CahABpkaHHe Ha ONaKOBKATA H AOITBIHMTENHA HHpOpMALHsS

Kakpo npeacrasiasa CYKOENPOJ H 33 KAKBO Ce H3INOJ3BA

MeTonpoJCAOBHAT CYKIMHAT, AKTHRHOTO BelecTBO Ha CYKUHIPOI, PHHARSKH KEM IPYNa
JIEKapCcTBa, HAPEYEHH CENIEKTHRHH GeTa-perienrTopHy ONIOKEpH, KOHTO AeHCTRAT NPEIHMHO BBPXY
cbpuero. ToBa NekapeTBO NOBMHABA OTrOBOPA HA OPraHW3Ma Ha HAKOH HEPBHM CHTHAIH, 0c00EHO B
cEpLETO. B pe3ynraT To HaManaBa KPBEBHOTO HANIArAHE U [IOBHINABA H3NOMIBAINATA CHIIA HA CHPIETO.

Cykunnpon Ce H3MOJ3B4a 3a

Heila H IOHOINY Ha BBE3pacT 6-18 ronunu

3a neweHNe Ha BUCOKO KPBBHO HalATaHe (XHMNEPTOHNA)

DE/H{1386/001-004/1B/018

JleYeHHE Ha BUCOKO KPbBHO HAIATAHE;

nedeHne Ha ciabo KpbBocHaGaABaHe Ha KOPOHAPHUTE apTCPHH (KOPOHAPHA ChP/eTHA
Gonect, CTeHOKapIu);

nedeHHe Ha Obp3HTe QOPMH HA PUTBMHM ChPAEUHH HAPYIICHNS {TAXHKAPAHH apHTMHH),
0c00EHO Te3H ¢ MIPOU3XOA B MPeACHPAMATA {HaKAMEPHN TAXHKAPAHH),
ApefoTBPATABAHE Ha CeABAIN HH(APKT Ha MHOKap/A ClieA MPeaXxoJcH TaKeB (OITbPKAIko
JicUeHHe);

neveHHe Ha HYHKUHOHANHH CHPASUHO-CHIOBH HAPYICHHS;

NIPEAOTBPATABAHE HA MHTPEHa;

JICYCHHE HA JIEKa 10 YMepeHa cTa0BIEa XPOoHHYHA cIa60CT HA CHPAEYHAA MYCKYJI
(cLpAeTHa HEAOCTATHLIHOCT) (C YBpeAcHa QYHKIHA Ha JIABaTa KaMepa) B AOMbIHCHHE
KbM CTAHJAPTHO JleTIeHHAe.




2. Kaxso TpaGpa pa 3gaere, npexn ga npueMere CyknHnpon

He npuremaiite Cyxnunpon

- 3KO CTe a/IepruiiH KbM METORPO.I0, APYTH HeTa-pelieNmopHE 610KepH HIH KbM HAKOSA OT
OCTaHalIHTE CECTABKH HA TOBA JIEKapCTBO (M30POCHH B TOUKa 6)

- aKo HMAaTe onpeAesicHH GOPME HA HApYII¢HHE HA CLPACYHAN PHTHM (BTOPa H TPETA CTENCH
AV 610K, BHCOKOCTENICHEH CHHOATPHANEH OJIOK)

- ako uMaTe 3a6aBena cepaeuna AeiiHoCT (Mynic < 50 yaapa/muHyTa)

- ako OoseyBaTe OT AMCPYAKIAY HA CHHOATPHAJHHES Bh3eJ HA CHPIETO (CHHAPOM Ha
GOJIHHA CHHYCOB BB3€)

- aKO CTC HMalTH HHPKYJIATOPEH KONANC, JH/DKAI C¢ OCCHOBHO HA HEZIOCTATHUHOCT Ha
CBhpAeUHATa PYHKIHA

- axo OoNexyBaTe OT TEXKO HAPYMEHO KpbBoodpalenne B prlieTe W/HIM KpakaTa

- axo Gonenypare OT HATOIOTHYHO HACKO KPHBHO HAJIHNIaNe, T.¢. KOTATO CHCTOIHYHATA
cToiHOCT (TOpHATA CTOMHOCT Ha OTYMTaHe Ha KPHBHOTO HalATaHE) € mo-HUcka or 90 mmHg

- ako GoneAyBaTe OT HENEKYBAH NMPOAYIHpAL] XOPMOHH TYMOp Ha Haa6L0peanaTa xesa
(peoxpomomHTOM)

- aKO HMAaTe BHCOKC HHBO HA KHCEIHHH B KPbBTA, IPUIHHEHO 0T MeTabonnTHA
muchyHKIs :

- akxo Gonepysate or TexKa GopmMa Ha GPOHXHAIHA ACTMA HITH XpOHHYHO OeNoApodHO
3abossBaHe, KOETO NMPABH OPOHXHTE HEMPOXOOHMH

- aKO ce JIEKyBaTe H ¢ HEXHORTOpHE Ha MAQ (JIekapcTBa, H3MOIIBAHH 32 JICUCHHE Ha
JenpecHd, ¢ wakmoderHe Ha MAO-B naxubyropH)

- aKo ce NOZo3HPa HHPAPKT Ba MHOKAPAA H MY/ACHT € NMoj 45 yaapa/MUHYTA, TOpHATA CTOHHOCT
TNIpH OTHYMTaHE Ha KPBBHOTO HamaraHe e < 100 mmHg u uMa onpenenent ¢GopMH Ha HapyLteHHA
HA ChPACTHHA PHTEM

- aKo H3TION3BATE APYTH JIEKAPCTBA 38 NOHMKABARE HA KPLBHOTO HAJIATARE KaTO BepanaMHn
U JHIITHA3EM

- aKO H3MOJI3BaTe ANTHAPATMHYHHE CPEACTBE KATO JH3OMHPaMH]L.

IlaimenTHTe ¢ XpOHHYHA CEPASYHA HENOCTATEYHOCT He TpAOBa Jla MpHEeMaT METOTIPONION:

- ako GonexyBaT oT HecTaOHITHA, IEKOMIICHCHPaHa CBPASYHA HEAOCTATHUHOCT (KOATO MOXE Jja ¢&
MpOSBSABA KATO 3aXbpPiKaHe Ha Te9HOCT B Gemure Apobose, Jiomo KpbBooOpalleHHe WK HUCKO
KPBBHO HAMATAHE), OCBEH KO CHCTOSHHETO He € OHI0 CTabIITH3NpaHO ¢ MEJHKAMEHTO3HO
JiedeHHe;

- aKe NOTy4aBaT HEIIPEKBCHATO HIIH BPEMEHHO JICYEHHE ¢ IEKapCTBa, KOHTO MOBHINABAT
BBE3MOKHOCTHTE Ha NMoMITeHaTa GyHKIIA Ha chpueTo (Hanp. nobyTaMHH);

- aKO HMAT CHCTOJIHYHO (POPHA CTOMHOCT) KPBBHO HANATaHE HenpekbeHato noA 100 mmHg win
HmaT 3abaBeH CEpACYCH pHTEM (ync < 68 yaapa B MHHYTA).

IIpepaynpexaenns B OpeANAIHE MEPKHA

T'oeopete ¢ Banmms nexap wid gapmanerT npeay Aa npHemete CyKUMMpON, aKo HMATe eHH WIH

NioBeYe MPH3HALY WM Pa3sBHETE HAKOH OT T€3H APH3HALM 10 BpEME Ha JIEYeHHETO:

- aKo CTpagaTe oT GPOHIHAIHR ACTMA: METONPOIJION MOXKE 1A BJIOHIH CHMIITOMHTE Ha
6poHxuanHa act™Ma. EdQexThT Ha onpeaeneHu nekapceTsa 3a nedeHHe Ha OPOHXHAIHA aCTMa
Moxke 1a Obae yepeaen. Cykupmpon He TpaOBa Aa ce H3NO3BAT NMPH TEKKH GOpMH Ha
OpoHXHamHa acTMa.

- aKo CTpajaTe OT 3axapeH AHabeT: METONPONION MOXKE [Ia 3aMacCKHPa CUMIITOMMTE HA HHCKH
HHBa Ha KpsBHa 3axap. Heobxomum ¢ peloBeH KOHTPON Ha KPBBHATA 3axap.

- axo HMAaTe Jexa (popMa Ha OnpenencHo HapymieBEAe BA ChPACYHHS PHTHM (/2
ITEPBA CTETICH);

- aKo HMaTe ompejeneH B 601Ka B FBpAHTE (CTCHOKAPIHA) HAPEUEHA CTCHGKS ;
TIpasuMeTan; o

- ako Gonemyrarte OT Jexa HIH yMepeHa jopMa HA HAPYIIEHO KPLBOODP ' '
prleTe/kpaKara;
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- aKO HMaTe BHCOKO KPBBHO HalgraHe nopaid TyMop Ha Baa6nL0peunara Mexyaa
{(eoxpomonurom). [Ipenu H no BpeMe Ha NEYESHHETO ¢ MeTonpooa TpAdha Ja ce H3NOMpa
anda-penenrope Snokep.

- 4K0 HMATC CBPbXAKTHBHR INHTOBRAHS 4UI€33;

- ako Bu npeacTon onepauns: ipeau onepanus TpaOBa Ja yBesOMHTE aHECTE3HOMOra, Ye
npuemere CyKIMIIpOI,;

- aKo crpajare oT HICOPHA3HC;

- aKO HMaTe CKIOHHOCT KbM JIEPIrHYHHA PeaKnHHA. MeTonpoion Moxe Aa NOBHIIH KaKTo
YyBCTBHTEHOCTTA KbM NPESAHIBHKBALLA ATEPrus CheIHHEHH (anepreHH), Taka i TEKECTTa
Ha ocTpaTa 06INa aNepruiHa peaKips.

Hena
EduxacHocTTa M Ge3onacHoCTTa pH fenia < 6 TOAMIEHA BB3PacT He ca uicneapaHH. ClieXOBaTeIHo

CykiMnporn He ce MpeNoprYBa B Ta3H BE3PacToBa rpyna

Apyra nexapcrsa B Cyknanpos
Hudgopmupaitre Bamis nexap win papmauest, ako pHeMaTe, HACKOPO CTe IPHEMANH HIIH €
BB3MOXHO Jia PHEMeTe APYTH JIEKapCTRa.

BaaMaTe1HO MeANNUNCKO HAG/1I0AeANE € HAIOKATENHO, KOraTo CJICAHATE JEKAPCTEA Ce
OpHEMAT ¢XHOBPeMeHHo ¢be CyKuanpon:

- .Tlexapc'rna 3a JIEYEHHE HA HADYIIIEHHA Ha CEPACUHHA PHTEM, KAaTO HANp. KAJIHCBH
AHTarOHHCTH OT BEpANaMMAOE H NHIATHA3CMOB THIT WIH aHTHAPHTMHYHH CPENCTBA OT I knac

(namnp. au3omupamu). He Tpabea na nonyyapare BeparaMiUIOB THII KAJILHEBH aHTATOHHCTH
HHEPABEHO3HO (M3KIMOYCHHE, HHTEH3HBHO JEeUEeHHE).
- Apyru Gera-peerrropas 6i0kepH (Hanp. OYHH KAllKH ¢ AKTHBHO BELIESCTBO THMOJOI).

JpyrH B3auMoIcicTBHE
HuxanaropHyre aHecTeTHIM YCHIBAT 3afaBamus mynca e(eKT Ha MeTONposoN.

MeTtonponon moxe na ycuiH edeKTa Ha JeKapcTsa, HaMANABAINY KPEBHOTO HANSAraHe
(nanp. pesepnun, anpa-MeTHIAONA, KIOHHIMH, TYaH)AIMH H ChpAedHH TTHKO3HAH). Toka Mosxke,
Hamnpamep, Ja A0BEAE AC H3pa3eHO 3a0aBAHe HA YECTOTATA HA MyJca.

CreiHUTE BelecTBA MOTAT A YBEAWUAT KOHLEHTPALUATA HA METWIAONA B KpbBTa H Taka Jia

YCHIAT edekTa Ha CyKUHIpON:

- Ankoxon

- JICKREIB_a 3a NCY4CHUE HA BHCOKH HHEA HA CTOMAIHNHA KHCENMHHA KaTO IMMCTHAHH

- JlexapcTea, HAMANABAINH KPLBHOTO HAIMTAHE, KATO XMIPAaNasuH

- OnpeneneHy AekapcTsa 3a AUeHHE HA IETIPECHA KaTO MAPOKCETHH, (NIyOKCETHH H
CepTpaIHH

- JIekapcTea 34 AedcHHe Ha Oe3chHUE KAaTO AHQPEHXAAPAMHH

- Hsaxou chelHHEHNA 3a JIeYeHHe HA cTaBHK 3a00N9BaHHA KATO XHAPOKCHXIIOPOKBHH H
LenekokcHb

- Hsxou gexapcTBa 3a neveHHe Ha rhOMunE nadekumy (Tepbunadnn)

- HepponenTany (Hanp. XnopipoMasiH, TpHGITyNpoMasHH, XJIOPIPOTHKCEH)

- Haxon JIEKapCTBa 34 JICUCHHS HA HADYIICHHA Ha CHPACYHHA PHTHM KaTO aMHOAAPOH, XHHHTHH
M BE3MOIKHO NpornaheHoH

- Hakou JICKApPCTEA 3a JICHCHHE HA ANICPTHH.

AKO H3110J13BaTe H MPOTHBOBLANANHTENHH JJEKAPCTBA (HaMp. HHAOMETALMH HIIH
HHXHOHTOPH Ha MPOCTAINIAHIHHOBATA CHHTE3a), IOHIDKABALMAT KPBBHOTO HAJA
6eTa-penenrropHUTe GNOKEpH MOKe a 6bae HaManeH.
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Pupammunps (armuGHOTHK 32 JiedeHHe Hanp, Ha TyGepKyJl03a) HAMANABA NOHHKABAIIMA KPHBHOTO
HansraHe ¢pexT Ha METOIpPOIION.

Bera-penemrropaure 6okepu MOTaT la IOTHCHAT 0cBOGOXKIABAHETO HA MHCYJIHH NIPH ITALMEHTH C
auaber Tun 2. TpaGea penoBHO 1a KOHTPOJIHpaTe HUBOTO HA KPLBHATS CH 3aXap. AKO ¢
HeoGxoauMo, Bammuat siekap Ime koparipa Bamero neucHue 3a HaMansBaHe Ha KPBHBHATA 3aXap
(MHCYTHH ¥ IepopaiHH aHTHOHAGETHIN).

Axo CyKUHnpon ce npaeMa eJHOBPEMEHHO ¢ HOPAJPEHATIMH HIH ANPEHATHH (HEBPOTPAHCMUTEPH,
KOWTO Ce€ HAMHpAT ECTECTBCHO B OPTAHM3Ma H HMAT CTHMYHpawl edekT PhpXy CHPACYHOCHAOBATA

CHCTEMA H TaKa yBEJIHYABaT KPBBHOTO HAMIaHE) HIIH JieKapeTBa ¢ nonobnu edexrn, Bamero
KPBBHO HANAraHE MOMKE 3HAYHTE/THO Nd Ce MOBMIHH.

E¢iekThT Ha aqpeHauH 3a ICYCHHE Ha peaKlMK HA CBPBXIYBCTBHTEHOCT MoXe Aa 6B1e YBpedeH.

MeTtonposon Moske 1a HAMATH €KCKPELMATA HA JPYTH JIEXapeTa (Hanp. THAOKAHH - AHECTETHK 38
MecTHA aHECTEInA).

AKO CBITFTCTBAINOTO JICUCHNE C KIOHUAHH (JIEKAPCTEO, H3NON3BAHO 3a JIEUEHHE HA BHCOKO KPBBHO
HandraHe) Tps6ea nia 6un¢ cnpano, Cykuunpon Tpsabea aa 66 cnpsH HAKONKO JHH Npeau
KAOHH/THH,

IIpaem Ba Cykngnpon ¢ Xxpana, HANATKH H ANKOX0J
MeTonpoon 1 ankoXoJ MOTaT B3aHMHO Ja YCHJIAT CBOMTE CeaTHBHH edexTH. [lopann ToBa He
TpaGBa Aa MEeTe aNKOXOJ JOKATO MPHEMATE METOMNPOJION.

BpeMennocT B XbpMene
Ako cTe OpeMeHHa WIH KbPMHTe, CMATATe, 9€ MOXKE Ia CTe GpeMeHHa Wi IIAHHpaTe GpeMEHHOCT,
TIOCHBETBAMHTE ce ¢ Bamms nekap win dapMaLesT Ipeu ynoTpebaTa Ha TOBA IEKAPCTRO.

Bpemennocm

Meronponon Tpabea aa ce NpHeMa 110 ppeMe Ha GPEMEHHOCT ¢AMO NPH CTPHKTHH NTOKa3aHMsA 1
BHHMATE]THA OllEHKA Ha CHOTHOIIEHHETO PHCK-TION3A OT JICKyBamuA Jiekap. MMa 1okasarencrea, 4e
METOMPOJION HAMAIABA KPBBOCHAGAABAHETO HA TLIALICHTATA M TAKA MOXKE [1a IPHYMHK HAPYINCHHA B
pacTexa Ha INOaA.

Jleuensero ¢ meronposion TpAGBa na Gbae cripano 48-72 yaca npesy OnpeAeNeHATa 1aTa HA PAKIAHE,
AKoO TOBa HE € BE3MOIKHO, HOBOPOZEHOTO TpabBa Aa Gbne BHMMaTeNnHO HabmonaBauo 48-72 daca cnex
paXKIaHeTo.

Kepmene

MeTonponon ce HaTpyTBa B KBpMAarTa.

Maxkap 4e He ce 04aKBaT HeKeNIaHH PEAKLIHH TIPH H3TION3BAHE HA METONPONON B TEPANIEBTHYHH JO3H,
KbpMayeTara Tpabsa na ce Habmoznagar 3a eieXTH Ha JIEKAPCTBOTO.

Illogmpane B paGoTa ¢ MAIIAEA

Tlpn nevenne che CyKUMTIPON MOJKE Ja e MOABH 3aMasHOCT U ymopa. CniocoSroctra Bu 1a pearnpare
Moxke %a 6bae mpoMeHeHa JIOTOMKOBA, Ye fia HE CTE B CLCTOAHME A2 INodHpaTe WIH na paGoTuTe ¢
MaNIHHH, MTH Aa pabotHTe De3 noaxonamo obesonacasaHe. ToBa BaXH 0CODEHO B KOMOMHAIINA C
AJIKOXOM WK [1PH NOBKIICHA J03a METOHPOROL.

CyKknunpoa cpInpaxka IJII0K032 H 32XAP03a
Axo Bamuar nexap By € ka3zan, 4e HMaTe HEMOHOCHMOCT KbM HAKOH 3aXapPH, CRHP;

npeau Aa npremete CyKuMnpon.
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3.

Kak a2 npaemaTe Cyxnanpon

Busaru npHemaiire Cyxuumpon Touso xaxTo By € kazan BamsaT jiekap. AKO He CTe CHIYPHH B
Helno, nonuraidte Bawms nexap wiu ¢papmanepT. OCBeH B CydaHTe, KOTATO NCKAPAT € MPEANHcan
JApPYT0, NPeNOpPBYHATETHATE /1034 €:

TepanesTHIHO MOKA32AHE

O6umatina no3a, eANH ObT
AHEBHO

AKO € Heo0XIOAHMO, JHEBHATA 032
Moxke Aa 6bae YBeJHYEHA N0 CACAHHAA
HAYMH!

BHCOKO KPBbBHO HANATAHE 1 Tabnerka ¢ yawoKero Makcumanna no3a
oceoboxpasane o1 47,5 mg wnn | 4 TabneTkd ¢ yOBIDKeHO 0cBOGOKIABAHE
Y% TabneTra ¢ yanipEeHO o1 47,5 mg Anu
ocpofoxnasane ot 95 mg 2 TalneTKn ¢ YABIDKSHO OCROGOMAARAHE
0T 95 mg WIH AONLIHHTENHO IPHAOKEHHE
Ha JIPYTO NeKapcTRO 34 NOHHAKABAHE Ha
KPBBHOTO HaIIATaHE
Jlomo xpeBocHabasBane Ha |1 N0 4 TableTKH ¢ YIBIDKEHO Makcumansa 1o3a
KOPOHApHHTE apTeprH ocBoGokIasane ot 47,5 mg 4 TabNeTKu ¢ yABDKEHO OCBOGOKIABAHE
{xopoHapHa chpaeIHA HIH oT 47,5 mg wm

Gonecrt, cTeROKapAMA)

Y 1o 2 TaGneTku ¢

2 TabneTK ¢ yAbIGKEeHO OCBOGOK IaBAHE

YILIDKEHO 0CBOBOKIABAHE 0T 95 g WM ACIEAHATENHO NPAIOKEHHES
oT 95 mg Ha APYI'c JIEKAapcTBO 3a IOHIDKABaHe HA
KPBBHOTO HallAFaHe
PopMH Ha HapymeH 1 o 4 TalneTkH ¢ YABIAKSHO MaxkcnMansaa foza
ChpAEYEH PHTHM C YCKOpeHa | ocBeboxaanane ot 47,5 mg 4 TabneTky ¢ yanDKeHe OCBOOOKIapaHe
ChpAedHa JciHOCT HIH oT 47,5 mg min
Y, 10 2 TabIeTKY ¢ 2 tabneTku ¢ yabDKeHD 0cBoOOKIaBaHe
yABKeRO 0cBOGOKAABAHE oT 95 mg
or 95 mg
DyHKOHORATHK 1 10 4 TaOneTKH ¢ YORIKEHO MakcHmarsa fo3a
ChPASYHOCBROBH ocsoGoxasane oT 47,5 mg 4 TabneTk ¢ yIbIDKEHO 0CBOGOKIaBAHE
HapyIIeHHA W o1 47,5 mg wim
% 10 2 TabneTH ¢ 2 TabneTk ¢ yrbIKEeR0 OCBOGOKIaBaHe
YAbMKeHo 0cBoOOXKIaBaAHE or 95 mg
0T 95 mg
Hoaxepxamo negensre cien | 2 Ao 4 TabAeTKH ¢ YIBIDKEHO MakcHManHa moaa
uHpApKT Ha MHECKapa ocsoDoxnaBaHe ot 47,5 mg 4 TabneTKH ¢ yIBIDKEHO OCBOGOKAABAHE
HITH ot 47,5 mg unu
1 70 2 TabNeTkH ¢ YIBIDKEHO 2 TabneTxH ¢ y(WDKEHO
0cBoGOMKAABAHE OT 95 mEg ocoBozkaBane ot 95 mg
MpodunaxTHano nedenne | 2 TaGneTkH ¢ yIBIDKERO MaxcamanHa noza
HA MHTPEHA oceoGoxnarane ot 47,5 mg 4 TabneTkH ¢ YIBIDKEHO 0CBODOKIABAHE
HIH oT 47,5 mg manu
1 TabneTka ¢ yaBIKEHO 2 TabneTKN ¢ yIBIDKEHO

0cBOGOXAABAHE OT 95 mg

oceobokaBane ot 95 mg

DE/H/1386/001-0041B/018




TepaneBTHYHO NOKA3AHHE

OGH%aitHa K039, eOAHH TET
JHeBHO

Axko ¢ neoSx0oaMO, AHEBHATA 1032
MOKE Na ﬁ‘hﬂe yne.unllena o CJIeAHHEA
HAYHA;

Jleuenre Ha chpaeTHa
HEAOCTATHIHOCT
knac Il mo NYHA

JlexypammaT nexap Tpabea
Ila Ob4€ ¢ OOMT B NECYCHHETO
Ha cTaOHnHa
CHMIOTOMATHIHA CHPOCTHA
HENOCTATHYHOCT.

Hauanua noza

[Ipes mepeHTe MBS CEAMHLE
%2 Tafinerka ¢ yabIKeHO
ocBofokaasane or 47,5 mg

CBCTOAHHETO Ha IIALHEHTA
TpaOBa 5a 6ble BHEMETETHO
HaOMOAZBAHO CNER BCAKO
TIOBHIIIABAHE HA J03aTa!

Ot ceamuma 3
1 TabneTxa ¢ yawDKeHO OCBOGOXAaBAHE

o1 47,5 mg uin
Y2 TabneTka ¢ yapDEeHO 0CBOGOXK IaBAHE
0T %5 mg

Cren ToBa D03aTA CE YABOABA TIPE3
CeaMHHA AC MAKCHMATTHA 1034 OT

4 tabneTkH ¢ YABKEHO OCBOGOK IABAHE
ot 47,5 mg unu

2 TabneTrn ¢ yabmKeHo ocBOGOXAaBARE
0T35S mg

(cKBHRaNEeHTHH Ha 190 mg*
METONMPO/0NOB CYKIHHAT) HIH Hali-
BHCOKATA, IOHACAHA OT NALHEHTA 1034,
190 mg* MeTONPOIONOB CYKIMHAT €
TPeNopLIATEITHATA A033 33
NPOALJIKHTENHO Ie4¢HHe HA CHPIEYHA
HENOCTATBUROCT.

Jleuenne Ha chpacdHa
HEIOCTATBIHOCT
kmac 111 mo NYHA

Hawanma nosa

IIpes mapeETE ABE CEAMMLM
11,88 mg* meTonponosios
CYKLHHHAT

(eKBHBaNEHTHH Ha Y;
TableTKa C YIBIIKEHO
ocsofoxkaaBake OT

23,75 mg).

Hosara Moxke fa Objie yBenHYeHa A0
V2 Tabnerka ¢ yaeIKeHO
ocsoboxnasane o1 47,5 mg* mpes
BTODATA ceIMMIIA.

* 3a Ta3H MO3MpPOBKA HMa TAGJETKH ¢ TIOMXO/ANIA KOHIIEHTPALHA Ha AKTUBHOTO BEHIECTEO.

IlaumeaTn ¢ yspeaena 6u6peuna pynxnns
He ce Hanara xopurupaHde Ha zo3ara.

IIanHenTH ¢ yBpenena uepnoapobua pynxmus

Moske 11a e HeoGxoauMo /1a Ce HaMANH 103aTA TIPH NALIEHTH C TEKKO YBpeKAaHe Ha YePHONPOGHaTa

(l])IHKI[PDI, HAIIp. MALKMEHRTH C U3KYCTBCHO CBBp3aHa BeHa 33 ocaoﬁomanaac Ha HAIATraHEeTO

(nNoprokaBaneH WIBHT).

Yoorpe6a npa Gena 1 WEOMEA

BHcoKo KphBHO HamATane: 32 fiena Ha BB3PacT 6 M NI0Beve FOAMHH, [034TA 3ABHCH OT TEJIECHOTO
TErN0 Ha AeTeTo. JIeKapAT ui¢ ONpeac/A NpaBKIHaTa 103a 3a Bamero nerte.

Obuuaiinara HauanHa no3a e 0,48 mg/kg BeHBIK THEBHO, HO HE TIOBEYE OT 47,5 mg. Nozara me Guoe
azianTHpana 4o Hali-0yH3kaTa KOHIEHTpanHa Ha Tabnerkata. Bamyar Jiekap MOXe A3 VBETHIH J03aTa

A0 1,9 mg/kg B 3aBMCHMOCT OT MOB/IMABAHETO HA KPBBHOTO HamArane. JlosH maz 190 mg BEAHBK
JHEBHO HE Ca MPOYYBAHH NPH AE1a ¥ IOHOLIH.

CyKIMITpon He ce Npenopbysa 3a Aena Nox 6 roJuHH,

IanmenTn B cTapiecka Bu3pact max 80 rogann

OnueT ¢ ynotpe6ata Ha METONpPONON NIPH NAIMEHTH Ha BE3pacT Hag 80 rofuum ¢ Hef
Ilopamu ToBA Ce H3HCKBA NOBMLIEHO BHAMAaHHE MPH NOBHLIABAHE Ha A03aTa IIPH TE3

Hagun Ha DpRIOKeRUC

Tabnetxkure ¢ yanmkeno ocBoGoxnasane Tpa6Ba 1a ce IPEEMAT eAHE I'bT AHEBHO,
HpeANOIRTAHE CBE 3aKyCKaTa. TabeTkuTe ¢ yABDKEHO 0CBOGOKIaBane TpabBa na ce
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LEJIH HITH pa3fielieHH, HO He TpabBa Aa ce ApBYaT WM pasTpoinapar. Te 1paGsa za ce npuemar ¢ Boaa
(muaii-manko % vana).

HpOI.I'l:JDKETEJIHOCT HA JICH9eHHBETO
[IpOIbIDKHTENIHOCTTA Ha TIGUSHHETO ¢ onpenesa oT Bammsa nekap.

AK0 ¢Te NpHE/IH HoBe%e 0T HeobxoaumaTa a03a Cyknampon

Hezabagno ce cebpiere ¢ Bamns iexkap win ¢ iekap B OTAESNEHHE 33 CNEIIHA noMoil, KOHTO Lie
PelLIH KAaKBH MEPKH Aa OBIaT npeanpHeTH B 3aBHCHMOCT OT KOJIMYECTBOTO Nphetn Tabnerku. Hocere
¢ Bac onakoBkara, 3a na Moxe NekapaT ga pastepe KakBo BEIIECTBO € IPHETO H Aa MOXE fia
TIPEANPHEME MOTXONAINH MEPKH.

B 3aBHCHMOCT OT CTETICHTA HA IIPEJO3UPAHE, MOJKE JA CE PA3BHAT CIICAHHTE CHMITTOMH: H3Pa3eHO
crmajgaHe Ha KPBBHOTO HamATaHe, 3a0aBeH MyJIC, HAPYINEHHA HA CHPACYHHA PHTEM, ChpACYHA
HEOOCTATBIHOCT, IHPKY/IATOPEH KOJATIC, CHPOCYEH apecT, CTECHABAHE/CIIA3MH Ha THXATEIHHTe
IBTHIN, 3ary0a Ha Ch3HaHHMe (AOPH KOMA), rajieHe, MOBPHIIAHE H CHHLO-YEPBEHO OLBETABAHE HA
KOKATa H JIMTaBHIHTE (IHAHO03a).

EnnHoBpeMeHHaTa YNoTpeba Ha AIKOXOJ, JIEKAPCTBA 33 NOHMWKABaHe Ha KPHBHOTO HAraHe, XMHHIHH
(nexapcTBO 3a NEYSHHE HA HAPYLICHHS HA CHPICUHHA PUTHM) WK GapOuTypaTH (CenaTuBmn) MOXe aa
BNOIIN CHMITTOMATHKATA.

[TepBHTE NPOSBH Ha MpenosHpaHe ce Nosessat 20 MUHYTH 0 2 Yaca clie/l IPHEMa Ha JIEKapeTBOTO.

AKo cTe NPONYcHAJIA Aa npaemere Cyknanpon
He psemaiite aBokHa 033, 3a Na KOMIEHCHpaTe MpomMycHaTaTa TabneTka. ITpoxsmikeTe ¢ npuema Ha
TablIeTKHTE CNIOpPEN YKa3aHHATA.

He p3emaiite ABoiiHa no3a, 32 1a KOMIIEHCHpPATE IPONYCHATATA AO3A.

AKo cTe cnpeys npaema 53 CyKounpon
AKO HCKaTe Aa CIPEeTe WIH Aa MPEKPATHTE NMO-PAHO JICUeHHETO ¢b¢ CYKIHIIpo/, KOHCYATHpAlTE ce ¢
Bamns Jsexap.

Jleuenunero ¢ Gera-6nokepn He TpAGBa A8 ce CHHAPA PA3KO. AKO JIeUCHHETO TpaGBa na 6sae
npeKkparTeHo, TOBa BHHATH TPAOBa Ja cTaBa GaBHO 3a EPHOX OT HAM-ManKo 2 ceIMHULIA, aKO €
BBE3MOXKHO Ype3 NMOCTEIeHHO HAMAIABAHE HA A034TA HANOJIOBHHA N0 NOCTHIaHe HA Hai-HHCKaTa J03a
ot 2 TabneTka ¢ yapbkeHo ocBoboxmasane ot 23,75 mg (exsueaneHTH Ha 11,88 mg meTonponosnos
cyKumHar). Tasn nocneana nosza Tpabea na ce npueMa Hali-Mako 4 JHM HPEAH NeveHHeTo aa Onae
HAITBJIHO NPEKPaTeHo. AKO e NMOABIT CHMITTOMH, JIeUeHHeTo TpaGBa na 6bae HamanaBaHo Ole Mo-
6asHo.

Pasxoro cimpaHe Ha Geta-penienrropHu Gi10kepH MOXe Ja IOBEE /0 BIOIIABAHE HA CHpAciHa
HEJOCTATHYHOCT M MOKe /1a NMOBUIIH PHCKA OT HHGAPKT Ha MHOKAPAA H BHE3ANHA CHPAETHA CMEPT.

AKO BMaTe HAKAKBH JAOMLITHATEHH BBIIPOCH, CRBP3aHH ¢ ynoTpedaTa Ha TOBa JICKapCTBO, [onuTakTe
Bamux nekap wis dapManesT.
4. BbIMOXHEH REKEJAHH PEAKDHH

KakTo BCHYKH JIEKapCTBa, TOBA JIEKAPCTBO MOYKE A3 MPEIM3BHKA HeKeTaHA
BCCKH T'H NOITy4aBa.
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Monn, nezabasno ysenomere Bamag jiekap AIH JeKap OT 0TAeJEHHE 38 cHEMHA TOMOI, aKO
3a0eNeKuTe SAMH WIH TTOBEYE OT CAEIHHTE PH3HALM:

chpaedna Goaxa

3yX
DOXLITABAHE HA KOMKATA H/HJIH 0THTE (TORA MOXKe Ja OB/l MPOsBa HA BH3NANEHHE HA YEPHHA
Apob)

Muozo vecmu (Mozam da saceznam nogeve om I na 10 oviun):

- H3paseHo crafafe Ha KPHBHOTO HAATAHE, CHILO MPH H3NPAaBAHE OT JICTHATIO NOJIOKEHHE,
MHOTO pAAKO CBC 3aryba Ha Ch3HAHWME

- yMopa

Yecmu (mozam da 3aceznam oo I na 10 dyuwu):
3abaseH mysic (GpagHKapana), ycelllade 3a HapyIeHO paBHOBECHS (MHOTO PAAKO ChC 3ary0a Ha
Ch3HAHHE), YCEIRAHE 32 HapyIleH PHTHM WIH YCHIEeHa ChpAeuHa JeHHOCT ([TANIHTALHH)
- 3amaliBaHe, rIaBoboIHe
- rajeHe, kopeMHa Qonka, FHapus, 3anek
- CTYZICHH phe H XomHiIa

Hevecmu (mozam 0a 3aceznam do 1 na 100 dyuu):

- MPEeXO/THO BAOMABAHE HA CHMITTOMHTE HA CHPAEYHA HEOCTATHYHOCT, onpeaeneHa Gopma Ha
HapyllleHHe Ha CHPACHHHA PHTEM (AV GIOK MBpPBa cTeNeH), 60/Ka OKOJIO ChPUETO

- H3TPhIBaHE, MpPaByYKaHe (TapecTe3Hs )

- Cna3MH Ha GPOHXHTE

- noBphitiane

- KOMKHH IIPOMEHH, 00pHBM MOAOOHN Ha NCOPHA3HC, MOBHILEHO TIOTEHE

- MYCKYJIHH KpaMIu

- MOBHIIABaHE Ha TETJIOTO

- 3abPXKAHE HA BOJId B ThKAHHTE (OTOK)

- JenpecHa, HApyUIeHa KOHUCHTPAUMS, CEHIMBOCT W Ge3chHue, KolnMapy

Pedxu (mozam da 3aceznam 0o 1 na I 000 dvwuu):

- thyHKLMOHAIHH ChPACYHH HAPYINEHHA, KaTO rajonupall pHTEM (KOraTo ChpICTO HPOMmyCcKa
OTAeNeH YAap) MK YCKOpeHa ChpAeuHa JeliHocT, onpefe/ieHH HapyHIeHHs Ha ChpACYHHA
pHTEM (NIPOBOHH HAPYIICHKA)

- 3PHTEIHN CMYILIICHHA, CYX0Ta HIIH APa3HCHE B OUHTE, KOHIOHKTHBHT

- HAaCTHHKA

- CYXO0Ta B YCTaTa

- KOCOMaH

- BloaBase Ha auaber, ko#To chimecTsyBa 6e3 THNHYHA CUMITTOMM (JIATEHTEH 3aXapeH AralteT)

- abHOpMHM CTOHHOCTH OT H3C/eNBaHe Ha 9epHOAPOGHATA QYHKIHA

- HUMITOTEHTHOCT H JIPYTH CEKCYaTHH CMYIICHHA, BTBLPAABaHe HA MEKHTE ThKaHH Ha
KaBepHOIHOTO TAJIO HA NeHHca (INACTHYHO BTEBPAABAHE HA NICHHCA)

- HEPBHOCT, TPEBOXKHOCT

Muozo peoxu (mozam da 3aceznam 9o 1 na 10 000 oyuun):

- HaMasieH Gpoii TpoMbouuTH (TpoMOoumTOneHHs), HamaneH Gpoii Geny KPEBHH KIETKH
{nepxonenny)

- IOYM B YIIHTE (THHHTYC), CTyXOBH HapyIICHHS

- HapyIleH BKYC

- MOBHIIEHA JYBCTRHTEIHOCT KBM CTBHYESBA CBETITHHA, BIOIIABAHE HAa NICOPHA3
NCOPHA3HC, KOXKHH NPOMEHH, HanoA00ABALIH NCOPHA3HC

- Gonka B CTABUTE, MYCKYNMHA ¢nabocT

- ThKAHHA CMBPT (HEKPO3a) [PH NAUHEeHTH ¢ TeXKH HPKYJIATOPHH Hap,
KpaKaTa NpeaH IeUcHUe,

- BB3MANCHHE HA YepHuA Apod
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- 3abpaBsHe WIIH HapyIIeHa NaMeT, O0BPKAHOCT, XAMIOLMHALHH, JTHYHOCTHH IIPOMEHH (Hamp.
MpOMAHA B HACTPOSHUETO),

C neuseecmna yecmoma (vecmomarma we moxce 0a 6voe onpedenena oni RARUUHIINE OaHHL).

- BJIOLIABANE HA OIUIAKBaHMA NpH NALMEHTH ¢ HHTEPMHTCHTHO KadyIHKalHo (ycelaHe 3a
KpaMIIH B KpakaTa NpH HaTOBapBaHe WIH XONEHE) WK ChC CMa3MH Ha apTepHHTE, KOHTO
KPBBOCHAOMABAT NPBCTHTE HA PHLETE M KpakaTa (cHMHApOM Ha Peiino).

CrofmaBane Ha HeXEIARH PEAKIRA

AKO TIONyYHTe HAKAKBH HEKEIAHH JISKAPCTBEHH PEakKiliy, yBefoMere Baunug nekap wix ¢apManesT.
Topa BIFOYBA BCHUKH BB3MOKHH HEOTIMCAHH B Ta3H JIMCTOEKA HexkeNaHM peakimu. MoxeTe cuINo 1a
CBHOGIINATE HEXKETAHH PeaKLMH AMPEKTHO upes M3neHHTeNHA areHlms 1o JiekapeTeara, V. ,,JaMaH
I'pyes” Ne 8, 1303 Codua, Ten.: +359 2 8903417, yeGeaiit: www.bda.bg. Karo crobmasare
HeXeNaHH peakiMi, MOXeTe Aa JaJieTe CBOA NPHHOC 3a NMOTy4YaBaHe Ha NoBeye HHPOPMALHS OTHOCHO
6e3onacHoCTTa Ha TOBA JIEKAPCTRO.

5. Kak aa cpxpansBate Cykuunpon
Ja ce ChbxpaniBa Ha MACTO HEAOCTHITHO 3a Jiend.

He n3nompaiTe ToBa NEKAapCTBO CleA CPOKa HAa MOAHOCT, OTOEIA3aH BhPXY KapTOHEHATA ONAKOBKA H
6mucrepa crnen ., onen 10:“. CpOKBT Ha POAHOCT OTrOBaps HA MOCENHHA ICH OT NOCOYEHHA MeCeLl.

Ja ne ce coxpanasa Han 25°C.
HDPE 6yrunxu: Hanonssaiite 10 6 Mecella cnefl 0TBapAHe.

He m3xBuprgiiTe nekapcrBata B KaHaIH3allHATa HIH B KOHTeiHepa 3a IOMANIHH OTHATbLIH.
[Tonuraiire Bammus gapMauesT kax Aa MIXBHL/ATS NIEKAPCTBATA, KOMTO BEUE He W3NOT3BaTe. Tesu
MepKH Ie CIIOMOTHAT 3a Oa3BaHe Ha OKOJIHATA Cpeaa.

6. CoabpxkaHue A2 ONAKOBKAT2 H JOObJAHHTENHA HEGOPMALHA
Kaxkso coaspxa Cyxunnpon

- AKTHBHOTO BEIIECTRO: METONPONOROB cyKIHHAT (Ph. Eur.).
Besxa Tabnerka ¢ yanokeHo ocBobosxkaasane Cykuunpon 47,5 mg coappka 47,5 mg
Mmeronpononos cykuunar (Ph. Eur.) croTBercTBauy Ha 50 mg METOIpPOJIONOB TapTapar.
Bcesaka TabneTka ¢ yabnkeHo ocBobokaasane Cykuumnpon 95 mg cuinpxa 95 mg
MeTtonpononos cykuuHat (Ph. Eur.) choTBerctBamy Ha 100 mg MeTonpononioB Taprapar.

- JpyTH CECTABKHM:
Copuesnna Ha TabneTkara: 3aXapoza, HApeBHYHO HUIIecTe, Makporon 6000,
nondakpunatia gucnepeus 30%, tank, nopugoH K90, MukpokpucTansa Lienysosa,
marnesunes creapar (Ph.Eur.), cinmumes AHOKCHA, KonouaeH He3soieH, D-rimokosa (Bak.
TouKa 2 “CyKIHIIpON ChABPHKA ITNOK03a H 3aXapo3a’™).

O6BHBKa Ha TafneTkaTa: XHIIPOMENO3a, TATK, Makporoa 6000, THTaHOB JHO

Kax narnexns Cyknanpoa
Cykinpon ca 6ei, NpOThATrOBATH, JBOHHOH3ITEKHAIH Ta0NETKH ¢ YIBIDKEHO
AENTHTENHA YePTa OT JBETE CTPAaHH.

Tabnerkara Cykipmnpon 47,5 mg e ¢ pasMepu npu6n. 12 mm x 6 mm (aL/DKaHa
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Tabnerxara Cyxaupmpon 95 mg e ¢ pasmepn npu6n. 15 mm x 7 mm (AL/DKHHA W HIAPHHA).

Cyxummpon ce npeyiarar B:
e DBaMcTepH OT ayMHHHH/ATyMHEHHE:
ONakoBKM, Chaspaum 10, 14, 20, 28, 30, 50, 60, 90, 98 u 100 TabneTku ¢ YALIDKEHO
ocBoOOKaBase
o HDPE 6yTinku ¢ PP oruynsami ce kanayku:
OIaKOBKH, chabpekamy 30, 60, 100, 250 u 500 Tabnetky ¢ yAnDKeHO 0cBoBOKaBAHE

He BCHUKH BHACBE ONAKOBKM MOTar Aa Obaar TyCHATH Ha Ha3apa.

IIpurexaTen Ha pa3pemenneTo 32 YNoTpeda
Teva B.V,

Swensweg 5, 2031 GA Haarlem
Hupepnanmus

IponisopuTenn:

Merckle GmbH

Ludwig-Merckle-Strafle 3, 89143 Blaubeuren
Tepmamms

Teva Pharma B.V,
Swensweg 35, 2031 GA Haarlem
Hupepnanamia

ToBa JexapeTBo ¢ pazpenieno 3a ynorpeba B JLpiaBHTe - 91eHKE Ha Esponeiickoro
HKOHOMHYECKO IPOCTPARCTBO O/ CJICAHATE HMEHA:

TepManms Metoprolol Teva succinate 47.5 mg prolonged-release tablets
Metoprolol Teva succinate 95 mg prolonged-release tablets

Benrus Metoprolol Retard Teva 95 mg tabletten met verlengde afgifie

Brarapms Cyxumnpon 47,5 mg TabneTkH ¢ yabbkeHO ocBOOMKIaBaHES

Cyrxinpon 95 mg TaGieTku ¢ YaBukeHo ocpoboKaaBaHe

JaTta Ba NOCJIEAHO NPepaiTieKAIHe HA JHCTOBKATA
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