JIMCTOBKA



JIncroBKa: m{(bopMamm 3a ManMeHTa

Bukcedopa 5 Mg puamupanu TadjaeTkH
Bukcedpa 7,5 Mg ¢puamupanu TadJieTKu
nBabpagH

Bixebra 5 mg film-coated tablets
Bixebra 7.5 mg film-coated tablets
ivabradine

IIpouyerere BHUMATE/IHO ISIJIATA JTUCTOBKA, NMPEIH 1A 3alI0YHETe 1a IpUeMaTe TOBA JICKapCTBo,

ThH KaTo TH CbAbPska BaxkHa 3a Bac nndopmanmus.

- 3anaseTe Ta3u JUCTOBKAa. MoXe J1a ce HalIOoXH Jia g IPoYeTeTe OTHOBO.

- AKO “MaTe HIKaKBH JIOIIBJIHUTEIIHU BBIIPOCH, TonuTaiTe Bamms nekap uiu ¢papmanesT.

- ToBa nekapcTBo € npeanucaHo auyHo Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeH, HE3aBUCUMO OT TOBA, Ue MPH3HALUTE Ha TIXHOTO 3a00JIsIBaHE Ca CHIIUTE KaTO
Bammure.

AKO NOIy4WTe HAKaKBH HEXXEJIaHH JIEKapCTBEHU peakiiy, yBeroMeTe Bamms gexap win
(bapMaueBT. ToBa Bk/II0YBa U BCUUKHM BH3MOKHHU HEKEIaHU pCaKkunur, HEOIMMCaH! B Ta3n
nmuctoBka. Bukre Touka 4.

KakBo cbabpika Ta3u JTUCTOBKA:

Kakso npencrapmnsBa brukceOpa u 3a KakBo ce H3M0I3Ba
Kakso Tpsi0Ba ma 3naere, npeau na npuemete bukcebpa
Kak na npuemare buxcebpa

BB3MOXHU HEXENaHU peakun

Kak na cexpansiBate bukcedpa

ChbabpxaHue Ha ONIAKOBKATa U JIOMBJIHUTEIHA HHPOpMALIHS

SukrwdE

1. Kakso npencrasiasiBa bukcedpa u 3a KakBO ce U3M0JI3Ba

Bukcebpa (MBaGpavH) € JeKapcTBO 3a ChPIiE, KOETO CE M3II0JI3BA 32 JICYCHHE Ha:

- CuMrnroMaTiyHa cTabMiIHa CTeHOKapAus (KOSTO IPEIn3BHKBa IPhIHNA OOJIKH) PU BH3PACTHH,
ChC Chp/CYHA YEeCTOTa Haj Wi paBHa Ha 70 ynapa B MuHyTa. ToBa JIeKapcTBO Ce M3MOJI3BA MTPH
BB3PACTHH, KOUTO HE MOHACAT WIIM HE MOTaT Jla B3eMar JISKapcTBa 3a Chplie, HapeueHH OeTa-
onokepu. M3mnonsBa ce chIio Taka B KOMOMHANUS ¢ OeTa-0JI0KepH MpH Bb3PACTHHU, YHETO
CBCTOSTHHE HE € HAITBJIHO KOHTPOJIMPAHO C OeTa-Ookep.

- XpoHUYHA Chp/ICYHA HEJJOCTATHYHOCT MPH MAIUEHTH, YUATO ChPACYHA YECTOTA € Ha/l WIIN
paBHa Ha 75 ynapa B MuHyTa. [Ipunara ce B KOMOWHAIMS ChC CTAHIAPTHO JIeUeHHE, BKITIOYBAIIO
neyeHue ¢ Oeta-0oKepu WK KoraTo OeTa-0J0KepuTe ca MPOTUBOIIOKA3aHU MIIH HE CE TIOHACHT.

3a crabuianara creHokapaus (OOMKHOBEHO HapHU4yaHa “‘aHrnHa’):

CrabumiiHaTa CTEHOKApAHS € ChPICYHO 3a00IIsIBaHe, KOETO HACTHIIBA KOr'aTO CHPIIETO HE IMOTy4aBa
JIOCTaThYHO KHCIOPO. Hall-4ecTusT CMMIITOM Ha CTEHOKAapUATA € TPhIHATA OOJIKA WK
Jquckomdopr.

3a XpOHHMYHAaTa CbpAC€YHa HEAOCTATHYHOCT!

XpOHI/IT-IHaTa CbpJ€YHa HEAOCTATHYHOCT € ChbpACUHO 3360J’I$IB21H€, KO€TO C€ IOsABsABA, KOraTo ChpuecTo
HE MOXKEC Aa U3romiia 10CTaTb4HO KPbB 0 Apyrara 4acT OT TAJIOTO. Haii-uecTuTe CHMIITOMH Ha
ChpACYHA HEAOCTATHYHOCT Ca 3a4yX, yMOpa, JICCHA YMOPACMOCT U NOAYBAHC HaA I'NIC3CHUTC.

Kax netictBa bukcebpa?
CrennpnyHOTO JeiicTBHE Ha MBaOpaIUH J1a IIOHMKaBa ChpCUHATa YECTOTa [ToMara;
- 3a KOHTPOJIMPaHE U HaMaJIIBaHE Ha OpOs Ha aHTMHO3HUTE MIPUCTHITN KaTO HaMaJlsiBa HYKIUTE




2.

Ha CBPIIETO OT KUCIIOPOI,
3a MoI00psABaHe Ha Chp/edHAaTa NEHHOCT U JKU3HEHATa MMPOTHO3a MPH MAI[eHTH C XPOHUYHA
ChpJEYHA HEOCTATHYHOCT.

KakBo Tpsi0Ba 1a 3HaeTe, nmpeau Aa npuemere bukceopa

He npuemaiite bukceopa

aKo CTe aJIEPrUYHU KbM MBaOpaJNH WM KbM HAKOS OT OCTAHAJIUTE ChCTaBKH Ha TOBA
neKapcTBo (M36poeHu B TouKa 6);

aKo cepevyHaTa Bu yectora mpeau ieueHueTo e mo-uucka (moxa 70 yaapa B MUHYTA);

aKo CTpajaTe OT KapAUOTeHEeH IIOK (ChPAEYHO ChCTOSIHIE, KOCTO Ce JIEKyBa B OOJNHHMIA);
aKo CTpajiaTe OT HAPYLICHHE Ha ChPJCYHUS PUTHM (CHHAPOM Ha OOJICH CHHYCOB Bb3ell,
CHHOATpHajeH 00k, AV 6110k 3-Ta cTerneH);

aKo CTE C OCTHP MHUOKapJIeH HH(APKT;

aKo CTpajaTe OT NPEKAJIEHO HUCKO KPbBHO HAJIATAHE;

aKo CTpajiaTe OT HeCTaOMITHA CTeHOKapaus (Texka hopMma, IPH KOSITO TPhIHUTE OOJIKH ca
MHOT'0 YECTH H C€ TOSBSIBAT MPU (PU3NIECKO YCHIIME U B TIOKOIA);

aKo MMaTe ChpJlieuHa HEeOCTaThYHOCT, KOSTO CKOPO CE€ € BIIOIINIIA;

ako cbpaeuyHara Bu yectora ce onpezensa caMo oT Bamus neiicMeiksp;

aKo UMaTe TeXXKHU YepHOAPOOHH TpoOIeMH;

aKo B MOMEHTA B3eMare JICKapCTBa 3a JICYCHUE Ha I'bOMYHM HH(PEKIMU (KaTO KETOKOHA30,
UTPAKOHA30J1), MAKPOJIUIHNA aHTUOUOTUIHM (KaTO HO3aMHUIIMH, KJIaPUTPOMHUIINH,
TSITUTPOMHUIIMH MK SPUTPOMHUIIMH, TaBaHH NP3 ycTaTa), JIeKapcTBa 3a JICUCHHE Ha MHPEKIUH
¢ Bupyca Ha CIIMH (xaro HenduHaBup, puroHaBup) win Heha3zonaoH (CpeaCTBO 3a JIeUeHHEe Ha
Aenpecust) WK AWITHA3eM, BepanaMuil (H3M0JI3BaHH 32 BUCOKO KPHBHO HAIISITAHE WU
CTEHOKapIus);

aKo CTe )KeHa, KosITo OM Moruia 1a 3a0peMeHee M He M3I0JI3BaTe Ha/IeK THa KOHTPaLeTIIIHS,
aKo cTe OpeMeHHa WM ce ONUTBATe /1a 3a0peMeHeeTe;

aKo KbPMHUTE.

IIpenynpesxneHnus u NpeanasHu MepKH
I'oBopere ¢ Bamms nexap unu apmanest, npenu na npuemere bukcebpa:

aKo CTpajiaTe OT HApYyLICHHs Ha ChPJCYHUS PUTHM (KaTO HEpaBHOMEPHA Chp/ievHa JICHHOCT,
chprieOrene, yCHIBaHe Ha TPhAHATa 00JIKa) UITH MIOCTOSIHHO TIPEACHPAHO MBKICHE (BU
HEepaBHOMEpHA ChP/ICUHA JICHHOCT), WM UMaTe MPoMsiHa B efekTpokapanorpamara (EKT),
HapeveHa ,,CHHIPOM Ha yabikeH QT uHTepBan”,

aKo MMaTe OIUIAKBAHUS KaTo JIECHA yMOPSIEMOCT, 3aMaiiBaHe UITM HEIOCTHT Ha Bb3IyX (ToBa
Ou MOTJIO J]a O3HAYaBa, 4ye ChpacuHara Bu nqeiHOCT e nmpekasieHo 6aBHa),

aKo CTpajiaTe OT CUMIITOMH Ha TIPEICHPIHO MbKIeHe (HeOONYaiiHO BUCOKA YeCTOTa Ha ITyJica
B noko# (Hag 110 yaapa B MUHYTa) WIIK HEpaBHOMEpPHA YECTOTa, KOSITO CE MOsBsiBa 03
oco0eHa MPUYMHA U Ce U3MEpBa TPYIHO),

aKo HAaCKOpPO CTe IpeKapaid MO3bYeH HHCYIT (1iepedpalieH PHUCTHI),

aKo CTpajiaTe OT JIEKO IO YMEPEHO MOHWKEHO KPhBHO HAJIATaHe,

aKo CTpajiaTe OT HEKOHTPOJINPAHO KPHBHO HaJISITaHE, 0COOCHO CIIe]] MPOMSIHA Ha
AHTUXUIIEPTECH3UBHOTO Bu neuenue,

aKo CTpajaTe OT TEeXKKa ChpACYHA HEJOCTATHUHOCT WIH OT ChPACYHA HEJOCTAThUHOCT C
npomsiHa B EKI, mapedena ,,0eqpen 610k ,

aKo CTpajaTe OT XPOHUYHO 3a00JIsIBaHE HA PETHHATA HA OKOTO,

aKo CTpajaTe OT YMEPEHO YePHOAPOOHO yBpEKIaHe,

aKo CTpaJjiaTe OT TeKKa OBOpeYHa HEOCTATHYHOCT.

AKO HSIKOE OT TOPHHUTE ChCTOSIHHSI c€ OTHacs 3a Bac, HezabaBHO roBopete ¢ Bamms nekap, npeau na
3aroYHeTe Jia B3eMaTe MU JJoKaTo B3eMaTe bukceOpa.

Jeua v roHOIIN
He nasaiiTe ToBa ekapcTBO Ha Jena U IoHOIIM o 18-roaumina Bb3pact. Hanuunure ganHu ca
HEJOCTaThYHU TPHU Ta3u Bb3pacToBa rpyra.



JApyru nexkapcrBa u Bukcedpa
WNudopmupaiite Bamms iekap wim GpapManeBT, ako MprueMare, HACKOpO CTE pUeMalli WU €
BB3MOXKHO J1a TIpUeMaTe JpyTrH JICKapCcTRa.

HemnpemenHno kaxeTe Ha Baiius iekap, ako mpreMare HIKOE OT CIIEIHHUTE JISKapCTBa, Thil KATO MOXKE
Jla Ce HaJIOXKM KOPEKIHs Ha J1o3ata Ha bukceOpa mim MeTUIIMHCKO MpoCie/siBaHe:
- GbirykoHa3011 (MPOTHBOTBOMYHO JICKAPCTBO)
- pudamuimH (aHTHOHOTHK)
- 0apouTypaty (pu TPYAHO 3aCITUBAHE UITH CITUIICTICHS)
- (ervrTonH (IIpH ETMIIETICHS)
- Hypericum perforatum wmm sx6nT KanTapuoH (OMIKOBO JICUEHHE TIPU IEIPECHS)
- JieKapcTBa, yabiokaBaiy QT-uHTepBaa, 3a JIeUeHHEe Ha HAPYLICHHS HA ChPICUYHHS PUTHM HIIH
JAPYTH ChCTOSIHUS
- XUHUAWH, AA30MUPAMU, HOYTHIN/, COTAION, aMHOapOH (3a JIeUeHre Ha PUTHMHH
HapyIICHUs Ha CHPIIETO)
- Oenpuaui (3a JeYCHHE HA CTCHOKAp/IUs)
- HSJKOM BHJIOBE JICKAPCTBA 32 JICUCHHUE HA TPEBOXKHOCT, IMU30()PEHHS HIIH APYTH IICHX03H
(KaTo MUMO3HI, 3UTPA3UIOH, CEPTHHIOI)
- aHTHMAaJIapHIHU JeKapcTBa (KaTo ME(IOKBUH WK Xalo(haHTPUH)
- HMHTPaBEHO3EH EPUTPOMHUIUH (AHTHOMOTHUK)
- meHTaMHIuH (IPOTHBOMAPA3UTHO CPEICTBO)
- msanpuz (cperry ractpo-e3odareancH pedaykc)
- HSIKOM BHJIOBE JUYPETHUIIN, KOUTO MOTAT Jia PHYKMHSIT HAaMaJIsIBaHE Ha KaJus B KPbBTA, KATO
bypo3eMu1, XHIPOXJIOPOTHA3H T, HHAaNaMu (M3MT03BaHH 32 JICUCHHUE HA OTOK, BHCOKO KPBHBHO
HaJIATaHe).

BuxcelOpa ¢ XxpaHu 1 HAMTKHU
N36srBaiiTe KOHCyMalusaTa Ha COK OT IpedndpyT 1o Bpeme Ha JieueHneTo ¢ brukcebpa.

BpemeHHOCT 1 KbpMeHe

AKo cTe OpeMeHHa MM KbPMHUTE, CMSITaTe, Y€ MOXKeE Jla CTe OpeMEeHHa WJIH IUIaHUpaTe OpEeMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap miu gapmaieBT npeau ynorpedaTta Ha TOBA JIEKapCTBO.

He npuemaiite Bukcebpa, ako cTe OpeMeHHa Win TuaHupare opemernoct (Bmwkre “He mpuemaiite
Bukcebpa”).

Axo cte OpemeHHa u cTe npuenu bukcedpa, roBopere ¢ Bamus nexap.

He npuemaiite brikceOpa, ako nMa Bb3MOXKHOCT J1a 3a0peMeHeeTe, OCBEH aKo He M3I0JI3BaTe
HaJIOKIHU KOHTpAIENITUBHE cpesicTBa (BrkTe “He npuemaiite bukcedpa”).

He npuemaiite bukcebpa, ako kbpmute (Brkte “He npuemaiite bukcebpa”). T'oBopere ¢ Bamms
JieKap, ako KbPMHUTE WM Bb3HaMepsBaTe Jia KbpMUTE, Thil KATO KbpPMEHETO TPsIOBa Jia ce PEeKpaTH,
ako npuemare brkce6pa.

Ilodupane u padoTa ¢ MAIIMHA

BukceOpa Moxe /1a IPUYMHA BPEMEHHH CBETJIMHHU 3pUTENTHH (PeHOMEHH (TTPeXoIHa yBEINUeHa
SIPKOCT B 3pUTEIIHOTO T10JI€, BIKTE “BB3MOKHU He)KenaHu peakiun”). AKO TOBa ce CIIydH, ObeTe
BHUMATEJIHU MPH MIopHpanHe wid paboTa ¢ MAIIUHA B MOMEHTHUTE, KOTaTo OMxa MOTJIM J1a Bb3HUKHAT
BHE3aITHM IPOMEHN B MHTEH3UBHOCTTA HAa CBETIMHATA, 0COOEHO MPH HOILTHO KOPMYBAaHE.

Bukcedpa cpabpika JakTo3a.

Axo Bu e xazano ot Bamms igexap, ue mMaTe HeTIOHOCHMOCT KbM HSIKOM 3axXapH, 0ObpHETE ce KbM
Bamus nekap, npenu na 3ano4HeTe Aa NpHeMaTe ToBa JIEKapCTBO.

3. Kak na npuemarte bukcedpa



Bunaru npuemaiite TOBa JISKAPCTBO TOYHO KakTo Bu e ka3zan Bamusar nekap win papmanesT. AKO HE
CTe CHTYpEeH B HeIlo, monuraite Bamms nexkap wimu GapmarieBr.

Bukcebpa TpsOBa 1a ce mpuema o BpeMe Ha XpaHeHe.

Bukcebpa 5 mg punmupann TabneTku Moxe aa Oblie pa3zieneHa Ha paBHU JI03H.

AKoO ce JiekyBaTe 3a cTaOWIIHA CTEHOKAPIHS

Hauannata no3a He Tpsi0Ba 1a npeBuIaBa eHa TabneTka bukcedpa 5 Mg aBa mbTr AHEBHO. AKO BCe
OIlle IMaTe CUMIITOMH Ha CTEHOKap/Ius M aKo ToHAcsATe A00pe Jo3ata 5 My 1Ba IbTH JHEBHO, /103aTa
Moke 1a Obae moBumieHa. [logappxamaTa 1o3a He TpsAOBa /1a MpeBuIIaBa 7,5 mg qBa MbTH JHEBHO.
Bammusr nekap me Bu npeanumie noaxonsamara go3a. ObuvaiiHara 1o3a € eqHa Tadnerka CyTpuH U
enHa TabyieTka Beuep. B Hikou ciydau (Hamp. ako CTe Ha Bb3pacT Ha WK Hax 75 roauHu), Bammst
JeKap Moke a Bu mpeamure moiaoBuH 1034, T.€. TOJOBUH TabjaeTka oT 5 Mg ot bukcebpa 5 mg
(croTBeTcTBaMIO HA 2,5 MQ MBaOpajMH) CYTPUH U MOJOBHH TabjeTka oT 5 mg Beuep.

AKo ce JleKyBaTe OT XPOHUYHA ChPJICYHA HEJOCTAThYHOCT

OO0wnuaitHaTa IperopbUYNTENHA HadalHa 1032 € efHa TabneTka bukceOpa oT 5 My 1Ba TbTH JTHEBHO,
KOSTO MPH HY’K/a CE YBEIM4YaBa Ha eJlHa TabyieTka oT 7,5 Mg JBa MbTH JHEBHO. Bamusr jiekap e
pem kos e moxxozsmara 3a Bac noza. Obuyaitnara no3a € eqHa TableTKa CyTpUH U eHa TableTKa
Beuep. B Hskou cityyan (Harp. ako cTe Ha Bb3pacT Ha WK HaJl 75 roaunu) BammsT nekap Moxe 1a Bu
TIpeuIIe TOJOBHH 1034, T.€. TIOJIOBUH TabneTka bukcebpa oT 5 my (croTBeTCTRaMIa HA 2,5 MQ
uBabpaiH) CyTpUH U TIOJIOBHH Ta0JeTKa OT 5 Mg Beuep.

AKO cTe pueJH noBe4ye 0T HeodxoquMaTa 103a bukcedpa

I'onmsimaTa no3a bukcebpa 6u Moruia a npen3BUKa HEJOCTUT Ha Bb3lyX WU OTHAJHAIOCT, IOPAIU
MpeKaieHo 3a0aBsiHe Ha cbpAedHaTa Bu fgeifHOCT. AKO TOBa ce CIydu, He3a0aBHO C€ CBBPIKETE C
Bamwus nekap.

AKo cTe npomycHaam 1a npuemere bukcedpa
AKo nponycHeTe 1ajeH npueM Ha bukceOpa, B3emeTe cieqBamiara 103a 1o oonyaifHoTo Bpeme. He
B3eMaiiTe 11BOHa 1034, 32 KOMIICHCUPAHE Ha IIPOIlycHAaTaTa Jo3a.

AKko cte cupesin ynorpedara Ha bukceopa
Toi xaTO IEUEHUETO HA CTCHOKApAWa WX XpOHUYHA ChbPJACYHAa HEAOCTATBYHOCT OOMKHOBEHO
HpObJDKaBa Mpe3 LelHs )KUBOT, TPsiOBa 1a ce HockBeTBaTe ¢ Bammms nekap, npeau 1a ciperte 1a

npueMaTe ToO3M JICKAPCTBCH IIPOAYKT.

Ako cmsTate, e eekThT Ha brukceOpa e npekaneHo CUIIeH WK PeKaJieHo ciad, roBopeTe ¢ Barust
neKap win hapManenT.

AKO ¥MaTe HIKaKBH JOMBJIHUTEIIHN BHIIPOCH, CBBP3aHH C yIoTpedaTa Ha TOBA JIEKAPCTBO, MO,
nonuraiiTe Bamus iekap win GpapMarieBT.
4. BB3MOKHE HesKeJTaHU peaKkium

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOKEC Aa IMPECAN3BUKA HECKCIIAHU PCAKIINU, BBIIPCKH Y€ HC
BCCKM I' ITOJTy4aBa.

YecToTara Ha Bb3MOKHUTE HEXKENAHHU PEaKLUH, N30pOEHH I10-1011y, € Je(UHUpaHa KaTo ce U3I0JI3Ba
clIeTHaTa yCIIOBHA KIIAaCU(HUKAIIHS:
Haii-uecTure HexenaHu JIEKapCTBEHU PEakliMi C TOBA JIEKAPCTBO Ca JO303aBHCHMHU U Ca CBBP3aHHU C

Ha4yyHa Ha JIEUCTBUE:

Mmnozo uecmu (mocam 0a 3aceenam noseve om I na 10 uogexa):



CBeTnuHHY 3pUTeIHN peHOMEHH (KpaTKH MOMEHTH Ha YBEJIHUYCHA SPKOCT, MPEAU3BUKAHN HAl-4ecTo
OT BHE3aITHU MPOMEHH B MHTEH3UBHOCTTA Ha CBETJIMHATA). Te MoraT ChIIo 1a ObIaT OMHCAHH KaTo
opeoJ1, IIBETHU NPOOIsCBaHUs, pa3ajaHe Ha N300PKCHUETO WU IBOMHO BIDKIaHe. T¢ 0OMKHOBEHO
ce MOsIBSBAT Ipe3 IIBPBUTE JIBA MECEIa OT JICUEHUETO, CIE] KOETO MOraT MOBTOPHO /1A C€ MOSBAT U 1a
OTIITYMSAT IO BpeMe Ha WITU CIIe]T JICUYSHHETO.

Yecmu (moeam da 3aceenam 0o I na 10 wosexa):
ITpoMeHu B HauMHa Ha paboTa Ha ChPIIETO (CUMIITOMUTE ca 3a0aBsiHE Ha ChpJevHaTa yectora). Te ce
HOSBSIBAT OCHOBHO Tpe3 MbpBHTE 2 10 3 Mecelia Clie/l HAYaloTO Ha JICUCHUETO.

HaGmromaBanu ca u Ipyru HE)KETIaHU PEaKIIHH:

Yecmu (mocam da 3aceenam 0o I na 10 wosexa):

HepaBnomepeH, 0bp3 chpeyeH puThM (IPEACHPAHO MBXKICHE), HEOOMYAHO YCelIaHe 3a ChpleOneHe
(6pamukapaus, BEHTpUKYIapHU (KaMepHH) eKcTpacucToin, AV 6ok 1-Ba crenen (yabmkeH QT-
unarepsan B EKI)), HeKOHTPOIMPAaHO KPHBHO HAJSITaHE, TIaBOOOJIHE, 3aMastHOCT U 3aMbIJICHO 3PCHHUE
(pa3smasano BKIaHE).

Heuecmu (moeam 0a 3aceenam oo 1 na 100 uogexa):

CrppuebueHe 1 TOMBbJIHUTEIHN CHPICYHH yIIapH, TaJieHe, 3arek, Anapus, KopeMHa 00JIka, YyBCTBO Ha
CBETOBBPTEXK (BEPTUTO), 3aTPYAHEHO TUIIAHE (AUCITHES), MYCKYJIHU CIIa3MH, IPOMSIHA B
7a00paTOPHHUTE MMOKA3aTeIN: BUCOKH HUBA HA MMKOYHATA KHCEIMHA B KPBBTA, TTO-TOJISIM Opoit
eosuHouIH (B 6enu KpbBHHU KIIETKH) U TOBUIIICH KPEaTHHUH B KPBBTA (pa3majieH MpoayKT MpH
CBKpallaBaHEeTO Ha MYCKYIIHTE), KOXKEH 00pUB, aHrHoeeM (KaTo MoyBaHe Ha JIMIIETO, e3UKa WIN
I'BPJIOTO, 3aTPYAHECHO THIIAHE WK MPETNTbIIaHe), HUCKO KPBBHO HaJIAraHe, IPUMaJaHe, YyBCTBO Ha
yMopa, 9yBCTBO Ha citabocT, mpomenu B EKI" Ha chplieTo, MBOITHO BiKIaHe, HApyIIEHHE Ha 3pEHUETO.

Peoxu (moecam oa 3aceznam oo 1 na 1 000 woseka):
Yprukapus (KoxxeH o0puB), CbpOeXK, 3a4epBsiBaHEe HA KOXKaTa, 0010 HEPA3IIOJIOKEHHE.

Mmnozo pedxu (mocam da 3aceenam do I na 10 000 wosexa):
Hepasaomepnu cbpaeunn yaapu (AV 6ok 2-pa crener, AV 6510k 3-Ta CTEIeH, CHHIPOM Ha 00JIeH
CHHYCOB Bb3€J).

Cpol0maBaHe HA HeJKeJIAHU JICKAPCTBEHH PeaKIiu

AKO ToJTyuHTe HIKaKBH HEXEJIaHU JIEKApCTBEHHU peakLuy, yBegoMere Bammms nexap mnu papmanesr.
ToBa BKJIIOYBa BCHYKH Bb3MOKHH, HEOIIMCAHU B Ta3H JIMCTOBKA HEXKETAHU peakunuu. MoKeTe ChIIOo /1a
CHOOLINTE HEXETIAHN PEaKLMU AUPEKTHO Upes3:

W3nbiaHUTENHA areH1us 1o JeKapcTBara

yi. ,,Jlamsn I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 890 34 17

yeOcaiit: www.bda.bg.

Karo cpoOmiaBate HexxenaHu peakiuy, MOXKETE /1a 1afieTe CBOsI IPUHOC 3a MoJIyYaBaHe Ha IOBeYe
nH(OpMAaIHs OTHOCHO 0€30I1acHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpansiBate bukceopa

Jla ce chxpaHsBa Ha MSICTO, HEIOCTBITHO 32 JIela.

He uznon3paiite TOBa JIEKapCTBO CJIE]] CPOKA HA TOAHOCT, OTOCIISA3aH BbPXY KaPTOHEHATa OIAKOBKA U
ommcrepa cien “T'omen 10:”. CpoKBT Ha TOMHOCT OTIOBaps HA TIOCITIEAHMS IEH OT MIOCOYCHUS MECEIT.

To3u JICKApCTBCH MPOAYKT HC M3UCKBA CIICHUAJIHU YCJIOBUA 3a CbXPAaHCHUC.


http://www.bda.bg/

He u3xBbpIistiiTe nekapcTBaTa B KaHAJIN3ALMATa WIM B KOHTEHHEPa 3a JOMAIIHU OTIIAAbIIH.
[Momuratite Bamust hapmaneBT Kak J1a H3XBBPIATE JIEKapCTBaTa, KOUTO Beye He u3mnoi3sate. Tesn
MEpKH 1€ CIIOMOTHAT 3a Ola3BaHe Ha OKOJIHATA cpefa.

6. Coabp:kaHue HA OMAKOBKATA M JONbJIHUTE]IHA HH(popManus

KakBo cbabp:xa Bukceopa

- AKTHBHOTO BeIecTBO ¢ nBabpaaus (ivabradine).
buxkcebpa 5 mg duwivupanu Tabnetku: Besika hnmmupana TabneTka chabpika 5 mg uBadpaauH
(exBuBasenTeH Ha 5,390 My uBabpaarH XUAPOXIOPHI).
bukcebpa 7,5 mg dunmupanu tabneTku: Beska ¢punmupana tabnetka chabpka 7,5 mg
nuBabpaauH (exkBuBajcHTeH Ha 8,085 My uBaOpaHH XUAPOXIOPHU).

- [ToMoIIIHKUTE BEIIECTBA Ca: MAJITOACKCTPHUH, JIAKTO3a MOHOXH/IPAT, [IAPEBHYHO HHUILECTE,
KOJIOU/IeH O€3BOJICH CHIIMIIMEB THOKHUC, MarHe3ues creapat (E470b) u xunpomerosa 3 cP B
SAPOTO Ha TabyeTKaTa u xunpomeiosa 6 CP, turanos auokcua (E 171), Tank, mponuieH
TITUKOI, BT skene3eH okcun (E 172) u uepBen xenesen okcun (E 172) B 00BuBKaTa Ha
Tabnerkara. Bikre Touka 2 ,,bukcedpa chbabpaka JakTo3a“.

Kak n3riaexna Bukcedpa 1 KakBO ChIbpP:Ka OMIAKOBKATA

bukcebpa 5 mg dunmupanu tadnetku: OunmMupaHuTe TaOIETKH (TabIeTKUTe) ca O6J1e10 po30Bo-
OpaHXEBH, MMPABOBI'BIHY, JIEKO TBOWHO M3ITbKHAIN QUIMUpPAHH TAOJIETKH C ISTUTEIHA YepTa OT
eJlHaTa CTpaHa, pasMepu 8 mm x 4,5 mm. TabneTkara Moxe Jia ObJie pa3/ie/icHa Ha IBe PaBHU JI03H.

bukcebpa 7.5 mg ¢punmupanu Tabnerkn: Ounmupannte TabneTku (TabiaeTkure) ca 61e10 po30Bo-
OpaH)KEBH, KPBIJIH, JIEKO IBOHHO U3IIbKHAIN GUIMUAPAaHU TabJIETKH ChC CKOCEHU PHOOBE, TUAMETHD
7 mm.

bukcebpa e HaTMYHA B KyTHH, ChIbPIKAIIH:

- 14, 28, 30, 56, 60, 90, 98, 100, 112 u 180 punmupanu TadeTKH B OJIUCTEPH,

- 14x1,28x1,30x1,56x1,60x1,90x1,98x1,100x1,112x1u 180X 1 puamupanu
TabneTku B iepdopupaH OIIUCTEP C HHAWBUIYATHU TO3H.

He Bcuukn BHIOBEC OIIAKOBKH MOTI'aT Aa 6T>,Z[aT ITyCHATH Ha I1a3apa.

IIpuTtexaTes HA pa3pelnIeHUETO 32 YNOTPeda U MPOU3BOANTE:
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CrioBeHus

ToBa JiekapcTBO € pa3pelieHo 3a ynorpeda B Ibp:KaBuTe — WieHKH Ha EBponeiickoTo
HKOHOMHYECKO MPOCTPAHCTBO MO/ CAITHUTE HMEHA:

HMma Ha cTpaHaTa-4ieHKa HNme Ha nekapcTBeHUsI MPOXYKT

Bukcebpa 5 mg ¢pmimupanu TadneTkn

brirapus Bukce6pa 7,5 mg huaMupanu TabneTkn

Bixebra 5 mg Potahované tablety

Hemxa perybsuica Bixebra 7,5 mg Potahované tablety

Ecronus Bixebra

Bixebra 5 mg filmom obloZene tablete

XbpBarii Bixebra 7,5 mg filmom oblozene tablete

Bixebra 5 mg plévele dengtos tabletés

Jlusa Bixebra 7,5 mgplévele dengtos tabletés




S r— Bixebra 5 mg apvalkotas tabletes
Bixebra 7,5 mg apvalkotas tabletes
[omma Bixebra
p Bixebra 5 mg comprimate filmate
YMPBHHA Bixebra 7,5 mg comprimate filmate
Crione Bixebra 5 mg filmsko obloZene tablete
JIOBCHITA Bixebra 7,5 mg filmsko obloZene tablete
CrioBaKis Bixebra 5 mg filmom obalené tablety
Bixebra 7,5 mg filmom obalen¢ tablety
ABCTDS Ivabradin HCS 5 mg Filmtabletten
p Ivabradin HCS 7,5 mg Filmtabletten
Verams Bixebra 5 mg comprimidos recubiertos con pelicula EFG
Bixebra 7,5 mg comprimidos recubiertos con pelicula EFG

IIaTa Ha MOCJIEAHO NMpepasrie:kaane Ha JUCTOBKAaTa

27 HOmn 2023

IToxpoOHa mH(pOpMAaNHS 3a TOBA JIEKAPCTBO € MPEI0CTaBeHa Ha yeOcaiiTa Ha M3nbpaHUTEeTHA ATSHITHS
o Jlekapcteata (MAJI) http://www.bda.bg.




