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JucToBKa: HAGOPMANNHS 32 nﬁ%W +7 /7 } - _,—;fgg -/
Heabpanzn Maiiian 5 mg puiMupany TabaeTkH 16 -0- 1 5

Hpabpaaun Maiinan 7,5 mg buimupans TA0BETKY, ... - .
Ivabradine Mylan 5 mg film-coated tabléts
Ivabradine Mylan 7,5 mg film-coated tablets

uBabpamuH (ivabradine)

Ipouerere BHEMATENHO USAIATA NUCTOBKA TPEAH AA 33LOYHETE A2 HPHEMATE TOBA JICKAPCTEO,

Thil KATO T4 CLAbPKa BakHa 3a Bac nndopmanns.

- 3anasere Tasu MuCTOBKA. Moxe Aa ce HANOXKH Aa A MPOUETETe OTHOBO.

- AKO MMaTe HIKAKBH JOIMbJHUTENNH BbIpocH, nonuTaiiTe Bawmus nexap win dapmalesT.

- Tosa nexapcTro ¢ npeanucanc nHuHo Ha Bac. He ro npeoTcrrnpaiite Ha npyru xopa. To mosxe
7ia HM HABPEH, HE3ABMCHMO OT TOBRA, Y€ MPKIHAIMTE HA TIXHOTO 3a00/19BaHE ¢4 CHUIHTE KAKTO
Bawure.

- AKo nomyuHTe HAKAKBH HEXENAHW PEAaKlMH, ysemomere Bamus nexap wnu dapmanest. Toa
BKTIOYBA ¥ BCHYKHM BB3MOXXHHM HEXXENIaHH peakuMH, HEOMKHCAHH B Ta3M JIMCTOBKA. BuxTe
TOYKa 4.

KakBo cbabpixa Ta3u ancTOBKA:

Kakso npeacrasnasa MeaGpanun Maiinan u 3a Kakeo ce H3non3sa
Kakeo TpabBa aa sHaere npeau ga npuemete Heabpanun Maitnan
Kaxk na npuemare Usabpaanu Maiinan
BB3MOKHN HEXXENaHU peaKiuH
Kax na cexpanssare Vpabpanuu Maitnan
CoabpikaHie Ha ONAKOBKATA M AOMBIHHTENHA HHPOPMALHS

ANl ol o e

1. Kaxkso npeacrapiasa HBabpaaun Maiinan H 32 KAKBO Ce H3M0J3BA

HUsabpanun Mafinan (mBaGpanue) e JIeKapcTBO 3a ChpLiE, KOETO C€ M3M10/I3Ba 33 JIEYEHHE Ha!

- CumrrroMaTuyHa cTabuiHa cTeHOKapaus (KOSTO MPeNH3BHKBa MPLAHM GOKHM) NPU BL3PACTHH,
CBC CBpACYHA HECTOTA HAfd HIH paBHa Ha 70 ynapa B mMHyTa). ToBa nexapcTBO c€ H3MON3Ba NpH
BBE3pPacTHH, KOHTO HE TNOHACAT WIHM He MOraT Aa B3eMaT JIeKapcTBa 3a Chple, HapeueHu Gerta-
Gnokepn. Hsnomssa ce cpio Taka B koMOUHAUMA ¢ GeTa-GIOKEPH NpPH BELIPACTHH, 4HETO
CBCTOSAHHE He & HAITBJIHO KOHTpOIMpaHo ¢ Gera-bnoxep.

- XpoHuuYHa CHPAEYHA HEAOCTATHYHOCT NP MALMEHTH, YMATO ChPAEYHA HECTOTA € HAX MIH
paBHa Ha 75 ynapa @ MuHyTa. [Ipunara ce B KoOMGMHALMSA CBC CTAHAAPTHO NEYEHHE, BKTHOUBALIO
nedeHue ¢ GeTa-61okepH WM koraTo GeTa-GlOKepHTE ca NPOTHBOIOKA3AHH HITH HE C€ MOHACAT.

3a craGunHata cTeHOKApANA (OBUKHOBSHO HapuyaHa “aHruxa™):

Crafunnata cTeHoKapaua € chpaewHo 3ab0oNABaHe, KOETO HACTBIIBA KOTATO CHPLETO HE HOJyYaBa
AOCTATBHYHO KHMCNOpo. T4 ce nossaBa o6MKHOBEHO Mekay 40- v 50-roanna pe3pact. Haii-uecTHar
CHMIITOM HAa CTEHOKapAMaATa € rppaHara Gonka wiM auckomdopr. CTeHOKapaMs € M0-BEPOATHO Ja
HaCTBIH, KOTATO CHPLUETO GHe no-61p30 B CUTYaLHK KaTO (DHU3IMMECKO HATOBAPBAHE, EMOLIHH, K3/1araHe
Ha CTYZ WM CJlel HaxpaHeaHe. ToBa yCKOpeHHEe HA CHPAEYHATA YECTOTa MOXKe 3 NPHUIHHH rphaHa
Bonka npH Xopa, KOHTO CTPajaT OT CTEHOKAP/HA.

3a xponpyHaTa CHPACYHA HENOCTATEYHOCT;
XpoHuUHaTa CHPAIEYHA HEAOCTATEYHOCT € CHpACYHO 3a60AABaHe, KOETO ce nosma

HE MOXKe A3 H3MOMIIA JOCTaTBYHO KPBB AQ JApYrara 4acT oT Tanoro. Haif-ue S t
CBP/CYHA HEAOCTATBYHOCT Ca 3a/1yX, YMOPa, JIECHA YMOPSEMOCT  NOyBaHe Ha Ij




Kaxk neticrsa Heabpaaun Maitnan?

HBabpanun Maiinan nelicTsa raBHO upes MoHIDKEHWe HA CHPAEYHATA YECTOTA C ONpeneneH Gpoit
yAapu B MHHYTa. ToBa HaMansBa HYXKJHMTE HAa CHPLETO OT KHC/IOPOA, OCOGEHO B CHTYAUMMTE, [pH
KOMTO € NO-BEPOATHO 1ia C& MOABRH IPUCTHI Ha cTeHokapaud. [To Tosu nHaumn Meabpagun Maiinan
CroMara 3a oBnaJsBaHe ¥ HamMaadBaHe Ha Opos Ha MPUCTEHINTE Ha CTEHOKAPIHA.

OcBeH T0Ba, THH KaTO MOBHIIEHATA CHPAEYHA YECTOTA 3aCAra HebAaronpHATHO AeHHOCTTA Ha CHPLETO
H TIpOrHO3aTa 3a >KMBOT MPH MAUHEHTH ¢ XpOHWYMHA ChpJeYHa HEAOCTATBYHOCT, CHELUU(UYHOTO,
MOHKXKARAINO CHp/CYHATa 4ecToTa AeiicTBue HAa usalpajnun, nomara ga ce noaoGpu neitHocTTa Ha
CBPLIETO H MPOTHO34TA 33 HHUBOT [PH TE3H MALHEHTH.

2. Kaxno Tpu6Ba na 3naete npean qa npuemere Hpabpagun Maiian

He npuemaiiTe Hea6pagun Maiinan

- KO CTe AICPriHvHH KbM HBAOPa/MH HIIH KBM HAKOA OT OCTAHAJIMTE CHCTABKH HA TOBA NEKAPCTRO
(u3bpoenn B TouKa 6);

- aKo cbpAguHaTa Bu yecToTa npenw neveHunero e Teupae 3a6aBeHa {noa 70 yaapa B MHHYTa);

- aKo CTpajaTe OT KApAHOreHeH WOK (ChPIEYHO CHCTOSHHE, KOETO ce JieKyBa B 6onHuLa);
aKO CTPajaTe OT HAPYIIEHHE HA CHPJACYHHA PHTHM;

- aKO CTE C OCTBhP MHOKapAeH HHOApKT;

- aKO CTpajiate OT NPEKAIeHO HHCKO KPBBHO HANIATAHE;

- aKo cTpajaTe oT HecraOHiHa CTeHokapaua (rexka ¢opMma, UpH KOATO rpbhaxuTe CONKH Cca
MHOT'0 H€CTH W C€ NOABABAT HNPH (PHIHYECKO YCHIIME U B MOKO);

- aKO HMaTe ChbpJeYHAa HEAOCTATEYHOCT, KORTO CKOPO Ce € BJAOIUHNA;

- ako chpieuHara Bu qectoTa ce onpenena camo ot Batuus neficMeilknp;

- aKO HMA&TE TEKKH YepHOAPoOHH npobnemu;

- 4K0 B MOMCHTAa B3eMaTe JEKapcTea 3a NeueHHe Ha reOHuHM HHpexunH (KaTo KEeTOKOHa3on,
HTPaKOHa30J1), MAKPONMAHA aHTHOMOTHLM (KATO HO3aMMLMH, KNAPHTPOMHUKH, TETHTPOMHLIMH
HAH EPHTPOMHLIMH MpHEMaHH MEPOpalHo), JIEKApCTBa 33 fieueHHe Ha HHEKLIHH ¢ BHpyca Ha
CIIMH (kato HenduHaBup, PHTOHABHMP) KM HehasofoH (CPEICTBO 3a EUEHHE HA Jenpechs)
HIIH ZWITHA3eM, BepanaMHi (M30I3BaHK 32 BUCOKO KPBBHO HAMAIRHE WM CTCHOKAP/MA);

- aKO CTe XKeHa, KOATO MOXKe Ha 3a6pemeﬂee H HC H23NON3BATEe HAACHKIHA KOHTPALCIILHA,

- aKo cre 6pemMeHHa WK ce onMTBAaTe Aa 3abpeMeHeere;

- AKO KbpMUTE.

IlpeaynpesxienHn H npeanasan MepKH

I'osopere ¢ Baumma nexap unu dapMauest npeny aa npuemere Heabpanun Maiinan

- aKo CTpajaTe OT HApyICHHA HA ChPJAEUHHA PHTBM (KATO HEpABHOMEPHa ChpAEuHa AeHHOCT,
chpuebHene, ycunpane Ha IpbaHaTa GONKA) WIM MOCTOAHHO NPEACHPAHO MbxieHe (BHI
HEpaBHOMEpHa CbpAEYHa ACHHOCT), WM MMaTe TNpOMAHA B enekTpokapauorpamata (EKI)
HapewieRa ,,CHHApPOM Ha yabmker QT unrepean™,

~ aK0 HWMaTe OIJIAKBAHHMA KATO JIECHA YMOPASMOCT, 3aMaiiBaHe WIIM HENOCTHT Ha BB3AyX (Topa
MOXKE [1a O3Ha4aBa, ue chpaedHata Bu nefiHoct e npexaneHo 6agHa),

- aKO CTpajiaTe OT CHMIITOMH Ha NpPEAchpAHO MBXAeHe (HeoOHuaiino BHCOKA YecToTa Ha Imynca
B NOKO# (Hax 110 ynapa B MMHYTA) WM HEPABHOMEPHA YECTOTA, KOATO ce nossasa Ge3 ocobena
NIPHYMHA H CE H3MEPBA TPYIHO),

- 8KO HaCKOpPO CTE MpeKapany HHCYNT (MO3bUEH yaap),

- aKO CTPajaTe OT JIEKO 0 YMEPEHO NMOHIDKEHO KPLBHO HaJlsiraHe,

- aKO CTpajiaTe OT HEKOHTPONMPAaHO KpPBBHO HajArade, ocobeHO cne TWpoMAHA Ha
aHTHXHAEPTEHIUBHOTO BH nedueHue, —e

- AKO cTpagaTe OT TeXKa CbpAeYHA HENOCTATBLYHOCT HAM OT CHPAEYH
¢ npomsHa B EKT, Hapeuena ,,0eapeu 6nok 7,

- aKO CTpajaTe OT XpOHHMYHO 3a00n4BaHE HA pETHHATA Ha OKOTO,

- aKO CTpajare OT YBpexAaHe Ha YEPHHA Apod B yMeneHa CTemneH,

- aKo crpajaTe OT Texka 6rOpetHa HenoCTaTEYHOCT.




AKO HAKOE OT FOpHHMTE CBCTOSAHME ce OTHaca 3a Bac, HesaGasHo roeopete ¢ Bamuug nexap npean na
3aMOYHeTE Aa B3eMaTe WM Nokato B3emate MBabpanus Maiinan.

Hena un ronomn
MBabpanun Maiinan He e npeanasHaveH 3a ynotpeba OT fela ¥ FOHOLIM NO-MAaNKH OT 18 rognHs.

Apyrn nexapcrea u HeaGpanun Maiiian
Undopmupaiite Bamma jekap wid ¢apMaueeT, ako NpHeMaTe, HACKOpPO CTE TpHEManH WH €
BBIMOXKHO /1a NPUEMATE JPYTH ieKapcTea.

Henpemenno kaxere na Banma nekap, ako npueMate HAKOE OT CNEAHHTE JIEKAPCTBA, Thil KATO MOsKe
Ja Ce HATOMH KOPeKIHA Ha A03aTa Ha HBabpaaun Maiinau swiu MeqHUMHCKO IPOCiesisiBaHe:
- $nyxoHazon (mpoTHEOrEGHYHO NEKapCTBO)
- pHdaMmHInH (aHTHOMOTHK)
- GapOutypary (Npyu TPYIHO 3aCIUBAHE MITH ETTHIIENICHA)
~  (eHHTOHH (npu emunencus)
- Hypericum perforatum WiH ®bIT KaHTAPHOH (GHIKOBO JIEYEHHE NPH IETIPECHH)
—  JjiexkapcTea, yawbkasamy QT 3a sevyeHue Ha HapywieHus Ha CBPASYHMS PHTHM WIH JIpYrH
CBCTOSHHUA:
—XHHUIMH, IM30TMpaMuy, HOYTWIMI, COTanojl, aMHOAApOH (32 NeYeHHe Ha PHTBMHH
HapyHIeHRs Ha CBPLIETO) .
~Genpuamn (3a NeueHHE Ha CTEHOKAPAMS)
- HAKOHM BHAOBE NEKAPCTBA 32 JICYCHHE HA TPEBOKHOCT, mmocppenm HJIH JPYTH [ICHXO3H {KaTo
MUMO3H], 3HIIPA3UNOH, CEPTHHIOMN)
— AHTHMANIAPHITHA NeKapeTBa (KaTo MeIOKBHH HIH xanoq)ampnﬂ)
— €PUTPOMHMLIH HHTPABEHO3HO (AHTHOHOTHK)
~ [IEHTaMMIHH (MIPOTHBOMAPA3ZHTHO CPEACTRO)
—Lu3anpua (cpeuy ractpo-ezoareanes pedayke)
Hsakou BuzoBe AMYpeTHLH, KOMTO MOXe fa TPHUMHAT HAMANABAHE HA KaTud B KPBBTA, KaTo
dyposemHl, XMAPOXJIOPOTHA3HMA, MHAANAMHMZ (M3MO3BaHH 32 JIEYEHHE HA OTOK, BHCOKO KPEBHO
HanAraHe).

Heabpaans Maiinan ¢ xpann n panuTku
M3bsrpaiite KoHCYMaLMATa Ha cOK OT rpeiindpyT no Bpeme Ha neueHuero c MpaGpanun Maitnas.

BpeMeHHOCT H KLpMene

He npuemaiire HeaGpamun Maiinan, ako cre GpemenHa wiu ranupare Gpemennoct (Bwkre “He
npuemaiite Heabpaguu Maiinan™).

Axko cre Gpemenna u cre npuena Heabpaaun Maiinan, rosopere ¢ Baumms nekap.

He npuemaitre HraGpanun Maiinan, ako HMa BBIMONHOCT 1ia 3a6peMeHeeTe, OCBEH AKO HE H3I03BaTe
HaJeKIHH KOHTPAaLUEnTHBHE cpenctsa (HxTe “He npuemaiite MBabpaaun Maiinan™).

He npuemaiite HBaGpanun Maiinan, ako kbppmure (Bxre “He npuemaiire MBaGpanun Maiinan™).
l'oBopere ¢ Bamms nekap, ako KbpPMHTE KIIH BE3HAMepABATE Ja KbpPMHTE, TBH KaTO KEPMEHETO TpsbBa
Ja ce npekpatH, ako npueMare Meabpanun Maiinan.

AKko cTe OpeMEHHa HTH KEPMHTE, CMATATE, Ye MOXKe Ja cTe GpeMeHHa WIH IUlaHnpaTe GpeMeHHoCT,
nockBeTBaiiTe ce ¢ Bamng nexap wnu dapMauest npenu ynotpebara Ha TOBa EKapeTBO.

Illojrpane u pabora ¢ MamHun
UBaGpajpun MaiinaH MOoXe [a NPHYHHH BPEMEHHM CBETIHHHH 3pHTENHM (eHoMmedn (AIpexomHa
YBENIHYEHA APKOCT B 3PHTEIHOTO Hole, BHAcTe “BH3MOXKHH HexkeTaHH peakiiuH’’). AKO TOBA Ce CIIyuH,
ObaeTe BHMMATENHH NpH IModupaHe WiH paboTa ¢ MALUMHM B MOMEHTHTE, KOTAT
Bb3HUKHAT BHE3aNHH NPOMEHH B HHTEHIMBHOCTTA Ha CBETJIHHATA, 0co0eHO NMpH




Hsabpaaun Maiinan chbabpika 1aKTO3a H HATPHIL.

Ako By e kasaHo ot Bamms nekap, ue Mmarte HEMOHOCHMOCT KbM HAKOM 3axapH, oOBbpHETe ce KbM
Bawuus nexap npenu na 3anouHeTe a Np1MeMare TO3M J1eKapCTBEH MPOAYKT.

Toga nexapcTBo chabpika no-manko ot 1 mmol Hatpmii (23 mg) Ha punmupana Tabnerka, T.e. MOXKe
Ja ce KaxKe, Ye MPAKTHYECKH HE ChbPIKa HATPHH.

3. Kak na npuemare UBaGpaaun Maiinan

Bunaru npxemaiite ToBa nekapcTBO TOuHO kakTo By e kaszan Bamma nekap uam dapmaieBT. AKO He
CTe CHrypeH B Hello, nonutaiite Bawus nexap unu dapmauest.

HBabpaaun Maiinau Tpabea ga ce npuema 1o BpemMe Ha XpaHeHe.

Tabnerkara ot 5 mg MosKe 1a ce 1e/M Ha [Be PaBHH J03H.

Ako ce nekyBate 3a crabuiHa cTeHoKapaus

HavanHata nosa ne tpaGpa na npesuiaBa eaHa Tabnetka WsaGpagun Maitnan 5 mg aBa nbtu
AHEBHO. AKO BCE OLIIE MMaTe CUMIITOMM Ha CTEHOKap/IMsA M aKo noHacare nobpe ao3ara 5 mg aga MbTH
AHEBHO, fl03aTa Moxke 1a 6bae nosuiuena. [Toaabpkaara no3a He TpsOea aa npeeuinasa 7,5 mg asa
NbTH AHeBHO. Baumat nekap me Bu npeanuiue noaxoaswara 3a Bac no3a. [Ipenopbuurentara 103a e
eaHa TabneTka CyTpHH M eaHa TaGneTka Bevep. B HAKOM ciayyam (Hanp. ako CTe MO-Bb3PAcTeH),
Baumst nekap moxe na Bu npeanuiue nosoBuH 103a, T.e. nonosuH tabnetka ot 5 mg ot Usabpaauu
Maiinan 5 mg (cvoTBeTcTBaLLO Ha 2,5 mg uBabpaauH) CYTPHH H MOJOBHH TabJieTka OT 5 mg Beyep.

Ako ce JIEKYBATE OT XPOHUYHA Chp/levHa HEAOCTATHYHOCT

[Ipenopbuntensa HayanHa no3a e eaHa tabnetka MpabGpaaun Maiinan ot 5mg ABa MbTH AHEBHO,
KOATO MpH HY>KJa Ce yBeJIH4aBa Ha eqHa Tabnerka or Mpabpanun Maiinan 7,5 mg aBa MbTH JAHEBHO.
BawuaT nexap e peuu kos e noaxoadmara 3a Bac nosa. O6uuaiinara 103a e eqHa Tabnetka cyTpHH
u eaHa TabneTka Beyep. B Hakow ciyyau (Hamp. ako cTe mo-Bb3pacteH) Bawmar nexap moxe na Bu
NpeanMiie noJoBHH 1033, T.e. NnosioBuH Tabnerka Mpabpanun Maiinan ot 5 mg (cwoTBeTCTBaLIa Ha
2,5 mg uabpaauH) CyTpHH M N0NI0BMH TabeTka oT 5 mg Beuep.

AKo0 cTe mpHeIH NoBeue oT HeoOXxoaumara qo03a Msabpaaun Maiinan

lonsamara nosa Meabpanun Maiinan MoKe 1a NMpeaM3BHKa HEJOCTHI HAa Bb3AyX WIH OTMAJHAIOCT,
nopaju npexaneHo 3abapaHe Ha cbpaeyHaTta Bu aeiiHocT. Ako TOBa ce CiTy4H, He3abaBHO Ce CBbpIKeTe
¢ Bawus nekap.

Ako cTe nponycHanu aa npuemere Upa6paaun Maiinan
Ako mpomycHete enHa no3a Ha MeaGpaaun Maiinan, Bzemere creiBamara 03a no ofuuaiHOTO
Bpeme. He B3emaiite 1BoiiHa 11034 ¢ Lien KOMMEHCHpaHe Ha MPOIMYCHATATa [03a.

Aro cTe cnpenu npuema Ha UBabpagun Maiiaan

TBA kaTo neyeHHETO Ha CTEHOKApAMS MM XPOHMYHA CbpJEYHA HEJOCTATBYHOCT OOWKHOBEHO
npoab/KaBa TIpe3 LieJiMsa XKHUBOT, TpaOBa Ja ce nmocbBeTBare ¢ Baluus fiekap npeau fAa cripere Ja
NpHEMAaTe TO3M JIEKAPCTBEH TPOAYKT.

Ako cwmsTare, ye eekTbT Ha MBabpanun MaiinaH e npekasneHo CHJIEH WM NpeKaieHo cnab, roBopere
¢ Bawus nexap unu dapmanesr.

nonuraiite Bawusa nexap unu dapmatiesr.




4.  Bb3MOXKHH HeXelaHH PEAKIHH

KaxTo BcHuUKM JICKapCTRa, TOBA NIEKApPCTBO MOXKe Ja MPeaR3BHKA HeXXeMaHW peakLHH, BBIIPEKH Y€ HE
BCEKH ' [10JIy4apa.

Haii-vecTire Hexenanu PEaKLMH ¢ TOBA JEKAPCTBO Ca RO3034BHCHMHM M CA CBBP3aHH ¢ Ha4MHAa Ha
AcHcTeRe:

Mrozo vecmu (moorce da s3aceznam noseve om 1 na 10 nayuenmu):

CretnHHM 3puTenAN GeHOMEHH {KPATKM MOMEHTH Ha YBE/IHMUEHa APKOCT MpeAU3BHKAHHU Hal-4ecTo
OT BHE3aNHH NPOMEHH B MHTCH3MBHOCTTA HA cBeTIMMAara). Te moxe chuio Aa ObAaT OnMcaHH KaTo
opeo, LBETHH npolascBaHui, pasnajake Ha M300paKeHHeTO WM ABOMHO BipkaaHe. Te 0BHKHOBEHO
€€ MOABABAT IIpe3 NBPBHTE JBA MecCelLia OT JICHEHHETO, ClIEA KOETO MOKE NOBTOPHO Ja €€ NMOABAT H Ja
OTLIYMAT MO BPEMS HA HITH CIEH JICUEHHETO,

Yecmu (movice 0a 3aceznam do 1 na 10 nayuenmu):

Ilpomenu B naumusa Ha paGota Ha cepueTo (CUMITTOMMTE ca 3abaBaHe Ha chpieuHarta yecrora). Te ce
[DOABABAT OCHOBHO [Ipe3 NEpBUTE 2 fio 3 Mecella CAER HAYANOTO HA IEYEHHETO.

Cro6IneHH Ca W APYTH HeKeJIaHH PeaKi{H:

Yecmu (moxce oa 3aceznam noseve om ! na 10 nayuenmu):
Hepasromepen, 6Bp3 cbpaeueH pureM, HeobuwaiHO ycemame 3a chbplieGHeHe, HEKOHTPOMHMPAHO
KPBRHO HaldraHe, riaBobonue, 3aManHOCT M HEACHO 3peHue (pa3MasaHo BIOKAaHE).

Heuecmu (mooice 0a 3aceznam 00 1 na 100 nayuenmu):

Chpuebuene u 1OMBIHHTENHY CEPIEYHM YAAPH, TafieHe, 3arek, AHapHs, KopemHa 60/Ka, YyBCTBO Ha
CBETOBBPTEX  (BEPTHro), 3aTpyaHeHO Jumade (QMCOHesa), MYCKYJTHH KpaMmIv, TIPOMSHA
B J1a60paTOpHUTE NOKa3aTesIM: BHCOKH CTOMHOCTH Ha MMKOYHATA KHCENHHA B KPBBTA, No-roiaM Gpoii
eo3MHOGWTA (U GelM KPBBHH KJIETKH) H NOBMINEH KPeaTHHHH B KPBBTa (pasnajeH NMpojyKT NpH
CBKpAIaBAHETO HR MYCKYJIHTE), KoykeH oOpuB, aHrHoeAeM (KaTO MOAYBAHE Ha MHLETO, €3HKA HIH
rbpIoTO, 3aTPYAHEHO AMILAHE MMM TperibllaHe), HUCKO KPBBHO HANATAHE, NpUNafaHe, YyBCTBO Ha
yMopa, 4yBcTBO Ha cnaloct, npomen B EKT Ha copuero, ABOHHO BIDKAaHE, HAPYLICHHE Ha 3PEHHUETO.

Pedxu (moxce da saceznam do 1 na 1000 nayuenmu):
Yprukapus, cepbex, 3auepeaBaHe HA KOXKATA, 0610 HEPA3NIONOKEHHE,

Mrozo pedru (mooce Oa 3aceznam do 1 na 10 000 nayuenmu):
Hepasnomephu cepnevnu ynapu.

Crofmanage Ha HeJKe/IAHM JIEKAPCTBEHH PEAKIHH

AKO nonyuure HAKAKBH HEXKENaHK JIEKAPCTBEHH PeakLMH, ybeaomere Baiua fsexap Win (apMauest.
Topa BrmOURA BCHUKH RE3MOXKHH, HEONMCAHH B TA3H JIMCTOBRKA HEXENaHH peakiky. MoxeTe cblio na
ChOOIIMTE HENEMAHH pEaKUMM JHPEKTHO 4pe3 HALMOHATHATA CMCTeMa 3a chobliaBaue,
WanenuuTennarta areHuws no nekapersata yn. ,Jlaman I'pyes” Ne 8, 1303 Codua, Ten.:
+3528903417, yeGeaiit: www.bda.bg. Karo chobuiasate Hexenanu peakiyu, MOXKETe /1a JalleTe CBOA
NIPYHOC 3a NONyYapaHe Ha MoBeye HHGOpMALIHA OTHOCHO §e30MacHOCTTA Ha TOBA JIEKAPCTRO.

5, Kax aa cnxpansgare Hpabpaauu Maiinan

I_[a Ce ChXpaHABa HA MACTO, HENOCTHLITHO 33 AELIA.

Ha TIOCNICAHHA [I€H OT NMOCOYEHUA MECeLl,




Tozu JIEKAPCTBEH MPOAYKT HE UIHCKBA CIIELHAIIHH YCIOBHS 34 ChXPaHEHHE.

He ynoTpebssaiiTe NexapcTBOTO OMAKOBAaHO B GyTHIIKK B pAMKHTE HA 6 MeceLa clie] ITbPBOHAYAHOTO
OTBapAHe.

He wnaxmppnaiite nexapcTeata B KAHATMIAUMATAZ WM B KOHTeliHepa 3a JOMAWIHM  OTNAIBLM.
Honwuratite Bamms apmarieBT kak na U3XBLP/ATE JleKapcTBaTa, KOHTO Beue He msnonssare. Teau
MEPKH 1lie CIIOMOTHAT 3a ONIa3BaHE Ha OKOJIHATA cpefla.

6. Coappxanne Ha ONAKOBKATA H AOHLJIAATETHA HHpOPMALHA

Kaxkgo ceabpxa Heabpaaun Maiinan

- AKTHBHOTO BelecTBO € uBaGpaauH (KaTo okcanar).
HBabpapun Maiinan 5 mg: Exuna dunmupasa rabnerxa cuaspxa 5 mg uBabpasuu
(cvoTBeTCTBAINO Ha 5,961 mg HpabpaauH kaTo okcanar).
HUsabpagun Maiinan 7,5 mg: Enna dunmupana tabnerka chaspxa 7,5 mg upabpanun
(cworreTcTRamo Ha 8,941 mg uBaGpasun KaTo OKcanar).

~ Jlpyrure chCTaBKHM B #APOTO Ha TabGnerxara ca: 6e3pogHa nakTo3a (BivkTe Touka 2 ,,Meabpagun

Maiinan ceampKa NaKTo3a H HaTpHii™), konouzeH 6e3BOICH CHITHIMEB AMOKCH, KPOCKAapMe3a
Harpui (E468), 6yrunxuapokenronyon (E321), marnesues creapar (E470b), BbB ¢uamoso
noxpurue: Xunpomenosa (E464), turanos auoxcup (E171), maxporon 6000, marHesuer
creapar (E470b), xnat skeneser okeug (E 172), rnunepon (E422),
uepseH xenesexn okceua (E 172).

Kak msrnexxna HeaGpaaan Maiian kakso chbabpxa 011aKOBKATA

HBabpagun Maiinan 5 mg TabneTkn ca KBATH Ha UBST, KPBIIH QUIMEpaHH TabneTKY, ¢ BATLOHATO
pesiedHO o3HAuSHME ,,5° OT eAHATA CTPAHA W fIe/IMTEHA YepTa OT Apyrara crpata. TabneTkara moxe
Ja ObAe pasjieneHa Ha paBHH JO3H.

HMpaGpanun Maiinan 7,5 mg ta6nerku ca OpalDKeBO-KXBITH Ha LBSAT, KpPBIiH , ABOHHO H3IbKHATH
(prunmupann Tabnetky, ¢ BurbGHATO penedHo o3HaueHue ,,7,5% o1 eMaTa cTpaHa.

Tabnerxkure ce npeanarat 8 Gmucrepn PVC/PE/PVAC/AL no 14, 14x 1, 28, 56, 56 x 1, 98, 112
dunmupann tabnetkn u B Gmucrepun AVAL no 14, 14 x 1, 28, 56, 56 x 1, 98, 112 dunmupanu
TabneTks.

Tabnerxkure ce npennaratr B kaneHzapuu Gnucrepu (AL/Al; PVC/PE/PVAC/Al) mo 28, 56 u 98
unMupanu Tabnerxuy.

Tabnetkure ce npennarar B onakopku 3a Tabaerku (HDPE) no 56, 98 u 100 dpunmupany TabneTxu.

He BcuvkH BHIOBE OMAKOBKH MOXe Aa 64T mycHaTH B nponaxba.
ITpaTexaTen Aa pazpemwendeTo 3a ynorpeda

Mylan Pharmaceuticals Limited, Damastown Industrial Park, Mulhuddart, Dublin 15,
DUBLIN, Hpnaugus

IIpon3soanTenn

HBM Pharma s.r.0., Sklabinska 30, SK-03680 Martin, Criopakus

HIH

Delorbis Pharmaceuticals Ltd

17 Athinon str., Ergates Industrial Area, 2643 Ergates, Lefkosia, Kumsp




Toba exapcTBo e paspemeno 3a ynorpeGa B crpannTe uienxn na EVT noa eneanuTe aMena:

I'epmanms:
EctoHus:
Hpnaraus:
Henanus:

Hranus:
Jareus:
JIntea:

Iommna:

[Topryranmusa:

PyMBHHA:

Cnosakus:
Cnoseuus;

YHrapus:
Opanuua:
Xonagaus:

Yexus:

Ivabradin Mylan 5 mg Filmtabletten, Ivabradin Mylan 7,5 mg Filmtabletten
Ivabradine Mylan

Ivabradine Mylan

Ivabradina Mylan 5 mg comprimidos recubiertos con pelicula EFG, Ivabradina
Mylan 7,5 mg comprimidos recubiertos con pelicula EFG

Ivabradina Mylan Pharma

Ivabradine Mylan

Ivabradine Mylan

Ivabradine Mylan

Ivabradina Mylan

Ivabradini Mylan 5 mg comprimate filmate, Ivabradini Mylan 7, 5 mg comprimate
filmate

Ivabradin Mylan 5 mg, Ivabradin Mylan 7,5 mg

Ivabradin Mylan 5 mg filmsko obloZene tablete, Ivabradin Mylan 7,5 mg filmsko
obloZene tablete

Ivabradine Mylan

Ivabradine Mylan

Ivabradine Mylan § mg, filmomhulde tabletten, Ivabradine Mylan 5 mg,
filmomhulde tabletten

Ivabradin Mylan 5 mg, Ivabradin Mylan 7,5 mg

/laTa Ha mocsIeANO NpepasraexJaHe HA JHCTOBKATA
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