JIucroBka: nudpopmaums 3a norpedurTens

Cumaakce 2,5 mg/ml koHueHTparT 3a HHPY3HOHEH pa3TBOp
Simdax 2,5 mg/ml concentrate for solution for infusion
levosimendan (s1eBocHMeHaH)

[MpouyeTeTe BHMMATEHO HAJATA JUCTOBKA NpeaH 1a 3an04HeTe Aa nNpueMare TOBa
JIEKAPCTBO, Thil KAaTO T ChAbpPiKa BaxkHa 3a Bac undopmanus.

e 3anasere Ta3u JUCTOBKA. MOXe 1a [a C€ HAJIOKHU /1a 1 NPOYETETE OTHOBO.

e AKO MMarTe NONMBJHUTEHH BbNPOCH, NonuTaiTe Bawmus nekap win gpapmauesT.

e AKO NOJy4YMTE HAKAKBH HEXKEJIaHHU JIEKAPCTBEHH peakL MM, yBeaoMeTe Bawuus nexkap unm
¢apmaneBT. ToBa BKJIHOUBa H BCHYKH Bb3MOXKHH HEXEJIaHW PEaKLMi, HEONTUCAHHU B Ta3M
nucToBka. Bukre Touka 4.

KakB0 CbAbpKA Ta3H JJHCTOBKA:

KakBo npeacrasiassa CHMIaKe ¥ 32 KAKBO CE€ M3M0JI3Ba
KakBo Tpsa0OBa aa 3Haere, npeau aa npuemere CUMakc
Kak na npuemare Cumaakc

Bb3MOXKHU HekenaHu ePeKkTH

Kak na cbexpansBate Cumaakc

CbabpKaHWE HA ONAKOBKATa U I0MbJIHUTEIHA HHpOpMaLIHS
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1. KakBo npeacraBiasisa CHMIaKe H 32 KAKBO e H3M0.13Ba

CHMIaKC € JIeKapCTBEeH NPOAYKT B KOHLEHTpUpaHa opma, KoiiTo TpsOBa aa ce paspeau npeau
na Bu 6b1e npuiioxeH Karo BEHO3HA HHAY3HS.

Cumaakc AeicTBa KaTo yBeJiH4aBa U3MOMIBAlllaTa CHJjia Ha ChPLETO U OTNYCKA KPbBOHOCHUTE
chaoBe. CHMIAaKc HaMasgBa 3acTOMHUTE ABJIEHUA B OenuTe ApoOoBe M MO3BOJIABA HA KPbBTA M
KMCJI0pO/1a 1a MPOHUKBAT MOo-JIeCHO B Ts10T0. Cumaakc obliekuaBa 3aibXBaHETO MPH TEXKKA
ChpJi€4Ha HEOCTATBYHOCT.

CuMIakc ce M3MoJi3Ba 3a JieYeHHe Ha ChpJeYHa HeIOCTaThYHOCT NPHU XOpa, KOUTO MPOabIDKABAT
Ja ce OTUIAaKBaT OT 3aTPY/IHEHO JHIIAHE, BBIPEKH Y€ MpHeMaT OTBOAHABALLHM JIEKAPCTBEHH
NPOdYKTH.

2. Kaxkso TpsiOBa aa 3Haere, npean Aa npuemere Cumaakce
He npuemaiite Cumaaxc:

- aKO CTE aJIepru4yHH (CBPbX4YBCTBHUTEIHH) KbM JIEBOCUMEH/1AH MJIH HAKOA OT JPYTUTE CbCTABKH
Ha Cumaaxc

- aKO UMAaTe TBbP/AE HUCKO KPbBHO HAJIATAHE WJIM HEHOPMAJTHO YCKOPEH MyJIC

- aKO cTpajare oT ocTpo 0bOpeyHo UK YepHOAPOOHO 3abosnsBaHe

- aKO CTpajare OT CbpAeYHO 3a00/IABaHe, KOETO 3aTpy/AHsABA HAITbJIBAHETO MJIH U3IPa3BaHETO Ha
CBPLETO
- dKO JIEKapsAT BU € Ka3BaJl, 4e MMaTe HapylleH cCbpaedyeH puThbM, HapeueH Torsades de Paoi




peaynpexacHns W APpeANa3zHH MEPKH:
" ako crpazare oT 6n0peuno unu yepHoApoOHO 3abonsapaHe
" aKQ MMaTe HamasieH Opoll kpbpBHH KIETKU U OOMKH B I'bPINTE
" 3aK0 UMaTe HEHOPMAIHO YCKOPEH ChpJievYe€H PHTBM, HAPYLIEH ChpAe4YeH PUTBM WIH
Baumiuar ekap BH € KaiBal, 4e UMaTe NPEACHPAHO TPENTEHE WIH HEHOPMAaJIHO HHCKO
HHBO Ha Xanuii B KpbBTa, CuMaakc TpaOBa 1a BH 6bA€ NPUNIOKEH ¢ NOBHILIEHO
BHUMAaHHUE.

B ciyuaii, ye uMaTe HAKOE OT ropenoco4eHyTe 3a60IaBaHNs UITH CUMIITOMY, yBeaoMeTe Baiuus
JleKap npeau Aa 3anovyHe JeueHue ¢be CUMAaKC.

Henza H OHOMIH

Cumpaakc He TpabBa aa ce npunara Ha aela ¥ MIaacxkH noa 18 roauinna pb3pacr.

HApyrn aexapersa H CHMIaKc:
Mons, yBenomere Bamug nekap, B cliyyail 4e NpHeMaTe WiH HACKOPO CTe MpUEeMali OpYru
NeKapCTBEHU NPOAYKTH, BKITFOYUTENHO U Te3M H€3 peuenta

AKO CTE TIPHEMAJTH BEHO3HO XPYTH KapAHONOTHUHH JICKApCTBEHU NPOAYKTH, KPbBHOTO BH
HaJIAraHe MOKe Ja CaaHe pA3Ko Mpd npuiarade Ha CuMaakc.

bpeMeHHOCT H KbpMeHe
[TochBermaiiTe ce ¢ Bawuud Jiexkap npeau Aa 3anoyHere JedeHue cbe CUMAAKC, aKO CTE UK HMa

BEPOATHOCT Oa cre OpeMeHHa. He € u3pecTHo aann CUMaakc Moxe na HaBpead Ha BammeTo 6ebe.
BamuaT nexap we TpabBa Ja npeuedHy JalH Non3arta oT JIEYEHHETO € AOCTAThYHO roNnama, 3a aa
Ce NoeMe EBEeHTYAIHUAT PUCK 3a DedeTo.

Hma pannu, yue CuMaakc npeMHHaBa B kbpMara. He TpabBa na kbpMuTE, 10KATO H3MON3BATE
Cumpakc, 3a 1a H36erneTe Bb3MOXHU CTPAHHYHH ChpPAEYHO-ChROBH €QeKTH MPH KbPMaUETOo..

CuMaakc cbALpkKA aJIK0X0 (eTaHon).

ToBa nekapcTso chabpxka 3925 mg ankoxon (eTaHo) BbB BCEKHM ¢nakoH oT 5 ml, koeTo e
eKBHBA/IEHTHO Ha npuOnusutenHo 98 vol %. KonnuecrsoTo B eanH gnakoH ot 5 ml ot ToBa
JIEKAPCTBO € eKBHBANIEHTHO Ha 99,2 ml 6upa unu 41,3 ml BuHO.

BpeneH 3a NallMeHTH ¢ a1KOXO0JHA 3aBHCHMOCT.

Jla ce B3eMe npeaBua npyd OPEMEHHH WM KbPMELIH KEHH, Aelida # BACOKOPUCKOBH IPYTIH KATO
nainyeHTH ¢ YepHoapodHo 3abonsaBane Wi enunencud. KonyuecTBoTo ankoxomn B TO3H
IEKapCTBEH NPOAYKT MOXKE 11a IPOMEHH e(PEKTHTE Ha APYry JIEeKapCcTBa.

3. Kak na npuemare CHMaaKC

Cumaakc me By 0bae npuiokeH kato BeHO3HA UHPY3ua (cuctema). ETo 3amo tpabea
HEMpeMEeHHO A3 NOJIYyUYHUTE JIEKAPCTBEHHA MPOAYKT B OONMHH LA, [0 JeKapcko HabnoaeHue.

Bainuar nekap 1€ peinn KakBo konuuecTBo CuMaake Bu e HeoOxomnumo. Balnuar ekap e
ONpeAeid KaK pearupare Ha JISUCHUETO (Hap. Y4pes3 U3MEpPBaHe HA ChPACYHATA YECTOTa,
KpBBHOTO Hanarase, nocpeacTsoM EKI # B 3aBrcuMocT oT Baiuero camouyscreue). I1p




BamgaT nexap MOXe Ia NpoMeHH go3ara. Jlexkapar moxe Aa novcka aa Bu nabniogasa B TeueHune
Ha 4-5 AHM CJiefl MPEKPaTABaHE HA JieUeHHEeTO Ch¢ CHUMIAKC.

Moxe na Bu 6ba¢e HanpaseHo Obp30 BnuBaHe 3a 10 MHHYTH, OC/EABaHO OT O-0aBHA HHPY3HUA
B MpoABIKEHHE Ha 24 4aca.

BammaT nexap me nposepaBa nepuoanuHo kak pearupare Ha CumMaakce. Tol Moxe na HamMalu
CKOPOCTTa Ha BJIMBAHE, aKO KPbBHOTO HaAraHe cnagHe, ako cbpueto Bu 3anoune na 6ue MHOro
YCKOPEHO HJIM aKO Ce MOYYBCTBATE 3Jie. Y BEXOMETE JIeKapsa WIH cecTpara, ako cbepleto Bu bue
MHOT0 6BP30, aKO YCEIIaTe NPa3HOTA B IIABATA CH WIH HMATe YYBCTBOTO, Y€ eeKThT OT
CHMIAKC € NpeKaneHo CHIIeH WK npeKaneHo cnadb.

AKO JIeKapAT NpeLeHH, Ue Ce HyKAaeTe OT JONbJIHUTEIHA A03a CHUMAAKC M B CITy4aH 4e HAMATe
HEeXeJIaHHW e(eKTH, TOH MOXKE Aa YBETHYH BJIUBAHETO HA MEAUKAMEHTA.

BainuaT nexkap MoXe Ja NpoabnKK BaABaHeTo Ha CHmAaakce, AoxaTo cbpuero Bu uMa Hyxaa ot
noaabpxkade. OOMKHOBEHO TOBa Npoasmxasa 24 yaca.

EdexTsT BEpXY chbpLeTO B Liue ce 3anma3u rnoHe 24 yaca cied CnupaHe Ha HHPY3UATa CbC
Cumpakc. To3u edekT MOXKE da ce 3aABPXKH B NpoabkeHne Ha 7-10 AHM cniea cnupane Ha
BITHBAHETO.

AKo0 cTe NpHeAH noBevye 0T HeoOX0AHMOTO KoHYecTRO CHMAAKC

AKO cTe npueny npexaneHo roagMa go3a Cumpgake KppBHOTO BH HanAraHe Moxe a cnajgHe H
nyncsT Bu aa ce yckopu. BawuaT nexap 31ae kak Aa Bu noMorue, B 3aBHCHMOCT OT
chCTOAHHETO BH.

4. BB3MOKHA HeXeJAHH peaknuH

KaxTo BCHUKH JieKapcTBeHH NpoaykTH, CHMAAKe MOXKe Aa IpeIU3BHKA HEXENaHH peakLiii,
MaKap 4Ye T€ He ce HAbMoJaBaT NpH BCEKH MALIHEHT.

MHoro yecTu (Morar Aa 3acerHat nopeue oT | Ha 10 qymu):

CHJIHO YCKOPEH NYJIC
TTI1ABOOOIHE
CIIAAaHE¢ HA KPBBHOTO HaNAraHe

Yectu (MOraTt aa 3acerHar ao 1 Ha 10 oywmn):

NOHHWXEHO ChAbPKAHHE HA KallHA B KpbBTa
OeschHUe

CBETOBLPTEXK

HApYLUEeH CBPASYEH PHTHM, HApeUeH NMPEACHPAHO TpeNnTeHE (MacT OT ChpPUETO TPENTH, BMECTO 1A
ce CbhKpalllaBa NPaBUNHO)

€KCTPACHCTOIIH

ChPACYHA HEAOCTATHYHOCT

HEJOCTATBYHO CHa0/IgBaHEe Ha CHPLUETO C KMCJIOPOX
ragcHe

KOHCTHNALNA

nuapHs




NOBPBLUAHE
HamaneH Opoil KpbBHU KIIETKH

C HensBecTHa YecTOoTa (OT HUIHYHUTE AAHHH HE MOXE 1a Obae HanpapeHa OLEHKa)
CBpbXUYyBCTBUTEIHOCT (CHMITTOMHTE MOTaT Ja BKO4YBaT 0OpHB M chpbex).

MHoro Masko oT NaliMEHRTHUTE, IEKYBAHH ChC CUMOAKC, MTONYYABAT HApYLIABAHE HA ChPACYHUA
PUTBM, HapeueHO KAMEPHO TPENTEHE (YacT OT ChPLUETO TPENTH, BMECTO 1a CE€ ChKpalliaBa
NMpaBUIIHO), KOETO HATara eEKTPOLIOKOBO JIEYCHHE 32 Bb3CTAHOBABAaHE HA PUTHMA.

Mons, HezabaBHO yBeaomeTe Bauinus nekap ako noyddTe Hexenany egexru. Bamiuat nexkap
MOJKE Ja HaMaJii CKOpOCTTa Ha BJIMBaHE WIH Aa Crpe BIUBaHeTO Ha CHMAOAKS,

AKO HAKOH OT HeXXeNaHUTE PEaKIIMH CTaHe CEPHO3EH WIH Ko 3abenexuTe HeXeTaHH PeaKiiuH,
KOUTO He ca n30poeHH B Ta3H JIMCTOBKA, MOJIA, yBeaoMeTe Bawuus nexap.

CrobmaBaHe HAa HEXEJaHH PeaKUHH

AKO TTIOJYYHTE HAKAKBH HEXETaHU JICKAPCTBEHH PEaKlUy, yBeaoMere Bamun nexkap win >unu
MeJMIHHCKA cecTpa. TOBa BKIKOYBA BCUYKH BB3MOXKHHK HEOMUCAHH B TA3H JTUCTOBKA HEXENTAHH
peaktud. MoxeTe Chillo Aa ChOOIUTE HEXKENAHH peakLUH JHPEKTHO Ype3:

HanbnuuTENnHA areHuus ne JieKkapcrnaara

yn. ,,Jlamad ['pyes” Ne 8

1303 Codus

bbarapus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Karo crobinasare HexenaHH PCAKIIHH, MOXXETE A RaACTE CBOA NMPHHOC 34 N10JIyiUaBaHC HA
[MoOBCYC HH(I)OPM&HHH OTHOCHO Oe30macHOCTTa HA TOBA JICKApCTBO.

S. Kax na coxpansBareCumaaxc

Jla ce ma3u Ha MACTO, HEAOCTRITHO 34 ACLA.
Ha ce chxpanaBa B xnagunuuk ( 2°C— 8°C).
Jla He ce 3ampassaBa.

He usnonssafite CuMaakc cnel H3THYAHE HA CPOKa HA rOAHOCT, OT0eNA3aH BLpXY ONAaKOBKATA.

CbXxpaHABAHETO H BpeMeTO A0 ynorpeda cnen paspexaane He TpadBa Aa HanxswpnaT 24 Jaca.

6. CouabpxaHue Ha ONAKOBKATA H AONBJIHHTEIHA HHPOpMaU NS
Kakso cuabpika CHmaakc

JlekapcTBEeHOTO BewtecTBO € IeBOCHMeHaaH 2.5 mg/ml.

[ToMoLLHKTE BeLIECTBa ¢a: NOBHIOH, IUMOHEHA KUCEIHHA H €TaHO.

Kaxk nviraexaa CamMaske H KAKBO ChAbBPpAKA ONNAKOBKATA

KoHueHTpaTsT € SCHO XBJIT MU OPAaHXXEB PA3TBOP, KOUTO ce paipekaa npeau rnp
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Onaxosxu
« 1,4, 10 dnakonu (cToiio I Tun) ot 5 ml

B13MOXXHO € He BCHYKH BUAORE ONAKOBKH 3 ¢a IMyCHATH B npoaaxbda.
IlpuTexare HA pa3pelIeHHETO 34 YIIOTpeDda H NMPOH3BOAHUTE]

Orion Corporation,
Orionintie |

FIN 02200 Espoo
DduHnaHaun

IpeacraBuTe HA MPHTEXATEINA Ha pa3pellleHHe 3a ynoTpeba:
Orion Pharma Poland Sp. z 0.0., [Tomna
kontakt(@orionpharma.info.pl

JaTa HA MOCAEAHO npepasriexaane Ha JUCTOBKATA
08/2025

APpYrv H3TOUMHHLIH HA HHPOPMALHA

[TogpobHa nedopMaLua 3a TOBA NEKAPCTBO € NPeAocTaBeHa Ha yeocalita Ha MUanwiHHTeNnHa
AreHuus no Jlekapcrparta Ha: www.bda.bg
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CnenHata vHGOpMaLHA € IPpeaHa3sHAuYeHa caMo 3a JIEKaph H MEeIHULIHHCKY fIEpCOHAN
Cuamaaxe 2,5 mg/ml koHHEeHTpAT 32 HHPY3IHOHEH PA3TBOP

Hucerpyxouu 3a ynoTpeda H nNpuaoxKeHHe
Cumaakc 2,5 mg/ml xoHUeHTpaT 3a HH(PY3IHOHEH Pa3TBOP € NpeJHA3ZHAUEH CaMO 3a €JHOKpATHA
ynotpeba.
KaxTo npy BCHUKH NIEKAPCTBEHH NPOAYKTH 33 NAPEHTepanHa ynorpeda, orneaanTe paspeacHus
Pa3TBOP 34 HATMYHE HA YACTHLIH WU O0e3LBETABAHE MPEaU NPUNIOKEHHUE.
¢ 3a npuroTBsixe Ha HHPY3HoHeH pasTBop 0.025 mg/ml, cMecere 5 ml ot Cumpaaxc 2,5
mg/mi KoHLEHTpAT 3a uHpy3HoHeH pasTeop ¢ S00 ml ot 5§ % pasTBop Ha riOKo3a.
e 3anpuroteaHe Ha UHQY3noHeH pasTeop 0.05 mg/ml, cmecere 10 ml ot Cumaakc 2,5
mg/ml koHIeHTpaT 3a UHPyY3uoHeH pa3Teop ¢ 300 ml ot 5 % pasTBop Ha rnwko3a.

H03MpoBKa H HAYHH HA NPHIIOKEHHE

Cumpaakc e npeagHazHaueH caMo 3a BbTpedonHuuHa ynorpeda. Tol TpsadBa na ce npunara B
OONTHMYHH YCIIOBHA, MPH HAJIMYKME HA AIeKBATHH YC/TIOBHSA 3a HAONKOAeHWe Ha MallHeHTa W OTIMT OT
NPUNAraHEe HA UHOTPONHMU AreHTH.

Cumpakc tpabpa aa ce paspeu npeau ynorpeda.

HHY3HOHHHAT pasTBOP € CAMO 33 BEHO3HO MPIWIOKEHUE H MOXKE [a C€ BbBEAC B NepHdepeH UK
LIEHTpaJIeH BEHO3€EH [TBT.




[1o oTHOLIIEHKRE HA A03HPOBKaTa, MOJIA, H3noJ13BainTe KparkaTa XapaKTepHCTHKA Ha TIPDOAYKTA.




