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YAMLARYTERHA ATEHUMA NO NEKAPCTBATA
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CORYOLE’ TabneTkd 6.25 mg o BY
CORYOL." tabnetxku 12.5 mg ~ OGS,
CORYOL® taGrerxu 25 mg § OdaBparo: f L LT 09I

KAYECTBEH H KOTHYECTBEH ChCTAB

BB Beska TabneTKa ce ChaBpikar 6.25 mg, 12.5 mg nm 25 mg xapeemuion (carvedilol).
3a noMomaEnTe BEECTBA BIK, pasmei 6.1.

JIEKAPCTBEHA GOPMA
Tabmerkn

o
TIoxazamnn

e Jlewenue Ha eceruuanga xumeprogua: Coryol MOXKe Ja ce H3IION3BA CAMOCTOATENHO
HIH B KOMOHHAIHS C IPYTH aHTHXHNEPTEH3HBHH IPOXYKTH.

o JleueHue Ha cTaOMITHA CTCHOKAPAHA.

e lewenme na XPOHHYHA CHPIEYHA HEMOCTATHYHOCT.

i..‘ &
Jlo3ApoBKa B HAYAH Ha DPHJIOKEHHAE

Coryol Tp26Ba ma ce B3ema CiIex XpaHeHe, 3a Jia ce 3abasu abcopbupafeTo My ¥ Ja ce
IIPEOOTBPATH OPTOCTATHIHHS MY edeKT.

HosuposkaTa TpabBa fa ce Ompeqeind HHAEBHAyalTHO. JleueHmeto TpsOBa Aa 3alodHE ©
MAJIKH JI03H, KOHTO C€ YBEIHYaBaT IIOCTEICHHO Ha BeeKH 7 mo 14 OHH 34 IOCTHTAHE HA
onTuManes kimHAdeH edekr. Chem mppBaTa 033, KAKTO H IIPU BCAKO YBENHYCHHE Ha
J03ara ce MperophuBa -1 gac ciex IpHeMaHeTo Ha JIEKapcTBEHHA IIPOJYKT Aa C€ H3MEpH
KPHBHOTO HAATAHE HA TAIIHEHTA, 32 2 c& M3KIIOYH BE3MOXKHA XHITOTOHHL.

IMpr HeoOGxomumocT Jiederuero ¢ Coryol TpaOBa fia ce CIEpa MOCTENEHHO B NPONBIDKEHIE
a1 no 2 cepMunm. )

Axo medennero ¢ OHIO IpeyCTaHOBEHO 34 IIOBede OT IBe CeIMMIH, To TpiabBa ma ObIe
BB300HOBEHO ¢ Hali-HUCKaTa J03a.

Ecenyuanna xunepmonun

IIspporavannara nosa Coryol e 12.5 mg, npreMaga CyIpus ciel 3aKycka wm 6.25 mg
Coryol gsa meTr mueBHO (CyTpHH ¥ Bedep). Cnexn 7 xo 14 maM OT 3al0UBaHe Ha JICUSHHETO,

" BB3MONKHO € JOPH Clef 2 JHH, mozara Aa Ob/e yBelqudeHa 10 25 mg CYTpHH Mg no 12.5

mg aBa o6TH gEeBHO. Cien 14 npm mosaTa MOXKe OTHOBO Ja OBJe yBEAMYEHA Ha 2 IETH 10
25 mg Coryol nueBHO.

I[ssaTa qHeBHa F03a 34 JISYSHHEe Ha XHISPTOHAS He TpaOBa Ja Ha(BHIIAaBa 2 ITETH 0 25 mg
Coryol pHeBHO.

Cmabunna cnenoxapous

IIspeonagansara no3a Coryol e 12.5 mg, mpHeMaHa ABa ITFTH JTHEBHO Cliex Xparene. Crex
7 no 14 mem oT NEYSHHETO 03aTa MOoXKe Ja ObJe yBenndeHa Ha 2 IBTH HO 25 mg Ha ACH.
Axo 14 nuy ciel 3amoyBaHe HA JEUSHUETO Tas3d 703a He JaBa PesynTaT # aKo MalueHThT s
moHacs fobpe, mosara Moxe Xa Obie yBemudeHa Ha 2 mbTH mo 50 mg auesuo. Lisnara
JIHEBHA 034 34 JICUSHWE Ha XPOHHIHA aHIHHA IIEKTOpPHC He Tpabsa ka Hammmasa 50 mg

Tp}IGBa [la HaJpHIIaBa 25 mg, HpHeMaHPI JIBa ITETH JHEBHO.
Xporuuna copdedna HeoocmanvuHocn

Coryol ce mpemophbuBa KaTo XONBIHHTEIHO CPEHCTBO KbM
FeKapCTBEHH NpOAYKTH, karo amypetnu ACE umxuburopu




4.3

4.4

OPOEYKTH. Moxe fa ce mpHaara KaTo 3aMecTBallo JICUYSHHES, KOraTo MatMeHTUTE HE
moHacsT ACE mmxuburtopm. Coryol Moxe Da ¢e Ipumara caMo ciel XKaTo FO3HTe Ha
cporBeTHAS auypetHk, ACE HEXUOMTOp MIE JUTHTAIHCOB IPONYKT (ako ca IpeNHCaHK
TaK¥Ba IPOXYKIH) ca CHOTBETHO CTaOMIM3HPaHH.

CxeMara wa mosdpade e cTporo MupusmiyamHa. ITanmeATtnte Tpabpa Ja ce IIOX
HEeNPEeKLECHATO MEIHLMECKO HaOMIOAeHHe 3a TIOHOCHMOCTTA KbM JIEKAPCTBEHMS MPOAYKT B
OLpBHUTe 2 J0 3 Yaca ciel MpHeM Ha HadalHaTa J03a H CIel OPHeM Ha BCSKa HOBA HO-
BHCOKa Ho3a. Ilossara Ha Gpamuxapaus (decToTa Ha Mynca NOA 55 ymapa B MuHYyTa) €
cCHrHaj 3a Hamaigsane pa mosata Coryol. Ilpy moseara Ha IpH3HAIM Ha XHIIOTOHMA Hai-
panpeX ce HaMAisea nos3ara Ha muypetuxa mmu ACE muxmbuTopa, ako TesHm MEpKH ca
HeJOCTATHUHY, TOraBa ce Hamaigsa H nozata #a Coryol.

B naganoro Ha nevenue ¢ Coryol ui ciie yBenndaBaHe Ha Jlo3aTa MOXe Jla ce Habmoaasa
HPEXONHO BIOIIABAHE HA CHMTOMHTE HAa CBPUEYHa HENOCTATHYHOCT. B Taxkes ciydait
TpsAGBa 1a ce yBEJMUM J03aTA Ha JUypeTHKa. [JoHsAKOTa ce Hajara 1a ce HaMajli BPeMEeHHO
noszara Ha Coryol wma mopu ma ce cupe. Korato mamieHTHT ce cTalMmM3Hpa KIHHEIHO
negennero ¢ Coryol B/MiK yBelMYABaHETO Ha JO3HTE MOXKE Jia CE 3al09He OTHOBO. AKO
CHMITOMHTE Ha CHPIEYHaTa HEJIOCTaTFYHOCT C€ BIOMIAT KBM HO-TexKa dopma (NYHA
class IV), tps68a fa ce HAUPABH PEBU3HA HA LJIOCTHOTO JiedeHue. Ipn Kap/moreseH moK
wm gexoMnercupana CH ce Hanara H3IOI3BaHETO HA 1.v. HHOTPOXIHA TEPAIIHH.

Hawanmara mo3a e 3.125 mg mea nbta muesHo. Ilpa mobpa nMoHOCHMOCT Ha TasH H03a, T

. MOCTENEeHHO (B HHTEpBall Ipe3 IBE CEIMMIE) MOXe Iia Ce IOBHIIABA JO AOCTHIaHe Ha

ouTHMAaHaTa No3a. ClempamuTe mo3u TpLOBa Ja ca 6.25 mg ABa IBTH JHEBHO, CIEH TOBA
12.5 mg nBa reTd JHEBHO W Hakpad 25 mg nBa bTH AHeBHO. [TannenTsT TpsaOBa A2 mpueMa
HAH-BACOKHTE HO3H, KOHTO MOXe fa moHece JoOpe. Haif-BHCOKaTa IpenophuBaHa 4032 €
25 mg asa meTd feesHo. Ilpy manuenTr Texauy noreue oT 85 kg, mo3aTa NOCTENEHHO K
BHIMATENHO ¢e Harnacasa fo 50 mg ABa I'ETH AHEBHO.

Kopexuun na dosuposkama

IIpy nagWeHTH B HanpeTHANa BB3PacT ce IPENOpPEYBA Jla CE 3am0vHe ¢ MO-HHCKAa 7033
Coryol: 6.25 mg Ha geH 3a JISUeHne Ha XHIIEPTOHIA | 2 JIBTH 10 6.25 mg Ha JeH 32 IeIeHHE
Ha AHTHHA IEKTOPHC, 2 IIPH MAIlHEHTH CHC CHPACYHA HENOCTaTHIHOCT IPEelNOpHYBAHUTE
I03% ca: 2 meTH 1o 3.125 mg Ha HeH 3a JIeYeHUE Ha XHIIEPTOHHS B aHTHHA IIEKTOPHC.

Ilponyckane na oosza

IpomycHarata mo3a TpAbBa fa Obae B3eTa BE3MOKHO Hal-05p30. Bee nak, ako Habmmxasa
BpPEMETO 3a IpHeMaHe Ha CleJBaifara 1033, INANHeHTsT He Tpa0Ba Na ce OnMTBA 1A
HABAKCBA IIPOILyCHATATA, A 2 B3eMe ClIe/BAIATA B ONPENeNeHOTO BPEMe.
IpoTHBOIOKAZAHAN ‘

CBpBXUyBCTBUTEHOCT KbM KapBeMIION HIM KBM KOATO H I € OT ChCTABKHTE Ha
JIeKApCTBEHHA MPOAYKT, GPOHXHANHA ACTMA HIIH XPOHHIHO OOGCIPYKTHBHO GenoipobHO
3a00J19BaHe, HECTAOUIIHA CHpHeTHa HeOCTATEIHOCT MM TEXKA ChHPAETHA HENOCTaTEIHOCT
(xnac IV mo NYHA jexoMmeHcupaHa ChpIeYHAa HETOCTATHYHOCT, H3UCKBAIA
HHTPABEHO3HA HHOTPOUHA Tepamus), OenopobHa XHMIEPTOHHA, GeNonpobHO CHpue H
xapaHoreneH mok). Coryol we TpaGBa fa ce faBa Ha NAIMEHTH C TEXKa Opanukapaus (oK
50 ymapa Ha MHHYT2 B CHCTOSHEE Ha TOKOIf), CHMHAPOM Ha OONHWS CHHYCOB BB3EN MU
BTOpa W TpeTa cremer AV 6ok (OCBeH ako He e IMOCTaBeH NOCTOSHEH ICHCMEHKEBD).
Coryol e ce mpenoppyBa IPH TEXKKA TEPHOIPOOHA HEJOCTATHUHOCT, TEKKA XHIOTOHILT,
MeTabonuTHa amuo3a i heoXpoMOLIHTO3a. ,

Coenpayay apeayupeikaeHas 3a ynorpeda ¥ NpeAnasHa MepKa
Xrunomonua:
JlekapCTBEHUAT MPOAYKT He ce IPEenopHIBa Ha NalHEeHTH ¢ HECKO



ITpu mossa Ha Opagukapamd (NOF 55 yI/MEH) W/ XHUIOTOHHA (CHCTOIHO apTepHAlIHO
mangrage nog 90 mmHg) negennero ¢ Coryol Tps6Ba fa ce IpeycTaHOBH.

Opmocmamivina xunomonua: OcoGeno B Hadanmoro Ha Jedexmero ¢ Coryol u mpu
yBeNM9aBaHe Ha JO3HPOBKATa € BE3MOXKHO IIPOSBICHHAETO Ha OPTOCTATHYIHA XUITOTOHHA ChC
3aMadHOCT ¥ CBETOBBPTEX, HOHIKOra CBC CHHKom. IlammenTure CBC CBpACYHA
HEZOCTATHYHOCT, IANHEHTHTe B HaOpeZHAIa BB3pacT M Te3M, KOHMTO IpHEMaT
eIHOBPeMEHHO H JPYT'H aHTUXHUIIEPTEH3UBHE H AUYPETHYHH CPEACTBA, ¢a U3I0XKEHH Ha I10-
rolaM puck. Tesw peakimun Morar Aa OBAaT MpemoTBPaTEeHH, KaTo ¢e IpHeMa II0-HHCKa
mepBoHavarHa go3a Coryol, kaTo BHEMAaTeIHO c& THTPHpa INOANEPIKAATa 032 H KaTo ce
B3eMa JIEKapCTBEHHS MPOMYKT ciel xparere. [lanuenTute TpadBa qa OpAaT NPERyIpPEACHE
Kak jfa H304rBaT OpTOCTATHYHHTE HapyIleHHs (Aa BHEMABAT NPH CTaBaHe, IIPH
CBETOBBPTEX I cAIaT ¥ jrirar). Ha malueHTHTe B HAUpeOHANa Bh3pactT ce Mpernopbisa
Ia 3aMO0YHAT JeIEHHETO ¢ HO-HHUCKY M03K (Bik JIO3MpOBKA M HAYHH Ha MIPUIIOKEHHE).
Ipeycmanosnsane na neuenuemo: Axo nedennero ¢ Coryol (kaxro u ¢ Apyra B-6ioxepu)
Ce OpeKpaTH BHE3amHO, MOXe Jia ce HallmoImaBaT M3HOTsBaHe, TAXHKApAMA, OUCTIHET H
H30CTpAHE HA aHTHHA NEKTOPHC. MI3I0XKEHR Ha Hail-roIM PUCK ¢a UAMHEHTHTE ¢ aHTHHA
IIEKTOpHC, [P KOUTO ¢ Bh3MoxeH uH(apkT Ha Muokapaa. Hosupopkara Tpabsa da Gbae
HaMalsBaHa NOCTETIEHHO B NPONBIDKEHHE Ha 1 1o 2 ceaMuIy.

Axo meweHHETO ¢ GWNO UPEYCTAHOBEHO 3a [OBEYS OT JBE CEAMMIH, TO TpaAGsa ma Obme
BB300GHOBEHO ¢ Hal-HECKaTa 2032,

Covpoéuna nedocmanreunocm: TlanuenTuTe ¢ NeKka 10 yMEpeHa ChpleyHa HelOCTaTbYHOCT
Morar na BzeMar Coryol, IpE yclOBHE 4e CHCTOSHMETO HM ce KOHTPOMHpPA YCIEINHO C
OUTHTAINC Wume ouypetunm. Ilpu 3amousane Ha Jedemmero ¢ Coryol mmd npu
yBeNMYaBaHe HA 703aTa € BB3MOXKHO BIOLIABAHE Ha CHpAeYHATa HEZOCTATRYHOCT. ToBa
Moxe na Gbe n3berndaro upes mMo-BHEMATENHO Josupane Ha Coryol: neueHnero Tpabra na
3arowse ¢ MOJMOBHH mo3za (3.125 mg mBa wetH JHEBHO). AKO ce BAOHIM ChpieuHara
HEOCTATHIHOCT, TpAGBa [ia ce YBEIHYAT JHYPETHIHTe WX Ia ce Hamamd xosara Coryol,
HITH JIEYeHHETO ¢ HETO BPeMEHHO Ja Ce NpeycTaHoBH. [lozata Moxe pa Oplle yBenuueHa
OTHOBO IpY CTa0UIH3NpaHe Ha KAMHUYIHOTO CHCTOSHUE,

IIpenopruBa ce Aa ce HaOmoJaBaT HalMEHTUTE CBC CHPASUHA HENOCTATHUHOCT H ¢ TEXKA
XHIIOTOHHA, HCXeMHAYHa GOJIECT Ha CBPLETO, Nuby3HO ChI0RO 3aboissane W/mmm O0peyHa
HEOCTATBYHOCT, Thil KATO HpH Te3H NALMEHTH MOXe Zia ce Bromw (psmko) OsOpednara
dyuximua. BebpedHara ¢GyHKIMI ce HOpPMaNm3Epa HpH IOpeKparsBaHe Ha JIEYCHHETO.
Juabem u xunepmupeouduswm: [-Onoxepure 3abaBiT cCppAedHATa HOEHHOCT M
CHeMOBATENHO MOTAaT 2 MACKHpaT CHMIITOMHTE HA XHIOITIHMKeMHs IpH JuabeTHiu U Ha
XUICPTHPEOMIM3HM (HAPAMED TaxuKapusara) NpH IAmueHTH CbC 3a0oniBaHe Ha
MUTORKMAHATA Ule3a. HABOTO Ha KpBBHATA 3axap MOXKe Ja HaMmalldBa MM Ja Ce IOBHINaBa
IpH HaabeTHIH ChC ChPASYHA HEAOCTATHYHOCT,

Obwa anecmesun: 3a o0mia aHecTe3ds Ha IANUEHTH, JHekypanm ¢’ [-Omokepm, e
HeoOX0HMO Ja ¢e M3IION3BAT HAPKOTHYHM CPEACTBA C BE3MONKHO Hal-clab oTpuIaTencH
HHOTPONSeH e(eKT MM IpeABapHTeNMHO (HOCTENEHHO!) Ja ce IpeyCTaHOBH JICYeHHETO.
Hapywiena uepnodpobna dyuxyun: Coryol MOXe N0 H3IKIFOYCHUS Ha IIPUINHH
Hapymende Ha depHOApoOHaTa Qyskmad. IIpy kiMEMYHO HONO3peHHE 3a HAPYWICHHE,
yeprOapoOHata GyHkumMs Tpabsa xa Obje mpoBepeHa. B ciydalf Ha uepHOApOOHA
HeJOCTATHYHOCT IAlHeHTHT Tpataa aa cupe na siema Coryol. ITo npapmio deproapoOHara
GyHKIHA ce HOPMATIH3¥pa cell TPeyCTAHOBABAHE Ha JICUEHHETO.

Xponuuno obcmpyxmueno Oenodpobro 3abonneane: Tvi xaro B 6510Ke
YTEXHEAT OpoHXManHaTa oOCTPYKIES, HAECHTHTS ¢ XPORHIHO Beio
OpMHEIEN He Tpsa6sa Ja ra ymotpedsasar. Ha manuenTnTe ¢ neKa (1) 4
MOXKe OO0 H3KIEOYeHHe Ja ce nmasa Coryol, TIpH TONOXKEHHS, i
JIeKapPCTBEHH TPOAYKTH He € ycrmemHo. IIpH Bce TOBA ¢& M3HCKB l
Baxno e Te3s DAamHeHTH A2 B3¢MAT Half-MajkaTa e()eKTHBHA O3

{I¢ MOraT ma




cHMITOMM Ha Opomxuansa obcTpyknus, Jedenuero ¢ Coryol Tpabsa za 6s4¢ He3abaBHO
TPEYCTaHOBEHO.

B-6ioxépuTe Morar Xa BIOIAT KIMHHYHOTO CHCTOSHHE IPH nepugepra apmepuonnd
AHZUONGMUSL, NCOPUASHUC | aHAGUIAKMUNHY peakyult B Ja OTCHa0AT OTIOBOPA Ha aAep2UYHY
mecmose.

[3-6yioKepnTe MOTAT 1A YTEKHST Prinzmetal- anzuna nexmopuc.

Oco0elo BHAMAaHHe & H3HCKBA IPH MMENHCKA MEMADONUMHA ayuo03a.

TanHeHTHTE C Geoxpomoyumom MOTAT Ja B3eMaT [-aJpeHOpeNenTOPHU GIOKEPH, CAMO aKo
[peABapUTENIHO Ca 3aII0THANE Ja B3MAT ChINo # o-Grokepu.

Besomacrocrta 1 eduxacHoctta Ha Coryol pu nayuenmu nod 18-200utna év3pacm He ca
YCTAHOBEHH H IOpajd T0Ba Herosara ynoTpea He ce NPEnophuBa B NeNHaTPHATA.

Creyuannu npedynpescOenus OmHOCHO ROMOWHIUME 8elecmeq.

Beaxa enma Tabnerka ot Coryol 3.125 mg ceabpika 75.37 mg naxTosa. [lamueaTsT nprema
75.37 mg lactose ¢ BesKa 51034 aKo TOH/T Ca3BaT HHCTPYKIMATE 3a ynotpeba. Tosm
ACKAPCTBEH IPOAYKT ChAbPxka 75.37 mg nakTosza. Koraro ce mpuema ChINacHo
NpeOPBKATE 3a ZO3UPAHE, BCAKA J03a Habaes 0 75.37 mg akTo3a.

Hemomxonsim € pH Xopa ¢ JIAKTa3Ha HeJ0CTaTBUHOCT, TaaKTO3eMuUs MK
[IIOKO3EH/TAAKTO3eH CHEAPOM Ha ManabcopOrus

TosHm nexapcTBeH TIPOAYKT chABpxka. 5 mg 3axaposa. Koraro c¢e mnpuema CEHITIACHO
IpeIopBKUTE 3a JO3HpaHe, Besaka J03a Habaps 0 5 mg 3axaposa. Henomxousnn Ipu xopa ¢
BpOZieHa HEHOHOCHMOCT KbM  ()pyKTo3aTa, IVIOKO3EH/TalaKTO3¢H CHHIEpOM Ha
ManabcopOUus MM 3aXapa3Ho/H30ManTa3eH JAeHINT.

4.5 BzamvoaelicTBHE ¢ IPYTH JeKAPCTBEHH CPEACTBA H APYTH GopMu HA B3aHMOJEHCTBHE

ITpenoppyBa ce NAIHCHTATE Ja He YIOTpeOaBaT AIKOXO0J IO BpeMe Ha JIe9eHHeTo, THH kaTo
Tol MOXe fa moTeHIApa edexra Ha Coryol.

Empoepemennoro mpunoxenue Ha Coryol H KaNIMEBH AHTATOMHCTH KaTO BepalaMHI H
IEITHA3EM, HE ¢¢ NMpEHophuBa IOPaAy PHCK OT eKCIIeCHBHA OpajMKapini H 3abapaue Ha
AV-mpoBompvoct. [IpH eIHOBPEMEHHO OPHAGKSHMES ¢ KAMEHSRH QHTATOHMCTH 0T
IHXAIPOMIPUARHOB THH C& M3HCKBA TIOBHINEHO BHHMaHHe (PHCK OT xwmoroHms). He ce
NperopbuBa eaHOoBpeMenHara yroTpeda Ha Coryol ¢ aHTHApHTMEYHE CcpefcTBa Kiac A u
IC, npHIaraEE MHIPABEHO3HO (PHCK OT TeXKa MuoKkapAHa penpecus). Ilpu
eMHOBPEMEHHOTO IIPUAOKEHWE ¢ aGHTHAPUTMWYHH CpPENCTBA, LpPHIaraHd DepopanHo e
HeoGX0IHMMO HOBHKIICHO BHEMAaHKe (KIHHWIHO Mpochenssate H gecT EKI -xorTpOI).

Haxon aHTHapHTMHYHH, HApKOTHYHY, aBTHXMICPICH3UBHE CpeICTBa, JIeKapcTBaTa 3a
JiedeHre Ha aHTHHA NEKTOpHC, MpyrH f-Groxepr(Bki. u mox dopMmaTa Ha KallkH 33 OUH),
HaMaIgBAIMUTe KATEXOJNaMHHHTE JIEKApCTBEHH IPONYKTH(BKI. HHXHOHTODHTE Ha
MOHOAMEHOOKCHAA3ATa, PE3EPIHH) B CHPACIHUTE TTIMKO3MNE MOTaT Ja OTeHNupar edexra
Ha Coryol. [lopaju TOBA IIpH OLpeIeNIHe Ha OSUPOBKATA Ha Te3W JICKAPCTBCHH HPOTYKTH
# Ha Coryol Tpabea na ce samMaBa. EmmoBpeMenHaTa ynorpe6a Ha Coryol ¢ HETOKCHH
MO3Ke J1a ZIOBe/ie 10 IIOBHINaBaHe KOHIEHTPauITa Ha JUTOKCHHEA.

dapmakokuHeTnkara Ha Coryol MoOXe fJa ce IpPOMEHH, aKO TOH Ople IpHIarad
CHOBPEMEHHO CBC CpPEACTBA, KOMTO CTHMYJIHMpAaT HJIH HOTHCKAT MEHCTBHETO Ha
uepHOApobHuTe ensuME (CYP2D6): Taka HampuMep CHMETHIHHBT [OBHIIABA cepyMHHTe
KOHIEHTPALUA HA KOPBEIIONA, 4 PUQaMIHIMHET 'l HAMAIsIBA, P
Emnospemennara ynoTpeba Ba Coryol ¢ epro-ankanonay yBem)
peaxun BepXy neprudepHoTO KpEBOOOpallCHIS.
EnsoBpeMerHOTO npHnokerHe Ha Coryol 1 MHKIOCTIOPHH MOXE /1
Ha IUIa3MeHaTa KOHIEHTparus Ha UKIOCIOPHHA, IOpaan
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MOHATOpHpaHe Ha INIa3MEHATE HUBA W NpH HeoOXOAHMOCT KOPHIMpaHe Ha J03ara Ha
IUKIIOCTIOPHHA.

EnsospemensoTo npunoxerre Ha Coryol M KIOHMIH ITOBUIIABA PUCKA OT XUINOTOHHS M
6pamuxapius. Koraro ensoppeMentoro nedernme ¢ Coryol H KioHHmuE Tpabpa ma Obie
3aBBPIISHO, IIBPBO ce Ipekparasa npueMa Ha Coryol U cilel HAKONKO HH — Ha KIIOHHIUH.
Coryol Moe a ycHIH eeKTa 0T XHIOIMHKeMIIHATE CPeICTBa H Ja MACKHDPA TPH3HALMTE
wa xpnormikemus. [Topagu ToBa ce IpemopbdBa peOBHO Jia Ce IPOBEpABA KPBBHATA 3aXap.

BpemMeHHOCT B KBPMEHE

He e m3BECTHO Jald KapBETHIONET € BPefeH 3a Ioja. B-ampeHOpeneNnTOpHATe OroKepH
[IpeMUHABAT Hpe3 IalleHTHATa §apHepa B MOTaT Ja HpHUMHEAT XATIOTOHHAS, SpaiaxapiEs 1
XurornuKeMus vy mioga. Ha OpeMeHHHTe XeHM ce Ipemopbdpa N4 HE B3EMAT TO3H
JEKAPCTBEH TPOAYKT OCBEH B CIOIIHH CIy4ai, KOraTo OdYakBaHaTa IIOJ3a 3a Maiikara
OIpaBjiaBa PHCKa 32 IIoJa.

Teif KaTO € BBIMOXKHO KapBEZMIONBT Ja Ce EKCKPEeTHpa Ype3 MaHIMHOTO MILIKO,
KLPMEHETO He Ce NIpenophasa 1o Bpeme Ha egenue ¢ Coryol.

Edextrn BLpXy cnocofHocTTa 32 modmpane i paboTa ¢ MAIIHEA

OcobeHo B HAYANOTO HA JSYECHHETO H IIPH IPOMEeHIHe Ha JO3HPOBKATa, KPBBHOTO HAILTAHE
MOE Ja Ce IOHIDKH IPeKOMEPHO ¥ TOBa Ja NpWYHHHM 3aMagHocT. Ilopamu ToBa Ha
HANMEHTATE CE IpermophbuBa Fa He wwodupar v ja He paboTAT ¢ MALIMHA, KOraro ce
YYBCTRAT 3aMagHH.

Hexenand peakond

HexkenaauTe peakiay, XB/DKAM Ce€ Ha KapBeJuiois, 00MKHOBEHO ca JIEKH M NPEXOFHH.
TIprramino-CIeACTBeHATA BPB3KA MEXKTY HEeXKEIAHUTE PEAKIUH | JICKapCTBCHUS IPONYKT He
e u3AcHeHa, YecToTara Ha HAKOH HEKENAHW pEeaKLHH, KAaTO 3aMadHOCT, XHITOTOHEA,
OpamuxapIus B HapyIIeHHs Ha 3PEHHETO € IPONOPIMOHANHA Ha npueManara xoza. Tesu
ABIEHE] ce HabIroaBar IpeUMHO IPH YBEIAIABake Ha [03aTa, N0-9eCcTO IPH NAIHEHTH ¢
XPOHHYHA CHPASYHA HEJOCTATHYHOCT, KATO TE IO IPABHIO Ca IPEXOIHH.

Cupoeuno-cvoosa cucmema

Moxe ma ce ©Habmozapar: OpaguKapIus, OpTOCTATHYHA XMIIOTOHHA, HApyIIEHHe Ha
CHpIASYHATA NPOROKIMOCT, NANIHTALMI, eprhEpeH eqeM, CTYASHH XPaiHANH, XATOTOHMHA
H CHHKOIL. Psio MoXe na ce BoI KIHHHYHOTO CHCTOAXME JPH TANUEHTHA ChC ChPACIHA
HemocTaTHAHOCT (0coBeH0 NpH YBeIWYaBaHe Ha JO3MPOBKATA) M IO HM3KIIOYEHHE IIPH
HalHEHTH ¢ AHCHHA [eKTOpuc (BHE3AIHOTO IIPEyCTAHOBABAHE HA JIETECHHETO MOXKE Ia
IPUYEHE ChpAeder WH(apkr) ¥ NpH DANHEHTH ¢ HHTEPMHETEHTHO HakylBame (claudicatio
intermittent) 1 cuHApoM Ha Raynaud.

Ienmpanna nepena cucmema

Moxke ga ce HaOMIOAABAT CAGAHHTE HEXElNaHH PEaklHH: CBETOBBPTEXK MIH 3aMasHOCT,
rnapo6onue (0coBEHO IpH 3aN0YBAHE HA JIEYSHASTO KM IPH KOPUTHPAHE Ha J03UPOBKATa),
CHHJIHBOCT, De3CHHUE, PANKO IIPOMEHH Ha HACTPOSHHETO MIH Ha YMCTBEHOTO ChCTOSHEE.
3amagHOCT ¢ MM 63 OpTOCTATHYHA XMITOTOHEA ca HAH-YECTHTE HEXENaHW DeakuuH OT
xapBegoia (pu 630 6% OT DanHEHTHTE).

Cmomaurno-upesert mpaxm
KapeeumomsT Moxe a IPHUMHE CYX0Ta B ycTaTa, HAMAICH alleTHT, TajieH
Goska (no 2%), neKa Juapus, ToBpRIIase, (aaTyNSHIHs, PIIKO KOHCTHIIA
ca peflkd CIy4al Ha NPeXojHa YepHoApoOHA FHChYHKIHA, TBDKALIA CE
Axo ¢ OHOXHMHYHM H3CHENBAHAS C€ NOTBHPIM depHoApobHara
nanpenTiTe TpAOBa 1a cipar na B3emar Coryol.
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Huxamenna cucmema
Moxe [a HaCTHLHAT MHOHASHTHO: JUCHHes, OpoHXocmassM (UOBEYEeTO IIPH
TpeIpa3noIoKeHy IAlMeHTH) U 3alyIiBaHe Ha HOCa.

Kpveomeopra cucmema
EAMHuyHE cityJad Ha TpoMOGONUTONEHHS | JICBKOIICHHA ¢a JOKIA/BAHH,

Iurouo-nonoea cucmema ,

B-6mokepuTe PANKO IPUYHHSABAT HApYINIeHHS B YpHHHpaHeTo ¥ uMIoTeHTHocT. Ilo
M3KIIOUEHHe MOXE 7Aa ce Biomu OpOpeusara GyEkmus (Moke Aa HacTenH OBOpedHa
BENOCTATHEUHOCT; BIK ¢BIo CIeruaiHi NpeAyIIpeskaIeHH ).

MematGonumnu u eROOKPURHY Jcne3n

IMo-gecTo Npu AUHAOETHRA MOYKE Ja HACTHIH XunepriHkeMusd (THI [I) B XHIOTTHKEMEL
(tmasuo Ta [). CepyMHOTO HHBO Ha TPHITHICPHIMTE MOXKe fda ce mopmmd (1%), Taxa
KAKTO H HHBOTO Ha XolecTepona (PIaKo).

Cemuea
Mosxe f1a ce HabIONaBaT: 3pHTEIHH HAPYIISHWs, HaMajieHa CIb3HA ceKpelms (KOeTo e
HEMPHUATHO 34 NAIHeHTHTE ¢ KOHTAKTHM JISIH) H JpasHeHe Ha OUuTe.

Koorca

Peaknpy Ha CBPBXYYBCTBHTENHOCT HACTHIBAT IpH mo-Manko oT 1% or mammentute,
TEKyBaHH C KAapBeOMION: LpypHTyc, oOpus, yprukapus. C ppyrure p-6mokxepu ca
JIOKIIAJBAHA OTACAHH CAy4Yal Ha ICOPHA3NC, ANONEINs, TOPEIqy BRIHK U eKcoNuaTHBeH
JEpPMaTUT.

Myckynno-cxenemna cucmema
BoJKH B MyCKy IiTe, KOCTUTE ¥ ITpHOHauHAS CTHID ca JOKIanBaHu PAIKO.

Apyzu

‘YMopa, HaamaBaHe Ha TerTIo U PAIKo TapecTesmil.

Ilpenosapane

[lpeno3npamero Moxe Ja IPUUHHY ITABHO XHIIOTOHHA (CBC 3aMAsHOCT U CBETOBBPTEX;
BB3MOJKEH € CBINO M CHHKON) B Opagmkapmus. OOHKHOBSHO € JOCTATEYHO Ja C¢¢ HaMald
JI03aTa MM BPEMEHHO Ja ce IPEyCTaHOBH JECIEHHETO.

OceeH ToBa, HpEHO3UpaHETO MOXe Ja NPAYMHH JHCIHES IOpafgd OpoHXOCHAZbM,
IOBpPHIIaHE, CHPAETHA HENOCTATHUHOCT, IIPH TEKKHM CIYYad CBII0 KapIUOreHEH INOK,
HApylIeHHe Ha CH3HAHHETO N0 KOMa, IeHepalM3HpasM Ibp4oBe, HapylleHa CBHpAcIHA
IIPOBOIEMOCT H CHPAESUEH OJIOK.

Tpabsa ma ce B3eMar MEPKH 3a OTCTpaHABaHe Ha HeaGcopOupaHMs B TAIOTO JIEKapCTIBEH
OpoxykT. YKusmernTe QyHKUMA Ha manueHTa Tpslea Aa OBIAT MOHHTOPHPaHM O0T0IMH30 B
HHTEH3UBHO OTHAciHeHWe. JledeHMeTO € CHMITOMaTHYHO M € arOHHCTH Ha
aNpeHOPENEIITOPHUTE.

Br3MoxHa Tepamud: OpLHIpPEHATHH W/HINH ITIOKATOH 34 IONNBIKAHE HA CBpAeTHATa
GyHKIUMA M Ha KPHBOOOpPAMIEHHETO; ATPONMHE M 110 BE3MOXKHOCT MEHCMEHKED IIpH
OpamuxapIus; B2-CHMUATHKOMAMETHIH XpH OpOHXOCHa3bM; HOPAAPEHANHH MITH
HopdenedprH npu nepudepHa BasoMIATALIMA; NHa3enaM IpH IPHITAIBIH.
[TpoABIKUTEHOCTTA HA ICICHHETO 3aBHCH OT CTeNeHTa Ha HHTOKCHKanuaTa. B cinyyai Ha
TEKKA HHTOKCHKAUKS MOXKe Aa C& YIOB/DKH BPEeMETO 33 CNHMHHHPAHE HAa KapBeIHIIONA.
HanuerTHT TpabBa ja ¢e BPIKE o7 HaGImoaeHne 10 cTabunM3Hpane i

GAPMAKOJIOI'HYHHA TAHHN
ATC rop: CO7TAGO2
Anda u beta Onoxepu
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®apMakoguHAMAIHE CBEOHCTBA

Coryol melicTea IO JBa HAYKHA, AKTHBHATA CBCTABKA — KapBENUNON, € palEMHUHA CMEC;
EHAHTHOMEpPHUTE HMAT pPa3iiieH edexT 1 ce MeTaboMM3apaT PasuuuHo. S(-) CHAHTHOMEPET
OKa3Ba GIIOKIpaIIo JeHcTRHC Ha o~ and B-afpeHopeeNTopyTe, IOKaTO R(+)eHAHTHOMEPHT
yMa Grokupam edeKT caMO BEPXY (~aJpeHOperenTopure. Upes KapIAHOHECSIEKTHBHO
GIoKHpaHe Ha P-aIpeHopeleNTOPUTe, 10l HaMalliBa apTepUariHOTO HAIraHe, ChpASYHATa
9ecTOTa U chpAenus nebut. Kapeemuron oHmkaBa HairageTo B 6enonpobHaTa aprepus
A B OacHOoTO mpenchpiue. Karo Omoxupa  o—aApeHOPEIEHNTOPHTE, TOH INpHIMHABA
nepudepla Ba3oqMIATAIET K HaMalliBa CHIPOTHBICHHETO Ha CHIAOBETE. biaromapenue Ha
Te3u e(hEKTH IeKApCTBEHWIT IpPOIYKT OTIycKa CBhpACUHHA MYCKYI K NpeIoTBpariBa
aHrMHA IeKkropuc. [IpM TamHEHTH CBC ChpAeuHa HegocTarbymocT Coryol ysenmdasa
dpaxnuATa Ha H3TIACKBAHe Ha NABaTa KaMepa KaTo HOZXoAMmo o6eKYapa COMIITOMUTE Ha
pomecrra. IlogobHo zeicrBHe ce mHabmojaBa TIPH HaWeHTH ¢ JifBa BEHTPHKYIIApHA
nucdyHKIMa. KapBemmon Haa BTpellHa CHMUaTHKOMAMETHYHA AKTABHOCT.

EekThT BEpXY KPBBHOTO HalLAraEe M chpledHara decToTa ce NMpoAsaBa 1 Ao 2 gaca ciex
IIPHEMAHETO HA JIEKapCTBEHMS IPOIYKT.

Tlpu XemepToHm ¢ HOpManiHa OpOpevda (YHKIEI KapBeNUIoNn Hamalisa CBIOBOTO
CLIOPOTHBNIEHKE B OBOpennTe, Karo He mpUIMHIBA CHINECTBEHH IPOMEHH B IIIOMEpyIHata
daaTpanns, n3THYaHeTo Ha O60pedHIs KPHBOTOK H €KCKPETHPAHETO Ha CIEKTPOIIHTHTE.

Ilo mpaBmiIo KapBeOWIONBT He OKaspa 3HaumteneH eQexT BLpXy HHBOTO Ha
JUIONPOTEHHUTE B CEPyMa.

‘GapmakoKEEETHIHN ¢BOicTBa

Kapsemunonst ce abcopbupa OEp30 U IIEIHO CIeT IpHeMaHeTo My. TOH ImouTH HaIIBIHO ce
CBBP3Ba ¢ IJIA3MEHHTE OpOTCHHH. [[masMeHWTe KOHNEHTPanHH ¢4 IPOHOPIHMOHAIHK Ha
IpHeTaTa Ipe3 yCTara fo3a.

Camo oxosmo 30% OT NPHETOTO KOMMYECTBO KApBENHION € OHOHAIMIHO IIOpamy
3HAYMTEIHOTO MYy MeTabom3upaHe NpH WHPBO IIpeMyHaBaHe Ipes depHus Apod (IaBHO
mocpeacTsoM depHoapobruTe ensuMu CYP2D6 u CYP2C9). ITponsBexnar ce TpH aKTHBHH
mMeTaformra ¢ GIoKupaIno P-pelenTopuTe ACHCTBHE.

Enun or Tax - 4’-xunpoxcmberwn, e 13 IHTH mo-MONIEH OT XapBemmuona 3a f-
Groxrpadero. B cpaBHeHMe ¢ KapBemWIONa, aKTHRHETE MeTaboymiTH HMar cuabo
chpAOpasImpsaBalne neitcTBHe. MeTabOMM3MBT € CTIEpeOCeNleKTHBSH H IOpamd ToBa
TazMeHHTe HHBa Ha R(+)-kapsenmmoma ¢a 2 0 3 OBTH NO-BHCOKH OT Te3d Ha S(-)-
xapeemuona. [lma3MerHuTe HUBA HA AKTHRHNUTE MeTabomuTu ca 6muz0 10 meTH mo-HUCKH OT
HHEBOTA Ha KapBeAHIONa.

BpemeTo Ha MOJYKHBOT € pasiHaEo — 5 no 9 waca 3a R(+) xapsemunon u 7 fo 11 gaca 3a
S(-) xapBeARIOIL.

Cpenuute myasMeHH HABA HA KapBemiona ca ¢ okono 50% Mo-BHCOKH IIpH IAlHEHTH B
HampeIHana Bh3PacT OTKONKOTO MPH HO-MIAIH XOpa.

Kpanara 3abaps aGcopOHPAHETO HA JIEKAPCTBOTO, HO He B Ha HeroBaTa GHOHANMIHOCT.

5.3. Ilpenkamaadnu JagHA 32 6e300acHOCT

Hscnensanps BRPXy NTabOpaTOPHH JKHBOTHH HAa OCTpara TOKCHYHOCT Ha JIEKapCTBCHMA
TIPOAYKT II0K&3BAaT, Ye KapBEJEIONET € CIabo TOKCHYEH.
Opamaute LDsy cToiirocTd ca 6wa Hax 2.9 g/kg npu MUINKH, Bal 5 glkg YIPH IIEXOBE 1

IPHEIIOKEHHE Te3H CTOMHOCTH ca omim 27 mg/kg IpH MIIIKH | 25 mg
He ca HabmomaBaHH TOKCHIHM IPOMEHH IIpH ILTHEXOBE CHEH Op
mg/kg xapeezpuron gHesHO (0mm30 100 mpTH MOBEYE OT TEPATICBT:
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npomasikenve Ha 13 cenmunm wma rpy kydera o 10 mg/kg. [lpm mo-Brcokn 103K Bee Mak
ce OTKPHBAT €MMHIAYHH MOP(OIOTHYHA H (PYHKIIMOHAIHH [IPOMEHH B YepHUY Jpod, nasaka,
M MaTKaTa [pH [HIBX0OBe M HaMalsiBaHE HA JOKOMOTOPHATA aKTHBHOCT U HA TENECHOTO
terno npu Kydera. Josm oT > 200 mg/kg/na meH mpHUMHABAT Cefalus H HaMausdBaHe HA
TENIECHOTO TEMJIO NpH [IBX0BE B 3psiia Bb3pacT. Habnronasa ce chlo HaMalsaBaHe HAa Opos
HA HAKONKO IOCHSIOBATENHM KOTHiA, yOBDKABAHE BpPeMETO Ha H3HOCBaHE, IO-MAanko Ha
6poif JKLITH Tejla M OTUIONEHH stiia B Martkata, [IeiHa pe3obuus ce Hadmonasa npu 18%
or deryeure. [lpn mosza o 60 mg/kg/nrerno (10 meTH MakcHMaIHATa NPENOPHYBAHA J033
3a X0pa) He ce HabII0JaraT TOKCHHHH ITPOMEHH WK HApyLIeHHS Ha IIOJOBUTOCTTA.
Kapsenunon w/wiay HeropuTe Merabonutu (karto apyrure 6eTa-0JI0KepH) IpeMHUHABAT IIPe3
IaleHTHaTa Gaprepa ¥ ce €KCKpeTHpaT rnpe3 MaifuuHoTo MiAKo. [lo-BHCOKa CMBPTHOCT €
HaburonaBasa NpH HOBOPOAEHH OT ITBXOBE, TpeTHpany ¢ 60 mg/kg/nHEBHO.

Tpu TIBX0Be, MONTydYaBANH NO3W KapBenunon no 75 mg/kg/mHeBHO B IIPOIBIDKEHHE Ha 2
TOJIHHY, KAPBEAIONET HE € IIOKA3I KAHIIEPOreHeH e(eKT.

Kapeeaumnon HaMa MyTarcHeH epeKT Npy H3MUTBaHEe Ha IeHOTOKCHYHOCTTA MY, TIPH in Vifro
MHMKPOHYKJICADHH TECTOBE IPH XAMCTEPH HIIH i1 VIVO TeCTOBE C UOBELIKY JUMQOLHTH.

OAPMANEBTNYH JAHHU

CDHCBbK HA MOMOIIHUTE BEIIeCTBA

3aXapo3a, JIaKT03a, HNOBHAOH, KOJOHJEH CHIHIui, 0e3BONEH, KPOCIOBHOOH, MAarHe3HEB
cTeapar.

HechBMecTHMOCTH

Hsma HecbBMECTHMOCTH.

Cpok HA roOaHOCT

Tabnerky o 6,25 mg: 3 roAMHH.
Tabnerkn o 12,5 mg: 3 roAuHH.
Tabnerkn o 25 mg: 2 TOMUHH.

CnenHa/JHH ye/10BUS 32 ChXPAHEHHE

Ha ce cpxpanssa na Temmneparypa no 30°C. ,I[ﬁ Ce ChbXpaHsgBa Ha HEAOCTHIIHH 3a Jeud
MecTa.

OnakoBraTa

Bauctepna onaxkoeka (AL/AL{omio): 28 TabneTku 110 6,25 mg
28 Tabnerxy mo 12,5 mg
28 TabneTku mo 25 mg

Hucrpyknun 3a ynorpeda
Hsma cnienmaniy HECTPYKIHH 3a yroTpeda

7. HMe 1 ajipec HA NIPOH3BOAUTEIIS I IPHTEKATEN HA Pa3pelleHNeTo 3a ynoTpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501, Ciopexus
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HOMEP HA PASPEIIIEHAETO 3A YIIOTPEFA

JIATA HA TIBPBOTO PASPEIIEHHE 3A YIIOTPEBA/IIPEPET MCTPAIIMSI HA
PASPEIIEHUAETO

JTATA HA OZOBPEHUETTO NN HA IOCIIENHATA PEJAKTIHS HA KXIT




