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JINCTOBKA 3A NALUMEHTA

Mons BHMMaTenHo [a NpouyeTeTe Ta3u JIMCTOBKA, Mpeaun Aa npuemMarte ToBa
nekapcTBo. JIMCTOBKaTa ChbALPXKa BaxHa 3a Bac nnthopmauusn.

3anaseTe Tasu NUCTOBKA, Thit KATO MOXe NaK Ja ce HanoXun Ja s npoyeTeTe.

AKO criej, npo4MTaHeTo BCe OLle uMaTe BBRpocH, Mons nonuTtainTe Bawms nexap
vy hapmallesT 3a CLBET.

Toea nekapcTBo e npeanvcaHo Ha Bac, nepcoHanto. He ro faeaiite Ha gpyr. To
MoXe pa 6bhe onacHo 3a Bpyrv Xopa, popy Y Aa WMaT CbLUMTE CUMIFTOMKM Ha
3abonseaHe kato Bac.

Tas3u nUCTOBKa ChHABLPKA:

Kakeo e Carvedil 3.125 mg 1 3a KaKkBo ce usnonssa?

Kakso Tpsbea Aa umarte npeaBug npean ga npuemarte Carvedil 3.125 mg?
Kak ce npuema Carvedil 3.125 mg?

Kaksy ca BE3MOKHUTE HexenaHn eextin?

Kak tpsbea aa cexpansisarte Carvedil 3.125 mg?

RN =

Carvedil 3.125 mg TabrneTkn
INexkapcTBeno sewecTso: carvedilol

AKTVUBHOTO BelLecTBO € carvedilol.
Bcsika Tabnietka cbabpka 3.125 mg carvedilol.

MomoluHM BelecTBa: _
KpocrnoBugoH, nakrosa Mosoxugpar, marHesues creapar (Ph.Eur), nosngon K
25, korionganeH 6e3BofeH cunLmi, 3axapo3a.

Carvedil 3.125 mg ce npennara B Onakoska no 28 tabnetku.

1. Kakeo e Carvedil 3.125 mg » 32 KakBo ce uanonsea?
1.1 Carvedil 3.125 mg e beTta-peuenropeH 6okep.

1.2 MNputexaren Ha paspelleHNeTOo 3a yrotTpeba:
STADA Arzneimittel AG, Stadastralte 2—18, 61118 Bad Vilbel, Germany
Phone: +49-6101-603-0, Fax: +49-6101-603-259, Internet: hitp://www.stada.de

1.3 Carvedil 3.125 mg ce U3non3ea:
— 3a ponbhHUTENHA Tepanus Ha CpefHO M3paseHa g0 TeXKa XPOoHUYHa Cbp-
Aeura HegoctaTeyHOCT (I IV dyHKUMOHaneH Knac no knacudukaumsaTa Ha
NYHA).

2. KakBo TpsibBa pa uMmare NpPefBWA NPefv fa npuemare
ma?




2.1 He npuemaiite Carvedil 3.125 mg:

—  AKO CTpajaTe OT TeXKa CbpAeyHa HeAOCTaTbYHOCT MSUCKBALLA feHSHAE C
MHTPaBEHO3HWN NEKApCTBa, KOWUTO MOBULLABAT cunaTa Ha KoHTpakuwiTe Ha
cupaedHns myckyn (NYHA «nac IV cbpaeqHa HefocTareHHOCT nancksalla
rapeHTepanta MHOTponHa Tepanus)

— Ao cTpafjate OT PecnivpaTtopHo 3aforsiBaHe, Xapakrepusupallo ce ChC
cTecHsBaHe Ha BpPOHXWTE (XPOHUYHO OBCTPYKTUBHO BenoapobtHo 3abons-
BaHe CBLP3aHo ¢ BpOHX00BCTPYKLUS)

— AKo cTpagaTe OT TeXKa HefQoCTaTb4HOCT Ha YyepHoppobHaTa dyHKUMA

— Ako cTpagaTe oT OpoHxuanHa actma

_  Axo cTpajaTte OT HapylueHusi Ha MpoBEXAAHETO Ha UMMyrNcuTe OT Npen-
ChpAMATa KbM KamMepuTe Ha CbpLETo (BTopa 1 TpeTa CTeneH AV 6510K)

—  AkO cbpaeuHaTa Bu 4yecToTa B rokol e nof 50 yaapa B MuHyTa (Texka
BpaavKapans)

—~ AKo cTpajate OT HsKakso 3abolsiBaHe Ha CUHYCOBWs BBL3CH (cuHppoM Ha
BonNHVST CUHYCOB Bb3er, BKMHOYMTENHO CuHo-aTpuarneH BnoK)

— AKO cTe B KapAWo-BacKynapeH LUK

~  AKO KPBBHOTO BU HarsiraHe € MHOrO HUCKO (CMCTOMUYHO KPBBHO Hararahe
noa 85 mmHa)

— Ako cTpagate ot lpuHumeTan papyaHTHa CTEHOKapAns (psaxa cdopma Ha
cTeHoKapaus)

—  AKO CTpafaTe OT HerekyBaH XOPMOH-3aB/CUM TYMOP Ha afpeHanHara mMe-
pyna {checxpomoLpmToma)

~ AKO CTe CBpBbXUyBcTBUTENEH KbM carvedilol nnn Hsakoe OT NOMOLLHUTE Be-
wecTea ‘

~ AKO KDbBTa BU € C MHOTO kuceno pH (MeTabormTHa aunao3a)

—  AKO CTpafaTe OT TEXKO CTECHsBaLlo apTepuure 3abonsBane Ha pLUETE U
Kpaxata

— AKO B MOMEHTA BV feKyBaT MHTPaBeHO3HO C BepanamMun unu Suntnasem.

2.2 Crieuuaniu npepynpesxaenisi Npu rnpuem na Carvedil 3.125 mg:
Creyuansu nipedynpexdeHusi, koumo mpsbea da ce umam rnipedsud, ocobeHo
npu nayuexmy cue cbpleydHa HedocmamubyHOCT

Mp¥ nauMeHTU ¢ XpoHUYHA CbpAeYHa HeOoCTaTBYHOCT, Carvedil 3.125 mg mo-
e [4a Ce W3MNon3Ba Karo [OMbiHATENHa Tepanusi KbM HanM4HoOTO neveHue C
opyrm nexkapctea (guypetuiy, ACE uHXuBUTOPW, AWIMTAnMCOBN [TINKOIULN
wiunu Basopunararopu). TepanusTa Tpsibsa ga Obpe sanoqHaTa B BonHWYHO
3aBeaeHUE 1 MOHUTOPYpaHa oT riekap. TepanusaTa He 6uea pa obae sanoyea-
Ha npeaun nauveHTa fa Gbae crabunusupad ¢ Apyri nekapeTsa B NpogbIDKe-
Hue Ha noHe 4 ceamuum.

MauueHTV ¢ TeXKa ChpAeyHa HeAoCTaTbYHOCT, HEAOCTUN HA BOAA W CONU, Te-
pUaTPMYHA NaLmeHT ¥ NauneHTi © HUCKO KPpbBHO Hansraxe, TpaGBa pa ObAar
MOHWUTOPMpPaHW 3a noHe 2 vaca crief nepeata Ao3a Carvedil 3.125 mg nnu no-
BULLABaHE HA [03ata, nopajy BL3MOXHOCTTa OT PA3Ko chajaHe Ha BHOTO




Hansrade. Mons, gUCKyTUpaiiTe ToBa C Ballls nekap.

CUMNTOMUTE Ha ChpAeYHa HeAOCTaTbYHOCT MoraT fa ce BrowaT B HavanoTo
Ha TepanuaTa UNK Npy noBuiLasaHe Ha gosata Ha Carvedil 3.125 mg. Ako ToBa
ce cnyun, Baluus nexkap MoXe fa noBuLLWM fo3ara Ha auypeTuka (Tabnetkn sa
oTBogHABaHe). Behnpeku ToBa obadve, NoHsKora ¢e Hanara HamanasBaHe jo3ara
unu cnupareTo Ha Carvedil 3.125 myg. BalumaAT neKkap HAMa ga roeulm nosarta
Ha Carvedil, gokaTto cMMNTOMWTE Ha ChpAedHa HepoCTaTBEYHOCT WK CUMMTO-
MUTE Ha HUCKO KPBBHO HamnsAraHe He ca OBMajeHu.

MauneHT cbe cbpasyHa HelOCTATBYHOCT U HUCKO KPBBHO HarnsraHe (cucto-
NWYHO KPBBHO Hansirade nog 100 mmHg) morat Aa novyBCTBAT BPEMEHHO
BriollasaHe Ha 6Lbpeurarta dyHKUMA no Bpeme Ha nedveHve ¢ Carvedit 3.125
mg. Tosa ocofeHo ce oTHACcA 3a NauneHTW ¢ JoMbnHUTenH sabonseaxus , ka-
TO KOpOHapHO CbpaeuHo 3abonsiBaHe, arepockiieposa Wuny ChblUecTBYBalla
notucHata 6b6peyuHa dyHkUMs. BubpeyvHaTa dyHKLMA TpabBa BHUMATENHO a
ObAe npocneasisaHa Npy TakMBa NauveHTV No BpeMe Ha HarawpaaHeTo Ha Ao-
3aTa Ha Carvedil 3.125. Ako 6b6peuHaTa yHKUUA ce Brnowy 3Ha4YUTenHo, A0-
3aTa Ha kapseunon Tpstea Aa 6bhe HamarneHa unu TepanuaTa cnpsiHa.

Carvedil 3.125 mg TpAbea fa ce u3norissa ¢ BHYMaHWE NpU NauueHTn ¢ Xpo-
HU4HA ChpAeYHa HeJoCTATBYHOCT, NEKyBaHW C QUIMTannc, TbA KaTto 1 gurura-
nvc n Carvedil Morat ga yabnxXaT NpoBOJHOTO BpemMe Ha WUMNYNCUTe oT npes-
cbpanAaTa KbM KaMepuTe Ha CbpUeTo.

Jpyau npedynpexderus 3a Carvedil 3.125 mg u e ysno 6ema-brokepume:
MNaupmenTy cbe 3abonsBaHuA Ha AMXaTenHUTe NLTULLA W CKITOHHOCT KbM BpoH-
XuarneH crnasbM {(XpoHM4HO oBCTpyKTMBHO GenogpobHo sabonsisaqe) Tpabea fa
fbOaT BHAMATENHO MOHUTOPUPaHW B HA4YarnoTo Ha TepanusitTa u no Bpeme Ha
HaraxaaHeTo Ha gosara. Josara Ha Carvedil 3.125 mg Tpabsa ga 6bae Hama-
nieHa, aKo umare cuMnToMmM Ha GpoHxuaneH cnasem. ObcbaeTe ¢ Ballus nekap
aKo crpagare oT OpouxmarnHo sabonssaHe.

MNaumeHTn cbe 3axaped guaber 11()J,maGeTm1J,v1) TpsbBa pefoBHO Aa npocneasBsaT
HWBaTa Ha KpbBHATA 3axap W ako e HeoOXoAVMMO Aa HaroAsT [03aTa Ha nekap-
CTBOTO HamansBeailo KpbBHaTa 3axap, no BpemMe Ha Tepanusi ¢ Carvedil 3.125
mg u ocoBeHo npyv npomsHa B goaata my. KpbeHara rokosa Tpsabsa fa 6eae
n3MepBaHa 1 NpY NPOALIMKUTENHO rNagyesaHe.

Carvedil moxe fa Mackupa WM ga noTUCHE CUMNTOMMUTE Ha CEPBbXakKTuBHOCT
Ha LWuTosMAHATA XIiesa.

Carvedil moxe aa npegusBuka sabapsiHe Ha cbphevHaTa Yectora (Gpaankap-
avs). Ako Balwata cbpfeuHa yectota e nog 55 yaapa 8 MuHyTa, Bawwuat ne-
Kap MOXe fa Hamanu gosata Ha Carvedil 3.125 mg.




OT TUNa Ha BepanaMuii 1 gunTiasem (rekapcrea 3a HamanssaHe Ha KpbBHOTO
Hanarase) wny ApyrM nNexkapcTaa 3a NevYeHne Ha HapylleHust B ChpaeyHus pu-
ThM (8HTUapUTMUYHW), 0CODEHO amMogapoH, U3UCKBa BHUMATEMHO Npocneasn-
BaHEe Ha KPBLBHOTO HarisiraHe n EKI. EfHOBpEeMEeHHOTO WHTPaBEeHO3HO Npwuno-
JKEeHWe Ha Tesn nexkapceTea Tpabsa ga ce usbsrsa.

Brumanue Tpabea ga ce obbpHe koraTto Carvedil ce uanonssa 3aegHO ¢ UuMe-
TUOMH (NEKapCTBO NOTUCKALLO NPOAYKUMATE Ha CoMHa KUCenuHa), nopagM Bb3-
MOXXHOCT 3a noBuLlaBaHe edextute Ha Carvedil 3.125 mg.

Xopata u3ronssally KOHTaKTHU relin Tpsbea fa umat npeasus Bb3MOXHOCT-
Ta OT HamarneHa nakpumauvs (HamaneHo CbrsoTeveHue).

[MaumeHT ¢ AaHHW 3a TEXKN PeakLUy Ha CBPBLXYYBCTBUTENHOCT ¥ NaLWMeHT ¢
NpeacToslla anepreH crelududHa UMyHOTEPanus (XMoCceHCUTMBHA Tepanus)
MOraT fa NojyBCTBaT BMNOLIABAHE Ha anepritiHuTe (aHathunakrnyiym) peakumu.

MaumeHdT ¢ Ncopuasnc Tpsbea aa wmanonaeat Carvedil 3.125 mg ¢ ocobero
BHUMaHWE NOPaan BL3MOXHOCT OT BrolLaBaHe CUMNTOMUTE Ha KOXHOTO 3abo-
nisBaHe.

Carvedil 3.125 mg Tpsbea pga ce 1arnonssa ¢ BHUMaHWe npn naumeHTt ¢ nepu-
thepHn cbpoBu 3abonsBaHus (kato deHomeH Ha PeiiHo), Tbih Kato Beta-
BriokepuTe, KaTo Kapseguron Morar fga Briowar cumntomure Ha-sabonasaxe-
TO.

AKo 3HaeTe, Ye Bue cTe GaBeH MeTabonuvsaTop Ha nebpusokeuH, Bue TpsAbaa
na 6baeTe BHMMATEIHO npocneasnsad ocobeHo B HavanoTo Ha TepanuaTa. Io-
pagn ToBa, He HAMa JocTaThbuHe Knuuuiyed onut, Carvedil 3.125 mg He TpsGea
[a ce Warnonssa Npu nauvMeHTV C BUCOKO KPBBHO HansraHe (HecrabWinHa mnu
BTOpWYHE XWNEPTOHWS), Cnaj Ha KPbBHOTO HansaraHe nNpy psAsKo WanpassHe
(opTocTaTu4Ha XMMOTOHWA), OCTPO Bb3NanuTernHo 3abonsBaHe Ha cbpUeTo, (¢
XEMOAMHAMUYHO HapylUeHe) CTECHEHWE Ha CbPAEUHWTE KManu, TEXKO apre-
pranHo cn:..u,oao sabonsBaHe Ha KpaliHuuuTe UNM eqHOBpPeMEHHO Manor3BaHe
Ha anca 6nokep nnv anda-2 Griokep.

Mpy naumeHTV C© TYMOP Ha afpeHanHaTta megyna (cdeoxpomouutoma), andga-
OriokepHO rnekapcTeo Tpabea Aa Obae 3anodvHarto npepy 3anodBaHe Ha Tepa-
nusi ¢ kapeegunor. BummaTenHo TpsibBa Aa ce npocriedssaTt Tesu NauueHTy,
korato npvemar Carvedil 3.125 mg.

Carvedil 3.125 mg Tpsabea fa ce W3nonssa ¢ BHUMaHNe Npy nauueHT ¢ Hapy-
LeHWE Ha MPOBEXAAHETO Ha UMIyricuTe OT MPeAchbPAMATa KbM Kamepute
(nbpsa creneH AV 6nok).

BHumaHue . Tpabea fa ce ofbpHe MpU €[HOBPEMEHHO UIMON3BaHe Ha HsiKou




Kakro u gpyrute Geta-6rniokepu, Carvedil 3.125 mg He TpsOBa pga ce cnvpa
BHe3anHo. ToBa ocoBeHo ce OTHacs 3a NauveHTV ¢ KOPOHAPHO .ChpAe4HO 3a-
BonseaHe. TepanusTta ¢ Carvedil 3.125 mg Tpabea ga ce cnrpa nocTeneHHo 3a
repuog ot 2 cegMuLM, KaTo fo3aTa ce Hamansisa HanosyioBuHa npes uHTepsan
oT 3 anw. O6cbheTe TOBA G BaLWs nekap.

a)leua
EdukacrocTtTa ¥ BesonacHocTTa He e ycTaHoBeHa Mpy Aeia W nogpacteatin
riofl 18 roguiuHa Bw3pacT. Carvedil 3.125 mg He Tpsibsa fa ce usnonasa npu

Tasw rpyna naudneHTu.

b) MNepraTpuuum natmeHTn
TepuaTpuiHUTe MauMeHTW MOXE fa Ca Mo-HyBCTBMTEIHW KbM edexruTe Ha
Carvedil 3.125 mg v TpsbBa ga BbAaT BHUMATENHO NPOCIefABaHN.

c) BpemeHHoOCT
Carvedil TpsiGea ga ce wanonsea no speme Ha BPEMEHHOCT camo cnep BHUMa-
TEMHO MNpeLeHsBaHe Ha CLOTHOLWEHNETO MoJ13a/pUcK.

beta-Griokepnte HamansBaT nraueHTapHaTa nepdysns, KoeTo MoXe Aa
JOBeie [0 UHTPayTepuHHa (eTanHa CMbPT Unu npexaespemerHo paxaare. B
LOMbIHEHWe, MoraT fa ce HabniopaeaT HexernaHu edekt Bbpxy deTtyca w
HOBOpOLOEHOTO (ocobeHo HamansisaWe Ha KpbBHATa 3axap - Xunorimkemuns W
sabaBsHe Ha cbpaevHara dectota — Opagukapaus). ChLUECTBYBa NOBULLEH
PUCK OT ChpAEYHN U PECTIUPATOPHK YCITOXHEHWS: OT CTPaHa Ha HOBOPOLAEHOTO B
cnepHaTanHua nepwop. JleveHueto Tpabea ga 6bae cnpsHO 2-3 OHW Npenn
04YaKBaHOTO paXlaHe, HO ako ToBa He e BL3MOXHO, HoBopoaekoTto Tpabea aa
6bae MOHUTOPUPAHO NPe3 NMbpaBUTe 2-3 AHM OT XUBOTA.

d) Kpmehe

Carvedil ce HaTpynBa B MatuvMHOTO MFISKO, AOPW B MO-TONEMW KOHLEeHTpauuu
OTKOMKOTO B MaiumHaTa kpbB. CnefgosatenHo He TpsibBa fa KbpmwTe Mo Bpe-
me Ha nedeHuve ¢ Carvedil 3.125 mg.

e) EchekTn BLpXy cnocobHocTTa 3a Wwodupane 1 padora ¢ MaluHm
JNeueHneTo ¢ TOBa NIEKapCTBO WM3UCKBa PefOBHW MeAVLIMHCKW npernegu. Bb3-
MOXHW ca PasnuuHy NHAVBUAYaANHY peakLmn, KOUTO Aa HamanaT cnocobHocTTa
3a aKTMBHO BHWUMaHWe 1 Obpan peakuym, Heobxoaumu npy wodupaxe, paboTa
¢ MailmHM vrv HeobesonaceHa paboTa. ToBa ce oTHacs ocobeHo npu cTapTh-
paHeTo Ha TepanusaTa, KoraTo ce rnosuiilasa fosara, npubaBaT ce HOoBY fiekap-
CTBa WUNY aKO CEe M3NoMn3Ba eHOBPEMEHHO 1 ankoxos.

f) Baxna nadopmanius 3a HAKoM cketaBky Ha Carvedil 3.125 mg
ToBa neKkapcTBO CbabpXa NakTosa W 3axaposa. AKO 3HaeTe, Ye cTpapare oT




HENOHOCUMOCT KbM IakTo3a W 3axaposa, He Tpabea ga npuemate Carvedil
3.125 mgnpeaw a cre ce CbBETBanu ¢ sauns nexap.

2.3 BzaumogeCTRYA ¢ [pyri nexKapcTea

Mons, nHchopMUpaiTe BaluMsa nekap U dapmauesT, ako npuemMare Wk Hac-
KOpO CTE NMpyemMany gpyri nekapeTsa, Jopy U TaknBa KOMTO He C& npepnucear
OT nexap.

Baaumodelicmeus ¢ neKapcmea 3a MeYEHUe Ha HapyweH cbpledeH pumbM
(aHmuapummMuyHU)

EnHoBpemeHHoTo npuemare Ha Carvedil 3.125 mg ¢ xanumMesn aHTaroHucTi
(xaTo Bepanamun, AWATUA3EM), aMMOAAPOH M Knac | aHTUapUTMUYHN NeKap-
CTBa, U3NCKBA BHAMAETEMHO MpocneasiBane Ha KpbBHOTO HansraHe i EKT. Umva
onncaHn criyyan Ha 3afaesiHe Ha cbpaeuHaTa vectora (Bpagukapous), cnvpa-
He Ha CbpLETO W BeHTpUKynapHa cdubpunaums, ckopo crief 3anoqBaHeTo Ha
BeTta-6AokepHara Tepanys Npy NauMeHTV efHOBPeMeHHo npuemMatliv amuoia-
poH. EAHOBpEMEHHOTO MHTPABEHOSHO W3Mon3Bare Ha Knac la unn knac Ic an-
TUAPUTMIYHIN JIEKapCTBa & CBBbP3aHo C MOBULLEH PUCK OT ChpAe4Ha HefocTa-
TBYHOCT.

EpHospemMeHHaTa Tepanua Ha Carvedil 3.125 mg ¢ nekapcTsa HaMmanssailn
KPBBHOTO HarsraHe peseprinH, [BaHETWAMH, MEeTUNngona, ryaHdalmy u
MOHOAMVHOOKCWAA3HU MHXMBUTOpW (€ uakniouyeHne Ha MAO-B-uHxuburtopu)
MOXe Ja [oBede A0 OoMbiHUTenHo 3abapsHe Ha cbppevHara dectora. Jleky-
sawmaT Bu nekap Tpsibsa BHUMATENHO Aa Mpocnefssa Kapawo-BackynapHarta
Bu chyHKLW5.

Hsxou nexapcemea, Koumo Hamanseam eUCOKO KPbeHO HanszaHe (Quxudporiu-
pulUHU, Kamo HugpedurnuH)

EfHOBpEMEHHOTO Npremare Ha auxuaponvpugviHm u Carvedil 3.125 mg nsunck-
Ba BHMMATENHO NpocneassaHe, Thil KaTo Mma onucaHi criydan Ha cbpieyHa
HeAOCTaTBYHOCT 1 TEXKA XUMOTOHUS.

Tlexapcmea paswupsisauill KOPoOHapHuUme apmepuu (Humpamu)
Tesu nekapctea u Carvedil 3.125 mg s3aumio noBulLaBaT e@eKTUTe CU 3a Ha-
MansiBaHe Ha KpbLBHOTO HansraHe. )

CopdeyHu 2nuko3udu, fekapcmea 3a fnedeHue Ha cbpdeyHa Hedocmamby-
Hocm (OU20KCUH U OU2UMOKCUH)

EaHoBpeMeHHOTO usnonssaHe ¢ Carvedil 3.125 mg moxe ga sacunu edexture
Ha cbpaeYHuTe rMuKosuau. KpbBHUTE HMBA Ha MMMKosuga Tpsdsa pa Obgar
MU3mepBaHu Npegy HayanoTo Ha TepanudATa , NPY HpoMAHa B [03aTa W Npy Chn-
paHe Ha TepanusTta ¢ Carvedil 3.125 mg.

Lpyau nexkapcmsa 3a HamajifeaHe Ha Kpb8HOMO Halsz2aHe
Carvedil 3.125 mg mMoxe ga noum edekrure Ha Apyri nekapciBa 3a Hama-
naBaHe Ha KPBLBHOTO HansraHe (Kato anda-1 peuentopHy aHTaroHUCIW) Y ne-




KapcTBa, UMIATO . HewenaH- edexT € HamalsBaHe Ha KPBBHOTO Hansrane
(6apbutypath, theHoTUa3nHY, TPULMKITAYHA aHTUOEenpecaHTy,
BasoaunaTaTopn).

Tlexapcmea nomucKawl UMyHHUS 0Meoeop (UUKNOCAOPUH)

EQHOBPEMEHHOTO W3NON3BaHe Ha UMKITOCMIOPUH Y Carvedil 3.125 mg moxe ga
ripeav3BnKa nosyLLaBaHe aH KpbLBHUTE HMBa Ha LMKIOCTIOPKH.

llexapcmea 3a HamansAgarne Ha KpbeHama 3axap (aHmuduabemHu fleKkapemea,
BKIHOYUMEITHO UHCYNUH)

Carvedil 3.125 mgmoXKe [Ja 3acui HamansBaHeTo Ha KpbBHaTa 3axap.
CUMATOMWTE Ha HWCKA KPbBHA 3axap (xunornvkemus) morat pa Owfdar
MackupaHu. [lpy nauvenTv ¢ Auaber e HeobxXogumo pefoBHO Aa ce
npoBepsiBaT HYBaTa Ha KpbBHaTa 3axap.

KnoHuduH

B cnyyali Ha crpake Ha TepanusaTa-c Carvedi u knosnavH, Carvedil 3.125 mg
TpsGea Aa Bbae ChnpsH HAKONKO AHW Mpefy 3anoysaHe Ha MoCTeneHHOTO
crivipaHe Ha KMoHWAWH.

AHecmemuuu (UHxanauuoHHU aHecmemuyu)

AHecTeTUUMTE MOraT da NoBULIaT HaMansBaHeTo Ha KPbBHOTO HamsraHe oT
Carvedil 3.125 mg no Bpeme Ha aHecTeans. Mons, uHhopMupalite aHecTesno-
nora, 4ye npuemate Carvedil 3.125 mg.

Jlekapcmea 3a neqeHue Ha pesmamoudHu 3abonssaHusa U bojika (Hecmepo-
UOHL MPOMUBOBHL3NANUMESIHU), ECMPOZEHU U KOPMUKOCMEepoudu
AnmnxunepTteHsuBHuaT edekt Ha Carvedil 3.125 mg ce Haman=asa CNneacTBue
Ha 3aAPBXKKA Ha Bogda W HAaTpui (HexernaH eqekT Ha Tesn riexapcTBa).

JSlexapcmea memabonusupalyll ce om Cblyume eH3UMHU cucmemu & YepHud
dpob (uumoxpom P450)

CriegHuTe Nekapcrsa Morat na noenusisT edektute Ha Carvedil 3.125 mg:
pyucbamnuumnH (aHTubnoTuk), Bapbutypat (nognoMaralliy ChHs riexapcTea),
LMMETMAMH ([eKapcTBO NOTUCKALLO MPOAYKUMSTa HA COMHa KUCENMMHA), KeTOKO-
Ha30M (NeKapcTBo 3a MbBUYHM MHEKLMM), (hIyOKCETUH (aHTWAENPECcaHT), Xa-
nonepuaon (aHTUNCUXOTUK), BepanamuI (fiekapcTeo 3a feYeHne Ha HapylleH
CbpAeHeH pUTHM), epuTPOMULIVH (aHTUEKUOTUK). MNaumneHTUTE npueMallin HAKoe
OT Tesun Nnekapcrsa eaHoBpemerHo ¢ Carvedil 3.125 mg TpsGea Aa Gboat BHU-
MaTerHo npocnegsasaHn.

Cumnamomumemuyu
KoraTo Teaw nekapcTea ce U3NON3BaT e4HOBPeMeHHO C KapBeaunon, CbLUecT-
ByBa MOBMLUEH PUCK OT BUMCOKO KPBBHO HassiraHe u 3abapsHe Ha cbpaeqHaTa
yecToTa (TexKa Gpaaukapans).




AHMUMUZPEHO3HU flekapecmsa (epsomamuH)

Kozamo mes3u nekapcmea ce usnoniseam e0HOBPEMEHHO C Kapeedurion, Cb-
ujecmeysa puck om roxkayeaHe Ha KpLeHOMo HansdaaHe crnedcmsue Ha cmec-
HS8aHe Ha KPbEOHOCHUME Chiose.

Mycexkynnu penakcaHmu
Carvedil 3.125 mg nosuLlIaBa MYCKYNHO-penakcupallns eqexr.

2.4 Korato Carvedil 3.125 mg ce npumema egHOBpeMEHHO € XpaHa unu Ha-

AUTKK .
Anxoxon: Carvedil 3.125 mg moxe fa NoBuLlK ePeKTUTe Ha ankoxon.

3. Kak ce npuema Carvedil 3.125 mg?

BuHarn npuemaiite Carvedil 3.125 mg kaTo TOYHO cnassaTe UHCTPYKUMWUTE Ha
Baluusa nekap. CLBeTBalTe ce ¢ Ballns fekap W apMalesT ako HeLwo He BK
e ACHO.

3.1 Hauud Ha npunoxeHune
3a nepopanHa ynotpeba

MaumeHTUTE CBC CbpaeyHa HepocTaTbyHOCT, Tpsibea pa npuemat Carvedil
3.125 mg ¢ xparara 3a ga 3abasar abcopbuusTa, KaTO MO TOM HaYMH Hama-
nsiBaT pUcKa OT PA3KO chiafiaHe Ha KPbBHOTO HansraHe npu usnpassiHe (opToc-
TaT4HAa XUMNOTOHMSA).

CuuecreysaTt 1abnetkm Carvedil B gpyr [o3u, KOWTO HE ce MOKpMBaTt OT
Carvedil 3.125 mg.

3.2 AKko Balmsi neKkap He e Apepnucan Lpyro, Aosara 3a fieyeHue Ha
cpedro-uspazeHa Ao mexka XpoHu4Ha cbpdeyHa HedocmambyHOCM €

HauyanHarta fosa (gosata npes nopsute 14 aHW) e 1 TabneTka Carvedil 3.125
mg (ekBuBaneHTHe Ha 3.125 mg carvedilol) cytpuH 1 1 Tabrietka Carvedit 3.125
mg (exBmBaneHTHo Ha 3.125 mg carvedilol) sevep.

Axo ce nicHacs gobpe, nosata Ha carvedilol Tpabea ga ce nosuULUKM NOCTENEHHO
npe3 WUHTEPBAN OT He NO-Manko ot 2 ceagmuuy, mepso no 2 Tabnetkn Carvedil
3.125 mg (exsuBaneHTHO Ha 6.25 mg carvedilol) cyTpuH 1 2 Tabnetkn Carvedil
3.125 mg (ekBuBaneHTHO Ha 6.25 mg carvedilol) euep u cnieg ToBa 12.5 mg
carvedilol cytpuH n 12.5 mg carvedilol Bevep. [osaTta Ha carvedilol moxe pna
Obae nosvLIaBaHa [o He noseve ot 25 mg cyTpuH U 25 mg sedep. flozaTa su-
Harn Tpatea aa Obhe nosulLasaHa A0 MakcuManHo noHocumara OT nauueHTa
aosa.




Maxcnmmannarta npenopbYnTenHa Ao3a e

- 25 mg of carvedilol 2 mbTK gHeBHO NpW NaumeHT™ ¢ Terno Ao 85 kg

— 50 mg of carvedilol 2 NbTM gHeBHO NpW NauveHTy ¢ Terno Hag 85 kg oceeH
Mpu TEXKa CbpAeYHa HEA0CTATBYHOCT, '

Nosau oT 50 mg 2 muTU GHeBHO TpsbBa fa ce JocTurat ¢ ocoBeHo BHUMaHWE U
e HeoBX0AMMO BHUMATENHO NPOCNeAsBaHe Ha nauveHTa.

Crieq Ha4yanoTo Ha TepanuAaTa KNy nosulliasaHe Ha [o3aTa, nauvMeHTUTe MoraT
[a nodyBCTBAT BPEMEHHO BIiOLLGBaHe Ha CUMNTOMUTE, O0COBEeHOo Mpu Texka
CbpfeuHa HefoCTaTbYHOCT WWnu npuemane Ha Bucoki fo3u. OBUKHOBEHO He
ce Hanara cnupaHe Ha TepanuaTa, HO He Tpsabsa posara [a ce noBullaea no-
HaTaTbk. O6chAeTe ¢ BaluiuAa nekap, KOATO Le nNpocnefsBa BHUMATENHO Che-
TOosIHMeTo BU.

Mo BpemMe Ha HaraxgaHeTo Ha Josara, BalumaT nekysall nekap e npocness-
Ba pefoBHo ObOpeuHUTe yHKUMOHANHU TecToee, Bpos Ha TPoMBoLMTUTE U
HWBOTO Ha KpbBHaTa 3axap (Mpy nauveHTW ceC 3axapeH AnadeT ¢ uny 6es uH-
CYN1HOBa Tepanus).

Ako neuenveTto ¢ Carvedil 3.125 mg e cnpsiHO 3a Noeeye oT 2 cefMmuLv, Tepa-
nuaTa Tpatsa [a ce NogHoBY ¢ Josa 3.125 mg (exksMBaneHTHO Ha 1 Tabnetka
Carvedil 3.125 mg) 2 nbTW QHEBHO K gosarta Tpabsa Aa 6bAe NocTeneHHo fo-
BuiliaBaHa 4O NpenopbyBaHaTta Mo-rope.

Josvpare npu nauneHTu ¢ BbpeyHa HeJoCTaTEYHOCT

Bwnpexn, ve fosarta BvHaru ce onpegens WHAMBKUOYanHoO 3a BCEKW naumneHT,
npy naumeHTy ¢ HamaneHa 6bbpeyHa yHKUMSA W CbphevHa HefocTaTbYyHOoCT
He ce Hanara crneumanHo HamansBaHe Ha Jo3aTa Ha carvedilol.

eua n nogpacreauiy (< 18 rognnu
Hsima goctaThuyHo AaHHu 3a edmkackocTTa U BesonacHocTTa Ha carvedilol npu
TEe3U MalmeHTu.

MMauveHTy B HanpeaHana BL3pacT
lepuatpuybmTe NauMeHTW MOXe Aa Ca MO-YyBCTBUTENMHU KbM edekTuTe Ha
carvedilol n Tpsbea ga 6baaT NpocneassaHy BHAMaTENHO.

Kakto n gpyrute Beta-briokepn v ocobeHo npu NauneHTn ¢ KOpoHapHo Cbp-
AeyHo 3abonseadHe, cnupaHeTo Ha Carvedil 3.125 mg TpsGea ga craea
FIOCTENEHHO.

3a neveHne Ha cpefHo-U3pa3eHa A0 TeXxa XpoHW4YHa CbpAeYHa HegocTaTby-
HocT, Carvedil 3.125 mg ce usnonsBa Karo gonbLNHWTEnHa Tepanns KbM CTaH-
JapTHata Tepanus 0T Bpyrv NekapcTea NoHWXKasallym KpbBHOTO Hansrade (au-




MNavuyeHTuTE, KOMTO e ce nexysat ¢ Carvedil Tpsdea fa 6baaT KNMMHUYHO CTa-
BunHy (Bes npomeHy B knacudpukaumara no NYHA v ga He e Xxocnuranusvpas
nopagy cepaevyHa HefoCTaTBLYHOCT), KaTo OCHOBHaTa Tepanust Tpsabsa fa e
cTabunusupara 3a noHe 4 cegMuL Npegy HavanoTo Ha Tepanusita ¢ Carvedil
3.125 mg. B fonbnHeHne, naumerTsT Tpabsa fa Mma HamarieHa nesokamepHa
dpakuma Ha usTnacksaHe, cbppaedHarta dectoTa TpabsBa aa e Hap 50 ypapa B
MWUHYTa W CUCTONMUYHO KPBBHO HansiraHe no-sucoko ot 85 mm Hg (Bx. 2.1 “He
npuemaiite Carvedil 3.125 mg”).

Ako vmarte yceuwlaHeTo, Ye edextute Ha Carvedil 3.125 mg ca TBbpAE CUNHK
unu TBBpAe cnaby, obcbheTe ToBa ¢ Baluws nekap unu apMaLlesT.

3.3 Ako cTe npuenu noeeye Carvedil 3.125 mg oTkonKoTO TPsiGBa
AKO ce cbMHaABaTE B NpeaosupaHe,HesabasHo ce oc0bpHeTe KbM Balumsa nexap
WMK MOTBPCETE CriellHa MeauLIMHCKa oMoy,

B 3aBWCMMOCT OT cTeneHTTa Ha NpefosnpaHe, NauveHTuTe MoraTt ga rovyscT-
BaT 3HaAUMTENEH craj B KpbBHOTO HamnsraHe (xunotoHus), sadaBeHa cbpaedHa
yectoTa (Bpagukapaunsa) ¥ gopu cnvpaHe Ha CbpLETO, ChpAevHa HefocTaThy-
HOCT M KapguoreHeH oK. TabueHTUTe Morat ga ce ONnakeaT oT 3aTpyaHeHo
OuillaHe, cnasmn B Auxatenwwre nbTulla (OpoHxocnasbM), rnospbluaHe, no-
TWCHATO Ch3HAHNE ¥ KOHBYNCUMW.

Flevenueto ¢ Carvedil 3.125 mg Tpsabea fa ce cnpe B crnyyail Ha npegosupaHe
UNW XWBOTO-3acTpallaBallo sabassHe Ha ChbpAevHaTa Yectora uunu crnajadHe
Ha KPBLBHOTO HansiraHe.

3.4 Ako cre 3abpaBunu aa npuemete Carvedil 3.125 mg
He npuemanTe fABoiiHa fo3a 3a ga HaBakcaTte. IMo-gobpe NPoAbMKETE NO CXe-
MaTa npeanucaHa ot Baluvs nexap.

3.5 EcbexTu ripu cnnmpane Ha nevenneTo ¢ Carvedil 3.125 mg

He cnupaitte psasko Tepanusita v He NpoMeHsaiTe f03ata OCBEH Mo JIeKapcKo
npefrnucandne. PAsKOTO chivipaHe MOXe fj@ BriolM cumnTomute Ha Baueto 3a-
BonssaHe.

4. BbaMoxHN Hexenanu ediekTu

Kaxto Bcuukm nekaperea, Carvedil 3.125 mg moxe fa Npeansenka Hexenasy
ethexT. OnmcaHuTe Hexenanu edexkTn ca -rpynpaHu crnopeq vectoTara Ha
TAXHATa Nposisa;

[ Muoro yecTo: IYecT0:




FHan 1 o1 10 nauvenTu nexysaku c Toea | Mog 1 o1 10, HO noseve or 1 oT 100 nauu-

neKkapeTeo EHTW JTEKYBaHK C TOBA JSTeKapcTso
Hevectn: Pspgko:
Moa 1 ot 100, Ho noeeye oT 1 oT 1000 [Tog 1 ot 1000, Ho noeede oT 1 o1 10000

NaleHT NeKyBaH C TOBa NeKapcTBO NauneHT nekyBan ¢ T0Ba NekapcTeo

MHuoro psigko:
lMog 1 or 10000 naumeHTV NeKyBaHK ¢ TOBA JIEKapCTRO, BKITIOYUTENHO €AMHNYHA CITy-
yau

4.1 Hexenanu edhekty
Hexenanu edekTn cobIaRaHN 0T KIWHWUYHW NPOYYBaHUA, NPU RaUuNeHTV ChC
CbpieyHa HeOoCTaTBLYHOCT:

3abonssarus Ha Kppema U IumeHama cucmema
Yecro: cnabo HamanasaHe 6pos Ha TpomBoumTiTe (TpomboLMTONeHNA)
MHoro pagxo: neekoneHus(Hamansgsane 6posa Ha CenmTe KPBBHYU KNETKN).

Memabonuazsm u xparumenHu 3abonseaHus

MHoro yecto: nosMLaBaHe Ha KPbBHATA [MOKO3a (XUNEeprnvMKkemMus);nauneHTy
CbC 3axapeH guaber, cbLUO Taka BX. 2.2 'CneumanHy rpwxu npy nNpuem Ha
Carvedil 3.125 mg'. 3agpwxKa Ha Boga B kpaiHvumTe (nepudepHa egema), no-
BULLEH KpbBeH obem (Xunepsonemus), 3agpbxKa Ha TeHHOCTH

YecTo: HapgnaBaHe Ha TErno 1 Xxunepxonecreponemusl.

3abosissaHus Ha HepeHama cucmema
YecTto: samasaHocT, rnasobornve.
Psanko: kpatkoTpaliHa 3aryba Ha cbaHaHue (CUHKoN).

Babonsieanus Ha o4ume
MHOro 4ecTo: HapylUeHO BIDKAAHE.

Cobpleyno-cri08u 3abonseanus

MHoro vecTo: 3aapkiika Ha Bofa B kpalHuuuTte (nepudepHa efema), 3abaBaHe
Ha cbpgedHaTa yecroTa (Bpagukapaus).

UecTo: opTOCTATAMHA XUMNOTOHUS, XMMIEPBONEMUS (MOBMILEH 06eM Ha KPLBTA).
Heuyectu: 6nokaga Ha MpOBOAHUTE UMNYNCA B CbpUETO  (MbAeH
AVBnok),BNoLllaBaHe Ha ChpAeYHaTa HeaoCTaTbYHOCT,

Pevannu u ypuHapHu 3a60osiseanus
Pagko:notucHaTa 6vbpevHa dyHkUms.

Cr0osu 3abonasatitis
MHoro 4ecTo: cnagaHe Ha KPLBHOTO HaslsraHe Npu pssko UanpassiHe (oprocTa-
TWYHE XUMOTOHMS).

Facmpo-unmecmuranHu 3abonsigaHus
MHoro yecTo: rafeHe, noBpbade, anapus.
Heuecrtu: sanex.




PenpodykmusHa cucmema u 3aboniseanus Ha MIeyHama xnesa
MHOro 4ecrto: 3agpbXKa Ha BOAa B NOJOBUTE OpraHu (reHuTanHa egema).

Q6w 3abaonssanus
MHoro 4ecTo: efema (3agpbiKa Ha Boga B TeKaHUTe).
Heyectn:[lepmMmaTtuT, 3acUiieHo NoTeHe.,

HexenaHW peakuuy npy NaUMEeHTW ¢ BUCOKO KPBBHO Han@raHe (xuneptoHus)
Wimunu KopoHapHo apTepnanto 3abonaesade (CTeHokapous), c¢hobllaBaHW B
KNMUHWYHW NpoyYBaHUs:

3abonasaHus Ha Kpeema U nuMgHama cucmema
Psipko: cnabo HamansisaHe 6pos Ha TpombouuTute (TpoMGOLMTONEHWS), Ha-
marsBaHe Ha BenuTe KpbBHW Tenua (reBkoneHust).

Memaboinuabm U XxpaHumennu 3abonaeaHus
YecT0: NOBULLEHN KPBBHM HUBA Ha NUMMAMTE (XMnepxonecteponemus).
PaAaKo: safpuxka Ha Boga B KpalHuunTte (nepvdepHa egema).

fTeuxuampuyru 3abonsaganus
Pspako: HapyleHue B ChHS, Aenpecus.

3abonsaeaHus Ha HepsHama cucmema

MHOro YecTo: 3amasHOCT®, Fnasoborme*.

Psako: HenpusiTHO ycellane (rnapecTtesus), 3aryba Ha cbaHaHue (CUMHKor) .
* ocoDeHro B Ha4arnoTo Ha Tepanuara.

3abonssaHus Ha oqume
MHoOro YecTo:HaManeHo CceL300TAeNAHE (HaMarneHa nakpumauusl).
MHoro psako:HapylleHo BIDKAAHE, ApasHEHE B o4nTe.

CopdeyHo-cvdosu 3abonaeaHus
MHoro yecro: 3abassre Ha cbpaeuHns puTeM (Cpagukapaus), ocobeHo B Ha-
YyanoTe Ha TepanuaTa. '

Cwdosu 3abongearus

MHoro {ecTo: cnafjaHe Ha KPpbBHOTO HanaraHe npy psisko uanpaesHe (OpTocTa-
THUYHA XUNOTOHUSA).

Psiako: (nepudpepHa) LMpKYfaTopHa CbAoBa HEAOCTAaTBYHOCT.

PecniuparmopHu, mopakaiHu U meduacmeHanHu 3abosnsgarust
Psapgro: sanytuBaHe Ha HOca (HasalnHa KOHrecTus)

FMacmpo-unmecmuranHu 3abonaeaHus
UecTo: rafeHe, ctomaluHa Borika, anapus.
Psigko: sarnek, nospbLlaHe .




MHoro psaxo: cyxocT B ycTara.

3abonseanus Ha MYCKYNo-CKeflemHama cucmema, MeKkume mbKaru U
Kocmume
MHoro yecTo: bonka B KpalHuuuTe.

PeHanHu u ypuHapHu 3abonasaHus
Pagko:sriotllaBaHe cUMNTOMUTE Ha nNoTucHaTa ObbpeyHa hyHKUMS.
MHoOro psgko: TpyaHo ypuHupaHe.

PenpodykmueHa cucmema u 3ab01A6aHuUA Ha MieyHama Xneaa
MHOro psgko: UMNOTEHTHOCT.

O6uwyu 3abondsanus
MHOro 4ecTo: necHa yMmopseMocT {0co0eHo B HayasioTo Ha Tepanuara).

lMpomenu e nabopamopHume mecmose
Pagko: noevillieHW YepHoapobHN eHsumMu.

CrnepHnte HexenaHW edekT MOraT  ga  ce  HabnwpabaT npu BCUYKU
WMHOMKALIAW:

KbM mMHOro pefixnte HeXernaHy peakuvmn ce BKIKYBaT W CTEHOKapans, Hapylle-
HVe B NPOBOAMMOCTTA OT NPeschbpAMsTa KbM KaMepuTe Ha cbpueTo (AV Gnok}
W BrowiasaHe CUMMTOMMUTE Ha HAKOM ChaoBy 3abonssaHusl (MHTEPMUTEHTHO
KnayamkaLmo 1 cuHapom Ha PeiHo).

PecriupamopHu, mopakandu u Mmeduacmerarntu 3abonasaHust
YecTo: acTmatudeH 3agyx (aumcnHes)) ce Habmogasa Mpu rpegpasnonoxeHn
nauveHTw.

3abosisgeaHus Ha Koxama U NOOKOXHUME MbKaHU:

PasnuuHn KOXHW peakumm ca HabniogaBabu nodaxora (kKato anepridHa
eKk3aHTeMa, ypTukapusi (koxeH obpus), npyputyc (Cbplbex), N nuxeH-nraHyc
nogofbHu peakumn). MoraT Aa ce nosIBAT MCOPUATUHHM KOXHW Nesun Unm
ChLUEecTBYBaLUMTE Me3nn fia Ce BrIOWaT.

MpremaHeTo Ha Carvedil 3.125 mg moxe oa Obae ¢BbP3aHo C Neku NPOMEHU B
HMBaTa Ha KpbBHATaA 3axap, HO TO3W HeXXenaH edeKT He ce cpellia YecTo.

4.2 Kakso TpsifBa fa HanpaBuTe NMpu NPosiBa Ha TeXbK HexenaH edekt?
Wndopmupaiire Batuuva nekap 3a ga Moxe TOWTA fa ofpefenn Texectra Ha
CUMMOTOMUTE 1 Aa pelliv KakBK MepKn Aa ce npegnpuemar.

4.3 Ako zabenexure Apyrm HexenaHu edekTy, HeorncaH B Tasu NUCTOBKA,
yeenomeTe Batuua nexkap unu dpapmalesT.




5. Kak TpaGBa fa ckLXpaHapare Carvedil 3.125 mg?

CbxpaHﬂaarﬁTe BCW4KW NeKapcTBa Ha MACTO HeJOCTBAHO 3a felld.

He wanonssaite cnep wsTWdaHe cpoka Ha FOAHOCT, KoiTo e oThensisaH Ha
Grnmcrepa v Ha kapToHeHaTa KyTus.

He cbxpansasanTe Hag 25°C.

[lara Ha nocriefHa pefakums Ha Texcrta: 15 anpun 2004




