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KPATKA XAPAKTEPUCTUKA HA NMPOAYKTA

1. UME HA NNEKAPCTBEHUS MPOAYKT  [M3MbIHUTENHA ATEHUWA NO NEKAPCTBATA |
CARVEDILOL MEDICA 3,125 Kpamia Xxapaxmepucmuxa Ha npodyxma - [lpunoxenue 1

CARVEDILOL MEDICA 6,25 AMKE% WY 060X
CARVEDILOL MEDICA 12.5 Kum PY\\(]\J- .

CARVEDILOL MEDICA 25 _ - |
| Odnbpero: /}//J‘gb‘p{..m .....

2. KAHECTBEH N KONMUYECTBEH CBhCTAB

Bcska tabnetka CARVEDILOL MEDICA 3,125 cbabpxa kapseaunon 3,125
mr (Carvedilol 3,125 mg)

Beska Tabnetka CARVEDILOL MEDICA 6,25 cbabpxa kapseannon 6,25 mr
(Carvedilol 6,25 mg)

Bcska Tabnetka CARVEDILOL MEDICA 12,5 cbabpxa kapseavnon 12,5 Mr
(Carvedilol 12,5 mg)

Besika TabneTtka CARVEDILOL MEDICA 25 cbabpka Kapsegunon 25 mr
(Carvedilol 25 mg)

3. NIEKAPCTBEHA ®OPMA
TabneTku

4. KMNUHUYHN DAHHW

4.1. TepaneBTUYHU MOKa3IAHUA

- XpOHU4Ha CHPAEYHA HeAOCTAaTbLYHOCT

CARVEDILOL MEDICA e nokasaH 3a neyeHue Ha reka, ymepeHa n Texka
XPOHW4YHA chpAevHa HEAOCTaThYHOCT B KOMBUHaUus ¢ anypeTuun,
aurntanuc n AKE nHxmnbutopu.

- XuNnepToHMA

CARVEDILOL MEDICA e noka3sax 3a caMmoCTOATENHO UK KomMBuHuparo
neYyeHne Ha XUNepPTOHUS.

- CTeHOKapaus

CARVEDILOL MEDICA e noka3aH 3a nedyeHne Ha ctabunHa cteHoKapauA.

4.2. Qo3upoBKa U Ha“tMH Ha NPUNOXeHUe

TabneTkute ce npyuemaT C AoCTAaTbYHO KONWYECTBO TE4HOCT.

- XpoHuU4Ha cbpaevyHa HeAOCTAaTbYHOCT

[losaTa ce onpedens OT nekap B 3aBUCUMOCT OT MHAMBUAYaHOTO ChCTOAHUE
Ha NauueHTa.

Mpean BcAKo NocneaBallo NoBULLEHWE Ha Ao3aTa KNMHAYHOTO ChCTOSHUE Ha
nauueHTa TpAOBA Aa ce oueHABa OT cneuManucT ¢ onNuT B Nie4eHneTo Ha
cbpAeyHa HeQOCTATbYHOCT 3a yBepeHne, Ye KNMHNYHOTO ChCTOAHUE Ha
nauneHTa ocTasa ctabunHo. [lozaTa Ha kapeeAnnos He TpsibBa Aa ce
yBeNn4aBa npu NauMeHTn ¢ Bnowasaila ce cbpAeyHa HeoCTaTb4yHOCT NN
npusHauUM Ha aekoMneHcupaHa nny HectabunHa cbpaedHa HeoCTaTb4HOCT

BvapacmHu
MpenopbysaHaTta HavanHa gosa Ha CARVEDILOL MEDICA e 3,125 mg naea

NbTU AHEBHO 3a ABE ceaMmun. AKO fo3aTta ce nNpuema Jobpe, T4 MoxXe [a
6bae ysenuueHa Ha 6,25 mg asa NbTW OHEBHO, nocneasaHo ot 12,5 mg Asa
NbTV QHEBHO M cnef Tosa 25 mg ABa NbTW AHEeBHO. [oBuLLaBaHETO Ha



Ao3aTa Tpsbea Aa cTaBa Npes UHTepBanu He No-Manky oT Ase ceamuun n fia
ce MOHUTOPMPa OT cneyuanucT B yeepeHue, Ye CbCTOAHNETO Ha NauueHTa
ocTaBa cTabunHo.

Mpw naUUENTH C TEXKA, YMEPEHE K NeKa XPOHWYHa CbpaeyHa
HepocTaTbyHocT (XCH) ¢ Terno nog 85 kg npenopbyBaHaTa MakCuManHa
HeeHa ao3a e 50 mg, pasgeneHa Ha asa nNpuema no 25 mg. [Npy nauneHTn ¢
nexa o ymeperna XCH ¢ terno Hap 85 kg npenopbyBaHarTa MakcumanHa
aHeBHa go3a e 100 mg, pasaeneHa Ha aAsa npuema no 50 mgy.

[Mpu noBMLWaBaHe Ha go3aTa Npy NauneHTN CbC CUCTONUYHO KPBBHO
Hansrade nog 100 mm Hg MoXe aa Bb3HWKHe BNolaBaHe Ha cbpaevHaTa u/
unu 6bbpeyHaTa pyHKUMA. 3aToBa NeKyBalUAT fekap Tpabesa aa cnegu
6b6pevHaTa hyHKUMA 1 CUMNTOMKUTE Ha CbpaeyHa HEAOCTaTbYHOCT UNn
BasoqunaTauma. Npy nauueHTn ¢ Bnowaeaua ce cbpaeyHa He40CTaTbYHOCT
UNn HecTabunHa cbpaeyHa HeJOCTaTbYHOCT e Heobxoaumo Aa ce xopuripa
fo3aTta Ha auypeTtnum n aurokcuH n/vwnn AKE nexnbutopm nnu neveHneto ¢
CARVEDILOL MEDICA BpemMeHH0O Aa ce NpeyCTaHOBM.

Axo nauneHTUTe nonyyaT bpagukapana (nyncoBa YectoTta nod 55 yaapa B
MUH.), Ao3arta Ha CARVEDILOL MEDICA 1pabaa pa Obae Hamanexa.

Axo neverHnerto ¢ CARVEDILOL MEDICA ce cnpe 3a noBeude 0T ABe
cegMuun, ce npenopbysa Aa sano4vHe oTHOBO ¢ 3,125 mg un Aa ce nosulasa
NOCTENEHHO NO ONUCAHNTE NO-FOpe NPENOPHKU.

[MayueHmu e HanpeOHana av3pacm
KakTo Mpyt 8b3pacThHA

- XunepToHunA
MpenopbuBa ce gos3ata Aa ce npuema BegHbX AHEBHO.

BuapacmHu

TepanuaTta ce npenopbyBa Aa 3anoyHe ¢ 12,5 mg BeAHbXK AHEBHO 3a
nbpBUTE ABa AHU. Cnen ToBa [o3aTa ce yBenvyasa Ha 25 mg BeAHBX
aHeBHo. Toea e obuyaiiHaTa [103a nNpy NOBeYeTo NauneHTn. AKO &
HeobXoaAuMO, go3aTa MoXe Aa ce yBenuyn Ha 50 mg BegHBX AHEBHO UNK
pasfeneHa Ha asa npuema.

NosulwaBaHe Ha Ao3aTa TpsbBa fa ce U3BLPLUBA NPe3 UHTEpBany Hau-
Manko ot Ase cegMULLA.

MMayueHmu e HanpeoHana eb3pacm

MpenopbyBa ce HavanHa gosa 12,5 mg AHeBHO. AKO OTTOBOPBLT €
He3afdoBONUTENEH, o3aTa MOXe f1a ce YBENUUKM Ha 25 my BeAHbX AHEBHO
nm pasgeneHa Ha gBa npyema. NosvwaBaHeTo Ha AosaTa Tpsibsa pa ce

N3BbPLWLIBA NPE3 UHTEPBANU OT Han-Manko gpe ceaAMULN.
- CTeHOKapaun

Bw3pacmHu
MNpenopbyBa ce HavanHa Ao3a 12,5 mg AHeBHO 32 NbpBUTE ABaA OHW. Mpw

AMNca Ha OTroBOp, AAc3aTa ce nosuLlaea A0 25 mg BeAHBX AHEBHO. AKO ,?——-—..h\
Heobxoaumo, Ao3aTta Mmoxe aa 6bae noBULLaBaHa NOCTENEHHO NPe3 2 wq id 4z, -
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NHTepBan oT ABe ceaMULU N0 AOCTUraHe Ha AHeBHa Ao3a 50 mg, paspeneHa
Ha Asa npuema.

[TayueHmu 8 HarnpeoOHana eb3apacm

NpenopbyBa ce HayanHa gosa 12,5 mg, cnen KoeTo gos3arta ce yBenuyasa Ha
nea nbTM No 12,5 mq. NoBuwasaHeTo Ha ao3arta TpAdBa Aa Obae npes
MHTEpBan Han-Manko oT Ase ceaMuuun.

4.3. MporuBonoKaszaHus

- (CBpPbX4YyBCTBUTENHOCT KbM KapBegunon v NOMOLLHUTE BeLLeCTBa.

-  W3paseHa cbpaeyHa HegoCTaTbYHOCT, 3NCKBaLa BEHO3HO
noabpXaHe Ha HOTPONeH edexT.

-  [launeHTn ¢ acTMa N OBCTPYKTUBHW 3abonaBaHuA Ha AuxaTenHuTe
nbTULWA.

- AV onok ll n il crenen.

- KapaworeHeH 1ok

-  CvHApoM Ha BONHWA CUHYCOB Bb3en (BKS. CUHO-aTpuaneH 6nok)

- Texxka xunoteHans (CNCTONHO apTepnanHo Hanarade noa 85 mm Hg)

-  MeTabonutHa aumaosa

-  PeoxpoMoUUTOM

-  UYepHonpobHa HeaoCcTaTbyHOCT

4.4. CneuqnanHn npeaynpexaeHua U cneliuanin npeanasHnu Mepky npu
ynotpeba

MNpu nauneHTU ¢ XpoHUYHa cbpaeydHa HeagocTaTbyHocT (XCH) moxe aa
Bb3HUKHE BNOLWAaBaHe Ha chpAedHaTa HegoCTaTbYHOCT UMM 3aapbiXKa Ha
TeYHOCTU NPpU NOBUILaBaHe Ao3aTa Ha Kapeegunon. B Takuea cny4yaun e
HeobxoaAnMo Aa ce Kopurmpa gos3ata Ha AuypeTuka n no3aTta Ha
KapBeaunona He Tpabsa Ja ce yeenuyasa Ao NocTUraHe Ha KrnHU4vHa
cTabunHocT. pun HAKOW cnydvan MoXe Aa ce Hamanwu gosaTta Ha KapBeaunon
KUY NEeYEHUETO Aa ce NpeycTaHoBKU. Taknea crnyyaun He naknysar
nocneasawo ycnewHo neveHue ¢ Kapseaunon.

Mpy 6oNHU € XMNEPTOHNA U ChpaeyHa HeAOCTaTBLYHOCT, KOUTC ca Ha
fieyeHne ¢ QUrokcuH, anypetux nwmnu ¢ AKE nHixmnbuntop, kapseavnon ce
npunara ¢ ocobeHo BHMMaHUe, T KaTo JUFOKCUH U KapBeagunon morat Aa
3abaeAaT A-V nposexaaHeTo.

CARVEDILOL MEDICA, nogo6Ho Ha gpyru nekapctsa ¢ beta-6nokvpalia
aKTUBHOCT, MOXE fa Mackupa npuaHauvte Ha xunornukemua npy 60nHn cbe
3axapeH anabeT. MNpw naumeHTn ¢ avabeT ynoTpebaTta Ha Kapeeaunon Moxe
na 6bae cebp3ana ¢ BNoWAaRaHe Ha KOHTpoRa Ha fNioKo3aTta B KpbBTa.
Heobxognmo € npu Takmea GonHun ga ce npocnejnsa rntokosaTta, npeau
3anoyusaHe Ha nevyeHneTo U NP NPOMAHA Ha fo3aTta Ha Kapeeawnona.
Bb3MOXHO € NPU TakuBa NauveHTn ga ce Kopurupa n XunornmkemmnyHata
Tepanus.

Npn nevyeHne ¢ kapseannon npu nauveHTu ¢ XCH mMoxe na ce Briown
6bbpeyvHaTa hYyHKLUMA NPY HUCKO apTepranHo HanaraHe (CMCTONMMYHO noAa
100 mm Hg), cTeHokapava 1 audysHo cbaoeo 3abonasaHe. [pu Takusa

nauneHTn Tpadsa aa ce cneau 6LOpevHaTa PYHKIUNA 1 CBOEBPEMEHHO nam" T

Hamanu gosaTa Ha KapBeaunon unu aa ce NpeycTaHoBU NIEYEHNETO. - N



[TauMeHTn, KOUTO HOCAT KOHTaKTHU Newm Tpsbra Aa ce yBeAOMAT 3a
eBeHTYanHo HamasneHo CbN3OTAENAHE,

TbW KaTo KapseauNnon npuTexaea beta-bnokupawla akTMBHOCT, CNUpaHe Ha
neueHueTo Tpadea Aa e nocTenenHo (1-2 cegmuumn), ocodbeHo Npu NauueHTA
C UcXemMnyHa bonecT Ha CLPLETO.

Kapseavnon moxe aa ce npunara v npu naumeHTy ¢ nepudepHo CbL40BO
sabonsasaHe. [pn Takmea 6onHu, TnuyHuTe Beta-dNoKepwu MoraT Aa Bnoular
CUMMTOMUTE Ha CbAOBaA HegocTaTb4HOCT. [NpK KapBeannon, KOUTo UMa u
andpa bnoknpawya akTMBHOCT, epeKTbT 0 ronama creneH e banaHcupan,
Kapseaunon, noqobHo Ha Apyrute beTa-bnokepu, Moxe ga Mackupa
CUMNTOMUTE HaA TUPEOTOKCUKO3a.

B cnyyauTe, Koraro kapseavwnon npegv3suka dpagukapava, npyn HamanasaHe
Ha cbpaevHaTa vYecToTa noa 55 yaapa/mMuH., gosarta TpabBa Aa ce Hamanu.
[Mpy nauneHT ¢ aHamMHe3a 3a peakunm Ha CBPBbXYYBCTBUTENHOCT,
noANoXeHn Ha aeceHcbunuaunpalla Tepanua, NneYeHNeTo ¢ Kapeeannon
TpsAbBa Aa 6bae ocobeHo BHMMATENHO, Thi KaTo beTta Bnokvpawara
aKTUBHOCT MOXe fla YBENuYN YyBCTBUTENHOCTTA KbM anepreHn, Kakto u
TexecTra Ha aHadUNakTUIHUTE peakuui.

Mpw nayueHTn, cTpagawm oT bonect Ha PenHo, nevyeHneTo ¢ Kapseannon
MoXe ga 0bocTpu cUMNTOMUTE Ha NepndepHU UMPKYNaToOpHN HapyLLeHns.
Mpu naumeHTn, cTpazaluy oT NCopnasunc, CBbP3aH ¢ neveHue ¢ berta-
6nokepu, kKapeegunon TpsabBa Aa ce npunara cnej npeueHka Ha
CbOTHOLWEHWETO puck/nonaa.

Mpu naumeHTn ¢ heoxpomoumnToM, Npeau npunoxeHue Ha 6eta-onokep
TpaGea Aa ce npunoxun anda-onokep. HAMa onUT C NPUNOKEHNE Ha
KapBeaunon npu ToBa sabonseaHe. 3atoBa e HeoHxoANMO OCOBEHO
BHUMaHUe Npu NPpUNOXKeHWe Ha Kapeeaunon npu 6onHN cbC CbMHEHWe 3a
heoXpOMOLINTOM.

NMekapcTBa, NpUTeXaealm HecernekTuesa beTa-onokupalla akTMBHOCT, MoraT
aa npeanssukaT boNKa B rspanTe NpU NAUWEHTU C BapyUaHTHa aHrMHa Ha
Prinzmetal., Hama onuTt ¢ NpunoXxeHue Ha kapseaAnnon Npu Te3n NauneHTH,
BbMpekn Ye TeopeTUudHo anda dBnoknpailata akTUBHOCT HA NeKapcTBOTO
MOXe fa NpeaoTepaTh TakuBa cumnTomu. Tpsadbea Aa ce BHUMaBa Npw
NPUINOXEHUE Ha KapeeanNon Npy Taknsa GonHw.

Apy nauneHTn ¢ HpoHXOCHacTUYHKN peakun MoXe a ce NosiBU
pecnupaTopeH AUCTPEeC KaTo pe3ynrart oT 3acuNnBaHe Ha cnasbMa Ha
auxaTenHuTe NbTULLE NPY nevYeHne ¢ Kapeeaunon.

Leua
BesonacHocTTa U echekTUBHOCTTA NpW gewa noa 18 roanHn He ca
ycTaHoBeHW, nopaau koeTo nedeHne ¢ CARVEDIOL MEDICA B Tasu Bb3pact

He ce npunara.

Mayuermu 6 HanpeoHarsa eb3pacm

NeyeHneTo 3anousa ¢ Bb3MOXHaTa MUHUMAasnHa go3a. flopuwaBaHeTo Ha
fo3ata Tpsbsa ga ctaea Npes uHTepean ot ABe U noBe4ye ceaMuumn
CLCTOAHMETO Ha NauneHTa ga ce MoOHUTOpUpa OT cneyunanucr.
[penopbyBanaTa Aosa e 25 mg AHeBHO, a MakcuManHata fonycrumMa
nHesHa Aos3a € 50 mg B pasgeneHun npuemMm.



[lauyuermu ¢ YyepHodpobro saborisisaHe
CARVEDILOL MEDICA e npotMBOnoKasaH npu nauueHT ¢ HapylieHa
yepHoapobHa PyHKUNA

[Tayuenmu c 6L6peyHO 3abosniseaHe
He ce Hanara kopurnpaHe Ha posata Ha CARVEDILOL MEDICA, ako
CUCTONWYHOTO apTepuanHo HansraHe Hanarade € Hag 100 mm Hg

4.5. BzaumonencTBue ¢ ApYyrv neKapcTBa v Apyru opmMu Ha
B3aumMogencTsue

KapBegunon Moxe aa noteHumpa aenucTBUeTo Ha Apyru aHTUXMNepTeH3nBHA
nekapcraa Npu egHOBPEeMEHHO NPUNoXeHWe,

MaunenTy, npuemaluy NekapcTBa ¢ U34epneaLlo KatexonaMmHnuTe AencTBne
(pe3epnuH; MAO-uHxubuTtopn), npyu eAHOBPEMEHHO NPUNOXeHWe C NPOAYKTH
MMmawy Beta-6nokupallio nericteue, Tpsbea Aa 6baaT HabnwaaBaHW 3a
XUNOTORUA W TEXKa Bpaankapans.

[pyv egHOBPEMEHO NIPUNOXKEHWE Ha KapBeauron ¢ AUNTUa3em B OTAENHW
criydaun moxe Aa ce Habnionaea HapyleHue B npoeogumocTTa. {lopaan ToBa
TpsibBa ga ce npocneaasat EKI u apTepnanHoTo HanaraHe Ha nauveHTn npu
eAHOBPEMEHHO NPUSIOXKEHWE Ha KanuueBW aHTaroHUCTM OT Tuna Ha
BepanamMun uiv aunTuasem ¢ kapseavwnon. Teau nekapcrsa He TpsbOBa Aa ce
npuaaraTt BEHO3HO NPU NaLMeHTH NpuemMaluy Kapsegunon.

AreHTu c Oeta OHnokupalya akTMBHOCT MOTaT fiad 3acunAT XMNorNMKeMnuyHus
eheKT Ha UHCYNMH ¥ OpPanHu XUNornukeM1yH cpeactea. Tosa uauckaa
MOHWUTOpUpPAaHE Ha FMoKo3aTa B KPpbBTa. |

(Mpwn nauneHTH, NpuemMalLyy eIHOBpEMEHHO KapBeAUNon 1 JUroKCuH,
nnasmeHnTe KOHUEeHTpauuv Ha WroKCcuH ce yeenuyaear ¢ okono 16%.

T KaTo 1 AseTe fliekapcTaa yabimKkaBaT BpemMeTo Ha AV nposexaaHe, ce
npenopbYBa MOHUTOPVPAHE Ha HMBATa HA IMMOKCUH, KOpUrupaHe Ha gosaTta
MMM CNUPaHe Ha NeveHneTo ¢ Kapeeaunon.

[Mpy eAHOBPEMEHHO MNeYeHNE C KapBeaunosn U KNOHWAWH ce NoTeHuupa
MOHWXKEHWeTO Ha KPbBHOTO HanaraHe u ce Habngasa dpaaukapaus.

B Takvusa crniydau KapBeaunon ce cnvpa HAKONKO AHW npeau NOCTeneHHOTo
HaMmansBaHe Ao3arta Ha KNoHUauH.

Heobxoaumo e BHUMaHve rnpu eaHOBpeMEHHO NpuUnokeHe Ha Kapseannion ¢
WHAYKTOPU Ha OKCWAa3nTe CbC CMeceHU hyHKUMK (Hanp. pudamnuunH), Npu
KOETO CepyMHUTE HUBA HA KapBeAUnon Moxe Aa HamaneaT unu npw
KOMBUHMpaHe ¢ UHXMOVUTOPU Ha OKCUAA3UTE CbC CMeceH! YHKLUMK (Harp.
CUMETUAUH), NPU KOETO CepyMHUTE HMBA Ha KapBeaunon Moxe Aa ce
NoBULLAT.

Mpu o6wa aHecTe3aun Tpabea Aa ce BHUMaBa 3a Bb3MOXHUTE CUHEPTNYHU
oTpUluaTenHu NHOTPONHN eheKTU Ha KapBeaWIIoN U aHecTeTUUnTE.

[pu eaHOBpPEMERHO NpunaraHe Ha Kkapseannon U LUKIocnopuH ce
oTBenassa yRennyeHue Ha NNasmeHnTe KoHUeHTpaumn Ha UMKNOCNOPKH.
Tosa Hanara fa ce cneanT KoHUeHTpaumnuTe Ha LUKNoCnopuH U CboTBETHO
Aa ce Kopurupa aosara.

4.6. BpeMeHHOCT U KbpMeHe

- BpeMeHHOCT



Hama agekBateH onnT ¢ ynotpebarta Ha kapBeaunon Npu BpemMeHHN XeHu.
N3cnensaHuATa BBPRXY XKNBOTHU €A HEAOCTATbYHW NO OTHOWEHWE Ha
edhekTUTE BbpXy DpeMeHHocTTa, eMBPUOHaNHOTO N eTanHOTO pasBuTne,
PaXXAaHETO U NOCTHATaNHOTO pa3suTue (BMX Touka 5.3 ). [foTeHUunanHuAaT
PUCK 33 YOBEKa He € U3BECTEH.

CARVEDILOL MEDICA He Tpabea aa ce npunara no speme Ha dpemMeHHOCT,
OCBEH B cnyyai Ha KaTeropuyHa HeobxoanmocT, KOATO ce onpeaena ot
nekysalwua nekap.

- KbpmeHe

He e nsgecTHO ganu KapBeaunon ce ekckpeTupa B KbpmaTta npu Yoseka.
N3cnenBaHusa sBbpXy XXUBOTHU ca nokasanu, Ye Kapseaunon wnn HeroBute
mMeTabonMTu ce exckpeTupa ¢ kbpMata. 3aToea TpabBa aa ce B3eme
peweHue Aa ce rNpeycTaHoBU KbPMEHETO UM NPEYCTAHOBKU TEpanuATa, KaTo
ce uma nNpeasui pucka 3a AeTeTo U nonsaTta oT NeYeHNeTo 3a ManKaTa.

4.7. EcbexTn BBbPXY cnocobHocTTa 3a wodupaHe U padora ¢ MallnHK
Nauventute, npuemawm CARVEDILOL MEDICA, Tpabsa aa ce npeaynpeaaT
na He wodupart nnn paboTAT ¢ MaLLNHW, ako nMaT 3amanBaHe unu apyru
noaobun cumnToMu, Topa ce oTHaca ocobeHO Np 3anouyBaxe Ha NeYeHUeTo,
Npy NPpoMAHA Ha fo3ata WU NpU egHOBPEeMeHeH NpMeM Ha ankoxorn.

4.8. HexxenaHn neKkapcTBeHM peakuun

UecToTaTa Ha HEXeNnaruTe NekapcTBeHn peakuun ce onpeapens CornacHo
cnefHata Knacudnkayms:

MHoro yecTn (>1/10), yectu (>1/100 go <1/10), Heuectn (>1/1000 go 1/100),
penkv (>1/10 000 ao 1/1000), mHoro pegxu {<1/10 000), ¢ HensBecTHa
YeCToTa

- [Ipu XpoHU4yHa cbpAeYHaA HeAOCTATHLYHOCT

HapywieHus Ha Kpbema u uMgHama cucmema
Panku: TpombouuTOoneHus.
B oTaenHun cnyvyaun ce cbobulapa 3a NeBKorneHus.

HapyweHus Ha memabonu3ma u xpaHeHemo
UecTW: HanaasaHe Ha Terno u xunepxonecreponemua, Xuneprnukemus,
XUNOTNVMKEMWS U BIIOLLIABAHE Ha KOHTPOMa Ha rnwko3arta B KpbBTa npu 60HW

CbeC 3axapeH anadber

HapyuwieHus Ha HepsHama cucmema
MHoro yectu: 3amansaHe, rnasobonve, acterus.

CbpOeyHU HapyuieHusn

UecTu: bpagukapaua, oproctaTtuyHa XUnoToHUs, XUNOTOHUA, OTOK
(reHepanuaupaH, nepudepeH, 3acToeH, OTOK Ha KpakaTa, Xunepsonemud).
HevyecTu: cuHkon, AV-6nok u cbpaeyHa HeOCTaTbYHOCT NO BpeMeHa- r - o

noBMaBaHe Ha ao3aTa. /g"““w""



CmoMalwHo-4peeHu HapyweHuUs
YecTU: rageHe, anapusa U noBpbLUaHe.

HapyuweHusi Ha KoxXama U NooKo)Hama mbKaH
[NepMmaTuT U 3aCUNEHO NoTeHe,

Hapywerun Ha oyume
UecTn: HapyweHUue B 3PeHNeTO.

HapyweHus Ha bbbpeyume U nuKoYHUMeE MbMulla

Penku: octpa 6b6peyHa HeaOCTaTLYHOCT U HapyweHua B 6bbpevraTa
dyHKUMA NPy NaumneHTn ¢ audysHo 6ubpeyHo aabonasane nmnu HapyluexHa
6bbpeyHa pyHKUMNA.

UecToTaTa Ha HEXenaHnTe peakumy He 3aBUCK OT JosaTa, € U3KNiYyeHne Ha
3amManBaHeTo, HapyweHwaTa B 3peHneTo 1 bpagukapanaTa.

- pu xXuNnepToHUA U cCTeHOKapaAUA

HexenaHuTe peakuumu ca NnofodHK Ha Te3n HabnaasaHy Npu XPOHNYHA
CcbpAedYHa HeJOoCTaTbYHOCT, HO YecToTaTa Ha Te3n peakunu € No-HUCKa.

HapyweRus Ha HepeHama cucmema

UecTn: 3amanBade, rnasobonue 1 ymopa, rnasHo npn Ha4anoTo Ha
neYeHneTo.

HeuecTu: NOTUCHATO HACTPOEHWE, HapYWeEHne Ha CbHA, NapacTesus,
acTeHus.

Buoxumusa Ha Kprema U xeMamorso2udHu peakyuu
EAVHWYHW CliydYan Ha NPOMEHW B CepyMHuTe TpancamuHazn,
TpomMBounToneHMa 1 NeBKONEHUA.

Hapywe#rusi Ha Memabonusm3 u xpaHeHemo

[Mopaawn 6eTa-6nokupatMTe CBOMCTBa Ha KapBeaAnnon € Bb3MOXHO
NPOABABAHETO HA NaTeHTeH AvabeT, MaHUDECTHUAT avabeT MOXe ga ce
BOWW W Aa NOTUCHE KOHTPpa-perynaumaTa Ha KpbBHaTa riokoaa.

ChpOeyHu Hapyuwerus

UecTn: Opagvkapana, opTocTatuyHa XunoTeH3ns, XunoTeHana npeauMHo B
Ha4YanoTo Ha NeYeHneTo.

HeuvecTn: CUHKON, XUNOTEH3WA, HApYLUEHWA Ha NeEPUPEPHOTO
KpbBooDpallerne (CTyAeHU KpauHWUWN, WHTEPMUTEHTHO HaKyLiBaHe, bonect
Ha PeliHo). AV-DNnok, cTeHokaphus, CHMNTOMW Ha CbpAeyHa HEAOCTAaTbYHOCT
n nepndrepeH OTOK.

CmoMaliHO-4Ype8HU HapyleHUs

UecTu: rageHe, KopemHa borika, auapus.
HeuecT. 3anek, NospbUiaHe,

Penku: cyxorta B ycTaTa.
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Hapywerust Ha Koxxama u nodKkoxHama mbKaH
HeuecTu: KOXHU peakumn: eksaHTeMa, AepMaTuT, YpTUKapus, cbpbex,
3acUNeHo uanoTaBaHe, NCOPUATUYHU Ne3un UNU BNoLLasaHe Ha HaMMYHUTE.

Hapywerus e MycKYyInHO-cKeJlemHama cucmema
UecTtn: Bonka B KpanuuumnTe.

Hapyuwierust Ha oqume
HevecTu: HapylweHne Ha 3peHNeTOo, HaMmaneHo cbn3ootaensHe.
Pepaky: o4HO gpas3HeHe,

4.9. NpepoaupaHe

Cnea MacuMBHO NpeaosnupaHe MoraT fa ce ovakBaT CbpAeYHO-CbAOBU eeKTu
KaTo XMNoTorus U bpaavkapaua. Kato ycnoxXHeHna morat ga nocneneart
CbpAeuHa HeoCcTaTbyHOCT, KapANOTEHEH LLOK U cbpaeveH apecT. Morat aa
ce NOSABAT pecnupaTopHK NpodbnemMu, BpoHxocnasbm, NoOBpbLILAHE, HapyLEeHO
Cb3HaHWe U reHepannsnpaHn rLpyose.

fleyenuneTo ce NpoBexaa ¢ UHAYLMPAHO NOBpbLUaHE U CTOMAaLLHa NPOMUBKa
pes NbpBUTE YacoBe Ha nornbluaHeTo. flposexaaT ce npoueaypu 3a
KopUrnpaHe Ha BUTaNHW nokasaTenn B yCrnoBUA HA MHTEH3MBHO OTAETNEHNE.
Mpu Gpagvkapana ce npoeexaa NneveHune ¢ atponnH 0,5 — 2 mg BEHO3HO
n/vnv rnrokarod 1 — 10 mg BeHo3Ho. pun U3paseHa XMnoTous ce npunarart
TEYHOCTU MHTPABEHO3HO. B HAKOW Cnyyan MoXeE fa ce NPUNOKA
Hopagperanud 5 Ao 10 meg/min B MH(y3na, cnopel apTepuanHoTo
HansraHe. MNpuy HannuuMe Ha BpoHxocnasbm ce Npunara candytTamon unu apyr
6eTta aroHucT. [pu rbpyoBe ce Npyunara BeHO3HO Avasenam uiu KroHasenam.
B cny4an che CUMINTOMW Ha LLOK, NOABPXKALLOTO NeYeHne TpadBa aa
APOABLITKN A0 cTabunuanpaHe Ha nauneHTa, Tby KaTo MOXe fja ce o4aKBa
VABLMKEHO BpeMe Ha NONYXUBOT U npepasnpeaerieHve Ha kapeeannonn.

5. PAPMAKONOrMYHU CBOUCTBA
GAPMAKOTEPANEBTUYHA MPYTMA- Ancda v beta bnokepwu
ATC kon: C 07 AG 02

5.1. PapMmakoAnHaMU4HN CBOUCTBA

Kapseaunon e agpeHepriyeH 6okep, oCbLIECTBABALL HECENEeKTUBHA DeTa n
anda 6nokapa. Mputexasa BasogunaTMpally n aHTUOKCUaaHTHU CBOUCTBA.
BasoannaTtauuara ce megumpa Jdpes 6noknpaHe Ha anda-1 peuentopure.
Kapseaunon noHuwxkasa nepudepHoTo CbA0BO ChNPOTUBNEHNE YPe3
Basogunatauns 1 noaTUCKa peHUH-aHrMoTeH3NH-angocTepoHoBa cucTema
ype3 OeTa Onokaga. AKTMBHOCTTa Ha NNasMeHUs peHUH Hamanasa W PAaKo
NPEeaN3BUKBA 3a0pbXKa Ha TEYHOCTA.

Kapseaunon HAMa BbTpewHa cuMNaTUKOMMMEeTUYHA aKTUBHOCT U NpUTEXKasa
vembpaHocTabunuaupalum CBOUCTBA.

Kapseaunosn € MOWEeH aHTUOKCUAAHT, Ae3akTuBnpa cBoboAHMTE KUCNOPOaHY
pagukanu. AHTUOKCUOAHTHUTE CBOUCTBA ca AoKasaHu Npwu U3nnTBaHUA C
WUBOTHM in Vivo, in Vitro, KakTo 1 BbPXY YOBELUKK KNETbYHW NUHUAK in vitro.
Kapsepunon e pauemart o1 agsa ctepeousomepa. |
Kapseaunon nputexasa aHtunponudepaTmsHU CBOUCTBA.




BeTta-6nokupawarta akTMBHOCT ce npunucea Ha S(-) eHaHTuomepa, 3a
pa3snuka oT TOBa [iBaTa eHaHTUOMEepa NoKassaT egHakea andal-bnokupawa
aKTUBHOCT,

KanruvHu n3nuTBaHKA Nokasear, e banadHcupaHeTo Ha Basoamnnaraunata v
Beta 6nokazara, KOUTO NpUTEXaBa Kapeeaunorsn, NpeaAn3BuUKBa cneaHuTe
edheKkTH:

- [py XMNepTOHUUN NORKaBaAHETO Ha KPBbBHOTO HanaAraHe He ce
CbNpoBOXaa C €AHOBPEMEHHO yBenMyaBaHe Ha obLoTo NepudpepHo
cbnpoTuBneHne, HabnogasaHo npu YucTuTe Heta-brnokepu. CopaevHaTta
yecTtoTa e cnabo noHwxeHa. BbEPeyYHUNAT KpbBOTOK U ObbpeyHaTa PyHKUUA
He ce NpoMeHAT. [NepudepHUAT KpbBOTOK OCTaBa HeENPOMEHEH U Nopaiw
TOBa PAAKO ce HabmoaasaT cTyAeHU KpanHULKW, YECTO cpellaHu Npu
nekapcrea ¢ beta-Onokupalio agencrsume.,

- Mpu naumeHTN cbe ctadburna creHokapaua, Kapseaunon nokasea
aHTUMCXEMUYHU U aHTUCTEHOKAPAHW cBolcTBa. M3nnTBaHnATa Npy OCTpo
HapyllieHa XemMoauHamuka NoKaseaT, vYe KapBepunon Hamanssa KaMepHoTo
npea v cnej HatoBapBaHe.

- Mpu naumneHTN c NnaBokamepHa ANCPYHKLNA NpU XpOHNYHA CbpAeYHa
HeQoCTaTbYHOCT KapBeausion okasea dnaronpusTHU edekTu BbpXy
xeMoauHamMuKaTa u noaobpeHne Ha naBokamepHata dpakuna Ha
N3TNACKBaHe N pasmepu.

KapBepgunos He NOBNUABE NUNMAHWA Npohun U cepymHUTE enekTponutu.

5.2. PapMmakoOKUHEeTUYHU CBOUCTBA

AbconoTHara BruoHanuUHOCT Ha Kapeeaunon € 25%. buoHann4HoOCTTa €
ctepeocenekTuBHa, 30% 3a R-cpopmata n 15% 3a S-dbopmarta. Cnea
nepopanHo NPUIcXKeHNe MakcMMarnHata cepyMmHa KoHUeHTpauus ce JocTura
cneg 1 yac. CbulecTsyBa NMMHEUHA 3aBMCUMOCT MeXAy Ao3aTta U CEPYMHUTE
KOHUeHTpaumn. XpaHaTa He nosnvaBa DMoHann4yHocTTa WM MakcuManHaTta
cepyMHa KOHLieHTpaLus, BbNpeku Ye ckopocTTa Ha gocturaHe Ha C max ce
3abass.

KapBeaunon ce CBbp3Ba ¢ Nnasmenute npotenHu 88-99%.

ObeMbT Ha pasnpeaeneHune e npudnuantenHo 2L/kg 1 ce noeuwlasa Npu
bonHu ¢ YepHoapobHa Lmpo3a.

EdbekTbT Ha NbPBO NpeMuHaBaHe e npnbnuantenHo 60-75%. [lokasaH €
eHTepoxenartaneH Kpbroepar.

[MbpBOCTENEHHNAT MbT Ha MeTabonuaupaHe e raKopoHupaHe.
NemeTnnupaHeTo N XNMApPOKcUNUpaHeTo Ha (heHOoNHKA NPbHCTEH BOAW A0
obpa3sysaHe Ha Tpu meTabonuta ¢ beta-bnoknpalia akTUBHOCT.

BpemeTo Ha nonyxueoT Bapupa oT 6 Ao10 vaca.

NnasmeHvaT KNupbHC e npubnuantendHo 5890 ml/min.

ENMMUHUPAHETO Ce U3BBPLLBA MMTABHO Ype3 XKNnbukaTa. [ NaBHUAT NbT Ha
eKCKpeuus e ypes cekanuute. Manka yacT ce enMmuHnpa upes ovbpeuuTe
non cbopma Ha MeTabonnTw.

dapMakoKMHETHKaTa Ha Kapeeaunon ce Bfivse oT BbapacTra. [1nasmeHnTe
HMBa ca 50% no- BUCOKU Npv NauneHTy B HanpeaHana Bbxb3pacT. I'lpwr“'*j i,
NalneHTy C uupo3a Ha YyepHua apob, HMoHannM4YHOCTTa Ha Kapae,ﬂwnoﬂhmme %
aa AoctTurHe 4 Ao S NbTH NO-BUCOKW HUBA, nopaan HamaHEH?ﬂ e@em HeE: ™ %
NbPBO NPEMUHABaHE,




Kapseannon ce ekckpetupa ¢ hekanuute 1 € Manko BEpoATHO Aa Kymynupa
npu NaumeHTn ¢ yepeaeHa 6vbpeyHa dpyHkuma.

5.3. NpeaKNMHUYHKU JaHHU 3a Oe3onacHoOCT

ExkcriepumeHTanHUTE U3NUTBaHUA BbpXy MTbX0oBe U MULLKK NPA
koHUeHThauun 75 mglkg/day, pecn. ao 200 mg/kg/day Ha Kapseaunosn He ca
NoKa3anu KaHueporeHeH edexT.

Kapseaunon He nokassa MyTareHHo AeWcTBUe Npu TecToeeTe in vivo U in
vitro, npoBeaeHn BbLpxy BozauHUUM U APy KUBOTUHCKN MOLENN.

Hama gaHHu oT pe3yntaTu 3a uscneiepaHnsa BbpxXy XUBOTHU 3a TepaTOreHeH
echeKT Ha Kapsegunon. EMBpMoTokcMYHOCT e HabnioaaBaHa camo cnef
npunaraHe Ha BUCOKK 003K Npu 3aiduu. beTa bnokepuTe HamanaeaT
nnaueHTapHaTa nepdysua, Koeto Moxe aa aposeae A0 UHTpayTepuHHa
dheTanHa cMBLRT, paxaane Ha Heapenu nnoaose UNU NpexaespemMeHHo
paxaaHe. scneaBane nNpu XUBOTHWU ca NoKasanu, 4e Kapeeaunon
npeMuHaBsa npes3 nnaueHTapHaTa 6apuepa, koeto TpadBa aa ce nma
npeaBMA 3a BL3MOXHK Nocrneguun 3a nnoaa n HoBOPOAEHOTO NPU HOBEKa.
Mpwn apyrn anda n Beta BGnokepu ca HabnwaaBaHW nepuHaTaneH n
HeoHaTaneH auctpec. Ma nosuileH puck oT cbpAevHn 1 benoapobHn
YCNOXHEHWSA NPU HOBOPOAEHOTO B NoCTHATaNHUs Nepuoa.

6. PAPMALEBTUYHU AAHHA

6.1. CNMc1K Ha NOMOLLHUTE BellecTBa
NakKTo3a

MukpokpucranHa uenynosa
XnapoKcurnponunuenynosa

HuwecTte

KbnT KeneieH okevAa

KonovganeH anyMmuHves guokcua

Tank

Mardesnes cteapaTt

6.2. HecbBMEeCTUMOCTHU
Henpnnoxmnmo

6.3. CpoK Ha rogHoCT
3 10ANHN

6.4. Cneunanuu npeanasHy Mepku NpU cbxpaHeHne
[la ce cbxpaHaBa Ha cyxo mActo nog 30°C, sawuTeHo OT CBETNUHA!
[la ce cbxpaHaBa Ha MecTa, HeaoCTLNHM 3a Aeua

6.5. EcTecTBO U cCbAbLPXKaHUE HA ONaKoBKaTa
BrivcTepHn onakoskn oT PVC/anymunuia, cbabpxaiiy 30 TabneTkn

7. NPUTEXATEN HA PA3PELUEHUETO 3A YNOTPEBA

MEOWNKA ALl

BYN. “KHA3 AJl. JOHAYKOB" Ne 82 -_ ’*”“



Codua 1504

Tenedon: 9600330
dakc: 9600324
E-mail: sofia@medica.bg

8. DATA HA NBbPBOTO PA3PELLEHUE 3A YNOTPEBA
9. OATA HA NOCAEQHA PEQAKLIUA HA TEKCTA
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