KPATKA XAPAKTEPUCTHKA HA TTIPOIYKTA

1.  ToLprorcko BMe Ha HEKAPCTBEHHS NPOAYKT
MURUCTERC

Carvedigamma® 3,125 mg Filmtabletten EPCTEO HA 3LPABEONASBANETO
CarVedigammaz 6,25 mg Filmtabletten Mgiaoisnie Ko
Carvedigamma~ 12,5 mg Filmtabletien PRIpRWEHNE 31 ynorneha Ne
Carvedigamma® 25 mg Filmtabletten ?{@ % / -t MM S0t

0 -0L. OW /
2. KonuyecTBReH U KAYECTBEH CHCTAB =

TabneTkuTe CHABPKAT CHOTBETHO: 3.125 mg, 6.25 mg, 12.5 mg n 25 mg Carvedilol.

TloMOIUHH BelECTRA — BHIK T.6.1,

3. Jlexapcreena dopMa
Dusmypasy TabneTky

BruImeH BUx Ba TaOAeTKHTe:

3,125 mg ¢uivupany TabaeTkH: Geny, OBaHy, ¢ [J1aJKa IOBBPXHOCT OT NBETE CTPaBH.
6,25 mg drwmupari rabierka: Gel, OBafHM, ¢ BABNOaHa MapKHpoBKka "6,25" OT efHaTa CTpaHa U rlafKka

HOBBPXHOCT OT Apyrarta cTpaHa.
12,5 mg GriMHpaHy TaGneTka: Gemy, OBAJHH, ¢ BUANMA AeNUTeHa YepTa OT iBeTe CTPaHH Ha TabneTkara

H BABI0aHa Mapkaposka "12,5" oT apyrara cTpasa.
25 mg ¢unMupany TabneTxu: Oeny, OBAIHE ¢ BHANMA JENHTeNHA YePTa OT IBeTe CTpaHH Ha TabneTKaTa u

paeabana MapkuEpoBka "25" oT enHAaTa CTpaHa.

4, KnuHEynn JauHn
4.1 Toxazawng

EceHnpanHa XxureproHas
XponyuHa cTabHNIHA aHTHRA EKTOPHC
CHIpoBOiYIALLO JIEHSHHS NPH CPEAHO TeXKKA A0 TeXKKa cTabuwinshpana ChpASIHa HEAOCTATHHOCT

42  Josuposka ¥l Ha9MH Ha ynotpeba
KapBe/Tuiion-chibKauTe TaOeTKH Ce PEAIarat B 4eTHpH KoHueHTpayy: 3,125 mg, 6,25 mg, 12,5 mg
125 mg.

Ecenyuanna xunepmonus.

KapseAWIONsT MOJKE Ja CE H3MOJI3BA 32 JISUeHHE Ha XHIIEPTOHHS CAMOCTOTENHO, HiIH B KOMOHHALHA C
JPYTH HTHAXUIEPTOHFILH, OCOGESHHO ¢ THa3HTHN AuypeTain. 1Iperopsusa ce no3upaHe €HOKPATHO
ABERHO, KATO IPeNOphYMNTEIHATa MAKCHMANHA 6AHOKPATHA 103a & 25 M, a MPENophHuBaHaTa MaKCHUMAaTHa
IHEeBHa 7033 BH3IM32a Ha 50 Mr.

Brapactan: Ipenoprusanara Havansa 03a e 12,5 M BeAHBxK AHEBHO B IPONEIDKEHNE Ha /1Ba NHH. Clen
TOBA JIEYEHHETO IPOABIDKABA C 1034 OT 25 Mr aHeBHO. Jlo3aTa TpsOBa ja ce HOBHINABA CTHAKOBO Ha
VHTEPBAIH ¢ IPONBDKHTENHOCT OT JABE CEIMUHH WM HA HHTEPBANY C IO-TOJIAMA HPOXB/IKHTEIHOCT.

TlaNpenTy B HaNpeAHANa 353pact: IpenopsusanaTa HaYaiba 032 NPY XMIEPTO M Fpamusa Ha 12,5 mr
BemHEK nuepHo. Ta3H 103a MOXKeE JIa ¢ OKAKe JMOCTATHYHA U 32 [IOBATaThuIHOTO neuerye. [Ipu
HEOCTATHYHO ASHCTRBHE JO3aTA MOXKE J4 C€ YBEIHTH CTBIIKORO HA HHTEPBAMH C IPONBILKHATENHOCT OT ABS

CeaMHALHE HITH Ha HETESPBAIIH ¢ HO-TOJIEMA HPORBILZKHTCIHOCT.

Xponunna cmabunia GH2URQ NEKMOPUC

Buospactuu: [penopbuBanara HaganHa 1osa € 12,5 Mr ABa HhTH GHEBHO B IPOX
TOBA JIEUEHUETO HPOABIDKABA C 103a OT 25 M [Ba ITTH JrepHO. B To2H ciywak (]
[IOBUHIABA CTLIIKOBC HA HHTEPBANH ¢ NIPONBIKHTENHOCT OT BBE CEIMHIM HIK H

{F)



HpOABIDKUTENHOCT. [IpenopryrTeHaTa MAKCAMANHA JHEBHA 1034 € 100 mr, paspencHa B ABe eNHHHYHH
mo3H (TIpHeM [Ba II5TH JHEBHO).

IManpenTd B HANpeApANa Bh3pact: IIperiophyBaHara Bayansa fo3a e 12,5 Mr ABa OBTH AHEBHO B
HpONbDKEeHNE Ha Aea Auu. Chnel TORa JISUSHHETO MPOABIDKAER ¢ 034 OT 25 MTI fiBa IIETH JHEBHO, KOETO €

HperopbyBaHaTa MaKCHMAITHa AHEBHA 034,

Copdeuna HedoCmamsYHOCH

Jleuerne Ha CpeIHO TEXKA O TeXKa ChPICUHA HEOCTATYHOCT B JOMBIHEHME KbM KOHBECHIMOHAHATA
GasucHa Tepanus ¢ AMyperHy, ACE-HHXUGHTOPH, AMIUTATHCOBH Pellaparl i/ Ba30AIATaTOPH.
TlanyesTsT TpabBa Aa e knuHuuHOo crabmien (663 H3MEHEHHS B KIIAC IO NYHA, 6ez xocrTany3amus 1o
MpUTAAA Ha ChpAevHa HeIOCTaThunoCT) M OasucHarTa Tepainis Tpa6ea Aa € sanoiHaia Haii-manko 4
CeNMUIH Npely HAYANOTO Ha ToBa jieueHue. OCBEH TOBA IALMEHTET TPIA0Ba [a N0ka3sa HaManeHa
nepokamepHa GpPaKIya Ha H3TAACKBaHE, ChPACUHATA YecToTa TpIOBa Ja BE3M3A Ha >50 ynapa B MHHYTa H
Ha CHCTOAMYHO KpBBHO Hansrage>85 mm Hg (Brk 4.3 "[IporHsonckazaBua”).

Havanuarta 1osa Be3aM3a Ha 3,125 Mr /8a OBTH JHEBHO B NPOABLKEHAE Ha ABC CCIMMIM. B cityqaii, ye ce
ronacs 1o6pe oT naupenTa, fo3ara Ha Carvedilol mOxe a ce MOBHINABA NPE3 ABYCEAMHIHN HHTCPBAIH
WK HHTEPBANH C [O-TOJIIMAa NIPOIGIDKUTENHOCT Ha Ba IIBTH AHEBHO IO 6,25 Mr, cien TOBAa HA JBa IILTH
nueBHo Mo 12,5 Mr | ciel TOBa A0 ABa IIBTH AHEBHO HO 25 M. IperiopbuBa ce NpHONMKABAHE 4O Hali-

BHCOKATA ToNepypaHa OT NalHeHTa Kos3a.

IIpenopb4BaHaTa MAKCHMAMHA 034 BB3IIH3a Ha A IHTH JHEBHO IO 25 Mr 3a HalUMeHTH C TeNIECHO TEITIO
nox 85 kT ¥ Ha 50 Mr [(Ba IBTH JHEBHO NPH NAIMEHTH ¢ TeSCHE Maca Hall 85 ur ripy ycHOBHE, Ue He € Ha
JIHIE TEXKa ChpiiedHa HepocTaThunocT. [Jopuinasase Ha J03aTa Ha HaJ( ABA ITBTH AHEBHO MO 50 mr Tpabea
Ia ce V3BHpINBA BHEMATEIHO HOJ CTPOr ¥ PENOBEH JIEKapCKH KOHTPOIL. “

B HavaNo Ha TepalHATA, YWiH B3 OCHOBA Ha NOBUINABAHE HA NO3MPOBKATE, MOXKE /id CC IOABH IIPEXOHO
BIIOIIABAHE CAMITOMHTE Ha CHPACYHa HEJOCTATHYHOCT, 0COOEHO IPH NAIMEHTH C TeXKa ChpAeIHA
HeJOCTATHUHOCT F/HIH BHCOKOAO3HpaHa JUypeTnyra Tepanus. Topa OGHKHOBEHO He H3HCKBA PEKBCBAHE
1A JISYeHHETO, HO £03aTa He TpA6Ba Ja ce HOBKIIAaBa. B HAYan0To Ha JISUEHHETO, WK [IPH OBUIIABAHE Ha
fo3aTa, DAlyeHTa Tp#6ea 12 bie HaGMIONaBaH OT HHTEPHHCT MM KapAuoNor. IIpeau BCsko moBHIleHHe
Ha 703aTa TpabBa Ja ce H3BBPLIBA NpETNes, ¢ OrJiefi OTKPHBAHE Ha IOTSHIMANHY CHMITOMH Ha BIIOIIaBate
Ha CBPAEYHATA HeOCTATHYHOCT, HITH CHMIITOMY Ha PEKOMEPHA Ba30AUNATALL (HAlp. IPOBEpKa Ha:
GrGpeunaTa QyHKLHUS, TENECHOTO TErNO, KPBBHOTO HAILIraie, ChpASYHATA UCCTOTA M ChPACHIA PHTEM).
Brioizapase 110 OTHOIIEHHE Ha CHPAEYHATA HEIOCTATHYHOCT WA 3aAPEKKATE HA TEIHOCTH C& JISKYBAT
upe3 MOBHIIABAHE /MYPETHHHHTE J03H; f03aTa Ha KapeejIuiona He Tpa0ba Aa ce MOBHIaBa OKATO He Ce
CTAGWIH3Hpa KIHHAYHOTO ChCTOsHKe Ha narpenTa. [Ipu Gpanukapnua wix zabapsHe Ha AV-
POBOIUMOCTTA TPSGBA MHPBO K& Ce HPOKOHTPOJHPA IUTA3MEHOTO HHBO Ha JurokeyHa. [lonskora
HeOGXO/MMA PeyKIEA B I034TA HA KapBEUIONa, K BPEMEHHO IIpeKbeBaHe Ha JIeYeHHeTo. B Tesu
CJIYHAM CHIIO € BE3MOIKHO fa OBbhe YCAEIHO NPOABLKEHO afanTHPaHeTo Ha A03aTa Ha KapBeRHIona.

B cnydai, ue TepanuaTa ¢ KAPBEMIION € IPKBCHATA 32 HHTEPBAN MO-ABIBI OT ABE CEMULH,
npopekaseTo i TpabBa fa GhAe BB3CTAHOBEHO ¢ 03a OT 3,125 Mr ABa DBTH AHEBHO M NOBHINABAHETO Ha
JI03aTa Ja Ce M3BbPIUBA CTHIKOBO, ChOOpasHO FOPHUTE [IPETIOPEBKH.

Bubpeuna HedocmamvyHOCH

JTosxpopkata TpadBa M2 ce ONpenest MHIUBHIYAIHO NPH BCEeKH NAallUeHT, BRIIPEKH 1€ B53 OCHORA Ha
(hapMakOKHHeTHYHHTE NapaMeTpH HaMa JaHHK, Y& ¢ HeoOXOMMMO afanTUPAHeTo Ha N03aTa Ha
KaApBeINONa NPy HalHMeHTH ¢ Ob0peyHa HeJOCTaTEYHOCT.

Cpedno mecko HAPYUEHUE HA HePHOGPOGHAMA (YHIUA.
Moske Ia € HeoOX0IMMO aTAIITHPAHE Ha 103aTa.

Heya u mrnadesicu (<18 zodunu).
JlaHHWTE OTHOCHO AKTHBHOCTTA U 5e30NaCHOCTTa Ha KapPBEAMIIONA Ca HENOCTATY

Hayuenmu e nanpeOnana 6v3pacm.



To-BBapacTHATE NANMEHTH MOTAT 2 IIPOSABAT MOBHILGHA TYBCTBHTENHOCT KbM KapBEIHION 1 TpabBa fa
ObAaT HaONIOAABAHY IPIDKIIABO.

KakTo npu ApyruTe GeTa-GHOKepH 1 0COGEHO PH NALMEHTH ¢ KOpOHapHa fonecT Ha CHPUETO,
TIPEKPATABAHETO HA IPHEMa HA KapBeAWIOA TpA6Ba fa CTaBa Cbe CTHIKOBO HAMATBAHE Ha 103aTa (Bx
4.4 *Crenpanty NpOTHEOIIOKAa3aHUA ¥ CIISHANHN NPERYNPEKICHHE 32 yrotpeba”} .

Hauun na ynompeba

TIpueMsT Ha TABNETKHTE MOIKE 2 CE H3BBPIIEA HE3ABUCHMO OT XpaHeHUATd. BLIperH ToBa Ha
HALMEHTHTE CBC ChPSUHA HEHOCTATHYHOCT C6 IIPETIOPBYRA Ja IPHEMAT TaGIeTKUTE ¢ XpaHd, 3a a MOXE
KapReJHNONa Jia ce pe30pGupa 10-0aBHO M Aa Ce HaMany PHCKa OT HACTBLIIBAKE Ha OPTOCTATATHA

XHITOTOHMAA.

43 IIpoTHBOIIOKA3AHHA
- Cupreuna wepoctaThutocT IV xiac no NYHA-knacupHKanmaTa 3a CepAeYHa HELOCTaTEHHOCT, Thii

KaTo € HeoOXOMHMO HHTPABEeHO3HO HHOTPOIHO JIeUeHIE.

- XOBB ¢ 6porxuamua obcrpyki. (k. 4.4 " CrienpanHy NpOTHBOMIOKA3aHHA W CIICLIAAIRH
npeynpesKeHys 3a yrnotpeda”).

- KIMHEHFUHO 3HAYAMM CMyHIeHHi Ha YepHoxpoOHaTa QyHKIHSL.

- Dbponxuansa acT™a.

- AV-6nok or II snu HI crenes.

- Texxa Gpamukapaus (<50 yapa 3a MEHYTa).

- Kappuoresnen oK.

- CHuApOM Ha CHHYCOBMS BE3e (BKINIOYMTENHO CHHYATPHAICH 6II0K).

- Texxa XUNOTOHKS (CHCTONMYEO KPHEHO Hangrade mox 35 mm Hg).

- CppbXUyBCTBUTEIHOCT KBM KAPBEAWION 1AY HAKOS OT NOMOIIHHTE BEIIECTRA.

- MeraGonuTHa auuy03a, ‘

- Awnrunxa ua [lppnomeran.

- Henexysad GeoxpoMOLITOM

- Texxu nepudeptH CMYIHCHHS B aPTEPUAIHIS KPBBOTOX.

- BAHOBPEMEHHO MHTPABEHOZHO JIEUCHHE ¢ BEPAIAMAN KK JUITHA3EM (BX 4.5 "JlekapcTBeHy H APYTH
BaauMoaeHcTBIA").

44 CHenwaisy NDOTHBOIOKA3AHMS W CTIEUHATHY IPEeYIPEKIeHNS 3a ynoTpeba

Viasanus, xoumo mpabea da ce cvbiiodasanm 0cobeno npu NayUeHmY CC CopOetHd HECOCHAmBLYHOCM
KaprenunonsT o mpuHLEN TPAOGBa Ja ce Nprirara KaTo SOIbAHEHHS KbM NITYPETHALHTE, ACE-
WHXHGHTOpHTE, IUIATATKECOBITE IPENAPATH WL BasoAdNnaTaTopyTe. TepanmsaTa Tp#0Ba A2 3amoYHe
e7Ba TOrapa, KOraTo Ha NAUMeHTa e HasHa4eHa KOHBEHIMOHaNHA 0a3KCHa Tepallid OT NPERH MIOBE'E OT
yeTupy cemmumy. [IalEeHTATE C ASKOMIeHCals TPsS0Ba OTHOBO A2 6paar crabmmxnpany. [Tanuenture ¢
Te)cKa CBPAEUHA HENOCTATHYHOCT, CONERH Re(HIINT F XHIIOBOIEMHS, MAHEHTHTE B HANPEAHANA BE3PACT A
TIAIEeHTHTE ¢ HUCKO Ga3HCHO KPHBHO HamAraxe TpsaOsa ga Gbaar wablronapany B IPOABUKSHHME HA OKONO
2 yaca ciief IpHeMa Ha bPEATa 1033 WK NPH NOBALIABAHE Ha AOSMPOBKATA, ThH KaTO IPH TAX MOXE Aa
Ce NOABM XMIIOTOHHS. XUNOTOHUATA, BCISACTBHE OT IPeKOMEpHa Ba3OIUATAIMA C€ OBlIaAIBa HHHIIHAIHO
ype3 pemyKLuMA B K032TA Ha NAYpeTuka, B caysali , ye CHMATOMET HE OT3BY4aBa MOXE Ja Ce peRylrpa
pozara sa npegnucasus ACE-yrxuburop. B ciyyat, ue € He00X0QMMO, KATO IOCSABANA CTBIIKA MOKE
4 Ce IOHIDKH [03aTa Ha KapBEHIONA Ky BPEMEHHO J1a ce TIPeKbCHe [priema My. [{03aTa Ha KapBetona
He TpsGBRa fa Ce TIOBHINABA, JIOKATO HE ¢¢ YCTAHOBH KOHTPON HAX CHMIITOMHTE CBBP3aHM C BIIOMABAHETO
Ha CHpAEYHAT2 HEAOCTATEHHOCT MK C BA30MIATAHHATE.

TJp¥t NAIASHTH CBC CHPAEUHA HEAOCTATLYHOCT U ¢ IIOHHIKEHO KPBBHO HAISraHe (CHCTONHYHO <100 mm

He), HBC 1 reHepanu3npana aTepocKIIeposa Wik eceBipanta Gs0pedHa HeToCTaTHYHOCT HOJ BIMARKS

HA TEPANHATA C KAPBEIHIION ce HaOmopaBa oDpaTiMO BIOIIaBARE Ha OB6peunara Oysuxums. IIpu

HAIHEHTH ChC ChPASYHA HEJOCTATEYHOCT U € TE3H PHCKOBH (HaKTOpH TpabBa Na cemEomAang OpbpeuHata

byHKIHES HO BpeMe Ha BRBEIAHETO Ha JO3HPOBKAT2 Ha KAPBEIAON. Tlpu cu,

GpOpeunara Qyuxips TpaOBa a ce pepyLMpa A02aTa Ha KapBeAIona WK 13 TCH EERy T2,
N N




Ipu exHOBpEeMEHHO NPLIIOKEHNE Ha KapBeAUIION ¥ JUTrHTAIKMCOBH IIpErapaTH TpsOsa fia o ¥Ma Hpej BHL,
Y€ KaKTo QUrUTNHCOBUTE [IPEiapaTyl, TAKa U KapEeAuHoNET YABDKABAT BpeMeTo HeoOX0onuMO 32
ATPHOBEHTPUKYIApHO IpoRexkaaHe (B 4.5 “B3aumMoneHCTBHS ¢ APYTH JIEKAPCTBEHH CPEACTRA ¥ JAPYIrH
BlauMomelicTBAL ™).

Jpyeu npedynpedumentu yrasanus OMHOCHO KAPeeOunon i 0bwo 3a bema-roxepume

Hpu nanuentd ¢ XOBB, KOUTO He NOJIEKAT Ha OpANHA MITH HHXaNaTOpHA MeAMKAIHA, He TpAOBa Ja ce
NpHAara KApBEIUITON, ThH KaTO NOTEHIHATHHTE PHCKOBE €& I10-TOJIGMH B CPABHEHHE C 110/13aTa OT
[PHAOKEHHETO My. AKO NIPH Te3W DAUFSHTH Ce NpAJara KapReaHION, Te TpsOBa craparenHo ga 6naaT
HabMONaBaHH B HAYAIOTO Ha TEpaNKATa i II0 BpeMe Ha CIIHpaHe ¥a IedeHueTo. Jo3uTe KapBeIHiIon
TpabBa fa ce HaMaRAT, ko IO BpeMe Ha JIEYSHHETO IalHeHTHT JeMOHCTPHpa IPU3HalR Ha

BpoHx000CTpYKIMA.

Kapsenonon Moxe Aa MpUKPHE CHMIITOMH H NPH3HALH Ha OCTpa Xunoriukemus. IIpH nanuenty, KOHTO
CTpafaT eZHOBPEMEHHO OT AHabeT U CHPHEYHA HENOCTATEYHOCT, IPHIIATaHETO HA KapBeHIIoN MOKe
BPEMEHHO A2 CE CBLPIKE ¢ BIOIUARAHE HAa CTOHHOCTHTE HA KPhBHATA 3axap. 3aToBa JuabeTaunTe, KOHTO
roeMar KapeeziIoNn, Tpabsa fa 6paT MHOTO CTPHKTHO HabmonaBaHy, NOCPEACTBOM PENOBHHU IIPOBEPKH
Ha KpBBHATA 32Xap, a IPH HeOOXOAUMOCT JOPH Upes afanTHpaHe Ha aHTHAHACETHATA MeIUKAIH /Bx
1.4.5.”B3auMoeiicTBIA ¢ APYrH IEKAPCTBEHH CPEACTRA M JPYrU B3aumomeitcrsns™/.

Kapsemmon MOXKE Aa IIPHEKpHE CHMIOTOMHTE H ODPHIRAINTE Ha XHOEPTHPCO3a.

Kapsenunon Moxke Aa NPUYHAHM GpadKapaus. AKO MyJICOBaTa 9€CTOTA Ma/lHe oA 35 yxapa B MUHYTa i
HacTBOAT CHMITOMHE, CBBP3aHH ¢ OpagHKApIE, A03aTa Ha Kapeedunona TpsOea HesabasHo Aa Obae
HaMaJIeHa.

[Ipyt enHOBpEMEHHO MpHJaraHe Ha KapBeAuIoN H KAMHIUEBH aHTarOHHCTH, KaTo BepallaMui M JILITHAZEM,
WM [IPYT aHTHAPHTMHYEH Iperapar, oco6eH0 aMHONapoH, Tp0Ba Aa Ce CIEAAT KPBBHOTO HAIAFAHEe U
EKT Ha nanmenta. Tpabea xa ce u30irea eAHOBPEMEHHO HHTPABEHO3HO NPIIIOKEHME /Bix.T.4.5.
“BaapMogeliCTBEs ¢ APYIH JSKapCTBEHK CPEACTBA M APYTH B3auMoaeHcTBHA /.

EnHOBpeMeHHO Npuarase Ha UMeTURNE TpA0Ba qa fipoTeye ¢ ocodelio BHUMaHYe, Thi KaTo NeHCTBHETO
Ha KapBeunoa Moxke na ObAe 3aciieHo /Bik T. 4.5. “BzauMoneficTBUA ¢ IPYIH JIEKaPCTBEHH CPENCTBA H
IpYTH Baaumoneticteus™/

IMauuenTHTe, KOUTO HOCA KOHTAKTHE Jleliy, TpsOBa fa 6baaT npexynpeneHy, 3¢ € BE3MONHO HaMalaBaHe
Ha CiTE3HATa TEUHOCT.

TIpH NaiMenTH ¢ TEXKH PeakIMH Ha CBPEXIYBCBHTESIHOCT B 8HaMHE34T4a, KaKTO H IIPH HNallHeHTH,
TIOZIONKEHH Ha AeCeHCUOIH3AIHOHHA Tepaly ce NpenopbyBa oco0eHO BHUMANME, Thii kato 6eTa-
OmoxepyTe MOrar Ja yBeJIHYaT 1yBCTEHTEIHOCTTA KbM aNepreHy, KakTo ¥ CHaTa Ha aHa(QunakTHYHaTa
peaxuus. [fpenmuceane Ha Sera-Grokepy IpH NANHEHTH © TICOpHasyc TpA6Ba Ja ce H3BEPIIH ¢ 0cobeHo
BHHMAHMe, Thil KaTO KOXKHATa PeaKIys MOXe Jia ce 000CTPH.

Tlo-manko BepOATHO € /a PUYMHY BOMIaBaHe Ha 3a009BaHe Ha NepubepHUTe KPEBOHOCHH ChAOBE (B
Ka4uecTBOTO CH Ha BazomaliaropeH Gera-0iokep), B cpaBHEHHE C KOHBEHUHOHaNHITE 6eTa-GrokepH. [o
cera pasnoNaraMe ¢ OCKBAHH KITHHIYHY JAHHH 32 Task Tpyna nanueHTH. CHINOTO € BAIHIHO H 2a
naumenty ¢ Raynaud — cheHOMEH, HO Bee nak € BE3MOMKHO BAOIHABAHE HA CUMNTOMUTE.

[anwmenrtH, 3a KOHTO ce 3HaAE, Ye ca uMaT npodnemy ¢ Metabonuama Ha neOpn3oKBrH, Ou Tpabeano na
OpOaT maTeNHO Apernedaly IpH 3aTl0YBaHe Ha JIeYeHHeTo /Bx.T.5.2. “DapMaKoKkiHeTHYRY cofcTBa™/

Tl xaTo ce pasmonara camo ¢ OrpaHYeHy KWINAHYHY JaHEH, KapBeIMIoN He TpsOBa Aa ce Nprlara npu
IalKEHTH ¢ Aa0KiHa WK BTOPHYHA XHIIEPTOHUA, OPTOCTa3a, OCTPO BE3MAIHTENHO 3a00/IBaHe Ha
CBPUETO, pelaTHBHA XeMOIMHAMAYHA OGCTPYKIS HA CHPRCYHNTE KiIalli MK Ha M3XOJHNS TPaKT Ha
KAMEPHTE, TIpH HAXMEHTH B NIOCHeASH CTANMH Ha iepypepHo apTepHanHo 3aboNsBaHe, H TO IPH

eJHOBPEMEHHA MEIMKaEa ¢ andal-peuenTopHA agTarOHUCTH, HIH aliha2-penent
‘\&1‘\"\# Af Elf{/%?

TTo BpHuKHA Ha OTPHIATENHOTO APOMOTPONHO AeHCTRRE, KapBeXHION TpAGBa
oco0eHo BHEMAaHHE Ha HaruenTd ¢ AV-6aok ot [ crenen.



ITo ppemMe Ha HapKo3a OeTa-ONOKEePHTE HAMANIBAT ONIaCHOCTTa OT APUTMHEM, HO MOTaT Aa HOBHINAT PHCKA
OT HACTEIBAHE Ha XINOTOHMS. 32TOBA CE IPEnophYBa BHUMAHNKE [IPH H3II0I3BAaHE HA ONpEACIICHH
agecTeTHNH. B MO-HOBM H3CHEIBAHMS CE [TOCOYBA Mo3aTa oT Oera-GAoKkepHTe 33 HaMalsBaHe Ha
MepHONEPATHBHATA ChPAEHYHA 3200/I€BaEMOCT i HaMallsBaHe BE3MOIKHOCTTA OT [10SBA Ha
KapHOBaCKYIaPHM YCIIOKHEHHSL.

JleuernneTo ¢ KapseuIon He OuBa [1a Gb/IE CIIHPAHO BHE3aITHO, KaKTO 10 IPHHIMN Npy Geta-Grnokepure.
Tosa Baxu ¢ ocobena cura 3a nanuenrs ¢ BC. Tepanusta ¢ xapeenuion Tps6sa fa Obie clpsHa
[OCTEHEHHO CTHIKORO B MPOAL/IDKEHHE Ha IBE CeMULM, HAIID. Hpe3 HaMallARaHe Ha HeRPHATa K032
HaNOIOBHNA HA BCEKH TpH JeHa. B chmoTo speme TpsaOpa fa ce BBBEE 3aMECTHTENHA Tepanks, KOATO IHe
TPEeXOTBPATH BIIOIIAaBaHE HA aHTHHA IIEKTOPHC.

To3k JIeKapCTBEH IPOAYKT ChALPIKA J1aKT03a. [TalHe Ty ¢ PAZIKO CpemaHuTe HaCleNCTReHH: fIpobiemy Ha
raIaKTO3Ha HETOHOCHMOCT, ¢ Ae(QUIAT Ha Nan-1axTasa HiH MIHKO3HO-TATAKTO3Ha —Manabeopbuus He
TpsiOBa Ka NPHUEMAT TO3K MEIHKaMeHT.

4.5 BzaumoselicTBud ¢ APYIH JEKAPCTBEHY CPEACTBA ¥ HAKOM CTPAHHYHY NEHCTBHI,
Aumuapummiuny iexapcmeeHu Cpeocmeq.

TIpH MaMeATH, KOWTO IPHEMAT KapBEIHAON | JHITHa3eM (OPaIHO), BepanaMiil /M aMHOIAPOH, ¢e
HabIoNaBaT eAMHIYHY cIy9ad Ha CMyIIeHus B BB30yAHaTa (aepeHTHATA) IPOBOIHMOCT, PAAKO
MPHAPYXEHH OT HAPYIIEHUs B XeMoAuHaMukaTa. Kaxro npy Apyru GeTa-010KepH, KOraro eqHOBPEMERHO
ce MPUIaraT ¥ KaILEHBH aHTAMOHMCTH OT THIIA HA BEPANaMl HIId JAITHA3EM, ¢ 0COOEHO BHUMaHKe
Tpabea Ja ce IpocneAsBatT KpbBHOTO Hamarane H EKT, Thif KaT0 € NOBUIISH PUCKET OT HapyIUeHHS Ha
AV-IpOBOMMOCTTa ¥ PHCKBT OT CIIMpaHe Ha ChpJieuHaTa nefiHoct /cunepriyed egexy/. [Ipn
{HOBPEMEHHO NpHIaraHe Ha KapBEJHION H Ha AHTHAPHTMHYHH IPETapaTH OT Kiac 1 i aMHOfapoH
(opanHo), naupesTET TpaA6ea fa 6bne BHAMaTenHo HabmoaaeaH. Mima crobmenyid 3a Opapuxapaus,
CTIMpaHe Ha ChPUETO H KAMEPHO MEXEEHE, MAlKO ClIej] BhBeKAaIo Jederue ¢ 6era-Gnokepu npu
TALHEHTH, KOHTO €3 IIpHeMalld aMuoXapoH. IIpy efHOBpeMEHHa HHTPABEHO3HA TePATIHi ¢ AHTHAPHTMHIH
orknac la mnm I unva pHCK OT CIIMPAHE HA cHPAEYHATA AeHHOCT.

E/HOBPEMEHHO JIe4eHIe 1 Pe3epIIHH, TyaHeTH/MH, MeTinona, ryandauys 1 MAO-usxuburopu /¢
usxmouesse Ha MAQO-B -smxubrrropyt/, Moske Ja AOBSHE AONBIHHTEIHO KO CNAM HA CHpIeUHATA YECTOTA.
[Mpenopnysa ce NPOCENIBaHe Ha MU3HEHOBAKHUTE (QYHKIMH.

Jhwcudponupudun. [IpuaarateTo Ha UXHAPOIMpPHIKH H Kapsexwion Tpa0Ba a Ce MPOoCAeIBa ¢ 0COOEHO
BHEMAHUE, THH KaTo uMa CrOOLIeHR 3a CIIHpaHe Ha ChAeYHAaTa JeHHOCT M TEKKa XHITOTOHIS.

Humpamu 3acineHo XUNOTeH3HBHO AeHCTBHE.

Copdeunu  zmoxosudu. TIpH eqHOBPEMERHO IPUIaTaHe Ha KapDREAMION 1 AUTOKCHHE Ha XHOSPTOHUIM, Ce
HaGmoAapa yeenuuenue ¢ 16% Ha JUroKCHHOBOTO HUBO B Steady — state 1 ¢ 13 % 3a HMBOTO Ha

auruToKcHHa. Ilpenoprysa ce HaGmoAeHHEe Ha Ia3MEHHTe KOHIEHTPAIMH Ha IMTOKCHHA B HAYanoTo Ha
TepanuiTa, caek NPHKIIIOYBAHeTO H U IPH afanTHPaHe Ha H03aTa Ha KapBeJKIIONA. '

Hpyeu aumucunepmonuynu cpedcmesa. KapeauionbT MOXKE Ja MIONCH/IH BE3ASHCTBHETO Ha APYTH,
eHOBPEMEHHO MpUIaraHy AHTHXHIIEPTOHMYHE CpeAcTBa (Hanp. andgal-peneIITopHH aHTarOHHCTH), KaKTO
¥ Ha AeKapCTEEHHM CpPeNCTBa C AHTHXHIEPTEH2HBHHA CTPAaHUYHH JeficTBuA, KaTo Hanp. Gapbutypary,
deHoTHAZHE, TPHUMKIHYHY AHTHACNPECAHTH, Ba30HIATaTOPH H aIKOXOI.

Lcnocnopun. Tlpy eqHOBpeMEHHO HPHEMaHe Ha KapBeUNol, C¢ IOBHMIIABAT IUIa3MEHNTE HIBa Ha
EKIocrnoprH. Ilpenoprysa ce BEHMATENHO MPOCIEIBaHe KOHUEHTPAMKTE HA HHIIIOCTIOPHH.

Anmuduabemnu cpedcmsa, sxmouumenno uncyaur. Moxe na Obie HoACWIeH eexTa Ha

HHBOTO Ha KPBBHATA 3axap.




Knonudun, Axo ce NpUKIOYBa KOMOHHUPAHO JEYeHHE ¢ KaPBEIUION H KINOHHIAHH, KapBEAHIONHT Tpabea
nia 6hae crpsaH HAKOJKO JSHA NPy NOCTeNeHHATa PeAYKIHA Ha H03aTa KIOHHH.

Huxanayuonnu anecmemunyy. TIpn anecTeand TpaOpa Ja ce BHUMABA 32 NOTEHIIMAHA HEFaTHBHH
WHTPOIHH M XMIIOTEH3VBHH B3aUMONEHCTEHA MEXKRY KapBSANIIONA ¥ aHECTOTHKA.

Hecmepoudui npomugosvsnaiumenii cpedcmea, ecrmpozent Y KOPMUuKOCmepouot.
ARTHXUTICPTEH3HBHOTO JEHCTBHE Ha KapBEAWION & HAMANABA HOPAJH 3a[PRKKA HA BOJA ¥ HATPUH.

Jlexapcmeenu cpedcmea, KOumo UHOYWUDC Wit NOMUCKAIM EHFUMHAMA cucmema yumoxpom P45 0.
TlanuenTts, NPUEMAILH JI@KAPCTBEHH MPenapaty, KOUTO HHIAYIHPAT €H3HMHATA CHCTEMA LIUTOXPOM P450
(narp.pudaMIEuue B 6apOUTypaTH), WK TH MOTHCKAT (HArp. NEMETHANH, KETOKOHA30], (hIyOoKCETHH,
XallONePHRON, BepanamMidyl, EpHTPOMHIIMH) Tp#OBa Ka 6BAAT NOX CTPOro HaGIOASHNE, aKO CHIIEBPEMEHHO
TIPMEMAT ¥ KAPBEJHIION, ThH KaTO CEPYMHHTE KOHLSHTPAUMK Ha KapBEAHIONa Ce HAMANABAT OT SH3UMHNTE
HHIYKTOPH K C€ YBEIHYABAT OT CH3MMHNTE HHXHOUTODH.

Cumnamomumenmuyy ¢ anda-mumMemus#o u bema-uumemuyno oeicmaie. PUCK OT XHIIEPTOHHA B TEXK2
Opamuxapays.

Epzomamim. 3acuiBa BA3OKOHCTPHKIMATA,

Mycxyanu perakcanmu, 3apbn604aBa Ha HePBHO-MYCKYTHUS GIIOK.

4.6 Ilpunoxedwe no Bpeme Ha OPEMEHHOCT K KbDMEHE

He ce nperops4ea ripieM Ha KapBeJFION [0 BpeMe Ha OpeMEeHHOCT H KbPMEHE.

IIpy uzcneaBanns BBPXY PENpPORYKTHBHOCTTA HA XHBOTHH, KapPBEAWION He € II0Ka3all TePATOreHHO
JefiCTBHE, HO BHUPEKH TOBA He Ca Ha JIMNE AOCTATHUHO JARHM 32 6e30NaCHOCT NPy GpeMEHHM JKeHH
(Bx.5.3. “IIpenxivungsy JaBHHY 32 Ge30macHOCT).

Bera-6oKkepuTe HaMaIIBar IaneHTHATa Nepdysus. Karo ciefcTie MOxe Ja HACTBIIH HHTPAYTEpUHHA
CMEPT Ha IUIOLA, WIK 2 ce Npei3BHKa [PeKAeBpeMeHHo paiiane. OCBeH TOBa Ha IUIOAA, KaKTO M Ha
HOBOPOJIEHOTO MOYKE A 08 OKAKAT BPSIHM BhL3/IeHCTRIA (XMIIOFNUKeMI, GpafuKapans, AUXaTeIHa
[ETpecHs i XMIoTepMist). 3a HOROPOZEHOTO CHIIECTBYBA B MOCTHATAIHMIS IEPHOA HOBHIIEH PHCK IO
OTHOUIeHHE Ha KapAHOJOTHYHH H IYIMOHANHN KOMILIMKanuy. Kapeefunon ce npeAnucsa Ha OpeMeHHEH
JKEHH, caMo aKo IOTEHIHATHATA [0/134 33 MalkaTa HaJIBHIIABa NOTCHIMANHHNS PHCK 33
mioAa/HosopopeHoTo. JleueHneTo TpabBa Ja ce npexpatd 2-3 AeHa NPeJH 04aKBaHaTA [aTa Ha paxIaHe.
AKO TOBA HE € BB3MOKHO, TO HOBOPOASHOTO ce HabIiofapa npe3 OepeUTe 2-3 fena ciel paKaaneTo My.

Kapsemwionst e nunodmwies. OT H3CHeIBAHAA Ha KEPMELIH KHBOTHH CTABA SCHO,4¢ KapBEAWIONET X
Heroeure MeTabONUTH ce IPeHacAT B MalUHHOTO MIIEKO, OT KOETO Ce 3aKI0Yaea, 1e MalKuTe, preMan
MEAUKAMEHTA KapBEHION He OKBa A4 KBPMAT.

47 BespmeiicTeHe BEPXY crocobHOCTTA 33 Modupane ¥ ofcnyKBAHS HA MAITHHE.

TIpH HAKOW NALHEHTH ce HabNIoKaBa HaMmalleHa KOHISHTPallHA Ha BHAMAHHETO 0co6eHO B HAYAIOTO Ha
TepanusTa U TIPH NPEYCTABOBABaHETO ii. He e H3BECTBO MPENapaTsT fa HOBNHABA CHOCOOHOCTTA 22
modupaHe ¥ yIpaeisBaHe Ha MaIIMHA, aKO TepanuiTa € JoOpe KOHTpolUpaHa.

4.8  Crpaununy neHCTRHA
CTpannysy AeHcTBIA ce HabMoKaBaT Hali-Beue B HAYAJIOTO Ha TeparyaTa.

Ceedenus 3a cmpanuyHy 0eHicmeus Om KNUHUIHY U3CAe08AHUA HPU NAYUEHMI CbC CoPOeYHA
HeQOCIAMBYHOCT,

Msuoro qecTo Yeero CpaBHHTENHO panxo
=1/10) (>1/1040, PIKO (>1/10000,
<1/10) >1/1 aggmm,,WI 000)
% |2
3abonssaHug Ha KPHBTa U Ha AeKa -
nvdHaTa cucTeMa TpoMOOIMTO-
Y TICHIET




Hapymenns B 06Ms18a Ha XHrepriiuKe-
BeINECTBATA H XPAHOCMUMIATEHH | MuA®
CMYLUSHHSH nepadepeH 0ToK
XHUIIEPBONIEMISA
3agppika Ha
TEYHOCTH
3abongBaHya Ha HEPBHATA CHCTEMA CpeToBBp- CHHKON
Tex
Ounn 3abon1BaHKA HApYIISHHS B
3peHHeTO
Copaednu 3abongBanys OTOIM IO meien AV-61ok
KpakaTa, BIICLIABAHE Ha
Opaavkapaus ChpREUHaTa
HE/I0CTaTEYHOCT
3abonseanusi Ha OpOpenyTe U BIIOINABAHE
MHKOYHHTE NBTUIIA AeHHOCTTa Ha
OBOpenmTe
Coaosu 3abonsaeaHus OpTOCTATHYHA
XHITOTOHHS
3abonseanii Ha rafeHe 3amIeK
raCTPOHHTECTHANHUISA TPAKT JHapus
HOBPHINAHE
3abongraHag Ha [IOTIOBHTE OPIafgy | OTOK Ha
Ha MISYHATa JKIIe3a TEHHUTAIITE
Q6mu 3abossBanms ¥ OTLIAKEaHK | OTOUH

*gumepriuKeMus (IPH NalMeHTH ChC 3axapeH fuadet — 8K.T.4.4.”TIpemynpenure/Hy ykasaHIA 32
ynotpeba”).

TIpy IAUMERTH ¢ TeHepaH3HpaHa aTepockiIeposa WK orpaHuyeHa 6b0peuna QYHKIMS PIAKO ce
IIOSBABAT 0CTPa OBGpeYHa HEROCTATHIHOCT i HapymeHua B GhOpetHaTa (QyHKIMA, KATO HEXeNaHH
JTeKapcTBEHH peakiuy. YecToTaTa Ha CTPABHYHITE JEHCTENA HE € B 3aBUCHMOCT OT JI03aT4, C H3KIIOYCHHE
CIyuYauTe HA: CBETOBBPTEX, HAPYIIEHH B 3peHHeTO, OpaHKapyi U BAOIABaHE Ha ChPAEUHAT2
HEeAOCTaThUHOCT.

Crea cridpade Ha JTedeHHeTo MOXKe Ja ObAe HaManeH ChpAeYHHI KOHTPaKTHIIMTET, HO TOBa Ce CIyyBa
PSAKO.

Ceedenua om KIURLYHY RPOYHEAHNUS HO HENCERGHUINE NEKADCINGENY Pearyil HPH NAyUeHMU ¢
XUREPIOHUS U AH2UHA REKIMOPUC.

IpodrsT Ha CTPaHIYHATE AEHCTRHA HPH NALFEHTH ¢ XANEPTOHNA 1 aHIMHA TEKTOPHC MHOTO
HaI'IO,HO6HBa Ha 7034 HpPH NAITHEHTH CBHC CEPIOeYHA HENOCTATHIHOCT, HO CTPAHHIHH ﬂeﬁGTBHH IIpH Te3H
MANHEHTH C& MOABABAT MHOIO ITO-PALKO.

Muoro yecro| Hecto Cpasnutens | Pagxo MHoro psaako
(>1/10) (>1/100, |o psaoxo (>1/10000, (<1/10000)
<1/10) (>1/1000, |<1/1000) BIULEIHEMYEH
<1/100) CITy4aH
3abonaBaHHA HA KPBBTA U HA Jlexa
mavcHaTa cCHOTeMa TpOMOOILTHTO-
[ICHHA,
JIEBKOIISHMS
HapymeHue B 0OMsHa Ha Xuniep- Iepudepen oTox
BEIL{eCTBATA K B XONHCTE-
XpaHOCMHIJIATENHH CMYIIEHNA pUHEMES
TcimxpaTprysE 3a00IIB2H1MS .
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3abonspanyd Ha HepPBHATA Ceero- [IAPECTE3HH
cHCTeMA BBpTEKT CHHKOIKI®
T'naeobo-
me®
Ounp 3a00NABaHKSA Hamareno CMyleHNs B
CBA30TEYE- 3PEHUETO
HYe Quno
paszpasHeHHe
Crpaeynu 3ab0aBaRus Opanmxapausd
*
CoroBu 3a00N1BaHIL Oprocra- Hepudepna
THYHA LHPKYNaTOpHA
XUIOTOHH® HEAOCTAThUHOCT
3abonsBamkd Ha AUXATEIHHTE Jamyen Hoo
IETHING, TPEInaTa obaacT H Ba
MEQHacCTHHYMa
3abonganna Ha Cromamnu 3anek, CyxoTa B ycTaTa
racTpOMHTECTURANHNS TPaKT Honku, HOBpBLIAHEe
rafeHe,
ouapHa
3abonABaHHI Ha CKejleTHaTa Bonku B
MYCKYNaTypa,CheIHHATEIHA KpafiHnITe
TBKaH 1 KOCTHATa CHCTEMa
3abonaBarnd Ha OE0penuTe U Bromapane ga | CMylIeHEs B
IHKOYHUTE NBTHIIA ' 6BOpeyHaTa YPHHHPAHETO
yHKIT
3abonsBaHHg Ha FOTIOBUTE HMIIOTEHTHOCT
OPraHy M Ha MISYHATA JIIe3a
O6mu 3aboniBagyg 0 ymopa*
OIUIAKBAHMSA - . .
JlabopaTopHu HoKa3aTERN ITopumenn
CepyMHH
TpaHCAMHHA3H

*Te3H peaKilHH Ce rogBIBAT 0CODEHO B HAYANOTO Ha ISUSHHUETO.

MBHOro paaKo KaTO HesKENaHH JeKapCTESHH PEaki[iy ce ABIBAT aHTHHA MeKTOpHC, AV-6Iok, KaKkTo H
BJIOIIABAHE HA CUMITTOMHTe npu nanupesTtd ¢ Claudicatio intermittens i cHEApoMa Ha Raynaud.

3abonseanun na Quxamennume nomuya, 2puonama obnacm u meduacmuryma. IIpH nanuesTts ¢
TPEIUCIIOZHIMA YECTO & HAabmoaaBa aCTMATHYHA qUCIIHEA.

3abonasanun na kozcama 1 HA ROOKONCHAMA MBKAH.
MHOTO PAIKO € ¢hOoOIABAH0 38 PA3IHYHK KOXKHH PeaKi(Hy, (Hanp. anepruina excanreMa, ypTuKapys,
IPYPUTYC X peakumu noxobuu Ha Lichen planus). Moske Aa ¢e nosABaT NCOPHATHYHM KOKHY JTE3HH HITI

HAUTHYIHHTE TaK¥Ba MOXKS Ja CS 0600’1'p}£’1‘.

BeTa-GoxepuTe, 0c0GEHO HECENEKTHBHATE MOTAT A2 NpeAUsBHKAT MarddecTpane Ha naTeHTeH aualer,
a peye Manu(pecTHpas JuabeT MOKe [a Ce BIOLUIH W KOHTPOIBT BBPXY KpBBHATA 3axap ja 6be IOBTHIH.
[To Bpeme Ha Neyenre ¢ KapBEAUAON CA RE3MOXKHH, HO HE YeCTO, JIEKH HapyLUeH I B CTOHHOCTUTE Ha
PITIOKO034Ta.

4.9 CepuxIo3ypage
Cumnmony. TIpH Npegosupane MO Az C& IPESJU3BUKAT: TEXKa XHUIIOTOBH, O ' nreyHa
HELOCTATHYHOCT, Kap[HCTeHeH HIOK H CIIHpaNe Ha CBPACHHATA neitaoct. Jopan
TOSBAT 3aTPYAHCHUA B JHIHAHETO, GPOHXOCIA3MH, IOBPEIIaHe, 3aryba Ha Cff




Jleuenye. OcReH KIACHYECKHUTE MEPKH, Tp:i0Ba Aa ce mpeAnpueMs Ipocieassare H NpH HEOGXOMHMOCT
KOPGKLMs Ha JKH3HEHHUTE [apaMeTpy B 3BEHA 38 HHTCH3UBHY MEIHUHHCKH IPIKH. MoraT fia ce IpoBesar

CIICHMTE MOANBPKANIM MEePKH:

Amponun: 0,5 - 2 mg WHIPABEHO3HO (32 OBNAAABAHS Ha Texxka Gpamuxapaus).

Tniokazon: axunuaHo 1 - 10 mg MHTpaBeHO3HO, ClIe] TOBA, ako e Heobxomumo, GasHa undyzuaor2 -5
mg/ua uac (2a HOAKEpKaHe QYHKIHHTE Ha CBPUETO 1 KPBBOOOPHILEHUETO).

Cumnamomumemuyy - B 3aBECHMOCT OT TAXHOTO AelicTBHE M TEIJIOTO Ha nalyeHTa: Jo0yTaMuH,
W30NpeHANTHH WIH aJpeHanyH.

AKO IpH CBPEXI03UpPaHE HaAMeNsBa IeprepHaTa Basofanaranys € HoOXoHMo fa ce HasHadM
HOpazpenanuy uii etanedpur. HeobxomuMo e HeNpeKsCHATO Ja & MOHUTOPHPa KPBBOOOPBIIERUETO Ha
NaLUeHTa.

ITpu pedpaxrepya Ha Teparust OpanuxapIus TpAOsa Ja e MPHIIOHH NEHCMERKED. Flpw OpoHXOCHIA3EM
DAaIMeHTHT TpatBa Na noeme BeTa-CHMIIATOMUMETHIM /B aepozoitHa Popma, ako BE3ACHCTBUCTO ©
HELOCTATHUHO — HHTPABEHOIHO/, WIH TeOQIIMH — HHTPaBeHo3HO. TIpy repaoBe MOKE fa GBAe NPHUIIOKEH
nuazenam nox dhopMaTa Ha 6aBHA HHTPABEHO3HA HIDKEKIIHA.

KapeeunonsT ce CBBP3Ea 3APABO C IPOTEHHHTE. 3aTOBa He MOXKE /1A e eNMMMHHPaH HOCPEACTBOM
OHATA32.

Baoicro yrazanue! B cilyvauTe Ha TEXKO TIPeAO3UpaKe, KOraTo ManHeHTET € B INOK, HOAABPIKAIOTO
neverHe TpadBa Aa 66Ie NPOABIDKEHO JOCTATHUHO HBIro, NIOHEKE B TO3H Cydak e TMMHHAPAHETO H
TIpepasnpefeAeHHeTo Ha KapBeJuIIona MoxKe fa ca 3abasen. [Ipons/mKATENHOCTTA Ha IEUSHHAETO CBC
CHOTBETHHTE JIeKapCTBEHE CPE/ICTRA 3aBHCH OT TEKECTT2 Ha IPeAo3HpaneTo. IIoAABMKAIIIOTO JieUeHHe
TpAGBa A MPOABIKH KO OKOHUYATEIHOTO cTabuirsHpate Ha NalieHTa.

5. BapMaKQJIOTHIHH CBOHCTBA
5.1 (DapmaxkoruHaMHYHH CBOHCTBA

dapMakoTepanesTHyHa rpyna: anda- u 6eta-Omokep
ATC-xom: CO7AG02

Kapgemnon e BasoAWIATATOPEH HecenexryBer OeTa-0nokep, KOHTO HaMaLABa 1epuPepHOTO CHAOBO
CHIPOTHBIEHME Ha OCHOBATA Ha CENEKTHBHA aldal-perenTopHa GIIoKana ¥ [IOTHCKA PeHIH-
AHTHOTEH3MHOBATA-CHCTEMATA Ha OCHOBa Ha HeceJcrusHa Gera-Onoxana. [Inasmenrara peHUHORBA
AKTHBHOCT € HaMalleHa, MHOI'O PAJIKO HacThIIBA 3aAkPKKa HA TEHHOCTH.

KapBeIMIONST He MPUTEKABa BHTPEliHa CHMIIATHKOMIMETHYHA akTHBHOCT (ISA). Tolt uMa
MeMOpaHocTaGunH3Npally CBOHCTBA XATO POIPaoNoNa.

Kappeunon ¢ panemar OT ABa CTepeon3oMepa. B MUBOTHHCKHA MOZEN M /[BaTa CHAHTHOMEpA ca noKasalm
anda-6nokupama axrastoctT. HecenkrapHara 6etal —u 6eTa2-afpeHopenienTopHa GI0Kkaja c¢ KBILKaT
TIpeIAMHC Ha S/-/eHaHTHOMED.

ABTHOKCHIAHTHUTE CBOMCTBA Ha KAPBEIWION H Ha HErOBHTE MeTabOoNUTH ca AEMOHCTPHPAHH B
eKCIIEPUMENTH ¢ JKMBOTHY in Vitro B in vivo, KakTo u in vitro ¢ pefHia BIOBE YOBSIIKH KIIETKA.

Ilpy paNMeHTH ¢ XHepPTOHKS, HAMANABAHETO Ha KPBPRHOTO HAITAHE HE C& CHIPOBOIKIA OT €JHOBPEMEHHO
yBelnuaBaHe Ha neprdepHOTO CHIPOTHEAEHAE, KAKTO C¢ HabmrogaBa py “wmcTute” GeTabIoKepi.
Crpreunara 4ecToTa ¢€ HaMansaBa MUanManHo. O6eMET Ha ChPREUHHTE YIapH OCTaBa HEAODOMCHEH.
PeHanHUAT KpBLBOTOK M GBOpeyHaTa (yHKINS, KAKTO ¥ NePH(EPHIAT KPEBOTOK OCTaBaT B HOPMATHUTE
¢TOHHOCTH: TOBA € DPUYKHATA 32 JIHIca Ha obrgaliHoTo pu Gerabaokeprre TyBCTBO 32 H3CTHBARE HA
KpaiispgTe. JIpH XUAEpPTOHMITA, KapREAUICIELT OBKINABA AIA3MEHATA KOHUEHTPALIA HA HOPSTHHEQPHH.

AHTHXHCTAMHYEH H aHTHAHTHHO3eH edext. XeMONUMHAMIHH U3CHSABaHHS
KAMEpHOTO TIpefi-1 CHEIHATOBAPBAHE Ha CEPLeTO. IIpH MallHeHTH ¢ JIABOK




Kapeexunoil NoBJIMABA 6Hal'01'IpH}ITHO XEeMOAHHAMWYHHITE [12paMeTpH, KaKTo U JIIBOKaMCPHHTE pasmMeps u
CbpaKI.IHﬁ Ha U3TNACKBaHe.

Kapeeaunon He OKaspa HETATHBHO BIUSHUE HUTO BBPXY CEPYMHOTO HHBO Ha JIMIHAHTE, HUTO BBPXY
enexrponwrure.Crotromenrero HDL (high-density Lipoproteine) u LDL (Jow-density Lipoproteine)
OCTABa HOPMATHO.

5.2  O®apMakoxUHETUYHH CBOMCTBa
Ob6ugo onucanue. AGcoiroTHATA OHOHANMYHOCT CIIGH OpaNHO MoeMaHe Ha KapBEeAHNOI € OKONIO 25%.

MakcHManHaTa IUIA3MEeHa KOHLIGHTpAIMs ce JOCTHra oxoio 1 uac cex npuema. CpIecTBYBa IHHEapHa
3ABHCHMOCT MEXEY JO3aTa H [Na3MeHaTa KOHIeHTpays. [IpH MaluenTd, KOUTO Nokassar $aBHa
XHPOKCHIHpase Ha ACOPH3OKBHH, MNAsMEHUTE KOHIICHTPATHH Ha KapBEIION C¢ YBEIHYABAT 2-3 IHTH B
CpaBHEHHE C AUMEHTHTe ¢ GbP3 MeTa0ONN3BM Ha AeOPH3OKBHH. bHOHAINYHOCTIA HE CE NPOMEHs IPH
¢IHORPEMEHHO [OgMAHE Ha XPaHa, N0-GaBHO ce AOCTHra CaMo MakCHMAIHOTO MNasMeHO HHBO.

KapBe mIonsT & H3ITIOUATENHO TunoduiHo chemurenme. Tol ce cBbp3sa ¢ okono 98-99% or
TasMeruTe npoTerHi. OGeMET Ha pastpererente & okono 2 I/kg. Firsi-pass-edekTT clienl opaneH
npueM e B ¢cToliHocTH oxosto 60 o 75% .

CpeBHoTO BpeMe Ha eJTIMHHALMOHS IONy)KHBOT Ha Kapsepiona e oT 6 1o 10 gaca. IlrasmerusaT
KAMBPBHC € ChC CTOHHOCT okoo 590 mi/min. EnuMuHppaHeTo Ha KapBenona ¢ OCHINECTBIBA Ypes
JTHUKATA, & OTASAIHETO My OT OPraHH3Ma - OCHOBHO upe3 Gexanuure. Maka yacT ce H3XBBpIid MoJ
(opmara Ha meTabonuTH gpes 6p0peuuTe.

KapBeMIONET ce pasrpaskia B FOJIMA CTEIIEH N0 PAsAHYHH METABONHTH, KOHTO Ce e/IHIMEHADAT IABHO
ype3 xoTbuKaTa. KapBeMIonsT ¢ MeTabomaypa B YepHys Apod IIPeSHMHO Ype3 OKHC/ISHAS Ha 4
APOMATHIS PECTEH W [IHOKypoHHupare. [0cpeNcTBOM AEMETHIHPaKe ¥ XUAPOKCHIUpaKe Ha QEHONIOBH
TMPECTEH Ce NONy4aBaT TPH aKTHBHH MeTabomiTa ¢ Geta-Gnokepro fefictare. B cpapHeHMe C KAPBEALION
Te3M TPH AKTHBHH MeTabommTa HMaT ¢1a00 BasOMHNATHpPAINO ASHCTEHE. B NPSAKIHHIYHA H3CICABAHH €
JOKa3aHo, ge 4'-XxuapokcH(peHonoBrAT MeTabonut uma 13 mweTH no cunen GeTabrokupall €QeKT oT
KAPBEIIIION, HO KOHUEHTPAHIHTE Ha MeTaDONHTH B JOBEIIKOTO TsUIo ca 10 HBTH N0 HHCKH OT Te3H Ha
kapeenmiona, [Isa oT xuApoKkcukapbazonosuTe MeT200NHT Ca BUCOKOAKTHBHY AHTHOKCHAAHTY ¢ 30 mo 80
I[THTH [I0-CHAHO JeiCTBHE OT KapBENMION.

Csoitcmea npu nayuenmy: DapMaKOKMHETHKATA Ha KapBEAMIION C& NIOBNHABA OT BE3pacTTa: IUIa3MEHNTe
HUBA HA KAapBeMJI0JIa [IPK NAIHeHTH B HatipefHana Be3pact ¢a ¢ 50 % no-BHCOKH OTKOJIKOTO P MIafIH
mampentd. B efuo m3cieABate Ha HANMEHTH ¢ YepHOApoOHa 1Hpo3a, GHOHANMIYHROCTTA HA KAPBEAHIION €
6wna 4 TETH IU1a3MEHOTO HHBO 5 1eTH, o6eMa Ha pasnpeleNenHe 3 METH [F0-BHCOKH OTKOIKOTO HPH
3IpaBy DanuenTH, IIpi HAKOM XUNIePTOHMIE ¢ yMepena 650peuna HeROCTATHYHOCT (KPeaTHRHHOR
xmpbac 20-30 ml/min) ume Texxka Ge0peuna HeXOCTATEYROCT (KPEeATHHHAOB KIMpBHC <20 ml/min) e
S0 HaBMOKABaHO TIOKAYBAHE Ha IUIA3MEHATa KOHLISHTPalis Ha KapBeAuion ¢ oxono 40-50% B
cpaBHEHHE C IaUMeHTH ¢ HopManHa Gs0peuna ynxums. IIpu Topa pesysraTuTe ca OHIH C BHCOKA
BapHabHIHOCT.

5.3 IpeaxnueegHy naHoy 3a 6e300acHOCT
Hacnempanua BLPXY IUIBX0BE M MHINKY, B Io3d oT 75 mg/kg 1 200 mg/kg (38-100 w11 noseye ot

[FHERHATA MAKCHMAlIHA YOREIIK2 032} He Ca IOKA3AJIH KApLHHOreHeH NOTEHIIHaT Ha KapBeIHIoN.
In vitro- unn in vivo- H3CAeABALME He ca JOKA3ANH MyTarcHeH ITOTeHHHAN Ha KapBearIoiL.

Criep npueM Ha BUCOKH X034 Kapeeqwion ot Opemenay mwrsxose (2 200 mg/kg = = 100-kpaTHa OT
JIHeBHATA MAKCHMallHA JOBSIUKA 032) Ca HabloNaBaly HeXeNaTeIHy Bh3AeCTBHA BLPXY OpeMeHHOCTTa
1 epremuTeta. TIpu go3u = 60 mg/kg (= 30-kpaTha OT NHEBHATA MAKCHMAHA YOBEIUKA 71032) €
HaBmonaBaHo 3a0aBAHe PACTEKA H PA3BHTHETO HA ILIOAA, M NOBHINEHA CMBPTHOCT CJIe]| MMIUTAHTAIHA Ha
emOprona. Ho npu nosu ot 200 mg/kg crots. 75 mg/kg ( 38-100-kpaThn Ha HEBHATY
YoBeLIKa [03a), IPUETH OT MTBX0BE | 3aiIH, He ca HabIoAaBaHH OTIJIOHSHNH .

6. (Dapmanea'rmm i JAHHH




6.1 Ilomomny perecTra
Anpo Ba TabneTkaTa:

Microcrystalline cellulose

Lactose monohydrate
Crospovidone

Povidone

Anhydrous colloidal silicon dicxide
Magnesium stearate

ObBuBKA Ha TabneTKAaTa:
Hydroxypropylmethyl cellulose
Titanium dioxide (E 171)
Triethyl citrate

Macrogol

Polydextrose

6.2 HeceBMECTHMOCTH
He ce cpeirar.

6.3 Cpok Ha rogdoct
2 rogHHH.

6.4 OcobeHocTH Ha YCIOBHATA HAa ChXPAHEHHe

Ja ce cpxpansea oz 30° C!
Ja ce cpxpaHsBa B OPHTHHATHATA ONAKOBK4, /2 Ce I1a3H OT CBeTiHHa!

6.5 BuIH chILKAHEE HA ONIAKOBKATA

Bructepna onakopka (PVC/Alu)
Ionemuna Ha onaxopkure: X 30, X 50 u x 100 drnvupany TabneTku.

6.6 VYxazaHHs 38 HION3BAHE
Hama crienmanuy yxasaHus.

7. Iparexare] Ha pAIPEIICHRETO 32 YHoTpeda
Worwag Pharma GmbH & Co. KG

Calwer Sir. 7

D-71034 B&blingen

Deutschland

8. PerncTpalHoHeH HOMED

9. JlaTa pa perucrpanun

10. AxrtvangocT Ha HHQOPMANKATA
Maprt 2006

11. Craryc HA ppeanucBane/3a aTEeIHO PASNPOCTPAHEHHE

Mo mexapcko npenmHcanye
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