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KPATKA XAPAKTEPHCTHKA HA
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1. MME HA JEKAPCTBEHUS TPOJYKT , Fazpouien

SepmEnpin ey M
Kapsemuramma 6,25 mg dunvupanu Tabnetka R
Carvedigamma 6,25 mg film-coated tablets

2. KAYECTBEH H KOJMYECTBEH ChCTAB

Beska duimmupana tabnerka chabpika:
AKTUBHO BeulecTBo: 6,25 mg kapsegunon (Carvedilol).

HomomtHo(u) BemecTBo(a) ¢ H3BecTHO neficTue: JlakToza
23,8 mg nakTo3a/ Tabnerka
3a MEIHMA CIIHCHK Ha MOMOHIHHTE BEIIECTBA BHXKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Ounmupana TabneTka
Kapeeguramma 6,25 mg dwrmupann Tabnerku ca Hefd, OBajIHH, ¢ BABIOaHa MapkupoBKa "6,25" or
e[lHaTa CTpaHa H TNajika IOBLPXHOCT OT APYrara CTpaHa.

4. KINHHYIHH JAHANR
4.1. TepaneBTHYNR HOKASAHHA

EceHunanna Xuneprouns

XpoHHYHA cTabHIIHA AHrHHA NIEKTOPHC

ChbnposoXxaamo JIeYeHHe TIpH CpeJHO Te)kKa A0 TEKKa cralWwinM3HpaHa  cbpaevHa
HEIOCTATHYHOCT

4.2. No3HpoBKA H HAYAH HA_NPHACKEHHE

EOBHEOBK&

Ecenyuanna xunepmonus

KapseznnombT Moxe /12 Ce U3M0/1384a 32 ledeHHe Ha XHIIEPTOHHA CAMOCTOSTENHO, HITH B KOMOHHAIHS
C ApYrH AHTHXHIICPTEH3MBHH JICKAPCTBEHH NPOAYKTH H MO-CHEUHATHO ¢ THASHAHH JHYPETHIIH.
[Ipenopbusa ce €HMHOKPATHO AHEBHO JAO3HPAHE, KaTO MPENOPHYHTENHATA MAKCHMAIHA €IHOKPATHA
L03a e 25 mg, a Npenopb4HTeHATa MAKCHMANHA JHEBHA 103a ¢ 50 mg.

Buspacmmu:
[IpenoppumTentata HavaiHa 203a ¢ 12,5 mg BeAHBX AHEBHO B MPOAB/KEHME Ha 1Ba aHH. Clienl ToBa
JeYeHHETO MPOAL/DKABA C A03a OT 25 mg aHeBHO. IIpH HeoOXxOoAHMOCT No3aTa MOXKe JIa C€ YBeInYaBa
TOCTENEHHO Ha MHTEPBAIH ¢ NPOJWDKHTENHOCT OT ABE CEAMMLM WM Ha HHTEPBATM
NPOABILKUTETHOCT.,

Haz{uenmu €& chmapvuecka es3pacm.

OKAKC NOCTATHYHA H 33 NMOHATATHLIOHOTO JIEUEHHE. le'l HE3aJ0BOJMHTENECH Ttii l
J03aTa MOKE Aa Ce yBEIHYaBa NMOCTENEHHO HA WHTEPBAIH C npo,umx(menﬂocf‘ o
Ha HHTEPBANIH C HO-TOIMA NPOIBILKHUTENHOCT. ,
XQOHWHG, cmaﬁuﬂua H2UHQ NeKMopuc




Buvapacmuu;

[penopranTenHara HauanHa 103a € 12,5 mg ABa MBTH JHEBHO B NPOABDKeHHe Ha aBa auH. Cien
TOBA JEUCHHETO POFB/DKABA C 1033 OT 25 mg Aa MbTH gHeBHO. IIpu HeoOxoauMOCT AC3aTa MOXKE Ja
Ce YBENHYABA MOCTENCHHO Ha WHTEPBAJIH C NNPOABJLKHTEIHOCT OT ABE CeJMHIH HNH Ha HHTEPBAIH C
TI0-TOJIAMA NPOXBLIDKHTEIHOCT.

Tlpenopbunrennara MaKcHMarnHa jAHeBHa no3a ¢ 100 mg, pasme/ieHa B aBe eIHHHYHH O03H (npHEM
JBA TBTH JHEBHO).

Hayuenmu 6 cmapuecxa ev3pacm:

IIpenoprunTennaTa HavyanHa no3a e 12,5 mg OBa MeTH AHEBHO B NpOAB/UKEHHE Ha JBa OHH. Cnex
TOBA JICYCHMETO NPOARDKABA C J03a OT 25 mg [Ba bTH JHEBHO, KOETO € IIPENOpPhUMTEIHATA
MaKCHMATHA JHEBHA J034.

Covpoeuna nedocmanrunocm
JleueHWe Ha CpeaHO TeXKAa A0 TEKKA CbpAeYHA HEAOCTATBYHOCT B JONMKIHEHHE KbM

KOHBEHUHOHANHATa OazucHa Tepamus ¢ auypeTHud, ACE-uMXAOMTOpH, AMCHTAIHCOBH NPONYKTH
w/HH Basopunaratopu. Flaumentst TpaGea na e wiMHMuYHO crabuneH (6e3 H3MEHEHHA B Kfac Mo
NYHA, 6e3s xocrnMTanusals o NPHYHHA HA CHPIEYHA HEAOCTATRYHOCT) M Ha3HCHaTa Tepanua
TpsBa Ja e 3ANouHana Hai-Manko 4 CeqMEIM npefH HAaualoTo Ha TOBa jedyeHue. OcBeH ToBa
HalKeHTHT TpAbBa la e ¢ HaMaleHA JNeBokaMepHa (pakiUHs Ha M3TIACKBaHe, ChPACYHATA YECTOTA
TpAOBA /a BB3H3a Ha >50 ymapa B MHHYTa, 4 CHCTOIMMHOTO KPBBHO HajdraHe aa e >85 mm Hg (.
T. 4.3.“TIporueonokasanms™). HayanHara no3a e 3,125 mg ABa MBTH JHEBHO B NMPOABDKCHHE HA JBE
ceamuup. B cryuali, ye ce nonacs noGpe Or naumMenTa, A03aTa HA KAPBEAWION MOXKe Ja ©€ NOBHINABA
npe3 ABYCEAMHYHH HHTEPBAIH WIH HHTEPEAIH C TIO-TOJAMA MPOABLIDKHTEIHOCT HA JIBa IIHTH AHEBHO
no 6,25 mg, cien ToBa HA ABA ITETH AHEBHO MO 12,5 mg M cnex TOBA Apa ITBTH AHEBHO no 25 mg.
[Tpenopbura ce Ao3ara ga 6Bae NoBHILIABaHA A0 HAl-BHCOKHTE HHUBA, TONEPHPAHH OT TTAUHEHTA.

[1penoprunTennaTa MakcHMAJIHA [103a 33 TIALIMEHTH ¢ TejiecHo Terno nox 85 kg e 25 mg, npHeMaxa
AiBa MBLTH AHEBHO, & MPH NALMEHTH ¢ TenecHa Terno Hal 85 kg e 50 mg, mpHeMaHa 2Ba ITbTH AHEBHO
[pH yCHOBHE, Y€ HE € ha AMNe TexKa PopMa Ha ChpAcuHa HEIOCTATHYHOCT.

[opHuapane HA J103aT2 HAJ [Ba MBTH JHEBHO No 50 mg Tpabsa Na ce W3BHPIIBA BHHMATENHO 1101
CTPOr JCKEPCKH KOE!M!.

B Hauano Ha TepanmMATa MIM B PE3Y/ITAT OT NOBHLIABAHE HA3 HO3MPOBKATA, MOXKE Ja Ce MOABH
[PpEXOJHO BROINABAHE CHMIITOMHMTE Ha CBHPACYHA HENOCTATEYHOCT, OCOGEHO MpPH MALMCHTH ¢ TEXKKa
¢opmMa Ha cbpacYHA HENOCTATHYHOCT WM BHCOKOJO3MpAHAa AMypeTHdYHa Tepanua. Toea
OOWKHOBEHO HE M3MCKBa NPEKHCBAHE HA JICYEHMETO, HO 103aTa He TpibBa fa ce MoBHiNaea. B
HaYANOTO Ha ICYEHHETO MITM NPH NOBHLIABAHE Ha A03aT4, NALUHEHTHT TpaGEa Aa 6bae HaG/moaaBad oT
HHTEPHHUCT WM Kapauonor. [Ipean Besko noBMIeHHe Ha fozara TPAOBA Aa ¢& W3BBPINBA Nperied, ¢
Orje]] OTKPHBaHE HA TIOTEHIMAIHH CHMIITOMH Ha BIIOIIABAHES HA ChPACYHATA HEAOCTATHUHOCT, WIH
CHMIITOMH HA NMPEeKOMEpHa Ba30JWIaTalia (Halp. mpoBepka Ha: ObOpeuHara QYHKUHA, TEIECHOTO
TErn0, KPBHOTO HANATAHE, ChPJISYHATA YECTOTa M CHPACHHHA PHTEM). Broluasane o oTHOHIEHHE Ha
CHpP/IeTHATA HEAOCTATHUHOCT MIH 33]IPHKKATa Ha TEYHOCTH Ce JISKYBaT 4pe3 NOBHINABAHE Ha A03aTa
AWYPETHK; 103aTa Ha kapeejwiona He TpAOBa ja ce NOBWIIABA, JOKATC He ce€ cTabuaMsmpa
KIIHHUYHOTO CBCTOSHWE Ha nNauueHTa. [Ipw Opapwkapaus wnu 3abapgpe Ha AV-IPOBOAHMOCTTA
TpabBa MBPBO Ja ce mMpocnead [UIa3MEHOTO HHBO Ha JurokcHHa. [loHskora e Heofxomumo
HamalsiBaHe A034Ta HAa KapBeIHIONA, HIH BPEMSHHO NPEKBCBAHE Ha AeyenneTo, JlopH B Teau cityyaw
€ BE3MOXKHO N1a Ob/ie YCIIGIHO MPOE/DKEHO aJJANTHPAHETO Ha I03ATa Ha KapBEAUAONa.

B cryuaii, ye TepamusTa ¢ KapBe[HION € NPEKBCHATA 332 MHTEPBan NO-ZBILI OT JBe CEAMMIIH,
nposexnaHero # Tpabea na Oene BB3CTaHOBEHO c Jdo3a or 3,125 mg zea nk BHO~.41
NOBMLIABAHETO Ha JO3aTa fJa <€ H3BEPIIBA MNOCTENEHHO, B CBOTBETCTBHE C// ] '

[PENOPBKH.

bvbpevra wedocmamvunocm



Brunpexn ue 813 0cHOBA Ha (hapMAKOKMHETHUHMTE [APaMETPH He CBHILECTBYBAT NAHHH, KOMTO /a
HAnarar ajanTHpaHe [03aTa Ha KapBe[WNol [IPH NALMEHTH ¢ ObOpedHa HEIOCTATHYHOCT,
AO3MpOBKATa TPAGBA Aa ce OTpeziend HHANBARYANHO IIPH BCEKH MALACHT.

Cpedno mexcko Hapyuenue ia $eprodpobnama dywrya
Mosxe na e HeoDxoaUMoO afanTHpaHe Ha 103aTa.

Heduampuyna nonynauyun
besonacHocTTa 1 eeKTHBHOCTTA Ha KapBeaHiIoN npH geua noa 18 roaunH He ca yCTaHOBEHH.

Ilayuenmu 6 cmapyecka evspacm

Ilo-BB3pacTHATE NALMEHTH MOTAT A4 IPOSBAT TIOBHINEHA YyBCTBHTEIHOCT KbM KAPBEAWIOA H TPAGBa
Ja 6paaT HabnoAaBAKH BHUMATENHO.

Kakro npu apyrure Gera-Gnoxepu u ocobeno mpH NAUMEHTH ¢ KopoHapHa Gonect ma chpuero,
NIPEKPaTABAHETO Ha NPHEMA Ha KapBEIHIION TpaOBa Jla ce OChLIeCTBABA ¢ MOCTENEHHO HAMAIABAHE Ha
aozata (BX. T. 4.4. ,.CnenuatHy npeAynpexacHUd U Npedna3HH MepkH npu ynotpeba‘).

HauuH Ha npuioxedne

[IprembT Ha TaGneTKHTE MOXe Aa Ce H3BBDPIIBA HE3aBMCHMO OT XpaHEHHATA. BBOpeKkd Topa Ha
TIANHEHTHTE ChC CHPAEHHA HEAOCTATHYHOCT Ce Npenoprdpa Ja NpUemaT TabneTkuTe ¢ Xpaha, 3a aa
MOXE KapBeAWnORRT Ja ce pesopbupa no-GaBHO W Ja ce HaMalnM pHCKA OT HACTHIIBAHE HA
OPTOCTATHYHA XHIIOTOHHA.

4.3. IlporHBOmOKA3ARAH

CBpBXYBCTBHTENHOCT KbM AKTHBHOTO BEIIECTBO HIH KbM HAKOE OT MOMOLIHMTE BELIECTEA,

H36poeHH B TOUKa 6.1,

- Hecrabuina/ HekoMneHcHpana chpaeYHa HEQOCTATRYHOCT H3ACKBAINA HMHTPABEHO3ZHO
' . HHOTPOTHO NOAXBPAKAHE;

- Knunuuno wipasena uepHoapobnata xHCQyHKIMA,

- Anamtesa Ha 6poHxocnazeM WK OpoHXHaNHA acTMa;

- AV-6nok ot 1T uan III creneH (0cBER aKo He € TIOCTABEH NOCTOAHEH MeficMefikbp);

- Texxa Gpaguxapang (<50 yaapa/ MunyTa);

- KapamoreHed 1mox;

-+ Cunaapom Ha GOMHUA CHHYCOBHA BB3EN (BKIIOYHTENHO CHHYATPHAICH 6I0K);

- TexKa XMNIOTOHHA (CHETONHYHO KPBBHO Hansraxe noj 85 mm Hg);

- MeraGonuTHa alma03a.

4.4, ‘Chnennannn npeayupexaeins 4 NpeqnasHy MepKH UPH ynorpeéa

Xponuuna sacmoima cvplewna wedocmambvurocm. JIpH NauHeHTH cbc 3acTOHHA CHpAEYHA
HEJOCTATBMHOCT MO BpEME Ha NMOBHINABAHE HA 103aTa Ha KApBEAWION, MOJKE J1a Bb3HHKHE BJIOIIABAIIA
CC CHPASUYHA HEAOCTATHLUHOCT M 33APBKKA HA TEYHOCTA. AKO CE€ NOABAT TAKHRA CHMITTOMH, 103aTa Ha
AOHypeTHUHTe TpAGBa Na ce MOBHMILUM, a AO3aTa HA KapBeAwion He TpafBa ga ce yBENHHMAaBa N0
BB3CTAHOBABAHE Ha KIMHHMYHATA cTabmTHOCT. [loAgkora MoXe Iia ce HaloKH Ja ce HaMaJti 1033aTa Ha
KAPBEMIION WM, B PEAKH CITyuYaH, JIeYEHHETO BPEMEHHO 4 ce NpeycTaHoBW. TakHBa €MU30AU HE
H3KMIOYBAT MOC/IEABAILO YCOCINHO THTpUpaHe ¢ Kapeemwnon. Kapeeaunoa tpsOra Aa ce mpmiara
BHHMATEITHO B KOMOHHALIHA ¢ JHrHTATHCOBH IMHKO3HAH, Thil KaTO ABETE JISKApCTBa MOTaT Ja 3a0aRaT
AV-nporoaumocTTa (BiK. Touka 4.5) ‘

Bvbpewna Qynxyus npu 3acmoiina cepdeyna nedocmamvunocm: TIpd nanme HG Gl
HENOCTATBYHOCT M ¢ MOHHKEHO KPBBHO Hamarase (cucronmnudo <100 m §é£‘

TEHepAIM3NpaHA ATEPOCKNIEPO3a MW eceHUMalHa GnbpeyHa HemocTaThyHOCT, O |
TEPAMUSTA ¢ Kapseaunon ce Habmonasa oOpaTumo Biowasane Ha Onpeunara dyr: ""




Jlesoxamepna ouchynxyus cied ocmop muoxapdew ungapxm: Ilpean sanouypaHe Ha IIEUECHHETO C
KapBeAWoN NauMeHTHT TpROBa Aa §BbAC WiMHUYHO crabwien ¥ Aa ¢ npuen ACE-umxuburop none
‘npe3 nocaeauute 48-daca, a gozata Ha ACE-maxubutopa na e 6una craunna nole rpes
niocnearnTe 24-yaca.

Xporuuna obempyxmuera beroopobna bonecm: TIpy naupeHT ¢ XpOHHYHA 0GCTPYKTHBHA
6enonpobua Gonect (XOBB) ¢ GpoHX0CNACTHYHA KOMIIOHEHTR, KOHTO He TIOAJCHKAT HA OpalHa Hiu
HHXANaTOpHa MEIHKAUH, He TpA6Ba a ce NpHNara KapBelHiIoN, OCBEH ako ce MPELIEHH, Y€ mo/i3ara
Ha/IBHLIABA NOTEHLMATTHHTE PHCKOBE OT ynorpebara My.

Ilpn naigenTH CBC CKIOHHOCT KbM OPOHXOCTIACTHUHH PeaKidH MOXe Ja ce HPOSBH PeClHpaTopeH
AUCTPEC KATO PE3YNTAT OT Bb3MOXHO 32CHIIBAHE Ha CHIPOTHBIEHHETO HA ANXATEIHHTE ITBTHIIA.

AKO NpH Te3H NAHEHTH ce Npwiara KapReAuaod, Te Tpabsa ja GuaaT HabMOKABAHH BHHMATE/IHO B
HZ4aJloTO HA TEPANHATA, KAKTO H N0 BpEME HA ajaNTUpaHe Ha AO3HpoBKarta. Jlozara KapBeawsion
Tpa0Ba 1a ce HAMaJH, aKO N0 BpEMe Ha JIEUEHHETO NALMEHTHT JEMOHCTPHDA TNPH3HAUM Ha
6pOHX006CTPYKLHS.

Huabem: Tpabsa na ce BHAMABa, KOTATO ¢e Npwiara KAPBEAMACI TIPH NALHEHTH CBC 3aXapeH A4aber,
Thil KaTO PaHHWTE NPUBHALKR M CHMITTOMH Ha OCTPA XHIOTJIMKEMHA MOXe Ja OBAaT MacKMpaHHd H
cMekyeHH. [Ipy malyeHTH, KOMTO CTPajaT e€JHOBPEMEHHO OT AHaleT M ChpAeuHa HENOCTATBYHOCT,
MPHIAraHeTO HAa KapseJHION MOXE BPEMCHHO fAa C€ CBBP)KE ¢ BJIOUIABAHE HAa CTOHHOCTHTE Ha
KpbBHATa 3axap.

Hepughepro cvooso 3abonssane: Kapsegunon TpaGsa fa ce NMpusiara BHUMATENHO NMPH MALMEHTH C
nepudepHo chaoBe 3abomaeame, Thil Karo Gera-GnoKepHTe MoOrar Aa OTKIOYAT Wid Ja BIOINAT
CUMITOMM Ha APTePUATIHA HEAOCTATHYHOCT.

@enomen na Peiino: Kapeegnnon tpabea na ce u3non3Ba BHHMATENHO NP NALHEHTH, CTPAjAIyd OT
nepudepha LMPKYNaTOPHH Hapylllenns (Hanpumep, deHomeH Ha Peiipo), Teit KaTo MOXe Ja ce
HabmoaaBa o6ocTpaHe HA CHMIITOMHTE.

T UPEOMOKCUKO3A.! Kapaemmon MOXKe /1a MacKMpa CHMITTOMHTE H IMIPpH3HALHTE HA THPCOTOKCHKO3a.

Awnecmesua u zonemu onepayuu: TpaGBa na ce BHAMAaBA NPH NAUMEHTH, NOLIOKCHH Ha 0OIH
XHPYPrHYHH HHTEPBECHLHH, MI0PAJIH CHHEPTHYHHTE, OTPHLIATEIHH MHOTPOITHH ¢(eKTH Ha KapBeauIoN
‘A @HeCTeTHLHTE.

bpacuxapoun. Kapsenunon moxe fa npuuuei Gpagukapaus, Ako OyNCcOBaTa HECTOTa Ce MOHWKH
noj 55 yAapa B MHHYT4 H HaCTBNAT CHMOTOMH, CBBP3aHH ¢ OpamMKapaMd, A03aTa HA KaApBEIIIONa
TpadBa Hezabasuo fa Gble HAMANEHR.

Eonospemenna ynompeba c xanyuesu anmazonucmy: TIpH eHOBPEMEHHO TIPHJIATAHE HA KAPBEIION
H Ka/lLHEeBH aHTArOHHUCTH, KaTO BEpanaMiul H JWITHa3eM, WIM ¢ IPYTH aHTHAPHTMHYHH JIEKAPCTBEHH
NpoAYKTH, 0cOOEH0 aMHoAapoH, TPAGBa Aa ce cneasT KpseHOTO HanaraHe H EKT Ha nauueHTa.

Deoxpomoyumonm. TIpn naupeHTH ¢ HeOXPOMOLIATOM LIpEIH NPHNIOKEHUETO HAa KaKBOTO M 1a ¢ OeTa-
Onoxkupaio cpeactTeo TpsdBA a ce lanoule newenwue ¢ anpa-Gnokep. Bropekw, ye kappemunon
MpUTEeKaBa KAKTO anda-, Taka u Gera-Onokmpamy (apMakoNOrHMHH AKTHBHOCTH, HAMA OIMT C
HErOBOTO NMPHIOXKEHHE NPH TOBA CheTOAHME. Tlopanu ToBa TpabBa Ja ce BHHMABA MPH MPUNOKEHHE
Ha K2PBe/IM10J1 NIPH NaLHEHTH ¢ (JEOXPOMOLIHTOM.

Bapuanmna aweuna na Ipunymeman: Jlexapcra, nputekapalipn HecefekTHBHa Gera-Gnokupamta
aKTHBHOCT, MOXE Ja NpeAH3BUKAT 6onka B rbpAHTE NPH NALMEHTH ¢ BapHAHTH ,
7 ﬁf’@\;\

TlpuHumeran. Hamva wivHUYEH OMMT ¢ KAPBEAWION NPH Te3M NALMENTH, BBLOPE ,‘\{.&13;}13 Y
GnoxupaniaTa aKTUBHOCT Ha KapBEAWION MOXE Ja TPESOTBPATH TAKHBA CHMITTOM 'praﬁga,s*éﬁg}:{e}-{’ﬁ

Aa ce BHUM2Ba NPY NPAIaraHeTo Ha KapBEIHION NPH NALMCHTH ¢ MONO3PCHAE 33 #apnam‘m Ha anfimd;
ua [lpuHumeran. ' ¥ RS




Koumaxmuu aewu; TlauuenTHTe, KONTO HOCAT KOHTAKTHH NellH, TpA0ea Aa OnaaT npeynpencHH, He
€ BL3MOKHO HAMall4BaHe HA CAB3IHATA TEUYHOCT.

Cepvxyyscmeumenriocm: TIpu NALMEHTH C TEXKH PEAKIME HA CBPBHXUYBCBUYENHOCT B aHaMHNE3aTa,
KaKTO M NpH DALHEHTH, MNOJIONEHH Ha NECeHCHOMNH3AUHOHHA Tepandi ce Ipenopbuea ocoGeHo
BHMMAaHKe, Thi KaTo GeTa-0/10KepHTe MOTaT Na YBEIHYAT YyBCTBHTEIHOCTTA KbM aIEPTeHH, KAKTO H
TEXKECTTA HA aHAGHIAKTHYHUTE PEAKIHH.

Hlcopuasuc: IIpn nauneHTH C aHamHesa 3a NCOPHA3MC, CBBLP3aH ¢ JeueHue ¢ Oera-Onokepw,
KapBEAWION TPAOBA [a Ce IPHIAra caMo cliejl [IPEleHKa Ha CHOTHOIEHHETO TOJ3a-PHCK.

Memabonuzem na oebpuzoxeun: IlauueHTH, 38 KOMTO Ce 3Hae, 4€ ¢a ¢ HapyiUeH MeTaGonusbM Ha
AeOpH30KBHH, TPAGRA Aa Obaar suumarTenHo Habmonapany PR 3aNOMBAHE HA JIEYEHHETO (BXK. TOYKa
52). -

Jlabunna u emopuuna xunepmonws: Thii KaTo ce pa3mosiara camo ¢ OrpaHHYEHH KJIMHHYHHM JaHHH,
KApBEeAWION He TpadBpa fa ¢ npunara Nps NauHeHTH ¢ nalHiHa WIH BTOPAIHA XHIIEPTOHHA.

ITvpsa cmenen copoeyen 6rox: To NpAYHHA HA OTPHUATEITHOTO JPOMOTPONHO AcHCTBHE, KAPBEAWNON
Tpadsa na 6wnle HazHauaBaH ¢ 0CoOEHO BHUMAHHE NP nauueHTH ¢ AV-6nok ot I crenen.

Cundpom na omuesmane: Kaxro u npn apyrate Gera-GriokepH, JeHeHHETO ¢ KapBeaiion ve GuBa Ja
6bae npeycTaHORABAHO BHezamHo. ToBa RakH ¢ ocofena cuia 3a MANMENTH C McXeMuvna GonecT Ha
cbpuero. Tepanusra ¢ xapseaunon Tpsabea ga Obge crnpsHa NOCTENEHHO B MPOAB/DKCHUE Ha JIBE
.CEAMHLH, Halp. Ype3 HaMa/ABaHe Ha JHEBHATA 033 HaNOJIOBHHA Ha BCEKH TPH A8H. B cbioTo Bpeme
npa nHeoOxonmuMocT TpaGea na OhAe BPLBEACHA 3AMECTHTENHA TEpAIHA, KOATO IUE MPEAOTBPATH
BIIOLIABAHE HA AHIWHA NCKTOPHC.

Jlaxmoza: To3n - nexapcTBeH TNPOAYKT ChOBMKA Nakrosa. [lanMentn ¢ PAAKO CpeliaHBTe
HACITE/ICTBECHH NMPOOIEMH Ha TA/laKTO3HA HEIOHOCHMOCT, Ae(HIMT HA JAN-JI2KTa3a WIH [JIIOKO3HO-
rajaKTo3Ha ManabcopSuua He TpAGBa Ja IPUEMAT TO3M JICKPCTBEH IPOAYKT,

4.5. Baammopeiicrsue ¢ Ipyra neKapCTBEHH NPOXYKTH B Apyrs $opMA HA B3aEMOjelicTBHE

DAPMAKOKUHCINUNHY 83AUMOOETICEUR

Kapeenwron e cyGerpar W uHxuGHTOp Ha P-rimkonporersa. [lopagH ToBa GHOHANHYHOCTTA HA
AeKapCTRATA, NPEHACAHH 0T P-ramKonpoTenHa MOXe Ia € YBenHYeHa IIpH ¢AHOBPEMEHHO
NMPHIEXeHHE ¢ Kapeeauon. Ocsex TOBa GHOHANKHYHOCTTA HA KAPBSAWIION MOXKE Ja Ce MOIH(pHLApa
OT HHAYKTOPH HTH HHXUOHTOPH Ha P-riIMkonpoTenHa.

HexuGuropure, xakTo # #HAykTopute Ha CYP2D6 u CYP2C9, MOXE 12 IPOMEHAT CHCTEMHHS H/HTH
TPEACHCTEMHHEA METAbOMHILM Ha KAPBERHNON CTEPEOCENEKTHBHO, KOSTO BOAM AO TIOBHILEHH HITH
HaManeHH NNa3MeHy KoHleHTpaumy Ha R 1 S-xapeeawnon. HAKOH npaMepH, HabmoaaBaHH 11pH
MAUMEeHTH WIH NIPH 30paBH THLA Ca JAACHH NO-A0TY, HO CIHCHKET HE € HIUEPNaTeleH.

Auzoxcun: KOHUEHTpaUMKTE HA QUIOKCHR CE MIOBMIIABAT C OKOJIO 15 % M Ha JHIHTOKCHH ¢ Koo 13
%, KOETO & HabonaBano NPH NaUMEHTH ¢ XHIIEPTOHAA, KOraTo AMrOKCHH H KAPBEAWIOI ce TIpUiarat
eatoBpemMenHo. Kakro AMroKCHMH, Taka ¥i KSpBEMION MOFaT Aa 3a0aBaT AV-TIpOBOAMMOCTTA.
IpenopruBsa ce 3achieHo npocaendBane Ha IAa3MEHUTE KOHUEHTPAUMM Ha AHIOKCHHE NIPY 3ari0uBaHe

Ha JIeYeHHe ¢ KapBeWII0M, IPEYCTaHOBABaHE Ha JieueHHeTO WK KOPHrHpaHe Ha 103aTa (BXK. TO4YKa
4.4).

NIA3MEHHTE HHBA Ha KapBeaunon ao 70 %, Hai-BepogTHO Upe3 WHAYKUMA Ha P-rinko
ZOBEJIO A0 HaMaJIeHHe Ha YpeBHATa abcopOL Ha KapBeqHIION.

Huxaocnopun: B ase npoyusaHma npd 666peyHo H ChpIeUYHO TPAHCIUIRHTHPAHH
NPHEMALH NEPOPATHO LMKNOCIIOPHH € G0 HAGmIOnaRaHO YEeAUYeHAe Ha TIa3MeH
KOHLEHTPALMH CJIe]] 3anoyuBane Ha neyeHue ¢ Kapsemwrof. [Ipu okono 30 % ot nanm

&



HATOXHIIO HAMANEHHE Ha 103aTa Ha [IMKJIOCTIOPHH, 34 /1a o€ MOAABPIKAT KOHUCHTPAL[HKTE Ha
UHKJIOCTIOPHH B TEPANeBTHYHHTE rPaHHLM, AOKATO PH OCTAHANMTE NAlMeHTH He ¢ Srino seobxommmo
KOpHTHpaHe Ha fo3ata. [TpH Te3u NauHeHTH A03aTa HA UUKJIOCIIOPHH € HAMAIEHA CPeJHO ¢ OKOJIO
20%. llopaau wHpoKaTa HHTEPHHAKBHAYANHA BAPHAOWIHOCT B HEOOXOAMMOTO KOPMIHpPAHe Ha 03aTa
Ce MPenophuBa KOHLEHTPALHHTE Ha MKJIOCTIOPUH Ja ce HAGMIONABAT BHHMATEHO Cle 3a0uBaHe Ha
Tepanis ¢ KAPBEAWION, KaT0 J03aTa Ha IWKIIOCMOPHH C& KOPUIHpa ChOTBETHO.

Amuooapon: TIpn nalkeHTH cbe ChpAEHHA HEROCTATHYHOCT, BMHOIAPOH HAMIIARA KITHPbHCE Ha S-
KapBeAWNOJ BEPOATHO 4pe3 unxudupaHe Ha CYP2CY9. Cpeanara niasMeHa KOHLEHTpalua Ha R-
KapBeHOI He ce npoMeHA. CNeaoBaTeNnHo ChIIeCTBYBA NOTEHIHAMECH PHCK OT 3aCHIeHa OeTa-
610Kana, NPeIU3BUKAHA OT NIOBHIIIEHHE Ha TUIA3MEHaTa KOHLGHTPALHA Ha S-KapBeIuior.

Dnyoxcemun: B elHO paHAOMH3HPAHO, KPHCTOCAHO NpoyyBaHe npH 10 naymeHTH ¢bC ChpAcTHa
HEROCTATBYIHOCT, €HOBPEMEHHOTO MPHIOKEHHE Ha QIyOoKCeTHH, MolueH HHxuOHTOp Ha CYP2D6 ¢
JIOBEJIO0 10 CTEPEOCEIEKTHBHO HHXMOHpaHe Ha MeTaBONIHAMA Ha KApBEAHRON Che 77%~HO yBeTUHeHHE
Ha cpeanaTta AUC na R(+) eHanTomepa. He ce otGensizra obaue painka B HeXenaHUTe CHOHTAS,
apTEPHATHOTO HANATAHE MK CHPACYHATA HECTOTA MEXKAY TEPANCBTHINMTE TPYIIHM.

DapmarxoduHaMUusHE 63auModeticmais

Bepanamun, cunmuazem, aMuo0apon uau opy2u anmuapummusniy sexapemed: B xoMGHHaUMA ©
KapBEIIION MOXKE [a Ce YBeNHYH PHCKA OT HapyleHHs Ha AV-niposoaumoctTa . (Bx. Touka 4.4)
Kakro npu apyrn Gera-610KepH, KOraTo €IHOBPEMEHHO CE€ TIPANArAT M KANIMEBH AHTArOHHCTH OT
THNA Ha BepamamMjl H JHATHA3eM, ¢ OocobeHo BHMMaHHMe TpA0Ba Jia ce NpOCHelsBaT KPbBHOTO
Haarade u EKI, Toii kaTo € NOBHIIEH PHCKBT OT HapyweHus Ha AV-mpoBOZMMOCTTa U PHCKBT OT
cOHpaHe  Ha CbpaedHata HeHHocT (cuHepruuen egexT). [Ip exHoBpeMEHHO NpHAaraHe Ha
KapBeAWION W HA AHTHAPHTMHYHM JIEKAPCTBEHA NPOAYKTH OT Kiac | wan aMuonapon (nepopasiHo),
NauHeHTET TpabBa aa 6bae BHHUMaTe HO Habmonasan. Uma crobluenns 3a Gpagukapaus, criupaHe Ha
CHPUETO H KAMEPHO MBHJCHE, MaNKo clell BbBexOallo leueHue ¢ Gera-Grokepu TNpH MailMEHTH
ynorpebapamy amuofapod. [Ipu enHOBpeMEHHA MHTPABCHO3HA TEpanmus ¢ AHTHAPUTMHYHM
JISKapCTBEHH NpOAYKTH oT kiac Ia wma Ic Mma puck oT ciHpate Ha chpievHaTa AeHHOCT.

KGMZIOJIQMMH-ZBQBPHGGWIJ deepmu. l'[auuel-rm, KOHTO NPHEMAT €OHOBPECMEHHO INPOAYKTH C Oera-
Onokupamy CROMCTEA M EKAPCTBO ¢ M3YEPNBAINO KATEXONaMHHMTE AeHCTBHE (HANp. pe3epriuH,
ryaHeTHaKH, METHIONA, Iryandanud 1 HEXHOHTOPH HA MOHOAMHHCOOKCHAa3aTa (¢ H3KIOYeHHE Ha
MAO-B unxubutopu), Tpabea na 6baar nabmonasaHy BHMMATENHO 3a TIPH3HALM HA XHIOTOHHMA W/
WIM TeXKa Opanukapaus,

Huzoxcun: EqHoBpeMEHHOTO NpAoKeHHe Ha GeTa-G/I0KepH H JUTOKCHH MOXKE /2 ZOBENE A0
JIONBJIHHTENHO YABJDKABAHE HA BPEMETO BbPXY aTPHOBEHTPHKYNapHaTa (AV) NpoBOIHMOCT.

Kanyuesu anmazonucmu (exc. mouxa 4.4): HaGronapaHu ca OTAEIHHE CTy4ad Ha HapyLIeHHs Ha
NPOBOAMUMOCTTA (PAAKO KOMIIPOMETHpPAaHe HAa XeMOJMHAMHYHATA QYKHLIA), KOTATO KAPBEIHION H
AMNTHA3EM Ce NpUnarat enqHoepeMeHuo. Kakto v npH ApyrHTe nekapcrsa ¢ 6era-Onoxupaiua
aKTHBHOCT € Npenopbysa Aa ce npocneassat EKI u aprepuannoTo Hansrate, ako KapBeauson
Tpa6Ra aa ce npuiara NEPOPAIHO C KAIIHEEH aHTATOHHCTH.

Ilpunaraneto na AMXUAPONUPUARHE W KAPREAWIION TpAOBa ia ce Npocieassa ¢ ocobeno BuMManne,
TBH KaTO ¢a AOKTANBAHE CLOGLICHHMA 33 CIIMPAHE HA CHPAEYHATA JACHHOCT H TEKKA XHITOTOHHS.

Humpamu: 3acuneno XMNoTeH34BHO AcicTBHE.

Anmuxunepmensuenu nexapcmeenu cpedcmea: Kaxro u npH apyrure cpeacTsa ¢ 6
SKTHBHOCT KapBEAWION®T MOsie ia NoTeHIkpa edekxra Ha APYrH, €AHOBPEMEHHO
AHTHXHIIEPTEH3HBHH cpeacTBa (Hanp. andal-penenrTopHE AHTarOHHCTH), KaKTO H !
CPEACTBA ¢ 2HTHXHIIEPTEH3UBHH CTPaHHYHY AcHCTBHA, KaTo Hamp. GapOutypary, fggd’rﬂﬂaﬁ’ H
TPHUMKIIIH aHTHAETPECAHTH, BASOXHNATATOPH H ATKOXOJI.



Hucynun uru nepopannu xunozauxemuin cpedcmsa: JlekapcTBeHHTe NPOAYKTH ¢ GeTa-6nokvpaniy
CBOHCTBA MOKE /14 3CHIIAT NIIOKO30IOHHXABAIIHA e(deKT Ha HHCY/IHH ¥ HA NepopaHHTe
XHMOITTHKEMHYHH CpeacTBa. IIpu3nanuTe Ha XMIIOTIMKEMHS MOTAT Ja 6haT MACKHPaHH ¥ CMEKUEHH
(ocobeno Taxukapaus). [Mopanu Tora npu npu AnaGeTwus e NPENOPLYBA PEAOBHOTO HAbOneHHEe
Ha HUBOTO HA KpLBHATA 3axap.

Knottudun: EAHOBPEMEHHOTO NPHIIOMKEHHE HA KIIOHHMH C JIeKapcTBa ¢ 6eTa-6/10KHpallll cBoiCTBa
MOXKE /12 TOTEHUHPa eeKTHTE HA MOHHKABAHE Ha APTEPHATHOTO HANATAHE H CHPAEYHATA YeCcTOTA.
Korarto xoMOunupano sieuenne ¢ KapBeio) B KIOHHAMH TpsOBa Ja Ce NMPEeYCTAHOBH, KAPBESIMIIONET
Tpabea na 6bAe CHPAH HAKONKO AHH OPEAM MOCTENSHHOTO HAMATABAHE J034TA HA KIOHHIMH.

Anecmezupagu cpedcmsa:

Ilpn anectesna Tpabea fa ce BHHMaBa 31 MOTEHLUMANHH HETATHBHH HHOTPONHH H XHMIIOTEH3HBHH
B3aMMOJICHCTBHA MeXTy KADBENHNONA W aHecTeTHKa. [Ipenopbysa ce BHHMATENHO TpOcieRdsaHe Ha
KH3IHEHUTE MPH3HALH (BK. Touka 4.4).

Hecmepoudnu npomueoebsnanumentu cpedcmeq, ecmpozeni U KOPMUuKxoCmepouou:
AHTHXHNEPTEH3IHBHOTO ACHCTBHE HA KAPBEAWION C& HAMAIISIBA NOPaiH 3aAPHKKA HA BOJA H HATPHH.

Cuntnamuxomumemuyu ¢ auha-mumemusno u bema-mumemuuno oelicmeue.; PHCK OT XHITEPTOHHA H
TExKa OpaauKapans.

Epzomamun: 3acHBa Ba3OKOHCTPHKIHMATA.

bponxeduramopu bema-azonucmu: Hekapauocenektusuure Gera-0nokepH aHTATOHH3HPAT
Gpouxonunatnpamua edext Ha 6porxoaunaropute Geta-aronuctd. [ipenoprysa ce BHUMATETHO
Npoc/ieAfBaHE HA MALHEHTHTE.

Heepomycryanu penaxcanmu: 3anen6o4aBa ce HepBHO-MYCKYIHHS GJIOK.
4.6. DepruaaTer, GPEMEHHOCT H KbPMEHE
Epemennoct

Hsma noctaTbyno KIHHHYIHH JaHHH NpH ynotpeGaTa Ha kapBeAMION Npu GpeMeHHU KEHH.
HpoyugaHuATA NPH KHBOTHH €A HEAOCTATHUHH TIO OTHOUICHHE HA eEKTUTE BLPXY GPeMEeHHOCTTA,
eMOPHOHANHOTO/ (ETANHOTO PA3BHTHE, PMKAGHETO M MOCTHATAIHOTO palBHTHe (BK.Touka 5.3).
ToTeHuMaiHKEAT PHCK NPH XOpaTa He & M3BECTEH.

Bera-Gnokepvre Hamangpar mianeHTHaTa nepdysds. B creacTBHe HA TOBA MOXE Ja HACTBAH
HHTPAYTEPHHHA CMBPT Ha MNOAa, WA Ja Ce DPeN3BHKa npexaespemMento paxjane. OceeH TOBa Ha
TIO/&, KAKTO H Ha HOBOPOOEHOTO MOXKE [a ¢e OKKAT BPeHH Br3achicTeAs (0COBEHO XHUMOrIHKEMHS,
Gpanukapaus, Quxatenna Aernpecus W XunorepMus). ChbleCTBYBa NOBHUIUEH PHCK OT CHPACTHH H
6enoApoOHY YCNOKHEHNA B HEOHATANHMA M MOCTHATANHMA nepuoj. HaAma weocmopuMu HaHHM 3a
TEPATOreHHH €(PeKTH Ha KapBeJKIOJ OT TMPOYYBAHMATA [PH KHBOTHH (BX. CBILO TOYKA 5.3).

KipMene
TIpoy4BanuATa NpH KHBOTHH NOKA3BAT, Y€ KAPBEIHION KITH HECOBUTH MeTaGONUTH Ce eKCKPETHpAT B

xbpmaTa. He e H3RECTHO nanm KapBeqHIION ce eKCKPETHpa B KbpMaTa npy 4oseka. [Topamy ToBa He ce
NPenoPbYBa KbPMEHE I10 BPpEMe Ha MPUMOKEHHE Ha KAPBEHTION.

4.7. Edexra snpxy cuocobnocrya 3a wodupane n paGora ¢ mamany

He ca nposexkianu npoyuBasus 3a eeKTHTE Ha KAPBEAMION BHPXY CrOCOOHOCTTA

wodupade H paboTa ¢ MALUMHH. ; ;
[Topaau MHAMBAAYaNnHO BapHpalUWTe peakiyH (Hanpumep 2amaiiBade, ymopa) éneeeﬁaocm 34
mohupane, pabota ¢ MalmMHH HIH pa60Ta 6e3 cTabmiHa onopa moxke aa Gbae preﬂ,eHa “Tosa ce .
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OTHacA 0CoDeHO MpH 3al0YBAHETO Ha J'ie'-lﬁHHCTO, CICx YBCIIMHCHHE HA NO3HPOBKATa, IPH NPpOMAHA Ha
JICKapCTBEHHTE NPOIYKTH W IIpH KOMGHH&I[[{S[ C aAJIKOXO0J

4.8. Hexenanu AexapCcTBeHd peakiiHE

a) Obobwenue na npohuna na Gezonacrocm
YectoTata na nexenanure nekapereeHH peakuus (FJIP) He 3aBHCH oT A03aTa ¢ H3KIIOYCHHE HA
3aMafBaHETO, HAPYIIEHHATA B 3pEHHETO U GpanuKapauATa.

6) Tabauuen cnucvk Ha HeJCERaHUME PeaKyUY
PHCK®T OT BL3HHKBAaHE HA TIOBEUYETO HEXENAHH PEaKLHH, KOWTO Ce CBBP3BAT C KapBeJuioN, € CXo/eH
IIPH BCHYKH [0Kasanms. M3KoueHHsTa ca IocoveHH B NOATO9KA §).

Criopesi TAXHATa YECTOTA HEXeaHHTE JIEKapCTBEHH PEAKIHMK Ce ONPE/IENAT, KaTo CIeABa:

MHoro yectn (>1/10); -

Yecrn (21/100 no <1/10);
Heuecrtn (=1/1000 go <1/100);
Peaxu (>1/10 000 no <1/1 000);
Mnuoro peaxu (<1/10 000);

Hucpexyuu u unpecmanun
YectH: BpoHXHT, NHEBMOHHA, HH(EKIHA HA FOPHHTE AMXATENHH ITRTHINA, HH(EKIMA Ha MHKOYHHTE
OBTHLIA o .

Hapywenun na xpeema u numgnama cucmema
YeeTH: aHeMHus

Penxu: TpomGonuTonesus

MHoro peaku: nesxoneHHs

Hapywenua va umynnama cumema
Muoro peakn: CBpbXYyBCTBHTENHOCT (AIEPrHYHA PEAKIHA)

Hapywenun na memabonusma u xpanenemo:
Yecry: TToBHIABaHE HA TEMNIOTO, XHIIEPXONECTEPOMUS, BIOLIABAHE HA KOHTPONA HA IJHOK03aTa B
KPBHBTA IPH NAUMENTH C NPEALIECTBAII 3aXapeH NHA6eT (XHIepriIHKeMUs, XHIIOTIHKEMHA).

Heuxuampuunu napywenus
Yecru: HenpecHa, NOTHCHATO HACTPOEHHE
Heyectu: Hapywenus na coha

Hapywenua na nepenama cucmema
Muoro yecTH: 3aMaiipaHe, rnapobomue
Heuectn: Ilpecunxon, cHHKON, napecTe3xs

Hapyuwenua na ovume
Hecrn: HapylieHo 3penne, HamaieHo ChII300TAEIIHE (CYXO0 OKO), OUHO ApasHEHe

Cypoeunu napyuenun

Muoro yectn: ChpneyHa HeJOCTATBYHOCT

Hectu: Bpagukapaus, enem, XHriepeoIeMns, IPETOBAPBAHE ¢ TEUHOCTH
Heuectn: ATpHOBEHTpHKYIapeH BII0K, CTEHOKapaus

Cvoosu Hapywenun
Muoro uectd: XunoToHus




Heetn: OpToCTaTuyHa XWMOTOHHSA, HapylleHHs Ha NepU(EepHOTO KpbBooOpallleHHe (CTyNEHH
KpaiHHUH, nepH(epHO CbAORO 3a60JIaBaHe ofocTpsaHe Ha HHTEDMHMTCHTHO HAKyL[BaHe H (EHOMEH Ha
Petino)

Pecnupamopru, 2poonu u meduacmuHQIHu HADYUIEHUS
Yectu: aucnies, Senonpobed 0TOK, aCTMA NPH NPEAPa3NON0KEHH TIAllHEHTH
Peaxu: 3anyweH Hoc

Cmomauino-4pesnu napyuenus
YecTu: rajiene, AMapus, HOBpPbIUaHE, AUCIENCHA, KOpeMHa Goka

X enamobunuapHL HAPYWERUA
Muoro yectw: [losmmenne Ha anawiH amHHO Tpamcdepasa (ALT), acnmaprar ammmHoTpancdepasa
(AST) n rama-rayTamm Tparcdepasa (GGT)

Hapywenun na xoxcama u nodxosxcrama nroxan

Heuecrn: KokHH peakiuu (HampHMep aliepr4Ha €K3aHTeMa, NepMaTHT, YPTHKPHA, Cbplex,
NCOPUATHYHH KOXKHHU NIE3HH U J1e3uu, TOA0OHH Ha lichen planus), anonenus

Mrnoro peaku: Texks KOXKHH HexenaHH peakund (sanp. Epurema Mynmugopme, CHHAPOM Ha
Stevens-Johnson, TokcHYHA enuaepMaiHa HEKPOTH3A),

Hapywenun na mMyckyno-cxenemuama cucmema u CoeOuHUmMeIHAMa mvKan
Yectu: bonkn B kpafinuumre

Hapywenun na 6vbpeyume u nuxounume nomuwya

Yecru: bubpeusa HEAOCTATBYHOCT H OTKIOHEHHA B OhOpeyHaTa QyHKUMA PH NAUKEHTH ¢ quGy3HO
CBAOBO 3a00/1sIBane W/HIH yBpeaeHa 6p0peuna GyHKUMA, CMYIIEHHS B MAKLHATA.

Mtoro peaxy: IHKOHTHHEHUMSA HA YPHHATA TIPH KEHH

Hapywienun #a 863npouseooumennama cucmema u 2epoama
Heuecru: Hapyuniena epekTunHa dysxuns

Obwyu napyuienun u epekmu Ha MACMOMO HA HPWIONCEHUE
MHoro decTit: AcTeHns (yMopa)
Yectu: bonka

f8) Onucanue Ha W0PanY HeJCerany Pearyiiu
3amaliBaHe, CHHKOI, IJIaBo0ONHE M ACTEHHA OOHKHOBEHO ca cab0 M3paseHH M € TIO-BEpOATHO A2
BBIHHKHAT B HAYAIOTO HA NTISYSHHUETO.

Ilpx nauuenTH CHC 3acToliHA ChpIeYHA HEAOCTATHYHOCT MO BPeME Ha MOBHILABAHE Ha J034Ta Ha
KApECAMION MOXKE /i Bb3HHMKHE BIIOMIABAHE HA CHPACYHATA HEZIOCTATEYHOCT H 33/[PHKKa HA TEHHOCTH
(BX. TOuka 4.4).

Copnevnata HEAOCTATBYHOCT € YECTO CHOOMIABAHO HeXeNaHo chOMTHE KAKTO NPH NalHEHTHTE,
nexyBanu ¢ nauebo, Taka M npu Te3n ¢ kapeemwion (14,5% u croreetHo 15,4 % npH MAIMEHTH C
neBoKamepHa THCHYHKUMA cliell OCThP MHOKapIeH UH(AapKT).

Habmopagano ¢ obpatuMo miollaBaHe Ha GbOpedrara QyHKIMA NPH NeYeHHE C KapPBEAUNON IPH
MalMCHTH ¢ XPOHHYHA CHPACYHA HEJOCTATHYHOT ¢ HECKO apTePHAIHO HAIATaHE, HCXeMH4Ha Donect
Ha ChpueTo H AWdY3HO CbOOEO 3ab0NfBaHE W/WIH ¢hmbTcTBama OBOpeuHa HENOCTATHUHOCT (B}K
TO4Ka 4.4).

Karo knac, Gera-anpeHepruvsiTe peLenTopHH Gokepd moxke Aa NPEIU3BHKAT
nateHTeH nuabeT, BnowaBaHe Ha MaHudecreH nuaGeT W WHXMOMpaHe Ha KO
KPBEHATA ITIOKO3a.



KaPBﬂ,[[HHQJT MOXKE Ja OpHYHHH HHKOHTHHCHIIMA Ha YpHHATA MPH XKEHH, KOATO OT3BYJABA IIpH
NpEYyCTaHOBARAHE HA NIEYEHHETO.

Cpobmapane Ha NOAO3HPAHH HEMENAHH PEAKIHH
Coo01maBaneTo Ha NORO3MPAHM HEXENAHM PEaKLHK C/Ie] pa3pellaBaHe 3a ynotpeba Ha JeKapCTBEHHA

HPOIYKT € BaxkHO. ToBa MO3BOsIARA 12 IPOABIKH HAGMONEHHETO HA CHOTHOIIGHHETO NOJI3a/PHCK 38
nexapereeHHA npoaykt. OT MeqHUHMHCKHTE CHElHATKCTH ce H3HCKBA fa choDbIlaBaT BCKa
NoJ03UpaHa HeXeNlaHa peakius upes M3nbnHuTenHa areHups no IeKapeTsara, yi. ,,Jlamau I'pyes” Ne
8, 1303 Codus, Ten.: +35 928903417, yebeaiit: www.bda.bg.

4.9.IIpenoszupane

Cumnmomu u npunayu

B cnyuaii Ha mnpexosMpaHe, MOXKE Za C€ OYAKBA TEKKA XHMIIOTOHHA, Opaaukapaus, cbpaedHa
He,IIGCT&Tb‘lHOCT, KapjJHOr¢HEH [OK H CBhpACYECH apecT. I[Oﬂ'bJ]HP[TeJIHO MOTaT Ja ce DOABAT
3aTPYAHEHHA B [MIIAHETO, OpPOHXOCNAa3MH, NOBPBLIaHE, HAPYLIEHO Ch3HAHHE H [eHEpaNH3HpaHH
rspUOBE.

Jeuenue

Oceen  ofmoTo mopmbpxamo Jedyexme, TpaGBa Ja ce NpOCHeNdBaT W KOPHTHPaT BHTAIHMTE
MOKA3aTeNH, aKo € HeoOXOouMo, B YCIIOBMSTA HA MHTEH3UBHO OTAeneHue. Morat na ce mposejaar
CJCAHHTE NIOLAbPIKALIA MEPKH:

[lpn Hanuuue Ha npexkoMepHa GpanMKapaus MoXe Ja ce AaAe aTPONHH HHTPABEHO3HO, JIOKATO 34
TIOATbPMKAHE HA BEHTPHKYJapuata QYHIHA ce MpenopbYBa MHTPABCHO3ZHO NPHIATAHE Ha I[VIIOKArOH
HJIM CHMNIATHKOMHMETHLH (200yTaMuH, H30MPEHATHH). AKO ¢ HEOOXOAHM NOJOKHTENIEH HHOTPOIEH
edexr, Tpabsa ma ce UMat npeapua uHxuGHTOpH Ha docdonuecrepasara (PDE). Ako B npoduna Ha
WHTOKCHKALKA JOMHHUpa neprdepHaTa Ba3oaH3HIALMA, Torapa TpabBa na ce npuiarat HOpHEHUITHH
UM HOPaJipeHa/IHH, KATO HEAPEeKbCHATO Ce MpoCcielasa KpbBooOpamennero. Moxke na ce HANOKH
AeveHHE ¢ NeHc-MeHKbp B Cryyail Ha 1eKapCTBO-pe3UcTeHTHA GpaHKapaus.

Ilpu Gponxocnasem Tpabra na ce npuiarat Geta-CHMNaTHKOMAMETHLM (1O GOpMaTa Ha aepo3on U
HHTPABEHO3HO) WIH aMHHOGMMIHH MOXeE A Ce TPWIATa MHTPABEHO3HO upe3 OABHA HHXKEKLMSA HIIM
‘uHQY3Ha. B crydait Ha repuose ce npenopbuBa GaBHO WHTPABEHO3HO HHXKCKTHPAHE HA JMA3ETIaM
HITH KIIOHA3eaM. '

KapBeaunonbT ce xapakreprsupa ¢ BHCOK2 CTENEH HA CBLP3BAHE C IPOTEHHHTE. 3aTOBA HE MOXKE J1a
61/l eNMMUHNPAH NOCPEACTBOM JHANH3A.

B cayyau Ha 0cTpo npefo3upaHe ¢bC CHMITTOMH Ha INOK OMMCAHOTO MOLTBPAKALIOC JedeHHe TpaOBa na
APOABIBKH JOCTATHUHO ABIr0, TOSCT AOKATO CHCTOSHHETO Ha MALMEHTa e crabunusupa, Thi Karo
MOXE 1a C€ OYaKBa TPOAB/DKHTENIEH €IMMHHAIMOHEH MNOMY)KHBOT H IpepaslpeAeieHHe Ha
KApBEAKION OT M0-AbJIOOKMTE KOMIAPTHMEHTH.

5. ®APMAKOJOTHYHH CBOMCTBA
5.1 PapmMakoIHHAMHYHE CBoOficTEA

(dapMaKkoTepaneBTHYHA rpyna: andal- u Gera-Gnokepu
ATC-xon: COTAGO2

Kappenumion e BasoguIaTaTopeH HecelnekTHBeH GeTa-6nokep, KoWTO Hamangea nepHEpHOTO CHAOBO
CBIPOTHBNEHHE YPe3 CeneKTHRHA andal-peuenTopHa 610Kkasa H MOTHCKA PCHHH-AHTH
CHCTeMa upe3 HecenexTHBHa Gera-Onokana. [Inasmenara peHMHOBAa aKTHBHOCT €
PAOKO HACTBIBA 33APbKKA HA TEHHOCTH.
KapeenumomsT He nNpHTeXapa PBBETPEIIHA CHMIATHKOMHMETHYHA AKTHBHOCT/
MeMOpaHOCTabHIM3HpaLH CBOHCTBA KATO MPONpPaHOIIoNa. '
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Kapeeannon € paugmar Ot fABa ¢TepeoMzomepa. B KMBOTHHCKM MOIENM W ABATA CHAHTHOMEpA ca
‘mokasanu  anda-axpeneprauHabnokupana  aktHpHoct. HecenektuBnata Geral- M Geral-
afpeHopeLienTopHa HNoKaJa ce AB/DKM IPeMMHO Ha S(-)eHaHTHOMEpA.

AHTHOKCHAAHTHHTE CBOHCTBA HA KapBEOWION M HA HEroBHTE METabONMTH ca AEMOHCTPHpaHd B
CKCTIEPUMEHTH C XXHBOTHH iR Vitro W in vivo, KAKTO U in vifro ¢ peHLa BHAOBE YOBELIKH KJCTKH.

Ilpy nauMeHTH C XWNEPTOHHS, TIOHIKABAHETO MA KPBHBHOTO HAJAraHe HE Ce CLOPOBOXIA OT
€OHOBPEMEHHO YBelH4aBaHe Ha NepHEPHOTO CHIPOTHRIICHHE, KAKTO ¢& HAOMoAaBa [IPH “4HCTHTE”
Gera-Gnokepu. ChpredyHaTa 4eCTOTA Ce HaMaNABa MuHEManHO, O0eMBT Ha CEPACUHMTE YIapH OCTaBa
HenpomeHeH. PeHanHuAT kpLBoTOK K 6bOpevHaTa QyHKIMA, KAKTO H NEPHPEPHHAT KPBBOTOK OCTABAT
B HOPMAJIHHTE CTOHHOCTH: TOB2 € MpPHYHHATA 33 JTANCca Ha 06uYaiHOTO npu GeTa-OnoKepUTE YyBCTRO
33 H3CTHBaH¢ Ha Kpainuumre. [Ipy xumepToHMIM, KapBeAWIONST MOBUIIABA [UIa3MECHaTa
KOHLEHTpalus Ha HOpenHHepuH.

Tlo BpeMe Ha NPOTBIDKMTENHO JieYEHHe HA TIAIMEHTH ¢ AHTHHA MEKTOPHC, KAPBEIMNION IOK43Ba
AHTUHCXEMHYEH B AHTHAHTHHO3eH €QeKT. XeMOOHHAMHYHH M3C/ACIBAHHA MOKA3BAT HAMATABAHE HA
* KAMEPHOTO pe/i-H ClleHaToBapBaHe Ha ChpUeTo, TIpH nalMeHTH C NABOKAMEPHA AHCQYHKLIHS HIH
KOHI€CTHBHA CHPACUHA HEAOCTATHUHOCT, KAPRCAWION NOBAMABA ONaronNpHSTHO XCMOAMHAMMYHNTE
NapaMeTpH, KaKToO U JIABOKAMEPHHA pasMep H Pppakuyd Ha A3TIacKBaHe.

Kapeenunon He okasBa HEraTHBHO BJIMAHME BBPXY CEPYMHOTO HHEO Ha JHMIUAMTE HIH BBPXY
enexrponurure. CroTHomenrero HDL (h:gh—denszgz lipoproteine) u LDL (low-density lipoproteine)
OCTara HOPMaJTHO.

5.2 dapMaKoKBEHETHYRE CBOHCTBA

Obto onucanue

AbGcopbuus

A6conioTHata GHOHATHYHOCT cliell OpATHO MOEMaHe Ha Kapeemwion e okono 25%. MaxcamanHara
NJIa3MeHa KOHUEHTpaliug ceé RocTHra oxono 1 uac cnen npueMa. ChilleCTBYBa JIHHEHHa 3aBHCHMOCT
ME&XZY [03aTa W [na3MeHara KoHueHTpaimsa. [IpH nalieHTH ¢ OaBHO XHIPOKCH/IMpaHe Ha
AcOPU3OKBHH, MNa3MEHHTE KOHLEHTPALMH Ha KAPBEAMION Ce YBEJAMYABAT 10 2-3 ITBTH B CPABHEHHE C
nauvenTure ¢ Obps metabonusbm = Ha [eOpH3OKBMH. DBHOHATMHHOCTTa HE e IMPOMEHA [pH
€IHOBPEMEHHO TI0EMAHE HA XPaHa, N0-GABHO C& ZOCTHTA CAMO MAKCHMAJIHOTO [UIA3MEHO HHBO.

Paznpeacnenue
Kapeenaunonst ¢ cunHo nunodunHo crelunenme. Toit ce cBbp3Ba ¢ okono 98-99 % or miasmeHHTe

npoTeHH. OGeMbT Ha paznpeneneHHe e okono 2 kg,

BroTparchopmanus

First-pass-e(eKkTBT cie/| OpAlleH MPHEM € B CTORHOCTH 0KouTo 60 - 75 %.

Enumunupane

CpenHOTO BpeMe Ha €NHMUHAUMOHMS MONYKHBOT HA kapeeunona e ot 6 no 10 =aca. [Inasmenusr
KJIHBPBHC € CbC CTOHHOCT okono 590 ml/min. EnuMHAmHpaHeTo Ha KapReJHIOAa C€ OCHINECTBABA
INABHO 4pe3 JHUTBYKATA, 4 OTAC/IAHETO MY OT OPraHHW3Ma - OCHOBHO Upe3 dekanuure, Manka yacr ce
enuMUHUPa noA hopmata Ha MeTabonHTH ypes GubpeumTe.

KaPBeIlHJ'IOH'hT Ce pasrpaxia B rojidMa CTCNeH A0 palyIHYHA MEeTabOoNHTH, KOHTO C€ EJIHMHHPlpaT
rJaRHO dpes xxIbykara. Kapseawiontr ce MeTaﬁonusﬂpa B YEepHHA Ipod Tpeaum : <
Ha apoMATHWs TPLCTEH M FHIOKYPOHMpaHe. TlocpeacTeOoM neMeTHINpaHE W
$EHONOBHA TIPECTEH C€ MONyyaBaT TPH akTuBHH Merabonuta ¢ Gera- 6
CPAaBHEHHE ¢ KAPBCOHIION TE3H TPH aKTHBHM meTabonuta wMar cnalo Baaon -
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ca 10 nBTM MO HMCKH OT Te3H Ha KapBegmiona. JlBa oT xuapokcHkapbasonopHre metabonuta ca
BUCOKOAKTHBHH aHTHOKCHAAHTH ¢ 30 10 80 mpTH mo-cHunHo AeiicTBHE OT KAPBEAHION.

CrolicTBa Npy nauHenTa

DapMaAKOKHHETHKATA HA KapBeHIION Ce MOBIHABA OT BH3PACTTA: IUIA3MEHHTE HMBA Ha KapBeousofa
TIPY NAIMEHTH B HAMpeAHANA BB3PacT ¢a ¢ 50 % [o-BHCOKH OTKOJIKOTO TIpH MIalH MalueHTH. B eaHo
H3CNEABaHE Ha NALHEHTH ¢ YepROAPoOHA LIUPO3a € YCTAHOBEHA 4 IThTH TO-BHCOKA OMOHATHYHOCT, 5
NETH NO-BACOKA IWIa3MEHa KOHMEHTpauMs M 3 WbTH NO-BHCOKH ¢ToMHOCTH Ha obema Ha
pasnpeiie/icHHe Ha KapacJHION OTKONKOTO NpH 31paBH HauueHTH. [IpH HAKOH XHIEPTOHHIM C
ymepena G10peuna HemocTaTrhyHoCT (KpeaTHHHHOB KIHpBHC 20-30 ml/min) mmn Texka 6u6pedHa
HEAOCTaThYHOCT (kpeaTHHHHOB KMHprHe <20 ml/min) e 6wro HaGAIOAABAaHO MOKAYBAHE Ha
TIIa3MEHATa KOHUEHTPalda Ha KapeeAwnon ¢ okono 40-50 % B cpaBHCHHE ¢ MALMEHTH ¢ HOPMAITHA
6u6peuna Gynkums. Ilpu ToBa pesyirraTiTe ca GWIM ¢ BUCOKa BAPHAOHITHOCT.

5.3 TipeaxiuAndsy nannu 3a Gesonacroct

M3creaBaHUA BEPXY MTBXOBE M MHMIIKH, B 03K OT 75 mg/kg 1 200 mg/kg (38-100 neTH noBeye ot
JHEBHATA MAKCHMAJTHA Y0BELIKA 103a) HE ¢a MOKA3ATH KapUHHOTCHEH MOTEHIHAT HA KAPBEHIION,

In vitro- Mnn in vivo- W3cneapaHus npyu Go3afHANM H APYIH XHBOTHH HE Ca JIOKA3aMH MYTarcHeH
MOTEHUMA HA KapBEAHAON. _

Cren punaraie Ha BUCOKH 03H KAPBEAWION BHPXY GpeMeHHH mrbxose ( = 200 mg/kg = = 100 meTH
MIOBEME OT JHEBHATA MAKCHMaNlHA HOBEIlK2 [034) ca HaOJIONABAHH HEXENAHW BB3ACHCTBHS BBPXY
GpemennocTTa M eprunutera. [lpu nosu = 60 mg/kg (230 reTH NoBede OT AHEBHATa MaKCHMANHA
yoBelIKa 103a) ¢ Habmogasano 3alapgHe pacTexa W pasBHTHeTo Ha maona. ChinecTrysa
eMOPHOTOKCHHMHOCT (MOBHILEHa CMBPTHOCT CIEJ HMIVIAHTAUMA HA eMOpHOHA), HO TpH A03u ot 200
mg/kg v 75 mg/kg (cvors. 38-100 meTHM noBede OT OHEBHATA MAakCHMAlHa 4YOBELKAa 103a),
NIPHAOKEHH BhPXY TLTBXOBE M 3alily, He ca HaGmozaBaHK NedopMaLwH,

6. ®APMAIEBTAYHM JAHHH

6.1 CoHchK HA NOMOIDHHTE BelIecTEAa

Sapo Ha rabnerkara;

MukpoxpucTanha temynosa

JlakTO3a MOHOXHApAT

Kpocnosuaon

[lorHaoH

CHITHUHEB JHOKCH], KOJIOWAeH Be3poaeH
MarHezunes creapar

ObruBKa pa Tabnerkara:
XuAPOKCHIIPONWIMETHN LENy103a
Turanor quokcua (E 171)
Tpuerun uurpar

Makporon

Tlonugexcrposa

6.2 HecbBMeCTHMOCTH
Henpunoskumo.

6.3 Cpok Ha roauocr
3 roauus.

6.4 Cnensanuy ycioBHA HA CLXPAHCHHE
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Jla ce CbXpaHABa B OPUIHHANIHATA ONAKOBKa, 11a C€ 11834 OT CBET/iMHA!
Ja ce cuxpausea nog 30 °C!

6.5 Bua H chabprkaHHe HA ONAKOBKATA

brucrepna onakoeka (PVC/Alu)
Fonemvna Ha onakoskure: X 30, x 50 u x 100 punmupaay Tabnerky.

He BcuuKH BHIOBE ONaKOBKH MOraT 42 GBAAT MyCHATH B npoaax6a.
6.6 CnenHajiHM npeuazHH MepKH NPH H3XBHPIAHEE B pabora

Hsama cneuyHaniid H3HCKBaHHA.

7. TPATEXKATEJ HA PA3PEIIEHHETO 3A YHOTPEBA
Worwag Pharma GmbH & Co. KG

Flugfeld-Allee 24

71034 Boblingen

T'epmanus

ten.: 07031/6204-¢
daxc: 07031/6204-31

8. HOMEP(A) .HA PASPEINIEHHETO 3A YIIOTPEBA

20060434

9. JATA HA ITbPBO PA3ZPEIMABAHE/NIOTHOBABAHE HA PASPEIIEHHUETO 3A
YHOOTPEEBA

- JlaTa Ha nbpBoO paspelnasane: 15 Asrycr 2006 r.
Hata Ha nocaenHo nogHoBaraHe: 5 Jlexemepu 2011 1.

10.  JIATA HA AKTYAJNI3HPAHE HA TEKCTA

10/2021
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