OBILIAA XAPAKTEPUCTHUKA JI

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Kapsemwion, 12,5 Mr, Ta0ieTKH.

Kapsenumo, 25 mr, TabneTKH.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytolee BENIECTBO: KapBEIUIION.

Kapseaunon, 12,5 Mr, TabieTku

Kaxxnas Tabnerka copepxut 12,5 Mr kapeeauiiona.
BcrniomoratenbHble BelecTBa, HaJM4Ue KOTOPBIX HAI0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOIO
npemnapara; JakTo3sl MoHoruapar (cM. pasaeinst 4.3, 4.4).

Kapsenmnoi, 25 mr, TabJIeTKH

Kaxxnas Tabnerka conep KUt 25 Mr KapBeansoa.
BcrnomoratenbHble BelIecTBa, HAJIMYKWe KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTHIpaT (cM. pasaens 4.3, 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTkn.
Kpyrible MIOCKONMMIMHAPUYSCKUE TaONEeTKH Oelnoro wWin Oelloro €O CBETIO-KOPUIHEBBIM
OTTEHKOM I[BEeTa, ¢ (hacKoi M KPecToOOpa3HON PUCKOU.

Ta6neTKy MOKHO Pa3CJIUTh Ha paBHBIC TO3bI.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpenapar KapBenniion nokasan K TPUMEHEHHUIO Y B3POCIIBIX 10 TOKA3aHUSIM:

e AprepuanbHas TUNEPTEH3Ws (B MOHOTEpAalMM WM B KOMOWHAIMU C  JIPYTHMH
THITIOTCH3UBHBIMH CPEJICTBAMH, HAIIPUMED, OJTIOKATOPaMU «MEJICHHBIX) KaTbIIMEBBIX KAHAIOB
(BMKK) nnn nuypetukamn).

e UWmemuueckas Oonesnp cepama (MBbC) (B ToMm 4mcne y MalMEHTOB C HECTAOMILHOMN
CTeHOKapAueH u 6e3001eBoii UllleMHe MUOKap/a).

e Xponuueckas cepiaeuyHas  HemoctarouHocTh (XCH)  (meueHue  cTaOuinbHOW U

CHUMIITOMATHUYeCKO# Jierkoit, ymepennoit u Tspkenoit XCH (I1-IV ¢yHknmoHamsHOTO Kiacca
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no knaccudukaruu NYHA) umemudeckorq Uiy HGMI&MG¥%E#§%(JM6P}HQ&I&H Cc

MHTUOMTOpaMU aHTMOTEH3WHIpeBpamaromero gepmenta (AIID) u quyperukamu, ¢ wim 6e3

CEpJCYHbIX NIMKO3UI0B (CTaHapTHAs Tepamus), IpU OTCYTCTBUN IPOTUBOINOKA3aHUIA.

4.2. Pe:kuM 103UPOBAHMSI M CIIOCO0 NMPUMEHEHUs

PexxuM J103upoBaHus

Bspocnvie

Apmepuanvras cunepmensus

PexoMeHnioBanHas HavaiabHas 103a cocTaBisieT 12,5 Mr 1 pa3 B CyTKU B iEpBbIE 2 JTHS TPOBEACHUS
Tepanuu, 3areM 1o 25 Mr pa3 B cyTku. llpu HeoOxoaumocTu B JalibHEHIIEM 103y MOXKHO
YBEJIMYUBATh C UHTEPBAJIaMU HE MEHEE 2 HE/ENb, JOBOAS 1O MAKCUMAJIbHON PEKOMEHI0BaHHON
10361 50 Mr 1 pa3 B cyTku (Wiu pa3ieleHHON Ha 2 mpueMa 1o 25 mr).

ubC

PexomengoBanHasi HayalibHAsI 1032 COCTABISIET 12,5 Mr 2 pa3a B CyTKU B IIEPBBIC 2 JIHS, 3aTEM I10
25Mr 2 pasa B cyTkd. [Ipm HEOOXOOMMOCTH BIOCICACTBHH 03y MOXHO YBEIMYUBATH C
WHTEpBaJaMu HE MEHee 2 HeJllelb, JOBOJS 10 MAaKCUMalIbHOM CyTOYHOM 103bl, paBHON 100 mr,
pa3ziesieHHOM Ha 2 mpuema.

XCH

Jlo3y moxOuparoT MHANBUAYAIEHO, HEOOXOIMMO TIIATeIbHOE HAaOI0AeHNE Bpaya. Y MaIleHTOB,
MONyYaIOlUX  CEepACYHBbIE TJIHMKO3UABI, JAUYpPeTUKH ©  uHruoutopsl AllD, cruexyer
CKOPPEKTUPOBATH UX JI03bl IO HAYaJIa JICUEHUS KapBEINUIIOIOM.

PexomenoBanHast HauanbpHas 103a cocTaBiser 3,125 Mr 2 pa3a B CyTKH B TeueHue 2 Henenb. [pu
XOopollel NMepeHOCUMOCTH /03y YBEIMUMBAIOT C MHTEpBAJIaMHU HE MeHee 2 Henenb A0 6,25 mr
2 pa3a B CyTKH, 3aTeM 10 12,5 Mr 2 pa3a B CyTKH, IOTOM J10 25 Mr 2 pa3a B CyTKH.

Jlo3y cienyer yBenu4uuBaTh 10 MAKCUMAJILHOM J103bI, KOTOPAsi XOPOILLIO EPEHOCUTCS MTALIUEHTOM.
PexomenoBanHas MakcuMalbHas 703a — 25 Mr 2 pa3a B CYTKH JUIsl BCEX MAIIMEHTOB C TSHKEIIOM
XCH u /14 manMeHToB ¢ Jerkoi u ymepeHHoi crenenbio XCH ¢ maccoil Tena nanueHta MeHee
85 kr. Y manuenToB c jerkoit u ymepenHoit XCH, u maccoii Tena 6osee 85 Kr — peKOMeHJ0BaHHast
MakcHUMasbHas 103a cocTasiseT 50 Mr 2 pas3a CyTKH.

[lepen kaxaplM yBEIWYEHHEM /03Bl Bpad JIOJKEH OCMOTPETh MalMeHTa MJIsS BBIABICHUS
BO3MOXKHOT0 HapacTtanus cumntomoB X CH unu Bazonunaranuu. [Ipu TpaH3uTOpHOM HapacTaHUU
cumnToMoB XCH nim 3aepKKe )KUIKOCTH B OPraHU3ME CIEAYET YBEINYUTh 03y IUYPETUKOB,
XOTS MHOTJA PUXOJUTCS] YMEHBIINUTD O3y KapBEAMJIOJIa UIH BPEMEHHO OTMEHUTB €TO0.
CumnTomsl Ba3oIMIATAllMd MOXKHO YCTPAHUTh YMEHBIIEHHEM J03bl JUYpeTHKOB. Ecmm

CUMITOMBI COXPAHSIOTCS, MOXXHO CHU3UTh J03y uHruoutropa AIID (eciu mnmauuMeHT ero
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MPUHUMAET), a 3aTeM NPHU HEOOXOIUMOCTH —{_J03Y ﬁ%@%ﬁﬂﬁ&fﬁs@%ﬁ' '%%Iﬁi;llz;ﬂ;':ﬁozy

KapBeAWIOla HE CIEAyeT YBEIMYMBATh, IOKa cuMOTOMbl ycuiuBatoueiics XCH win
apTepHaJIbHON TMIIOTEH3UM HE yJy4llaTcs.

Ecnn neuenne kapBenusonoM IpephiBalOT Oosee yeM Ha | Hexento, TO €ro Ha3HavyeHue
BO300HOBJISIOT B MEHBLIEH J03€, a 3aT€M YBEJIMYMBAIOT B COOTBETCTBUU C IIPUBEICHHBIMU BbIIIIE
pexoMeHaanusaMu. Eciay edeHue KapBeIusIoNoM IpEephIBalOT 0ojiee ueM Ha 2 HeJeld, TO €ro
Ha3HA4YCHHE CJIeIyeT BO3OOHOBIATH B A03¢ 3,125 Mr 2 pa3a B CyTKH, 3aTe€M MOJOHMPAIOT J03Y B
COOTBETCTBUH C IIPUBEACHHBIMU BBIIIE PEKOMEHAALMUIMH.

Oco0nlie T'PpYHOIIbI TAIKMEHTOB

Tayuenmor nodxcunozo 6ospacma
JlaHHbIE, KOTOpPBIE TPOAUKTOBAIN OB HEOOXOAMMOCTb KOPPEKIMH J03bI, OTCYTCTBYIOT.
Tayuenmoi ¢ napywenuem ¢hynkyuu novex
CymecTByronye JaHHble [0 (PapMaKOKMHETHUKE Yy MALMEHTOB € pa3IMYHON CTENEHbIO HAPYIICHUS
(GyHKIMM NOYEK (BKIIIOYask IOYEUYHYIO HEIOCTATOYHOCTD) ITO3BOJISIFOT 110J1araTh, YTO NAL[UEHTaM C
YMEPEHHOW M TSDHKEJIOW IMOYEYHOM HEIOCTaTOYHOCTBIO KOPPEKLMHM JI03bl KapBEIWIoia HeE
TpeOyercs.
Tayuenmoi ¢ napywienuem yHKyuu neveHu
Kapseauiion npoTuBonoka3a naueHTam ¢ KIMHUYECKUMHU IPOSIBICHUSIMUA HapyLIeHUs! QyHKLIUN
MIEYEHHU.

eTH
bezonacunocts 1 3¢pdexTuBHOCTL Npenapara Kapseausnon y nerei B Bozpacte ot 0 10 18 net He
yCTaHOBJIEHBI. JlaHHbIE OTCYTCTBYIOT.

Criocob nnpruMeHeHu s

HpI/IHI/IMaTB BHYTPbB, 3aliMBasg JOCTATOYHBIM KOJIMYECTBOM KUJAKOCTH.

4.3. IIpoTuBONOKA3aHNS

® THUIEPYYBCTBUTEILHOCTh K KAPBEAWJIONY W/WIHM K JIIOOOMY M3 BCIIOMOTATENbHBIX BEIIECTB,
MIEpPEYNCIICHHBIX B pa3zene 6.1;

e ocrpas u XCH B cragum [eKOMIIeHCAalMu, TpeOyIomas BHYTPUBEHHOTO BBEIEHUS
WHOTPOIHBIX CPEJICTB;

® KIMHWYECKH 3HAYMMOE HapyIIeHNEe (YHKIINH ITCYCHU;

e arpuoBeHTpuKyJsipHass Onokaga Il w III cremenm (3a wHCKIIOYEHHWEM MALUEHTOB C
MCKYCCTBEHHBIM BOJUTEIIEM PHTMA);

e BBIpaXeHHas Opamaukapaus (dactora cepaeunbix cokpamenuit (YCC) menee 50 yn/mun);

® CHHAPOM C1abOCTH CHHYCOBOTO y3Ja (BKJIFOYAsi CAHOAYPHUKYISIPHYIO OJIOKay);
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e TsDKeNas apTepualibHas TUIIOTEH3US! (CHUCTO I/I‘IeCKOg_I %%el%%ﬁéﬁ&'ie . IeT(f&lfh I:iV-IIéHee

85 MM pT. CT.);

® KapJHMOTCHHBIN LIOK;

® aHaMHECTHYECKHE YKa3aHMs Ha OpOHXOCHa3M M OPOHXHAIbHYIO aCTMY;

e Bo3pacT 10 18 et (3hPexkTuBHOCTD U 6E€301IaCHOCTh KapBEINJI0JIa HE YCTAHOBJICHBI);

® HEMEpPEeHOCUMOCTb JIAKTO3bl, ACPUIUT JAKTa3bl, HEMEPEHOCUMOCTb (PPYKTO3bI, CHHAPOM
HapYIICHUS] BCACBIBAHMS TIIFOKO3BI/TAIAKTO3bI, ACPUINT caxapa3bl/M30MalbTa3bl (Tipenapar
COJICP>KUT JIAKTO3Y);

e (eoxpomornToMa (6€3 OJHOBPEMEHHOTO MPUMEHEHHS allb(a-aapeH00I0KaTOPOB).

4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

e XpoHHuYeckas oOcTpykTHBHas O60se3Hb Jerkux (XObJ);
e JIerpeccus;

® MHUACTCHUS;

® TUIOTJIMKEMHS;

® aTPUOBEHTPUKYIsIpHas Onokazna | crenenu;

® THPEOTOKCHKO3;

e OOHIMPHBIEC XUPYPIHUYCCKHE BMEIIATEIILCTBA U ITPOBEICHUE OOIICH aHECTEe3HH;
e creHokapaus [IpuHnmMerana;

e caxapHblil quader;

®  OKKJIIO3MOHHBIE 3a0051eBaHMs TepUPEPUUECKUX COCYI0B;
® [10/103peHHUE Ha (PEOXPOMOILIUTOMY;

® TI0YeYHas HEJOCTATOYHOCTH;

® [ICOpHA3s.

Oco0ble yKazaHus

ITpenapar KapBeausion pexkomenayercs npuHuMarh s jedeHus XCH kak nononHeHue K
craugaptTHoi Tepanun XCH: nuyperuxkamu, wunruOutopamu All® win cepredyHbIMU
[JIMKO3WIaMHU, TOJIBKO ToOcie mojadopa J03bl IuypeTuka. Ero MOXKHO Takke MNpPUHUMATh Yy
NaIMEeHTOB C HETIEPEHOCUMOCTbI0 HHTHOUTOpOoB AIID.

XCH

VYV namuentoB ¢ XCH B mepuon mogdopa 1036l mpernapata KapBeausaon MOKET OTMedaTbCst
Hapactanue cumnToMoB XCH wunum 3anepxkka xuakoctu. Ilpu stom He ciepyer npanee

YBCIMYMUBATL 03y IIpCriapara KapBeZ[I/IJ'IOJ'I, a YBCIHWYUTL HO03y JUYPCTHUKOB BIUIOTH MO0
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. ([0 OB HOCTE 0002
cTaOWiIM3anuy moKasarelied reMoauHaMuky. WHoraa é&nm&%@'ngb“&gﬂ%cn]_ MEHBIITHTE

no3y mpemnapata KapBeaunon wnM, B PEAKMX CilydasX, BPEMEHHO €ro OTMEHUTh, YTO HE
NPEISATCTBYET JalbHEHIIEMY PAaBUIIBHOMY ITOA00PY A03bI.

[Tpenapatr KapBenuion ¢ OCTOPOXKHOCTbIO TNPUMEHSAIOT B KOMOMHAIMM C CEepACYHBIMU
INIMKO3UAaMU (BO3MOKHO Ype3MepHoe 3aMeieHne AV npoBoAMMOCTH).

@yuxyus nouex npu XCH

[Tpu nHa3nauenuu npenapara Kapsenunon naunenram ¢ XCH u vuzkum A/l (cucronnueckoe A/]
menee 100 mm pt. ct.), UBC u auddy3HbIME H3MEHEHHUSIMH COCYJOB W/WJIW IOYCHYHOU
HEI0CTaTOYHOCThIO OTMEYalloch oOpaTumoe yxynuieHue (yHkuuu nouek. Jlozy mpenapara
noJ0MPAIOT B 3aBUCUMOCTH OT (DYHKIIMOHAIBHOTO COCTOSIHUS MTOYEK.

XObJ1

[Taumentam ¢ XOBJI (B TOM uyuciae OpOHXOCHACTUYECKMM CHHIPOMOM), HE IOJIy4aroIluM
IPOTMBOACTMAaTUYECKUX CPEACTB BHYTPb MM B BHUAE HHrausuuil, npemapar Kapseanion
Ha3Ha4yaroT TOJILKO B TOM CITy4yae, €CJIM BO3MOKHBIE IPEUMYILIECTBA €0 IPUMEHEHUS [TPEBBILIAIOT
NOTEHIMATBHBIN pycK. [Ipy HATMYUK NCXOTHOM MTPEIPACTIONOKEHHOCTH K OPOHXOCTIACTUIECKOMY
CHUHJpOMY IIpH Inpueme mpenapara KapBeausnaon B pe3ysnbTaTe MOBBIIEHHUS CONPOTUBICHUS
JIbIXaTeNbHbIX IyTeH MOXET Pa3BUTbCA OJbllIKa. B Hayane mpuemMa M NpU YBEIMYEHHUH J03bI
npenapata KapBeausios 3Tux NaMeHTOB HYKHO TIATEJIbHO HAa0JII01aTh, CHUYKAs 103y Mpenapara
NPY NOSBJICHUH HAYAIBHBIX MPU3HAKOB OpPOHXOCTIAa3Ma.

Caxapnviii ouabem

C OCTOpPOXHOCTBIO MpenaparT Ha3HA4yaloT MalMeHTaM C CaXapHbIM JHAa0eTOM, MOCKOJIBKY
B-anpeHoOnOKaTOpPHl MOTYT YBEIMUYMBAaTH PE3UCTEHTHOCTh K MHCYJIMHY W MAacKHUpPOBaTh
CUMITOMBI TMIIOMIMKEMHH (0coOeHHO Taxukapauio). Y nanueHToB ¢ XCH u caxapHbiM 1rabeToM
IIpUMEHEHHE NpenapaTa KapBeauion MOXKET CONMPOBOXKIATHCS HAPYLIEHUAMH TNIMKEMHUYECKOIO
KOHTpoJsl. OJHAKO MHOTOYMCIIEHHBIE HCCIEOBaHMS MOKa3alu, 4YTO [-aJApeHOoOI0oKaTophl ¢
Ba30/MJIaTUPYIOLIMMH CBOMCTBaMHU (TaKHe Kak KapBeIuiIoi), OKa3bIBaloT OoJiee O1aronpusTHhINA
3¢ (}eKT Ha KOHLEHTPALIMIO TIIFOKO3bI U JIMMUIHBINA poduib. KapBeannosn oka3piBaeT yMepeHHbIN
HOJIOKUTENbHBIN 3(()EeKT Ha YyBCTBUTENBHOCTh K MHCYJIMHY, a TakXe MOXET OOJerduTh
HEKOTOPbIE MPOSIBICHUS META00INYECKOTO CHHIpOMA.

3abonesanus nepugepuueckux cocyoos

OcTopo)XHOCTH HEOOXOAMMa TMIpH Ha3HaueHuWW Tnpenapara KapBenunon namueHTaMm ¢
3a00JeBaHUAMHU TEpUPEPUIECKUX COCYOB (B TOM 4YHCIE C CUHAPOMOM PeifHO), MOCKOIbKY
-anpeHo6I0KaTOPEl MOTYT YCHIIMBATH CUMIITOMBI apTEPHAIbHON HEIOCTaTOYHOCTH.
Tupeomoxcuxo3

Kak u npyrue B-anpeHoO10KaTOpbl KapBeaUIOI MOXKET YMEHbIIATh BHIPA)KEHHOCTh CUMITOMOB
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TUPEOTOKCHUKO3A.

Obwas anecmesus u 0OWUPHBIE XUPYPIUYECKUE BMeUaAmenbCmed

OcTOpOoXXHOCTH TpeOyeTcsl y MalueHTOB, KOTOPBIM MPOBOIUTCS XUPYPIrHUECKOE BMEIIATEILCTBO
noJ1 o0IIei aHecTe3ueil, 3-3a BO3MOKHOCTH CyMMAIIMH OTpULIaTeIbHBIX 3(()EKTOB KapBeAUIIOIIa
U CPEJCTB JIJIs O0IIel aHeCTEe3U .

bpaouxapous

[Tpenapat KapBenunon MoxeT BbI3bIBaTh Opagukapauto, npu ypexxenun YCC menee 55 yn/mun
1103y TIpernapaTa He0OX0AUMO CHU3UTD.

T'unepuyecmeumenvrnocmo

Heo6xoanmo cobimogaTh OCTOPOKHOCTD NMPU Ha3HAYCHHUH npenapara KapBeaunon namueHTam ¢
TSOKEJIBIMU  pEaKUUsSMU TUIEPUYBCTBUTEIBHOCTH B aHaMHE3€ WIM HIPOXOJAIIMM  Kype
JECCHCUOMIN3AIUH, MOCKOIbKY [-aApeH0o0I0KaTOphl MOTYT MOBBICUTH UYYBCTBUTEIBHOCTH K
aJjuIepreHam M CTENEeHb TSHKECTH pPeaKIui TUIepYyBCTBUTEIbHOCTH.

Taorcenvie KodcHble peakyuu

B penxux ciaydasx KapBeIWJION MOXKET BbI3BaTh PA3BUTHE TAKUX CEPbE3HBIX KOKHBIX PEAKIIM,
KaK TOKCHYECKHIl AnuaepMalibHbIi Hekponu3 u cunapom CtuBeHca-/[xoHcoHa (cM. pazzaen 4.8,
nonpaszaen «l[loctperucrpanonnsie HabmOAeHUS»). [IpH pa3BUTHH TAKENBIX KOXKHBIX peaKIni
IIpUEM IpernapaTa HE0OX0AUMO MOJTHOCTBIO IPEKPATUTD.

Iicopuasz

[TaruenTamM ¢ aHaMHECTHYECKMMH YKa3aHUSMU Ha BO3HUKHOBEHHE WM OOOCTpEHHE TcopHasza
pY IpUMEHEHNH B-aipeHo0I0KaTopoB npenapat KapBeauiosn MOXKHO MPUMEHSTh TOJIBKO MOCe
THIATEIFHOTO aHaJIN3a BO3MOKHOM MOJb3bI U PHUCKA.

Bzaumooeiicmeue ¢ Opyeumu nexapcmeenHviMu cpeocmeamu

CymecTByeT psijl BaXKHBIX (hapMaKOKMHETUYECKUX U (hapMaKOJAMHAMHUYECKUX B3aMMOAECHCTBHH ¢
JpYTUMH TpernaparaMu (B TOM 4YMCIE€ C JUTOKCMHOM, LUKJIOCHOPHHOM, pPU(AMIHUIIMHOM,
AHTHApUTMUYECKUMHU MpenapataMu U npenaparaMu AJis oOuieit anecrezun) (cM. paszzen 4.5).
Oonospemennsiii npuem BMKK

V¥ nauueHToB, onHoBpeMeHHO npuHMMaromux BMKK Ttuma Bepanmammna wnm auntuaszema, a
TaKXKe Jpyrue aHTHAPUTMUYECKHE CpEACTBA, HEOOXOAMMO pPEryjasipHO MOHHMTOPUPOBAThH
anekrpokapauorpammy (OKI) um AJ[. Kak u B ciaydae ¢ JApyruMH TpenapaTamu ¢
[-ampeHoOTOKUPYIOTIIMHU CBOWCTBaMHU, MPUMEHEHUE KapBeauiona BMECTE c
HEJIUTUAPOITHPHINHOBBIME OJIOKATOpaMy «MEIJICHHBIX» KanbleBbix kKaHaioB (HBMKK) tuna
BeparnaMuia Wid JWITHA3eMa, aMUOAAPOHOM WM IPYTMMH aHTHAPUTMUYECKUMU MperapaTaMu

peKOMeHTyeTcst poBOAUTh oA koHTposiem DK u Al
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QQOXPOMOL;MWIOMG

[TaruenTam ¢ (heoxpomMoOIMTOMON A0 Hayala NpPUMEHEHHUs Jr0oro [-ampeHobiokaropa
HE00X0IMMO Ha3HAYUTH O-aipeHo0I0KaTophl. X0Ts npenapaTt Kapseaunon obnanaer kak f3-, Tak
U 0-2JIpCHOOJIOKHPYIONIUMH CBOWCTBAMH, OIBITA €r0 NMPHUMEHEHHsS y TaKUX MAIlMeHTOB HET,
MIOPTOMY €ro C OCTOPOKHOCTBIO CJIEAYeT Ha3Ha4yaTh IalUeHTaM C [OJ03PCHUEM Ha
(heoXpOMOITUTOMY.

Cmenoxapous Ilpunymemana

HecenexTuBHble B-aapeHOOIOKATOPBI MOTYT MTPOBOIIMPOBATH MOSBJICHUE OOJICH Y AIIMEHTOB CO
creHokapaueit [Tpuniverana. OnbiTa Ha3HA4YeHUS npernapara KapBeIuiion STHM NalMeHTaM HeT.
XOoT4 ero a-aapeHOOIOKUPYIOIINE CBOMCTBA MOTYT HPEAOTBPATUTH MOAOOHYIO CUMIITOMATHUKY,
Ha3HAYaTh KapBEAMIION B TAKUX CIYYasX CIEAYET C OCTOPOKHOCTBIO.

Konumaxkmmuule nunzol

[TareHThI, MOJIL3YIOIIUECS KOHTAKTHBIMH JIMH3aMH, JOJDKHBI IOMHHUTH O BO3MOXKHOCTH
YMEHBIICHHUS KOJIMYECTBA CIE3HON JKUKOCTH.

Cunopom «ommenvly

Jleuenne mnpenapatom KapBeawnon npoBoAUTCS JUIMTENbHO. Kak mNpH JICYCHHH APYrHMU
B-ampeHoOmokaTopaMu, Tepamuioo mnpernaparoM KapBenwiosn He cieayeT MpeKpaliath peskKo,
HEOOXOMMO IIOCTENEHHO YMEHbBIIATh 03y Tpenapara ¢ HENEIbHBIMH HHTEpBATAMHU. ITO
oco0eHHo BaxHO y nanueHToB ¢ BC.

B ciiyuae HE0OX0AMMOCTH MPOBECHHUS XUPYPIHUECKOTO BMEIIATENILCTBA C IPUMEHEHUEM 00IIIeH
aHecTe3Wu HeoOXOAMMO NpEeAYNpPEeAUTh Bpaya-aHECTE3MOJIOra O MpPEIIECTBYIOUIEH Tepanuu
npenaparoM Kapsenuion.

B niepuon nedeHnst UCKIIOYaeTCsl yoTpeOIeHNEe alTKOT OJIS.

BcnoMorarenbHEIE BEIIECTBA

HpenapaT KapBez[I/mon COACPIKUT  JIAKTO3Y. ITaumentam ¢ pPEeAKO  BCTPCHAOINHUMUCH
HaCJICACTBECHHBIMHA 3360J’IeBaHI/I$IMI/I, TaKNMHU KakKk HEMIEPCHOCUMOCTD raJIaKTO3blI,
HEMIEPCHOCUMOCTD JIAKTO3bI BCIICACTBUC I[C(l)I/IIII/ITa JIaKTa3bl UJIM CUHAPOM TIIFOK030-TaJIaKTO3HOM

MasibabcopOIMK, He ciieyeT MPUHUMATh JaHHBIN JIEKapCTBEHHBIN Ipenapart.

4.5. B3aumojeiicTBue ¢ JAPYrUMH JIEKAPDCTBEHHBIMH TNpenaparaMd W JApyrue BH/bI
B3aNMO/1eCTBUA

DapMaKOKMHETHYECKOE B3aUMOICHCTBUE

Bnusinue kapeeounona na papmakoKuHemuxy opyeux npenapamos
[TockonbKy KapBeaUION ABISETCS Kak cyOCTpaToM, Tak U MHTMOUTOPOM IUIMKomporenHa P, npu

€ro OJHOBPEMEHHOM IIpHEME C IpenaparaMH, TPAHCIOPTUPYEMBIMU TNIMKONPOTENHOM P,
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OMOIOCTYIMTHOCTD TOCIICTHUX MOKET YBEITHIUBATHCS, Kpépfgli:ogg%gghﬁg%tsl&}; Ia_'bgé%ona

MOYKET MEHSATHCA MOJ] ICHCTBHEM MHAYKTOPOB MJIM MHTHOUTOPOB IIIMKONpoTenHa P.

J[ueokcun

B uccnenoBanusx y 3710poBbIX J1OOPOBOJIBIEB U MALUEHTOB C CEPACYHOM HENOCTATOYHOCTHIO
0TMEYaJI0Ch yBEeJIUMUEHHUE 3Kcno3uln nurokcuna Ha 20 %. [Ipu 3tom Oosiee BeIpaskeHHbIH 3P dexT
HaOmromancss y MyX4yuH. TakuM o00pa3oMm, pPEKOMEHAYEeTCS OCYIIECTBIIATh KOHTPOJIb 32
KOHIIEHTpallMel JUIOKCMHA B MOMEHT Hadajla Tepamuu, 1oadopa J03bl U OTMEHBI TEpaluU
KapBenuiosnoM (cM. pasaen 4.4, noapasnen «OcoOble ykasaHus»). Ilpu 3ToM kapBeauiion He
OKa3bIBaeT BIUSAHUSA Ha (PapMaKOKUHETUKY BHYTPUBEHHO BBOJMMOTO JUTOKCHHA.

Luxrocnopun

B nByx MccnenoBaHusX Ipu MPUMEHEHMH KapBEIWJIONa Yy NAllMEHTOB, IEPEHECHINX MIEPECATKY
HOYKHU U cepua ¥ NOIy4aBIINX LUKIOCIOPUH BHYTPb, OTMEUAIOCH IMOBBIIEHUE KOHLIEHTPALH
IUKJIOCIOpUHA B IIa3Me KpoBH. OKa3zaloch, YTO KapBEAMJION YBEJIMYMBAET HKCIO3MLIHUIO
UKJIOCTIOPHHA B IJIa3Me KPOBU NpU ero mpueme BHYTph B cpenHem Ha 10-20 %. YrtoOsr
NOJJIEPKUBATh KOHIIEHTPALMKM LUKJIOCIIOPHHA B IUIa3ME€ KpPOBU B TEPANEBTUYECKOM JMAIA30HE,
noTpe0OBaJIOCh YMEHBIIEHUE J103bl LIMKIJIOCIIOPUHA, B cpeaHeM, Ha 10-20 %. Mexanusm JaHHOTO
B3aMMOJICHICTBUS HEU3BECTEH, OJHAKO HeNb3sl MCKIIOYUTh HHTMOMPOBAHUE KapBEIUJIONIOM
AKTUBHOCTH TIHUKONpOTerHa P B kumieuHwke. B CBA3M ¢ BBIPaXKCHHBIMH HHIUBUIYaTbHBIMHU
KOJICOAHUSIMU KOHIEHTPAIMK IMKJIOCIIOPWHA B IUIa3M€ KPOBH, PEKOMEHIYETCS TIIATEeIbHBIN
MOHUTOPHHI €ro KOHLIEHTPALMH T10C/Ie Hayaia Teparuu KapBeIuIoiIoM U, TP HEOOXOJUMOCTH,
COOTBETCTBYIOIIAasl KOPPEKLHs CYTOYHOM [03bl LHMKIOCIOpPHHA. B cilydae BHYTpUBEHHOTO
BBEJICHUS IIUKJIOCIIOPHHA, KAKOT0-JIN00 B3aUMOJICHCTBUS C KapBEIUIOIOM HE OKUAAETCS.
Brusanue opyaux npenapamoé Ha papmakoKkuHemuxy Kapeeounoia

WNuruburopel 1 uHaykropel u3opepmentoB CYP2D6 u CYP2C9 Moryt crepeoceneKTUBHO
U3MEHATh CUCTEMHBIH H/WIIN PEeCUCTEMHBIN MeTab0IM3M KapBeAUIOoia, MPUBOIS K YBETUUECHUIO
WJIM CHIDKEHUIO KOHIIEHTpauu R u S ctepeon3zomepoB kapBeuiiona B IiazMe KpoBu. HekoTopsie
IpUMepbl MOAOOHBIX B3aMMOIEHCTBUM, HAONIONABIIMXCS Yy MAlUMEHTOB MWW Y 370POBBIX
JOOPOBOJIBIIEB, NEPEUHUCICHBI HUXKE, OJJHAKO JAHHBIA CIIMCOK HE SBISETCS MOJIHBIM.
Pupavmnuyun

B uccnenoBanum c¢ ywyactuem 12 340poBbIX J1OOPOBOJIBIEB NPHU OJAHOBPEMEHHOM BBEIECHUU
pudamMIuIMHa 3KCIO3UILIMS KapBeauioida CHUXKanach NmpuoiausutenbHo Ao 60 %, nabmonancs
3 eKT CHMKEHUs NEHCTBHS KapBeIWwiIola Ha MokaszaTenu cucrtonuyeckoro AJl. Mexanusm
JTAHHOTO B3aMMOJICHCTBHUS HEU3BECTEH, HO CKOpPEe BCEro OHO OOYCIIOBJIEHO HWHIYKIMEH
riykornporenHa P pudamnunHoM B KuieuyHuke. PekoMenayeTcs TiiaTesbHOe HAOMI0ACHHUE 32

B-ampeHoOIOKUPYIONIEH aKTUBHOCTHIO Y MTAIMEHTOB, MOTYYAIOIINX KapBEINUII0J B KOMOWHAIINA C
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pudaMITHITTHOM.

Amuodapon

HccnenoBanus B ycioBusx iN VItr0 ¢ MHKpOcOMaMH 4YeJIOBEYECKOW IICYCHU IOKa3alld, 4TO
aMHUOJIapOH U Je33THJIaMUOIapOH MHTMOMpoBaiy okucienue R u S crepeonzomMepa kapBeauiona.
[To cpaBHEHHUIO ¢ MalMEHTaMH, MOJIYYarOIIMMH KapBeIWIOJd B MOHOTEPANUU, y MALUEHTOB C
CEpJICYHON HENOCTATOYHOCTHIO, IMOJIYYAIOLIUX KapBEAWJION OJHOBPEMEHHO C aMHUOAAPOHOM,
KOHIeHTpauuss R u S crepeon3omMepoB KapBeOwiola HENOCPEACTBEHHO IEpel IPUEMOM
odepeHOM 03Bl yBelWuuMBasiach B 2,2 pasa. Oddext S crepeomzoMepa KapBeauIIoJia
MPOSBIISIETCS 3a CYeT JAE33TUIAMHUOJIapoHa, MeTadoJIMTa aMUOJapOHa, KOTOPBIA SBISETCS
MOLIHBIM ~ uHTHOMTOpoM  m30depmenta CYP2C9. Pexomenayercs  KOHTPOJIMPOBATH
[-anpeHOOIOKHPYIONTYI0 aKTUBHOCTD Y MAI[MEHTOB, MOJIYYAIOMIUX KapBeIUION OJHOBPEMEHHO C
aMHUOJIaPOHOM.

@JZVOKC@I’I’ZMH U napokKcemuHr

B panomMu3npoBaHHOM HCCIIEI0BAaHUU C IEPEKPECTHRIM Au3aiiHOM y 10 manueHToB ¢ cepaeyHoM
HEJI0OCTATOYHOCTBIO OJJTHOBPEMEHHBIH IpueM (uryokceTrHa (MHruouTopa uzodpepmenta CYP2D6)
IPUBOJIUI K CTEPEOCETCKTUBHOMY IOJABICHUIO METa0O0M3Ma KapBeAWIoia — K IMOBBIIICHUIO
CpEeIHEro MoKa3aTess IUIOIIAH 01 KpuBOi «koHmeHTparusa-spems» (AUC) mus R(+) va 77 % u
K HECTaTHYECKOMY TOBBIIIeHHIO cpeaHero nokazarens AUC mis S(-) Ha 35 % mo cpaBHEHHIO ¢
TPYNIONW TAIMEeHTOB, IMONyYarmux Imianedo. OgHaKo pa3HUIBI B TIOOOYHBIX JEHCTBUSX,
BennunHe AJl wmm YCC mexay OBymsl TpynnamMud HE OTMEYaloch. BiusHHE OZHOKpPATHO
MPUMEHSIEMOr0 BHYTpPb TMapokceThHa (MouHbl wuHruourop wuszodepmenta CYP2D6) Ha
(dapMaKOKMHETUKY KapBeIuiojia u3ydaioch y 12 3m0poBbiX 100poBoiblleB. HecMoTpst Ha
3HAYUTEIHHOE YMEHBIIEHUE DKCIO3UIMH R u S crepeon3oMepoB KapBeAMIIoia, KIMHUIECKOTO
3HAa4YeHUs OHO HE UMEJIO.

dapmMakoaHAMHUYECKOE B3aUMOAEHCTBUE

Hncynun unu cunoz2nukemuyeckue cpeocmea 015 npuema 6Hympo

[Ipenapatsl ¢ B-aapeHOOIOKUPYIOIIMMHU CBOMCTBAMH MOTYT YCHJIMBATh THUIOTIIMKEMHUYECKOE
JNEHCTBUE HHCYJIMHA WIN TUIOINIMKEMUYECKUX CPEICTB A IpueMa BHYTpb. CHUMITOMBI
TUIOTJIMKEMHUH, OCOOCHHO TaXUKapJus, MOT'YT MacKUpoBaTbcs MM ociabeBaTh. llanmenTam,
MOJTYYaIOLUM UHCYJIMH WU TUIIOTJIMKEMUYECKUE CPEACTBA sl IpUeMa BHYTPb, PEKOMEHyeTCs
PEryJpHBIA KOHTPOJIb KOHLIEHTPALUU TJIIOKO3bI B KPOBH.

IIpenapamul, cHudicarouyue cooepoicanue KamexoramMuHos

[TanMeHThl, IPUHUMAIOIKE OJJHOBPEMEHHO CPEJICTBA C [3-aApEHOOTOKUPYIOIIMMHI CBOUCTBAMU U
CPEJCTBA, CHIYKAIOUINE KOHLEHTPALMI0 KaTeXOJaMHHOB (HampuUMep, Pe3eplvH U UHTUOUTOPHI

MOHO&MI/IHOKCI/IJIa?)I)I), JOJDKHBI HAXOOUTHCA IO THIATCIIbHBIM Ha6J'IIOJIGHI/IeM B CBA3HU C PUCKOM
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Pa3BUTHS apTEPUATTLHON TUIIOTSH3UH W/WIJTH BBI|] ameHHo%panm%nzTEﬂt HOCTL 0002)

JHueokcun

KomOunupoBanHasi Tepamnusi CpeicTB C P-aIpeHOOIOKUPYIOIIMMUA CBOWCTBAMH M JTUTOKCHHA
MO>KET IPUBOJUTH K JIONOJHUTEIbHOMY 3aMEIJICHUIO aTPUOBEHTPUKYIISIPHOU IIPOBOAUMOCTH.
HBEMKK, amuooapon unu opyeue anmuapummuseckue cpeocmasd

OpnHoBpeMEHHBIE  IpPUEM €  KAapBEOWJIOJIOM  MOXET TOBBICUTb PUCK  HapyLICHUS
aTPUOBEHTPUKYJISIPHOM MNPOBOAMMOCTH. IIpy OAZHOBpEMEHHOM IPUMEHEHHM KapBEIWIOoNa U
TUITHAa3eMa OTMEYalINCh OTJENbHbIE CIydyad HapylIeHUH MPOBOAUMOCTH (peako — ¢
HapylLICHUSAMH TOKa3aTesned remonuHamuku). Kak u B ciayyae ¢ JIpyrumu Ipernapatamu ¢
[B-anpeHoOIOKUPYIOMIMME CBOMCTBaMHU, NMPUMEHEHHE KapBenuioia ogHoBpeMeHHO ¢ HBMKK
TUIIAa BepanmamMmwia WM JWITHA3€Ma, aMHUOJAPOHOM WM JPYTMMH aHTHAPUTMHUUYECKUMU
npenaparamMy peKOMEH1yeTcsi IpoBOAUTh oA koHTposiem OKI' u A/l

Knonuoun

OpHOBpeMEHHOE NpPHMEHEHHE KIOHHWIMHA C TMpermaparaMd ¢ [-aIpeHOOIOKUPYIONIMMA
CBOMCTBaAMH MOKET MOTEHIIMPOBATh AaHTHUTUIICPTEH3UBHBINA U Opagukapandeckuii 3pdexr. Ecim
IUTAHUPYETCS MPEKPATUTh KOMOMHUPOBAHHYIO TEPAIUIO MTPEapaToM ¢ B-aApeHOOTOKHPYIOIUMU
CBOICTBaMH M KJIOHUJUHOM, MEPBBIM CIIEAYeT OTMEHUTH [-aApeHO00I0KATOP, a Yepe3 HECKOIBKO
JTHEN MOXHO OTMEHUTh KJIOHHJIUH, IOCTENIEHHO YMEHbIIAs €ro J103Y.

T'unomen3zusnuvle cpeocmea

Kak u pgpyrue mpemapatel ¢ [-aApeHOOTOKUPYIONIEH AaKTUBHOCTHIO, KapBEAUJION MOMKET
YCUJIMBATh JICHCTBHE APYTUX OJHOBPEMEHHO TPUHUMAEMbIX THIIOTEH3UBHBIX CPEJICTB (HAaIIpUMeD,
01-aApeHOOJI0KATOPOB) WJIM IPENapaToB, KOTOPBIE BbHI3BIBAIOT apTEpPHAIbHYIO THUIIOTEH3HIO B
KAaueCTBE HEKEIATEIbHON PEaKIUH.

Cpeocmea ons obweti anecmesuu

Cnenyer  mpoBOIUTH  THIATENbHOE  HAOMIOAEHHWE 32  OCHOBHBIMH  IOKa3aTeIsIMH
JKU3HEJEATEIIbHOCTH OpraHu3Ma IpH MPOBEACHUN OOIIEel aHeCTe3UH B CBSI3M C BO3MOXXHOCTBIO
CUHEPTUYHOTI0 OTPULIATEIIBHOIO WHOTPOMHOIO JIEHCTBUS KapBEOWJIONAa W CPEACTB AJis 0oO0Iein
AHECTE3UHU.

Hecmepouonvie npomusosocnanumenvhuvie npenapamsit (HIIBII)

OpnnoBpemennsiii mpuem HIIBII u B-agpeno610xkaTopoB MOXKET NPUBOAUTH K MOBBIIEHUIO AJ[ 1
YXYALIEHUIO KOHTpoJisA 3a A/l

bpounxoounamamopuwi (aconucmol f-adpenopeyenmopos)

[TockonbKy HEKapANOCENEKTHBHBIE B-apeHOOIOKATOPHI MPENATCTBYIOT OPOHXOIUTHPYIOMEMY
b exTy OpoHXOIUIATATOPOB, SBISIOMUXCA CTUMYIISITOPAMHU [3-aIpeHOPEIeITOPOB, HEOOXOIUM

THIaTeJ'H)HBII\/'I KOHTPOJIb 3a MMAUCHTAMHU, IMOJTYy4YarOIUMHU JaHHBIC ITPETIapaThbl.
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4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTAIMSA

bepemeHHOCTB

WccnenoBanus Ha )KMBOTHBIX BBISIBUIIM HATMYUE PEIPOTYKTUBHON TOKCUYHOCTH.
[ToTeHIMaIBHBIN PUCK JIJIS YEIOBEKA HEM3BECTCH.

B-ampeHoOI0KATOPHl  YMEHBIIAIOT TUIAIICHTAPHBIA KPOBOTOK, YTO MOXET IPUBECTH K
BHYTPUYTPOOHOH THOENH TUIOAa M TPEKICBPEMEHHBIM pPOAAaM, OKa3bIBAIOT HEOJIArONMPHUSTHOE
BO3JICHICTBME HA pa3BUTHE HMOPHUOHA, MOTYT BBI3BIBATH APTEPHANBHYIO THIIOTEH3UIO,
OpaauKapIui0, TUIIOTJIMKEMHIO Y TUIOJIA, Pa3BUTHE OCIOKHEHHUM CO CTOPOHBI Cep/Ila U JIETKUX.
[Tpenapar KapBeauinomn He ciieryeT MPUMEHSATh BO BpeMsi 0epeMEHHOCTH, KPOME CITydaeB KpaitHen
HEO0OXOAMMOCTH, €CITU OTCHIIMAIbHAS T0JIb3a JIJIl MATEPH OINPaBILIBAET PUCK JJIS ILIO/A.
JlakTanms

B Hacrosmmii MOMEHT HE YCTAHOBJICHO, IMPOHUKAET JH KapBEAWJION B TPYIHOE MOJIOKO Y
yenoBeka. OIHAKO OONBIIMHCTBO [-aApeHO0I0KATOPOB JIUMOPUIBHON CTPYKTYPHI B pa3IuYHON
CTCTICHH ITPOHUKAIOT B TPYIHOE MOJIOKO. [Ipy HEOOXOAMMOCTH MPUMEHEHUS Mpenapara B Iepuo,I

JIaKTallMU I'pyaAHOC BCKApMJIMBAHUC H€06XOZII/IMO IMPCKPATHUTD.

4.7. BiusiHde Ha CMOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHM CpeICTBAaMU M pPadoTaTh ¢
MeXaHU3MaMH

B nmepuox nedenuss He0OXOIUMO COONIOIATH OCTOPOKHOCTH MPH YIPABICHUN TPAHCIOPTHBIMU
CpPEeICTBAMHU, MEXaHW3MaMHU U TMPH BBINOJIHEHUU JPYTUX TMOTEHIMAIBHO OINACHBIX BHUJIOB
NEeSTeIbHOCTH, TPEOYIOUIMX  MOBBIIIEHHOW  KOHIIEHTPAUMU BHUMAaHUS U OBICTPOTHI

INCUXOMOTOPHBIX peaKHI/II\/JI, B CBA3H C TEM, UTO BO3MOKHO PA3BUTHUEC I'OJIOBOKPYIKCHUA.

4.8. HexkenarejibHbIE peakKUNU

Pe3roMe HeXeIaTeIbHbIX PEeaKIui

HexenaTenbpHbIe peakiui MPEICTABICHBl B COOTBETCTBUHU C MOPAKCHUEM OPraHOB M CHCTEM
opraHoB. YacToTa He)KeJaTeNIbHbIX Peakiil yka3aHa 1o kinaccudukanuu: ovens yacmo (= 1/10);
yacmo (> 1/100 go < 1/10); neuacmo (= 1/1000 no < 1/100); pedxo (> 1/10000 no < 1/1000); ouens
peoko (< 1/10000); uacmoma neuszsecmna (He MOXKET OBITh OllEHEHA HA OCHOBE MMEIOIIUXCS
JTAHHBIX ).

Hngpexyuu u uneazuu

Yacmo: THEBMOHMS, OpOHXHWT, WH(EKIWU BEPXHUX JbIXaTENbHBIX NyTeH, WH(EKIUU
MOYEBBIBOISAIINX ITyTEH.

Hapywenus co cmopoHbl Kposu u iumpamuieckoii cucmemvl

Yacmo. anemus,
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Peoko: TpombonTOTICHNUS;

Ouyendb pedxo: TEHKOTICHHSL.

Hapywenus co cmoponvl uMMYHHOU cucmembl

OueHb peoko: TUTIEPUYBCTBUTEILHOCTD (ajieprudyeckasi peakius).

Hapywenus memabonuzma u numanus

Yacmo: yBelIMYEHHE MACChl Tejla, THUIEPXOJIECTEPUHEMHUs, HAPYIICHHE TIIMKEMUYECKOTO
KOHTPOJIA (TUMEPIIIMKEMHUs, THUIOTIMKEMHUs) y TMAlUHUEHTOB C YXKE HMEIOUIUMCS CaxapHbIM
TMabeToOM.

Tcuxuyeckue napywenus

Yacmo: nenpeccusi, MOJaBICHHOE HACTPOEHUE;

Heuacmo: paccTpoiicTBa CHa.

Hapywenus co cmoponul HepaHOU cucmemul

Ouenwv wacmo: TOJIOBOKPYKEHUE, TOJIOBHAs 00JIb;

Yacmo: cuHKONANbHBIE, PECUHKOMAIbHBIE COCTOSHHUS;

Heuacmo: napecresus.

Hapywenus co cmoponul opeana spenus

Yacmo: HapylIeHHE 3peHUs, YMEHBIIICHHUE CI€300TACNICHUS, pa3ipakeHue Tas3.

Hapywenus co cmoponvl cepoya

QOuenv wacmo: ceplieuHasi HeJJOCTaTOYHOCTb;

Yacmo: TUNIepBOIEMUS, 3aIeP>KKA KUAKOCTU, OpauKapIus;

Heuacmo: aTproBeHTpHUKYIsipHast 0J0Ka/ia, CTCHOKapIHsI.

Hapywenus co cmoponwl cocyoos

Ouenb uacmo. BeIpaXKeHHOE CHIDKeHHE AJl;

Yacmo: mocTypanbHas TUINOTEH3Hs, HapylleHHe MNepuepuyecKkoro KpoBOOOpaIEeHUS
(moxosnogaHne KOHEYHOCTeH, 3a0oneBaHue nepudepudeckux cocyaoB, 0OOCTpPEeHHE CHHIpOMaA
«IEePEeMEKAIOIICHCS» XPOMOTHI U CUHIPOM PeiiHo), moBbienne AJl.

Hapywenus co cmoponsl OvixamenbHOU cucmemyl, 0Op2aHos epyOHOUL KIemKU U cpedoCmeHs]
Yacmo: onplllIKa, OTEK JIETKUX, OpoHXocna3M (y mpeapacrioioKeHHbIX MallueHTOB);

Peoxo: 3anoxxeHHOCTD HOCA.

Kenyoouno-kuwieunvie HapyueHus

Yacmo: TOMHOTA, IHApes, PBOTA, TUCIICTICHYECKHE PACCTPOMCTBA, O0JIh B KUBOTE;

Heuacmo: 3anop;

Peoxo: cyxocTb cnu3ucToii 000JI0YKH MOJIOCTH pTa.

Hapywenus co cmoponsl Kodtcu u NOOKONCHBIX MKAHell

Heuacmo: xoxHbIe peakiuu (B TOM YHCIIe KOKHAS ChIb, IEPMATHUT, KPAITMBHUIIA, KOXKHBIN 3y,
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Hapywenusa co cmoponvl mbluieunoll, ckelemuo U cOeOUHUmMenNbHou MmKaHu

Yacmo: 601b B KOHEYHOCTSIX.

Hapywenus co cmoponbl novek u Mouesbig00auux nymet

Yacmo: noueyHasi HEAOCTATOYHOCTh U HapylIeHHe (PYHKIMH MOYeK y HaleHTOB ¢ Jup y3HbIM
BaCKYJUTOM /UM HapylIeHueM (QYHKIIMH MOYEK;

Peoxo: HapylIeHUSI MOYEHUCITYCKaHUSI.

Hapywenus co cmoponvl penpo0ykmusHoU cucmemvl 1 MOJIOYHbIX JHcelle3

Heuacmo: napyuieHue noTeHINH.

Obwue napywenus u peakyuu ¢ Mecme 68e0eHUs.

Ouensb yacmo: acreHus (00mas ciaboCTh);

Yacmo: oteku, 00IEBOI CUHIIPOM.

Jlabopamophvie u uncmpymenmanvHovle OaHHble

Ouenv peoxo: MOBBILLICHHUE aKTUBHOCTH aJlaHMHAMHUHOTpaHchepassl (AJIT),
acnapratamuHoTpancdepassl (ACT) u ramma-rimyramuntpanchepassl ([T T) B mma3me KpoBH.

OnwncaHue OTACIBHBIX HEKEJIATSABHBIX PeaKIIUM

YactoTa BO3HMKHOBEHMsI HEXENATEeNbHBIX peakluil He sBIsIeTCs J0303aBUCHMMOM, 3a
UCKJTIOUEHHEM  SIBJIGHUH  TOJOBOKPY)KEHHUS, HApyIIEHHWs 3peHHs W OpaJuKapiuu.
['010BOKpY)KEHHE, CHHKOIAIbHBIE COCTOSHHS, TOJOBHAs OOJb W acCTeHHs, Kak IPaBHIIO,
IPOTEKAIOT B JIETKOM (opMe U, yallle, BO3HUKAIOT B Hadajie JiedeHus. Y nauueHtoB ¢ XCH B
HEepUO]T YBEITUUEHUS JJ03bI BO3MOXKHBI YCYI'YOJI€HHE CUMIITOMOB CEpeYHON HEJOCTATOYHOCTH U
3a/IepKKa KUIKOCTHU (cM. pazaen 4.4, monpasnen «OcoOble ykazaHUs).

CepnevHasi HEIOCTAaTOYHOCTH SIBISUIACH OYEHb YacTO PACHpPOCTPAHEHHOW HEKeNaTebHOM
peakimeil Kak y MalWeHTOB, mnoiydaroumx kapsemuwnon (15,4 %), Tak W y NalUCHTOB,
nonyyvaromux rane6o (14,5 %). [lpu Tepanuu kapBeAUIOIOM 00paTUMOE YXyAlLleHHe QyHKIUN
nouek Habmoxaanoch y nanueHToB ¢ XCH u Huszkum AJl, UBC u nuddy3HsiMu n3MeHEeHUusIMU
COCY/IOB W/WJTU TIOUYEYHOM HEIOCTATOUYHOCTHIO (cM. pazzen 4.4, noapazaen «OcoObie yKazaHus»).

[TocTperucTpalliOHHbIE Ha6JHOI[eHI/I$I

[TepeuncrnenHble HeXKENAaTeIbHbBIE PEAKIIUN ObUIH YCTAHOBJICHBI B XOJE MOCTPErHCTPAIHOHHOTO
MIPUMEHEHHUS KapBeaUIIoa.

Hapywenus memabonusma u numanus. Hamudue y npemnapara [3-aJpeHo0JIOKUPYIOLUX CBOMCTB
HE HUCKIIOYaeT BO3MOXKHOCTh MaHH(]ECTalluu JaTeHTHO MPOTEKAIOIIEro caxapHOro auadeTa,
JNEKOMIICHCAIIMM YK€ HMEIOIIErocs CaxapHOro auadeTa WM YrHETEHUS KOHTPUHCYISPHOU

CHCTCMBEI.
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Hapywenus co cmoponwvt xoodicu u nooKoNHbIX m;&ﬂ,’;ﬁ:_] gﬂa'ﬁ@h“l&lz%&;'m];fé 'j;égf-flclhme

HEXKENaTeIIbHbIE peakuuu (TOKCHUeCcKuit SMUAECPMAIbHBIN HEKPOJIN3, CHUHJIPOM
Crusenca-J[>xoHcoHa) (cM. paznen 4.4, moapazaen «OcoOble yKazaHus»).
Hapyuwenus co cmopoHvl noyexk u mMo4esvleo0saujux nymeti: 3aperuCTPUPOBAHBI PEIKUE CIIydau
HEJIepKaHMsI MOYH Y )KEHIIIMH, 00paTHUMBbIE ITOCIIE OTMEHBI KapBEIMUIIOA.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmare 0 TOJ03PEBACMBIX HEXKENATENBHBIX PEAKIUsAX IOCIIe PETUCTPalluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00eCIIeUeHH] HEPEPHIBHOTO MOHHUTOPUHTA COOTHOIIICHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO Npemnapara. MeIMIMHCKUM paOOTHUKAM PEKOMEHIYETCS
Co00IIaTh O JIFOOBIX TMOI03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JEKApPCTBEHHOTO Ipernapara
Yyepe3 HallMOHABHBIC CUCTEMBI COOOIICHHS O HEXKEIATeNbHBIX PEAKIIMSIX TOCYIapCTB — YJICHOB
EBpazuiickoro 3KOHOMHYECKOTO CO03a.

Poccuiickas ®@enepanus

®depnepanbHas cinyx0a 1Mo Haa30py B chepe 3paBOOXpaHEHUs

Anpec: 109012, r. Mocksa, CriaBsiHCKasl III0OIIaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas novra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CumMnToMbI

Boipaxxennoe cHuxenne AJl (compoBokaaromieecs TOJIOBOKPYKEHHEM WM OOMOpPOKOM),
BelpakeHHast Opanukapaus (UCC menee 50 yn/mMuH), BeleacTBHE OpOHXOCNa3Ma BO3MOXKHO
BO3HUKHOBEHHUE OJIBIIIKH, PBOTHI. B TSKENbIX cilydasX BO3MOXKHBI HapylIeHHE bIXaHMS,
CIIyTaHHOCTb CO3HaHMsI, TeHEpaIM30BaHHbIE CYJJOPOTH, CEp/IeUHasi HEJJOCTaTOUHOCTb, HAPYILIEHUS
IIPOBOAMMOCTH, KapJUOTEHHBIN 110K, OCTAHOBKA Cep/a.

Jleuenue

JleueHne cuMNITOMAaTUYECKOE, MPOMBIBAHUE JKETyAKa M Ha3HauUCHHE aJCOPOMPYIOIIUX CPEICTB,
MPOBEJICHNE MOHUTOPHHra M MOAJEpP)KaHHWE >KU3HEHHO BaXXHBIX (QYHKIMM opraHusMma, mnpu
HEO0OXOIUMOCTH — B OT/I€JICHUH UHTEHCUBHOM TEparnuH.

[Tpu BBIp@)KEHHOH  Opaaukapauu 1enecoo0pasHo BHYTPUBEHHOE  IIPUMEHEHHE
M-XOJIMHOOJI0KaTOpoB (aTpornuH mo 0,5-2 mr).

Ecin B KIMHMYECKON KapTHHE NEPeJO3UPOBKHU IMpeolianaeT BbIpakeHHOe cHUkeHue A/l —

NpuaaTh MAlUCHTY IOJIOKCHHUEC <«JICKa» C MPUIOAHATBIMM HHXXHHUMH KOHCYHOCTSMHU, BBOJAT
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CUMITATOMUMETUKHU (HOpamuHEDpUH (HOpaApEeHAINH), 3%‘&5@%%&(‘1‘35&5&%&1 6'_3'/1'51\/}'171"1{') B

MY OTUETY

Pa3IMYHBIX J103aX, B 3aBUCUMOCTH OT MACCHhI T€JIa U OTBETA HA IPOBOAUMYIO TEPAIHIO, B YCIOBUSIX
HETIPEPBIBHOIO KOHTPOJISI IOKa3aTeNe KpoBOOOpaIeHUsL.

[Ipu pe3nucTeHTHOMH K JIeUeHHIO OpauKapIuH MMOKa3aHO MPUMEHEHHE HCKYCCTBEHHOTO BOIUTEIS
purma. Ilpm Oponxocnmasme BBOIAT [(-aJpeHOMHMETHKH B BHAE adpo3ois  (Ipu
Hed(pPEKTUBHOCTH — BHYTPUBEHHO) WIM aMHHO(MWUIMH BHYTPUBEHHO.

[Tpu cynoporax BHYTpUBEHHO MEJIJICHHO BBOST JIHa3€TIaM.

[TockonbKy TpH TSDKENOM MNEepelo3upOBKE C CHMIITOMAaTHKOM IIOKa BO3MOXKHO YIUTMHEHHUE
nepuona nonyseiBeneHus (T12) kapBeausona U BhIBEICHUE Mpenapara H3 JAeno, HeoOXOIHMMO

MpoaOJIKATh MMOAACPIKUBAIOIIYIO TCPAIINIO JOCTATOYHO JJIMTCIBbHOC BPpCMH.

5. DPAPMAKOJIOTMTYECKUE CBOMCTBA

5.1. ®apmakoauHaMuYecKHe CBOiCTBA
®dapMakoTepaneBTUYECKas Tpyma: 0eTa-aapeHo0I0KaToOpkl; anb(a- u 0eTa-aapeH0OI0KaATOPHI.

Kon ATX: CO7TAG02

Mexanusm neiictBus u hapMmakoauHaMmudeckue dbhheKThl

KapBenumnon — Omokarop o1-, Pi- ¥ P2-aapeHOpEIenTOPOB, OKa3bIBACT Ba30MJIATHPYIOIIEE,
AHTHAaHTMHAIBHOE W aHTHapUTMHYecKoe aelicTBue. Kapeamumon mpexacraBiser coOoi
pauemMudeckyro cmech R(+) u S(-) crepeon3oMepoB, KX Iblii U3 KOTOPBIX 00J1a1aeT OJUHAKOBBIMU
0-aJIpeHOOJIOKUPYIOMIMMHI CBOWCTBaMU. B-aJpeHOOIOKUPYIOIIee NCHCTBHE KapBEIUIONa HOCHUT
HECEJIEKTUBHBIM  XapakTep U OOYCJOBJIEHO JIEBOBpALIAIOMIMM  S(-)  CTEPEOHM30MEPOM.
Bazonunarupyromuii 3¢¢dext cBsizaH INIaBHBIM 00Opa3oM ¢ OJIOKaIoil 01-apeHOpEeLenTopOB.
bnaronaps Basogwnatanuu CHHXaeT obmiee mnepupepudeckoe COCYAHUCTOE CONPOTHUBICHHE
(OIICC). He wmeer COOCTBEHHOM CHMIATOMHMETHYECKOH  aAKTHBHOCTH, 00JamaeT
MeMOpaHOCTaOMIIN3UPYIOLIUMH CBOHCTBAMHU.

Coueranue Bazoawiatauuu U OJoKaabl [B-aapeHOPELENTOPOB MPUBOAUT K CIETYIOIIUM
s dexTam: y MalMeHTOB ¢ apTepUaNbHOI runepTeH3nei u 3a00JeBaHUSIMU MOYEK KapBeIUIION
YMEHBIIAET PE3UCTEHTHOCTh IMMOYEYHBIX COCYAOB, MPH 3TOM HE MPOUCXOAUT CYIIECTBEHHOTO
U3MEHEHHS CKOPOCTH KIyOOYKOBOW (DMIIBTpALMHU, TOYEYHOTO IUIA3MOTOKA WIIM OKCKPEIUH
ANEeKTPOIUTOB. [lepudepudecknii KPOBOTOK COXPAHSETCS, MOITOMY IOXOJIOJaHUE PYK W HOT,
4acTO OTMEYaeMoe Ipu npueme B-aApeHoOI0KaTOPOB, pa3BUBACTCA PEIKO.

YCC cHmxkaeTcs He3HauuTeNbHO. OKa3bIBaeT aHTUAHTUHAIIBHOE JIEHCTBHE. Y MEHbIIAET Mpe/- U
MOCTHArpy3ky Ha cepame. He oka3pIBaeT BBIpQKEHHOTO BIHMSHHS Ha JIMIUAIHBIA OOMEH
CoJiepKaHre MOHOB KaJvsl, HATPUS W MarHus B TUIa3Me KPOBH. Y TAIMEHTOB C HAPYIICHUSIMHU

(I)YHKI_II/II/I JICBOI'O JKCJIIyAOYKa W/ M CCp,Z[C‘-IHOﬁ HEAO0CTAaTOYHOCTBIO 6J'IaFOHpI/I}ITHO BJIMACT Ha
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reMOJIMHAMHYECKHE TTOKA3aTeNI 1 yaydiaeT GpPakIuio ﬁﬂ%@gggéﬁg@?hggc—)ll“o-rﬂerlwﬂblt'ma

KapBeauion cHmKaeT IMoOKa3areab CMEPTHOCTH M YMEHBIIAeT YacTOTy TOCIHTATU3AINH,
YMEHBINIAET CUMIITOMATUKY W YIydYilaeT (DYHKIHIO JIGBOTO JKenyaodka y manueHtoB ¢ XCH
UIIEMUYECKOTO ¥ HEMIIIEMUYECKOT0 reHe3a. DPPEKThl KapBEANUIIONA SIBIISTIOTCS J0303aBUCHMBIMH.
Ippexmusnocmo

Apmepuajsza;l cunepmen3us

VYV nmanMeHToB C apTepuaibHOM TUIEpTEH3HEH KapBeauiaoh cHuxkaeT A/l 3a cuer coueTaHHOM
Osokanel B- U ou-agpeHopenentopoB. He Bce orpaHuyeHus, OTHOCSIIUECS K TPaJAULMOHHBIM
B-anpenobnokaropam, HpuMeHMMbl K KapBenwiony. CHmkenue AJ] He compoBoxaaercs
onHoBpeMeHHbIM yBennueHueM OIICC, koropoe HabOionaeTcsi Mpu MpUEME HECEIEKTHUBHBIX
B-anpenob6mokaropoB. YCC Heckonbko yMeHbInaeTcs. [loueyHblit KpOBOTOK U (DYHKIIHS TTOYEK Y
NAlMEeHTOB C apTepHalbHOW TIuIepTeH3uel coxpaHstoTcs. [lokazaHo, 4TO KapBeAWION HE
U3MeHseT yapHbiii 00beM kpoBu 1 ymeHblIaeT OIICC, He HapylIaeT KpOBOCHAOKEHNE OpPraHOB
U niepudepruuecKuii KpOBOTOK, B TOM YHCIIE B CKEJIETHON MYCKYJAaType, MPEAIIeubsiX, HIKHUX
KOHEYHOCTSIX, KOXHBIX IIOKPOBaX TOJIOBHOM MO3re M COHHOW aptepuu. Iloxomonanue
KOHEYHOCTEH U MOBBILIEHHAs yTOMJIIEMOCTh BO BpeMsl (PU3UYECKON HAarpy3KH OTMEUAOTCsI PeAKO.
AHTUrUNepTeH3UBHBIN 3((EeKT KapBeauIoa NpH apTepHaIbHON THIEPTEH3UH COXpPaHSAETCs B
TEYEHUE UTUTEIHHOTO BPEMEHH.

Hapywenue d)VHKZ/{Z/lu no4yexK

Kapseauon sapnsercs 3¢pGEeKTUBHBIM CPECTBOM ISl JIEYSHHsI MAIIUEHTOB C PEHOBACKYISPHON
apTepuaJbHOM TUIEPTEH3UEH, B TOM YHCIE NANUEHTOB C XPOHUYECKON MOYEUHOU
HEJIOCTAaTOYHOCTHIO, & TAKXKE Yy TMAlMEHTOB, HAXOMSIIMXCA HA TeMOIUAIN3E WM TEPEHECIINX
nepecajky nmoyku. KapBeauson BeI3bIBa€T MOCTENEHHOE CHIbKEHUE A/l Kak B I€Hb IPOBEAECHUS
IUanu3a, Tak U B JHU 0e3 [uanusa, MpudeM €ro aHTUTUIEePTeH3UBHBIA 3(D(EeKT comocTaBum ¢
TaKOBBIM Y MAIIMEHTOB C HOPMAJIbHOM (PYHKIIMEH MOYeK.

Ha ocHoBanum pe3ynabTaTOB, MOJIYYCHHBIX B CPAaBHHUTEIIBHBIX HCCIEAOBAHHUSAX Yy MAlMEHTOB,
HaXOJSIIMXCS Ha TeMOJuaNu3e, ClAeJaH BBIBOJ O TOM, YTO KapBEAWJION sBIsAeTcs Ooiee
7 (deKTUBHBIM U 00JIaaeT Ty4IlIel MepeHOCUMOCThIO o cpaBHeHHIO ¢ BMKK.

Kapseaumnon cHmxkaer 3a0601€BaeMOCTh U CMEPTHOCTh CpEIM MAIIMEHTOB C KapAHMOMHUOIATHEH,
HaxXOJAIIMXCS Ha Juanu3e. Mera-aHanu3  1ae00-KOHTPOJIMPYEMBIX — UCCIIEOBAHUIA,
BKJTFOYAIOIUX 3HAYUTEIHHOE KOJIN4YecTBO MarueHToB (> 4000) ¢ xpoHHYECKOi 00I€3HBIO TIOUEK,
noATBepAuI (akT, UTO JICUSHHE KapBEAUIONOM MAIIMEHTOB C MUCHYHKITUEH JIEBOTO JKeTy0UKa C
Wi 0e3 CHUMIITOMATUKH CEPACYHON HENOCTaTOUYHOCTH YMEHbINAeT MoKa3aTelb CMEPTHOCTU U

KOJIMYECTBO ﬂBHeHHﬁ, O6yCJ'IOBJ'IeHHI)IX CGp)I@'-IHOfI HEAOCTATOYHOCTBIO.
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VYV namuentoB ¢ MBC kapBeawsion oOKa3blBa€T MPOTHBOUILIEMUYECKOE M AHTUAHTMHAIBLHOE
neicTBUS (yBeNMUEHUE OOIICH MPOJOKUTEIFHOCTH (DU3MYECKOH HArpy3Kd, BpPEMEHHU 0
pa3Butus genpeccuu cermeHta ST rinyOuHONW | MM U BpeMEHH /10 BO3HHUKHOBEHHS MPUCTYIA
CTEHOKapJIMH), COXpaHSIOUINecs MpU JUIUTEIbHONU Tepanuu. KapBenuiaona JOCTOBEpHO CHHKAET
NOTPEOHOCTh MMOKapAa B KUCJIOPOJAE U aKTUBHOCTb CHUMIIATOAIPEHAJIOBONH CHCTEMBI. Takxke
YMEHBIIAET NpeAHarpy3Ky (JaBjieHHE 3aKJIMHMBAaHUS B JIETOYHOM apTepud U JIETOYHOE
KamuisipHoe naBiienue) u noctarpysky (OIICC).

XCH

KapBeawiionn cHukaeT IOKa3aTeab CMEPTHOCTM M YMEHbUIAET YacTOTY TIOCHMTAIU3aLuH,
YMEHBINIAET CUMIITOMATUKY W YIydinaeT (DYHKIHIO JIEBOTO JKemyhouka y manueHtoB ¢ XCH
UIIEMUYECKOTO U HEUIIIEeMHUECKOTo reHes3a. D (eKTsl kKapBeIuioa IBISI0TCS 10303aBUCUMBIMH.
5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopouus

[Tociie npuema BHYTPh KapBeIUION ObICTPO BcachiBaeTcsi. MakcumanbHas KoHueHTpanus (Cmax)
B IUIa3Me KPOBH JOCTHTraeTCst mpuMepHo yepe3 1,5 yaca (Tmax) U cocrasisiet 21 mr/in. Bennunna
Cmax SIBISICTCSl TMHEHHOW W A0303aBUCcUMOM. [Ipu mpueme BHYTph KapBEIWJION IMOABEpraeTcs
MPECUCTEMHOMY METa0O0JIM3My, B pe3yjibTaTe KOTOPOTO €ro abCOMI0THAasE OMOAOCTYMHOCTH Y
3JI0POBBIX JOOPOBOJIBIIEB MYXKCKOTO I10JIa COCTaBIAET OKOJI0 25 %.

KapBeaunon sBusercss pamemarom, S cTepeon3oMmep Merabonusupyercs ObicTpee, yeM R
cTepeonsomep, a0COII0THAas OMOAOCTYHMHOCTh NMpPH NpHEeMe BHYTpb cocTaBiser 15 % u 31 %,
COOTBETCTBEHHO. MakcumanbHas KOHIIEHTpalusi B Iula3Me KpoBH R crepeonsomepa
npUOIM3UTENBHO B 2 pa3a BbILIE, YEM S cTepeon3oMepa.

Wccnenosanus in Vitro mokasajid, 4TO KapBEIHWJION SBISETCS CyOCTpaToM OesKa-mepeHOCUHKa
JIMKONPOTEMHA P, BBINOJHSAIOMIETO pOJb Hacoca B IPOCBETE KHILIEYHUKA. Pe3ynbrarsl
UCCJIC/IOBAaHHUS B YCJIOBHUSX IN VIVO y 370pPOBBIX JOOPOBOJBIEB TAKXKe MMOATBEPAMIH POJIb
[IIMKoIIpoTenHa P B paciipeneneHnu kapBeauiona.

Pacnpenenenue

Kapseaumnon obnamaer BHICOKON JIUMOPUIBHOCTHIO, C O€JIKaMU TJIa3Mbl KPOBH CBS3BIBAETCS
okoJo 95 % xapBeawmiona. Ero oo0bem pacnpenenerus cocraBisiet ot 1,5 a/kr g0 2 /K.

buorpancdopmarms

Kapseaunon moasepraetrcst 6uotpanchopmanuu B MEYSHU ITyTeM OKHUCIICHUS U KOHBIOTAIIUU C
o0Opa3oBaHHEM psiia METaDOJIUTOB, KOTOPHIE BBIBOJATCS C kemubto. [loka3zaHo cylecTBOBaHUE
KUIIEYHO-TIEYCHOYHOM [IUPKYISIIUA UCXOTHOTO BEIIECTBA.

B pesynbTate aemMeTWIMpoOBaHUS M THAPOKCHIMPOBAaHUSA (EHOJBHOrO Kojblla oOpa3yroTcs 3
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MerabonuTta (MX KoHIEHTpanuu B 10 pa3 HUEKE, YeM %MM“J%E%T& Eéiﬁle'é"m'a) C

B-agpeHoOIOKUPYIONIEeH aKTUBHOCTHIO (Y 4'-THAPOKCU(EHOIFHOTO METa00IUTa OHA IPUMEPHO B
13 pa3 cuibHee, 4eM y caMOro KapBeAWjojia). 3 aKTHBHBIX MeTaOomuTa 00Ja/lal0T MEHee
BBIPQXCHHBIMU  Ba30JAWJIATHUPYIOIIMMH  CBOMCTBaMHM,  4Y€M  KapBEIHWJIOIN. 2  wu3
TUAPOKCUKApPOa30JIbHBIX METabONIMTOB KapBeOWiojia SBJSIOTCS YpPE3BbIYANHO MOLIHBIMU
AHTUOKCHJIAaHTAMHU, TPUYEM UX aKTUBHOCTH B 3TOM OTHOIIEeHUH B 30-80 pa3 mpeBhIlIaeT TAKOBYIO
y KapBeauioia.

Uccnenoanus ¢GapMakOKUHETHKH KapBEAWJIONa y YeloBEKa I[IOKa3ald, YTO MeTaboau3M
KapBeAMUJIONIa MyTeM OKHCICHHUS SIBJISIETCSI CTEPEOCETIeKTUBHBIM. Pe3ynbTaThl HccaeloBaHUN B
yCIOBUSX IN VILro Takxke moka3aiu, 4To B IPOLECC OKUCICHHS U THIPOKCHIMPOBAHKS MOTYT OBITh
BOBJICUCHBI PAa3JIMYHbIE HM30(EPMEHTHl CHCTEMBbl IHTOXpoMma P450, Bkioyass u30(hepMEHTHI
CYP2D6, CYP3A4, CYP2C9, CYP2El, CYP2C19, CYP1A2. WccnenoBanusi y 340pOBBIX
JTOOPOBOJIBIIEB U MAIMEHTOB MPOJAEMOHCTPUPOBAIH, 4TO R crepeonsomep B Ooublieil cTeneHu
MeTabomm3upyercst ¢ momompeo m3odpepmenta CYP2D6, a S crepeon3omMep — B OCHOBHOM C
nomotipio nzopepmentoB CYP2D6 u CYP2DO.

I'enemuueckuii norumopguszm

Pesynbratel uccienoBaHuil (apMaKOKMHETHKH KapBEOWIONAa y 4YellOBEKa MOKa3ajiu, 4YTO
uzopepmerr CYP2D6 wurpaer 3HaumTenpHYH poiib B Merabonm3Me R u S crepeom3omepon
kapBeawiona. Konuentpauuun R u S crepeonzoMepoB B Ijia3Me€ KPOBH YBEJIWYUBAIOTCH Y
MAIMEHTOB ¢ HU3KOH akTUBHOCTHIO n3odepmenta CYP2D6. B oTiinuune oT mpounx UCClIeJOBaHUIA,
pe3yiabTaThl MOMYJSALUOHHBIX (PAPMAKOKMHETHUECKUX HCCIIEOBAaHUM MOATBEPAMIN 3HAYCHHE
renotuna u3zopepmenta CYP2D6 B mpomecce dapmakokuHetuku R u S crepeomzomepon
KapBeAUIIONa.

Takum o0pa3oM, ObUI celaH BBIBOJ O TOM, YTO T'€HETHYECKUH MOIMMOp(U3M H30(pepMeHTa
CYP2D6 o6nanaer onpeeneHHON KIMHUYECKOH 3HAYMMOCTBIO.

DJIMMUHAIIHS

[Tocne omHOKpaTHOrO MpUMEHEHHS BHYTPB B 103€ 50 Mr okoiio 60 % kapBenuiona ceKpeTupyercs
C Ke4bl0 U BBIBOJUTCS uepe3 KUIIeYHUK B TedeHue 11 nueit B ¢popme merabonutoB. Oxoio
16 % BbIBOAUTCS MOYKaMHU B BHJIE€ KapBeIWJIONa WU ero MeTaboiuToB. BriBeneHue movykamu
HEM3MEHHOTO KapBeamioia cocraBiser MeHee 2 %. [lma3MeHHBIH KIMpEHC KapBemuiiona
nocturaetr npubnauszurenbHo 600 mu/muH, Tz cocraBiaser okono 2,5 yacos. [locne mpuema
BHYTpPb OOLIMI KIIMpEHC S cTepeon3omepa KapBeauioiaa Obli MPUOIU3UTENHHO B 2 pa3a Ooblile,

yeM R crepeonsomepa.
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(NOCNEOOBATENBLHOCTE 0002)

Oco0nie T'pYHOIIbI TAaMEHTOB

Jluya noowcunozo 6ospacma
Bospact He oKka3bpIBaeT CTATUCTHYECKU 3HAYMMOTO BIMSHUS HA (PapMaKOKMHETHUKY KapBeAMUJIOa
y NAIMEHTOB C apTepUaIbHOI rUIepTeH3uen.
Iloueunas neoocmamounocmo
[Tpy nnUTENHHON TEpanuu KapBEAWJIOIOM HHTEHCHBHOCTH MTOYEYHOTO KPOBOTOKA COXPAHSETCH,
CKOPOCTh KIYOOUKOBOH (PUIBTpAIIK HE H3MEHSETCS.
VY nmanueHToB ¢ apTepHalbHON TMnepTeH3ueil n HapymeHueM (yHKkuuu nodyek 3HadeHue AUC,
T12 n mnazMeHHbIX Cmax He M3MeHstoTcs. [loyeyHoe BbIBeleHHE HEM3MEHEHHOIo Ipenapara y
NAllMeHTOB  C  TOYEYHOH  HEIOCTaTOYHOCTHIO  yYMEHBIIAETCS,  OAHAKO  W3MEHCHHSA
(apMaKOKMHETUYECKHX ITapaMETPOB IPU 3TOM BBIPAKEHBI HE3HAYUTEIIBHO.
B xozxe npoBeneHus nuanu3a KapBEIWJION HE BBIBOJAUTCS, MOCKOJbKY OH HE NMPOXOJUT Yepe3
JUATN3HYI0 MeMOpaHy, BEpOSITHO Ojaroaps TOMy, YTO CHJIBHO CBS3bIBAETCS ¢ O€JIKaMHM IJI1a3Mbl
KPOBH.
Ileuenounas nedocmamouHocms
Kapsenuiosn npoTHBONOKa3aH NallMeHTaM ¢ KJIMHUYECKH BBIPQ)KEHHBIM HapylIeHHEM (YHKLUU
neueHu (cM. pasnen 4.3). MccnenoBanus (papMakOKMHETHKH Y HAlMEHTOB C LUPPO30OM IEUEHU
1oka3zajo yBennuyeHue sxkcrno3unuu (3nauenrne AUC) kapBeauiona B 1jia3Me KpOBH Y AI[UEHTOB
C HapylIeHneM (pyHKIIMH MeYeHHU B 6,8 pa3 1o CPaBHEHHUIO CO 3I0POBBIMH JOOPOBOJIBIIAMH.
Cepoeunas nedocmamounocmo
B uccnenoBanum y 24 AMoHCKMX MAIMEHTOB C CEPAEYHOM HEITOCTaTOYHOCTBIO KiMpeHC R u S
CTEPEON30MEPOB KapBEAMUIIONA MIPH CEPJICUHON HETOCTATOYHOCTH 3HAYUTEIHHO H3MEHSIJICS.
Iayuenmul ¢ caxapnvim ouabemom
VY manumeHToB ¢ caxapHelM auaberom |l TMma m aprepuanbHON rUNepTeH3HeN KapBEIUION HE
BIMSET Ha KOHIEHTPALMIO TJIOKO3bl B KPOBM HATOUIAK M TMOCJHE €1bl, KOHIEHTPALHUIO
[JIMKO3WJIMPOBAaHHOTO remoriioonna (HbAy) unm o3y runorinukeMu4eckix CpeicTB Ul pueMa
BHYTPb. B HEKOTOPHIX KIMHHYECKHX HCCIIEAOBAaHUSAX OBLIO IMOKA3aHO, YTO Yy TAIMEHTOB C
caxapHbIM quadetoM |l Tuna xapBeauIoNn He BI3bIBAET CHUYKEHHSI TOJIEPAHTHOCTH K TJIFOKO3€E. Y
NAlMEeHTOB C apTepUabHON TMIepTeH3uel, MMEBLIINX UHCYJINHOPE3UCTEHTHOCTh (CUHAPOM X),
HO 0€3 COMYTCTBYIOILETO CaxapHOro auabeTa, KapBeAWJION YIIy4llaeT YyBCTBUTEIBHOCTb K
WHCYJIMHY. AHAJIOTHYHBIC pPE3yNbTaThl OBUIM TIOJYYEHBI Y TMAIMEHTOB C apTepHaIbHON
TUIepTeH3uel 1 caxapHbIM quaderoM |l Tuma.

eTu
KimpeHc, CKOppeKTUpPOBaHHBIN 10 BECY, Y AETEW 3HAYUTENBHO BBIIIE [0 CPABHEHHUIO C B3POCIION

nonynsnmeﬁ MaIuCHTOB.
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6. PAPMAIEBTHYECKHE CBOMATBA _TV-TEA0E

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

JlakTO3B1 MOHOTHPAT

[emtomno3a mukpokprctaummdeckas (MKII-101)

[ToBunon-K25

Kpaxman kykypy3HbIit

KpocnoBugon

Maruus creapar

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHHTh B 3aIIUIICHHOM OT CBETa MeCTe MpH TeMiieparype He Boiie 25 °C.

6.5. Xapakrep u conep:xkaHue NePBUYHON YIIAKOBKHU

ITo 10, 30 TabaeTOK B KOHTYPHYIO STYEMKOBYIO YITAKOBKY M3 TUIEHKH TIOJMBUHWIXJIOPUAHOM, JTNOO
IUICEHKY TIOJIMBHHWIXJIOPUHON/TIOJMBUHWIHICHXIOPUIHON U (DOJIBIM aTFOMUHUEBOW MEYaTHON
JTAKUPOBAHHOM.

Wnu mo 10, 30 TabneTok B KOHTYPHYIO SUYEHKOBYIO YIIAKOBKY M3 MaTepuana KOMOMHUPOBAHHOTO
Ha OCHOBe (hoJIbrU (TPEXCIOWHBIN MaTepua, BKIIOYAIOIIUN allOMUHUEBYIO (OJIBIY, IJICHKY U3
OPUEHTUPOBAHHOTO MOJUAMH/IA, TMOJIUBUHWIXJIOPUIHYIO IUIEHKY) W (OJBIU allOMMHHUEBOMN
ME€YaTHOW JJAKUPOBAHHOM.

1,2,3,4, 5 nmu 10 KOHTYpHBIX STYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKLHEH 10 METULIUHCKOMY
IPUMEHEHHIO TOMENIAI0T B KAPTOHHYIO YIIAKOBKY (HAuKy).

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTXOA0B, TMOJYYEHHBIX IOcjde NPHMEHeHus:
JICKApPCTBEHHOI'0 MpeNnaparTa u Apyrue MaHUIYJISIAH C IPEnapaToM

[Toraganue JeKapCTBEHHBIX IPENapaToB B OKPYXKAMOIIYIO CpeAy IODKHO OBITh CBEIEHO K
mMuHuMyMy. He nomyckaercs yrunusanus npenapata KapBeansos ¢ OMOIIBI0 CTOYHBIX BOJ WIIN
BMeCTE C OBITOBBIMU OTXOAaMH. 10 BO3MOXHOCTH HEOOXOJMMO HCIIOJIb30BaTh CIIelHaIbHbIE

CUCTCMBI VI YTUIIN3alluU JICKAPCTBCHHBIX ITPCIIapaToOB.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccus

000 «O308»
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445351, Camapckas 00:., r. XXurynesck, yi. [1e

Counas, II[‘I QLNEND E;,:J:EJ‘I EHOCTE 0002)

7.1. IlpencraBuTtenb AepaaTessi PperiCTPALMOHHOIO YA0CTOBEPEHHUS

[IpeTeH3un HOTDG6HTCJ'I€I>1 HampaBJIATH IO aAPECy.

B cityuae nzroroBiieHus npemnapara Ha npou3BojicTBeHHOH 1omaake OO0 «O308»:

Poccus

000 «O308»

445351, Camapckas 00:1., r.0. JKurynesck, r. JKurynesck, yi. 'uapoctpourenei, 1. 6.

Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

B ciyuae usrotoBnenus npemnapara Ha nIpou3BoAcTBeHHOH miomaake OO0 «O30n Papmy»:

Poccus

000 «O30H Papm»

445043, Camapckas 00:1., r.0. Tonbstth, Tep. O3 IIIIT, maructpans 3-1, 34. 11, ctp. 1.

Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP PETHCTPAIIMOHHOI'O

YAOCTOBEPEHMSA

9. JIATA TIEPBUYHOW PETMCTPAIIMM (MMOATBEPKIEHUSA
PETACTPAIIAN, TEPEPETVCTPAIIAN)

[lara nepBoii peructpanuu:

10. AATA IEPECMOTPA TEKCTA

OOmass  XapakTEepUCTHKA  JIEKAPCTBEHHOTO

nperapata  KapBemwion — jmocTymHa — Ha

uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHUKaIMoHHO# cetn «HTepuer» http://eec.eaeunion.org/.
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