COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 17.04_2026 Nz 7953

L

(MOCNENOBATENEHOCTL 0005)

OBIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTO HPEHAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

KAPBEJIWJIOJI, 6,25 mr, TabiaeTku
KAPBEJWJIOJI, 12,5 mr, TabaeTku
KAPBEJIWJIOJI, 25 mr, TabneTku

2. KAUECTBEHHBIN U1 KOJIUMYECTBEHHbBIN COCTAB

JelicTByro11e€e BEMIECTBO: KapBEINUIION.

KAPBEAMJIOJI, 6,25 Mmr, TabaeTKu

Kaxknas TabiaeTka cogaepKuT 6,25 Mr KapBeauIona.

BcnomoraTenbHble BelIECTBA, HATMYUE KOTOPBIX HANO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: Jiakrosa (cMm. pasuensi 4.3, 4.4).

KAPBEAMJIOJI, 12.5 mr, TabaeTku

Kaxxnas Tabnerka comepxut 12,5 Mr kapBeauiona.

BcnomoraTenbHble BElIECTBA, HATMYUE KOTOPBIX HANO0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: Jiakrosa (cM. pasaensi 4.3, 4.4).

KAPBEJAMJIOJI, 25 mr, Ta0JETKH

Kamnaﬂ TableTKa COACPKUT 25 mr KapBCIUJIOJIA.

BcenomoratenbHble BellecTBa, HATWYME KOTOPBIX HAJA0 YYMUTHIBATh B COCTaBE JIEKAPCTBEHHOI'O
npemnapara: 1akrosa (cM. pazzaenst 4.3, 4.4).

[TonHbI TepevYeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerkwu.

Tabnerkn Oenoro mnu O€NOro ¢ EJITOBATHIM OTTEHKOM IBeTa. JlomyckaeTcs Haluuue JerKoi
MpPaMOPHOCTH.

KAPBEJMJIOJIL, 6,25 mr, TabneTku

Kpyrisie, TBOSKOBBITYKIIBIC, C PHCKOM.

KAPBEJAWMJIOJI, 12,5 mr, TabneTku

Kpyribie, miockonunuuapuaeckue, 6e3 pucku, ¢ hpackoii.
KAPBEJAWMJIOJI, 25 Mmr, TabieTku

Kpyrable, miockonuImHAPUYECKUE, ¢ PUCKON U (acKoil.

JIuHus pasjioma (pI/ICKa) npeaHadHavdyCHa UCKIIIOUYUTCIIbHO I YIIPOIICHUS pa3aACIICHUA TaOJIETKU U
€C MpOorjIaTbIBaHusA, a HE PA3ICJICHUA Ha PaBHBIC TO35bI.
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4. KIMHUYECKHUE JAHHBIE
4.1. ITokazaHusl K IPUMEHEHHUIO

[Ipenapar KAPBEJIMJIOJI npumeHnsieTcs 115 I€4eHus MalueHToB cTapiie 18 Jer.
Apmepuanvras cunepmen3us

9CCGHHI/I3J'II)H3H THIICPTCH3UA (B MOHOTEpAIIUKN WJIN B KOM6I/IHaHI/II/I C APYIMMH THIIOTCH3WBHBIMUA
cpeacrBsamMu, Haripumep, 6HOKaTOpaMI/I MCIJICHHBIX» KaJIbIIMCBbIX KaHAJI0B UJIN ,Z[I/IypeTI/IKaMI/I).

Hwemuueckas 6onesnv cepoya (B TOM YHCI€ y TAIMEHTOB C HECTaOWJIBHOW CTEHOKApIUCH U
0e3001eBOI UIIIEMHEH MUOKap/Ia).

XpoHuueckas cepOeyHas HeOOCMAamoyHOCMb

Jleuenne cTaOWIBHON M CHUMITOMATHYECKOM JIETKOH, YMEPEHHOHW M TSKEIIOW XPOHHYECKOU
cepaeunoit Hemoctarounoctd (II-IV  dynkumonansHoro kmacca mo kiaccupukanuu NYHA)
UIIEMHYECKOTO WM  HEUIIEeMHUYECKOro TeHe3a B KOMOMHAIUMM C  HMHrHMOMTOpamMu
aHruoTeHsuHnpeppamawmero ¢epmenta (AIlD) u puyperukamu, ¢ wunu 0e3 cepACYHBIX
IJIMKO3UJIOB (CTaHJapTHAs Tepanus), Ipu OTCYTCTBUU POTUBOINOKA3aHHM.

4.2. Pe:kxuM 103MPOBaHUSA U CIIOCO0 MPUMEHEeHMsI

PexxuM no3upoBaHus

QCceHuuaﬂbHaﬂ cunepmeH3us

PexoMenoBaHHasg HavabHas 103a cocTasisieT 12,5 mr 1 pa3 B CyTKuU B NepBbIe 2 JHS IPOBEACHUS
Tepanuy, 3areM 1o 25 mr 1 pa3 B cytku. IIpm HeoOXoAMMOCTH B JalbHEHIIEM /103y MOKHO
YBEJIMUMBATh C MHTEpPBAJIaMU HE MEHee 2 He/elb, JOBOJS /10 MAKCUMAaJIbHON pPEKOMEH/I0BaHHOM
10361 50 Mr 1 pa3 B cyTKku (WM pa3/ielIeHHON Ha 2 Tpuema).

Hwemuueckas bone3nsv cepoya

PexomennoBanHas HauanbHas q03a cocraBisger 12,5 mr 2 pa3a B CyTKU B MepBble 2 JHS, 3aTEM 110
25 Mr 2 paza B cyTtku. [Ipm HEOOXOOUMOCTH BIOCIEJACTBUU 03y MOXKHO YBEIHYHUBATH C
MHTEpBajJaMU HE MEHee 2 HeNelb, JOBOJS /10 MaKCUMalbHOM CyTOYHOW 1103bl, paBHOUl 100 wmr,
pa3esieHHo Ha 2 ipuema.

XpOHHU@CKCl}Z cepdelmaﬂ Heo0oCmamo4HoCcms

Jlo3y noaduparoT HHAUBUAYAIbHO, HEOOXOIMMO TIIATEIbHOE HAOMIOAEHNE Y Bpaya. Y NaIMeHTOB,
MOJTYyYaIOIUX CEePJIeUHbIe TIIMKO3U/Ibl, AMYPETUKH U UHTHOuTOpHl AIID, cienyer cKoppeKTHUPOBaTh
MX JI03bI 10 Hayaja JeYeHus npenaparoM. PekoMeHa0oBaHHAasl HavaiubHas J103a cocTtaBisier 3,125 mr
(1/2 Tabnetku mo 6,25 Mr Ipyroro nmpous3BOAMTENs) 2 pa3a B CyTKH B TeueHue 2 Henenb. Ilpu
XOpOIIEeH MEPEHOCUMOCTH /103y YBEIMYMBAIOT C MHTEpBAJIaMu HE MeHee 2 Henenb 10 6,25 mr 2 pa3a
B CYTKH, 3aTeM 10 12,5 mr 2 pa3a B CyTku, moToMm g0 25 mr 2 paza B cyTku. Jlo3y cienyer
yBEIMYMBATh JO0 MAaKCUMalbHOW J03bl, KOTOpas XOpOLIO TIEPEHOCUTCS  MallMeHTOM.
PekoMeHi0BaHHAs MakCUMallbHas 71032 — 25 MI 2 pa3a B CYTKHU JUIS BCEX NAIlMEHTOB C TSKEION
XPOHUYECKON CEepJIeYHOM HEeAOCTAaTOYHOCThIO M Maccoil Tena Oosee 85 Kr — peKOMEHJOBaHHAs
MakcHUMasbHas 103a cocrasiseT 50 mMr 2 pa3a B CyTKH.

[lepen xaxapiM yBETWYEHUEM J03bI Bpad JOJDKEH OCMOTPETh TMAlMEHTa [JIsi BBISBICHUS
BO3MOXKHOIO HapacTaHUs CHUMIOTOMOB XPOHHMYECKOW CEpACYHOW HEIOCTATOYHOCTH WM
Bazounatauuu. [lpu TpaH3UTOPHOM HapacTaHHMM CHMITOMOB XPOHHYECKON CEpIEeYHOU
HEJIOCTATOYHOCTH WJIM 33J€P>KKE >KUIKOCTH B OpPraHHU3ME CJIEIYET YBEJIWYUTh J03y JUYPETUKOB,
XOTSl MHOTa MPUXOAUTCs yMeHbINTh 103y npenapata KAPBEJIMJIOJI win BpeMEHHO OTMEHUTH
ero.
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CuMOTOMBI Ba30JWIIATALIMM MOXKHO YCTPAHUTh YMCHBHICHHEM-HO3BI-AHYPeTHKOB—EeAr-cHMHATOMbBE
COXPAHSIOTCSI, MOKHO CHU3UTH 103y MHruouropa AIID (ecnm mammeHT ero MpUHUMAET), a 3aTeM
npu HeoOxomumoctu — no3y npenapara KAPBEJIMJIOJI. B Takoi cuTyamuu n03y Ipenapara
KAPBEJIWJIOJI He cnenyer yBelIWYMBaTh, I[OKAa CHUMIITOMBI YCHJIMBAIOTCS XPOHHYECKOU
CEpJIeYHOMN HEJOCTATOYHOCTU WJIU apTepUAIbHOM TMIIOTEH3UH HE YIIy4YllaeTcCsl.

Eciu neuyenne mpenaparom KAPBEJIMJIOJI mpepwiBatoT Oomnbiie yem Ha | Hemenro, TO €ro
Ha3HaYeHHe BO30OHOBISIOT B MEHBLICH [103€, a 3aTeéM YBEIMYUBAIOT B COOTBETCTBUU C
IIPUBEICHHBIMU BbIllIe pekoMeHaauusaMu. Eciu neuenue npenaparoM KAPBE/IMJIOJI npepeiBatoT
OoJiee yeM Ha 2 HEIeNd, TO €ro Ha3HAUYCHHUE CIIeyeT BO3OOHOBIIATH B A03¢ 3,125 mr (1/2 Tabnerku
mo 6,25 Mr Ipyroro mpou3BOAMTENs) 2 pa3a B CYTKH, 3aT€M MOJOUPAIOT 03y B COOTBETCTBUU C
IIPUBEICHHBIMU BBIIIE PEKOMEHIalUSIMHU.

Oco0ble rpynisl MalueHToB

Hapywenue ¢pynkyuu nouex

CymiecTBytolue JaHHbIe M0 (PapMaKOKUHETUKE Y MAIMEHTOB C Pa3UYHON CTENECHbIO HapYIIECHUS
GyHKIIUU TouYeK (BKIIIOYAs MOYEYHYIO HEIOCTATOYHOCTH) MO3BOJISIOT IMOJIaraTh, YTO MAlMEHTaM C
YMEPEHHOM W  TSHKEJIOW TOYEYHOW  HEJOCTATOYHOCTBIO  KOPPEKLMHM  J03bl  Ipernapara
KAPBEJMJIOJI ue TpeOyetcs (cM. pazaen 5.2).

Hapywenue ¢ynxyuu neuenu

[Ipenapar KAPBE/IMJIOJI mnpoTuBOIOKa3aH NaUUMEHTaM C KIMHUYECKUMHU MPOSBICHUSMHU
HapymeHust QyHKmu nedeHu (cm. paszaen 4.3).

Jluya nooicunozo 6ospacma
JlanHbIe, KOTOPBIEC MPOAUKTOBAIH ObI HEOOXOIUMOCTh KOPPEKIIUHU JJ03bI, OTCYTCTBYIOT.
eTu

bezonacHocTh M 3QPEKTUBHOCTh MPUMEHEHUS KapBeAWIoia y AeTeld U noApocTkoB (<18 ner) He
yCTaHOBJIEHHI (CM. pazzen 5.2).

Cnooco0 nmpuMeHeHust

BHyTph, HE3aBHCHMO OT mpHeMa IMHUINM, 3aluBas JIOCTATOYHBIM KOJUYECTBOM HKUIAKOCTH.
[Tanimentam ¢ xpoHHYeckoil cepaeunor HemocratouHocThio npenapar KAPBEJIMJIOJI cnenyer
MPUHUMATh BO BpeMs €bl, YTOOBl 3aMEIJUTh CKOPOCTh BCACBHIBAHWS M YMEHBIIUTH PHUCK
OPTOCTATUYECKOW TMITIOTEH3UU.

4.3. [IporuBonoKka3zanust
— T'unmepdyBCTBUTENBHOCTh K KapBEAWJIONY WIH JIIOOOMY U3 BCIOMOTATEIbHBIX BEIIECTB,

MEepPEUYNCIICHHBIX B pazjene 6.1.

- OCTpaSI N XpOHHUYCCKasA cCCpacdHad HEAOCTATOYHOCTE B CTaJuMd JACKOMIICHCAIIUH,
Tpe6y10u1a;1 BHYTPHUBCHHOT'O BBCACHUA NMHOTPOITHBIX CPEACTB.

— Kiununuecku 3HaunMoe HapylieHre QyHKINN NE€UYEHH.
— Bospacr 10 18 1et (3¢ dexTHBHOCTh U 0€30MacCHOCTh Mpernapara He YCTaHOBJICHBI).

— ArtpuoBenTpukyisipHas Omokaga Il u III cremenn (3a HUCKITIOYEHHMEM NAIMEHTOB C
NEKTPOKAPAUOCTUMYISTOPOM).

— Beipaxennas Opanukapaus (yactota cepaeunbix cokpaumenuiit (UCC) menee 50 ya/mun).

— Cunapom c1abocTu CHHYCOBOTO y3J1a (BKIIFOYasi CHHOAYPUKYISIPHYIO OJIOKay).
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—  Tsaxenas apTcpHralibHad TMIIOTCH3UA (CI/ICTOJH/ FCCKOCapTCpmaabHOC  AaABICHIC (Aﬂ) MCHCC
85 MM pT. cT.).

— Kapauorenuslil nok.
— AHaMHeCTHYeCKHE YKa3aHHs Ha OpPOHXOCIHAa3M B OPOHXHATIBHYIO aCTMY.

— HenepeHOCHMMOCTh TallaKTO3bl, JACPUIMT JIAKTa3bl, CHHAPOM TIIFOKO30-TAIIAKTO3HOMN
Majpa0bcopOIuy (TIpemnapat COIePKUT JIAKTO3Y ).

— ®ecoxpomonuroma (6e3 0OJTHOBPEMEHHOTO MPUMEHEHUS allb(ha-aapeHoOI0KaTOPOB).
4.4. Oco0ble yka3aHHus U MepPbI PeT0CTOPOKHOCTH NMPH NMPUMEHEHUH

C 0CTOPOKHOCTBIO

C OCTOPOXKHOCTBIO MPUMEHSIOT MpernapaT MPU XPOHUYECKOW OOCTPYKTHBHOM OOJIE3HH JETKUX
(XOBJI), nmempeccuu, MHACTEHWUHW, THUNOTJIIMKEMHH, aTPUOBEHTPUKYISIpHON Onokane I cremenu,
TUPEOTOKCUKO3€, MPU OOIIUPHBIX XUPYPrUYECKUX BMEIIATEIHCTBAX M TPOBEICHUM OO0IIeH
aHecte3uu, creHokapauu Ilpunimerana, caxapHom auabere (cMm. pasnen 4.4), OKKIIO3MOHHBIX
3a00JIeBaHUAX TEPUPEPUICCKUX COCYJIOB, TPH IMOJO3PECHUU Ha (HEOXPOMOIUTOMY, MOYCTHOU
HegocTaTouHOCTH (cM. pazzaen 4.4), mcopuase.

Oco0ble yKa3zaHus

XpOHuU@CKCl}l cepdeqﬂaﬂ Heo0oCmamo4yHoCcms

VY nanueHToB ¢ XpOHUYECKOM CepAeYHON HEJ0CTaTOYHOCTHIO B MEPUOJ I10100pa /103bI Mpenapara
KAPBEJIWJIOJI wmoxer oTMeuyaTbCcsd HapacTaHUE CHUMIOTOMOB XPOHUYECKOM  CepAeYHOU
HEJ0CTaTOYHOCTU WJIN 3aJ€pXKKa KUAKOCTH. [Ipy BOSHUKHOBEHNH TaKUX CUMITOMOB HEOOXOAMMO
YBEJIUYUTH 103y JUYPETUKOB U He moBwimath a03y npenapara KAPBEJIWJIOJI no crabunuszanun
nokasareie remonuHamMuku. HWHorma OblBaeT HEOOXOJUMO YMEHBIIMTH JI03y IIpernapara
KAPBEJIMJIOJI nnu, B peAKUX cilydasix, BpeMEHHO OTMEHUTH Inpemnapat. [logo6Hble s1u30/1b61 He
MPEMSTCTBYIOT JaJIbHEHIIEMY MpaBUiIbHOMY Io100py A03bl npenapata KAPBEIMJIOJI.

KapBeaminon ¢ OCTOPOKHOCTBIO TPUMEHSIOT B KOMOMHALIMM C CEPACYHBIMU TIUKO3UIAMU
(BO3MOXHO upe3MepHoe 3ameyieHue AV TpoBOJIMMOCTH).

DyYHKYUs NOUeK npu XpOHUYECKOU cepOeyHOU HedOCMAamoyHOCmu

IIpu wnasnauenuu npenapata KAPBEJIWMJIOJI mnanueHTaM ¢ XpOHMYECKOM CepledHOMN
HE/I0CTaTOYHOCThIO M HU3KUM apTepHalibHbIM AaBieHueM (cucroiuueckoe AJl menee 100 MM pr.
CT.), UIIEMHUYECKON Oosie3HbIO cepaua U AU(PPY3HBIMU U3MEHEHUSMHU COCYAOB W/MIU MOYEHYHOMN
HE/I0CTaTOYHOCThIO OTMEYAJIoch oOpaTuMoe yxyameHue ¢yHkuuud mnouek. Jlo3y mpemapara
MO0UPAIOT B 3aBUCUMOCTH OT (DYHKIIMOHATILHOTO COCTOSIHUS MOYEK.

XObJI

[Marmentam ¢ XOBJI (B TOM uymcie OpOHXOCHACTHYECKMM CHHAPOMOM), HE MOIyYaroliuM
MEPOPAIbHBIX WIM MHTAISLUOHHBIX MPOTHBOACTMATHYeCKUX cpeacts, npenapat KAPBE/INJIOJI
HAa3HA4al0T TOJIBKO B TOM CIIy4ae, €CJIM BO3MOXHBIE PEUMYIIECTBA €r0 MPUMEHEHUS MPEBBIIIAIOT
NOTEHIMATbHBIN pUCK. [Ipy HaTMYUM MCXOIHOM MPenpacioNoKeHHOCTH K OPOHXOCTIaCTHUYECKOMY
cunnpomy npu npueme npenapata KAPBE/IMJIOJI B pe3ynbTaTe MOBBIMIEHUS CONPOTHUBIICHUS
JBIXaTEIbHBbIX IIyTEH MOXKET pa3BUTLCA OAbINIKA. B Hauane mpuema M IpU YBEIUYEHUU O3Bl
npenapata KAPBE/IMJIOJI »3Tux nanmuMeHTOB HYKHO TIIATENbHO HAOMIOAaTh, CHUXKAas /03y
npernapara InpH MosiBJIeHUN HadaJIbHBIX IPU3HAKOB OpOHXOCIa3Ma.
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Caxapmubiii Ouabem

C OCTOpOXHOCTBIO IpenapaT HA3HAYAIOT MALMEHTaM C CaxapHbIM J1UabeTOM, MOCKOJbKY Oera-
a7ipeHO0I0KATOPbl MOTYT YBEIMYMBATH PE3UCTEHTHOCTb K MHCYJIMHY M MAacCKHPOBAaTh CHUMIITOMBI
TUMOTIIMKeMUH  (OCOOCHHO — TaxWKapauio). Y  MalUMeHTOB C€  XPOHUYECKOW  CeplIeyHOn
HEJIOCTAaTOYHOCTBIO M caxapHbIM nuabetom mnpuMmeHenue mnpemnapata KAPBEWJIOJI moxer
COIIPOBOXAATbCA ~ HApPYIIEHUSMU I[JIMKEMUYECKOIOo KOHTpojs. (OJHAaKO MHOTOYHCIICHHBIE
UCCIIETOBaHM MTOKa3alu, 4To 0eTa-aIpeHOo0I0KaTOPhl C Ba30JUIATUPYIOIIMMU CBOWCTBAMU (Takue
KaK KapBEIWJION), OKa3bIBAIOT Oosiee OnaronpuaTHed 3((eKT Ha KOHICHTPALMWIO TIIOKO3BI U
JUIHUAHBIN TPOPUITE.

KapBenuinon oka3piBaeT yMEpeHHBIH MOJI0KUTENbHBIA 3 (HEKT Ha UyBCTBUTEIBHOCTD K HHCYJIMHY, a
TaKXKe MOXKET 00JIErYMTh HEKOTOPbIE MTPOSABICHUS META00IMUYECKOIO CHHIPOMA.

3abonesanus nepugepuneckux cocyoos

OctopoxkHOCTh HeoOxoauma mnpu HazHauyeHun mnpenapata KAPBEJ/IMJIOJI mnanuentam ¢
3a00JIeBaHUSMHU MTEPUPEPUUECKUX COCYIOB (B TOM YHCIIe ¢ CHHAPOMOM PeiiHO), MOCKOJIbKY OeTa-
aZipeHO0I0KATOPBI MOTYT YCHIIMBATh CUMITOMBI apTepUaIbHOU HEAOCTATOYHOCTH.

Tupeomoxcuxo3

Kak wu gpyrue Oera-aapeHobnokaropsl, mnpenapatr KAPBEJIMJIOJI wmoxeT yMeHbIIATh
BBIPOXKEHHOCTh CUMIITOMOB TUPEOTOKCUKO3A.

O6Wdﬂ aHnecmesus u O6W1/lprl€ xupypcudecKue emeuiameilibecmed

OcTOpO)XHOCTH TpeOyeTCsl y MalMeHTOB, KOTOPHIM MPOBOJIUTCS XUPYPIHUYECKOE BMEIIATEIHCTBO
noJ obmieil aHecrtesuel, M3-3a BO3MOXHOCTH CyMMAallMM OTPHLATENbHBIX 3((EeKTOB Ipenapara
KAPBEJIMJIOJI u cpenctB ass oOLIei aHecTe3nu.

bpaouxapous

KapBenumon MoxkeT BbI3bIBaTH Opaaukapauio, npu ypexenun YCC wmenee 55 yn/muH 103y
npenapata KAPBE/IUJIOJI cienyer CHU3NTS.

Tosviuennas uyecmeumelbHoCcmb

Heo6xonumo cobmoiaTh 0cTOpokHOCTh Npu Ha3HayeHuu npenapara KAPBEJIMJIOJI nanuentam
C TSDKEIBIMM pEaKIUSAMU THUIEPYYBCTBUTEIBHOCTM B aAHAMHE3€ WM MPOXOIALIUM  Kype
JleCeHCUOMIN3alii, MOCKOJIbKY OeTa-aJipeHO0J0KAaTOpbl MOT'YT IOBBICUTH YYBCTBUTEIBHOCTH K
aJUIEPreHaM M CTEIIEHb TSHKECTH PEAKIMI THIIEpYyBCTBUTEIBHOCTH.

Tsaowcenvie kooictbvie peaxkyuu

B penkux ciy4asx KapBeInI0JI MOXKET BbI3BAaTh PA3BUTHE TAKMX CEPbE3HBIX KOKHBIX PEAKINN, KaK
TOKCHUYECKHUH 3MujepManbHblii HeKponu3 U cunapoM CtuBeHca-/[)xoHcoHa (cM. pasnen 4.8). [pu
Pa3BUTHUH TSKENBIX KOXKHBIX peakiuil Ha (oHe npumeHeHus npenapara KAPBEJIMJIOJI mpuem
npernapara HeoOXO0MMO MOJHOCTBIO MTPEKPATHUTb.

Ilcopua3z

[TaneHTamM ¢ aHaMHECTUYECKUMHU YKa3aHUSMHU Ha BOZHUKHOBEHHE MM 00OCTPEHHUE IMcopHasza npu
npuMeHeHuu Oeta-aapeHoOiokaropoB mnpenapara KAPBEJIMJIOJI moxHO Ha3HauyaTh TOJIBKO
IIOCJIE TIATEIBHOIO aHAIM3a BO3MOYKHOM I0JIb3bI U PUCKA.

Bzaumooeiicmeue ¢ Opyeumu nexapcmeenHviMu cpeocmseamu

CymiecTByeT psii BaXHBIX (DapMaKOKMHETHUECKUX U (hapMaKOJWHAMHUYECKUX B3aUMOJICHCTBUHU C
APYTMMHU TpermapataMd (B TOM 4YHCIE€ C JWTOKCHHOM, IUKJIOCIIOPHHOM, pPHUMAMIIUIIHOM,
aHTHAPUTMUYECKUMHU TIperapaTaMu U Ipenaparamu i o0miel anecte3un) (cM. pazaen 4.5).
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Oonoepemennbili npuem OJI0KAMOPO8 «MEOeHHbIXY KaAbHHesbix-Kananros-(bMKK)

V¥ nmanuenTos, onHoBpeMeHHO npuHumaromux bMKK tuna Bepanamuna nnm quntuazeMa, a Takxke
JIPYyTUe aHTHAPUTMHUYECKHE CPEJICTBA, HEOOXOIUMO peryisipHo MoHuTOpupoBath JKI" u AJl.

Kak u B ciydae ¢ Apyrumu npenapatamu ¢ 0eTa-aJpeHOOIOKUPYIONIMMU CBOMCTBAMH, HA3HAYCHHE
KapBeJWIoNa BMECTE€ C HEIUTHAPONUPUINHOBBIMU OJOKAaTOpaMH «MEIJICHHBIX» KaJlbLIHEBbIX
kaHanoB (HBMKK) tuna Bepanammia wuiaum JWITHA3€Ma, aMUOJAPOHOM WM  JAPYTUMU
AHTUAPUTMUYECKUMU TperapaTaMu peKOMEHIyeTcsl TpoBOoAUTH 1o KoHTposiem OKI™ u AL,

@eoxpozwouumozwa

[Manmentam ¢ (EOXpOMOLMTOMON 10 Hadvaja MPUMEHEHHUs Jr000ro Oera-aapeHoba0KaTopa
HeoOX0UMO Ha3HAYuTh anb(a-aapeHodnokarop. Xors npemapatr KAPBEJINMIIOJI o6mamaer kak
Oera-, Tak W anb(ha-aapeHOOTOKUPYIOIIMMHA CBOWCTBAMHU, OIBITA €r0 MPUMCHEHHS Y TaKUX
MAIUEHTOB HET, I0O3TOMY €ro C OCTOPOXKHOCTBIO CIIAYET Ha3HAYaTh MAIMEHTaM C MOI03PECHUEM Ha
(beoXpoMOITUTOMY.

Cmenoxapous [lpunymemana

HecenexTtuBHble OeTa-aqpeHOOI0KaTOPHI MOTYT IIPOBOILIMPOBATH MOsIBICHHE O0Jiel y MAIMEHTOB CO
CTCHOK&pI{HCﬁ HpI/IHIIMeTaJIa. OmnblTa Ha3HAYCHUSA KapBCAUJI0JIa 3TUM IMAllUCHTAM HCT. XoTs ero
anb(a-agpeHOoOTOKUPYIOIIUE CBOWCTBA MOTYT NPEJOTBPATUTh MOJAOOHYI CHMIITOMATHKY,
HazHauathb npenapat KAPBE/INJIOJI B Takux citydasix clieayeT ¢ OCTOPOKHOCTHIO.

Konmaxmuwie nunsol

HaHI/IeHTLI, MOJIB3YIOIIUECA KOHTAKTHBIMH JIMH3aMH, JOOJDKHBI TIIOMHUTH O BO3MOXHOCTH
YMCHBIICHUS KOJIMICCTBA CIIE3HOM KHUIKOCTH.

Cunopom «ommenwly

Jleuenne npenaparom KAPBE/IMJIOJI npoBoxutcst mnutensHo. Kak M mpu JiedyeHUM OpYyrMMH
oera-anpeHobmokaropamu, Tepanuto npenaparom KAPBEINJIOJI ve cnenyer mpekpamiarsh pe3ko,
HE00XO0/IMMO TOCTENEHHO YMEHbIIATh 03y IpenapaTta ¢ HeledbHbBIM HHTepBaJlaMU. ITO 0COOEHHO
BaYKHO y MAllMEHTOB C ULIEMUYECKON O0JIE3HBIO Cepla.

B cinyyae HEOOXOOMMOCTH MNPOBEACHMSI XUPYPrHUECKOTO BMELIATEIbCTBA C HCIOJIb30BAaHUEM
o011el aHecTe3un HEOOXOIMMO MPEeAYNPEIUTh Bpaya-aHECTE3HO0JIOra O MPEIIECTBYONIEH Tepanun
npenapatoM KAPBEJIMJIOJI.

B nepuon neueHus MCKIIOYaeTcsl ynoTpedieHne ajlKoroJs.

BcnoMmoraTenbHbIE€ BEIIECTBA

Ipenapam KAPBEJ[HUJIOJI cooepocum nakmosvl Mono2uopam

[TaneHTaM ¢ peaKo BCTpeyaromielcss HeEePeHOCHUMOCTBIO TajlakTO3bl, NE(MHUIMTOM JaKTa3bl WIN
TJII0K030-TaJIaKTO3HOM MalibabcopOiuel He clieyeT IPUHUMATh 3TOT Mpenapar.

4.5. B3aumopeiicTBMe C [JPYrHMH JIEKADCTBEHHbIMHM IIpenaparaMM M Jpyrue BHABI
B3aMMOJAEHCTBUSA

DapMaKOKHMHETHUECKOE B3aUMOACHCTBHUE

Bausnue kapseounona na oapmaxoxunemuxy opyeux npenapamos

[TockonbKy KapBeIMIOIN sBJsIETCS Kak CyOCTpaToOM, TaK U MHTHOMTOPOM IIIMKONpoTenHa P, mpu ero
OJIHOBPEMEHHOM IIpHE€ME€ C TpenaparaMy, TPAHCIOPTUPYEMBIMU  INIMKONPOTEUHOM P,
OMOIOCTYTHOCTh MOCIEAHUX MOXET yBelIWyuBarbcs. Kpome Toro, 6MOAOCTYIMHOCTh KapBeaMIIONa
MOJKET U3MEHATHCS MO/ AEHCTBUEM HHAYKTOPOB WM MHTHOUTOPOB MIMKONPOTEHHA P.
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éZUZOKCuH

B wuccnenoBaHusax y 310pOBBIX JOOPOBOJIBLIEB M NALMEHTOB C CEPACUYHOM HENOCTATOYHOCTHIO
O0TMEYAJIOCh yBEJIMYEHHUE HKCIO3UIHU JurokcuHa Ha 20 %. [Ipu aTom Gosnee BbpakeHHBINH 3P QeKT
HaOmomancst 'y MyxuuH. Takum o00pa3oM, pEeKOMEHAYeTCs OCYLIECTBISATh KOHTPOJIb 3a
KOHIIEHTpalMel IUroOKCMHAa B MOMEHT Hayajla Tepamnuu, Mmoadopa J03bl U OTMEHBI Tepanmuu
kappenwionoM (cMm. pasnen 4.4). Ilpu >ToM KapBeausaod HE OKa3bIBaCT BIUSHHUS Ha
(hapMaKOKHHETHKY BBOJUMOTO TUTOKCHHA.

Q UKJ10CNOpPpUH

B nByx mccnenoBaHusAX MpW Ha3HAYEHUU KapBEAMIIONA MAIlUEHTaM, IEPEHECIIINM TIEPECAIKy MTOYKH
U cepala W MOJYy4YaBIIMX LUKIOCIOPUH MEPOPAIbHO, OTMEYAIOCh IMOBBIIICHUE KOHIICHTPALUU
nukinocnopuHa. OKazalioch, YTO KapBEIWJION YBEIUYMBACT HKCIIO3HMIMIO ITUKJIOCIOPUHA MPU €ro
npueMe BHYTpb B cpeaHeM Ha 10-20 %. UtoObl moanepkuBaTh KOHIICHTPALWU IUKJIOCTIOPUHA B
TEparneBTHYECKOM JHara3oHe, MOTPedOBaloCh YMEHBIICHHE J103bl IUKJIOCIOPHUHA B CpPEeIHEM Ha
10-20 %. Mexanu3M JaHHOIO B3aMMOJCHCTBUS HEHU3BECTCH, OJHAKO HENb3sd HWCKIIOYHTH
WHTHOWPOBAHUE KapBEAWIIONOM AaKTHBHOCTH TJHMKONpOoTeMHa P B kumeuHuke. B cBsism c
BBIPKCHHBIMUA WHAWBUAYAIBHBIMU KOJNECOAHUSMHM KOHIEHTPALUU IUKIOCIOPUHA PEKOMEHIYeTCs
TIIATEIbHBI MOHUTOPHHI €r0 KOHILEHTpAIMW TIOC/e Havajla Tepanud KapBEAWIOIOM U, TPH
HEOOXOJUMOCTH, COOTBETCTBYIOIIAs KOPPEKLHsS CYTOYHOM J03bl IHMKJIOCIOpuHA. B cmyuae
BHYTPUBEHHOT'O BBEJCHHS IHMKJIOCIIOPUHA, KAKOrO-TMOO B3aMMOJCHCTBUSA C KapBEIWUJIOIOM HE
0XKHIa€eTCA.

Bruanue opyaux npenapamos na (papmakokuHemuxy Kapeeouioid

WNuruburoper u unayktopsl uzopepmentoB CYP2D6 u CYP2C9 wmoryT crepeoceneKTUBHO
W3MEHSATh CUCTEMHBIH W/WJIM MPECHCTEMHBIM METabOoIM3M KapBeIWIONa, TPUBOAS K YBEIMYCHHUIO
WJIU CHIDKEHMIO KOHIIeHTpauuii R u S crepeonzomepoB kapBeauiiona B miazMe kposu. HekoTtopeie
MpUMEphl  MOJOOHBIX B3aWMOJICHCTBUN, HAOMIOAABIIMXCS Y TAIMEHTOB WJIW Yy 370pPOBBIX
T0OPOBOJIBIIEB, IEPEUNCIICHBI HIKE, TEM HE MEHee, JaHHbBIN CIHCOK HE SBISETCS MOHbBIM.

Pudamnuyun

B wucchaenoBanum ¢ ydactueM 12 3740pOBBIX JOOpPOBOJIBIEB IPU OJHOBPEMEHHOM BBEACHUU
pudaMnuHa 3KCHO3UIMS KapBEAWJIONAa CHUXKAach NpuoOau3utenbHo 1o 60 %, Habmonancs
3pdeKT CHMKEHMs JeHCTBUS KapBeAWIOda Ha IOKa3aTeld CHUCTOJIMYECKOrO apTepHaIbHOIo
naBiieHusl. MeXaHu3M JTaHHOTO B3aWMOJICHCTBUSI HEM3BECTEH, HO CKOPEE BCEro OHO 00YCIIOBICHO
UMHAYKIUEeH riMkonpoTenHa P pudaMnuinuHOM B KHIIEYHUKE. PexkoMeHgyeTcs TiaTeabHoe
Ha0MroIeHue 3a 0eTa-aapeHO0IOKUPYIOIIEH aKTUBHOCTHIO Y MAIIMEHTOB, MOTYYaOMIUX KapBe U0
B KOMOUHAIMU ¢ pUPAMITUIIIHOM.

Amuodapou

HccnenoBanust in vitro ¢ MHKPOCOMaMH 4eJIOBEYECKOH MEYeHU MoKa3ald, 4TO aMHOAApPOH U
NE33TUIAMUAOIapOH  MHruOMpoBamu okucieHne R wm S crepeomszomepoB  kapBenmiona
HETMOCPEJCTBEHHO IMepe] NMPUEeMOM OYepelHOM 103bl yBenuuuBajach B 2,2 pasza. Dpdexr S
cTepeon3oMepa KapBeuiIoiia MPOsBISIETCS 3a CUeT Je39THIIaMHOapOHa, METa00INTa aMHUOJapOHa,
KOTOpBIM  sBiIsleTcss MOLIHBIM ~ uHruouropom uszopepmenta CYP29C9. Pexkomenayercs
MOHHUTOPHPOBaTh  0OeTa-aJipeHOOTOKUPYIONIYI0  aKTHMBHOCTh Yy  TAIlMEHTOB, IOJyYalolIuX
KapBeIWJI0J B KOMOWHAIIMK C aMUOJIAPOHOM.

Dayokcemun u napokcemun

B pangoMu3upoBaHHOM HUCCIIEIOBAHUM C TIEPEKPECTHBIM TU3aiiHOM y 10 marueHToB ¢ cepeyHOn

HEJIOCTaTOYHOCTHIO OJHOBPEMEHHBIN TpueM ¢iyokcetnHa (MHruouTopa mzodepmenta CYP2D6)

NpUBOAUII K CTCPCOCCICKTUBHOMY IOJABJIICHUIO MeTaGOHI/BMa KapBCAUJIOJIa — K MOBBINICHUIO

cpennero nokazarens AUC mis R (+) Ha 77 % M K HECTaTHCTUYECKOMY IOBBIIICHUIO CPETHETO
7
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nokazarenst AUC s S (-) Ha 35 % 1o CpaBHEHHUIO C'FpyRROH-HaHHeHTOB; oty HaioHx-Fane6o:
Onnako, pazHuilsl B moOouHbIX neiicTBusax, Benuunne AJl mim UCC mexay aByMms rpynmnaMu He
OTMeYaoch. BinsHuEe OJHOKpPATHO MEpPOpaJbHO BBOAMMOIO MAPOKCETUHA (MOILHBIA HHIUOMTOP
nzopepmenta CYP2D6) Ha QapMakOKMHETHKY KapBeAWIONa H3ydaloch Yy 12 370pOBBIX
no6poBobleB. HecMoTpst Ha 3HauMTeNnbHOE yMEHbIIEHHE 3Kcno3uuuu R m S crepeomsomepon
KapBEIWII0Ja, KIMHUYECKOIO 3HAYEHHUSI OHO HE UMEIIO.

PapMakKoJMHAMHYSCKOE B3aMMOJICHCTBHUE

Hncynun unu eunoenukemuyeckue cpeocmea 0is npuema 6Hympb

[Ipemapatsl ¢ Oera-aapeHOOIOKHPYIOIIMMHU CBONCTBAMH MOTYT YCHUJIMBATh THUIIOTIMKEMUYECKOE
JNEUCTBUE WHCYJIMHA WIM THUIMOTJIMKEMUYECKUX CPEACTB [UIsl MpuemMa BHYTpb. CHUMIITOMBI
TUIOTIIMKEMHUH, OCOOEHHO TaXWKapAus, MOTYT MacKUpOBaThCsi WU ociabeBaTh. [lamuentam,
MOJTYYaIOIUM WHCYJIMH WM TUIOTJIMKEMHYECKUE CPEJCTBA /I IpUeMa BHYTPb, PEKOMEHAYETCS
PETYISIPHBIN KOHTPOJIb KOHIIEHTPAIIMH TTIOKO3bI B KPOBH.

Hpenapambz, CHULcaroujue co@epofcalme KamexojaadmuHoe

[TaneHThl, IPUHUMAIOLINE OJHOBPEMEHHO CPEe/ICTBA C OeTa-apeHOOIOKUPYIOIIMMU CBOWCTBAMH U
CPEICTBa, CHIKAIOIIME COJEpKAHUE KATEXOJaMHUHOB (HAIpuUMeEp, pe3epnuH W HMHTHOUTOPHI
MOHOaMMHOKCH/1a3bl), JOJDKHBI HaXOIUTHCS IO/ TIIATEJbHBIM HAOIIOJACHUEM B CBSI3U C PUCKOM
Pa3BUTHSI apTEPHATBLHON THIIOTEH3UH /WK BBIPAXKEHHON OpanukapIuu.

Hueokcun

KomOunupoBanHas Tepanusi CpeiCTB ¢ OeTa-aJpeHOOIOKUPYIONIMMU CBOMCTBAMU M TUTOKCHHA
MO’KET IPUBOJUTH K JOIOJHUTEIBHOMY 3aMEUICHUIO aTPUOBEHTPUKYJIAPHON ITPOBOAMMOCTH.

Heouzuoponupuounosvie onroxamopul «meodnennvixy Kanvyuesvlx kananoe (HEMKK), amuooapon
unu Opyeue aHmuapummuieckue cpeocmed

OnHOBpeMEHHBIH  IpUEM C  KapBEAWJIOJOM  MOXKET  HOBBICUTH  PUCK  HapyLIEHUS
aTPUOBEHTPUKYJIAPHON NpoBOAUMOCTH. [IpM OIHOBpEMEHHOM Ha3HAYEHHM KapBEAWIONA H
JWIITHA3eMa OTMEYaINCh OTAENbHbIE CITyyau HapyLIeHU MPOBOIUMOCTH (PEIKO — C HAPYIICHUSIMHU
nokaszarenel remonumHamuku). Kak u B choywae ¢ JIpyruMu  mpenapataMu ¢ Oera-
aJpEeHOOJIOKUPYIOIMMHA  CBOMCTBaMHU, Ha3HadeHue Kappemawiona BMecte ¢ HBMKK Tuma
BepanaMuila WIM JUITHA3eMa, aMUOAAPOHOM WM IPYTUMU aHTHAPUTMHYECKUMU IIpernapaTaMu
pexomeHayeTcst mpoBoauTh o koHtpoaem DKI' u A/l

Knonuoun

OpHOBpeMEHHOE Ha3HAau€HHWE KIOHMJMHA C I[penapataMu cC 0OeTa-aJpeHO0JIOKUPYIOIUMU
CBOMCTBaAMM MOXKET NMOTEHLUMPOBATh AHTUTHIIEPTEH3UBHBIA M Opamukapaudeckuil s¢dext. Ecmu
IJIAHUPYETCS NIPEKPATUTH KOMOMHHPOBAHHYIO TEpaIno IpenapaToM c Oera-
a/IpeHOOJIOKUPYIOIUMHI  CBOMCTBAMH M KJIOHUAWHOM, TIEpBBIM CIEAyeT OTMEHUTh OeTa-
aIpeHo0IOKATOp, a Yepe3 HECKOIBKO JTHEH MOYXHO OTMEHHTH KIIOHWIWH, ITOCTEIICHHO YMEHBIIast
€ro A03y.

T'unomenszusnvie cpe()cmea

Kak u pgpyrme mpenaparel ¢ OeTa-aJpeHOOIOKUPYIOUIEH aKTUBHOCTBIO, KapBEIHJION MOXKET
YCUIIUBATH )ICfICTBI/IG APYTrux OJHOBPEMCHHO IMPUHHUMACMBIX THIIOTCH3UBHBLIX CPEACTB (HaHpI/IMep,
anb(ha-aIpeHo0I0KaTOPOB) WIIM MPENapaToB, KOTOPHIE BBHI3BIBAIOT APTEPHAIBHYIO THUIOTEH3UIO B
KaueCTBE HEKEIATEIbHON PEaKIINHU.
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Cpeocmea ons obweti anecmesuu

CrnenyeT npoBOIUTH THIATEIBbHOE HAOJIIOICHUE 32 OCHOBHBIMH I10KA3aTEIsIMU JKU3HENEATEIbHOCTU
opraHu3mMa IpH MPOBEIECHUH OOIel aHecTe3uh B CBA3M C BO3MOXKHOCTBIO CHHEPTHYHOIO
OTPHILIATEIIFHOTO HHOTPOITHOTO ICHCTBHSI KapBEANUIIONA U CPEICTB IS OOIIEH aHeCTe3HH.

Hecmepouonwvie npomusosocnanumenvuvie npenapamol (HIIBII)

Cosmectubiii npuem HIIBII u Gera-aapeHOOIOKATOPOB MOKET MPHUBOAMTH K MOBBIMICHUIO A/l 1
YXYALICHUIO KOHTpoJist 3a A/,

bponxoounamamopul (aconucmer 6ema-aopenopeyenmopos)

[TockonbKy HEKapAMOCEIEeKTUBHBIE OeTa-apeHO0I0KATOPHI MPEMATCTBYIOT OPOHXOIUTHPYIOLIEMY
apdexTy  OpOHXOIMIATATOPOB,  SBIAIOIIUXCA  CTUMYJIATOpaMH  OeTa-aJpeHOpEIenTOpOB,
HEOOXOMM TIIATENbHBIN KOHTPOJIb 32 MAlMEHTaMH, ITOJIYYalOUIMMH TaHHBIE TIPEeTapaThl.

4.6. PepTHIBHOCTD, 0EPEMEHHOCTD M JTAKTALMSA

bepemeHHOCTD

HccnenoBanus Ha )KUBOTHBIX BBIABUJIM HAJUYUE PENPOJYKTUBHOW TOKCUYHOCTH. [loTeHUIManbHbIN
PHUCK JUIsl 4eJIOBEKAa HEM3BECTEH.

bera-anpeHo0oKaTOpsl  YMEHBIIAIOT —IUIALIEHTAPHBIA KPOBOTOK, YTO MOXET TIPUBECTH K
BHYTPUYTpOOHOM rubenu 1ulofa M MpexAeBpeMeHHbIM poaaM. Kpome Toro, y mioga u
HOBOPOJKJICHHOIO MOT'YT BO3HUKAaTh HEXKelaTejabHble peakuuu (B YaCTHOCTH, TUIOTJIMKEMHS U
OpanuKkapaus, OCJIOXHEHHS CO CTOPOHBI cepAlla U Jerkux). VMccinemoBaHUs Ha >KUBOTHBIX HeE
BBISIBIJIM Y KapBeIWJIONa TepaToreHHoro 3¢ dekra. JloctaTo4HOTo OnbiTa MpUMEHEHUs Ipenapara y
O6epeMeHHBIX HeT. KapBeanson mpoTHBOIIOKa3aH MpH OEPEeMEHHOCTH, 3a UCKIIOUYEHHEM CIIydaes,
KOTI'/Ia BO3MOXHbBIE IPEUMYIIECTBA €r0 MPUMEHEHHMSI Y JKEHIIUH MPEBBIIIAI0T NOTEHIUAIbHBIN PUCK
IUIA IJ10/a.

JlakTarms

B pesynbrate uccnenoBaHuii ObUIO YCTAaHOBJIEHO, YTO Y KPBIC KApBEIMIION U/UIH €ro METaOOIUTHI
MIPOHUKAIOT B MOJIOKO JIAKTUPYIOIIMX J>KUBOTHBIX. B HacTosIMii MOMEHT HE YCTaHOBIIEHO,
NPOHUKAET JM KapBEAWJOA B TPYIAHOE MOJIOKO Yy denoBeka. OpaHako OOJIBIIMHCTBO OeTa-
a7ipeHO0I0KaTOPOB JIMMOPWIBHON CTPYKTYpbl B Ppa3IM4YHOM CTENEHH IPOHUKAIOT B TIPyAHOE
MoJIoKo. TakuMm o00pa3oM, NMpH HEOOXOIMMOCTH IMpPHUMEHEHHs Mpenapara B MepHO] JaKTaluu
Ipy/AHOE BCKapMJIMBaHUE HEOOXOUMO MPEKPATUTb.

4.7. BuusiHMe HAa CHOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMHM CPEACTBAMH H PpadoTaTh C
MEXaHU3MaMH

I/ICCJ'IC,Z[OBaHI/ISI IO M3YUCHUIO BJIUAHUA IpCIapara Ha CIIOCOOHOCTH YHOpaBJIATb TPAHCIIOPTHBIMU
Cp€acTBaMu U MCXaHU3MaMH HC ITPOBOAUIINCE.

VY4uuThIBasg MOTEHIMAIBFHO BO3MOXKHBIE MoOouHble aedcTBUs mnpenapata KAPBEJIMIIOJI, ero
ClleAyeT Ha3HayaTb C OCTOPOXKHOCTBIO TallMEHTaM, paboTa KOTOpbIX TpeOyeT ObIcTpoil
MICUXOMOTOPHOM peakiyu, 0COOEHHO B Haydajie JEYeHMs, a TaKKe IPU OJHOBPEMEHHOM IpHeMe
aJIKoroJisi (pUCK Pa3BUTHUS TOJIOBOKPYKEHUS, ACTEHUN).
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4.8. HexkesnaTesibHbIe peakuuu

Tabnuaaoe pPE3IOMe HEXKENIaTeIbHBIX peaKIIUi

JIJiss onMCaHus YacTOTHl HEXKENATEIbHBIX PEaKIUi B JAHHOM pa3Jeiie HMCIOJIb3YeTCs CIICAYIOIas
knaccudukanus MedDRA: odens wacto (>1/10), wacto (>1/100, Ho <1/10), Heuacto (>1/1000, HO
<1/100), peako (>1/10000, HO <1/1000), ouens peako (<1/10000).

Huxe npencraBineHbl HEXeENATENbHbIE PEAKLMH, O KOTOPBIX COOOIIANOCh IpPU IPUMEHEHUU

KapB€auJ0JIa.

Ta6Jmua 1. HexxenaTenbHbIe PCaKkuu, BbIABICHHBIC B X01€ KIIMHUYCCKUX HCCHGI[OBaHHﬁ.

Cucrema Opran Kinace | HexenareabHble peakiuu Yacrora
WNudekunu u naBazuu [TneBMoHMs, Oponxut, wuHpeknuu BepxHux | Yacro
IBIXATCNBHBIX — MyTeH, WHPEKIUH MOYEBBIX
nyTen
Hapymenust co croposs! | AHemus Yacto
KpOBHU M JUM(DATUYECKON
p b TpomMOouTOTICHUS Penxo
CHUCTEMBI
Jleikonennsa Ouensb penko
Hapyumienust co croponsl | Peakuun TUIEPUYBCTBUTENIBHOCTU | OUeHb peaKo

VMMYHHOH CHCTEMBI

(aymepruueckue peakiumn)

Hapymenus YBenuuenune MAaccChl Tena, | Yacrto

MeTaboJIu3Ma U MUTAHUs | TUIIEPXOJIECTEPUHEMUS, HapyuIeHUE
JIMKEMAYECKOTO0  KOHTPOJIA  (THIEPTIUKEMHS,
TUTIOTITUKEMHUS] ) y  MalMeHTOB C  yXke
HMMEIOIIUMCS CaXapHbIM Ha0eTOM

[Tcuxuueckue [enpeccusi, OIaBIEHHOE HACTPOEHUE Yacro

HapyIICHUS

Py Hapymenns caa Heuacto

Hapymenuns co croponsl
HEPBHOM CUCTEMBI

I'onoBokpyskeHue, ronoBHas 60Jb

OueHb 4acTo

CuHKonanbHble, MPeCUHKONANIbHbIE cocTosAsHud | Yacto
[Tapecresus Heuacro
Hapymennst co cropons! | Hapymenue 3peHus, ymeHnbmenue | Yacro

opraHa 3pCHUs

CJIC300TACIICHUA, pa3ApaKCHUC TI'J1a3

Hapymenust co ctopoHsl
cepaua

CepaedHast HEJOCTATOYHOCTh

OueHb 4acTo

bpanukapnus, TUIIEPBOJIEMUS, 3anepxka | Hacrto
KUAKOCTU
ATpHOBEHTpUKYJIsipHast O1oKana, creHokapaus | Hewacto

Hapymienust co cTopoHbl
COCY/JIOB

BripakenHoe CHIDKEHUE aprepuasibHOro | O4eHb YacTo
TTaBJICHUS

[Mocrypanshas TUTOTEH3HUS, Hapyuienue | Yacro
nepudepruIecKoro KpOBOOOpaIieHus
(moxonomanue  KOHEYHOCTeH,  3aboseBaHUe
nepudepuIecKux COCY/JIOB, obocTpeHne

CHUH/IpOMA «IIEPEMEKAIOMIEHCS» XPOMOTBI H

cuHapoM PeliHO), TOBBINICHHE apTEPHAIBHOTO
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JABJICHUS
Hapymenust co croponsl | Onpilika, OTeK Jierkux, Oponxocnasm y | Yacro
JbIXaTEJIbHOM CUCTEMBI, | IIPEIPACIIONIOKEHHBIX MTALIUEHTOB
OpraHOB I'PyAHOU KJIETKU
p by 3a10K€EHHOCTh HOCA Penxo
U CPENOCTEHUs
Kenynouno-kumeunsle | TomHora, auapes, pBora, aucnencudeckue | Yacto
HapyLICHUS pacctpoiicTBa, 60Jb B )KMBOTE
3anop Heuacto
CyxocTh CIM3UCTON 00O0JIOYKH MOJIOCTH pTa Penxo
Hapymenust co cropons! | KoxHble peakiyuu (B TOM 4HcClie KOKHas Chinb, | HeuacTto
KOXXKM UM  TOJKOXHBIX | IPMATUT,  KpalNMBHUIA,  KOXHBIA 3y,
TKaHen MOPAKEHUSI KOXKH 10 THUILY [ICOpHa3a U KPaCHOIro
IIJIOCKOTO JIUILAs)
Hapymenus co croposs! | boib B KOHEUHOCTAX Yacrto
MBIIIICYHOM, CKEJICTHOU U
COEJIMHUTENIbHON TKaHU
Hapymienust co cropounsl | [loueunas HegocrarouHocth M HapyuieHue | Yacto
MOYEK U | QyHKOIUK TIOYEK Yy TanueHToB ¢ auddy3HbM
MOUYEBBIBOJAIIMUX MMyTeH | BaCKYJIUTOM W/WIM HapyluleHHeM (QYyHKIHH
MOYEK
Hapymennst Mmouencyckanus Penko
Hapymenust co cropons! | Hapymenue noreHuyuu Heuwacro
pPEnpOTyKTUBHOU
CUCTEMBl M MOJIOYHBIX
xKeles
OO6mme HapyuieHuss U | ACTeHHS Ouensb yacto
eaKuu B MecTe =
peakl Oteku, 00JIEBOM CUHIPOM Yacto
BBEJICHUS
Jlaboparopublie u | [loBpimenue AKTUBHOCTH allaHMHaMUHO- | OueHb peaKo
MHCTPYMEHTAJIbHbIE TpaHcdepasbl (AJIT), acrapTaTaMuHO-
JTAHHBIE TpaHcpepasbl (ACT) " ramma-
rinoOynuHTpaHchepassl

Onuncanue OTACJIBbHBIX HEXEIATCIbHBIX SIBIICHUN

YacTtoTa BO3HUKHOBEHUSI HEKENATEIbHBIX PEaKIUi HE SBISETCA J0303aBUCUMOM, 32 UCKIIIOUEHHEM
SIBJICHUH TOJIOBOKPY>KECHUS, HAPYIIICHUS 3peHUs U Opaaukapaud. [ 0JI0BOKpyKeHHE, CHHKOTAIbHBIC
COCTOSIHMSI, TOJIOBHas OOJIb W acTeHWs, KaK MpaBWIO, MPOTEKAIOT B Jerkoi (opme u wdaiie
BO3HUKAIOT B Hayaje JICUCHHS. Y MAIMEHTOB C XPOHUYECKOW CEepJEeYHON HEAOCTAaTOYHOCTHIO B
MEPHOJ] YBETUYCHUS JT03bI BO3MOXHBI yCYT'yOJIEHHE CHMITOMOB CEPIEYHON HEAOCTATOYHOCTH U
3a/IepKKa KUIKOCTH (cM. pazaen 4.4).

CCpI[C‘-IHaﬂ HCOOCTATOYHOCTL ABJISIJIACH OYCHB YaCTO PaCHpPOCTPAHCHHBIM HCKEIATCIbHBIM

SABJICHUEM KaK Yy IIaUCHTOB,

nosrydaromux miare6o (14,5 %).
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[Tpu Tepanuu KapBEAUIOIOM 00paTHMOE YXYALICHHE yHIHAH-HOYeK-HadHo Ao eh-y-HaHHEHTOB-€
XpOHH‘IeCKOﬁ CCpIIG‘-IHOfI HEAOCTAaTOYHOCTBIO U HU3KUM apTCPUAJIbHBIM J1aBJICHHUCM, HIIIEMUYECKOU
Oose3HbpI0 cepana, A y3HPIMA U3MEHEHUSIMU COCY/IOB W/WIIH MTOYEYHON HEOCTATOYHOCTBIO (CM.
paznen 4.4).

Ilocmmapkemurneosvie Hab00eHUs

Hepqu/ICHeHHBIe HE)KeJIaTeJIbHbIE SBJICHUS ObLIN YCTAHOBJICHBI B XOJAC IMOCTMApPKECTHUHIOBOI'O
IIPUMEHCHUSA KapBEINJII0JIA.

Co cmoponbl obmena 6ewjecmg: HaJMYUE y Tpernapara OeTa-aApeHOOIOKUPYIOIINX CBOWCTB HE
UCKIIIOYaeT BO3MOXKHOCTh MaHHM(ecTallud JIaTeHTHO MPOTEKAIoLIero caXxapHoro auabera,
JEKOMIIEHCALIUA y>KE€ HMEIOLIErocsl CcaxapHoro auabera WIM YTHETEHUS KOHTPUHCYJISPHOM
CUCTEMBI.

Co CMOPOHbL KOJHCHBIX NOKPOB06. aJIOIICLUA.

Cepbe3Hble KOJKHBIE HEKeTaTeNbHbIe peaklMK (TOKCUYECKUI AMHAepMalIbHBIN HEKPOIN3, CHHAPOM
Crusenca-/>xoncona) (cMm. pazzaen 4.4).

Co cmopoHbl MouegblOeUmenbHOL cucmemyl: 3apeTUCTPUPOBAHBI PEIKUE CIIy4au HeIepKaHHs
MOUH Yy KEHIIUH, 00paTUMBbIE I10CJIE OTMEHBI IIpenapara.

COO6H.I€HI/IG O IMOA03PEBACMBIX HCKCIATCIIbHBIX PCAKIIMAX

BaxxHo cooOmaTh 0 1oj03peBaeMbIX HEXENATENIbHBIX peaKLUsAX MOCJIEe perucTpaluy npenapara ¢
LeNbl0  O0ECleueHUs] HEMPEPHIBHOTO MOHUTOPHHIA COOTHOIICHMSI  «IOJb3a —  PHCK»
JIEKaApCTBEHHOTO TMpenapara. MeIuIMHCKUM pabOTHHKaM PEKOMEHIYETCsl cooOmarh O JHOOBIX
MIOJ03PEBAEMBIX HEKEIATENbHBIX PEAKUUSIX JIEKAPCTBEHHOrO Mperapara 4epe3 HaluOHaIbHBIE
CUCTEMBl COOOLIEHMSI O HEXEJaTelIbHbIX peakUusAX TIoCcyAapcTB — ujaeHoB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas @enepanns

denepanbHas ciyx6a 1o Haa30py B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
109074, r. MockBa, CiaBsitHCKasi TUIOIIaAb, 10M 4, cTpoenue 1

Tenedon: +7 (800) 550 99 03

OnekTpoHHas nmoyra: pharm@roszdravnadzor.gov.ru

nnu npr(@roszdravnadzor.gov.ru

CaiiT B m”HGOPMaAIIMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTu «IHTepHEeT»:!
http://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMIITOMBI

Bripaxxennoe cHmwkenne AJl (COmpoBOXKIaromieecss TOJTOBOKPYXXEHHEM WIH OOMOpPOKOM),
BblpakeHHast Opaaukapausa (UCC wmenee 50 ya/muH), BcleacTBUE OpOHXOCMAa3Ma BO3MOYKHO
BO3HUKHOBEHHE OJIBIIIKH, PBOTHL. B TSHKENBIX CIy4asx BO3MOXXHBI HapyIICHWE JIbIXaHWS,
CIIyTaHHOCTb ~ CO3HAHUs, TEHEpaIM3HPOBAHHBIE CYAOPOTH, CepJedHas HEAOCTaTOYHOCTH,
HapyIIEHHs MPOBOJIUMOCTH, KApAHOTEHHBIN IIIOK, OCTAHOBKA CEp/IIIa.

Jleuenue

Jleyenne cummTOMaTH4ecKoe, MPOMBIBAHHE JKENIyAKa M Ha3Hau€HUE aJCOpOUPYIOLIUX CPE/ICTB,
MPOBEJICHUE MOHUTOPHHTa M TOJJIEP)KaHUE >KU3HEHHO BaXKHBIX (YHKUMH OpraHuM3Ma, mpu
HE00XOIMMOCTH — B OTAEJICHUN UHTEHCUBHOH TEpaIny.
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[lpu  BbIpaKEHHOH  OpaauKapauH  I1€JI€CO00pasHO——BHYFPHBEHHOS——HpPHMEHEHHe—M
XOJMHOOI0KaTOpoB (arporuH 1o 0,5 — 2 mr).

Ecnmu B kIMHHMYECKOW KapTHHE NEpPEIO3UPOBKU MMPeoOIalacT BBIpAKEHHOE CHIDKeHHe AJl —
MPUAATh MAIUEHTY IMOJIOKCHUE <Ieka» C MPUNOJHATHIMA HIDKHUMHU KOHEYHOCTSIMH, BBOJIST
CUMITATOMUMETUKHU (HOpanuHeDpUH (HOpaapeHANWH), SMUHEPPHUH (aIpeHaNnH), T0O0YyTaMHUH), B
Pa3IMYHBIX J103aX, B 3aBUCHMOCTH OT MacChI T€JIa ¥ OTBETA HA MPOBOJUMYIO TEPAIUIO, B YCIOBUIX
HETPEPBIBHOTO KOHTPOJIS ITOKa3aTelei KpOBOOOpAICHHUSI.

[Tpu pe3UCTEHTHOH K JICYCHHUIO OpaguKapaud MOKa3aHO MPUMEHEHHE AJIEKTPOKAPAUOCTHMYIISITOPA.
[Ipu GpoHxocmazMe BBOIAT OeTa-aJipeHOMHUMETHKH B BUIE a’po3oiisa (mpu HedIPHEKTUBHOCTH —
BHYTPUBEHHO) UM aMHUHO(WIUIMH BHYTPUBEHHO.

HpI/I Cyaoporax BHYTPUBEHHO MEAJICHHO BBOJAT AMAa3€CIIaM.

ITockosbKy MU TAKENION NEPEJO3UPOBKE C CUMITOMAaTUKOMN IIIOKa BO3MOYKHO YJUIMHEHHUE I1EpUOJIa
nonysbiBesieHus (T12) kapBeansona U BbIBEEHUE MpenapaTa U3 Aerno, HeOOXOAMMO MPOa0JIKATh
HOJICP>KUBAOLIYIO TEPAIIUIO 10CTaTOYHO JAJIUTEIBHOE BPEMSL.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoauHaMu4ecKHne CBOCTBA

dapMmakoTepareBTU4YecKas Ipymnmna: 0eTa-aapeHo0I0KaTopsl; aabda- u 6eTa-aIpeHoOI0KaTOPbI.
Koxg ATX: CO7AGO2.

MexaHu3M JeHCTBUS U d)aDMaKOHI/IHaMI/ILIeCKI/Ie Bd)d)eKTLI

Kapsenumon —  Omokarop anbdal-, ©Oera;- u  O€Tar-aJpeHOPEIENTOPOB,  OKa3bIBAET
BazoAMJIATUpYIOLIee, AHTHMAHTMHAIbHOE M  aHTHapuTMHueckoe  JeiictBue.  Kapsemumon
Ipe/ICTaBIsieT co0ol panemMuueckyro cMmech R(+) u S(-) crepeonzomMepoB, KaKAbli U3 KOTOPBIX
obyajjaeT OJMHAKOBBIMH allb(ha-aIpeHOOTOKUPYIOUIMMH CBOMCTBaMU. OeTa-aJpeHO0IOKUpYIolIee
NENUCTBUE KapBEAWJIOIa HOCUT HECEJIEKTUBHBIN XapakTep W OOYCIIOBIEHO JICBOBpAIIAIOMUM S(-)
CTEPEOU30MEPOM.

Bazogunartupyronuit 3¢dexT cBs3aH TiaBHBIM 00pa3oM ¢ 0yiokaaou anbdai-aapeHOPEIenTOpPOB.
bnaronaps BazoamiaTtanuu CHIDKaeT oOIliee MepuQeprudeckoe COCYAUCTOe COMPOTHUBICHHE
(OIICC). He wumeer CcoOCTBEHHOM  CHMIATOMHUMETHMYECKOW  aKTUBHOCTH,  OO0JaIaeT
MeMOPaHOCTaOMIIN3UPYIOIIMMU CBOWCTBAMHU.

Coueranue BazowiIaTauu M OJoKaabl OeTa-aApeHOPELEenTOPOB NPUBOAUT K CIETYIOIIUM
spdexTam: y HAlMEHTOB C apTepUANbHOM TUIepTeH3ueil u 3a00JeBaHMAMHU IMOYEK KapBeIUIION
YMEHBITACT PE3UCTCHTHOCTH ITIOYCYHBIX COCYyAOB, IMPHU O3TOM HE MNPOUCXOJUT CYHICCTBCHHOI'O
M3MEHEHHMsST CKOPOCTH KIyOOYKOBOM (HIBTPALlMHM, MOYEUHOrO IUIa3MOTOKA WM SKCKPEeLHU
ANIeKTpouTOB. [lepudeprueckuii KPOBOTOK COXPAHSIETCS, MOITOMY TTOXOJIOAaHNE PYK U HOT, YaCTO
OoTMeYaeMoe Mpu npueme 0eTa-aipeHoOI0KaTOPOB, Pa3BUBACTCS PEIKO.

UCC cumxaercsi He3HaunTelIbHO. OKa3biBaeT aHTHUAHTHHAIBHOE JCHCTBHE. YMEHBIIACT Mpea- U
MOCTHArpy3Ky Ha cepane. He oka3piBaeT BBIPRKEHHOTO BIHMSHUS Ha IJUNUIHBIA OOMEH U
coJiepKaHUE HMOHOB Kajusl, HATPUS M MArHUs B TUIa3Me€ KPOBH. Y MAIMEHTOB C HAPYIICHUSMU
(GYHKIIUU JIEBOTO KENyJ0YKa W/UIM CEepIeYHONW HEIOCTaTOYHOCTHIO OJArompHUsATHO BIHSIET Ha
reMOJIMHAMHYECKHUE TOKa3aTeIn U yiaydmaeT (pakiuio BBIOPOca M pa3sMephl JIEBOTO JKEIyA0uKa.
KapBenumon cHuxkaeT mnoka3areab CMEPTHOCTH M YMEHBIIAET 4YacTOTy TOCHUTAIU3ALNM,
YMEHbBIIAET CUMITOMATHKy W YJyylIaeT (YHKIMIO JIEBOTro >Kenyhouka y mnamueHtoB ¢ XCH
UIIIEMHYECKOTO ¥ HEUIIIEMUYECKOT0 TeHe3a. DPPEKThI KapBEeIUIIONA SBISIOTCS 0303aBUCUMBIMH.
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DddexTuBHOCTE

Apmepuanvras cunepmen3us

VY manueHToB ¢ apTepHabHON THIIEPTEH3UEH KapBEIUiIoJ CHIDKAeT apTepuanbHoe aaBieHue (A/Jl)
3a cyer coyeTaHHOW Onokazsl Oeta- u anbdar-aapeHopeuenTopoB. He Bce orpanuyeHwus,
OTHOCSIIHECS K TPAIUIIMOHHBIM OeTa-aJpeHo0I0KaTopaM, MPUMEHUMBI K KapBeauiony. CHIKeHue
AJl HE CONpPOBOXIACTCS OJJHOBPEMEHHBIM YBEIMYEHUEM OO0IIEro nepudepuyeckoro CoCcyanucToro
conporuBiienus (OIICC), koropoe HaOmomaeTcss MNpH TNpPUEME HECEIEeKTHBHBIX  OeTa-
aIpeHO0I0KATOPOB.

Yactora cepaeunbix cokpamenuit (UCC) Heckonbko ymeHbinaeTcs. [loyedHbli KpPOBOTOK H
GyHKIUS TIOYEK y TAIMEHTOB C apTepHUaIbHOW TUIEPTEeH3WeH coxpaHsiorcs. llokazaHo, 4TO
KapBeIWJIOJNI HE W3MEHsAeT yaapHelidi o0beM KpoBu u ymenbimaer OIICC; He Hapymaer
KPOBOCHA0XCHHE OPTaHOB U Tiepu(epruIecKuii KPOBOTOK, B TOM YHCIIE B CKEJICTHOW MYCKyJarype,
MPEIIIeUbiX, HUKHUX KOHEYHOCTAX, KOXKHBIX MOKPOBaxX, TOJOBHOM MO3I€ W COHHOU apTEpHH.
[Toxonmonanne KOHEYHOCTEHW W TMOBBIIMICHHAS YTOMJISIEMOCTh BO BpeMs (PU3MUECKOW Harpy3Kd
OTMEYAIOTCS PeIKO. AHTUTHUIIEPTEH3UBHBIN 3 (EeKT KapBeauoa Mpu apTepHalbHON THIIEPTEeH3UU
COXpaHsETCs B TEUCHHUE JUIUTEIIBHOTO BPEMEHH.

Hapywenue ¢pynkyuu nouex

Kapsemwion siBnsiercss 3Q(QEKTUBHBIM CPEJICTBOM IS JICUCHHS IMAIMEHTOB C PEHOBACKYJISIPHOU
apTepuaJbHOM TUIEPTEH3UEW, B TOM 4YHUCJIE€ MALUMWEHTOB C XPOHUYECKOM IOYEYHOU
HEJIOCTaTOYHOCThIO, 4 TAaKXE€ Yy IMAIMEHTOB, HAXOASIIMXCA HAa TEMOAMAIN3E WM IEPEHECIINX
nepecaaky nouku. KapBeausion BbI3bIBAa€T MOCTENEHHOE CHUKeHUE AJl Kak B JIeHb MPOBEICHUS
aualii3a, Tak W B JHHU Oe3 JWanu3a, MPUYeM ero aHTUTUIEPTCH3UBHBIA 3(PQEeKT comocTtaBuM ¢
TaKOBBIM Yy MAI[UEHTOB C HOPMAJIbLHOHN (DYHKIIHEH MOYeK.

Ha ocHoOBanmmn PE3YIbTATOB, IIOJYUYCHHBIX B CPABHUTCIBHBIX HWCCICAOBAHUAX Y ITAUCHTOB,
HAXOJSAIIMXCS HAa TEeMOAMAlu3e, CleJdaH BBIBOJ O TOM, UYTO KapBEOWJION SBIsSETCS Oolee
s¢pdexTuBHBIM u 00NaJaeT Jydlied TMEePeHOCHMOCThIO TI0 CpPaBHEHHIO ¢ OJOKaTOpaMu
«MEJICHHBIX» KanblueBbx kaHanoB (BMKK).

KapBeaumnon cHmkaeT 3a00JIeBa€MOCTh M CMEPTHOCTh CPEAM MAIMEHTOB C KapIAMOMHONATHEH,
HaXOJALIMXCS Ha quanu3e. MeTta-aHanu3 miane0o-KOHTPOIMPYEMbIX UCCIeI0BaHUN, BKIIOYAIOLINX
3HAYUTENIbHOE KOJIM4ecTBO nauueHToB (>4000) ¢ xpoHM4ecKoi O0JIE3HBIO MOYEK, MOATBEPAMII TOT
GbakT, 4TO JIe4eHUE KapBEAMUJIOIOM MALUEHTOB ¢ AMCHYHKIMEH JIEBOTrO elyJlouka ¢ Wwin 6e3
CHUMIITOMAaTHUKH CEPJICYHON HEIOCTaTOYHOCTH YMEHBIIAeT MOKa3aTelh CMEPTHOCTH U KOJIUYECTBO
SIBJICHU, 00YCIIOBJICHHBIX CEPJIE€YHON HEAOCTATOUHOCTHIO.

Hwemuueckas dbone3nsv cepoya

VY NanyeHToB ¢ UIIeMUYECKOH OOJIE3HBIO ceplilia KapBeANION OKa3blBaeT MPOTHBOUIIEMUYECKOE U
aHTHAHTMHAJIbHOE JeicTBUS (yBeNWYeHHE OOIIed MNpPOAOKUTENBHOCTH (U3MUYECKON Harpys3ku,
BpPEMEHHU 10 pa3BUTHs Jenpeccun cermeHta ST riyOuHoi 1 MM M BpeMEHH 10 BO3ZHUKHOBEHUS
MpHUCTyNa CTEHOKApJUM), COXpAHSIOLIUECS MpH JINTENbHON Tepanuu. KapBenusaona JOCTOBEpHO
CHIDKAeT MOTPeOHOCTh MHOKap/Aa B KUCIOPOJAE W aKTUBHOCTh CHMIIATOQJAPEHAJIOBOM CHCTEMBI.
Takxke yMeHbLIaeT NMpeAHArpy3Ky (JaBJlI€HHWE 3aKIMHUBAHUSA B JIETOYHOM apTEepUH U JIETOYHOE
KanwuisspHoe JaBiieHue) u noctHarpysky (OIICC).

Xpoyuuecmﬂ cep()e!maﬂ Heo0oCmamo4HoCmb

Kapseauinon cHukaeT noka3aTeslb CMEPTHOCTH M YMEHBIIAET YUCIIO TOCTIMTAIN3alUi, YMEHBIIAET
CUMITOMATHUKY U yJyullaeT (pyHKIIHMIO JIEBOTO KeJIyJA04YKa y MallUeHTOB C XPOHUUYECKOI cepieuHoi
HE/I0CTaTOYHOCTHIO HIIEMUYECKOTO U HEUIIEMUYECKOTo reHe3a. DPQeKTsl KapBeanIoia sBISIOTCS
N0303aBUCUMBIMH.
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TIlayuenmul ¢ caxaprvim ouabemom

VY manueHToB ¢ caxapHbIM AUa0eTOM 2 THUIIA ¥ apTepUaIbHON TUIIEPTEH3UEH KapBEAUIION HE BIIHSIET
Ha KOHLIEHTPALMIO TJII0KO3bl B KPOBU HATOILAK U MOCTE €/1bl, KOHIIEHTPALUIO INIMKO3WINPOBAHHOIO
remorsiobuna (HbA 1) miu 103y rUMOTIMKEMHUYECKUX CPEACTB AJIsl IpUeMa BHYTPb.

B HEKOTOPBIX KIMHHYCCKUX HCCIICAOBAHUAX OBLIO IIOKa3aHo, 4YTO Yy MNAMECHTOB C CaxXapHbIM
I[I/Ia6eTOM 2 Thmna KapBCAUJIOJI HC BbI3bIBACT CHUKCHUA TOJICPAHTHOCTHU K I'TFOKO3C.

VY nmanueHToB ¢ apTepuanibHON THUMEpTEH3UEN, UMEBIIMX WHCYJIMHOPE3UCTEHTHOCTh (cuHApOM X),
HO 0€3 COMYTCTBYIOIIETO CaXxapHOro auadera, KapBEIWJION YJIy4IIAaeT YYyBCTBUTEIBHOCTh K
UMHCYJIMHY. AHQJIOTUYHBbIE pe3yibTaThl OBbUIM TMOJY4YEHBl Y TAlMeHTOB C apTepHaIbHON
THIIEPTEH3MEH U caXapHbIM JuabeToM 2 THIIA.

5.2. ®DapmMakoOKHHETHYECKHE CBOCTBA

AOGcopbrms

[Tocne mpuema BHYTph KapBEAMIION ObICTPO BcachiBaeTcs. MakcuMalbHas KOHIIEHTPAIHs B I1a3Me
KpoBH (Cmax) mocturaercs mpumepHo depe3 1,5 waca (Tmax) mocie mpueMa KapBeAwiiona M
coctaBisieT 21 mr/in. BennunHa Cax AiBIs€TCSA JMHEHHON M 10303aBUcUMON. [Ipu npueme BHYTpb
KapBEWIIOJN MO/IBEpraeTcs MPECUCTEMHOMY METab0IM3My, B pe3yJibTaTe KOTOPOro €ro abCOI0THAS
OMOJOCTYITHOCTH Y 3/I0POBBIX T0OPOBOIIBIIEB MYKCKOIO I0JIa COCTaBIsAeT 0KoIo 25 %. KapBenumaon
ABIISIETCA paleMaToM, S cTepeou3oMep Merabonmsupyercs Obictpee, yeM R crepeomsomep,
abcomoTHasi OMOJOCTYIIHOCTh MPU MHpueMe BHYTph coctaBiseT 15 % u 31 %, cOOTBETCTBEHHO.
MakcumanbHast KOHIICHTpaNus B IIa3Me KpoBH R crepeon3omepa KapBeausioaa MpuOIHM3UTEIHHO B
2 pasa BbllIE, 4YeM S cTepeonsomepa. MccnenoBanus in vitro mokasaiu, YTO KapBEAUIION SIBISIETCS
cyOcTparoM OenKa-epeHOCYMKa, BBIOJMHSIOMIEIO pOJIb HAacoca B MPOCBETE KHIICYHUKA,
rnukonporenHa P. Pe3ynbTaThl uccienoBaHHs in VIVO Yy 30pPOBBIX JOOPOBOJIBIEB TaKXke
MOATBEPAMIIN POJIb MIMKOIMPOTEenHa P B pacnipeieieHnn KapBeauiiona.

Pacnpenenenue

Kapseawion o0nanaer BbICOKOHM MUMOMUIBHOCTBIO, C OEKaMHU TJIa3Mbl KPOBU CBSI3BIBAETCS] OKOJIO
95 % kapBeaunona. Ero o6bsem pacnipenenenus coctasusieT ot 1,5 n/kr 1o 2 j/kr.

buorpaucdopmaris

KapBenunon moasepraercs OuoTpancpopMmaliyi B MEYEHU MyTeM OKHUCICHHUS W KOHBIOTAIUU C
oOpa3zoBaHHeM psiia METa0OJHMTOB, KOTOPBIE BBIBOJATCA C >Kemublo. [lokazaHo cylecTBOBaHME
KHUIIIEYHO-TIEYEHOYHON LUPKYJSLIUU HCXOJHOTO BellecTBa. B pe3ynbTaTe NeMETUIMPOBAHUS U
TUIPOKCHIIMPOBAaHUS (DEHOJIBHOTO KoJbla 00pa3ytorcsa 3 MerabonuTa (MX KoHUeHTpauuu B 10 pa3
HUKE, YeM KOHIIEHTPAIIKs UCXOTHOTO BEIIECTBA) ¢ OeTa-aipeHOONIOKUPYIOIIel aKTUBHOCTRIO (y 4'-
THAPOKCU(PEHOILHOTO MeTab0NIMTa OHA IPUMEPHO B 13 pa3 cuibHEe, 4eM y caMOTo KapBeIuiIona).
Tpu akTHBHBIX MeTaboIUTa 00JIaIal0T MEHEE BBIPAKECHHBIMH Ba30IMJIATHPYIOIIMMH CBOWCTBAMH,
yeM KapBenuson. J[Ba U3 THAPOKCHMKApOa30IbHBIX METa0OIUTOB KapBEAWIIONA SBISIOTCS
YPE3BhIYAHO MOIIHBIMU AHTUOKCHIAHTAMHU, IPUYEM KX AKTUBHOCTH B 3TOM OTHOmeHuH B 30-80
pa3 MpeBbIIIAET TAKOBYIO y KapBEAWIOA.

UccnenoBanusi (papMakOKMHETHKH KapBEIWJIOJNA Yy 4YeJOBEKa TMOKa3alu, YTO MeTaboIu3M
KapBeUIIONA IMTyTeM OKHCIEHUS SBISETCS CTEPEOCEIeKTUBHBIM. Pe3ynbTaTsl HCCIeOBaHMH in Vitro
TaKKe TMOKa3adM, YTO B TIPOILECC OKUCICHHUS W THUAPOKCHIMPOBAHUS MOTYT OBITh BOBJICUEHBI
paznuunbie u3odepmeHTs! IuToxpoma P450, Bkmouas uzodepmentsl CYP2D6, CYP3A4, CYP2EIL,
CYP2C9 wu CYPIA2. HMHccnemoBanus y  3J0pPOBBIX  JOOpPOBOJIBIIEB W TAIMEHTOB
MPOJIEMOHCTPHUPOBANIH, YTO R cTepeonszomep B Oomblleil cTerneHu MeTaboIU3UpyeTcs ¢ MTOMOIIIBIO
m3odepmenta CYP2D6, a S crepeonzomep - B ocHOBHOM ¢ momoibio uzopepmentoB CYP2D6 u
CYP2Co.
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I'enemuyeckuii nonumopgusm

PesynpTarel wuccienoBaHui  (papMaKOKMHETHKHM KapBEAWJIONA Y 4YeJIOBEeKa I[OKas3alld, 4YTO
m3odepmert CYP2D6 wurpaer 3HauuTeNnbHYIO poib B Merabomm3mMe R u S crepeomsomepon
kapBeqwiona. Konnentpamuu R u S crepeom3omMepoB B IUIa3ME€ KpPOBU YBEIUYMBAIOTCS Y
MalMEeHTOB C HU3KOW aKTUBHOCTHIO n3odepmernta CYP2D6. B otimune oT mpodyux MCCIeT0BaHHM,
pe3yJIbTAaThl TOMYJSIIMOHHBIX  (PAPMAKOKMHETUYECKUX WCCIEAOBAHUN TMOATBEPIMIIM 3HAYCHUE
reHotuna uzopepmenra CYP2D6 B mpomecce dapmakokunetukn R u S crepeomsomepon
KapBeIWIIONA.

Takum 00pa3zom, ObLI ClIENaH BBIBOJ O TOM, YTO TC€HETHYECKHU MOIUMOpdu3M u3odepMeHTa
CYP2D6 obnanaer onpeaeieHHON KIMHUYECKOW 3HAYNMOCTBIO.

ONIMMUHAIMA

Ilocne ogHOKpaTHOrO mepopaibHOro IHpuMeHeHus B jo3e 50 mr okono 60 % xapeawiona
CEKPETUPYETCS C JKEIYbl0 M BBIBOAUTCS 4Yepe3 KHIIeYHWK B TedeHue 11 nHeir B dopme
MeTabOoIUTOB.

Oxono 16 % BbIBOOUTCS NOYKAaMM B BHJE KapBeIWIola MM €ro MeTaboiauToB. BbiBeneHue
[IOYKaMM HEU3MEHEHHOIo KapBeawiosna cocraBisger MeHee 2 %. Ilna3sMeHHBI KIMpeHc
KapBeIWI0/Ia JOCTUraeT npuoan3uTenbHo 600 Mi/MUH, IEpUOJT MTOTYBBIBEIEHUS COCTABIISET OKOJIO
2,5 gacos.

[Tocne mpuemMa BHYTph OOIIMN KIMPEHC S cTepeon3oMepa KapBeAuiona ObUl MPUOIU3UTEIBHO B 2
pa3a 6osbie, ueM R crepeonsomepa.

dapMaKOKMHETHUKA Y 0COOBIX T'pYIII IIAIIMCHTOB

Iayuenmsi ¢ Hapywenuem GyHKYuU noex

VY nanMeHToB € apTepHaIbHOM THMIIEpTEH3WeH M HapylleHHeM (YHKIMM IOYeK IJIOUagb IOJ
KpuBOH «KkoHIeHTpalusa-BpeMsa» (AUC), nepuo] NoiayBbIBEACHHUS U MAaKCUMaJIbHbIE IIa3MEHHbIE
KOHLIEHTpalluu He U3MEHsIoTCs. [loueuHoe BbIBEEHNE HEM3MEHEHHOTO Npenapara y NalueHToB ¢
MIOYEYHOH HEJOCTATOYHOCTHIO YMEHBUIAE€TCS, OJIHAKO HW3MEHEHUs (PapMaKOKMHETHYECKHX
[IapaMeTPOB IIPU 3TOM BBIPAKEHBI HE3HAYUTEIIBHO.

B xone mnpoBeneHus auanus3a KapBEOWION HE BBIBOJAUTCS, MOCKOJIbKY HE IPOXOJIUT uepe3
IUATU3HYI0 MEMOpaHy, BEpOSATHO, OJlarofapsi TOMy YTO CHJIBHO CBS3BIBAeTCS ¢ O€JNKaMHU IJIa3Mbl
KpOBH.

Iayuenmoi ¢ napywenuem QhyHKkyuu neyeHu

KapBeawion npoTuBoIiokazaH MaluydeHTaM C KJIMHUYECKM MaHU(ECTHBIM HapyllleHHeM (QyHKUUU
nedeHu (cM. pazzgen 4.3). HccrnenoBanue ¢papMakOKMHETHKHU Y MAIMEHTOB C IIMPPO3OM IE€YEHU
nokasano yBenuueHue skcrnozunuu (3HaueHne AUC) xapBenusona y HAaIlMeHTOB C HapylIEHUEM
¢GbyHKIMU nIeyeHH B 6,8 pa3 Mo CPaBHEHMIO CO 3/10POBBIMH TOOPOBOJIBIIAMH.

Tayuenmul ¢ cepoeyHoll HedOCmamo4HoCmvio

B uccnenoBanun y 24 SNOHCKMX MALIMEHTOB C CEPAEYHON HEIOCTATOYHOCTBHIO KiIHMpeHC R u S
CTEPEOU30MEPOB KapBeAMIoaa ObUI 3HAYMTEIBHO HIKE IO CPAaBHEHMIO C paHee HaOJ0AABIINMCS
KIMPEHCOM Yy 3/I0pOBBIX JOOPOBOJNBIEB. JlaHHBIE pe3ynbTaTbl CBHJETENBCTBYIOT O TOM, YTO
dapmakokuHeTHKa R U S crepeomzomMepoB KapBeAusona MpU CEpIECYHONM HEIOCTAaTOYHOCTH
3HAYUTEIBHO U3MEHSAETCS.

ﬂub;a NnOJ2HCUNI0C0 U cmapiecKko2o eo3pacma

Bospact He oka3bpIBaeT CTaTHCTUYECKH 3HAYMMOTO BIMSHUSA Ha (hapMaKOKMHETHKY KapBeIWIONa Y
MAIMEHTOB C apTEPUATILHON TUIEPTEH3UECH.
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L

(MOCNEQOBATENEHOCTE 000%)

CTH

KimmpeHe, CKOppEeKTHPOBaHHBIN 110 BECy, Y AECTEM 3HAYUTEIBHO BBIIIE 10 CPABHEHUIO C B3POCIIOU
MOMYJIALMEH MaluEeHTOB.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

JlakT0o3BI MOHOTHIpAT

Kpaxman kykypy3Hblii

Hemnrono3a mukpokpuctamueckas (tun 102)
Marnus creapar

Tanbk

Kpemuust nokcu1i Koo AHbIN

6.2. HecoBmecTUMOCTH

He nmpumenumo.

6.3. Cpok rogHocTu (CpoK XpaHeHus )

2 roxa.

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH NIPH XPAHEHUH

XpaHUTh B 3alMIIEHHOM OT CBETa MecTe MpH TeMrepaType He Bbime 25 °C.
6.5. XapakTep u cofep:kaHue YIaKOBKHU

ITo 10 TabneTok B KOHTYpPHYIO SIUEHKOBYIO YIIAKOBKY U3 IUICHKH MOJMBUHUIXJIOPUAHON U (HOJIBTU
ATIOMUHHEBOM NIEYaTHOM JJaKUPOBAHHOM.

1,2, 3,4, 5 KOHTYpHBIX STYEHKOBBIX YIAaKOBOK BMECTE C JIMCTKOM-BKJIAIBIIIEM MOMELIAIOT B MaUKy
13 KapTOHA.

6.6. OcoOble Mepbl MPEAOCTOPOKHOCTH NMPH YTHIH3AIUHN HCIO0Jb30BAHHOIO JIEKAPCTBEHHOI0
npemnapara U 0TxoA0B, MOJYYEHHBIX ITOC/I€ IMPUMEHCHHUA JICKAPCTBCHHOIO Ipernapara M
Apyrue MAHMIYJISIIMH € IPenapaTomM

Oco0bie TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus,

OBIIIECTBO C OI'PAHMYEHHOI OTBETCTBEHHOCTBIO «IIPAHA®APM» (00O
«ITPAHADAPM»)

443068, r. Camapa, yn. HoBo-Canosas, nom 106, kopmyc 81
Tein. (846) 334-52-32, 207-12-61
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daxc (846) 335-15-61, 207-41-62

e-mail; info@pranapharm.ru

7.1. [IpencraBuTe b Aep:KaTesisd PeruCTPANMOHHOIO YA0CTOBEPEeHUS

IIperen3un HOTD€6HTGHCfI HammpasJIAIOT IO aAPECy:

Poccuiickas @enepanus,

OBIIIECTBO C OI'PAHMYEHHOI OTBETCTBEHHOCTBIO «IIPAHA®APM» (00O
«ITPAHADAPM»)

443068, r. Camapa, yi. HoBo-Canosas, nom 106, kopmyc 81
ten. (846) 334-52-32, 207-12-61
dakc (846) 335-15-61, 207-41-62

e-mail: info@pranapharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUM OTITYCKa 10 PELEITY.

O6bmas xapakrepuctuka jekapcrsennoro npenapata KAPBEJIMJIOJI noctynHa B equHOM peecTpe
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpasmiiCKOro 3KOHOMMYECKOTO COK03a U Ha
ounmansHOM caifte ynonHomoueHHoro oprana https://lk.regmed.ru/Register/EAEU_SmPC
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