COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 11.08.2025 N= 19337

OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEH HFOFO TIPETAPATA 10 12)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
Kapsenunon-Akpuxus, 6,25 mr, TabeTKy.
Kapsenunon-Axkpuxus, 12,5 mr, Tabnerku.

KapBenunon-Akpuxus, 25 Mr, TaOIETKH.

2. KAUYECTBEHHBIN 1 KOJITMYECTBEHHBII COCTAB
JleficTByo1IE€e BEIECTBO: KAPBEIUIIOIL.

Kapeenunon-Axpuxun, 6,25 Mr, Ta0JeTKu

Kaxxnas Tabnerka conep ut 6,25 Mr kapBeauiiona.
BcnomorartenbpHbie BelecTBa, HAJIUYHE KOTOPBIX HAJO0 YYHTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npernapara: JJakTo3bl MOHOTHIpaT (cM. pasaeinst 4.3. u 4.4.).

Kapeenunon-Axpuxun, 12,5 mr, tabnerku

Kaxxnas tabnerka conepxut 12,5 Mr kapeauiiona.
BcnomorartenpHbie BelecTBa, HAJIUYHE KOTOPBIX HAJ0 YYHTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npernapara: JJakTo3bl MOHOTHApaAT (cM. pasaeinst 4.3. u 4.4.).

Kapeenunon-Axpuxuu, 25 Mr, TabJIeTKH

Kaxxnas TabneTka conep)ut 25 Mr KapBeuioa.
BcnomoratenpHbie BemecTBa, HAJIUYHE KOTOPBIX HAJ0 YYHTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npernapara: JJakTo3bl MOHOTHApaAT (cM. pasaeinst 4.3. u 4.4.).

[TonHbII epedeHb BCIIOMOTATENLHBIX BEIECTB MPUBEEH B pasene 6.1.

3. JIEKAPCTBEHHASI ®OPMA

TabneTku.

Tabmerku ot Oemoro g0 Oenoro ¢ KpeMoBaTbIM OTTEHKOM IiBeTa. Jlomyckaercs Jerkas
«MPaMOPHOCTBY.

Kapeenunon-Axpuxus, 6,25 Mr, Ta0IeTKu

Talnerku Kpyriible INIOCKOUMIMHAPUIECKHE, ¢ (PaCKOM U PUCKOM.
TabneTky MOXKHO pa3JeNuTh Ha PaBHBIC 10361

Kapsennnon-Axkpuxud, 12,5 mr, TabieTkn

TalneTku KBagpaTHBIE C OKPYTJIEHHBIMHU YTJIaMH, IBOSIKOBBIITYKIIBIE C KPECTOOOPA3HOI HACEUKOM

Ha OJJHOU cTOpoHE U rpaBupoBkoil AJI1 — Ha gpyroii.
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Kapsemnnon-Akpuxug, 25 Mr, TaOJIETKA

TabneTku oOBalbHbBIC, JBOSKOBBINYKIIBIE C YaCTHYHOW HACEYKOH Ha O00EUX CTOpOHAX H

rpaBupoBKoil AJI2 — Ha ogHOM CTOpOHE.

4. KJIMHUYECKHUE TAHHBIE

4.1. Tloka3aHusi K NPUMEHEHHIO

JlekapcTBeHnHbIil npenapat Kapennion-AKpuXuH IPUMEHSETCS IS JICUSHUS B3POCIIbIX MallieH-
TOB cTapiue 18 ner.

- ApTepuanbHas TUTIEPTeH3HS (B MOHOTEPAITHH UM B KOMOWHAIIUY C IPYTUMH TUTIOTCH3UBHBIMU
CpencTBamMu, Hampumep, OJIOKaTopamMu «MEIJICHHBIX» KainblneBblx kaHaioB (BMKK) wmun
JTNYPETUKAMHU ).

- Wmemuueckass 6one3np cepana (MBC) (B TomM uyucie y TalWeHTOB ¢ HeCTaOWIbHOU
CTeHOKapauei u 6e3001eBoi UlIeMue Muokapza).

- XpoHuueckas cepaeunasi Hemocratounocts (XCH).

Jleyenne cTaOMIBLHON M CHUMIITOMATHYECKON JIETKOH, YMEPEHHOM W TSKEIOW XPOHUYECKOM
cepaeunoit HemoctarouHocTH (II-IV  dynknmonaneHbpli kiace mo kmaccudukanmuu NYHA)
UIIEMHYECKOTO WM  HEUIIEeMHYECKOTO TIeHe3a B KOMOMHAIMM C  WHTHOUTOpaMu
aHrnotreH3uHnpeBpamaromero ¢epmenra (AIlID) u auyperukamu, ¢ win 0e3 CepACYHBIX
TJIMKO3UI0B (CTaHJapTHAs Teparus), IpU OTCYTCTBUH MMPOTHBONOKA3aHUH.

4.2. PexxuM 103MPOBAHMS U CNIOCOO MPUMEHEHHUS

PexxuM 103upoBaHus

Apmepuanvuas eunepmen3us

PexoMeHnnoBaHHas HavanbHas 703a cocTaBisieT 12,5 Mr 1 pa3 B CyTKH B IEpPBbIE 2 THS TPOBEICHUS
Tepanuu, 3areMm 1o 25 mr 1 pa3 B cytku. [Ipu HEOOXOIUMOCTH B JANbHEHIIIEM 03y MOXHO
YBEJIUYMBATh C MHTEPBAJIaMU HE MEHee 2 Hellelb, I0BOAS 10 MAaKCUMaIbHOW PEKOMEHJ0BAaHHOM
1036l 50 Mr 1 pa3 B cyTKu (MK pa3AeeHHON Ha 2 IpUeMa).

Hwemuueckasn 6one3nsv cepoya

PexoMeHnoBaHHas HadyalibHAas 103a COCTaBISIET 12,5 Mr 2 pa3a B CYTKHU B NEPBBIE 2 JHSA, 3aTEM I10
25 mr 2 pa3a B cyTtku. IIpum HEOOXOAMMOCTH BIIOCIEICTBUU 103y MOKHO YBEJIUYUBATH C
WHTEpBajaMu HE MeHee 2 HejAellb, JOBOJA A0 BbICHIEH cyTOuHOM A03bl, paBHOM 100 wr,
pa3aeneHHor Ha 2 IpueMa.

Xponuyeckas cepoeunas HeOOCMAmMoOYHOCHb

Jlo3y moaOuparoT MHAUBUIYaTIbHO, HEOOXO0UMO TIIATEIhbHOE HAOI0IeHHE Bpaya. Y MalieHTOB,
MONyYaIONUX CEepACYHBIC TJIMKO3UABI, AWYpeTUkH u  uHruomtopel AllD, cremyer

CKOPPEKTHPOBATh UX JI03bl 1O Hayasa JeueHus npenaparom Kapseannon-AKpUXUH.
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PexoMenoBaHHas HayaJILHAs 1032 COCTABIAET 3,125 Mr '(Iil)% %Mﬁ' ﬁg %Bglih';‘)rﬂ-%%xl:]a C-l's:}TKI/I

B TeueHue 2 Hezenb. [Ipu xopoel nepeHOCUMOCTH 103y YBEJINYMBAIOT C MHTEPBaJaMU HE MEHEE
2 "enens A0 6,25 Mr 2 pasa B CyTKH, 3aTeM 10 12,5 Mr 2 pa3a B CyTKH, IOTOM 10 25 MT 2 pa3a B
cyTku. Jlo3y cienyer yBenu4MBaTh 10 MAKCUMAJIbHOM J103bI, KOTOPAs XOPOIIO MEPEHOCUTCA
nanueHToM. PekoMeH10BaHHAas MakCHUMallbHasl 103a — 25 Mr 2 pa3a B CyTKHU JIJIs BCEX MallMEHTOB
C TSKEJIOM XPOHUYECKOU CEpACYHON HEAOCTATOYHOCTBIO U [T ALIMEHTOB C JISTKOW U YMEPEHHOU
CTENEHbI0 XPOHUYECKOW CEpAEYHON HEJOCTaTOUYHOCTH C MAaccoW Tella MalueHTa MeHee 85 Kr.
VYV nmanueHToB ¢ JEerkol 1 YMEPEHHOM XpOHUYECKON Cep/IeUHOM HEJJOCTATOYHOCTHIO M Maccoi Tefna
OoJiee 85 Kr — peKOMEHI0BaHHAsI MaKCUMaJIbHasl 103a cocTaisieT SO Mr 2 pa3a B CYTKH.

Ilepen kaxnabpIM yBeIMYEHHEM JO03bl Bpad JOJDKEH OCMOTPETh MAallMeHTa JUIsl BbISABICHUS
BO3MO)XHOT'O HapacTaHWsl CHUMIITOMOB XPOHMYECKOH CEpAEYHOM HEAOCTAaTOYHOCTU WU
BazoAuiatauuud. IIpu TpaH3UTOPHOM HapacCTaHUU CHUMIOTOMOB XPOHUYECKOM CepACHYHOU
HEJOCTATOYHOCTH WM 33J€PKKE KUJIKOCTU B OPTaHU3ME CIENYET YBEIUYUTh 103y AUYPETUKOB,
B HEKOTOPBIX CIydasX MPUXOAMTCS YMEHBLIUTH J03y mnpenapara KapBenunoi-AKpUXUH WIH
BPEMEHHO OTMEHUTB €TO.

CumMnToOMBl Ba30AWIATALIMM MOXKHO YCTPaHUTh YMEHBUIEHUWEM J03bl JUypeTUKOB. Ecin
CUMIITOMBI COXPAHSIOTCS, MOXXHO CHH3UTH 103y wuHruoutopa AlIID (ecnu mnamueHT ero
MPUHUMAET), a 3aTeM, IPU HE0OXOUMOCTH — o3y npemapata Kapeenunon-AkpuxuH. B takoi
cuTyauuu no3y npenapara KapBenunon-AKpUXUH HE CEIyeT yBEIMYMBATh, IIOKa CHUMIITOMBI
YCUJIMBAIOIIEHCS XPOHUYECKON CEpJIEYHON HEIOCTATOYHOCTH WIIM apTePUAIbHON THIOTEH3UH HE
yJIy4iiarcsl.

Ecnu neuenne npenaparom KapBennnon-AKpUXuH MpepbiBatoT Oojiee yeM Ha 1 Heeno, TO ero
Ha3zHaueHUe BO30OHOBIISIOT B MEHBIICH J03€, a 3aTeM YBEIHMYUBAIOT B COOTBETCTBUH C IPUBE/ICH-
HBIMU BBIIIE PEKOMEHIALUSIMHU.

Ecnu neyenme npemaparom KapBenuinon-AKpuxuH IpephIBaloT 0ojiee YeM Ha 2 HEACNH, TO €ro
Ha3HAa4YCHHE CJIeyeT BO30OHOBISATH B 03¢ 3,125 mr (1/2 Tabnetku no 6,25 mr) 2 pa3a B CyTKH,
3aTeM MoAOUPAIOT A03y B COOTBETCTBUU C MPUBEICHHBIMH BBIIIE PEKOMEHIAIHSIMH.

Oco0nIe T'pYHOIbl MAaITMEHTOB

Iayuenmul ¢ Hapywenuem QyHKyuu novex

Cy1ecTBylomiye JaHHbIe 10 (hapMaKOKWHETHKE Y MAMEHTOB C Pa3IMYHON CTENICHbIO HAPYIIICHUS
q)yHKI_[I/II/I IIOYCK (BK.HIO‘-Ia}I MMOYCUYHYTO HG,Z[OCTaTO‘-IHOCTB) IIO3BOJIAIOT ITOJIararb, 4YTO IIallMCHTaM C
YMEPEHHOM W TSOKEIOM TMOYEYHOM HEIOCTaTOYHOCTHIO KOPPEKIMU J03bl  Ipernapara

KapBenunon-AKpuxuH He TpeOyeTcsl.
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Ilayuenmul ¢ napywenuem QynKyuu nevenu

KapBenunon-AKpuxuH MNpPOTUBONOKA3aH TMAalMEHTaM C KIMHUYECKUMHU IPOSBICHUSIMU
HapymeHus: QyHKIUH [TeYeHU.
Tayuenmul noscunozo 6ospacma
JlanHble, KOTOPbIE MPOAUKTOBAIN Obl HEOOXOAUMOCTH KOPPEKIIUH J103bI, OTCYTCTBYIOT.

eTn
BbezonacHocTh 1 3 PEKTUBHOCTH MPUMEHEHHSI ITpernapara y AeTeit B Bo3pacrte 10 18 et He ycra-
HOBJIEHBI. [laHHBIE OTCYTCTBYIOT.

Cnoco0 rmpuMeHeHus

BHyTpb HE3aBHCUMO OT ITpHEMa MHIIH, 3aMIUBasi TOCTATOYHBIM KOJMYECTBOM >KUKOCTH.

[TanmenTamM ¢ XpOHMUYECKOH CepAeYHONW HENOCTAaTOYHOCTBHIO npenapar Kapeauion-AKpuxuH

clieyeT MPUHUMATh BO BPEMs €J1bl, YTOOBI 3aMeIJTUTh CKOPOCTh BCACHIBAHUS U YMEHBIIUTH PUCK

OpPTOCTATUYECKOM TUIIOTEH3HH.

4.3. IlporuBomoka3zaHusi

— T'unepuyyBCTBUTENBHOCTh K KapBEAWIONY WM K JIIOOOMY M3 BCIIOMOTATENIbHBIX BEIIECTB, Mepe-
YHUCJICHHBIX B pazaene 6.1.;

— Ocrpasg 1 XpoHHUECKasl cepieyHas HEJOCTaTOYHOCTh B CTaJUM JACKOMIIEHCAIMU, Tpedyromas
BHYTPUBEHHOTO BBEJICHUSI HHOTPOITHBIX CPEJICTB;

—  Knunanyecku 3Haunmoe HapymieHue (QyHKIHH TIEYEHHY;

— Bospact 1o 18 et (3¢dpekTuBHOCT 1 6€301MaCHOCTH HE YCTAHOBJICHBI);

—  AtpuoBentpukyssipHas 0iokana Il u Il crenenu (3a HCKIIFOUEHUEM TTAITUEHTOB C AJIEKTPOKAp-
JMOCTUMYJIITOPOM);

—  Bripaxxennas Opaaukapaus (yactota cepreunsix cokpamienuii (YCC) menee 50 yn/mun);

—  CuHIpoM ciaboCTH CHHYCOBOTO y3J1a (BKITIOUasi CHHOAYPHKYJIIPHYIO OJIOKaY);

—  BeIpakeHHas apTepuaibHas THIIOTCH3US (CHCTOIMYECKOE apTepraibHoe aaBieHue (AJl) Menee
85 MM pT. CT.);

—  Kapauorennslii mok;

—  ®eoxpomonuTomMa 6€3 0JHOBPEMEHHOTO TPUMEHEHUS allb(ha-aIPeHOOIOKATOPOB;

— AHaMHecTHYecKHe yKa3aHUsl Ha OpOHXOCIa3M 1 OpOHXHATIbHYIO aCTMY;

— HenepenocumocTh 1aKTO3bI, JEPUIHUT JIAKTA3bI, TIIOKO30-TaTaKTO3HAs MaJIbaOCOPOLIHS.

4.4,  Oco0ble yka3aHusl U MepbI IPEAOCTOPOKHOCTH IPH NPUMEHECHU U

C 0CTOPOKHOCTBIO

— XpoHHu4YecKas o0cTpykTruBHas 00s1e3Hb Jierkux (XOBJI),
— jenpeccus,

— MHAaCTCHUM,
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— THUIIOTIIMKEMUA,

—  aTPHOBEHTPHKYJIpHas Oyokana | crenenw,

—  THUPEOTOKCHKO3,

—  oOmmMpHBIe XUPYPrUIeCKHe BMEIIATENbCTBA M IPOBEICHUE O0IIEH aHEeCTE3HH,
— cre”Hokapauu [Ipunimerana,

—  caxapHbIi aualer,

—  OKKJIIO3MOHHBIE 3200J1eBaHusI Iepr(PEepPUIECKUX COCYI0B,

— TOJ03peHHe Ha (PeOXPOMOIUTOMY,

— IOYEYHast HeJJOCTaTOYHOCTb,

— Icopuas.

Oco0ble YKa3aHusd

[Tpenapar KapBenunon-AkpuxuH peKoMeHyeTcs: npuHumarh a1 jgedenus XCH kak gonoiaHeHue
Kk ctarnaptHoi Tepanmu XCH: nuyperukamu, naruoutopamu AII® wimu cepiedHbIMU TIIHKO3H-
JIaMH, TOJIBKO TIOCIIE TOA00Pa 10361 AUypeTHKa. Ero MOXKHO Takke MpUHUMATh Y MAIIMEHTOB C HeTle-
PEeHOCUMOCTBI0 HHTHONTOPOB ATID.

XCH

Y manmenToB ¢ XCH B nepron moabopa 10361 npenapata Kapeeaunon- AKpUXUH MOXKET OTMEUYAThCS
Hapactanue cumnromoB XCH wm 3anepskka xuakoctu. [Ipu 3ToM He cienyeT najiee yBelnn4uBaTh
no3y npenapara Kapseannon-AKpUXuH, a YBEJIMYUTh 03y AUYPETUKOB BIUIOTH A0 CTAOMIM3ALIUH
nokasareneil remoavHamMukH. MHOrna Bo3HHMKaeT HEOOXOAMMOCTh YMEHBIIMTH 103y Ipernapara
Kapeeaunon-AKpuXuH WM, B PEIKHUX CIydasX, BPEMEHHO €ro OTMEHHUTb, YTO HE NPEMATCTBYET
JanbHEHIIeMy TPaBUIIBHOMY 1OJI00PY J03BI.

[Ipenapar KapBenunona-AKpuXuH ¢ OCTOPOKHOCTBIO MPUMEHSIOT B KOMOMHAIIMU C CEPICUYHBIMU
TJIMKO3UIaMH (BO3MOKHO Upe3MepHOe 3aMeiieHne A V-TIpoBOANMOCTH).

@ynuxyus nouex npu XCH

[Ipu Haznauenuu npenapata Kapsennnon-Axpuxus nanuentam ¢ XCH u Huzkum A/l (cuctonuue-
ckoe A/l menee 100 MM pt. ct1.), UBC 1 muddy3HpIMI H3MEHEHUSIMU COCYIOB W/HMJIM TOYEYHON He-
JIOCTaTOYHOCTHIO OTMEYATIOCh 00paTuMoe yxyrieHne GyHkimuu modek. Jlo3y mpemapaTta moaou-
paroT B 3aBUCUMOCTH OT (PYHKIHMOHAIBHOTO COCTOSIHUS MTOYEK.

XObJl

[Marmentam ¢ XOBJI (B ToM 4rcie OpOHXOCHTACTUYECKUM CHHAPOMOM), HE MOTyYaIONIMM POTHUBO-
aCTMAaTHYECKUX CPEJICTB BHYTPh WM B BUJE MHTAIALMM, npenapar Kapeeaunon-AKpuxuH Ha3Ha-
YaroT TOJIBKO B TOM CJIy4ae, €CJIM BO3MOYKHBIE IPEUMYILIECTBA €r0 IPUMEHEHUS MTPEBBIILIAIOT OTEH-
UaIbHBINA pucK. [Ipy HaMMYMU UCXOTHOM MPeapacoIoKeHHOCTH K OPOHXOCIIACTUYECKOMY CHH-

JIpoMy TpH npueme npenapara KapBeaunon-AKpUXUH B pe3yJIbTaTe MOBBIIMIEHUS COMPOTUBICHUS
5
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JIBIXATENLHBIX ITyTEH MOXKET Pa3BUTHCS OJIbIIIKA. B Haqané QMEQQ&&H\)—éJ;M%Tﬁ)&; ill‘—[l)-'ena-

para KapBeannon-AKpUXHH 3TUX MAIEHTOB HYKHO TIATEIhHO HAOMIOIATh, CHUDKAS T03Y Tperna-
para npy MOSBJICHUH HAYAIBHBIX MPHU3HAKOB OPOHXOCTIa3Ma.

Caxapnbiii ouabem

C 0OCTOpOKHOCTBIO TIpenapaT Ha3HA4YaloT MAaIeHTaM C CaXxapHbIM JUabeToM, TIOCKOJBKY [-ampe-
HOOJIOKAaTOPbI MOTYT YBEJIMUMBATH PE3UCTEHTHOCTh K MHCYJIMHY M MaCKUPOBAaTh CUMIITOMBI I'HITO-
rImKeMun (0COOCHHO TaxuKkapuio). Y maruenToB ¢ XCH u caxapHbiM 1uabeToM NpruMeHeHHe mpe-
napata KapBenuion-AKpuxuH MOXKET COMPOBOXKIATHCA HAPYLICHUSIMU TNIMKEMUYECKOTO KOHTPOJISL.
OpHako MHOTOYMCIIEHHBIE MCCIIEIOBAHUS TIOKA3aiM, YTO [-aApeHOOI0KaTOPhI C Ba30MIaTUPYIO-
[IMMHU CBOMCTBAMH (TaKUe KaK KapBEIUIION ), OKa3bIBAIOT OoJiee O1aronpusTHhIN 3P PEeKT Ha KOHIICH-
TPALHIO TIIIOKO3BI U JIMIHUIHBIHA Tpoduis. KapBeauson oka3siBaeT yMEepEHHbIN MOI0KUTETbHBIN -
(eKT Ha YyBCTBUTEIBHOCTh K MHCYJIMHY, a TAaKXKe MOKET 00JIErYUTh HEKOTOPbIE MPOSIBICHUS MeTa-
0OJMYECKOTr0 CHHIPOMA.

3abonesanus nepugepuyeckux cocyoos

OcTopoXHOCTh HEOOXOAMMA TIPH Ha3HAYeHHHU rnpernapara KapBenunon-AKpuXuH HaldeHTaMm ¢ 3a-
OosneBaHUAMH TTepUPEPUIESCKUX COCYIOB (B TOM YHCIIE C CHHAPOMOM PeitHO), mocKkobKy B-ampe-
HOOJIOKATOPbI MOTYT YCHJIMBAaTh CUMIITOMBI apTEPHATILHON HEAOCTATOYHOCTH.

Tupeomokcuxkos

Kak u npyrue -aapeHo010KkaTopbl KapBEIUIION MOXKET YMEHBIIIATh BRIPAXKEHHOCTh CHMITOMOB TH-
PEOTOKCHKO3a.

Obwas anecmesus u 06UIUPHBLE XUPYPUYECKUE BMEUUAMeNbCEd

OcTOopOXHOCTB TpeOyeTCsl y MAIMEHTOB, KOTOPHIM POBOIUTCS XUPYPIUIECKOE BMEIIATEILCTBO 1101
o0Imeil aHecre3mei, M3-3a BO3SMOXKHOCTH CyMMAIIMU OTPUIATENIBHBIX (PQEKTOB KapBeIuIoiaa U
CPEIICTB M5 O0IIeH aHECTE3UH.

bpaouxapous

[Ipenapar KapBeannon-AKpHUXHUH MOXET BbI3bIBaTh Opagukapnuto, npu ypexenun UCC menee
55 yni/MHH 103y nperniapaTa ciaeayeT CHU3UTb.

T'unepuyscmseumenvrocms

Heo0xomumo cobmroaaTe 0CTOPOXKHOCTH IMPH Ha3HaUeHUH npenapaTta KapBeaunon-AKpuxuH narm-
€HTaM C TSDKEJIBIMU PEAKIMSIMU TUIIEPYyBCTBUTEIIFHOCTY B aHAMHE3€ MITH MTPOXOISIIUM KyPC JECeH-
CHOMITM3ALINH, TTOCKOJIBKY [-aApeH00IOKATOPBI MOTYT MOBBICUTh YyBCTBHTEILHOCTD K ajlliepreHam

U CTCIICHb TS2KECTH peaKuHﬁ TUIICPYYBCTBUTCIILHOCTH.
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Tsiorcenvle KodicHble peaxkyuu

B penxux cimydasx KapBeaUII0JI MOXET BbI3BAaTh PA3BUTHE TAKUX CEPhE3HBIX KOXKHBIX PEaKIMi, KaK
TOKCHUYECKHMH dIMIepMalIbHbIN HEKpon3 ¥ cuHapoM CtuseHca-/[xoHcoHa (cM. pa3zen 4.8., moapas-
nen «lloctpeructparonnsie HaOMOAEHUS»). [Ipy pa3sBUTUN TSKENBIX KOKHBIX PEAKLUN MpUEM
npenapaTa He0OX0IMMO MOJHOCTBIO IIPEKPATUTD.

Icopuas

[Narmentam ¢ aHAMHECTHYECKUMH YKa3aHMSAMH Ha BOSHUKHOBEHHE WIIM OOOCTPEHUE TEUCHUS TICO-
pHasa rnpu npuMeHeHu! f-aapeHo0okaTopoB npenapat Kapseaunona-AKpUXUH MOXKHO TPUMEHSTh
TOJILKO MOCJIE TILATETHLHOI0 aHAIN3a BO3MOKHOM MOJIb3bI M PUCKA.

B3zaumooeiicmaue ¢ Opyaumu 1eKapcmeeHHbIMU CPeOCMEAMU

CymecTByeT psifl BaKHBIX (PApMAaKOKMHETHYECKUX U (papMakoJMHAMHYECKUX B3aUMOJCUCTBUHN C
JPYTUMH TIpenaparamu (B TOM YHCIE ¢ JUTOKCUHOM, LIUKJIOCIOPHUHOM, pU(aMINIIMHOM, aHTHAPUT-
MHUYCCKUMHU IIperapaTaMy | pernaparamMmu Jist oOIe anecte3un) (cM. paszaen 4.5.).
Oonospemennviii npuem BMKK

VY nanuenTos, onHoBpeMmeHHo npuHuMaronmx BMKK tuna Bepanamuia wim quiitnazema, a Takxke
JpyTUe aHTHAPUTMUYECKHUE CPEACTBA, HEOOXOAUMO PETYJISIPHO MOHUTOPHPOBATH IIEKTPOKAPANO-
rpammy (OKT') u AJl. Kak u B ciydae ¢ Apyrumu nipernaparaMu ¢ 3-aIpeHOOJIOKUPYIOIUMHI CBOM-
CTBaMH, IPUMEHEHNE KapBEIUJIONa BMECTE C HEAUTUAPONHMPHIMHOBBIMUA OJIOKATOPaMH «MEJJICH-
HBIX» KanbleBbix kaHanoB (HEMKK) Tuma Bepanamuia uim AnitHa3eMa, aMuoJapoHOM WU JIpy-
TUMHU aHTHAPUTMHYECKUMHU MperapaTaMu peKOMEHTyeTcsl MpOBOAUTH 1o KoHTposieM DKI™ u A/l.
Deoxpomoyumoma

[armentam ¢ (HheoXpOMOIIMTOMOI 10 Havaia MPUMEHEHHs JII000ro [-aapeHobiI0KaTopa HEoOXo-
JIMMO Ha3HAYUTh 0-aipeHo0I0KaTOpbl. X0T4 npenapaT Kapseannon-AkpuxuH ob1agaeT Kak f3-, Tak
U 0-aJJpEHOOJIOKHPYIOIIMMH CBONCTBAMH, OIIBITA €r0 MPUMEHEHUS y TAKUX MAllUEHTOB HET, TI03TOMY
€ro ¢ OCTOPOKHOCTBIO CIIEAyeT Ha3HAuaTh MAllMEHTaM C [OJI03pEeHHEM Ha (DEOXPOMOLIUTOMY .
Cmenokapous [lpunymemana

Hecenextusnble -aapeHo010KaTOpb MOTYT ITPOBOLMPOBATH MOSBIEHUE 00JIEH Y MAIIMEHTOB CO CTe-
Hokapaueit [Ipunimerana. OnbiTa Ha3HaueHus npenapara Kapseaunon-AKpUXuH 3TUM MalMeHTaM
HeT. XOTs ero 0-aJpeHOOIOKHPYIOIIUE CBOWCTBA MOTYT MPEIOTBPATUTH MOI0O0OHYIO CUMIITOMATHKY,
Ha3Ha4YaTh KapBEIUJION B TAKMX CIy4asX CIETyeT C OCTOPOKHOCTBIO.

Konumaxmmnule aunsvi

[TarreHTsl, MONB3YIONIMECS KOHTAaKTHBIMH JIMH3AMH, JOJDKHBI IOMHUTH O BO3MOXHOCTH YMEHBIIIE-

HMS KOJIMYECTBA CJIIC3HOM KUIOKOCTH.
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Cunopom «ommeHuly»

Jleuenue npenaparom Kapsennnon-AKpUXUH NPOBOAUTCS JUIUTENBHO. Kak 1pH JiedeHun ApyrumMu
B-anpenobnokaTopamu, Tepamuio mnpenapatoM KapBenwnon-AKpUXWH HE CIEIyeT MpeKpaaTh
pe3Ko, HEOOXOAMMO TMOCTETIEHHO YMEHBIIATh 103y Mpernapara ¢ HeJACIbHBIMA HHTEPBATAMHU. JTO
0coOeHHO BakHO y marmeHToB ¢ BC.

B ciryuae He0OX0IMMOCTH MPOBEACHHS XUPYPIUYECKOTO BMEIIATEIbCTBA C MPUMEHEHUEM OOILEH
aHeCcTe3uH HeoOXOAMMO TIPEAYIPEANTh Bpada-aHEeCTe3UO0JIOTa O MPE/IIISCTBYIONICH Teparuy mpera-
parom KapBeaunon-AKpuxuH.

B neprop nedenus uckimodaeTcsi ynorpeOaeHne aikoroJs.

BcrnomorarenbpHbIC BEIIECTBA

[Ipenapar Kapenunon-AKpUXUH COIEPKUT JTakTo3y. [lanmenTam ¢ peiko BCTpevaroieics Hace -
CTBEHHOW HEMEPEeHOCUMOCTBIO T'aJaKTO3bl, Ae(UIIMTOM JaKTa3bl JIOMApel WM TIII0OKO30-TallaKTo3-
HOM MabaOCOpOIHel, He CIIeIyeT MPUHUMATh 3TOT IIperapar.

4.5. B3aumoaeiicTBHE ¢ IPYTMMH JIEKAPCTBEHHBIMHU MpenapaTaMM U Jpyrue BHAbI B3au-
MoJeicTBUS

DdapMaKOKHHETHYECKOE B3aUMOJICHCTBHE

Bausnue xapseounona na ¢oapmaxoxunemuxy opyeux npenapamos

[TockonbKy KapBeAUIION SBISETCS KaK CyOCTpaTOM, TaK U MHTHOUTOPOM TIMKONpOoTenHa P, mpu
€ro OJIHOBPEMEHHOM TIpHEMe C TperapaTaMu, TPAHCTIOPTHPYEMBIMU TIIUKONpOTenHOM P, Groo-
CTYITHOCTbH MOCJIETHUX MOXET yBenuunBarbesa. KpoMe Toro, OMoA0CTYIHOCTh KapBeaUIONa Mo-
KET MEHATbHCA MO JEHCTBHEM HUHIYKTOPOB UM MHTHOUTOPOB INIMKOMpOTEnHa P.

Hucoxcun

B nccnenoBaHusax y 310pOBBIX JOOPOBOJIBIIECB U MAIMEHTOB C CEPICIYHON HEAOCTATOYHOCTHIO OT-
Me4Yajoch yBeJINUeHue dKcrno3uiuu aurokcruta Ha 20 %. [1pu atom 6onee BoIpaskeHHBIN 3P ekt
HabOmoancs y My k4uuH. Takum 006pa3oM, peKOMEHAYETCsl OCYIIECTBISATh KOHTPOJIb 332 KOHIICH-
Tpalnue TMTOKCHA B MOMEHT Hauasa Tepanuu, mo00pa 036l U OTMEHBI TEPAITHH KapBEAUIOIOM
(cMm. paznen 4.4., monpazaen «OcoObie ykazaHus»). [Ipu 3ToM KapBeIUIION HE OKa3bIBACT BIUSHUS
Ha (papMaKOKHMHETUKY BHYTPHUBEHHO BBOJUMOTI'O JIUTOKCHHA.

Luxnocnopun

B nByx mccnenoBaHUAX TpHU MPUMEHEHUH KapBEIWJIONA Y MAlMEeHTOB, MEPEHECIINX MEePECaaKy
MOYKH M CepJIlla U MOTYYaBIIUX UKIOCTIOPHH BHYTPh, OTMEUAIOCH MMOBBINICHUE KOHIIEHTPAIIUN
LUKJIOCTIOpHUHA B MIa3Me KpoBU. OKa3anock, 4TO KapBEAUIION YBEIUYUBACT IKCIO3UIUIO [IUKIIO-
CIIOpMHA B IJIa3Me KPOBU MPH €ro npueme BHYTph B cpeaneM Ha 10-20 %. UToOwl nmoaaepxuBath
KOHIIEHTPAIIMU [UKJIOCTIOPHHA B IJIa3Me KPOBH B TEPANeBTHUECKOM JMana3zoHe, MoTpedoBaIoch

YMEHbIIIEHUE J103bl HUKJIOCIIOpUHA, B cpeaHeM, Ha 10—20 %. MexaHu3M JaHHOTO B3aUMOJIEUCTBUS
8
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HCU3BCCTCH, OAHAKO HCJIb3s NCKIIIOYUTDH WHTHO DOB&HHéQ&b%QBA@J%)ﬂ%EH%%Fﬂ%IIGI!IDO-

TenHa P B kumneunuke. B cBs3u ¢ BRIpa)KEHHBIMH HHIWBUyaIbHBIMHA KOJICOAHUSIMH KOHIICHTPa-
MU LUKJIOCIIOPHHA B IJIa3M€ KPOBH, PEKOMEHIYETCS TIIATEIbHBI MOHUTOPUHT €r0 KOHIIEHTpa-
[[UU TOCJIe Hayayla Tepanuy KapBeIUIOiIOM U, PU HEOOXOIMMOCTH, COOTBETCTBYIOIIAS KOPPEK-
11 CYyTOYHOM 03Bl HUKIIOCTIOPHHA. B cilydae BHYTPMBEHHOI'O BBEICHUS IUKJIOCIIOPHUHA, KAKOTO-
1100 B3aMMOICHCTBHS C KapPBEIWIOIOM HE OXKHJIACTCH.

Brusanue opyaux npenapamos Ha ¢papmakoKuHemuxy Kapeeouioid

Nuru6utopsl u uaaykTopsl u3odhepmenToB CYP2D6 u CYP2C9 MoryT cTepeoceeKTUBHO U3Me-
HSTh CUCTEMHBIN W/WJIM MPECUCTEMHBIA METa00IM3M KapBEIUIIONa, MPUBO/S K YBETUUCHHUIO WIIH
CHI)KEHMIO KOHIeHTpauuil R u S crepeonzomepoB kapeeauiona B IiazMe kpoBu. HexkoTtopsie
MPUMEPHI TTOJOOHBIX B3aUMO/JICHCTBUHN, HAOIIOAABIINXCS Y MAIIMEHTOB WK Y 3/I0POBBIX JT00pO-
BOJIBLIEB, IEPEUNCIIEHBI HMKE, OHAKO JAHHBINA CIIUCOK HE ABIISIETCS MOJIHBIM.

Pupavnuyun

B uccnenoBanum ¢ yuactueM 12 310poBBIX TOOPOBOJBIEB NMPH OAHOBPEMEHHOM BBEACHUU pH-
(amMnuIHA SKCIO3UIKS KapBEIWIONA CHUXKAAch MPUOIM3UTENbHO 10 60 %, HaOmonancs 3¢-
(beKT CHUKEHUS IeUCTBUS KapBeIUI0JIa Ha TToKa3aTesu cuctoandeckoro AJl. Mexanusm 1aHHOTO
B3aMMOJICHCTBHS HEM3BECTEH, HO CKOPEE BCEro OHO 0OYCIIOBICHO MHIyKIMEH TIIMKonpoTenHa P
pudaMIUIIMHOM B KUIIEYHUKE. PekoMeHTyeTcs TiiaTensHoe HabmoqeHue 3a B-aapeHo0IoOKupy-
IOIIEH aKTUBHOCTHIO Y TIAIIMEHTOB, MOTYYAIOINX KapBEAUION B KOMOMHAIINY C PU(PAMITHIIMHOM.
Amuodapon

HccnenoBanus B yCIOBHIX IN VItr0 ¢ MUKpPOCOMaMHU 4€I0OBEUSCKOM TMEYCHH MOKa3alld, YTO aMHO-
JTApOH M JIe33THJIAMHOAapOH MHIHOMpoBain okucieHne R u S crepeonsomepa kapseauiona. [1o
CPAaBHEHHUIO C MMALIUEHTaMHU, MOIYYaroMMH KapBEIUI0]I B MOHOTEPAIINY, Y AI[UEHTOB C CEPIEY-
HOH HEIOCTATOYHOCTBIO, OJIYHYarOIMX KapBEAWIION OJHOBPEMEHHO C AMHOJIAPOHOM, KOHLIEHTpa-
uust R m S crepeonzoMepoB KapBeIMioiga HEMOCPEICTBEHHO MEpesl MPUEMOM OYEPEIHON J03bI
yBenMuuBaiach B 2,2 paza. 9pdext S crepeonzomepa KapBeAUIONA MPOSBISLETCS 3a CUET JE39TH-
JaMHUO/IapoHa, METa0OJIUTa aMHOAAPOHA, KOTOPBIN SIBISAETCS MOIIHBIM MHTUOUTOPOM H30dep-
meHnTa CYP2C9. PekoMeHTyeTCsi KOHTPOJIUPOBATh [3-aIpeHOOIOKHUPYIOIIYI0 aKTUBHOCTD y TallH-
€HTOB, MOJY4YAOIINX KapBEAUIJION OJHOBPEMEHHO C aMHOJAPOHOM.

Dryokcemun U NApOKCemuH

B pannomMu3npoBaHHOM HMCCIIEN0BAHUU C IEPEKPECTHHIM JU3aliHOM y 10 manueHToB ¢ cepAcuHOM
HEJI0OCTaTOYHOCTHIO OJTHOBPEMEHHBIN npueM (iryokceTuHa (MHruOuTOpa n3odepmenta CYP2D6)
MPUBOJMI K CTEPEOCETIEKTUBHOMY IOJIAaBIECHUIO MeTadosi3Ma KapBeausaoja — K IMOBBIIIEHUIO
CpeIHEro MmoKasaress IUIONaIn Mo KpuBoi «koHeHTpanus-Bpems» (AUC) nns R (+) va 77 %

¥ K HECTaTUYeCKOMY MOBbIIeHHIO cpeaHero nokaszatens AUC mis S (-) Ha 35 % 1o cpaBHEHUIO
9
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C TPYIIIION MAalMEeHTOB, MOyYaomux miane6o. DaHako Q%HE%'%%SJ%mggclgﬂy&% 1-|3-ém/1-

ynae A/l nimn YCC mexay AByMs TpyIniaMu HE OTMedalnoch. BiusiHue 0THOKpAaTHO MPUMEHsIe-
MOT0 BHYTpb HapoKceTuHa (MOIIHBINA HHruouTop uzopepmenta CYP2D6) Ha papmMakOKMHETHKY
KapBeAMJIONA N3ydasiock y 12 310poBbIX 100poBobleB. HecMOTpst Ha 3HAUMTEIbHOE YMEHBIIIE-
HHE SKCTIO3UINH R 1 S crepeon3oMepoB kapBeauIona, KITMHIYECKOT0 3HAYEHUSI OHO HE MMEIIO.

dapmakoaHAMHUYECKOE B3aUMOAENCTBUE

Hucynun unu euno2nuxemuyeckue cpeocmea 0Jis npuema 6Hympb

[Tpenapartsl ¢ B-a1peHOOIOKUPYIOMUMH CBOWCTBAMH MOT'YT YCUIMBATh TUIIONTTUKEMUYECKOE J1eH-
CTBHME MHCYJIMHA WIHM FMIIOTJIMKEMUUYECKUX CPEACTB Ul TpreMa BHYTpb. CUMIITOMBI THIOTINKE-
MHH, 0COOCHHO TaXMKapAus, MOTYT MacKHpOBaThcsl WK ociabeBaTh. [lanenTam, momydaronmm
MHCYJIMH WJIN TUIIOTJIMKEMUYECKUE CPEACTBA I NIpUEMa BHYTPb, PEKOMEHIyEeTCS PETYJIIPHBIN
KOHTPOJIb KOHIEHTPALUU TTIFOKO3bl KPOBH.

IIpenapamul, cHudicalowjue cooepircanue KamexoramMuHos

[TaneHThl, MPUHUMAIOIINE OJJTHOBPEMEHHO CPE/ICTBA C [3-aApEHOOIOKUPYIOIIUMHU CBOUCTBAMH U
CpEeCTBAa, CHUKAIOIIUE CO/IEpP)KaHNE KaTeX0JIaMHUHOB (HAaIlpUMep, Pe3epIHH U HHTHOUTOPBI MO-
HOAMUHOOKCH/1a3bl), TOJDKHBI HAXOJUTHCA IO/ TLIATENbHBIM HAOIIOJEHUEM B CBSI3U C PUCKOM
pa3BUTHS apTEpHATIbHON THIIOTEH3UU W/UIIH BBIPAXKEHHOW OpaauKapauy.

Jueokcun

KomOunupoBanHas tepamnust CpeacTB ¢ [3-aApeHOOTOKHPYIOIUMHI CBOWCTBAMU U TUTOKCHHA MO-
KET IPUBOAUTH K JOMOJIHUTEIBEHOMY 3aMEUIEHUIO aTPUOBEHTPUKYJIAPHON POBOAMMOCTH.
HBEMKK, amuooapon unu opyeue aHmuapummuseckue cpedcmad

OnHOBpeMEHHBIN IPUEM C KapBEAMJIOIOM MOXET MOBBICUTh PUCK HApyLIEHHUs aTPUOBEHTPHUKY-
JSIpHOM MpoBOIUMOCTH. [Ipn 0JTHOBpeMEHHOM IPUMEHEHUH KapBEAUIIOA U JUITHA3EMa OTMEYa-
JMCh OTZENbHBIE CIy4Yayd HapyIIEHUI NPOBOAMMOCTH (PEIKO — C HApyIIEHUSAMHU MTOKa3aTeseil re-
MoauHaMuKH). Kak 1 B cityuyae ¢ IpyruMu npenaparamu ¢ $-aapeHo0I0KUPYIOIIUMU CBOMCTBaMH,
npuMeHeHue kappeauiona ogHospemenHo ¢ HBMKK tuna Bepanamuna wim qunruasema, aMuo-
JAPOHOM WJIM IPYTMMH aHTUAPUTMUYECKUMU MpenaparaMu peKOMEHIY€eTCsl IPOBOAUTD MO KOH-
tposiem DKI' u A/I.

Knonuoun

OnHOBpeMEHHOE NMPUMEHEHHE KIOHHMIUHA C TpernaparaMmu ¢ [-aapeHOOIOKUPYIOIMMH CBOM-
CTBAMHU MOJKET TOTEHIIMPOBATh AHTUTHIIEPTEH3UBHBIM M Opamukapautudeckuii 3¢ dexr. Ecmu
IUTaHUPYETCs PEKPATUTh KOMOMHUPOBAHHYIO TEPAIUIO MPEnapaToM ¢ B-apeHOOIOKUPYIOIUMHU
CBOMCTBaMM U KJIIOHHJMHOM, IIEPBBIM CJIEyeT OTMEHUTh -aApeHO0I0KATOp, a 4Yepe3 HECKOIbKO

I[HGﬁ MOKHO OTMCHUTH KIIOHUJWH, ITOCTCIICHHO YMCHbIIIAA €ro J03Yy.
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Tunomensusnvie cpe()cmea

Kak u npyrue npenapatsl ¢ B-aqpeHOOIOKUPYIONIEH aKTUBHOCTHIO, KAPBEIMION MOXKET yCHITU-
BaTh JECHCTBHE APYTUX OJHOBPEMEHHO NPUHUMAEMBIX THIOTEH3MBHBIX CPEACTB (HANpUMeEp,
01-aApeHO0JI0KATOPOB) WU MPENapaToB, KOTOPhIE BBI3BIBAIOT apTepUaIbHYIO0 TUIIOTEH3UIO B Ka-
YEeCcTBE HeXeNaTeIbHOU peaKuu.

Cpeocmea 0ns 0bweti anecmesuu

Crnenyer mpoBOAMUTH THIATEIbHOE HAOIIOACHUE 32 OCHOBHBIMH TIOKA3aTEISIMU JKU3HECSTEIbHO-
CTH OpraHu3Ma Mpu MPOBEICHUH OOIIeH aHEeCTE3UH B CBSI3U C BO3MOXKHOCTHIO CHHEPTUYHOTO OT-
pHULATENILHOTO HHOTPOITHOTO JEHCTBUS KapBeAUIIONa U CPEACTB JUIsl 001IeH aHeCTEe3 M.
Hecmepouonwvie npomusosocnanumensvruvle npenapamsi (HIIBII)

OpnnoBpemennsiit npuem HIIBIT u f-agpeHo010kaTOpOB MOXKET MPUBOAUTH K MOBBIIEHUIO A/l 1
CHIDKEHUIO KOHTpoJist 3a A/l.

Bponxoounamamopwi (aconucmel f-adpenopeyenmopos)

[Tockonbky HEKapAUOCENEeKTUBHBIE [-aIpEHOOIOKATOPHI MPEMSTCTBYIOT OPOHXOIUTUPYIOIIEMY
3P PeKTy OpPOHXOIMIATATOPOB, SBIISIOLUINXCS CTUMYJIATOPAMH [-aIpeHOPELENTOPOB, HEOOXOINM
TUIATEIbHBIM KOHTPOJIb 32 MAllUEHTaMU, MOJIYYalolIMMH JaHHbIE TPEnapaThl.

4.6. @epTUIBLHOCTb, 0EPEMEHHOCTDH M JIAKTAIIUA

bepemeHHOCTD

HccnenoBanus Ha )KUBOTHBIX BBISIBIIIN HAJIMYHE PENPOAYKTHBHON TOKCHYHOCTH.
[ToTeHIIManbHBINA PUCK 1711 YETOBEKA HEU3BECTEH.

B-agpenoOmoKaTOPHl YMEHBIIAIOT IUIAEHTAPHBIM KPOBOTOK, YTO MOXET MPUBECTU K BHYTPH-
yTpoOHOM THOENH IJI0/a U IPeXIeBPEMEHHBIM pojaM. Kpome Toro, y miioja 1 HOBOPOKICHHOTO
MOTYT BO3HUKATh HEXKENATEIbHbBIE PEAKINH (B YACTHOCTH, TUTIOTJIMKEMHUS U OpaiuKapaus, OCI0XK-
HEHUS CO CTOPOHBI cepala U Jerkux). MccnenoBanus Ha )KUBOTHBIX HE BBISIBUIM Y KapBEAMIIONA
TepaToreHHoro 3 dexra.

JlocraTouHoro OMbITa MIpUMEHeHus npenapara Kapeenunon-AkpuxuH y 6epeMeHHbIX HeT. KapBe-
JTUIION HE CIIelyeT MPUMEHSTh IPU OepeMEHHOCTH, 3a UCKIIIOYEHUEM CITy4YaeB, KOTa OXKH1aeMast
M0JIb3a €r0 MPUMEHEHHUS Y MaTe€pH MPEBBIIIAET MOTEHIUANBHBIN PUCK JUIS IIJI0A.

Jlakranus

B pesynbTaTe uccienoBanuii OblI0 YCTAaHOBIEHO, YTO Y KPBIC KAPBEAUIION H/HITH €0 METa0OIUTHI
MPOHUKAIOT B MOJIOKO JIAKTUPYIOIINX KUBOTHBIX. B HACTOSIIIINIT MOMEHT HE YCTAaHOBIIEHO, IIPOHH-
KaeT JIM KapBeIUJION B IPyAHOE MOJIOKO Yy uenoBeka. OHaKo 00JbIIMHCTBO -aApeH00I0KaTOPOB
IUNO(QUIBLHON CTPYKTYPHI B Pa3IMUHOM CTENEHH MPOHUKAIOT B TPy IHOE MOJIOKO. Takum oOpazom,
npu HEOOXOAMMOCTH MPUMEHEHHs TpermapaTa B MEPUOJ JIAKTALMU, TPYJHOE BCKApPMIIMBAHUE

HEOO0XOIMMO MPEKPATHUTb.
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4.7. BuausiHue HA CIOCOOHOCTH YIIPABJISATH TpaHcnoﬂ'&ﬁ%ﬂﬁ%‘%lmﬁ‘bggag%l%Me-

XaHH3MaMH
B nepuon neuenus npemnaparom KapBenunon-AKpuXuH HEOOXOIUMO COONIOAATH OCTOPOKHOCTD
MIPH YIIPABJICHUH TPAHCTIOPTHBIMH CPEACTBAMU U 3aHATUH IPYTUMH TOTCHIIMAIBHO OMTAaCHBIMU BH-
JlaMU JeATEeILHOCTH, TPEOYIOITUMH TTOBBIIICHHONW KOHIICHTPAIIUA BHUMAHUS U OBICTPOTHI TICHXO-
MOTOPHBIX PEaKIUil.

4.8. HexenateabHble peakiul

Pe3roMe HexxenaTenbHbIX PEAKIINN

HexenatenbHble peakiuu MPEICTABICHBI B COOTBETCTBUH C MOPAKEHUEM OPraHOB M CHCTEM
opranoB. Yactora HeXeaTelbHBIX pEaKIMi yKa3aHa M0 KIACCH(PHKAIUHM: OYeHb YACMO
(> 1/10), uacmo (> 1/100 mo <1/10), neuacmo (> 1/1000 go <1/100), peoxo (> 1/10000 mo
<1/1000), ouens peoro (<1/10000), vacmoma neuzéecmua (He MOKET OBITH OIICHEHA HA OCHOBE
UMEIOIINXCS JaHHBIX).

Hngpexyuu u unéasuu: 9acto — MHEBMOHHUS, OPOHXUT, HHPEKIIMN BEPXHUX JIBIXaTEIbHBIX MyTEH,
UH(EKIINH MOYCBBIBOISIIMX Ty TEH.

Hapywenus co cmoponvl Kposu u JIUMPAMu4eckol cucmemsvl. 4acTO — aHEMHS; PEIKO —
TPOMOOITUTONCHUS; OUCHb PEJIKO — JICHKOTICHHSI.

Hapywenust co cmopoHvl UMMYHHOU CUCMEMbl: OYCHb PEIKO — TUIEPUYBCTBUTEIBHOCTD
(annepruveckasi peakuusi).

Hapywenus memabonuzma u numanus’: 9acTo — yBEJIMUEHHE MaCChl TeJa, TUIEePX0JIeCTCPHHEMHUS,
HApYIICHUE TIMKEMHUYECKOT0 KOHTPOJIS (THIEPTIIMKEMUs, TUIIOTJUKEMHUs) Y MAI[MEHTOB C yKe
HUMEIOIIMMCS CaXapHBIM JTHA0ETOM.

Icuxuueckue Hapywienusi: 9acTto — ICMPECCHs, IOAABICHHOE HACTPOCHHE, HEYacTo —
paccTporcTBa CHa.

Hapywenus co cmoponvt HepsHOUl cucmembl: 0YeHb 4acTO — FOJIOBOKPYIKEHHUE, TOJIOBHAs 00JIb;
YaCTO — CHHKOIAJIbHBIE, TPECHHKOAIBHBIC COCTOSHHS, HEYaCTO — MapECTE3HsI.

Hapywenuss co cmopouvl opeana 3peHus: 4YacTO — HapyUICHHE 3PCHHsS, yMCHBIICHHE
CIIE300T/ICNICHHS, pa3ApaKCHUE TI1a3.

Hapywenus co cmopousl cepoya: OYeHb YacTO — CepjAeYHas HEJOCTaTOYHOCTh;, YacTo —
OpamuKapvs, THIIEPBOJICMUS, 3aI€PIKKa KUIKOCTH; HEYaCTO — aTPUOBEHTPUKYIIIpHAst OJI0Kaa,
CTEHOKAP TSI,

Hapywenus co c¢cmoponvl cocydos: OYeHb 4YacTO — BBIPAKCHHOE CHIDKCHHE apTepPHaIbHOTO
naBnenus (AJl); dWacto — TOCTypanbHas TUIIOTEH3Ws, HapylIieHHe mnepudepudecKkoro
KpOBOOOpareHus: (IOXOJ0JaHHEe KOHCYHOCTEH, 3aboseBaHue Mepru(PEePUIECKUX COCYIOB,

000CTpeHNe CHHIPOMA IIEPEMEKAIOTICHCS» XPOMOTHI M cCHHIIpoM Peiino), mosbienne AJl.
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Hapywenus co cmoponvl OvixamenbHOU CUCMEMbL, opéﬂigémﬁ“z&%ﬂk#'%ka%%huﬂ

4acTo — OJIBIIIKA, OTEK JIETKUX, OpoHXocma3M (y MpeapacrojOXKEHHBIX MAIlMEHTOB); PEIKO —
3aJI0’)KEHHOCTb HOCA.

JKenyoouno-kuuieynvle Hapyuienus:. 4YacTo — TOIIHOTA, JHWApes, pPBOTA, IUCIECIICHYCCKHE
paccTpoicTBa, 00JIb B )KUBOTE; HEUACTO — 3aI0P; PEIKO — CyXOCTh CIM3UCTON 000JIO0UYKH MOJIOCTH
pTa.

Hapywenus co cmopoHul KodiCU U NOOKONCHBIX MKAHel: HEYaCTO — KOJKHBIE PEaKIMH (B TOM YHCIIe
KOXKHasi ChIllb, JICPMATHUT, KPAITUBHUIIA, KOKHBIA 3y, TIOPAKCHHUS KOXXH IO THITy TICOpUa3a |
KPaCHOTO TIJIOCKOTO JIHIIIAs).

Hapywenusa co cmoponsi mvluieunot, ckeiemnol U coeOuHUmenbHol mKanu. 4acto — 00ib B
KOHEYHOCTSIX.

Hapywenus co cmopoHbl noyex u Mo4esbl800suux nymeti: 9acTo — MoYeUHasi HeJIOCTaTOYHOCTh
W HapymieHne (QPyHKIMU MOYEK y MarueHTOB ¢ AUQGY3HBIM BACKYJIUTOM W/WIW HapyIICHUEM
(GYHKIIUH MOYEK; PEIKO — HAPYIICHUSI MOYCHUCITY CKAHUSI.

Hapywenus co cmoponsl penpooykmueHotl cucmemvl i MOJOYHBIX Hcele3. HeUacTo — HapyIlIeHHe
TIOTEHITHH.

Obwue Hapyuwenus u peakyuu 6 mecme 88edeHus. 09eHb 4acTo — acTeHus (oOmras ci1abocTh);
4acTo — OTEKH, 00JIEBOM CHHIPOM.

JlabopamopHnvle u uncmpymenmanvHvle OaHHble: OYEHb PEIKO — TMOBBIIMIEHUE AKTUBHOCTU
ananmHamuHoTpadcdepasbl  (AJIT), acnapraramuHotrpanchepassr (ACT) wum  ramma-
rnytamuntpancdepassl (I'TT) B mmazme kpoBu.

Onucanue OTJICILHBIX HEXKEIATCIbHBIX PEaKIIUM

YacTtora BO3HHKHOBEHHUS HEXEJIATENBHBIX peakiuil He sABISETCS J0303aBUCHUMOH, 3a
UCKIIIOYCHHEM  SBIIGHUH  TOJIOBOKPYXKEHHUS, HapylIeHUs 3peHuss U Opagukapaui.
['onoBoOKpy>keHUEe, CHUHKOMAJbHbIE COCTOSIHMS, TOJIOBHas OONb W acTeHus, Kak IIPaBWIIO,
IPOTEKAIOT B JIETKOM (opme M, yalle, BO3HUKAIOT B Hayaje yiedeHus. Y mnanueHtoB ¢ XCH B
NEpUOJT YBEIMYCHHUS 1036l BO3MOXKHBI YCYT'yOJIEHHE CHMIITOMOB CEpJCUYHON HETOCTaTOYHOCTH U
3aziepKKa KUIKOCTH (cM. paznen 4.4., moapazaen «OcoOble yKazaHUsD» ).

CepnedHass HEOOCTATOYHOCTh SIBJISUIACH OYEHb YACTO PACHPOCTPAHEHHOW HEXEIaTeIbHON
peakiuell Kak y MalMUeHTOB, Modydaromux Kapseawnon (15,4 %), Tak u y NALUEHTOB,
nonyyvaromux riane6o (14,5 %). [Ipu Tepanuu kapBeAUI0IOM 00paTUMOE YXY/IIeHHE (PyHKITUH
nouek HaOmoganock y nanueHToB ¢ XCH u vuszkum AJl, UBC u nuddy3HpIMU U3MEHEHUSIMHA

COCYJIOB W/WJIM TIOYEYHOU HEJJOCTATOYHOCTHIO (CM. pazaen 4.4., moapasnen «OcoObie yKa3aHUs» ).
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 11.08.2025 N= 19337
(MOCNEOCBATENEHOCTE 0012)

ITocTperucTpallmoOHHBIE Ha6J'IIOI[eHI/I5[

HepeqncneHHHe HCKCJIATCIIbHBIC PCAKIIUU 6BIJII/I YCTAHOBJICHBI B XOJ€ MOCTPCTUCTPAMOHHOI'O
MPUMEHEHHUS KapBEIUIIONA.

Hapywenus memabonusma u numanus: HaIMdue y npenapata 3-aapeHOOIOKUPYIOIINX CBOWCTB
HE WCKII0YaeT BO3MOXKHOCTh MaHH(ecTalmy JaTeHTHO MPOTEKAIOIIEro caxapHoro auaderta,
JICKOMITCHCALIUU YK€ HMMEIOLIEToCs CaxapHOro auMabera WM YTHETEHUS KOHTPHUHCYJSPHOM
CHUCTCMEI.

Hapywenus co cmoponvl Kodcu U NOOKOJNCHbIX MKAHeU: aJONelHs; Cephe3HbIe KOXKHBIE
HEXKEJIaTeNbHbIC peakIMu (TOKCHYECKHH SMUAepMalibHBIA HeKponu3, cuHapoMm CTHBEHca-
Jlxoucona) (cMm. pazaen 4.4., moapazaen «OcoObie yKazaHUs»).

Hapywenusa co cmoponsi nouex u Moyegbl800AWUX nymell: 3aperUCTPUPOBAHBI PEIKHE CIIydan
HeJIep)KaHMsI MOYH Y KESHIIIMH, 00paTHUMBbIE ITOCIIE OTMEHBI KapBeIHIIOJA.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX TOCIEe PETUCTPAINH
JICKapCTBEHHOTO Tpernapara ¢ Lelblo 00ecleyeHus] HEMPEePHIBHOTO MOHUTOPHUHTA COOTHOIICHUS
«T10J1b3a — PUCKY JIEKAPCTBEHHOTO IpernapaTta. MequIuMHCKUM paOOTHHKAaM PEKOMEH TyeTcsl Coo01IaTh
0 JIOOBIX TMOJIO3PEBAEMbIX HEXKENATENbHBIX pEeaKIMsIX JIEKapCTBEHHOIO Tpenapara uepes
HAIIMOHAIBLHBIE CHUCTEMBI COOOIIEHWS O HEXKENATeIbHBIX PEaKIUsIX TOCyJapCcTB — UJICHOB
EBpa3suiickoro 5KOHOMHUYECKOT0 COX03a.

Poccuiickas @enepanus

depnepanbHas cinyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CrnaBstHCKas IJ10I1a1b, 1. 4, cTpoeHue 1

Tenedon: +7 (800) 550-99-03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Cair B WH()OPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «HTEpHET:

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

4.9. Ilepeno3upoBka

CumMnOTOMBI

BripaxxenHoe cHmwkenne AJ[ (compoBokmaromieecsi TOJTOBOKPYXKEHHEM WU OOMOPOKOM),
BelpaskeHHast Opamaukapaus (UHCC menee 50 ya/muH), BeieAcTBHE OpoHXOCHazMa BO3MOKHO
BO3HHUKHOBEHHUE OJIBIIIKH, PBOTHL. B TKENbIX CiIydasx BO3MOXHBI HapyllIEHHE JbIXaHUS,
CIyTaHHOCTb CO3HAHMsI, TeHEPAIN30BaHHbIE CYIOPOTH, CEpACUHasi HEIOCTAaTOYHOCTb, HAPYIICHHUS

MIPOBOJIMMOCTH, KapIMOTEHHBIN IIOK, OCTAHOBKA CepIla.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
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(MOCNEOCBATENEHOCTE 0012)

JleueHue

JleyeHre CUMNITOMATUYECKOE, IPOMBIBAHUE KETyKa U Ha3HAuYCHHE afCcOPOUPYIOIIUX CPECTB,
IPOBEICHUE MOHMTOPMHIA M MOJACp)KaHUE >KU3HEHHO BAaXKHBIX (DYHKIMH OpraHusma, IpH
HEO0XOIMMOCTH — B OT/IEJICHUN UHTEHCUBHOH TepaIny.

[Tpu BBIpa)KEHHOU Opanukapauu 11e51eco00pa3Ho BHYTPUBEHHOE IpUMEHEHNE
M-XOJIMHOOJI0KaTOpoB (aTpornuH mo 0,5-2 mr).

Ecnu B KIMHMYECKOW KapTHUHE MEpeIO3MpPOBKH MpeolianaeT BblpakeHHOe CHMKeHue AJ] —
OpUJaTh MALUEHTY MOJOXKEHHE «IeXa» C NMPUMOAHATHIMM HMKHUMHU KOHEYHOCTSMHU, BBOZST
CUMITATOMUMETHUKHU (HOopanuHeDpUH (HOpaapeHAINH ), snuHedpuH (aApeHaanuH), 100yTaMuH), B
Pa3IUYHBIX 103aX, B 3aBUCUMOCTH OT MaccChl TEJIAa U OTBETA HA IPOBOJIUMYIO TEPAIHIO, B YCIOBUAX
HEMPEPHIBHOTO KOHTPOJIS MTOKa3aTeNneil KpoBoOOpaleHHs.

[Tpu PE3UCTEHTHON K JICUCHUIO Opanukapanu MIOKa3aHO IIPUMEHEHNE
eKTpokapauoctumynaropa. Ilpu 6ponxocnasme BBOAAT (-aIpeHOMHMETHUKU B BHUJIE a3pO30JIsd
(mpu HeA(PEKTUBHOCTH — BHYTPUBEHHO) WIM aMUHO(DUIUTMH BHYTPUBEHHO.

[Ipu cynoporax BHyTpUBEHHO MEAJIEHHO BBOJAT UA3EIIaM.

[TockoyibKy Tpu TSHKEIOW NEPEeAO3UPOBKE C CHUMITOMATHKOM IIOKA BO3MOXKHO YJJIMHEHHUE
nepuona nonyeeiBeneHus (T12) kapBeausona U BhIBEJCHHE MpernapaTa M3 Aeno, HEOOXOIUMO

MpoaOJIKATh MOAACPIKUBAIOINYTO TCPpAIUIO JOCTATOYHO AJIUTCIBHOC BpCMH.

5. ®APMAKOJIOTHYECKHE CBOMCTBA

5.1. dapmakoauHaAaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTHYECKas Tpymmna: 0eTa-apeHo0I0KaTophl; anb(a- 1 6eTa-aApeHO0TOKATOPHI.
Kon ATX: CO7AG02

Mexanusm aercTsus 1 dapMakoauHaMuyeckue b deKThl

Kapsenumnon — 61okatop o1-, Pi-, ¥ B2-aapeHOPENenTOPOB, OKA3hIBACT Ba30MIATHPYIOIIEE, AaHTH-
aHTMHAIBHOE M aHTHAapUTMHUecKoe neiicTBue. KapBeanion npeacraBiser co0oi paneMHUuecKyro
cmech R (+) u S (-) crepeon3omMepoB, KaxKablii U3 KOTOPBIX 00J1a1ae€T OMHAKOBBIMH 0i-apEHO0JI0-
KUPYIOIIMMH CBOHCTBaMHU. [3-aipeHOOIOKHpYIONIee ICHCTBUE KapBEIIII0ia HOCUT HECEICKTUBHBIH
XapakTep 1 00ycIIOoBICHO JieBoBpamaoumm S (-) crepeonzomepoM. Bazoaunarupyrommii ¢ ekt
CBsI3aH TJIaBHBIM 00pa3zoM ¢ OJIoKa0i o1-apeHoperentopoB. biarogaps Ba3oauiaTayuy CHUKAET
obmee nepudepuyeckoe cocynucroe corporusienue (OIICC). He nmeer cOOCTBEHHON CHMITAaTO-
MHUMETHYECKON aKTUBHOCTH, 00J1a1aeT MEMOPaHOCTAOUITM3UPYIOIIMMU CBOMCTBAMH.

Coueranue BazoAWIaTallul U OJIOKAABI B-alpeHOPELENTOPOB MPUBOIUT K CIeIyromuM 3(dek-
TaM: y MalUEHTOB C apTepUAIIbHON THIIEPTEH3UEH 1 3a00IeBaHUSAIMHI OYEK KapBEAUIION YMEHb-

macT pE3NCTCHTHOCTD MMOYCYHBIX COCYA0B, ITPU 3TOM HE ITPOUCXOAUT CYINECCTBEHHOI'O U3MCHCHHA
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
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CKOPOCTH KJIyOOUKOBOH (DUIBTPALIMHU, TOUEYHOTD nnazM(')-Jr_g;t'é: M‘Q&%E&%ﬁ&%&ﬁ%&ﬁﬁne-

pudeprdecknii KpOBOTOK COXPAHSETCS, TIOATOMY TIOXOJIOJaHUE PYK U HOT, YaCTO OTMEYaeMOe MPU
npueme -aapeHo0I0KaTopoB, Pa3BUBAETCS PEAKO.

YUCC cHumxkaercs He3HAUUTENbHO. OKa3bIBAE€T aHTUAHTMHAIBHOE JICMCTBUE. Y MEHBIIAET Mpea- U
MOCTHArpy3Ky Ha cepaie. He oka3piBaeT BhIpa)KEHHOTO BIUSHUS Ha JIUIIUIHBIA OOMEH U coJep-
YKaHUE MOHOB KAJIWs, HATPUS U MarHus B TIa3Me KPOBU. Y MANMEHTOB C HAPYIICHUSIMH (YHKIIHH
JICBOTO eIy I0UKa U/UITH CEPJICTHON HETOCTATOYHOCTHIO OIarOMpUsATHO BIHSIET HA TeMOJUHAMH-
YECKHE MOKa3aTeIu U yaydiaeT Gpakiuio BEIOpOca B pa3Mephl JICBOTO JKEITy0UKa.

KapBenuson cHuXaeT moka3areiab CMEPTHOCTH M YMEHBIIIAET YaCTOTY TOCITUTAIN3AlNNA, YMECHbB-
[1aeT CUMIITOMATHKY | YJIy4lliaeT (PyHKIIHIO JIEBOTO kKellyao4ka y nanueHToB ¢ XCH umemunye-
CKOTO ¥ HEHIIIEMUIECKOT0 TreHe3a. DP(HeKThl KapBeAUIoa sIBISIFOTCS 10303aBUCUMBIMH.
Dppexmusrocmo

Apmepuanvrasn cunepmensus

VY manueHToB ¢ apTepuanbHOM rUIepTeH3uel KapBeausion cHuxkaeT A/l 3a cuer couetaHHoi 0110-
Kazpsl B- ¥ o1-agpeHoperentopoB. He Bce orpaHrueHust, OTHOCSIIUECS K TPaIUIIMOHHBIM [-aape-
HOOJIOKaTOpaM, MPUMEHNMBI K KapBeauiony. CHukeHne AJl He COITPOBOKAAETCS OHOBPEMEH-
HbIM yBesmuenueMm OIICC, koTopoe HaOMoAaeTCs IpH MpUEeMe HECEIEKTUBHBIX 3-aapeHo0I0Ka-
topoB. UHCC HeckosibkO yMeHbInaeTcs. [lodeunslii KpOBOTOK U (PYHKILUS TMTOYEK Y MALUEHTOB C
apTepualIbHON THIIEPTEH3UEN CoXpaHsatoTcs. 1lokasaHo, 4TO KapBEAUIION HE U3MEHSET YAAPHBII
o6bem kpoBu 1 yMeHbImaeT OIICC, He HapyIaeT KpOBOCHAOKEHHUE OPTraHOB U NeprdepruIeCKuii
KPOBOTOK, B TOM YHUCJIE B CKEJICTHON MYCKYJIaType, IPEAIICYbAX, HUKHUX KOHEYHOCTSX, KOJKHBIX
IIOKpPOBAaX IrOJIOBHOM MO3Ie€ U COHHOM apTepuu. [10X0101aHre KOHEYHOCTEH U ITOBBILLICHHAS] yTOM-
JSIEeMOCTh BO BpeMsl (PM3UUECKOM Harpy3Kd OTMEUAIOTCsl pelKO. AHTUTUIIEPTEH3UBHBINA 3P PEKT
KapBEAWIIOINA IIPU apTEPUATbHON THIIEPTEH3UU COXPAHAETCS B TEUEHUE JUIUTEIIBHOTO BPEMEHH.

Hapywenue d)VHKuuu novyex

Kapsenunon spnsercs 3((heKTUBHBIM CPEACTBOM JUIS JICUCHHS MAIMEHTOB C PEHOBACKYJISPHOM
apTepUAIILHOM TUIIEPTEH3UEN, B TOM YHUCJIE TALIUEHTOB ¢ XPOHUYECKOHN IIOUYEYHOU HEIOCTATOYHO-
CTBIO, @ TAKXKE y MALMEHTOB, HAXOASAIINXCS HA TEMOJUAIIN3€E WU IIEPEHECIINX MIePECasKy MTOYKH.
Kapseauitoi BeI3bIBa€T IOCTENEHHOE CHIDKEHHUE A/l Kak B ICHb IPOBEICHMS ANANIN3A, TAK U B THU
0e3 auanusa, MpUYeM ero aHTUTUIIEPTEH3UBHBINA 3((EKT COMOCTaBUM C TAKOBBIM Y MAI[HEHTOB C
HOpMaJIbHOU (DyHKIIMEH TOYEK.

Ha ocHOBaHMHM pe3yIbTaTOB, IOJTYYEHHBIX B CPABHUTEIIBHBIX HCCICIOBAHUAX Y TAIIUEHTOB, HAXO-
JAIIMXCSA HAa TEMOJIMANIN3E, ClIeNIaH BBIBOJL O TOM, YTO KapBEAUIION ABIsieTcs Oonee 3 (PeKTUBHBIM

¥ 00a/laeT IydIiei mepeHocuMOoCThio o cpaBHeHnio ¢ BMKK.
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KapBenumon cHmkaeT 3a00J1eBaéMOCTh U CMETHOCTh @&&%&ng&%gﬁygﬁgheﬁ

HaXOJAIIMXCS Ha Tuanuie. MeTa-aHanu3 miane00-KOHTPOIUPYEMbIX HCCIeI0OBaHUN, BKIIIOYAIO-
[IMX 3HAYUTEIFHOE KOTUIeCTBO manueHToB (> 4000) ¢ xpoHuueckoit 60JIe3HBIO TTOYEK, TTOITBEP-
i (pakT, 9To JIeyeHNe KapBEeIUIOI0OM NAMEHTOB ¢ AUC(YHKIIMEH JIeBOTr0 Kelly04Ka ¢ Uiu 0e3
CUMIITOMAaTUKH CEpACYHON HEJOCTATOYHOCTH YMEHBIIAET TOKA3aTellb CMEPTHOCTH U KOJIMYECTBO
SIBIICHHH, 00YCIIOBJICHHBIX CEPICYHON HEJOCTATOYHOCTHIO.

HubC

VYV nanuentoB ¢ UBC kapBeamnos oka3bIBa€T MPOTUBOUIIEMUYECKOE U aHTUAHTUHAJIBHOE JIEH-
cTBUE (yBelIMUeHUe 00Iel MpOAOIKUTEILHOCTH (PU3NYECKON HAarpy3KH, BPEMEHH JI0 Pa3BUTHUS
nenpeccun cermenta ST riryouHoit 1 MM 1 BpeMeHHU 10 BOZHUKHOBEHUS IPUCTYTIa CTEHOKAPIHH),
COXpaHSIOIIMECs MPU JUIMTENbHOM Tepanuu. KapBeamion TOCTOBEPHO CHIDKAET MOTPEOHOCTDH
MHOKapJa B KMCIOPOJIE U aKTUBHOCTh CUMIIATOAIPEHATIOBOM CUCTEMBI. TakKe yMEHBIIAET Mpe-
Harpy3Ky (aBjieHuE 3aKJIIMHUBAHUS B JIETOYHOW apTepuu U JIETOYHOE KalWUIAPHOE JIaBJICHUE) U
noctHarpy3ky (OIICC).

XCH

Kapenuiion cHmkaer mokasareiab CMEPTHOCTH M YMEHBIIAET YAaCTOTY FOCHMTAIN3ALUN, YMEHb-
[IaeT CUMIITOMaTHKYy W YyJydiaeT (yHKIHIO JIEBOTO enyaouka y nanueHtoB ¢ XCH umemuye-
CKOT'0 M HEMIIEMUYECKOT0 TeHe3a. DPQeKThl KapBeUIoa SBIAIOTCS 10303aBUCUMBIMH.

5.2. ®apMakOKHHeTHYeCKHe CBOICTBa

AGcopbuus

[Tocnie mpuemMa BHYTPh KapBEIUIION ObICTPO BcachiBaeTcss. MakcumainbHast KoHIeHTpaus (Cmax)
B IUIa3Me KPOBH JOCTHTraeTcs nmpuMepHo uepe3 1,5 gaca (Tmax) 1 coctasisier 21 mr/in. Bennunna
Cmax IBJIsIETCS TMHEWHOM 1 10303aBUCUMOiL. [Ipu mpremMe BHYTph KapBEAMUION OABEPraeTcs mpe-
CHCTEMHOMY METa00JIM3MY, B PE3yJIbTaTe KOTOPOTO €ro adCOMI0THAsT OMOAOCTYITHOCTh Y 3710PO-
BBIX JIOOPOBOJIBIIEB MY>KCKOTO T10JIa COCTABJISIET OKOJIO 25 %.

KapBenuon siBisiercst parieMarom, S crepeon3oMep MeTadonu3upyercs ObicTpee, yeM R cTepeo-
uzomep, abCoOTHAsE OMOJOCTYTHOCTh MPU MpUEeMe BHYTPh coctaBiseT 15 % u 31 %, cooTBeT-
CTBEHHO. MakcuManbHasi KOHLEHTpalus B Tu1a3Me KpoBu R cTepeonsomepa npubIM3UTEIHHO B
2 pa3a BBbILIE, YeM S cTepeor3oMepa.

HccnenoBanust in VIitro moxasanu, 4TO KapBEAWIJION SBISETCS CyOCTpaToM Oelika-TIiepeHOCUHKa
[JIMKONIpOTenHa P, BBINONHSIOMIETO pOJib HAcoca B IPOCBETE KUIIEUHUKA. Pe3ynbraTel ucciueno-
BaHMS B YCJIOBHUSX IN VIVO y 37I0pPOBBIX J0OPOBOJIBIIEB TAKKE MOTBEPIMIN POJIb MIMKOMpOTenHa P

B paclpeieIeHuH KapBeauoa.
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(MOCNEOCBATENEHOCTE 0012)

Pacnopenenenue

KapBenunon ob6namgaer BBICOKOW JHIMOMUIBHOCTRIO, ¢ OeIKaMu TUIa3Mbl KPOBH CBSI3BIBACTCS
oko1o 95 % kapBenuiona. Ero o0bem pacnpenenenus cocraBiser ot 1,5 /kr 1o 2 n/kr.

Buorpancdhopmarims

Kapseauon noasepraercst 6uorpancGopmaliiy B Ie4eHH MyTeM OKHCIEHUS U KOHBIOTAIUH ¢ 00-
pa3oBaHuEM psiia MeTabOJIUTOB, KOTOPBIE BHIBOJATCS C skenublo. [lokazaHO CyIiecTBOBaHUE KH-
HIEYHO-TI€YEHOYHON LIUPKYJIALUN UCXOAHOTO BEIIECTBA.

B pesynbrare nemeTHiMpoBaHus U THIPOKCUIUPOBaHUS (PEHONIBHOIO KoJibIia 00pa3ytoTcs 3 me-
TaboymuTa (MX KoHIeHTpanuu B 10 pa3 HUXKeE, 4eM KOHIIEHTpAIIUs KCXOTHOTO BEIIecTBa) ¢ B-ampe-
HOOJIOKUPYIOIIEH aKTUBHOCTHIO (Y 4'-rHIpoKcr()EeHOILHOr0 MeTaboIuTa OHa MpuMepHo B 13 pas
CHJIBHEE, YEM Y CaMOT0 KapBeIUIIoa). 3 akTUBHBIX METa00IMTa 00JIaal0T MEHEE BHIPAKCHHBIMU
Ba30/MJIaTUPYIOIIMMHU CBOMCTBAMU, YEM KapBeAUJION. 2 U3 THAPOKCUKAPOA30IbHBIX META00IUTOB
KapBeAMIIONa SBISIOTCA YPE3BhIYATHO MOIIHBIMU aHTHUOKCHUIAHTAMM, MIPHUYEM UX aKTHUBHOCThH B
3TOM OoTHOIIEHUH B 30-80 pa3 npeBbIIIacT TAKOBYIO Y KapBEAMUIIONA.

HccnenoBanus hapMakOKMHETHKH KapBeIWJIoNa y YelloBeKa MoKas3alid, YTo MeTaboIu3M KapBe-
JTUII0A ITyTeM OKUCIICHUS SIBIISIETCS CTEPEOCEICKTUBHBIM. Pe3ynbTarhl MCCIeOBAHUN B yCIOBUSX
in Vitro Takxe mokasajiv, 4To B MPOIECC OKUCICHUS U THAPOKCUIMPOBAHUS MOTYT OBITh BOBJIC-
YeHbl pa3InyHble H30(hepMeHThl cucTeMbl nuToxpoma P450, Bkmovas nzopepmentsr CYP2D6,
CYP3A4, CYP2C9, CYP2E1, CYP2C19, CYP1A2. HccrnenoBanusi y 310POBBIX JOOPOBOJIBIIEB U
MAIMEHTOB MPOJIEMOHCTPUPOBAIH, YTO R cTepeonszomep B O0sbllel cTENEHH METa0OIU3UPYETCs
¢ momotipio nzopepmenta CYP2D6, a S crepeonzomep — B OCHOBHOM C TTOMOIIBIO H30(DEPMEHTOB
CYP2D6 u CYP2D9.

I'enemuueckuii nonumopguszm

Pe3ynbTarsl uccnenoBanuii hpapMakOKMHETUKY KapBEAUIIONA y YeloBeKa IoKa3alu, 4To uzodep-
MeHT CYP2D6 urpaer 3HaunTeIbHYI0 pOJibh B MeTabomm3Me R u S crepeonzomepoB kapBeauiona.
Konuentpaunu R u S crepeon3oMepoB B I1a3Me KpOBU YBEIMUMBAIOTCS Y MALIMEHTOB ¢ HU3KOM
akTUBHOCTHIO n3odpepmenta CYP2D6. B otimnume oT npodnx Mcciael0BaHUN, pe3yIbTaThl MOITy-
JSIUOHHBIX (PapMaKOKMHETUYECKUX HMCCIIEAOBAHUN MOATBEPIWIN 3HAUEHHE FeHOTUIa u3odep-
menta CYP2D6 B nporiecce hapmakokuHeTHKH R 11 S cTepeon3omepoB kapBenusoa.

Takum o0pa3om, ObUI ceTaH BBIBOJ O TOM, YTO T'€HETHYECKUH MOIMMOp(hU3M H30pepMeHTa
CYP2D6 obnagaet onpeeieHHON KIMHHYECKON 3HAYMMOCTBIO.

OJIMMUHALNA

[Tocne ofTHOKpaTHOTO MPUMEHEHMs BHYTPb B 103€ 50 Mr okoso 60 % kapBeauiona CEKpeTupyercs

C XKeNYbI0 U BEIBOJUTCS Uepe3 KUIIeUHUK B TeueHue 11 queii B popme merabonuros. Oxomno 16 %
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BBIBOAUTCA IMOYKAMU B BUAC KapBCANJI0JIa UIIN SO MGT&G%%OE&EE&ﬁE%%@I&I&ﬁ I;II%IJIS'I;I/ICH-

HOT'O KapBeAuJIoJa cocTaBisieT MeHee 2 %. [lna3MeHHbIN KIMpeHe KapBeauioia JOCTUTaeT Mpu-
onuzutensHo 600 Mi/muH, T1/2 cocTaBisger okono 2,5 yacos. [lociie npuema BHYTpb 0OLIHIA KITU-
peHc S cTepeon3oMepa KapBeauioiaa ObUT MPUOIM3UTEIRLHO B 2 pa3a OobIie, yeM R crepeonso-
mepa.

Oco0ble rpyInel NALKUEHTOB

IloyeyHas HEAOCTATOUYHOCTD

[Tpu [UTENBHON TEPANNU KapBEAWIOIOM MHTEHCUBHOCTB II0YEYHOIO KPOBOTOKA COXPaHSIETCH,
CKOPOCTh KITYOOUKOBOM (PUIBTPALIMH HE U3MEHSICTCS.

VY mauueHTOB ¢ apTepHalIbHOW TMIepTeH3uel u HapyleHueMm GyHkuuu nodek 3Hayenune AUC,
T12 m mnazMeHHbIX Cmax HE U3MEHAIOTCS. [loueuHoe BrIBEIeHNE HEU3MEHEHHOTI'O TIpernapara y na-
IIUEHTOB C MOYEYHON HEIOCTaTOYHOCTHIO YMEHBINAETCs, OJIHAKO U3MEHEHUs (papMaKOKHHETHYe-
CKHX IapaMeTPOB IIPU 3TOM BBIPA)KEHBI HE3HAYUTEIIBHO.

B xone npoBeaeHus quannsa KapBeIuiIo HE BEIBOJUTCS, IOCKOJIBKY OH HE IPOXOAMT Yepe3 Jua-
JTU3HYI0 MeMOpaHy, BEpOSTHO Onarojapsi TOMY, YTO CHJIBHO CBSI3BIBA€TCS C O€NKaMM IUIa3MBbI
KPOBH.

IIeueHOYHAS HEAOCTATOYHOCTD

KapBenuinon mpoTHBOIIOKa3aH MaueHTaM ¢ KIMHUYECKH BBIPAKCHHBIM HapyIIeHUEM (DyHKIIUH
neueHu (cM. pazzen 4.3.). MccnenoBanust papMakOKMHETHKH y MAIIMEHTOB C LIUPPO30OM IEUCHH
HoKa3aJlo yBesandeHue 3xkcno3uuu (3Hauenue AUC) kapBenuiona B Iula3Me KpOBU y MAIEHTOB
C HapylleHueM (yHKLUY Ne4eHu B 6,8 pa3 110 CPaBHEHUIO CO 3J0POBBIMH JJOOPOBOJIBIIAMHU.

CepeuHast HeJOCTATOYHOCTD

B uccnenoBanuu y 24 SsMOHCKUX NAllUEHTOB € CEPAEYHOIN HEJOCTaTOUYHOCTHIO KinpeHe R u S cre-
pEOn30MepPOB KapBEANUIIOIA IPU CEPAEUHON HEOCTATOYHOCTH 3HAYUTEIBHO U3MEHSIICS.

ITanmeHTH ¢ caxapHBIM I[I/Ia6eTOM

VY nmanueHToB ¢ caxapHbeiM auaderom |l Tuma u aprepuanbHO rUnepTeH3ueit KapBeauaoi He BIIU-
SACT HA KOHHGHTpaHI/IIO TJIOKO3bI B KpOBI/I HaToIakKk " 1mocjac €akbl, ypOBeHb I‘JII/IKO3I/IJII/IpOBaHHOFO
remorinobuna (HbA1) win 103y THITOTIMKEMHUYECKUX CPEICTB JIJIsl TpUeMa BHYTPh. B HEKOTOPHIX
KJIIMHUYECKUX MCCIIEIOBAaHMIX OBLJIO TTOKA3aHO, YTO y MAIMEHTOB C caxapHbIM auaderom |l tuma
KapBele/mon HC BBI3BIBACT CHUKXCHUSA TOHepaHTHOCTI/I K I'JTFOKO3€. V ITalIIUCHTOB C apTepHaanoﬁ
TUNEepTEeH3UEeH, UMEIOIINX WHCYJINHOPE3UCTEHTHOCTh (CuHApOoM X), HO 0€3 COMyTCTBYIOIIETO Cca-
XapHOTO AradeTa, KapBeAMIION ITOBBIMIACT YYBCTBUTEIHBHOCTD K MHCYJIMHY. AHAIOTHYHBIC PE3YIlh-
TaThl OBLIM TIOJYYCHBI y IAIIMEHTOB C apTepUaIbHOW THIIEPTEH3WEH M CaxapHBIM jJuade-

toMm |l Tuma.
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(MOCNEOCBATENEHOCTE 0012)

JINIta MoKMJIOro Bo3pacTa

Bospact He oka3bIBaeT CTAaTUCTUYECKH 3HAYMMOI'O BIMSHUA Ha (PapMaKOKMHETHKY KapBeIHuIoa
y HAIUEHTOB C apTepUAIbHON TUIIEPTEH3UEH.

eTu
Knupenc, ckoppekTupOoBaHHBIN 110 BECY, Y AETEH 3HAYUTEIBHO BBIIIE 10 CPABHEHUIO C B3POCIIOM

HOHy.HHI.[HGﬁ IIanmMucHTOB.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeJIbHbIX BelIECTB

Jlyaunpece JILE [makTo3b1 MoHOTHApatT 94,7-98.3 %, moBumaoH 3—4 %] win 1akTO36I MOHOTH/I-
pat

IloBunon

Kapbokcumerniakpaxmain HaTpUs

Marnus creapat

6.2. HecoBmecTuMOCTH

He npumenumo

6.3. Cpox rogHocTH (CPOK XpaHEeHUsl)

3 rona.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHHH

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaType He Boie 25 °C.

6.5. XapakTep U coaep:KaHHe MEPBUYHOI YIAKOBKH

[To 10 TabieTok B KOHTYPHYIO SYCHKOBYIO YIAKOBKY M3 TUICHKH TOJMBUHUIXJIOPUIHON U (DOJIBIH
AITFOMUHHUEBOU.

3 KOHTYpHBIE SYEUKOBbIE YIIAaKOBKH BMECTE C MHCTPYKIIMEH 10 MPUMEHEHHUIO TOMEIIAI0T B auKy
13 KapTOHA.

6.6. Oco0Oble Mepbl MPETOCTOPOKHOCTH NMPH YHHYTOKEHHH HCIHOJIB30BAHHOIO JIeKap-
CTBEHHOI'0 NMpenapara ujM 0TX0/A0B, MOJIYYeHHBIX I0c/ie IPUMeHEeHH s JIEKapCTBEHHOI 0 Npe-
napara M Apyrue MaHumnyJisiliiu ¢ NpenapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUS

Poccus,

AxunoHepHoe 001ecTBo « XuMuKo-(papmareBTruueckuii komounat « AKPUXHWH» (AO «AKPU-
XHWH»),

142450, MockoBckas 00yacTth, 1.0. boropojackuii, r. Ctapas Kynasna, yin. Kuposa, 1. 29.
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
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Tenedon/daxc: +7 (495) 702-95-03. (NOCTNEAOBATENBHOCTE 0012)

Anpec anekTponHoit moutsl: Info@akrikhin.ru

7.1. IlpeacraBuTe/b JepsKaTeJsi PerHCTPANMOHHOIO YI0CTOBEPEeHH

[Iperen3un noTpeOUTEEN HAIPABIIITH 110 aJPECY:

Poccus,

AxunonepHoe o01mecTBo «XuMuko-papmaresruueckuit kom6unar «cAKPUXUMH» (AO «AKPU-
XWHy),

142450, MockoBckas 00sacTth, T.0. boropoackuii, r. Ctapas Kynasna, yin. Kuposa, 1. 29.
Tenedon/dakc: +7 (495) 702-95-03.

Anpec anekTponHo# moutsl: INfo@akrikhin.ru.

8.  HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHMSI
JITT-Ne(000050)-(PT-RU)

9. JIATA IEPBUYHOM PETUCTPALIAU (IOATBEPXKIEHUA PETUCTPAIIUMA,
HEPEPEI'MCTPALIUN)

Hara nepoii peructpanuu: 16.04.2020 r.

10. JATA HEPECMOTPA TEKCTA
OO0mas xapakTepUCTHKa JIEKapCTBEHHOTO Tmpemnapata KapBemumon-AKpUXWH JOCTyIHA Ha
uH(OPMAIIMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO CO03a B HH(DOPMAIMOHHO-

KOMMYHUKaIIMoHHO# cetn «MHTepHeT» https://eec.eaeunion.org/.
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