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Mpnaykcung

Kon ATX:
* L04ADO02

MeXxayHapoaHoe HenaTeHTOBaHHOe Ha3BaHue ([leAcTByloLlee BeLlecTBO):
e Takpoaumyc

NMone3sHble CCbIJIKMU:

LleHa B AiHpnekce [op3gpaB Cronunyku Anpenb

Cocpeectp™™™ Bukuneguna™t

PJ1IC VIDAL Mail.Ru

dopmMa BbinycKa:
®dopma BbiycKa, onucaHne U cocTtas

Kancynbl TBepble xenaTuHoBble Ne3, KOPMNYC 1 KpbILLKa KPAaCHOro LBETa; COAEP>XXUMOe KancyJs - 6enbiii nav noyTu 6enbin
MOPOLLOK.

1 kanc.
[rfakposiMMyca MoHoruapara 5.11 mr,
HTO COOTBETCTBYET COAEPXKAHUIO TaKpoMMyca 5 mMr

BcnomMoraTtenbHble BewecTBa: konoBmnaoH (USP/NF) - 4 mr, kpockapmensnosa HaTpus (USP/NF) - 25 mr, nakTo3a 6e3BofHas
(USP/NF) - 104.5 mr, marHusa cteapat (USP/NF) oo nony4yeHmnsa Mmaccbl COOEPXKUMOro Kancyabl 140 mr.

Kancynbl TBEpAblie XenaTnHosble ("Kancyrens", benbrus) Ne3:

Kopriyc kancybl: a3opybuH - 0.14%; okcng »xenesa KpacHbi - 0.2%; TUTaHa OMOKCUA - 2 %; OKCUL, enesa XenTobii - 0.45
%; »enatuH - 1o 100%.

Kpbiwka Karncybl: a3opybuH - 0.14%; okcnpa »kenesa KpacHbil - 0.2%; TUTaHa ONOKCUL - 2 %; OKCUL XKesle3a XXeNTbIn -
0.45%; »xenaTtuH - 4o 100%.

10 WT. - yNnakoBKN A4ENKOBbIE KOHTYPHbIE (3) - Na4YKN KapTOHHbIE.

10 WwT. - yNnakoBKM A4ENKOBbIE KOHTYPHbIE (5) - Na4YKn KapTOHHbIE.

10 WT. - yNnakoBKN A4ENKOBbIE KOHTYPHbIE (6) - MaYKN KAapTOHHbIE.

10 WT. - yNakoBKN S4ENKOBbIE KOHTYpPHbIE (10) - Ma4ykn KapTOHHbIE.

30 WT. - NakeTbl NomaTuneHoBble (1) - 6aHku (1) - MaYkKn KapTOHHbIE.
50 wT. - nakeTbl nonmaTuneHosble (1) - 6aHku (1) - Na4kn KapTOHHbIE.
60 WT. - NakeTbl NonMaTuUNeHoBble (1) - 6aHkKM (1) - NaYKM KapTOHHbLIE.
100 wT. - nakeTbl NonnaTuneHoBble (1) - 6aHkK (1) - MaYKK KapTOHHbIE.

dapmMaKkoTepaneBTudeckas rpynna:

e /IMMYHOTpPOMHbIE CpeacTBa
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da pMaKoJsiornieckKkue CBOMCTBA:
®apmaKogMHaMHuKa

NmMyHopenpeccaHT. Ha Moneky1apHOM ypoBHe 3(peKTbl U BHYTPUKIETOYHAA KyMynauns TakposnMmyca obycnoBieHsbl
CBSAI3blBaHMEM C UMTO30/bHbIM 6enkom (FKBP 12). Komnnekc FKBP 12 - Takponmmyc cneundumnyeckn n KOHKYpPeHTHO
MHrMbnpyeT KanbLUNHEBPUH, obecneynBas KanbLUn3aBncuMoe 610KNpoBaHME NyTen nepenayn T-KN€TOYHbIX CUrHaN0B n
npenoTBpaLLas TPaHCKPUMLNIO ANCKPETHOro paaa TMMMOKNHHBLIX FEHOB.

TaKpOo/IMMYC - BbICOKOAKTUBHbIN UMMYHOLEMNPEeCcCaHT. B a3KcnepuMeHTax in vitro 1 in vivo TakpoavMyC O0THYET/IMBO YMEHbLLIa
o6pazoBaHMe LNTOTOKCUYECKUX IMM(OLIUTOB, KOTOPbIE UFPAIOT KJIIOYEBYIO POJib B PEAKL MU OTTOPXKEHUS TPaHCMNIaHTaTa.
TakponvMyc nofasnseT obpasoBaHne IMMPOKUHOB (MHTEPIENKNH-2, UHTEPNIENKNH-3, Y-UHTePdEPOH), aKkTnBaLMIO T-KJIETOK,
3KCMpeccuto peLenTopa MHTEPNIEKUHA-2, @ TakXKe 3aBUCUMYI0 OT T-XesinepoB npoandepaumno B-kneTok.

PapMaKOKUHETHUKa

Abcopbuunsa Takponumyca BapuabenbHa (BapmabenbHocTb abcopbumnm y B3poCsibiX MauneHToB - 6-43%). BUofoCTYyNHOCTb
TakpoJmMmyca cocTabnseT B cpefHeM 20-25%. bnoaocTynHoCTb, a TakXe CKOpPOCTb U cTeneHb abcopbunn Takponmmyca npu
OZlHOBPEMEHHOM MPUEME C MULLEN CHMXAIOTCA. XapaKTep )e4eBblAeneHuns He BanseT Ha abcopbumio npenapaTa.
PacnpeneneHue TakpoamMmyca B OpraHu3Me 4esoBeKa nocje B/B BBeAeHUA uMeeT AByX(da3Hbl XxapakTep. B cuctemHom
KPOBOTOKE TaKpOJIMMYyC XOPOLLO CBA3bIBAETCA C 3puTpoumTamMmn. COOTHOLLEHNE KOHLEHTPaLMi Takpoanmyca B LiesibHON
KPOBM 1 Nna3Me okoso 20:1. 3HaynTenbHasa A0a TakposmMyca nnasmbl (> 98.8%) HaxoaMTCs B CBA3aHHOM C 6enkamu
naa3mbl (CbIBOPOTOYHbIA anbOyMUH, a;-KUCbIA FIMKONPOTENH) COCTOSIHUN.

TakponmMMyc LLMPOKO pacrpenenseTcs B opraHmnsme. Vy B paBHOBECHOM COCTOSHUM C Y4€TOM KOHLEHTpaumnin B naasme
cocTaBnseT okoso 1300 n (y 340poBbIX Ntogen). TOT xKe nokasaTesb, pacCiNTbiBaeMbIl MO LefibHOW KPOBU, paBeH B CpefHEM
47.6 n.

Takponvmyc obnagaeT HU3KUM KANPEHCOM. Y 340pO0BbIX Sl0Ae CpeaHUN 06N KIMPEHC, PaCcCHNTaHHbIA MO KOHLEHTpaumnam
B LL&/IbHOWN KPOBMU, - 2.25 n/4. Y B3pOC/bIX MaLMEHTOB NOC/E Nepecaikn nevyeHn, NoYKn 1 cepala 3Ha4YeHns KanpeHca
coctasunu 4.1 n/4, 6.7 n/49 n 3.9 N/4 COOTBETCTBEHHO. HN3KNUI reMaToOKPUT U FTMMNONpoTeENHEMUA COCOOBCTBYIOT YBEINYEHMNIO
HeCBSA3aHHOW (paKLnM TaKposMMyca, yCKOPSAS KJIMPEHC TakpoamMyca. KopTukocteponabl, MpuMeHsaemsble npu
TpPaHCMAaHTauUMKn, Tak>Xe MOryT NMOBbICUTb MHTEHCMBHOCTb MeTaboM3Ma 1 YCKOPUTb KJMPEHC TakposinMmyca.

Ty, TAKPONUMMYCaA OJNTESIbHBLIN U U3MEHYMBLIA. Y 300PO0BbLIX Sto4en cpeaHnn Ty, B LIESIbHON KPOBW COCTaBAAET NpUMepHo 43
Y.

TakponMMyC aKTUBHO MeTaboM3npyeTcs B NeYeHu, rnaBHbiM obpasoM, npu yvyactum nsopepmerta CYP3A4. MeTtabonunsm
TaKpoJIMMyCa UHTEHCMBHO NPOTEKAEeT B CTEHKe KULIeYHMKa. NaeHTndhnumpoBaHo HeCKobKO MeTabonmToB Takpoanmyca. B
3KCnepuMeHTax in vitro ObI10 NOKasaHo, 4TO TO/IbLKO OAUH U3 MeTabonnTos obnagaeT MMMYHOCYNPECCMBHON aKTUBHOCTbIO,
6/1M3KON K aKTMBHOCTU Takponumyca. Apyrne metabonnTbl 0TANYaamMcb c1abol MMMYHOCYNPECCMBHOM aKTUBHOCTbIO AN ee
OoTCyTCTBMEM. B CCTEMHOM KpOBOTOKE 0BHapy>KeH TOJIbKO OAMH 13 MeTabonnToB TakKpoJIMyCa B HU3KNX KOHLIeHTpaLunsXx.
Takum obpa3oM, (hapMakonormyeckas akTUBHOCTb TaKpoJMMyCa NpakTUYECKN He 3aBUCKT OT MeTabonnTos.

[Mocne B/B 1 NepopasibHOro BBeAeHNs 14C-meveHoro TakKpoIMMyCa OCHOBHasA 014 PagnoakKTUBHOCTN O6Hapy)KVIBaJ'IaCb B

Kane. NMpumepHo 2% pPalNoaKTUBHOCTU PErMCTPUPOBAJIOCh B MoYe. B Mo4e 1 Kasne 0Kosio 1% onpenensanock B HEM3MEHEHHOM
Buae.

Moka3aHuAa K NMPUMEHEeHMIO:

[Ns cMCTEMHOro NpUMeHeHNs: NpeaynpexxaeHne n nevyeHne oTTOPXXEeHUS aJlJIoTPaHCNIaHTaTa NevyeHun, NoYKM y B3pOoCbiX
nauneHToB. JledeHre OTTOPXXEHNS a/NIOTPAHCMIaHTaTa, PEe3UCTEHTHOMO K CTaHAAPTHBIM PeXXrMMaM UMMYHOCYNPEeCCUBHOM
Tepanuu y B3poC/biX NaLUeHTOB.

[ns Hapy>KHOro NMPUMEHEHNS: JIeYeHVe aTONMUYEeCKoro AepMaTurTa (CpeaHeln CTENEeHN TSHKECTU U TsKesbix (hopM) B Cllyvae
Hef0CTaTOYHOro OTBeTa NaUMeHTOB Ha TPaAMLMOHHbIE METOLbI IEHEHUS NN HAJIMYUSA NPOTUBOMOKA3aHWN K TaKOBbIM.

OTHOCUTCHA K ODone3HsAM:
L4 ﬂ,epMaTVIT

MpoTuBONoOKasaHuA:

ONs CUCTEMHOrO U Hapy>XHOro NpUMeHeHns: 6epeMEHHOCTb; nepuon naktaunn (rpy,uHoro BCKapMJ’II/IBaHI/IFI); NnoBbILLUEHHAA
YYBCTBUTENIbBHOCTb K TaKpPOAUMYCY.

Ons HapPy>XHOro npuMMeHeHua: reHeTn4yeckne ,D,ECDEKTI:I annaoepmManbHOro 6apbepa, TakKune Kak CMHOpom HETepTOHa;
J'IaMeJ'IJ'Iﬂprn;I MXTNO3; KOXKHbIE MPOSABNEHNSA peakuumn "TpaHCcniaHTaT NpoTUB X03anHa"; reHepasn3oBaHHasa s3puTpoaepmMmns
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(B CBAA3N C PUCKOM MPOrpeccupyoLLero yBesm4yeHna cucteMHom abcopbumm Takponmmyca); AeTCKUIM N NoAPOCTKOBLIN
BO3pacT A0 16 neT (B 3aBMCUMOCTM OT NPUMEHSAEMON JIEKapCTBEHHOW (hOPMbI).

Cnocob npuMeHeHuA u [03bl:

[lo3y 1 H4acTOTy NPUMEHeHNst yCTaHaB/IMBaOT UHAMBUAYAJIbHO, B 3aBMCMMOCTY OT MOKa3aHW, KIMHUYECKON CMTyaumnm un
NPUMEHSIEMOI IeKapCTBEHHO (hOpPMbI.

MobouyHoOe peucTBHUe:

CO CTOPOHbI CEpPAEYHO-COCY ANCTON CUCTEMBbI: O4EHb HacTo - MWLEMMA MUOKapAa, TaXMKapaus, apTepuasbHasa rmnepTeHsns,
KpoBoTeyeHune, Tpomboambonnyeckmne n nemMmmnyecke 0CJI0KHeHNS, HapyLleHne nepmdepnyeckoro kposoobpallueHuns,
apTepuanbHasa rMnoTeH3Ms; HeYacTo - XXeJly404YKOBble apUTMUM 1N OCTaHOBKa cepAua, cepAeyvyHas HeAoCTaTOYHOCTb,
KapavoMmonaTum, rMnepTpodurs »Keaynoo4ykos, CynpaBeHTPUKYASPHbIE apuTMum, yvalleHHoe cepalebreHne, aHoMasbHble
nokasatenn 3KI, HapyweHns cepaedHoro putma, YCC n nynbca, nHhapKT, TPoM603 rnyboKMX BEH KOHEYHOCTEN, LLOK;
penKo - neprMkKapanabHbI BbINOT; O4EeHb PEAKO - HapyLIeHWs 3XOKapAMorpaMMbl.

Co CTOPOHbI CUCTEMbI KPOBETBOPEHMS: HacCTO - aHEMUS, JSIeiKoMNeHWs, TPOMBOLIMTONEHUs, TeNKOLUTO3; HevyacTo -
NMaHUMTOMEHWs, HEATPOMNEeHNS; peaKo - TpoMboTuveckas TpoMmbouuToneHnYeckas nypnypa.

CO CTOPOHbI CBEPThIBAIOLLEV CUCTEMbI KPOBM: HEYACTO - KOarysionaTun, OTKJIOHEHUA B MOKa3aTeNsiX KoarynorpamMmmbl, pegko -
rMnonpoTpoMbuHeMus.

Co CTOPOHbI LIHC: o4eHb YacTo - TpeMop, rosoBHasa 60nb, 6€CCOHHULA; YacToe - aNnNenTomaHble npunagku, HapyweHunsa
CO3HaHusA, napectesun n gusecrtesnun, nepudepnyeckme HeBponaTun, roJIOBOKPYXeHUe, HapyLleHne NMcbMa, TPEeBOXXHOCTb,
CNyTaHHOCTb CO3HaHUA N ae3opuneHTauunda, genpeccnd, nogasneHHoe HacTtpoeHmne, aMoUuNOHalbHbIe paCCTpOI‘flCTBa,
KOWMapHble CHOBUAEHUA, rannlounHaununm, nCcnxmn4eckme paCCTpOVICTBa: He4YacCTo - KOMa, KPOBOU3JIUAHNA B LUHC n
HapylweHna Mo3roeoro KpOBOO6paLLI,eHI/IFI, napasnanmy n napes, sHuedanonaTns, HapyLweHUsa pedun v apTUKynaumm, aMmHesns,
ncnxoTmyeckne paCCTp0I7|CTBa; penko - noBblilleHNE MbllLEeYHOro ToOHyCa; o4eHb peaiKo - MMacTeHuns.

Co CTOPOHbI OpraHa 3pPeHus: 4aCTo - HEYETKOCTb 3PEHNS, CbOTOdDOﬁVIﬂ, 3aboneBaHns rnas; He4yacTo - KaTapaKTa; peako -
cnenoTa.

Co CTOPOHbI OpraHa C/yxa: 4acTo - LUyM (3BOH) B yLUaX; HEYACTO - CHUXKEHME CNyXa; PeAKo - HEIPOCEHCOpPHas ryxoTa; 04eHb
penko - HapyLleHus chyxa.

CO CTOPOHbI AbIXaTesIbHOV CUCTEMbI: HAaCcTO - OfbILLKA, JIeroYHbIe NapeHXUMaTO3Hble PACCTPONCTBA, MJIEBPAJIbHLIA BbIMNOT,
(hapvHIUT, Kalleb, 3aJI0XXKEHHOCTb HOCA, PUHUT; HEYACTO - AblXaTe/lbHas HEAOCTAaTOYHOCTb, PACCTPONCTBA CO CTOPOHBI
LbIXaTeNbHbIX NyTel, acTMa; PeaKo - OCTPLIN PecnupaTopHbIi ANCTPECC-CUHAPOM.

Co CTOPOHbI NULLEBAPUTENILHOM CUCTEMbI: O4EHb YacCTo - AMapesi, TOWHOTA; YacTo - BocnaanTesbHble 3aboneBaHus XKKT,
>KeJlyA04YHO-KMLEeYHbIe A3Bbl U NPoboAeHNs, )KeNly404YHO-KMLLIEYHbIe KPOBOTEYEHUS, CTOMATUT U U3bSA3BEHNE CJIN3UCTON
060J104KM POTOBOI MOMOCTU, ACLMT, PBOTA, »KEeJyLOYHO-KMLLEeYHasa 1 abhoMrHanbHas 60sb, gucnencus, 3anopbl, METEOPU3M,
4yyBCTBa B34YTUS U pacnvpaHuns B XXNBOTE, XUAKNIA CTYJl, CUMATOMbl HapyLUeHWA CO CTOPOHbI XKKT; HevacTo -
napanMTu4eckas KuleyHasa HenpoxoAuMoCTb (MapaanTUYeCcKnin nneyc), NePUTOHUT, OCTPLIN U XPOHMYECKUNIA MaHKpeaTuT,
MoBbILLEHUE YPOBHS aMuia3bl B KPOBU, racTpod3odareansHas pedJitlokcHas 60/e3Hb, HapyLleHre 3BaKyaTOpHON YHKLN
Xesyaka; pefiko - cybuneyc, naHkpeaTnyeckme nceBhoKUCTI.

Co CTOPOHbI MeYeHN: 4acTo - NOBbILIEHNE YPOBHS MeYeHOYHbIX (DEPMEHTOB, HapyLLUeHUsa YHKLUMMW NevYeHn, XonecTas 1
XKesiTyxa, MopaKeHne KJIeTOK NeYeHn U renaTuT, XONaHrUT; pefKo - TPoMH03 neyeHoUHOW apTepum, 06 anTepupyoLLNia
3HA0MN1EeBUT NeYeHOYHbIX BEH; O4€Hb PEAKO - NevYeHo4YHas HeJoCTaTOYHOCTb, CTEHO3 XKeJTYHbIX NPOTOKOB.

Co CTOPOHbI MOYEBLIAENTEILHOM CUCTEMbI: O4EHb YaCTO - HapyLUeHWe NoYeYHol PYHKLUKN; 4acTo - NoYeyHas
HeA0CTaTOYHOCTb, OCTPas NnoYyevyHas HeLOCTaTOYHOCTb, OJIUTYPUSA, OCTPbLIA KaHallbLEBbI HEKPO3, TOKCMYecKas HedponaTus,
MOY€BOM CMHAPOM, PACCTPONCTBA CO CTOPOHLI MOYEBOI0O My3bIPsi U YPETPbI; HEYACTO - aHYPUS, FTeMOJIUTUYECKUN
YPEMUYECKNA CUHLAPOM; O4eHb PeLKO - HeponaTusi, reMmopparmyeckmin LNCTUT.

HepmaTonornyeckne peakumu: 4acTo - 3y, Cbifb, anorneuuns, akHe, runepruapos; He4yacTo - AepMaTuT,
hoTOoCEHCMBUNM3aLnSA; PeaKo - TOKCUYECKUI INNAEPMabHbI HEKPON3 (CMHAPOM Jlaienna); o4eHb PefKo - CUMHAPOM
CTuBeHca-[>XOHCOHa.

Co CTOPOHbI KOCTHO-MbILLIEYHOV CUCTEMbI: HYAaCcTO - apTPaarusi, MbilleyHble Cynoporu, 60sb B KOHEYHOCTSX, 60Nb B CMVHE;
HEeYacTo - CyCTaBHble PacCTPONCTBaA.

Co CTOPOHbI S3HAOKPUHHOM CUCTEMbI: O4EHb HaCTO - FUMEPrINKEMUs, CaxapHbli AnabeT; pefKko - r’mMpcyTusMm.
Co CTOpOHbI 06MeHa BeLecTB: 04eHb HacTo - FUNepKaJIMeMms; 4acTo - FTMAnoMarHuemMus, runodochaTemMns, runoKanmemMmus,

rmnokanbymnemMmnsa, rmnoHaTpneMmna, rmnepesoneMmna, rmnepypmnkemMnsa, CHMXeHme anneTunta, aHopekcus4, MeTabonnyeckunn
aungos, rmnepannnoemMnd, rmnepxonectepnHemMmuna, rmneptTpurnmuepnoemMmna, 3N1IEKTPOJINTHbIE HapyLlleHNA; HeYacTo -
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o6e3BoXXMBaHMe, runonpoTenHemus, runepgocdatemMms, rmnoriankeMmns.

NHpekunn n nHBa3umn: Ha hoHe Tepanum TakpoJMMYCOM, Kak 1 APYrUMU MMMYHoAenpeccaHTaMu, NOBbILLAETCH PUCK
JIOKasIbHbIX M FeHepasin30BaHHbIX NHEKLMOHHbIX 3a6oneBaHni (BUPYCHbIX, 6akTeprasibHbIX, FPUOKOBbLIX, MPOTO30MHbIX).
MoXeT yXyALwmnTbCa TeYeHne paHee ANarHoCTUPOBaHHbIX MHPEKLNOHHbBIX 3aboneBaHuii; cnyyYaun HedpponaTuu,
accoummpoBaHHoM ¢ BK-BMpyCcoM, a Takxxe nporpeccupytowen MynbTudokasbHON nernkosHuedasonaTnm.

TpaBMbI, OTpaBJ/ieHNA, OCJIOXKHEHWA ripouedyp: 4acCcTo - nepBnUYHada ,EI,I/ICbeHKLI,I/IFI TPpaHCMaHTaTa.

JlobpokayecTBEHHbIE, 3/T0KaYECTBEHHbIE N HEUAEHTUDULNPOBaHHbIE HOBOObPa30BaHuWs: NaLMEHTbI, MojyYaloLme
MMMYHOCYMNPECCMBHYIO Tepanuio, UMetoT Bonee BbICOKU PUCK 3/T0KAaYeCTBEHHbIX onyxosei. Npu NnpuMeHeHn Takpommyca
OTMEYEHO BO3HNKHOBEHME KaK L0OPOKaYeCTBEHHbIX, TAaK U 3/I0KA4YE€CTBEHHbIX HOBOOGPA30BaHWiA, B T.4. BUPYC dniTeiHa-
Bapp-accouunpoBaHHbIX MMonposndepaTUBHbIX 3a601€BaHNA 1 paka KOXMU.

Co CTOPOHbI M0JI0BOVI CUCTEMbI: HEYACTO - AUCMEHOopest U MaTo4YHoe KpoBoTeyeHne. OTpuLaTesibHOe BNsIHME TaKpoJsiMMyca
Ha MY>XCKYI0 (hepTUIbHOCTb, BbiparkaloLeecsi B yMeHbLUEHUN YMCia U MOABUXHOCTY CNepMaTo30MA0B, YCTaHOBJIEHO Y KPbIC.

Annepruyeckue peakuuu: y NaumeHToB, NMPUHMMaBLUUX TakKpoanMyc, Habnoganuce annepruieckre n aHapuiakTmieckme
peakumm.

Co CTOPOHbI OpraHn3Ma B LE€/IOM: H4acTo - aCTEHWUs!, IMXOPafOoYHbIE COCTOSIHMSA, 0Tekun, 60/1b U ANCKOMMOPT, NOBbILLEHNE
ypoBH# LLI® B KpoBU, yBeNMYeHNe MaccChl Tena, HapyLeHUs BOCNPUATUS TeMnepaTypbl Tesla; He4yacTo - NoJIMopraHHas
HEeA0CTaTOYHOCTb, FPMNNONOA06HbLIA CMHAPOM, HapyLLUeHUs BOCMPUATUS TeMMepaTypbl OKPY>XaloLLel cpefbl, olwyLieHme
chaBAUBaHWA B rpyau, YyBCTBO TPEBOIM, yXyALLIeHNe CaMOYyBCTBMS, NOBbILUEHVE aKTUBHOCTU JIAT B KPOBU, CHUXKEHME
Macchl Tefla; pefko - Xaxna, NnoTeps paBHoBecUs (NageHuns), ollyLeHne CKOBaHHOCTY B TPYAHOW KNeTKe, 3aTpyAHEeHNA
IBVDKEHNS; 04€Hb PELKO - YBEIMYEHMNE MACChl XKUPOBOW TKaHMW.

NMpuMeHeHne Npu 6epeMeHHOCTU U KOPMJIEHUM TPy ablo:

MPOTUBOMOKA3aHO NpUMeHeHne Npy GepeMeHHOCTY 1 B Mepuos lakTauumn (rpy4HOro BCKapMaNBaHUs).

BsauMmopneuncreume c APYruMm nekKapcrseéHHbiMu cpencCcrBamMm:

Mocne nepopasibHOro NMpremMa TakpoUMYC NoJBepraeTcs MeTabonnsMy B cucTemMe KueyHoro untoxpoma CYP3A4.
OOHOBPEMEHHbI MpreM npenapaToB WM JIEKAPCTBEHHbIX TPaB C YCTAHOBAEHHbBIM UHIMBUPYIOLLUM UAN UHAYLMPYOLWM
nerictBremM Ha CYP3A4 MoXXeT COOTBETCTBEHHO MOBLICUTb UAN MOHU3UTb KOHLIEHTPaLMN TakpoauMyca B KPOBU.

Ha oCHOBaHMN KAMHNYECKOro onbiTa 6bIs10 YCTAaHOBJIEHO, YTO KOHLEHTPaLUM0 TakpoauMyca B KPOBM MOTYT CYLLLECTBEHHO
noBbIWaTh CleAylowmne npenapaTthl: MPOTUBOrpnbKoBbIie CpeacTBa (KeTOKOHa30/, PJlyKoHa30J1, NTPaKoHa30J1, BOPUKOHa301),
MaKpOJIMAHbIE aHTUBNOTUKN (3PUTPOMULIMH), MHIMBUTOPLI BUY npoTeas (puToHaBMp) (Npy AaHHOW KOMBUHaALMN MOXXET
noTpeboBaTbCSA CHUXKEHME [03bl TAaKPOMMyca). PapMaKOKUHETMYECKNE UCCNEe0BaHWS NOKasanau, YTO MoBbILEeHne
KOHLLeHTpaLum TakpoanMyca B KPOBU SBNISIETCS, NpeXXae BCero, CJiefCTBMEM MOBbILWEHNS BMOAOCTYNHOCTM TakpoanMyca
npu npueme BHYTPb, BbI3BaHHOI0 MHIrMbupoBaHMeM KuweyHoro metabonnsma Takponumyca. NogasrieHne Nne4yeHoYHOro
MeTabonm3amMa TakposiMMyca nrpaeT BTOPOCTENEHHYIO POJib.

MeHee Bbipa>keHHoe fleKapCTBEHHoe B3auMopencTeme Habnoganoco npn oaoHoOBpeMeHHOM NpuMMeHeHN TaKponMmycCa C
KJIOTPUMA30J10M, KNAapUTPOMULNHOM, OXKO3aMULUMHOM, HUEONUNUHOM, HUKapAUMUHOM, ANITUAa3eMOM, BeparnaMmuiom,
OaHa30JI0M, 3TUHUN3CTPagnosaoMm, oMenpasosioMm n Heq)aBO,D,OHOM.

B nccnenoBaHumsx in vitro 661710 Noka3aHo, YTO MNOTEHLUMasIbHBIMU MHIMBUTOpamMn MeTabonmsmMa TakpoauMyca siBJIsitoTCS
cnepytolme BelecTBa: 6pOMOKPUNTUH, KOPTU3OH, AAMNCOH, 3proTaMuH, reCToAeH, IMA0KanH, Me(eHNTONH, MUKOHa30,
MUZa30/saM, HABaAUMWH, HOP3TUHOAPOH, XUHUAWH, TAMOKCUMEH, (TpruaueTun)osieaHaoMULMH.

PekomeHAyeTcs nsberatb ynotpedbaeHns rpeiindpyToBOro Coka B CBA3M C BO3MOXXHOCTbIO MOBLILIEHNS YPOBHSA TaKpoauMyca
B KPOBU.

JlaHCOMNpa30/ 1 LUKIOCNOPMH MOryT noTeHumnanbHo nHrnbuposaTe CYP3A4-onocpenoBaHHbIN MeTabon3M Takposammyca n
MOBbILWATb €ro KOHLEHTPaLMo B KPOBW.

Ha ocHOBaHUN KNMHNYECKOro onbiTa 66110 YCTaHOBEHO, YTO KOHLIEHTPaLMio TakpoJnMyca B KPOBN MOTYT CyLLEeCTBEHHO
CHU3UTb C/legylowmne npenapaTbl: pudamMnuunH, peHnTounH, 3sepobon (Hypericum perforatum).

KnnHnyeckun 3Haymmoe B3anmoaencTemne Habnoganock ¢ cheHobapbutanom.
KopTrkocTeponabl B NOAAEPXKMBAIOLNX [03aX 0ObIYHO CHMIXKAOT KOHLLEHTPALMIO TaKpPOJMMyCa B KPOBU. BbiCokMe f03bl
NpenHN30/10Ha UM METUINPELHN30JI0HA, MPUMEHSAIOLNECA 415 JIeYEeHMS OCTPOr0 OTTOPXKEHUSA, MOTYT YBE/IMYMBATb UK

YMEHbLaTb KOHUEHTPaUWIO TaKpoJIMyCa B KpOBW.

Kap6ama3env|H, MeTaMM30/ 1 N30HMa3na CNocobHbl CHMXaTb KOHLUEHTPaUWuto TakposimMyCa B KpPOBU.
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Takponumyc nHrnbumpyet nsodepmeHT CYP3A4 1 npn 0A4HOBPEMEHHOM NpYemMe MOXXeT OKa3aTb BJINAHME Ha npenapaThl,
meTabonmsmpytowmecs nsogpepmeHtom CYP3A4. Ty, LMKIOCMOPUHA NPY OOHOBPEMEHHOM MPUMEHEHUN C TaKpOJIMMYCOM
yBenun4ymBaeTcs. Takxe MoryT HabnogaTbCca CMHepruyeckme/aganTmBHble HepoToKcMyeckue apdeKkTsl. 1o 3TUM NpuYnHam
OJHOBPEMEHHbIV NpMeM LMKIOCNOPUHA U TaKPOSIMMyCa He peKOMeHAyeTCs, a MpyY Ha3Ha4YeHU TakpoanuMyca nauneHTam,
KOTOpble paHee NPUHUMaJN LUKIOCMOPUH, Heobxoanmo cobnoaaTe OCTOPOXKHOCTb.

TakpoaMMyC NOBbILWAET KOHLEHTpaunio (heHUTOHa B KPOBMU.
TaKpOJ’IVIMyC MOXXET CHMXXaTb KNNPEHC TOPMOHa/IbHbIX KOHTPaLeNTUBOB.

IKCrneprMeHTasbHbIE UCCIEA0BAHNS Ha XXUBOTHBIX MOKA3aun, YTO TaKPOJIMMYC MOTEHLMAbHO CNOCOBEH CHU3UTL KJIMPEHC 1
yBenuuueathb T, peHobapbuTana n aHTUNUPUHA.

BrMOLOCTYNMHOCTbL TaKPOJIMMyCa MOFyT yYBE/IM4MBaTb NPOKUHETUYECKME CPeACTBa (MeToKkonpaMua, unsanpua), LUMeTUuanH,
rMAOPOKCUA MarHUS 1 alloMUHUSA.

OnHOBpeMeHHOe NMpYMeHeHne TakposiMMyca € npenapaTamu, obnagaowmmm Hedpo- Nan HEMPOTOKCUYHOCTbIO (HanpuMep,
AMUHOMNKO3UAbI, UHTMBUTOPbLI FMpasbl, BAHKOMULMH, KO-TPpUMOKCa301, HMBC, raHUnKA0BUP, aUnKIOBMP), MOXXeT
cnocobCcTBOBaTb YCUJIEHMNIO 3TUX 3DHEKTOB.

B pe3ynbTaTe COBMECTHOr0O NpMMeHeHNs TakpoanmMyca ¢ ampoTepuunHom B n nbynpodeHom Habnwonanocb ycmneHme
HePOTOKCUYHOCTU.

Takponmmyc MoxeT cnocobcTBOBaTH Pa3BUTUIO NN YyCUNNBaATb rMnepKaaneMumnio (CJ'IEE.yET niberatb oAHOBpPEMEHHOro
NPUMEHEHNA Kanna nnn Kanl/l|7|c6eperarou_|,|/|x ONYPETUKOB B BbICOKMX A03aXx).

MMMyHOﬂ,ereccaHTbl MOTyT USMEHATbL peakUMo OpraHn3Ma Ha BakKUMHaLUWIO. BakunHaumnsa B nepunon ne4vyeHuAa
TaKpOJZIMMYyCOM MOXET ObITb MeHee 3C|C)(;beKTI/IBHOI7I. Cnep,yeT n3beratb NMPUMEHEHUNA XKUBbIX ocnabneHHbIX BaKUUH.

TakKpo/IMMyC akKTUBHO CBA3biBaeTCs ¢ 6enikaMy nnasmbl Kposu. CreayeT yYNTbiBaTb BO3MOXKHOE KOHKYPEHTHOEe
B3aMMOAENCTBME TaKpoMMyca C NpenapaTamMu, obnagaolwMy BbICOKUM CPOACTBOM K Besnikam nnasmel kposu (HMBC,
rnepopasnbHble aHTUKOAryJIAHTbI, MepopasibHbIE FMMNOrINKEMUYECKE CPEACTBA).

Ocobble yka3zaHua U Mepbl NPefoCTOPOXKHOCTH:

B Ha4anbHOM NOCTTPaHCN/IaHTaLMOHHOM Nepuoae ciefyeT NPOBOANTb PErySApPHbIA MOHUTOPUHI CeAyloLWwmX napaMeTpos:
ALl, 9KI', HEBPOJIOrNYECKUI CTaTyC N COCTOSIHNE 3PEHMNS, YPOBEHb MJ1I0KO3bl KPOBWN HaTOLWaK, KOHLEHTPaumMs 31eKTPoMTOB
(ocobeHHO Kanns), NoKasaTenn Ne4eHOYHOW N NoYevHOM YHKLNKW, reMaToIornyeckme nokasaTenun, Koarysorpamma,
ypOBeHb NpoTenHeMuu. Npu HaNYNN KINHNYECKN 3HaYMMbIX N3MEHEHMN, HeobxoAnMa KoppeKkLa UMMYHOCYNPeCCUBHON
Tepanuu.

B nepuofn npuMeHeHns TakpoanMyca crepyeT nlberaTb HasHa4YeHNSA paCcTUTENbHbBIX MPernapaToB, CoAepKallnx 3Bepobon
(Hypericum perforatum), a Tak>xe Apyrux pacTuUTesbHbIX CPEACTB, KOTOPbIE MOrYT BbI3BaTb CHMXXEHME (U3MEHEeHUne)
KOHLLeHTpaLum TakposMMyca B KPOBM 1 0OKa3aTb HEOGNAaronpuaTHoe BAMSHUE Ha KIIMHNYECKUIA 3heKT Takpommyca.

lMpn onapee KoOHUEHTpPaLUNs TaKpoJIMMyCa B KPOBN MOXXET 3Ha4YUTENIbHO NU3MEHSATLCS; NPpY NOSABIEHUN Anapen Heobxoanm
TWaTenbHbIN MOHUTOPUHI KOHLI,EHTpaLI,VIIh TakKponnmMycCa B KpoBW.

Cnepnyet nsberaTb 04HOBPEMEHHOIO NMPUMEHEHNS LIMKIOCMOPMHA U TaKPOoJIMMyca, a TakXXe cobsiloaTb OCTOPOXXHOCTb Npu
fle4eHnn TaKPOJIMMYCOM MaLIMEHTOB, KOTOPbLIE paHee Mosyvyasn LMKIOCMOPUH.

[Mpy NpMeHeHUN TaKpoJMMYyCa OMnUCaHbl Cilydan KapauomMumonaTum - rmnepTpodus Xenyno4Kos Uan runeptpodus
neperopoaok cepaua. B 6onblinHcTBE Cyyvaes runepTpodums Mmokapaa belna obpaTtmuma n Habaoganacb npu
KOHLLEHTpaumsax TakpoJIMMyca B KPOBU, MPeBbLILLAOLWLNX peKoMeHJoBaHHbIe. [IpyrumMu hakTopaMmn pucka ABASAIOTCA: Han4me
npeawecTeytoulero 3abonesaHns cepaua, NpUMeHeHNe KOPTUKOCTEPOUAOB, apTepralibHas rmnepTeH3uns, noyeyHas u
nevyeHo4yHaa ANCHYHKLUMS, MHDEKLNIN, FTNNepBoSieMUs, oTeKN. MauneHTam, UMEOLWMM BbICOKUA PUCK M MOJTyHatoLWwmMm
WHTEHCMBHYO UMMYHOCYMPECCUBHYIO Tepanuio, 0 U Nocne TpaHcnaaHTauun (Yepes 3 n 9-12 mecsaues) Heobxoanmo
npoBOANTb 3XoKapanorpadundeckmn n IKI KOHTPOsb. ECv BbIABAAIOTCA aHOManuu, ciegyeT pacCMOTpeTb BOMPOC O
CHV>XXEHUWN [03bl TAKPOSIMMYyCa WN ero 3aMeHbl Ha APYro MMMYHOLEnpeccaHT.

TakpoMMyC MOXXET BbI3BaTb yaJiIMHeHne nutepsana QT. MNpu nevyeHnn NaymMeHTOB C ANAarHOCTUPOBAHHBIM BPOXAEHHbIM
CUHAPOMOM YAJIMHEHHOr o uHTepBana QT nan nogo3peHnem Ha nonobHoe cocTosaHme cnepyer cobnogaTb oc06y|o
OCTOPOXHOCTb.

Y naumeHTOoB, NMoJly4aBLUNX TaKPOJIUMYC, BOSMOXXHO PasBUTMUeE MOCTTPaHCMNaHTaLMOHHBIX NMMponpoandepaTnBHbIX
3aboneanHunn (MTJ13), accoummpoBaHHbIX C BUPYCOM dnwiTernHa-bapp. NMNpn ogHOBpEMEHHOM NPMMEHEHUM NpenapaTa C
AHTUAUMADOUNTAPHBIMK aHTUTeNaMu puck MNTJ13 nosbiaeTcs. Tak)Ke MMelTCca CBeAeHNs 0 NoBbiweHun pucka MT/3 y
nMauMeHTOB C BblABJIEHHbIM KanCUAHbIM aHTUIreHoM Bupyca dnwTenHa-bapp. MosTomy nepes npMeHeHMeM TakposnMyca y
3TOW rpynnbl NALNEHTOB creayeT NPOBECTU CEPOOrM4ecKoe NccaefoBaHne Ha Hanmyme KancMaHoro aHTureHa Bupyca
AnwTenHa-bapp. B npouecce nevyeHns pekoMeHAyeTCs NPOBOANTL TLWATEbHbI MOHUTOPUHI Ha BUPYC InwTernHa-bapp ¢
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MOMOLLbI0 MoiMMmepasHon uenHon peakuum (MUP). MonoxntensHas MNLUP Ha Bupyc SnwTenHa-bapp MoXXeT COXpaHATbLCA B
TeyeHve MmecsueB 1 camo no cebe He aBnseTcs cengeTenscTtsoM MTJ13 nam nMMoMbI.

Y nauuneHToB, NoJlyYaloWwmnx MMMYHOAENPECCaHThl, NOBbILLEH PUCK OMMOPTYHNCTUYECKNX MHDEKLUI (BbI3BAHHbIX
b6akTepuamu, rpubamm, Bupycamm, npoctenwmmm). Cpeam 3Tux MHGMEKLNN oTMeYaeTCs HedponaTusa, accounmnpoBaHHas ¢ BK-
BMPYCOM, a Takxe accouumpoBaHHas ¢ JC-BMpyCcoOM nporpeccupyoias MmyabTudokanbHasa nenkosHuedanonatus (MMI).
Takune nHpeKLnmM 4acTo CBA3aHbI C rNyboKMM nogasieHnemM MMMYHHOW CUCTEMbI U MOTYT MPUBOANTL K TAXKeNbIM Uan
haTanbHbIM UCX0AaM, 4TO HEOBXOANMMO NMPMHUMATL BO BHUMaHWE Npu NpoBefeHnn AnddepeHLnansHoro AnarHosa y
nauMeHTOB, UMEIOL X NMPU3HAKN HapyLLUEHNA MOYeYHOM DYHKLUN NN HEBPOJIOrMYECKUE CUMMITOMbI Ha hoHe
MMMYHOCYNpPEeCCUBHOWN Tepanuu.

MMMyHocynpeccuBHas Tepanusi NoBbILLAET PUCK 3/I0KaYeCTBEHHbIX HOBOOOpa3oBaHWiA. PeKOMeHAYyeTCs orpaHu4MBaThb
WNHCONSAUMIO N yNbTpadurosieToBoe 0bsly4eHne, HOCUTb COOTBETCTBYIOLLYIO OAEeXAY, N0JIb30BaTbCs CONHLE3aLUNTHBIMU
CpeACcTBaMM C BbICOKMM (DaKTOPOM 3aLyUThl.

MmMetoTca coobLueHns 0 BO3HUKHOBEHUW CMHAPOMa o6paTuMol 3agHel sHUedanonaTum Ha (hoHe Tepanuy TakponMyCoM.
Ecnv y NaumeHTa, NPUHUMALOLLEro TakposMMyc, NosBASIOTCA CUMMITOMbI, XapakTepHble 4Ji3 CuHApPOMa obpaTumoi 3aaHein
sHUedanonaTum (ronosHas 60/b, NCUXUYECKME HAPYLLEHWS, CYA0POTUN N 3pUTEIbHbIE HapyLleHus), Heo6XoANUMO NPOBECTH
MarHUTHO-Pe30HaHCHY0 ToMorpacuio. Mpy NOATBEPXXAEHUN AUArHo3a cinefyeT KOHTPosMpoBaTh AJl, BOSHUKHOBEHME
CYLOpPOr, a TakXXe HeMeAJ IeHHO NPEeKPaTUTb CUCTEMHOE BBEAEHVE TaKpoJMMyca. B cinyyae NpuHATUS yKa3aHHbIX Mep
[laHHOE COCTOSIHUE MOJIHOCTbI0 06paTMMO Yy 60/bLUMHCTBA NALNEHTOB.

Wcnosb30BaHue B neagnatpun

Mpwn Hapy>XHOM MPYMEHEeHUN TaKPOJIMMYC cneayeT NPUMEHSTh B JIEKaPCTBEHHbLIX (POPMax, COOTBETCTBYIOLLMX BO3PACTY
pebeHka.

BavsaHne Ha cnocobHOCTb K BOXKAEHMIO aBTOTpPaHCriopTa v yripasJieHNKO MexaHn3mMmamun

TaKpoJIMMYC MOXET BbI3blBaTb 3pUTeJIbHbIE U HEBPOJIOFMYECKME PacCTPONCTBA, 0COBEHHO B COMeTaHUM € ankorosiemM. B
nepuvoa feveHns nauneHTbl LOSIKHbI BO3LEPXKMBATLCSA OT BOXXAEHWA aBTOTPaHCNopTa U paboTbl C MEXaHU3MaMU.

UcTouHuK: http://drugs.thead.ru/Priluksid
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