COOTBETCTEBYET 2K li:_ [NEFTHOMY OTYETY

ot 19.03.2026 M= 5691

OBLIASI XAPAKTEPUCTHUKA JEKAPCTBEHEOFO TIPERAPATA Y002

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
[punykeua, 0,5 Mr, Karncyssl ¢ MPOJIOHTUPOBAHHBIM BHICBOOOXKICHHEM.
[punykcua, 1 Mr, Karcymsl ¢ IPOJOHTUPOBAHHBIM BBICBOOOKICHUEM.

[Tpunykcua, 5 Mr, Karcyibl C IPOJIOHTUPOBAHHBIM BHICBOOOXKICHUEM.

2. KAYECTBEHHbI 1 KOJJMYMECTBEHHbBI COCTAB
JelicTByromee BEMEeCTBO: TAKPOJIUMYC.

[punykcna, 0,5 ML, Kancynbl ¢ MPOJOHTHPOBAHHEIM BBICBO60)KI[€HI/ICM

Kaxxgas xamcyna ¢ mpolOHTHPOBAaHHBIM BBICBOOOXKIEHHEM coxepxut 0,5 mr Ttakponumyca (B
BUJIC MOHOTH/IPATA).

BcmomorarensHbie BelecTBa, HAIMYHE KOTOPHIX HAI0 YYHTHIBATH B COCTaBE JICKAPCTBEHHOTO
npernapara: JakTo3bl MOHOTHIpAT, Kpacureiab comHeunslii 3akar FCF-FD&C Yellow 6 (E110)
(cMm. paznmen 4.4).

IMpuinykena, 1 Mr, Karcyisl ¢ IPOJIOHTMPOBAHHBIM BEICBOOOXKIEHUEM

Kaxxnias karncyna ¢ mpoJIOHTHPOBaHHBIM BBICBOOOXKICHUEM CONEPKHUT | MT Takpoimmyca (B BUIE
MOHOTH/IPATA).

BcnomorarenbHbIe BemecTBa, HANWYKME KOTOPBIX HAJI0 YYHTHIBATh B COCTABE JIEKAPCTBEHHOT'O
npernapara: JakTo3bl MOHOTHApaT, Kpacutens conHeynblid 3akar FCF-FD&C Yellow 6 (E110)
(cm. paznen 4.4).

HDI/IHVKCI/II[, 5 MI, KaIrICVJIbI C IIPOJIOHT'HPOBAHHBIM BBICBO60)KI[GHI/ICM

Kaknas karcysa ¢ mpoJIOHTUPOBAaHHBIM BBICBOOOXKICHHEM COJCPKHUT S5 MI' TaKpoJUMyca (B BHJIE
MOHOTHJIpaTa).

BcmomorarensHbie BelecTBa, HAIMYHE KOTOPHIX HAJ0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npemnapara: JaKTo3bl MOHOTHIPAT, Kpacutenb a3opyoun (E121) (cm. pasaen 4.4).

IMomabIH IMEPCUYCHb BCIIOMOTI'aTCJIbHBIX BCHICCTB IIPUBCACH B pa3iCiic 6.1.

3. JIJEKAPCTBEHHAS ®OPMA
Karicynbl ¢ mpooHrupoBaHHBIM BHICBOOOKICHUEM.

Ipunykcna, 0,5 ML, Kancynnsl ¢ MPOJIOHTHPOBAHHEIM BLICBO60)KI[€HI/ICM

Teépasie xenaruHoBble Karcyiasl Ne 00, kopmyc Kamcyiasl Oeoro IBeTa, Kpblleyka KarcCysibl

JKEIITOTO IIBETA.
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Tpunykcua, 1 ML, Kancyibl ¢ OPOJIOHTHPOBAHHBIM BHCB(')EH‘;EKG:MM BATEINEHOCTD 0003)

Teépapie xenatrHoBble Kamncynbl Ne 00, xoprmyc Karcynbl Oenoro IBeTa, KpblIIeuka KarcyJsbl
OpaHXEBOTO IIBETA.

ITpunykcua, 5 Mr, Karcyisl ¢ IPOJOHTHPOBAHHLIM BBICBOGO)KI[GHI/IGM

Teépable xenaruHoBble Kancysbl Ne 00, kopiyc Karcysbl 0€JI0ro IBeTa, Kpblllieuka Karcyibl OT
KpPaCHOI'0 10 KOpUYHEBOI'O I[BETA.
Conepxumoe Karcya — Oenblii WM MoYTH Oeblii MOPOLIOK, JOMYCTUMO HAJIM4YHe KOMOYKOB,

KOTOPBIE JIETKO Pa3pyLIAOTCS CTEKISHHOW MAJIOYKOM.

4. KIMHUYECKUE JAHHBIE
41. Iloxka3zaHus K IPMMEHEHUIO
[Ipenapar IIpunykcuy nokasan Kk IpUMEHEHHIO Y B3pOCIbIX cTapiie 18 et ams:
® Npo(UITAKTUKH OTTOPKEHUS AJUIOTPAHCIIAHTATA ITOYKHU HITU T1€UYEHHU;
e JICYECHMsI PEaKLUU OTTOPXKEHUS aJJIOTPAHCILIAHTAaTa, PE3UCTEHTHOIO K IPYIMM PEXKUMaM

MMMYHOCYTIPECCUBHOM TE€paNuH.

4.2.  PexxuM 103MPOBaHMSA M CIIOCO0 MPUMEHEHUs

[Mpenapat [Tpunykcua npeacrasiseT coOoi JIeKapcTBEHHYI0 (GOpPMY TaKpOJIMMYyca B Karcyinax ¢
IPOJIOHTMPOBAHHBIM BBICBOOOXK/IEHHMEM JUIsI TpUeMa BHYTPb OIMH pa3 B CyTKd. Tepamus
npenapatom [Ipmrykcun TpeOyeT TIIATETBHOTO KOHTPOJS CO CTOPOHBI  METUIIMHCKOTO
nepcoHaina, 00JaaloIero COOTBETCTBYIOMICH KBaNMU(UKAIMEH U MMEIOUIETO B PACIOPSHKCHUN
HeoOxomumoe oOopynoBaHue. JlaHHBIN TpermapaT MOTYT Ha3HadaTh TOJIBKO BPadd, WMEIOIIHNE
ONBIT  TPOBEACHHS  HMMYHOCYIIPECCUBHOM  Tepanmuu y  TAlUMEHTOB, MEepEHECIIUX
TPaHCIUIAHTAIHIO.

BecKOHTPONBHBIN TIEPeBO]] MAIMEHTOB C OJHOTO Iperapara TaKpoJluMyca Ha Ipyrou (BKIroUas
nepexofl ¢ Karcyid ¢ HEMEJICHHBIM BBICBOOOXKIEHHEM Ha KallCylbl C TPOJOHTHMPOBAHHBIM
BBICBOOOXKJICHHEM) SIBIETCS HEOe30MacHbIM. JTO MOXKET TMPHBECTH K  OTTOPKEHHUIO
TPAaHCIIaHTaTa WKW IMOBBIICHUIO YaCTOTBI HEKCIATCIIBHBIX peaKHHﬁ, BKJIrO4Hast THUIIO- WA
TUIEPUMMYHOCYIIPECCHIO,  OOYCIIOBICHHYIO  KIMHUYECKHM 3HAYMMBIMU  Pa3IMYUsIMU B
OKCTMO3UIIUN TakpoinuMmyca. llammeHTy clenyer NpUHHMaTh OJHY M3 JICKApPCTBEHHBIX (OpM
TAaKpOIMMYyCa, TPUAEPKUBASICH  COOTBETCTBYIOLIEH CXEMBI  €KEIHEBHOTO IPHUMEHEHHUS.
N3menenne JIeKapCTBCHHOfI q)OpMBI WU CXEMBI JICUCHUA CICAYCT OCYHICCTBIIATH TOJIBKO ITOI
KOHTPOJIEM CHEIMajucTa B obnacth TpaHcmantoioruu (cM. pasmensl 4.4 u 4.8). ITlocme

nepesoaa H606XOI[I/IMO IMPpOBOAUTD TH.[aTeJ'IBHBIﬁ MOHUTOPHUHI' KOHOCHTpAlIUNU TAaKpOJIMMYyCa B
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KPOBM M KOPPEKTUPOBaTh 103y Tpernapara| Juisi do KA pha i ehct RO Skelro s

Ao

TaKpoJIMMyca Ha aJIeKBaTHOM YPOBHE.

Pexxum 103upoBaHus

Bspocnvie

VYKkazaHHBIC HIDKE HadaJIbHBIC JI03bI PUBEICHBI MCKIIOUNTEIIFHO B Ka4eCTBE peKOMEHIanuu. B
HAYaJIbHOM IIOCJICOTIEPAIIMOHHOM Tiepuozie Tnpenapar [Ipuiaykcua OOBIYHO MPUMEHSIOT B
KOMOMHAIIMM C IPyTHMH UMMYHOCYIIPECCUBHBIMU IpenaparaMu. B 3aBHCHMOCTH OT BHIOpaHHOM
CXeMbl MMMYHOCYIPECCUBHOW TEpaluu 1032 MOXET pasiauuarbcs. BuiOOp 103l mpemapara
[Ipunykcua 1OMKEH OCHOBBIBAThCS TPEHMYIIECTBEHHO HAa KIWHUYECKOW OIICHKE pHCKa
OTTOP)KCHHSI M WHAWBUIYAIbHON MEPEHOCHUMOCTH Ipernapara, a TakKe JaHHBIX MOHHTOpPWHTA
KOHIIGHTpAIIMK Tpernapara B KpoBH (CM. HMKE B MOANMYHKTe «PexoMeHmanuyu no MOHUTOPUHTY
TEPaNeBTUYECKON KOHIICHTPAIlMKM TaKpOJIMMyca B KpoBH»). IIpH TOSBICHUH KIMHUYECKUX
NPU3HAKOB OTTOPXKEHHS CIIEAYET PACCMOTPETh BONPOC O HEOOXOIMMMOCTH HM3MEHEHHS CXEMBI
UMMYHOCYTIPECCUBHOH Teparuu.

VY manueHToB 1ociie nepecaaky MOYKH Wi rmedeHu de NOVOo, rmokaszaTeb CUCTEMHOM SKCIIO3UIINU
B 1-e cytku tepanuu (AUCo-24) Takponumyca Ha (oHe mpuema Karcya ¢ MPOJIOHTHPOBAHHBIM
BbICBOOOXKAeHHEM Obl1 HIbKE Ha 30% miu Ha 50% coOTBETCTBEHHO, YEM MOCIE MpueMa Karcyll ¢
HEMEUICHHBIM BBICBOOOXKJICHMEM B OSKBHBAJICHTHHIX 103ax. K 4 ngHIO Tepamuu oOerMu
JICKApCTBCHHBIMH (hOpMaMH y TAIMEHTOB MOCIE TEPECaJKH IOYEK WM IEYEHU CHCTEMHAs
IKCIIO3MLMSL TAKpOJMMyca, HW3MEpeHHas 10 MHUHMManbHOH KoHueHTpammu (Co), Obuia
OJIMHAKOBOM.

C menpro oOecriedeHUs] aJCKBATHOW HKCIO3ZHUIUHU TAKpOIMMyca TpH JICUCHHH TPETapaToM
[Mpunykcua B TEYEHUE TEPBBIX JIBYX HEAEIb IMOCIE TPAHCIUTAHTAIIMH PEKOMEHIYeTCs
pEryJsSIpHBIA U TIIATEIbHBI MOHUTOPUHT MHUHUMaJIbHOW KoHIeHTparuu (Co) Takposmmyca B
KpOBU. BBUAY TOTO, 4TO TaKpOIMMYC — JIGKAPCTBEHHOE CPEACTBO C HU3KUM KIIMPEHCOM, JUIs
JOCTH)KEHUSI PAaBHOBECHBIX KOHIICHTpAIMK TOCTEe KOPPEKIMH 03Bl mpemnapara [Ipuimykenp
MOXET TOTPeOOBaThCs JI0 HECKOJIbKUX JHEH. /i manueHToB, KOTOphie HE MOTYT NPUHUMATh
npenapar HepopalbHO HEMOCPEACTBEHHO IIOCIE TPAHCIUIAHTAIMM, TaKPOIUMYC MOXKET
BBOJUTHCS BHYTPHBEHHO B JI03€, COCTABISIONICH MPUMEPHO OIHY IATYH0 PEKOMEHIOBAaHHOMN
TIepOPATBHOM JI03BI TSl JAHHOTO MTOKA3aHMUS.

IIpogpunaxmuxa ommopoiceHuss mpancnianmama no4Kku

Tepanuto npenaparom [Tpunykeua cienyer HaunHath ¢ 10361 0,2—0,3 Mr/Kkr 1 pa3 B CyTKH yTPOM.
[Tpuem npenapara cieayeT HauaTh B TeUYCHHE 24 4aCOB MOCIE XUPYPrHYECKOTO BMEIIATEILCTRA.
Bo Bpems moCTTpaHCIUTAHTAIIMOHHOTO Teprosa 103y npernapara [Iprmyken; 0ObIYHO CHHKAFOT.

B HexoTophIX cilydasx BO3MOXHA OTMEHA COIYTCTBYIOIIEH MMMYHOCYIIPECCUBHOM Tepanuud U
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MOCTTPAHCIUIAHTALIMOHHOM TEPHOIE MOXKET TMOBIMATh Ha U3MEHeHHe (HapMaKOKHHETUKU
TaKpOIUMYyca, YTO MOXKET MOTpeOOBaTh AalbHEHIIeH KOPPEKIUH 103kl penapata [Ipumykeus.
Ipogpunaxmuxka ommoporcenus mpancniaHmama nedenu

Tepamuto npenaparom [Tpunykenn cinenyer HaunHath ¢ 10361 0,1-0,2 Mr/kr 1 pa3 B CyTKH yTpOM.
IIpuem npenapara cineayetr HayaTh B TeueHHe 12—18 yacoB mocie 3aBeplICHUs] XUPYyPTrHUIE€CKOTO
BMEIIATENNbCTBA.

Bo Bpems mocTTpaHCIUTaHTAIIMOHHOTO Mepruoa o3y npenapara [Ipumykens 0ObIYHO CHUXKATOT.
B HekoTophIX cilydasXx BO3MOXHa OTMEHA COIMYTCTBYIOIIEH MMMYHOCYNPECCUBHOM Tepanuu u
nepexol Ha MoOHoTepanuio mpemnaparoMm [lpunykcua. VYiydiieHHe COCTOSHHUS MallMeHTa B
HNOCTTPAHCIUIAHTAlIMOHHOM TIEPHOIE MOXET TMOBIUATh Ha M3MEHEHHE (PAPMAKOKMHETUKU
TaKpOJIUMYCa, YTO MOXKET MOTPeOOBaTh NalbHEHIIIeH KOPPEKIIUH 103bI penapata [Ipunykeun.
Ilepesoo (komgepcus) nayueHmos, HNOIYYABWIUX JleYeHUe MAKPOIUMYCOM 6 Kancyiax c
HeMeOleHHbIM 8b1C8000JCOeHUeM, Ha NedeHue npenapamom lIpunyxcuo

[Ipy nepeBose mMAaLMEHTOB IOCHIE AJUIOTPAHCIUIAHTALMM C  KalCyl C HEMENJICHHBIM
BBICBOOOKIICHHEM JIBA pa3a B CyTKH Ha mpemnapar IIpurykcua onuH pa3 B CyTKH, COOTHOIICHHE
CYTOYHBIX 703 B IEpUOJ IepeBoja A0KHO cocTaBisaTh 1 : 1 (Mmr : mr). Ilpemapar Ilpunykeun
HEOOXOAMMO IPUHUMATh YTPOM.

VY nmanueHToB B CTAOMIBHOM COCTOSIHUU, IEPEBECHHBIX C JICYSHHS TAKPOIMMYCOM B KarCylax ¢
HEME/UIEHHBIM BBICBOOOKICHUEM ([1Ba pa3a B CYTKH) Ha JEUCHHUE TaKpOJIMMYCOM B Kalcyjax ¢
MPOJIOHTHPOBAHHBIM BBICBOOOXKIEHHEM (OAMH pa3 B CYTKH), ¢ OOIIeH CyTOYHOH J030M
1:1(mr:wmr), cuctemnas skcrmosunus Takpoimumyca (AUCo-24) mociie mpwema Karcyia ¢
MIPOJIOHTHUPOBAHHBIM BBICBOOOXKI€HHEM Obuta mpumepHo Ha 10% HmKe, yeM Mocie mpuema
TAaKpoJIMMyca B KalcylaX ¢ HEMEMJICHHBIM BBICBOOOXKIACHHEM. B3anMOCBs3b MEXITy
MUHUMaIBHBIMU KoHIIeHTpamusiMu (Cz24) u cuctemHon skcrosuiueit (AUCo-24) TakponuMyca B
dbopme Karcyn ¢ MPOJOHTMPOBAHHBIM BHICBOOOXKAEHHEM Oblja TaKoi ke, Kak MpU MPHUMEHEHUU
Karncysl TaKpolMMyca C HEMEIUICHHBIM BbICBOOOXAeHHeM. [Ipu mnepeBome (KoHBepcuu) C
TAaKpOJIMMyca C HEMEIJIEHHBIM BBICBOOOXKAECHHEM Ha mpenapar lIpuinykcun cienyer u3MepsTh
MUHUMAaJIbHBIE KOHIIEHTpAllUU TaKpOJIMMycCa KaK IIepe]] KOHBEpCHEH, TaKk M B TEUEHUE
NOCIIEAYIOIUX IBYX Helenb Tepanuu. [locne mepeBona HEOOXOAMMO MPOBOAUTH THIATEIbHBIN
MOHHUTOPUHT MHHHMAJIbHOM KOHIEHTpPAllMU TaKpOJUMyca B KPOBU U TpPH HEOOXOIAUMOCTHU
KOPPEKTHPOBATh 103y JIEKAPCTBEHHOI'O CPEICTBA C LIEIbIO JOCTHKEHUSI CUCTEMHOM 3KCIIO3ULIUU

TaKpOJIMMYyCa Ha aICKBATHOM YPOBHC.
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Ilepe6oo (kousepcus) ¢ mepanuu YukioCROPUHOM HA npéDclzﬁar;J %ﬁzﬁ'ﬂ? Ll:ﬁr”:'H':': CTb 0003)
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[Tpu mepeBozie MAaIMEHTOB C IUKJIOCIOpHHA Ha mpenapar [Ipuirykcua HEoOXOAMMO MPOSIBISATH
OCTOPOXXHOCTh (cM. paznmensl 4.4 u 4.5). OnHOBpeMEHHOE MPHUMEHEHHE LUKIOCIOpUHA U
Takpoinumyca He pekoMmenayercs. Jleuenue npenaparom [lpunykcua cineayer HauMHATh MOCIHE
ompeeeHUs] KOHIICHTPAIMKM IUKJIOCTIOPUHA B KPOBH M OIEHKH KIMHUYECKOTO COCTOSHUS
naiuenTta. [lepeBox Ha Tepanuto mpenaparoMm [lpuinykcua cienyer OTIOXKHUTH MPH HAJUYUU
MOBBIIICHHBIX KOHIEHTPAlUKA LUKIOCIOPUHA B KpoBH. Ha mpakTuke Tepamus TakpOIUMYCOM
Ha3HayaeTcs yepe3 12-24 yaca mocine mpekpamieHus nmpueMa nukiocnopuna. Ilockonbky mocie
nepeBo/ia MalMeHTa Ha Tepamuio mnpermapatoM [IpuiayKcua BO3MOXHO 3aMEUICHHE KIMPEHCA
UKJIOCTIOPUHA, PEKOMEHIyeTCsI KOHTPOJIMPOBATh €r0 KOHIIEHTPAIIMIO B KPOBH.

Jleuenue ommopoicenus ariompancniaHmama

C uenblo KynupoOBaHUSI PHUCKA OTTOPKEHHUS TPAHCIIAHTaTa PEKOMEHAYIOTCS CleayIoIue
MOJIXO/Ibl TEPAIKH: TIOBBIIIEHNUE O03bI TAKPOJIUMYCa B COUETAHUM C JIOTIOJHUTEIHHOW Tepanuen
KOPTHUKOCTEPOUZaMH, KpaTKhe Kypchbl Tepalnuyd MOHO-/TIONMKJIOHANIbHBIMU aHTUTenaMu. [lpu
MOSIBIICHUM TPU3HAKOB TOKCUYHOCTH Ha TEpamud TaKpOIUMYCOM B BHUJIE CEPbE3HBIX
HEXEJIATEIbHBIX PEaKIMii MOXKET MOTPeOOBATHCSA CHIKEHHUE JI03bI Mpernapara (cM. paszen 4.8).
Jleuenue ommopoicenuss nocie mpaHcniaHmayuy nedeHu Uiy noyex

[lepeBox C uWHOM HMMMYHOCYNPECCUBHOM Tepamuu Ha OJHOKPATHBIM NpueM Mpemnapara
[Tpunykcua clegyeT HauMHaTh C Ha4YaJlbHOM 03Bl Mpemnapara, PEKOMEHJOBAaHHOW st
npOoUIAKTUKY PEAKIIMH OTTOPKEHUS TPAHCIUIAHTALIMU TICUECHU U MOYEK.

Jleuenue ommopoicenust nocie mpancniaHmayuy cepoya

[Ipu mepeBome B3pOCHBIX MAIMEHTOB Ha Tepamuio mpenaparoMm lIpuiykcun, JedeHue ciemyeT
HauyMHATH ¢ 70361 0,15 Mr/kr 1 pas B CyTKH yTPOM.

Jleuenue ommopaicenust nocie mpancniaHmayuy Opyux opeaHos

Hecmotpst Ha OTCYyTCTBHE KIIMHMYECKOTO ONBITa MPUMEHEHUS y TAIMEHTOB KaIlCyJl TaKpOJIUMYyca
C TIPOJIOHTUPOBAHHBIM BBICBOOOXKICHUEM TIOCJIC TPAHCIUTAHTAIIUU JIETKOTO, MODKEITYI0YHON
JKele3bl WIM TOHKOM KHIIKW, KamCyllbl TaKpOJIMMyca C HEMEIJIEHHBIM BBICBOOOXKICHHUEM
MPUMEHSIOTCSI TIOCNIe TPAHCIUIAHTAIlMU JIETKOTo B HawanbHOU go3e 0,10-0,15 mr/kr/cyT, mocie
TPaHCIUIAHTAI[MM  TTO/DKETYJOYHONM Kele3pl B HadaidbHOW gJo3e 0,2 MI/Kr/CyT, Toclie
TPaHCIUJIAaHTAIIMK TOHKOW KHIIKU B Ha4aJdbHOU 103€ — 0,3 MI/KT/CyT.

IIpooonsicumenvrocms npuema npenapama

Jist mpoUIaKTUKK OTTOPKEHUSI TPAHCIUIAHTaTa COCTOSHHE MMMYHOCYIIPECCHH HE0OXOIMMO
MOJIIEPKUBATh TOCTOSTHHO, TAKUM 00pPa3oM, MPOJOJDKUTEILHOCTh TEPAUU MpU MEPOPATBHOM

IIpUEME HE OTPaHUYHMBAETCSI.
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Bei0op 103 Takponumyca JOJKEH OCHOBBIBATbCS HA KIMHUYECKOM OLIEHKE MHIMBUAYaJIbHOTO
pHCKa OTTOpP)KEHMsI M IEPEeHOCHUMOCTH Ipernapara, a TakkKe Ha JaHHBIX MOHHUTOpPUHIA
KOHIICHTPAIIUX TaKpOJIMMyca B KPOBH.

Jns BBIOOpa ONTHUMAIBHOW JIO3BI CYIIECTBYIOT HECKOJIBKO HMMMYHOJIIOTUYECKHX METOIOB
OIpe/IeJIEHUs] KOHLIEHTPALUN TaKpOJIMMYyca B LIEIbHON KPOBH.

CpaBHEHUE pe3yJIbTaTOB MOHUTOPUHIAa KOHIIEHTPALUU TaKPOJIUMYCa B KPOBH, OIYOJIMKOBAHHBIX
B JIUTEpAType, C WHAMBHUIYaJbHBIMH PE3YJIbTaTAMH MOHHMTOPHHIAa B KJIMHUYECKOW MPAKTHUKE
HEOOXOMMO MPOBOAMTH C OCTOPOKHOCTHIO, HA OCHOBAHWW TOHUMAHHUS U 3HAHHS IPHMEHSEMOTO
METO/Ia OLICHKH.

Koppemsiuusa mexny MuHuManbHbIMM KOHIEHTpauusMu (Co, C24) M CHCTEMHON SKCHO3UIUEH
(AUCo-24) Takponumyca B KPOBU IMPH NMPUMEHCHHH OOOUX JIEKApCTBEHHBIX (opM (Karcyn ¢
IPOJIOHTHPOBAHHBIM ~ BBICBOOOXKJICHHEM U Karcyl C HEMEIJICHHBIM BBICBOOOXKICHHEM)
OJIMHAKOBA.

B Teuenue Bcero MOCTTPAaHCIUIAHTALIMOHHOIO MEPHO/a HEOOXOIUM TIIATEIbHbII MOHUTOPUHT
MuHUMaNbHbIX KoHIeHTpauui (Co, C24) TakponnMyca B KpOBU. MHUHMMaJIbHbIE KOHLIEHTPALUU
TaKpOJIMMyca B KPOBH CIIENyeT ONpeAeisaTh depe3d 24 wyaca TOcie TNpuemMa Ipernapara
[Tpunykcua, nepen NpueMoM cileAyrollel 103bl. B nepsble 1Be Henenu nocie TpaHCIUIaHTaluu
PEKOMEHIYeTCsl OCYLIECTBIATh OoJiee YacThli MOHMTOPUHI MHUHHMAJIbHOM KOHLEHTpalUU
TaKpoJIMMyca B KPOBM M 3aTeM IEPUOAMYECKH, B XOA€ NOAJEPKUBAIOIIEH Teparuu.
KoHnenTpanuio takpoinuMyca B KpOBU HEOOXOAMMO KOHTPOJIMPOBATH MOCTE MEPEeBOa ¢ Karcyi
TaKpOJIMMyCa C HEMEIUICHHBIM BBICBOOOXIEHHEM Ha mperapar [Ipuimykcua, mocie KOppeKIuu
JI03bl, TIPY U3MEHEHUU PEXHMMa UMMYHOCYNPECCUBHON TEpamuu, MpU HAa3HAUEHUHM WM OTMEHE
npenapaToB, BIMSIOMMX Ha METa0oiIu3M U (papMakOKHMHETUKY Takpoiumyca (cM. pasnen 4.5).
YacTtota MOHUTOPUHTA KOHIEHTpPAI[MHM IIpernapara B KPOBU OIPENENSeTCS KIMHUYECKOU
HEOOXOMUMOCTRIO. BBUay TOTrOo, 4TO TakpoOJIMMYyC — JIEKAPCTBEHHOE CPEICTBO C HU3KHM
KJIMPEHCOM, Ul JOCTH)KEHUS] pPAaBHOBECHBIX KOHIIEHTpalMi MOoCcie KOPPEKIMU J03bI Mpernapara
[Tpunykena MoxkeT noTpeGoBaThCsI HECKOJIBKUX JHEH.

CoracHO TaHHBIM KJIMHUYECKUX UCCIIEIOBAHNI B OOJBIIMHCTBE CITy4aeB JICUCHNE YCIEIIHO PU
TEparneBTUYECKUX KOHLEHTPAalUAX Takpoiumyca B KpoBu He Oomee 20 Hr/miu. Ilpu
UHTEpIpEeTallui JTaHHBIX O KOHLIEHTPALUU TaKpOJIMMyca B KPOBH, HEOOXOAMMO HMPHUHUMATH BO
BHUMaHUE oO0Ilee COCTOSHHE TMalueHTa. B KIMHUYeCKOH MpakTHKE B  paHHEM
NOCTTPAHCIUIAHTAIIMOHHOM  TEepuoJie Y TAlMEHTOB IOCJIe  TPAHCIUIAHTAIMM  TIEYCHU
TEpaneBTUYECKUE KOHICHTPAIIMA TaKPOJMMycCa B KPOBH OOBIYHO BapbUPYIOT B Ipeeiax

5-20 ar/mn u 10-20 Hr/mMi mociie TpaHCIUTAHTAIIMU TOYKHA M cepiia. B manbHeimeM, B Xoe
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TaKpOJIMMYyca B KPOBH BapbUPYIOT OT 5 10 15 Hr/miL.

Oco0nIe I'pYHIbI ITAIIMCHTOB

THayuenmur nosicunozo éospacma
B HacTosiiee BpeMsi OTCYTCTBYIOT JTaHHBIE O HEOOXOTUMOCTH KOPPEKTHPOBATh 03y Mpernapara
JUIS IOXKUJIBIX MTAI[IEHTOB.
Iayuenmel ¢ napywienuem @yHKyuu novex
Tak kak (yHKIUS [MOYEK HE BIUSCT Ha (DapMAaKOKMHETHKY TAaKpOJIUMYyCa, HEOOXOIMMOCTH B
KOPPEKTHPOBKE 103 OTCYTCTBYeT. OmHaKo B CBS3M C HEPPOTOKCHUYECKUM IOTEHIHAIOM
TAaKpOJIMMyCa PEKOMEHJYeTCsl TINATEIbHO MOHUTOPUPOBATh (YHKLUIO MOYEK (BKIIOYAs
olpeJie/IeHue KOHIIEHTPALUMU KPEaTHHHHA B CHIBOPOTKE KPOBU M KOHTPOJb HaJ KOJIMUYECTBOM
BBIJICJICHHOW MOYH ).
Tayuenmoi ¢ napywenuem Gynkyuu nevyenu
[TaneHTamM ¢ TSDKEJNIOM INMEYEHOYHON HEAOCTAaTOYHOCTBIO Ui MOAJCpNKAHUS MHUHHMMAJbHbBIX
KOHIEHTpAallMi TakpoluMyca B KpPOBU B Ipelenax PEKOMEHJOBAHHOIO TeparneBTHYECKOro
JIMara3oHa MOXET MOTpeOOoBaThCs CHIKEHHE J03bI ITperapara.
Pacosas npunaonesxcnocmo
[To cpaBHEHUIO ¢ NPEACTABUTENISIMU €BPOIEOUIHON pachl, MALUEHThl HETPOUJIHON packl MOTYT
HyXJaTbcs B Oojee BBICOKMX [J103aX TakpoJuMyca Juid JOCTHXKEHHUS aHAJIOTMYHBIX
MUHHMMAaJbHBIX YPOBHEH KOHIIEHTPALMH IIpernapara.
Ilon
CBefieHHST O TOM, YTO MYXXYMHAM M JKCHIIMHAM TPeOyIOTCS pa3Hble 03Bl Mperapara s
JOCTH)KEHUS] MUHUMAJIBHBIX KOHLIEHTpPALUI TaKpOJIMMYycCa B KPOBH, OTCYTCTBYIOT.

eTH
bezonacuocts u 3¢ dexTuBHOCTS mpenapara [Ipumykeun y aereit B Bo3pacte a0 18 ner He
YCTaHOBJICHBI. PEKOMEHIAIINHY 110 PEKUMY TO3HPOBAHUS OTCYTCTBYIOT B CBSI3M C OTPAHUYCHHBIM
OTIBITOM IIPUMEHEHHUS Ipernapara.

Croocob npuMeHeHus

BuyTps. IlepopanbHyto cyTouHy0 103y Hpenapara peKOMeHAyeTcsl IPUHUMAaTh YTPOM OJIMH pa3
B cyTKU. [Ipriem Kkamcyin ¢ npoIoOHTMpOBaHHBIM BBICBOOOXIEHUEM OCYIIECTBISIETCS cpa3y Hocie
UX u3BJIe4YeHus u3 Onuctepa. Kamncynel ¢ MponoHTHpOBaHHBIM BBICBOOOXKIECHHEM HEOOXOJMMO
IPUHUMATh LEJIUKOM, 3alMBas JKUAKOCTBIO (MPEANOYTUTENBHO BOXOM). [l nocTmkeHus
MaKCHMaJbHOHN abcopOIK mpenapar peKoOMeHayeTcs IPUHIMATh HATOINaK: 3a 1 yac wim depes
2-3 daca mocie npuema numy. [IponymieHHyro 103y clenyeT MPUHITh Kak MOXKHO ObICTpee,

JKCJIATCJIIBHO B TOT K€ ACHb, HC CJICAYCT IPUHHUMATDb ﬂBOﬁHym J03y Ha CJIICAYIOHICC YTPO.
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4.3. TIporuBomokasaHus
'MnepyyBCTBUTENBHOCTh K TaKpOIUMYCY, JPYyTMM MakKpolujaaM WIM K JI0O0oMy W3

BCIIOMOTaTENbHBIX BELIECTB, IEPEUUCICHHBIX B pa3nene 6.1.

4.4. OcoOble ykazaHusi 1 Mepbl NPeI0CTOPOKHOCTH NP NPUMEHEHHHU

B mpakrtuke HaOmonanuch OMIMOKM, CBSI3aHHBIE CO CIy4alHOW, HeNpeIHAMEpPeHHOH Wiu
OECKOHTPOJIBHOM 3aMEHOW MPOJOHTMPOBAHHOW JIEKAPCTBEHHOW (OPMBI WM JIEKapCTBEHHOU
(GopMBl HEMEIJIEHHOTO BBICBOOOXKIEHHUS. OTO NPHUBOAMIO K CEPbE3HBIM HEKEIaTeIbHbIM
peakuusaM, BKJIHOUYAs OTTOP)KEHUE TPAHCIUIAHTaTa, WIM APYTUM HEKENIATENbHBIM PEaKLUsAM,
KOTOpble MODIM  OBITh  CJEACTBHUEM CHIKEHMS WJIM  MOBBILEHHUS  IUJIOUIATU IO
(apMaKOKMHETUYECKON KPHUBOHM (PKCHO3MLMHU) Takpoiumyca. [lamueHty ciemyer NpuUHUMATh
TOJBKO OJIHY W3 JIEKAPCTBEHHBIX (OPM TaKpOIUMycCa C COOJIOIEHUEM PEKOMEHJI0BAaHHOTO
pekuma J103upoBaHus. 3MeHeHne JeKkapCcTBEHHOM (OpMBI MIIM peKuMa JO3UPOBAHUS CIIEAYET
OCYILECTBIIAThH TOJIBKO MOJ] KOHTPOJIEM CHEIMaINCTa B 00JaCTH TPAHCIIAHTOIOTUH (CM. pa3/ieibl
4.2 1 4.3).

Kinnnyeckue [aHHbIE OTHOCHTENBHO MPUMEHEHHS JIEKAPCTBEHHBIX (OpM Takpoiaumyca
IPOJIOHTMPOBAHHOIO  JEUCTBUS  INIPU  PE3UCTEHTHOM K  CTaHJApPTHBIM  PEKHUMaM
MMMYHOCYTIPECCUBHON TEpanmuu OTTOPKEHUS Yy B3POCIBIX IALMEHTOB II0Ka OTCYTCTBYIOT.
Knunuueckue JnaHHbIE OTHOCUTENBHO TPUMEHEHHUS JIEKapCTBEHHBIX (DOpPM TaKpoIuMyca
IPOJIOHTUPOBAHHOTO ACUCTBUS ISl MPO(PUIAKTHKH OTTOPKEHUS TPAHCIUIAHTUPOBAHHOTO CEepLa
y B3pOCJIBIX MAIlUEHTOB MOKa OTCYTCTBYIOT.

B HavanbHOM IOCTTPAHCIUIAHTALIMOHHOM  IIEPUOJE  CIEAYET NPOBOAUTH  PETYISPHBIN
MOHHUTOPHHT CIIEIYIOLINX TapaMeTPOB: apTepHalbHOE aBleHue, dIekTpokapanorpamma (JKTI),
HEBPOJIOTMYECKHUI CTaTyC M COCTOSIHME 3pEHUs, KOHIEHTpalus INIOKO3bl B KPOBM HATOUIAK,
KOHLIEHTpalMsl AJIEKTPOJIUTOB (OCOOEHHO Kaiusl), IOKa3aTeld TIEeYEeHOYHOM U TOYEeYHOMH
(GyHKLIMHM, TeMaToJIOTHYeCcKHe IoKa3aTesy, Koaryjgorpamma, ypoBeHb npoTenHemuu. Ilpum
HOSIBJICHUU KIIMHUYECKU 3HAaYMMBIX U3MEHEHUH, HEOOX0uMa KOPPEKIUS UMMYHOCYIPECCUBHON
TEparuu.

[Ipn ogHOBpEMEHHOM MPUMEHEHUH TaKpPOJIMMYyCa U MPEnapaToB, CIIOCOOHBIX K JIEKapCTBEHHOMY
B3aUMOJICHCTBHIO (CM. paszen 4.5), B YaCTHOCTH, CHIIbHBIX HHTHOUTOpOoB CYP3 A4 (TenanpeBup,
OolenpeBup, PUTOHABUDP, KETOKOHA30JI, BOPUKOHA30J, MTPAKOHA30JI, TEJIUTPOMHULMH WIN
kaapuTpoMuiiuH) win  uHAyKTopoB CYP3A4  (pudammunmn, pudalyTrH), HEOOXOIMMO
YUUTHIBATh PHUCK JIEKAPCTBEHHBIX B3aMMOACWCTBUH W KOHTPOJIUPOBATh KOHIIEHTPAIUIO

TaKpOJIMMYCa B KPpOBU JII MTOAACPIKAHUA €€ LCJICBbIX 3HAYCHUH. HpI/I COBMCCTHOM IIPUMCHCHUHU
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HENPEPbIBHBII MOHUTOPHUHI KOHIIEHTPALIMM TakKpoJIMMyca B KpPOBU B TEUYEHHE IIEPBBIX
HECKOJIBKMX JHEW COBMECTHOTO BBEJCHMS, a TaKKe KOHTpoJb modeyHoi ¢yHkuuu u OKI s
CBOEBPEMEHHOTO BBISIBICHHUS yynHEeHHs uHTepBasioB QT, a Takxke THiarenbHOe HAOMIOCHUE Ha
IpeAMET Pa3BUTHUS IPYTHX MOOOUHBIX 3 (HEKTOB.

P-mMkonpoTenH: IpuU  OJHOBPEMEHHOM Ha3HAuY€HUM TaKpoiluMyca ¢  Ipernaparami,
UHTUOUPYIOUIMMH P-ITIMKONPOTENH, ClefyeT MpOsBIATE OCTOPOKHOCTb, IOCKOJIIBKY MOXET
HaOMIOAAThCSl TOBBIICHHE KOHLEHTPAIMM TakpojuMmyca. KOHIEHTpaluu TakpoiauMmyca B
[EeNFHOW KPOBU M KIMHHYECKOE COCTOSHHE MalMeHTa CJIeQyeT THIATEIIbHO KOHTPOJIHUPOBATE.
MoskeT noTpeboBaThCsl KOPPEKLHS 103bl TAKPOJIUMYCA.

[Ipy npuMeHeHHMH TaKpoIUMyca HY)XHO uH30erarb NpHUeMa paCTUTENIBHBIX IIPErnaparos,
cozepkamux 3Bepodoit (Hypericum perforatum) wim apyrue pacTUTENbHBIC IPENaparhl, B CBSI3H
C PHCKOM JIEKapCTBEHHBIX B3aUMOJICHWCTBUI, KOTOpBIE NPUBOIAT JHOO K CHHKEHHUIO
KOHIEHTPAIMK TaKpOJIMMyca B KPOBU M YMEHBIIECHUIO KIMHUYECKOro 3PQeKra Takpoiumyca,
A100 K YBEJIMYECHUIO KOHIIEHTPALMU TaKPOJIMMYCa B KPOBHU M PUCKY TOBBIIICHHONH TOKCUYHOCTH
(cm. pasnen 4.5).

Crnenyer m30erarb OIHOBPEMEHHOTO NPUMEHEHHUS HUKIOCIOPHUHA M TAaKPOIUMYyCa, a TaKXKe
COOJIIOIaTh OCTOPOXKHOCTD IIPH JICUCHUH TAaKPOJIMMYCOM IALMEHTOB, KOTOPbIE paHee MOoIydallu
IIUKJIOCTIOPHH (CcM. pasnensl 4.2 u 4.5).

Crnenyer n3berarb NpUMEHEHUS BBICOKHX J103 KajMs, KajauiicOeperaonmx AMypEeTUKOB U APYTHX
IpenapaToB, MOBBINAIONIMX YPOBEHb KallUsl B CHIBOPOTKE, TAKHX KaK TPUMETONPUM U KO-
TPUMOKCA30J1 (TpUMETONPUM/CybhaMeToKcazon) (cM. pazaen 4.5).

OnHOBpeMEHHOE TpPHMEHEHHE TaKpoJMMyca C IpernaparamMi, oOJaJalolUMH Heppo- WM
HEHPOTOKCUYHOCTHIO, MOXKET CLIOCOOCTBOBAThH YCHIICHHIO 3TUX AP PEKTOB (cM. pa3znen 4.5).
NmmyHOmenpeccanThl MOTYT MEHSTHh PEaklUi0 OpraHM3Ma Ha BaKUIMHAIMIO: BAKIMHALUS B
NepUosl JICYEHHUs] TaKpOJIUMYCOM MOXeT ObITh MeHee 3¢pdextuBHON. Cremyer uzberarb
HPUMEHEHHUs )KUBBIX OCJIA0JICHHBIX BAKIIMH.

HapyiieHus co CTOpOHBI JKeTYI0YHO-KUIIIEIHOr0 TPaKTa

Y HEKOTOPBIX MALUECHTOB, MPUHIUMABIINX TAKPOJIMMYC, HAOIIONAIHCh nepdopaiuu KeTyJ09HO-
KHUIIIEYHOTro TpakTa. Tak kak mepdopalius KeayJ0uHO-KUIIIEYHOTO TPaKTa MPENCTaBIsIeT co00it
3HAYMMOE C MEIUIMHCKOI TOUYKU 3pEHHs COOBITHE, KOTOPOE MOXKET IMPUBECTU K CEPhE3HOMY HIIH
KHM3HEYTPOXKAIOIIEMY COCTOSHHIO, TIOCJIE BO3HUKHOBEHHS NPU3HAKOB WM CHMIITOMOB
poOoIeHHSI HEOOXOIMMO HE3aMEIIIUTEIBHO HauaTh JiedeOHbIe MEPOTIPHSITHSI.

HpI/I AUuapec KOHLCHTpalusad TaKpOJIMMyCa B KPOBH MOXKET 3HAQUUTCIIBHO H3MCHATHCA, IIPU

MOABJICHUU TUAPCU HCO6XOI[I/IM TH.[aTeJ'IBHBIﬁ MOHHUTOPHHI' KOHIICHTPAIUN TAKPOJIUMYCa B KPOBH.
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Hapy1iueHus co cTOpoHBI cepara

Cnyuyaun runepTpoduu >KEIyJAO0uKOB WM THUIEPTPO(UU MEPEeropofoK cepila, O KOTOPBIX
CO00IIanoch Kak O KapJUOMHUOMATHHU, PEIKO, HO HAONIOANMCh Yy MalUeHTOB, MPUHUMABIINX
JIEKapCTBEHHBIE (OPMBI TaKPOJIMMYyCa C HEMEAJCHHBIM BBICBOOOXKICHHEM, a TAaKKE MOTYT
BCTpPEYaThCS y MAMEHTOB, MPUMEHSIONINX KaICyJIbl ¢ TPOJIOHTMPOBAHHBIM BEICBOOOXKIeHHEM. B
OOJBITMHCTBE CiydaeB rumneprpoduss Muokapaa Obuia oOpaTUMOW ©  HabGIOmanach Mpu
KOHILIGHTPAIMSIX TAaKpPOJIUMYyCa B KPOBH, 3HAYUTEIHHO TMPEBBHIINIABIINX pPEKOMEeHAOBaHHBIE. K
OpyruM (GaxKTopam, MOBBIIIAIOIINAM PUCK 3TOTO HEXKETATEIbHOTO SBJICHUS, OTHOCATCS: HAIUYHE
NPEAMECTBYIONIETO 3a00IeBaHuUs CEPAIa, IPUMEHEHHE ITIOKOKOPTHKOCTEPOUIOB, apTeprabHas
TUMEepPTeH3Usl, HapylleHHe (QYHKUMK TMeYeHM U MoYeK, HH(EKIUH, TUIEPBOJIEMHUS, OTEKH.
[TanmenTam, UMEIOIIMM BBICOKHI PUCK U TMONYYaIOIUM WHTEHCUBHYI) UMMYHOCYIPECCHUBHYIO
Tepamnuio, 10 W mocjie TpaHcmnaHTtanmuu (depe3 3 u 9—12 MecsimeB) HEOOXOAUMO MPOBOAUTH
axokapauorpapuyeckuit 1 DKI' koHTposab. Ecnu BBISABISAIOTCS aHOMANUU, CIELyEeT PACCMOTPETh
BOMNPOC O CHMXKEHUU J03bl Npemnapara [Ipumykcun win 3aMeHbl Ha Jpyroil MMMYHOJETPECCAHT.
[Ipenapar Ilpunykcun MoxeT BbI3BaTh yannHeHue uHTepBaia QT u HapylieHue puTMma cepaia
TUNA «IHPYIT» (JIBYHANpaBlIeHHAs BepeTeHOOOpaszHas KelmyaoukoBas Taxukapaus). Cremyer
TaKXXe y/AeJsITh BHUMAaHUE MalMeHTaM ¢ (hakTopaMu pucka yumHeHust naTepBana QT, Brimrodast
NAlMeHTOB C JMU30/JaMu YIIMHeHus uHTepBasa QT B HHIMBUIYaTbHOM WJIM CEMEHHOM
aHaMHe3e, 3aCTOMHON CcepIeYHON HEeAOCTAaTOYHOCThIO, OpaJuapUTMHUSIMH M HapylICHUSIMU
NIEKTPOJIMTHOTO paBHOBecHs. Heobxoqumo co0moaaTh 0CTOPOKHOCTD MPH JICUEHUH MAIMEHTOB
C TPEeAINoaraéMbIM WIN JUATHOCTUPOBAHHBIM BPOXKACHHBIM WM MPHOOPETEHHBIM CHHAPOMOM
yanuHeHHOTo mHTepBana QT, a Takke MalMeHTOB, MONYYAIOUINX NpenapaThl, YUTHHSIONINE
uHTepBan QT, BBI3BIBAIONIME OTKIOHEHUS OT HOPMBI KOHIIEHTPAIMH DIIEKTPOJIUTOB WU
YBEJIMYMBAIOIINE KOHIICHTPAIIMIO TAKPOIUMYca B KpOBHU (cM. pazzen 4.5).

.HI/IMd)OHDOJII/Id)GDaTI/IBHHe 3a00JICBAHUS M 3JI0KAYECTBCHHBIE HOBOOOPA30BaHMS

v MAIUEHTOB, MPUHUMABIIUX TaKpoJIUMYC, OTIHCAHBI cily4au pa3BUTHA
MOCTTPAHCIUIAHTAlMOHHBIX JInMponponudepatuBHbix 3a6oneBanuii (I1TJI3), accormupoBaHHbIX
¢ BupycoM OmnmreitHa-bapp (cm. pazaen 4.8). [Ipu ogHOBpeMEHHOM NMPUMEHEHUH TaKpoJIuMyca
C aHTHIUMQOIUTAPHBIMU AaHTHTENAMU (HAmpuMmep, Aakinu3zymad, Oazmnmmkcumad) puck [1TII3
nosbiiaercs. Coo0IIanock, 4YTo MaUEHThl ¢ OTPUILIATENBHBIM TECTOM Ha KalCHIHBIM aHTUIeH
BHUpyca DniTeHa-bapp oTHocsATCs K rpymnne Beicokoro pucka passutus [1TJI3. CnenoBarenbHo,
B OTOM IpyNIe MAlMEHTOB CEPOJIOTMYECKUN aHAJIW3 Ha HaJIM4Yue KallCUJAHOIO aHTHIEHa BUpyca
OnmrreriHa-bapp cieayer BHIMOIHUTE 10 Havyaa JiedyeHus npenapatoM [puinykcun. B nporecce
JICYCHHs] PEKOMEHAYETCsS NMPOBOAUTH TINATEIbHBIM MOHWUTOPHMHI Ha BUpPyC OmmTenHa-bapp c

nomoInslo nomuMepasnoi nemHon peakiuu (ITLP). ITonoxurensHas TP Ha Bupyc Dmireiina-
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Kak u B cioyyae ¢ JpyrMMH CHJIBHOACWCTBYIOUIMMHU HMMYHOJCNPECCAHTAMHU, PHUCK
BO3HUKHOBEHUS BTOPUUHOIO paKa HEM3BECTEH (CM. pasnen 4.8).

NmmyHOnmenpeccBHas —Tepamus TIOBBIIAET PUCK 3JI0KAYECTBEHHBIX HOBOOOPa30BaHMIA.
PexomeHyeTcst OorpaHU4YUTh BO3AEHCTBHE COJIHEUHOIO CBETA M YIBTPa(UOIETOBOIO U3ITyUYCHMUS,
HOCUTh 3aIlIUTHYIO OJIeXK]Yy, HCIHOJIb30BaTh COJIHIE3AIIUTHBIH KpPEM C BBICOKUM (HhaKTOpOM
3aIIUTHI.

Muadexmn, B TOM 4uciie ONIOPTYHUCTHYECKIE HHDEKITHN

VY nanueHToB, MOMy4YarluX UMMYHOCYIIPECCUBHYO TEPAIUIO, BKIIIOYAsi TAKPOIMMYC, TOBBIILIEH
PHCK ONIOPTYHUCTHUYECKUX MH(pEeKuuid (BBI3BaHHBIX OakTepusMu, rpubamu, BHUPYCaMH,
npocTedmmMn), Takux kak [IMB-undexuus, Hegponarus, accoruuponannas ¢ BK-supycom, a
Takke  accouuupoBaHHas ¢ JC-BupycoM  mporpeccupyomas — MyJbTH(QOKalbHas
nerikodHnedanonaruss  (IIMJI). TlamweHTsl Takke MOABEPralOTCS IOBBIIIICHHOMY PHCKY
UH(QUIMPOBAaHUS BUpycaMH remarurta (Hampumep, peakruBaiuu remnaruta B u C u undexuun
de novo, a takxke rematura E, KOTOpBI MOXET CTaTh XpoHHYECKUM). Takue MH(EKIUH 4acTo
CBSI3aHbI C MIYOOKUM IOJIaBJI€HMEM MMMYHHOIH CHUCTEMBI U MOTYT NPUBOAUTH K TSDKEIBIM HIIU
JeTaJbHBIM HMCXOJaM, BKJIIOYas OTTOP)KEHUE TPaHCIJIAHTaTa, YTO HEOOXOAMMO NPUHUMATh BO
BHUMaHUE NP NpoBeleHNH AuddepeHnnanbHoro Auario3a y naueHToB, MMEIOIUX NPU3HAKU
HapylmeHus (YHKIUM TI€YeHH, I[I0YeK, WJIM HEBPOJIOTMYECKHEe CHUMITOMBI Ha (oHe
UMMYHOCYTIpecCUBHON Tepanuu. [Ipodunaktuka W JeyeHHe IOJDKHBI OCYIIECTBISTHCS B
COOTBETCTBHUH C MPUHATHIMU KJIMHUUECKUMH PEKOMEHAAIMSIMH.

Hed)DOTOKCI/I‘IHO CTb

TakpoauMyc MOXET MPUBECTH KaK K OCTPOMY, TaK M K XPOHHYECKOMY HapyIICHHIO (YHKLIUU
MOYEK y MalMEHTOB C TPAHCIIAaHTALIMEN M3-3a €0 BA30KOHCTPUKTOPHOI'O IEWCTBUS HA TIOYEUHbIE
COCYyJIbl, TOKCHYECKOW TyOyJomaTuu M KaHaJbleBO-UHTEpCTULIMAIBHBIX 3(hdexToB. Octpas
MIOYEYHasl HEJOCTATOYHOCTh MOKET NPUBECTU K IOBBILICHUIO YPOBHS KPEaTMHHHA B CBIBOPOTKE
KPOBH, TUIIEPKATMEMUH, CHUKEHUIO CEKPELIMN MOYEBUHBI M TUIIEPYPUKEMUU M OOBIUHO SIBISIETCS
oOparuMoil. XpoHUYecKasi IOuYeuyHas HEJOCTaTOYHOCTb XapaKTEpU3YeTCsl MpOorpeccupyromen
MOYeyHOW nucyHKIMEH, TMOBBIIIEHHEM YpPOBHS MOUYEBHHBI B KpPOBH M MPOTEHHYpPHEH.
[TatvenTsl ¢ HapymieHHMEM (YHKIUM TOYeK JOJDKHBl HAXOIUTBhCS IMOJ  TIIATeIbHBIM
HaOmofeHneM, YTOOBbl CKOPPEKTHpPOBaTh /103y TaKpOJIMMyca, M MOXET IOTpeOoBaThCs
BPEMEHHOE CHIXEHHME WM OTMeHa. OcTpas moyeyHash HEAOCTAaTOYHOCTh 0€3 aKTHBHOIO

BMECIIATCIbCTBA MOXKET nepeﬁTn B XpPOHHUYCCKYIO MMTOYCYHYIO HEAOCTATOYHOCTD.

11
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(CIEPTHOMY OTYETY

npenapaTaMM  MOXKET MPUBECTH K YCWIEHUIO HeppoTokcuuHoctu. Eciou  Tpebyercs
OJJHOBPEMEHHOE TNPUMEHEHUE TaKpOIUMyca C JPYTUMH HU3BECTHBIMH HE(PPOTOKCHUECKUMU
npenapaTami, ciaeIyeT 4acTo KOHTPOJIMPOBATh (DYHKIIMIO TOYEK M KOHIIEHTPAIMIO TaKpoJIuMyca
B KPOBH, a TaKXe CJIEIYEeT pacCMOTPETh BO3MOXKHOCTh KOPPEKTUPOBKHU J103bI KaK TaKpOJIUMYCa,
TaK W/MJIM COITyTCTBYIOLIMX MPENapaTroB B Hauyaje, Ha MPOTSHKEHUH OJHOBPEMEHHOIO JIEYEHUs U
IIPY [IPEKPALLEHUH TAKUX COIYyTCTBYIOIIUX IPENapaToB.

IlapuuanpHas KpaCHOKICTOYHAS arjia3us

Nmetorcs cooOuieHust o pa3BUTHM MapuuanbHOM KpacHokierouHod armasuu (IIKKA) y
NAlMEHTOB, IPUHUMAIOIIUX TAaKPOIUMYC. Y 3THUX MALUEHTOB ObUIM BBISBICHBI (PAKTOPHI pUCKA
IIKKA, takue kak Hamuuue napBoBupycHoi B19 undekuuu, comyrcrByromero 3a0oieBaHus
WJIM [IPOBEJEHUS COITyTCTBYIOLIEH Tepamnuu, corrpoBokaarouiuxcs passutuem [TKKA.

TpombOornueckass mukpoanruonarusg (TMA) (BKIOYass IeMOJUTHKO-YPEMUUYECKHHN CHHIPOM

(I'YC) 1 TpoMboTHYECKYIO TpoMOoLmToneHnueckyro nypiypy (TIIII))

TpomboTHyecKkue MUKPOAHTHONATHH MOTYT HUMETh MHOro()akTopHyto 3THoJOrHi0. dakrops
pucka TMA, KoTOpbleé MOT'YT BO3HUKaThb y HAlMEHTOB IIOCJIE€ TPAHCIUIAHTALMH, BKIIIOYAIOT,
HampuMep, TsKellble HMH(QEKIUH, peaklMi0 «TpaHCIIaHTaT mpoTuB xo3suHa» (PTIIX),
HECOOTBETCTBHE JieHKonuTapHoro aHturesa dvenoseka (HLA), mcnosnb3oBaHMe MHIMOUTOPOB
KaJbIIMHEBPHHA W HHTHOMTOPOB MHIIEHH pamamMuimHa y wiekonuraommx (MTOR). Dtu
(akTOpbl prCKa MOTYT JHOO MO OTAECIBHOCTH, TUOO B COYETAHUU JIPYT C APYTOM CIIOCOOCTBOBATH
pucky TMA.

OnHOBpeMEHHOE TMPHMEHEHHE TakpoimMmyca u MHruoutopoB MTOR MoXeT MOBBIIATH PUCK
pazButus TMA.

CunnpoM ooparumMoli 3aaueii sanedanonaruu PRES

Hmerorcst cooOmIeHnsT 0 pa3BUTHU CHHApoMa oOpatumoit 3aaHert sHuedanomnatuu (PRES) Ha
dboHe Tepamuu TakpoauMycoM. Ecnu y marnueHTa, TpUHUMAIOMIETO TaKPOIUMYC, TOSBIISIOTCS
CHMIITOMBI, XapaKTepHbIe Ul CHHAPOMa OOpaTUMOil 3a1Hel dHIedaIonaTuu: rojoBHas 00Jb,
NICUXMYECKHE HapyIIeHUs, CyAOpPOTM U 3pHUTENbHBbIE HapyIICHHs, HEOOXOJMMO TPOBECTH
MarHUTHO-PE30HAHCHYI0 ToMmorpaduto. [Ipu MOATBEpk ACHUH TUATHO3a HYKHO OCYIIECTBISTH
a}leKBaTHBIﬁ KOHTPOJIb Haad apTCpUaIbHBIM MOAaBJICHUCM M CyJOoporaMu, a TaKKE HEMCIJICHHO
IPEKPaTUTh CUCTEMHOE BBEIICHUE TaKpoIMMyca. B ciyuae mMpuHSTHS yKa3aHHBIX MeEp JAQHHOE
COCTOSIHHE TTOJTHOCTBIO 00paTHMO y OOJIBIIMHCTBA MAI[EHTOB.

HaDVHIeHI/ISI CO CTOPOHEBI OpraHa 3pCHHUA

vy IMalMCHTOB, IOoJIydaBIINX TAaKpOJINMYC, OITNCaHbl HapylmcHHA 3pC€HHA, nHoraa

porpeccupymomme 10 noTepu 3peHus. Hekotopble ciiydan KynmMpOBAIMCh MOCHE Mepexoaa Ha
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00 M3MEHEHHSIX OCTPOTHI 3PCHHUS, BOCIIPHATHS L[BETA, 3aMyTHCHUSI 3PCHHUS WITH H3MEHEHHS OIS
3peHUs, U B TaKHX CIy4asX PEKOMEHIYEeTCS HEe3aMEUIUTEIBbHO MPOBECTH COOTBETCTBYIOIIECE
o0ceoBaHue 0PTATBLMOIOTOM.

Oco0ble rpyIIIIbI MAIHEHTOB

OnpIT NPUMEHEHHsI HCCIEAYEMOM Tepanuyd OrpaHUYeH y IMAalHUEeHTOB, HE OTHOCSIIMXCA K
€BPOIEONIHOM pace, y MalUEeHTOB C MOBBHIIIEHHBIM HMMYHOJIOTHUYECKUM PUCKOM (HAmpumep, ¢
peTpaHCIIaHTaluEeN, C HAIMYMEM MaHENbHbIX peakTUBHbIX aHTUTEN (ITPA)).

VYV manuMeHToB C TSHKENON TEUYEHOYHOM HEIOCTATOYHOCTHIO MOXKET MOTPeOOBaThCS CHIDKEHUE
10361 (cM. pasaen 4.2).

BcnoMorarenbHbI€ BEllleCTBA

Jlakmosza
Kanicynsl npenapara Ilpunykcun ¢ npojsoHTHpOBaHHBIM BBICBOOOKIECHHEM COJIEPKAT JIAKTO3BI
MoHoruapar. [laumeHtam ¢ peako BCTpeyarolelcs HACIEACTBEHHOM HENEPEeHOCHUMOCTBIO
rajakTo3bl, Ne(UIMUTOM JaKTa3bl JIOMapeld WM TIIOKO30-TaTaKTO3HOH MalbabcopOuueil He
clleyeT IPUHKUMATh 3TOT IIpernapar.
A3okpacumenu
[Ipenapar Ilpunykcua, 0,5 mr, 1 Mr, Karcyiabl ¢ THPOJOHTHMPOBAHHBIM BBICBOOOXKIICHUEM,
comepkuT Kpacutensb conaeunsiii 3akat FCF-FD&C Yellow 6 (E110), koTopslii MOKET BBI3BIBAThH
aJUIEprU4eCKUe PeakiiH.
[Ipenapar Ilpunykcua, 5 Mr, Karcyiabl ¢ TMPOJOHTHPOBAHHBIM BBICBOOOXICHHEM, CONEPIKUT
Kkpacuteinb a30pyouH (E121), koTopblil MOXKET BbI3bIBAThH a/NIEPTUUECKUE PEAKIIIH.

eTu
He pexomennyercsi npumeHnenue npenapara [Ipunykeun y nereid miaamie 18 jeT Bcienctsue
OTCYTCTBHUS JIaHHBIX O Oe3omacHOCTH W 3(PPEeKTHBHOCTH TPUMEHEHMs Mpernapara B JaHHON
BO3pACTHOM rpymnrie.
4.5. B3auMmopneiicTBHe ¢ JPYrMMH JIeKAPCTBEHHBLIMHU MpenaparaMu W JApyrue BH/bI
B3aMMO1eHCTBUA
TakponuMmyc, HaxOJSIIMHCS B CHCTEMHOM KpPOBOTOKE, META0OIM3HPYETCsl TEYCHOYHBIM
mutoxpoMoM CYP3A4. Ilpu mnepopaidbHOM TMpHEME TaKpPOJIUMYC TakKKe IOJBEPraeTcs
MeTabonu3my B cucteme kumedHoro nmuroxpoma CYP3A4. OnHoBpeMEeHHBIN MMPUEM MPErapaToB
WM JICKAPCTBEHHBIX TPaB C YCTAHOBJICHHBIM WHTHOUPYIOIIUM WU UHIYIHPYIOIIUM JIeHCTBUEM
Ha CYP3A4 moXeT COOTBETCTBEHHO MOBBICUTH WJIM MOHU3UTH KOHIIEHTPAIMU TaKpOJIUMYycCa B

KPOBH.
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NPUMEHEHWH C TpernapaTraMu, CIOCOOHBIMH MeHATh akTUBHOCTE CYP3A4 wunm oxaspiBaTh
opyroe BiHsHHE Ha (AapMaKOKUHETHKY TaKpOJIUMYyCa, PEKOMEHIYeTCsS KOHTPOJIUPOBATH
KOHIICHTPALIMIO TAKPOJIUMYca B KPOBH, a TaKXke JIUTENbHOCTh uHTepBasia QT (mpu npoBeneHuun
anekrpokapauorpadum (3KI')) u, mpu HEOOXOAMMOCTH, CKOPPEKTHPOBATh 03y WM OTMCHHTH
npenapar [Ipmiykcua. Taxxke ciemyer odpamiare BHUMaHUE HAa (PyHKIHUIO MTOYEK U BO3MOXKHbBIE
no6ounble 3¢ dexTs (cM. pazaenst 4.2 u 4.4).

HNarnoutopsl CYP3A4, noreHUMAIbHO NPUBOMAIINE K TOBBIIMICHHWIO YVPOBHSA TAaKPOJIUMYCA B

KpOBU

Ha ocHOBaHMM KJIIMHHUYECKOTO OIBITA OBLIO YCTAHOBIIEHO, YTO KOHLEHTPALMIO TaKpOJIUMyca B
KpPOBM MOT'YT CYLIECTBEHHO IIOBBILIATH CJIEIYIOIINE JIEKapCTBEHHBIE CPENCTBA!
OPOTUBOTPHOKOBBIE CpPEACTBAa (KETOKOHA30J, (DIyKOHA30J, HWTPAKOHA30J, BOPUKOHA30I U
M3aBYyKOHA30J1), MAKPOJIUIHbIE AaHTUOMOTUKU (3PUTPOMHUIMH U KIAPUTPOMMIIMH), UHTUOUTOPHI
nporeazsl BUY (puroHaBup, HeapuHABUp, CAKBUHABHP) WJIM MHTUOMTOPHI MpOTEa3bl BHpyca
renatuta C (Hanmpumep, TeaanpeBup, 6onenpeBup, KOMOMHAIUSA OMOUTACBUPA U MTAPUTATIPEBUPA
C PUTOHABHPOM, IIPUMEHsIeMasi BMecTe ¢ jacadyBupoM win 6e3 Hero), antu-LIMB npenaparom
JETEPMOBHPOM,  ycwinuTeneM  (PapMakOKMHETHMKH  KOOWIIMCTATOM W HMHTHOMTOpaMu
TUPO3UHKUHA3bl HMUJIOTMHMOOM M uUMaTuHMOOM. IIpu HazHaueHMM »53TUX HpenaparoB ¢
TAaKpPOJIMMYCOM MOXET MOTPeOOBAaThCs CHUKEHUE JI03 TaKpOJIMMYyca MOYTH y BCEX MAIMEHTOB.
DapMaKOKMHETUUECKHE MCCIIEN0BAaHUS [10KA3aJIi, YTO OBBIIIEHNE KOHLEHTPALMH TaKpPOJIUMYCa
B KPOBH B OCHOBHOM SIBIJIIETCSI PE3YJIBTATOM YBEIHUYEHHSI OMONOCTYHMHOCTH TaKpOJIMMyca HpU
NepOpaibHOM MpUEME BCIEIACTBHE WHIMOMPOBaHUS MeETa0oMu3Ma B KETyJOYHO-KUIIEYHOM
TpakTe. BinsHue Ha Ne4yeHOUHBIN KIMPEHC MEHEE BBIPaKEHO.

beicTpoe NOBBIIEHHE KOHLEHTPALMU TaKpOJIUMyCa MOXKET IPOUCXOAUTh IPU COBMECTHOM
npuMmeHennn ¢ uHruoutopamu CYP3A4. Coobmanoce o ciayyasix, KOIza pe3Koe IOBBIINICHNE
KOHILIEHTpAllMM TaKpoJIMMyca IPOUCXOAMIIO OueHb ObICTpO, yke B TeueHue 1-3 aHeil mocie
COBMECTHOTO IPUMEHEHUS ¢ CHIIbHBIM HHTHOUTOpOoM CYP3 A4 KimapuTpOMHIIMHOM, HECMOTPS Ha
HEMENJIEHHOE CHWKEHHME J103bl Takpoiaumyca. [loaTomy Ha paHHEH cTaguu, B TEUEHUE MEPBBIX
HECKOJbKUX JIHEH COBMECTHOIO IIPUMEHEHHS, HACTOSTEIIbHO PEKOMEHIYETCS 4YacTbld
HENPEPHIBHBI MOHUTOPUHT KOHLIEHTPAIIMH TAKPOJIUMYyCa B KPOBH, a TaK)K€ KOHTPOJIb ITOYEUHOMN
byaknuu u OKID (mns cBoeBpemeHHoro ymnuHeHus uHTepBania QT), a Takke TIIareabHOE
HaOII0ZICHNE Ha IPEAMET Pa3BUTHUS IPYTHX MOOOUHBIX 3((EKTOB.

MeHee BbIpa)XEHHOE JIEKAPCTBEHHOE B3aMMOAECUCTBHE HAOIIONAIOCh NPU OJHOBPEMEHHOM
NPUMEHEHNUHU TaKpoJIMMyca ¢ KIOTPUMA30JIOM, JXKO3aMHUIIMHOM, HUGEAUITUHOM, HUKAPIUITMHOM,

JAUITHAa3€MOM, BCpallaMUIIOM, aMHOOAPOHOM, AAHA30JIOM, 3THHUWIDCTPAAWOJIOM, OMCIIPA30JI0M,
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

9KCTPAKTHI JINMOHHHKA KJIMHOBHIHOMBUILHUKOBOTO (Schisandra sphenanthera).

B wuccenoBanusax in Vitro 0110 MOKa3aHO, YTO MOTCHIIMATBHBIMA HHIHOUTOPAMH MeTaboIn3Ma
TAKpOJIMMYCa SIBIISIOTCS CIECAYIOIINE BEIECTBA: OPOMOKPUIITHH, KOPTHU30H, JAllCOH, 3PrOTaMHH,
T€CTOJICH, JIMJOKaWH, Me()EHWTOMH, MHUKOHA30J, MHAA30JIaM, HHUJIBAIUIHNH, HOPAITHUCTEPOH,
XUHUJUH, TAMOKCH(EH, (TpUaEeTHI) OJICAaHIOMUIIMH. PekoMeHIyeTcss u30erarh yrnoTpeoaeHus
IpelnQpyTOBOro Coka B CBS3M C BO3MOKHOCTBIO IOBBILICHUS KOHIEHTPAILMU TaKpoJIMMyca B
kpoBu.  JlaHcompasonm W [MKIOCHOPUH  MOTYT  TOTCHLUMAJIbHO  HMHTHOMPOBAThH
CYP3A4-onocpenoBanHblii MeTabOIM3M TaKpOJIMMYyCa M TIOBBIIIATH €r0 KOHICHTPAIHIO B
KPOBH.

Jpyrue B3aMMOJACHCTBHS, ITOTEHIMAIBHO MPUBOSIIINE K MOBELIIICHUIO YPOBHS TaKpOJIHMMyca B

KpOBU

TakposMyc aKTHBHO CBSI3bIBaeTCs ¢ OeIkaMu mia3Mbl KpoBU. ClieqyeT yYUThIBaTh BOSMOXKHOE
KOHKYpPEHTHOE B3aUMOJAEHCTBUE TAKPOJIUMYCa C JIEKAPCTBEHHBIMU NpernaparaMu, 00JalalouMu
BBICOKUM CpOACTBOM K Oe€iKaM Ijia3Mbl KPOBU (HECTEpOMJHBbIE MPOTHBOBOCHAIUTEIIBHBIC
Ipenaparbl, MepopajbHble AHTHKOATYJSHTBI, NEPOPAJIbHbIE TUIOINIMKEMUYECKUE CPEACTBA).
Jpyrue noTeHIalbHble B3aUMOAECUCTBUSA, KOTOPbIE MOTYT YBEJIUUYUTh CUCTEMHYIO SKCIIO3ULIUIO
TAaKpPOJIMMYCa, BKIIOYAIOT B3aUMOJAEHUCTBHS C MPOKUHETHKAMU (TAaKUMHU KaK METOKJIONpaMUI U
LU3aMpyul), LIUMETHIMHOM U aJTFOMUHUS/MarHusi THAPOKCUIOM.

Kannabuauon (uarubutop P-gp): coobmanock O MOBBILIEHHMM KOHLUEHTPAIMM TaKpOJIUMyca B
KPOBU TPU OJAHOBPEMEHHOM NPHUMEHEHUH TAaKpPOIMMyca ¢ KaHHAOHAHUOJIOM. DTO MOXKET OBITh
CBSI3aHO C MHTMOMpPOBaHUEM P-TIIMKONpOTENHA B KUIIEYHUKE, KOTOPOE MPUBOIUT K MOBBILICHUIO
O6uonoctynHocTH Takposumyca. HeoOxoaumMo coOionaTb OCTOPOXKHOCTh MPU OAHOBPEMEHHOM
NPUMEHEHUH TaKpOJMMyca M KaHHAOMAMONA M TIIATEIbHO KOHTPOJIMPOBATH HEXKEIaTeNIbHBIC
peakuuu. Creayer KOHTPOJIMPOBAaTh MHUHHMAJIbHYIO KOHLIEHTPALMIO TaKpoOJUMyca B LIEIbHOU
KPOBH U TIPH HEOOXOMMOCTH KOPPEKTHPOBATh 103y TaKpoiauMyca (cM. pazaenst 4.2 u 4.4).

NHIyKTOpEI CYP3A4, HNOTCHIHAJIBHO ITPUBOAANINEC K CHMYKCHHUIO YPOBHA TAKPOJINMYCAa B KPOBH

Ha ocHOBaHMM KJIMHHYECKOTO OIBITa OBLIO YCTaHOBJIEHO, YTO KOHIIEHTPALMIO TaKpOJIMUMYycCa B
KPOBH MOTYT CYHIECTBEHHO CHIKATh CIEIYIOIIME JIEKApCTBEHHBIE CPEACTBA: PH(AMITUIIH,
¢benuTonH, 3BepoOoil mpoxeipsBaeHHbd (Hypericum perforatum). Ilpu ux omHOBpEeMEHHOM
IPUMEHEHUU C TaKpOJIMMYCOM MOXET MOTpeOOBaThcsl yBenUueHHe 1103 npemnapata [Ipuinykcun
IOYTH y Bcex mnanuMeHToB. KiMHWYeckH 3HaYMMble B3aUMOJEHCTBHS HAOMIONANINCh C
denobapouTanom. ITIOKOKOPTUKOCTEPOUIBI B MOINEPKUBAIOIINX J/103aX OOBIYHO CHIDKAIOT

KOHIIEHTPALINIO TAKPOJIUMYCa B KPOBH.
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OCTPOTO OTTOP>KEHHUS, MOTYT YBEJIMYHMBATh WM YMEHbUIATh KOHIIEHTPAIUIO TaKpojluMmMyca B
kpoBu. KapOamazenuH, METaMU30]l HaTpUs, U30HUA3UI U (PIYKIOKCAIUIIUH MOTYT CHHXKATh
KOHLIEHTPALMIO TAKPOJIMMYCa B KPOBH.

I[DVFI/IG BSaHMOHGﬁCTBHﬂ, HNOTCHIIMAJIbHO TIPUBOAAINNEC K CHHKCHHIO YVPOBHS TAaKpPOJIMMYCa B

KpOBHU

bbulo mokazaHo, YTO Kacmo(yHI'MH CHIJKAeT YPOBEHb TAaKpOJUMyca B KpoBH. MexaHU3M
B3aMMOJECUCTBUA HE TOATBEPXACH. PexkoMeHOyeTcss KOHTPOJIMpPOBAaTh  KOHILIEHTPALUIO
TaKpoJIMMYyca B KPOBU U, TP HEOOXOIUMOCTH, CKOPPEKTUPOBATH J103Y.

BansHMe MPOTHBOBUPYCHBIX MPEIapaToB IPSIMOIro ASHCTBUS

Ha ¢dapmakokuHeTuKky TakpoinuMmyca MOTYT BIUATh W3MEHEHUs (YHKIUU TEYEHH BO BpeMs
Tepanuy MPOTUBOBUPYCHBIMH TIperiapaTaMy MPsSMOTO JACHCTBHS B CBSI3U C IUMUHAIIMCH BUpyca
rematuta C. TpeOyercs TIIATCIBHBI MOHUTOPHHT ¥, BO3MOXKHO, KOPPEKTHPOBKA O3B
Takponumyca st obecrnieueHus 3GPEKTUBHOCTH U OE30ITACHOCTH TEPAITHH.

Bausnue Takponumyca Ha METa00JIN3M APYTUX JEKAPCTBCHHBIX CPCACTB

Takponumyc uarudupyer CYP3A4 u npu oJHOBPEMEHHOM MPUEME MOXKET OKa3aTh BIMSHHE HA
npenaparbl, MeTtabonusupyronecs B cucteme CYP3A4. [Ilepuon  mosryBbIBEACHUS
[UKJIOCTIOPUHA TPU OJHOBPEMEHHOM IPUMEHEHHH C TaKpOJIMMYCOM yBenuuyuBaeTcs. Takke
MOTYT HaOMIOJAThCsl CHUHEPrUYecKue/aaauThuBHbIe HedpoTokcudeckue dpdexter. [lorTomy
ciefyer u30erarb OJHOBPEMEHHOIO MPUMEHEHHMs IUKJIOCHOPHMHA M TaKpoJIMMyca. a TaKxke
COOJTIOIaTh OCTOPOXKHOCTD IMPH JICYUCHHH TAKPOIMMYCOM IAallMEHTOB, KOTOPbIE paHee MOoIydalln
UKJIOCTIOPHH (CcM. pasaensl 4.2 u 4.4).

TaxponuMyc MOBBIIIaeT KOHIEHTPALNIO (PEHUTONHA B KPOBH.

Tak Kak TakKpOIUMYC MOXET CHIDKaTh KJIMPEHC TOPMOHAIBHBIX KOHTPAIIETITUBOB, BaKHO
COOJTIOIaTh OCTOPOXKHOCTH TPU BBIOOPE CPECTB KOHTPALICTIIIUH.

JlaHHBIE O B3aWMOJEWCTBUM TaKpOJIMMyca CO CTaTHHAMH OTpaHW4eHbl. KimHudeckue
HAOIONEHUsT TO3BOJSIOT CJAeNaTh BBIBOA O TOM, YTO TMPH OJAHOBPEMEHHOM TIIpUeMe C
TaKpOIUMYyCcOM (papMaKOKHHETHKA CTATHHOB HE MEHSETCSI.

DKCNepuMEHTaIbHBIE MUCCIIEIOBAHNS HA JKUBOTHBIX TOKA3aJM, YTO TAKPOJIMMYC MOTEHIIMAIBHO
CIOCOOEH CHU3UTD KIMPEHC U YBEJIIMYUThH NEPHOJ MOTyBbIBEIEHUS IEHTOOapOuTaia u peHa3oHa.
Muxkoghenonosas kucroma

[Ipy KOMOMHHMpPOBAaHHOM Tepamuu CIEAyeT NPOSBIATH OCTOPOXKHOCTH MpPU  3aMEHe
[IUKJIOCTIOPHHA, KOTOPBIA HapymIaeT KHUIIEYHO-TIEUCHOYHYIO PEUUPKYISIUI0 MHUKO(EHOIOBOM
KHCJIOTHI, Ha TaKpPOJIMMYC, KOTOPBI HEe O00JamaeT TakuM JEeHCTBHEM, TaK Kak 3TO MOXKET

INpUBECTU K MU3MCHCHHIO YPOBHA CHCTEMHOIO BO3,I[€I>'ICTBH$I MHKO(i)GHOJ'IOBOfI KHCJIOTHI.
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MOTYT CHMXKaTh KOHIICHTpPALMIO B IUIa3Me KpOBU M 3(PPeKTUBHOCTH 3TOro mnpemnapara. [lpu
nepexo/ie ¢ IUKIOCIOPUHA HAa TaKPOIMMYC M HAO0OOPOT MOXKET BO3HUKHYTH HEOOXOIUMOCTHh
MOHHUTOPHHIa KOHLIEHTPAIIMH MUKO()EHOIOBOM KUCIOTHI B KPOBH.

Jlpyrue B3auMOIEHCTBUS, OPUBOJSIINE K HEOIArONPUITHBIM KIMHHYECKAM dddexTam

OpnHOBpeMEeHHOE NMPUMEHEHHE TaKpOJIMMYyca C JIEKApCTBEHHBIMU MpernaparaMu, 00JaJ1aioiuMu
Heppo- U HEHPOTOKCHYHOCTHIO (HAampuMep, aMHHOIIMKO3M[bl, WHTUOUTOPBHI T'Hpa3bl,
BaHKOMUIIMH,  KO-TPUMOKCA30J, HECTEPOUAHBIE  IPOTUBOBOCHAIUTENBHBIE  IpENaparsl,
TaHIIUKIIOBUP, AIIUKIIOBUP) MOXKET CIIOCOOCTBOBATh YCUJICHUIO HEOIAronpusaTHHIX 3P EKTOB.

B pesynbrare coBMECTHOrO NMpUMEHEHHs Takpoiumyca ¢ amdorepunnHoM B u ubynpodenom
HaOII0AaI0Ch yCUIICHUE HEPPOTOKCUYHOCTH.

Tak Kak TakpoJIMMyC MOXKET CHOCOOCTBOBATH PAa3BUTHIO WM YCWIEHUIO TUIEPKAJINEMUH,
cienyer u3zberaTtb NMPUMEHEHUS BBICOKHX J103 Kajusl WM KanuiicOeperaroumx IUypeTHKOB
(amunopuz, TPUAMTEPEH, CIIUPOHOIIAKTOH) U JAPYTUX CPEACTB, MOBBIIIAIONIUX YPOBEHb Kajus B
CBIBOPOTKE, TaKUX KaK TPUMETONPUM M KO-TPUMOKCA30J] (TPUMETONPUM/CYab(haMeTOKCca30I)
(cMm. paznen 4.4). [Ipu coBMecTHOM npueme TpeOyeTcs TIaTeabHbli MOHUTOPUHI YPOBHSI KaJIHs
B CBIBOPOTKE KPOBH.

HMMMmyHOzAenpeccaHThl MOTYT U3MEHSTh PEAaKIUI0 OpraHM3Ma Ha BaKIMHALIMIO: BaKIMHAIUS B
Nepuos JICYEHHUs] TaKpOJIUMyCOM MOXeT ObiThb MeHee 3(pdextuBHON. Cremyer uzberarb

MPUMEHEHUS KUBBIX OCIA0ICHHBIX BaKIMH (CM. pasnen 4.4).

4.6. @epTUIBLHOCTb, 0ePeMEHHOCTD M JIAKTALMA

bepeMeHHOCTD

Pe3ynbrarbl JOKIMHMYECKUMX M KIMHUYECKUX HCCIEOBAHMM IMOKAa3bIBAIOT, YTO TaKPOJIUMYC
MOXET TPOHUKaTh uepe3 IuianeHty. OThenpHble TaHHbIE O NPUMEHEHUH TaKpolnMyca Yy
TPAHCIUTAHTHPOBAHHBIX TAIMEHTOB CBHJETEIHCTBYIOT 00 OTCYTCTBHH OoOJiee BBICOKOTO pPHCKa
HE)KeJIaTeNbHBIX PEaKLUUi W HEraTMBHOIO BIIMSHUS Ha TEYEHHE M HMCXOJbl OEpEMEHHOCTH IO
CPaBHEHHIO C JIPyTUMHU UMMYHoOJenpeccaHTaMu. VIMeroTcst COOOIIeHNsI O CITIOHTaHHBIX abopTax.
Jlpyrue 3HauMMBbIe SIUAEMUOJIOTHYECKHE JaHHBIE 10 JaHHOMY BOIPOCY OTCYTCTBYIOT.
Takponumyc B mepros; OEpEeMEHHOCTH MOXKHO TMPHUHHUMATh TOJIBKO B CITydae OTCYTCTBHUS Oolee
0e30macHOll albTepHATUBBl U TOJBKO B TEX CIyyasX, KOIJa MOJydeHHas MoJb3a OT JIEYEHUs
OTIpaB/IbIBAET NOTEHIMATIBHBIN PUCK Ui M0 (T.K. 6€30MaCHOCTh MPUMEHEHHUS TAaKPOIUMyca Yy
OEepeMEHHBIX JKEHIIUH B JOCTATOYHOW CTeNeHH He YycraHoBieHa). C MeNbl0 BBISBICHUS
MOTEHIIMATBHBIX HEXeNATeIbHBIX pPEaKIUui TaKpoIMMyca PEKOMEHAYeTCS KOHTPOIUPOBATH

COCTOSAHHUC HOBOPOXACHHBIX, MATCPHU KOTOPBIX BO BPCMA 6epeMeHHOCTI/I IMpUHHUMAJIN
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COOTBETCTBYET IKCNEPTHOMY OTYETY
ot 19.03.2026 N= 5691

TakpoIUMyC (B YaCTHOCTH, OOpaTUTh BHUMAaHHE Ha '@Qé&%'@ﬂﬁ%&" '%LIst'erlenl’l 'IDII/ICK

Ao

NpEeKIeBPEMEHHBIX poJioB (< 37 Henenb) (dactora 66 cimydaeB Ha 123 HOBOPOXKIIEHHBIX, 53,7%).
Opnnako, OONBIIMHCTBO HOBOPOXKIEHHBIX UMEIHN HOPMAIbHYIO MacCy Tela MPU POXKIACHUH JIJIsl KX
TeCTAIlMOHHOTO BO3PAacTa, a TAKKe PUCK THIEPKATUEMUN HOBOPOXKIECHHBIX (YacToTa 8 ciiydaeB
Ha 111 HOBOpOXIIEHHBIX, 7,2%), KOTOpas B OCJIEIYIONIEM pa3peliaiach CIIOHTAHHO.

VY KpBIC U KPOJIMKOB TAKPOJIUMYC OKa3bIBaJI SMOPUOTOKCHYECKOE U (ETOTOKCUYECKOE NEHCTBIE B
J03aX, KOTOPBIE OBLIIM TOKCUYHBI JIJIsl MATEPUHCKOTO OpraHusMa (cMm. paszaen 5.3).

JlakTramus

PGSYJ'IBTaTBI KIIMHUYCCKUX I/ICCHG}IOBaHI/II\/’I IMOKAa3bIBAIOT, YTO TAKPOJIMMYC IMPOHUKACT B I'PyAHOC
MOJIOKO. Tak Kak MCKIIIOYUTH HEOIAaronpusaTHOE BO3ACHCTBIE TAKPOIMMYCa Ha HOBOPOXKICHHOTO
HE TMPEACTABISACTCS BO3MOKHBIM, KEHIIUHAM, IPUHUMAIOIINM TaKpOIUMYC, CIeIyeT MPEKPATUTh
IpyIHOE BCKapMIIMBaHUE.

DdepTIbHOCTE

HpI/I IMPOBEACHHUHU OJOKIMHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ Ha KpbICAX OTMCYAJIOCh OTPHULATCIBHOC
BJIMAHUC TAaKpOJIMMYyCa Ha (bepTI/IJ'IBHOCTL Yy €aMIOB, YTO BbIPpAKaJIOChb B YMCHBIICHUU YHUCJIA U

MOJIBIXKHOCTHU CIIEPMATO30MI0B (CM. pazaen 5.3).

4.7. BumnsiHMe Ha CIOCOOHOCTH YNPABJIATH TPAHCHOPTHBLIMHM CpPeACTBAMHM M PadoTarh ¢
MeXaHHU3MaMu

TakpoauMyc MOXXET BBI3BIBATH 3pPUTEJIbHbIE U HEBPOJIOTHYECKHE paccTpoicTBa. ITOT 3 dekrt
YCWJINBAETCS, €CJIM TAKPOJIUMYC IPUHUMAIOT B COUETaHUU C aJIkorojeM. MccnenoBanuil BIusHus
TaKpoJluMyca Ha CIOCOOHOCTh YIPaBISATh TPAHCIOPTHBIMU CpEACTBAaMU M paboTaTh ¢
MeXaHU3MaMu He MpoBoaMiIochk. [Ipu ympaBneHMM TpaHCIOPTHBIMH CPEICTBAMU M paboTe ¢

MOTCHIMAJIbHO OIMMACHBIMU MCXaHU3MAaMU CIICAYCT CO6J'IIOI[aTL OCTOPOXKXHOCTD.

4.8. HexenareabHble peaKkUH

Pesrome npodmisa 6e30macHOCTH

B cBs3u ¢ 0COOEHHOCTAMH OCHOBHOTO 3a00JI€BaHUS M OOJBIINM KOJIMYECTBOM JIEKAPCTBEHHBIX
npenapaToB, MPUMEHIEMbIX OJHOBPEMEHHO MOCIE TPAaHCIUIAHTALUH, MPO(UIb HeXeTaTeTbHbIX
peakuuii UMMYHO/IETIPECCAHTOB TOYHO YCTAHOBUTH CIIOXKHO.

Haubonee vacteie HexenaTelbHble peakuuu (BcTpeuatomuecs y > 10% mnaiueHToB): Tpemop,
MoYeyHasi HEeJOCTaTOYHOCTh, THMEPITIMKEMHUs], CaXapHbld nuabeT, runepkanuemMusi, HHQEKINH,

TUIEPTOHUS U OECCOHHUIIA.
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TabmuaHoE pE3IOME HEXKEIIATSAbHEIX PEaKITHM

ot 13.03.2026 N= 5691

(NOCNEQCBATENEHOCTE 0003)

Hexxenarenpabie p€akuu MpEACTAaBICHBI B COOTBECTCTBHU C IMOPAXXCHHUEM OpPraHOB U CUCTEM

OpTraHOB B MOCICAOBATCIBHOCTU MCAUIIUHCKOTO CJIOBAps HOpMaTHBHO'HpaBOBOﬁ ACATCIIbHOCTHU

(MedDRA). Yactora BO3HUKHOBEHHS paclpenessjach B COOTBETCTBHE CO CIIEAYIOIIUMHU

KaTeropusiMu: o4eHb yacto (> 1/10); wacto (> 1/100, vo < 1/10); meuacto (> 1/1000, Ho < 1/100);

pexako (> 1/10000, vo < 1/1000); ouens peako (< 1/10000); gactoTa HeH3BECTHA (Ha OCHOBAHUH

HUMCIOIMNXCA  JaHHBIX

OLIEHUTh HEBO3MOXHO). BHyTpM Kaxm0il 4YacTOTHON Tpymnmbl

HCIKCJIATCIILHBIC ABJICHUSA NPCACTABJICHBI B IIOPAAKC y6BIBaHI/ISI CCPbC3HOCTH.

CucremMHO-OpraHHbIi

KJacc

HexenareabHble pe€aknuu Yacrora

WNudexuynn v naBa3zun

Ha ¢one Ttepamuum  TakpoauMycoM, Kak M JPYTUMH
UMMYHOJICTIDECCAHTAMH,  IOBBIIIACTCS  PUCK  JIOKAJIBHBIX U
FeHEepaIN30BAHHbIX HH(MEKIHOHHBIX 3a00JjeBaHUi (BUPYCHBIX,
OaxkTepuaIbHbIX, TPUOKOBBIX, MIPOTO30MHBIX). MOXKET yXYyAIIUTHCS
TEUeHHE paHee IUAarHOCTUPOBAHHBIX MH(EKIIMOHHBIX 3a00JI€BaHUH.
Cnyuan [IMB-undexuii, Heppomaruu, acconuupoBannoii ¢ BK-
BUPYCOM, a TaKXe MpOrpeccUpyromel  MyJIbTH(POKaIbHON
nerikodHnepanonarun ([IMJI), accoruupoBanHoit ¢ JC-Bupycom,

HaOII0AaTUCh HAa (JOHE UIMMYHOCYTIPECCUBHOM TepanuH.

JloOpokauecTBEeHHBIE,
37I0KQueCTBEHHBIC
HEYTOUYHEHHBIC
HOBOOOpa30BaHUS
(BKITFOUAst KHUCTBI

MIOJTUTIBI)

[ManmeHThI, NOMyYaIOIINe IMMYHOCYTIPECCUBHYIO TEPAITUIO, UMEIOT
OoJiee BHICOKMIT PUCK BOBHUKHOBCHHUS 3JI0KQYECTBEHHBIX OITYXOJICH.
[lpy npUMEHEHHH TaKpOIMMyCa OTMEYEHO BO3HMKHOBEHHE Kak
J0OpPOKaUECTBEHHBIX, TaK U 3JI0KAY€CTBEHHBIX HOBOOOPA30BaHUIA, B
ToM uucie BUpyc JmiuteiiHa-bapp (EBV) — accommmpoBaHHBIX

aumdonponudepaTuBHBIX 3a00JI€BaHUIN U paKa KOXKH.

Hapyenus co cropoHsl
KPOBHU M TUM(aTHIECKOU

CHCTCMBI

AHemus, TpoMmOomUTONEHUs,  JeikorneHus, | Yacto
OTKJIOHCHUS B aHaImn3e SPUTPOIIUTOB,

JIEUKOIIUTO3.

KoarynonaTHH, IIAaHIIUTOIICHMU A, HeﬁTpOHeHI/IH, Heuacto
OTKJIOHCHHA B IIOKa3aTCJIAX KOaAryJorpaMMbl,

TpOM6OTI/I‘I€CKaH MHKPOAHTHOIIaTUs.

TpomboTuyeckast TpoMOoIMTOIeHNIeckas | Peako

nypIypa, THIONPOTPOMOUHEMHUSI.

HapI_[I/IaJ'ILHa}I KpaCHOKJICTOYHAA arjas3uys, YactoTta

arpaHyJIoOuTO3, IrE€MOJIMTHYCCKasa aHCMMUA, | HCU3BCCTHA
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 19.03.2026 N= 5691
CHCTeMHO0-0pranmbIii (HOCHEQOBATENEROCTE 0003)
HexesareabHble peakul Yacrora
KJ1ace
(beOpuabHast HEUTPOTICHUS.
Hapymenust co cropoHsl|Y  MHalMEeHTOB, NPUHHMABIIUX TaKpOJIUMYyC, HaOIOqanuch
MMMYHHOM CUCTEMBI ajiepruyeckre U aHaQpuiIakTHYeCKUue peaKiiim.
OHJIOKpUHHBIE I'upcyTusm. Penxo
HapyIlIeHUs
Hapymenust metabonusma | CaxapHslid naoer, runeprkemus, | O4eHb 4acTo
Y IUTaHUsA TUIIEPKATUEMUSI.
Metabonuuecknii  anuao03,  AIEKTPOIUTHBIE | YacTo
HapyIlIeHUs, TUIOHATPUEMHUS], THIIEPBOJIEMUS,
TUIIEPYPUKEMUS], TUIIOMAarHUEMHUS],
TUINIOKAJIUEMUs, TUIOKAJIbLIUEMUs, CHUKEHUE
anneTura, TUIEPXO0JIECTEPUHEMUSI,
TUTIEPIIATIAIEMUS, TUNEPTPUTITUIIEPUACMHUS,
runogocdareMus.
O06e3BoXXHBaHHE, runomukemus, | Heuacto

TUTONIpoTenHeMUs, runiepdocdareMust.

[Icuxnyeckue HapyIeHUS

becconnuna. Ouenb yacTo
CryTaHHOCTh CO3HaHMS W Je30pueHTauus, | Yacto
JIeTpeccusi,  TPEBOXHOCTb,  TaJUIIOLIMHALNH,

NICUXUYECKHE  pacCTPONCTBA,  IOJABIECHHOE

HacTpoeHue, adQeKTuBHbIE  PacCTPONCTBA,

HOYHBIE KOLIIMAapBHI.

[Icuxornyeckue paccTponcTBa. Heuacto

Hapymennust co cTopoHbI

HepBHOﬁ CHUCTCMBbI

TonoBHas 60716, TpEMOD.

OueH”p 4acTo

PaccTpoiicTBa HEpPBHOW CHCTEMBI, CYIOpPOTH,

HapyIICHUS CO3HaHMI, nepugepudeckue
HelponaTuy, TOJIOBOKPYXKEHHE, MapecTe3ud u

JAU3CCTC3MHU, HAPYIICHUC MU CbMa.

Yacto

Ounedanonarus, KPOBOU3ITHSHUS B
LEHTPaJIbHOW HEPBHOW CHCTEME U HapyIIEHUs
MO3TrOBOI0 KpOBOOOpAIIEHHsI, KOMa, HAPYILIEHUS

peur M apTUKYJSINUM, [apaJid W Iapes,

Heuacto
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 19.03.2026 N= 5631

— I.'_']_I,-:_”__‘l::'_ .;'l-l_l_| .III:F:I:F'F_ lri:l-l-':.l
CHCTEMHO-OPTraHHbII A TERWVEA TENPIVA- 1B VUV,
HexesareabHble peakul Yacrora
KJ1ace
aMHE3H.
[IoBbIIIEHNE MBIIIEYHOTO TOHYCA. Penxo
MuacteHusl. OueHb pesKko

CunzapoMm 3aaneidt obparumoii sHuedanonaruu |Yacrora

(PRES). HEU3BECTHA

Hapymienus co croponsl | Hapymienuss 3peHusi, HeEUeTKOCTb  3peHusd, | Yacto

oprasa 3peHust CBETOOOSI3Hb.
Karapakra. Hegacto
Crenora. Penko
Heiiponarus 3puTenbHOIO HEpBa. Yacrora
HEHU3BECTHA
Hapymenus co croponst | 11lym (3BoH) B y1ax. Yacto
Oprasa ciyxa u CHuxeHus ciyxa. Heuacto
paBHOBECHS HelipocencopHas TyroyXocrTs. Penko
Hapymienus cinyxa. Ouenb penko

Hapymenus co croponsl | Miemuyeckue  KOpOHAapHBIE — paccTpoicTBa, | Yacto

cepaua TaxuKapIus.

CepneuyHast HeAOCTAaTOYHOCTh, JKeyyao4ukoBble | Hedacto
ApPUTMUH u OCTaHOBKa cepaua,
CYIIPaBEHTPUKYJISIPHBIE apUTMHH,
KapJUOMHOMNATUH, TUNEPTPOPUS KETyI0UYKOB,

y4YalIeHHOE cepaleOreHue.

[TepuxkaparaabHbIN BBITIOT. Penxo

Kenynounas Taxukapaus TuUna  «OHpYyIT» | OYEHb PeIKo
(ByHarpaBiI€HHas BepeTeHooOpa3Has

JKEITYIOUYKOBasT TAXUKAP/IHS ).

HapymieHust co cTOpoHBI | ApTepuaibHasi THIICPTECH3HS. OueHb yacTo
COCyZIOB TpombosmOonnueckue u uiemudeckue | Yacro
OCJIOXKHEHHS, cocymucras THITOTCH3HS,

KpOBOTEUEHHE, HapylleHHe nepudepudeckoro

KpPOBOOOpAIIICHHUS.

Tpom003 mIyOOKMX BEH KOHEYHOCTEH, oK, |Heuacto
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 19.03.2026 N= 5691
CHCTeMHO0-0pranmbIii (HOCHEQOBATERBHOCTE 0003)
HexesareabHble peakul Yacrora
KJ1ace

UH(APKT.
Hapymenunst co ctoponsl | JIerounble  nmapeHXMMATO3HBIE PACCTPOMCTBA, | HacTo
JbIXaTeIbHOW CUCTEMBI, | OJBIIIKA, IUIEBPAJIBHBIA  BBINOT,  Kalleb,
OpraHOB IPYAHOM KJIETKH | (hapUHIHT, 3aJJ0)KEHHOCTh HOCA, PUHMUT.
Y CPENOCTEHHUS JpixarenbHass HELOCTATOYHOCTh, paccTpoiicTsa|Heuacto

CO CTOPOHBI JIbIXaTeJIbHBIX yTEH, acTMa.

OcTpblii pecnupaTopHbIi JUCTPECC-CUHIPOM. Penko

KenynouHo-KHIlIEUHbIE

HapyILIEHUs

[uapes, TomHoTa.

QueHp 4acTo

Cumnrombl HapyILIEeHUN co CTOPOHBI

JKEITYT0YHO-KUIIIEIHOTO TpaKTa, pBOTa,
JKEIYIOYHO-KHUIIIeYHass U a0JoMHHAJIbHAS 0OJb,
3a00JIeBaHUs

BOCIIAJIUTCIIbHBIC JKCIIYAOYHO-

KHUIIICYHOT'O TPaKTa, KECITYAOUHO-KUIICYHBIC
KPOBOTEUEHUS, >KEITY0OYHO-KHUILEUYHbIE $3BBI U
npoOOACHHSI, ACIUT, CTOMAaTUT U H3bA3BICHUE
CIM3UCTON 000JO0YKHU POTOBOW MOJIOCTH, 3arop,
AUCIICIICUA, MCTCOPU3M, UYYBCTBAa B3AYyTUA U

pacrnupaHus B )KUBOTE, KUAKUHN CTYII.

Yacto

OcTtpplii U XPOHHUYECKHH  TAHKPEATHT,
napajuTHYeCcKas KHUIICYHAs HEMPOXOIAUMOCTh
(mapamuTHYECKUi WIIeyC), racTpod3odareanbHas
00JIe3HD,

pedurokcHast HapyIlIeHHe

HBAKyaTOPHOU (DYHKIIMU JKEITyIKA.

Heuyacto

HaHeraTI/I‘-IeCKI/Ie IICECBAOKHUCTHI, 4YaCTHYHAasA

KHOICYHAas HEITPOXOAUMOCTD.

Penxo

Hapymenust co cTopoHsl
MEYEHU U

KEIIYCBBIBOAAIIINX HyTeﬁ

Hapymenust co CTOpOHBI JKEIYHBIX IyTEH,
NOpa)XCHUE KJIETOK MEYEHU M IelaTuT, XoJIecTas

U JKENTyXa.

Yacto

O6murepupyomuii  SHA0GICOUT TMEYCHOUHBIX

BEH, TPOMO03 NIEUEHOYHOW apTepPHH.

Penxo

IIeuenounas HEOJOCTAaTOYHOCThD.

Ouenb penko

Hapymenuns co ctopoHbl

Coinb, 3yn, anomenusi, akHe (yrpeBasi ChblIlb),

Yacto
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 19.03.2026 N= 5631

CHCTeMHO-0prannbIii (HOCHEQOBATENEROCTE 0003)
HexesareabHble peakul Yacrora
KJ1ace

KOXH U MOJIKOKHBIX TUIEPTUAPO3.

TKaHEN Hepmarut, poroceHCHOMIH3aIMS. Heuwacto
Toxcuueckuit AIUIEPMAJIbHBIN Hekpon3 | Peako
(cungpom Jlaitenna).
Cunapom Ctuenca-/[oHcoHa. Ouenb penko

Hapymienus co croponsl | Aptpanrus, Ooibs B CHOuHE, MbliieyHble | YacTo

MBILIEYHOM, CKEJIETHOU U | Cy1OpOrH, 00Jb B KOHEUHOCTSX.

COECIMHUTENIHOM TKaHu | CycTaBHBIE pacCTpOICTBA. Hegacto
CHIKeHHEe MOABUKHOCTH. Penko

Hapyuienust co ctopoHsl
MOYEK ¥ MOYEBBIBOISALIUX

nyTen

Hapymenue ¢pyHKunu nouex.

QueHp 4acTo

[loueuHnass HEOCTaTOUHOCTb, OCTpas IOYEUHAs
HE/I0CTAaTOYHOCTh, TOKCHMYeCKas Hedpomarus,
OCTpBIN KaHAJBLEBBI HEKPO3, OTKIOHEHHE OT
HOPMBI ITOKa3aTeNel aHanu3a MOYM, OJIUTypus,

paccTporCTBA CO CTOPOHBI MOYEBOTO IY3bIPS U

YPETPBI.

Yacto

I'eMonuTHYECKUI-yPEMUYECKUMA CHUHJIPOM,

aHypHsL.

Heuacto

Hedponarus, remopparndeckuii LIUCTHT.

Ouenb penko

Hapymenns co cropons! | /[ucmeHopess 1 MaTOYHOE KPOBOTEUEHUE. Heuacro
pEnpOAYKTUBHOMN
CUCTEMBl M  MOJIOYHBIX
Keles
OO1u1me HapymeHus 1 JIuxopago4Hble COCTOSIHUA, 00Ib U TucKoMopT, | HacTo
peakuuu B MecTe aCTeHUs, OTEKHM, HapyLICHUS  BOCIPUATHUS
BBEJICHUS TEMIIepaTypsl Tea.
[‘punmonono6HBIN CUHAPOM, YYBCTBO TpeBory, |Heuacrto
IJI0XO0€ CaMOYyBCTBHE, MIOJIMOpraHHAs
HEJOCTaTOYHOCTh, OLIYIIEHWE CHABIMBAHUSA B
IPyIH, HapyLICHUs BOCIPUATHUS TEMIIEpaTypbl
OKpY>KaroIlen Cpeibl.
[Toreps  paBHOBecus (manenus),  s3Ba, |Penxo
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 13.03.2026 N= 5691

- (Tt ey

(OCAEQOBATENEROC T 0003

CucremMHO-OpraHHbIi

HexesareabHble peakul Yacrora
KJ1acc

OI[yIIEHUE CKOBAHHOCTU B TIPyIOHON KIIETKE,

Kaxnaa.

VYBennueHne Macchl KUPOBOM TKAHM. OueHb pesKko

JlaGopatopHble U OTkiI0OHEeHHE OT HOpMbI NOKa3arened ¢yHKuuH |O4eHb 4acTo

HHCTPYMCHTAJIbHBIC IICYCHU.

JTAHHBIE [ToBbIIeHNE aKTUBHOCTH TIeT09HON (pocdaTazsl | UacTo

B KpOBH, YBCINYCHHUEC BECA.

IToBpllIEHME aKTUBHOCTU aMuUJIa3bl, OTKIOHEHUE | HeuacTo
ot HOpMmbI pesynabraroB OKI, oTkioHeHwe oT
HOPMBI 4YaCTOThl CEpPACYHBIX COKpALIEHUN U
YacTOThl IMYJbCa, CHUXXEHUE MacChl TeJa,
MOBBILICHUE AKTUBHOCTHU JIAKTATIETHUIPOTEHA3bI

B KPOBH.

OTKJIOHEHUE oT HOPMBI nokaszaresei | O4eHpb peako
axokapauorpaduu, yanuHeHue wunHTepBana QT

Ha 3JICKTpOKapAuorpaMmme.

TpaBmbl, uHTOKCHKaluu U |[lepBuuHas 1uchyHKIUS TpaHCIUIAHTATA. Yacro

OCJIOKHCHUS Bbeuii  oTMedeHbl OmMOKM B Ha3HaueHuu u|Yactora

MaHHMITYJISIAN BbIJJaUe IMPENapaToB TaKPOJIUMYyCa, BKIIIOUAs | HEU3BECTHA
CITyJaiHytO, HE0OOCHOBAHHYIO WA
OECKOHTPOJIBHYO 3aMEHY OJIHOM JIEKApCTBEHHOMN
bopMbI TaKpoJIUMyca Ha JPYTYIO;
3apETUCTPUPOBAHBI CBSI3aHHBIC C HUMHU CIIydau

OTTOPKEHUS TPAHCIJIAHTATa.

Onucanye OTACIbHBIX HEKEIATCIbHEIX PEaKIIMI

bonb B KOHEYHOCTSAX ObUIa ONMCaHAa B HECKOJBKHMX OIyOJMKOBAaHHBIX CIy4yasX B paMKax
0oy1IeBOTO CHHApPOMA, HMHAYUMpOBaHHOTO wuHrHOMTOpamMu KanbuuHeBpuHa (CIPS). Jlanusiii
CHUHJIPOM, KaK MPaBUJIO, MTPOSBIIIETCS IBYCTOPOHHEN CUMMETPUYHON BBIPA)KEHHON BOCXOIAIIEH
00IbI0 B HMKHMX KOHEUHOCTAX U MOXET ObITh OOYCIIOBJIEH CBEpXTepaneBTHUECKUMU
KOHIEHTpalMAMU Takpoiumyca. JlaHHBI CHHIPOM MOXET ObITh YCTPaHEH 3a CUET CHUKEHUS
703 Takpoaumyca. B HekoTopbIX cioywasx [oTpeOoBalics Mepexo] Ha  JApyrue

HMMYHOACTIPECCAHTEI.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 19.03.2026 N= 5631

JCNEOOBATENEHOCTE 0003)

il
COO6HICHI/IG 0 ITOA03PEBACMBIX HCIKCIIATCIBbHBIX! ‘[)G&KHI/I?I£I

BaxxHo coob1math 0 mopo3peBacMbIX HEXKEJIATeNIbHBIX PEAKIUAX MOCe perucTpaluy npenapara
C Uenbl0 o0ecreueHusi HENmpephIBHOTO MOHHTOPHUHTA COOTHOIICHHUS  «IOJb3a—PHUCK»
JICKapCTBEHHOTO Tpemnapara. MeIUuIMHCKUM pa0OTHUKAM PEKOMEHIIYeTCsl cooOIIarTh O JFOOBIX
MOJI03PEBAEMBIX HEXEJATSIbHBIX PEaKIUAX JIEKAPCTBCHHOTO Tperapara 4epe3 HaloHaJIbHBIC
CUCTEMBl COOOILEHHS O HEXeNaTelIbHbIX peaklMsIX TrocyaapcTB—uwieHoB EBpa3zuiickoro
SKOHOMUYECKOI'0 COI03a.

Poccuiickas @enepanus

®denepanbHas ciyk0a 1Mo Ha3opy B cdepe 3ApaBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CnaBsHcKas miomaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekTponHas moyra: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Caiit B uHGOPMAIMOHHO-TEJIEKOMMYHHUKAIIMOHHOM cetn «IHTepHEeT»:!

https://www.roszdravnadzor.qov.ru/

49. Ilepeno3upoBka

CuMOTOMBI

CeezneHuss 0 mepeno3upoBKe orpaHuueHbl. CooOIanochk O HECKOJIBKHX 3MH30/aX CIy4dalHbIX
[EPeI03UPOBOK y MALMEHTOB, MPUHUMABIIUX TakposuMyc. CHUMIOTOMBI BKJIIOYAIU TPEMOD,
TOJIOBHYIO 00Jb, TOIIHOTY, PBOTY, HH(EKLUUH, KPAMUBHUILY, JETaprU4ecKoe COCTOSHUE,
NOBBIIIEHHOE COJACpKAHWE a30Ta, MOUYEBUHBI B KPOBH, CHIBOPOTOYHOTO KpEAaTHHMHA U
aJlaHMHaMUHOTpaHC(hepassbl.

Jleuenue

B Hacrosiiee Bpemsi aHTHJIOTOB K TaKpOJIMMYCy HE CyLIECTBYeT. B ciywae mepemno3upoBKH
HEOOXOIUMO TPEANIPHHATH CTAHJAPTHBIE MEPHI M TPOBOJUTH CUMIITOMAaTHYECKOE JICUCHHE.
VYuutbiBasi BBICOKHII MOJIEKYJSPHBIA BEC TaKpOJMMYyCa, IUIOXYIH PACTBOPHUMOCTH B BOIE H
BBIPQ)KEHHOE CBS3bIBAHUE C SPUTPOLUTAMHU M O€JIKaMHU IUIa3Mbl KPOBH, CUMTACTCS, YTO AMAIH3
Oyner Hed(ddekTuBeH. Y OTAENBHBIX MAIMEHTOB C OYEHb BBICOKMMHU KOHIEHTpAIMSIMU
TaKpOJIMMyca B KpPOBH ObUIM 3 QEeKTHBHBI reMopuibTpaius u auaduiasrpanus. B cmydasx
MHTOKCUKALlUU TOCJIE MpUeMa BHYTPb MOTYT ObITh 3()(PEKTHUBHBI MPOMBIBAHUE KEIIyIKA H/HIN
IpUMEHEeHHEe aJcOpOeHTOB (HalpuMep, aKTUBUPOBAHHOIO YIJIS), €CIIM 3TH Mepbl NPEeANpPHHATD

BCKOpPC NOCJIC ITpUCMa IIpcIiapara.
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5.  ®APMAKOJIOTMYECKHUE CBOMCTBA  \[1UCTEAUBATEIEHOCTS 0003)

5.1. @apmakoguHaAMH4YeCKHEe CBOICTBA
dapmaxoTepaneBTHYeCKas Ipymna: UMMYHOJETIPECCaHTbl; HUHTMOUTOPHI KaJIbIIMHEBPHHA.
Kon ATX: LO4ADO02

Mexanusm nelicTBUsa

Ha w™onekynsapHoM ypoBHe »3¢dekThl U BHYTPHUKJIETOUHAS KyMYJSLUS TaKpoJIUMyca
oOycnoBlieHbl  CBsi3bIBAaHMEM ¢  muro3oibHbIM  Oenkom  (FKBP  12). Kommiekc
FKBP 12-takponumyc crieniuduuecky 1 KOHKYPEHTHO CBS3bIBAET U MHTUOMPYET KaIbLIMHEBPUH,
obecrieunBast KaJbIIM3aBHCUMOE OJIOKHpPOBAaHUE ITyTel mepenadnd T-KIIETOUYHBIX CHTHAJIOB W
MpeaoTBpaIiasi TPAHCKPUIILIMIO TUCKPETHOTO Psijia TUM(POKHHOBBIX T€HOB.

Takponmumyc — BBICOKOAKTHBHBIH HMMYHOJENpeccaHT. B skcnepumenTax in Vitro u in vivo
TAKPOJIMMYC YMEHbIIAT OOpa30BaHME LHUTOTOKCHYECKHX JHM(OIHUTOB, KOTOPHIE HIPAIOT
KJTFOYEBYIO POJIb B PEAKIIMHM OTTOPXKEHHS TPaHCIUIAHTaTa. TakpoOJIMMYC TONABISET aKTHBAITUIO
T-knerok u 3aBucumyio ot T-xenmepoB mponudepanuto B-kiertok, a Takxke oOpa3oBaHue

IUM(OKUHOB (MHTEPICHKHUH-2, -3, Y-UHTePPEPOH) U SKCIPECCUIO peLenTopa UHTEpIeHKIHA-2.

5.2. ®apMaKoKMHeTHYeCKHe CBOWCTBA

AbcopOrus

YCTaHOBIIEHO, YTO B OpraHU3MeE YeIOBEKa TaKpPOIUMYC ObICTpO abcopOUpYETCsl B KEIyJOYHO-
kumedHoM Tpakte. [Ipemapar [Ipunykcua, Kancynbl ¢ TPOJIOHTHPOBAHHBIM BBICBOOOXKICHHUEM —
JekapcTBeHHas (opma, oOecrmeunBaromas MPOMOIKUTEIbHYI0 a0COpOIUI0 TaKkpoauMmyca B
KETyIOYHO-KUIIeYHOM Tpakte. [locrme mnpuema mpemapara cpeaHee BpeMsl JIOCTIDKCHHS
MaKCHMAaJIbHOM KOHLIEHTpauu B KPOBH (Cmax) COCTaBIISIET OKOJIO 2 YacOB (tmax).

AOcopbuus TakponuMyca BapuabenbHas U ero CpefHsisi OMOJOCTYITHOCTb 1OCHIe IPHeMa BHYTPb
(Karcynel ¢ HEMENJICHHBIM — BBICBOOOXKICHHWEM) HaxomuTcs B awmamazoHe 20-25%
(MHIMBUAYATBHBIN TUANa30H U1 B3POCIHBIX MAIMEHTOB cocTaBiser 6—43%). buogoctymHocTh
TakpolluMyca B JIEKapCTBEHHON (opMe Karcyl ¢ TNPOJOHTUPOBAHHBIM BBICBOOOXKIECHUEM
YMEHBINIAETCsl TIPU MpHeMe Tperapara Mmocie eapl. XapakTep >KEIYeBbIICICHUS HE BIUSET Ha
a0bCcopOIMIO TaKpOIUMYCa.

[Mocme moCTIKeHHS pPaBHOBECHOW KOHIEHTpAIMM TAaKpOJIMMyca TIpH TpHEME Karcyl ¢
MIPOJIOHTMPOBAHHBIM BBICBOOOXK/IEHUEM CYIIECTBYET BBICOKAS KOPPENALUS MEXIy CUCTEMHOMN
skcnosunel (AUCo-24) M MUHUMaQJIbHBIMM KOHIIEHTpAalMsIMU IIpenapara B KpOBH B
PaBHOBECHOM COCTOSTHUH.

Takum o00pa3oM, MOHHTOPHPOBAHHWE MHUHHMAJIbHONH KOHIIEHTpAIIMHM TIpernapara B KPOBHU

IMMO3BOJIACT AaHAJIU3UPOBATH CUCTEMHYIO OKCIIO3UIIUIO TaAKPOJIUMYCa.
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Pacnopenenenne

B opranumsme uenoBeka pacrpeneieHHe TaKpoJIMMyca IMOcje BHYTPUBEHHON WMH(QY3UM HUMEEeT
nByx(a3HbIid XapakTep.

B cucteMHOM KpOBOTOKE TaKpOIMMYC AKTUBHO CBSI3bIBAETCS C SPUTPOLIMTAMH, COOTHOILIECHUE
KOHLIGHTpallMi Ipenapata B KpOBU M B Iula3me npubausutenbHo 20 : 1. B mmasme kpoBu
mpernapar B 3HauuTeNlbHOM creneHu (> 98,8%) cBsa3biBaeTcs € OenkaMu, B OCHOBHOM C
CBIBOPOTOYHBIM aTbOYMUHOM U 0-1-KHCIBIM TIIMKOTPOTEUHOM.

TakponuMyc MIMPOKO pacnpenensiercss B TKaHAX opraHusma. OObeM pacrpeneiaeHus B
PAaBHOBECHOM COCTOSIHUM, OCHOBaHHBIH Ha KOHLEHTpalMM B IUIa3Me, COCTaBIISIET
npubausutenbHo 1300 11 (y 310poBBIX T00POBOIBIEB). TOT ke MOKazareib, PACCYMTAHHBINA IO
LEJIbHOM KPOBH B cpeiHEM cocTaBisiia 47,6 1.

Buorpancdopmarus

TakposmMyc aKTUBHO METaOOJNM3HPYeTCs B IICUCHH, B OCHOBHOM IIPH ITOMOIIM IIHTOXpOMa
P450-3A4 (CYP3A4) u mutoxpoma P450-3A5 (CYP3AS). MeTtabonu3M TakpoauMyca TaKKe
AKTUBHO TPOUCXOAWT B CTEHKE KHUIICYHHKA. VIeHTU(UIIUPOBAHO HECKOIBKO METaOOIHUTOB
TakponuMyca. B akcrepuMenTax In Vitr0 ObLJIO MOKa3aHO, YTO TOJBKO OJMH M3 METa0OIHUTOB
o0najaeT UMMYHOCYIIPECCUBHON aKTUBHOCTBIO, ONM3KONW K aKTUBHOCTH Takpoiumyca. Jpyrue
METabOIUThI OTIUYAINCH CJIa00i MMMYHOCYIPECCUBHON aKTUBHOCTBIO MJIU €€ OTCYTCTBUEM. B
CHUCTEMHOM KPOBOTOKE OOHapy>K€H TOJIBKO OJMH W3 METaOOJHMTOB TaKpOIMMyCa B HHU3KHX
KOHLIeHTpanusix. Takum oOpaszom, GapmMakoioruueckas akTHBHOCTh TaKpOIUMYyca MPAKTHIECKU
HE 3aBHCUT OT METaOOJINTOB.

OJIMMUHALINS

TakponuMmyc — J€KapCTBEHHOE CPEACTBO C HU3KUM KIHUPEHCOM. Y 30POBBIX J0OPOBOIBIEB
CpenHuil OOIIMii KIUPEHC, PACCUUTAHHBIA MO KOHIEHTPALMSM B IETbHOW KPOBH, COCTaBISET
2,25 n/gac. Y B3pOCIBIX MAIMEHTOB IMOCJIC TPAHCIUTAHTAIIUN TICYCHH, TIOYKH U Cep/IIla 3HAYCHHS
KIMpeHca coctaBuwiu 4,1 n/gac, 6,7 n/gac u 3,9 n/gac, coorBercTBeHHO. Takue (akTophl, Kak
HU3KHI TeMaTOKpUT W TUIONPOTEHHEMHUS, CIIOCOOCTBYIOT YBEIMYECHUIO HECBA3aHHOHN (hpakuuu
TaKpOIUMYyCa, YCKOPsISl KIMPEHC TaKpOIUMYcCa. [JTFOKOKOPTUKOCTEPOUBI, MPUMEHSIEMbIE TpPU
TPaAHCIUIAHTAI[UH, TAK)KE MOTYT MOBBICHTh MHTCHCHBHOCTh META0O0JIM3Ma M YCKOPHUTH KIUPEHC
TaKpoJuMyca.

[Tepuon momyBBIBEICHUS TAKPOIUMYCa JJIUTENbHBIN U U3MEHUUBBIN. Y 30pPOBBIX JOOPOBOIBIIEB
CpeIHUI epuo]] MOTYBBIBEICHUS U3 1IETHbHON KPOBH COCTABISIET MpUMepHO 43 yaca.

I[Tocne BHYTPHBEHHOTO U MEPOPATHLHOTO BBEIEHHS ~*C-MEUEeHHOTO TAKPOIMMYCa OCHOBHAS OIS
paauoaKTUBHOW METKM OOHapykuBajach B kaie. [IpubmusurensHo 2% paanoakTHBHOW METKH

BBIBOIHNJIIOCH C Mouor. MeHee 1% Henm3MeHEHHOTO TaKpoOJIMMycCa OBLIO O6H3py>KeH0 B MOYC H
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KaJIC, YTO YKa3bIBACT Ha TO, YTO TaKpPOJIMMYC HO‘I%JJI:II:';O;IIE ';%Tﬁ%@&%gﬁge&;' A0

Ao

SJIMMHUHAaINH. OCHOBHBIM ITYTEM BBIBCACHUS SABIACTCA KEJIYb.

5.3.  JlaHHbIe JOKJIHHHYECKOH 0e30MmacHOCTH

B uccnenoBaHusAX TOKCMYHOCTH y KpbIC U 0a0yMHOB OCHOBHBIMM IOCTPaJaBUIMMH OpraHaMu
ObUIM TOYKM M TMODKENyNOYHasl >Keyie3a. Y KpbIC TaKpOJIMMYC OKa3blBaJl TOKCHYECKOE
BO3ACHCTBUE HAa HEPBHYIO CHUCTEMY UM oprasbel 3peHus. [locie BHYTpPUBEHHOIO BBEIEHUS
TAaKpPOJIMMYCa y KPOJUKOB HaOII01aIiCh 00paTUMble KapAUOTOKCHYECKUE 3D (HEKTHI.

Korga takponumyc BBOIWIM BHYTPHBEHHO B BHAC ObICTpOW WH(QY3UM/O0NMIOCHON HWHBEKIIUU B
noze or 0,1 mo 1,0 MI/Kr, y HEKOTOpBIX BHJOB 3>KMBOTHBIX HaOIIOAANIOCH YIJIMHEHHE
unTepBana QT. [IukoBbie KOHIICHTPAIIMU B KPOBH, JOCTUTHYTHIE C TUMHU J03aMH, OBLIU BHIIIE
150 =r/mi, yto 6osee 4yeM B 6 pa3 MPEBBILIACT CPEIHUE MTUKOBBIE KOHLIEHTPAIMH, HAOII0aeMble
IpPU HCIOJNB30BAHUM Kalcyl TaKpOJUMyca C IPOJIOHTHPOBAHHBIM BBICBOOOXKACHUEM IpU
KJIMHUYECKOHN TpaHCIUIaHTallUH.

VY KpbIC U KPOJIHMKOB TAKPOIUMYC OKa3bIBaJl IMOPHOTOKCHUYECKOE U (PETOTOKCHYECKOE JIeHCTBHE B
J103aX, KOTOpblE OBLIM TOKCHYHBI JUIsI MaTrepuHCKoro opranusma. llpu wucnonb3oBanun
TOKCHMYECKHX [103 TaKpoJMMyca y CaMOK KpbIC HaONIOJaloCh HApyLIEHHE PENnpoLyKTHBHON
GbyHKIMM, BKJIIOYas POAbI, a y MOTOMCTBA — CHIDKEHHE Beca IPU DPOXKIEHUU, CHIDKEHUE
YKU3HECTIOCOOHOCTH U 3a/Iep)KKa pocCTa.

[Ipu npoBeneHNM JOKIMHUYECKUX UCCIENOBAHUN Y KPbIC OTMEYAJIOCh OTPHULIATEILHOE BIUSHUE
TaKpoJIMMyca Ha (EepTHIBHOCTh Y CamIOB, YTO BBIPAKAJIOCh B YMEHBIICHHHM YHCIA

MOABMIKHOCTH CIIEPMATO30UI0B.

6. ®APMAIEBTUYECKUE CBOMCTBA
6.1. IlepeuyeHb BcOMOTaTeJbHBIX BellleCTB

[punykcua, 0.5 ML, Karcyisl ¢ IPOJOHTHPOBAHHBIM BEICBOOOKIEHUEM

Cooepotcumoe kancynol
JIakT03BI MOHOTHAPAT
I'mmpomenoza 100 000 SR
Marnus creapar
I'unpomennosa ES
l'umpomeniosa E15
Kopnyc kancynwvi

Kenatun

Turana mquokcun (E171)
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Kemaruna
Turana nquokcun (E171)
Kpacurensb conneunstit 3akar FCF-FD&C Yellow

Kpacurenb XMHOMMHOBBIN KEATHIN

6 (E110)

[Ipuaykcua, 1 ML, Kancylbl ¢ IPOJOHTMPOBAHHBIM BI)ICBO60}KI[CHI/ICM

Cooeporcumoe kancynvl
JlakTo3b1 MOHOTHApAT
l'upomenosza 100 000 SR
Maruus creapar
I'mnpomenosa ES
l'unpomeniosza E15
Kopnyc kancynot
Kenarun

Turana nquokcun (E171)
Kpvuueuxa xancynot
Kenatun

Turana nquokcun (E171)

Kpacurens conneunsiii 3akar FCF-FD&C Yellow

6 (E110)

IIpunykcu, 5 Mr, Kancyibl ¢ IPOJIOHTHPOBAHHEIM BBICBO60)KI[CHI/ICM

Cooeporcumoe kancyivl
JlakTo361 MOHOTHApAT
I'unpomeniosza 100 000 SR
Marnus creapar
I'nnpomeniosa ES
I'mnpomennosza E15
Kopnyc kancynu

Kenarun

Turana nuokeun (E171)
Kpviueura kancynot
Kenarun

Turana nquokcun (E171)
Azopyoun (E121)

6.2.

HecoBMecTHMOCTD

He npumenumo.
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6.3. Cpox rogHocTH (CpOK XpaHeHusl)

3 roxa.

6.4. Oco0ble MepbI MPETOCTOPOKHOCTH MPU XPAHEHHH

[Tpu Temneparype e Boime 25 °C. B opuruHaiabHON yrakoBKe Mpou3BoAnTeNs (OMcTep B madke
Wi O6muctep B OyQrieHe ¢ BIaronorIoTHTENEM B MTAYKe FITH TTaKeT C BIATOIOTIIOTUTENIEM B OaHKe
B Ia4Ke) JJIs 3alUThl OT BO3JEHCTBUS BIIard U CBETA.

6.5. Xapakrep u coiep:kaHue YIAKOBKH

IlepBuuHas ynakoBKa JICKAPCTBEHHOTO Mpemapara

[lo 10kancyn mnomemamT B  KOHTYpHYK  SUEHKOBYIO  YNAKOBKY U3  IUJICHKHU
MOJIMBUHUJIXJIOPUTHOM M (POJIBTY ATFOMUHHUEBOM MEYATHOM JIAKUPOBAHHOM.

[To 10 xancyn momemaroT B KOHTYPHYIO SUEeHKOBYIO ymakoBky u3 muieHku ITA/IIBX/AJl u
(doabpru aMOMUHUEBOHN MEYaTHOM JTAKUPOBAHHOA.

ITo 30 mnum 50 karncyn moMeniaroT B MPO3PAaYHbIi MAKET U3 HEOPUEHTUPOBAHHOTO MOJIMATUIICHA.
Ha makeT HakiIeMBalOT 3TUKETKY M3 OyMard 3TUKETOYHOM WM MHUCYEH, UM U3 MOJIHUMEPHBIX
MaTEpUajIoB, CAMOKJIESIIUECS.

IIpomexxyTodHas yIIaKOBKA JICKAPCTBEHHOIO IIpenapara

[To 1, 3 unu 5 KOHTYPHBIX SYEHKOBBIX YHNAKOBOK U3 IJICHKU MOJMBUHUIXJIOPUIAHON U (ponbru
IFOMUHHMEBON I1€YaTHON JAKUPOBAHHOM BMECTE C MAKETUKOM CHJIMKAress MOMEUIAl0T B IAKET
TepMocBapuBaeMblil U3 OydieHa nnu Goabru TaMUHUPOBAHHOM.

ITo 1 makery BMecTe ¢ MAaKETUKOM CHJIMKAaress MOMEIIAoT B OaHKY M3 MOJMITHIECHA HU3KOTO
JABJICHUST C KpPBIIIKOM HATATMBAaEMOM C KOHTpOJIEM IHepBoro BCKpbITHA. (CB0oOOIHOE
IIPOCTPAHCTBO 3aMOJHAIOT BaTOM MenuuuHCKoi. Ha GaHKM HakiIeuBarOT 3TUKETKy U3 Oymaru
JTUKETOYHOW MJIM MMUCYEH, U U3 TIOJMMEPHBIX MAaTEPHUAJIOB, CAMOKIIESIIUECS.

BropuyHnas yrmakoBka JI€KapCTBEHHOIO IIpenapara

[lo 1 makery TepmMocBapuBaeMOMY BMECTE C JIMCTKOM-BKJIQJBIIIEM IOMEIIAIOT B MAYKy U3
KapTOHAa JUIsl TMOTPEOUTENbCKOM Tapbl MOArPYNI XPOMOBBIM WM XpOM-3p3all, WIH IPYyroro
aHAJIOTUYHOTO KayeCTBa.

I[Io 1, 3 umum 5 KOHTYpHBIX sueikoBbIX ymakoBok u3 MmieHku [TA/TIBX/AJI u donbru
AIIOMUHHEBON MEYaTHOW JIAKMPOBAaHHOW BMECTE C JIMCTKOM-BKJIQJIBIIIIEM [TOMEIAIOT B MAUKy U3
KapTOHA JUIsl MOTPEOUTENbCKOM Tapbl MOArPYNI XPOMOBBIM WM XpOM-3p3all, WIH IpPYyroro
aHaJIOTUYHOro KayecTBa. Ha mauky MoXeT ObITh HakKJE€eHa CaMOKJIesdlascss STHKETKa ¢
MapKUpOBKOW W3 Oymaru. JlOMONHUTENBHO HAa MAayKW MOTYT OBbITh HAaKJIECHBI OJWH WIM JIBa
NPO3payHbIX (PUKCHUPYIOIIMX CTUKEPA U3 TOJMMEPHBIX MaTEPHAIIOB.

[Tayky moMemaoT B TPYNIIOBYIO YIIAKOBKY.

ITo 1 0OaHke BMecTe ¢ JIUCTKOM-BKJIQABIIOCEM IIOMCIIAKOT B IIa4YKy H3 KapTOHA IJIA
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o . ‘o B HOC TR Q003
NOTPEOUTENBCKOM Tapbl MOATPYIIT XPOMOBBIH | HIU XD'AIFBU?.-%,]‘IPIE'H'%%IO' aga:holrlzmﬁoro

kauecTBa. Ha mauky MokeT OBITh HaklieeHa CaMOKJesInascs JTUKeTKa C MapKHPOBKOW W3
Oymaru. JIOMOMHUTENBHO Ha TAYKH MOTYT OBITh HaKJIEeHbl OJWMH WM JBa IMPO3PAYHBIX
(UKCUPYIOMUX CTHKEPa U3 MOJIMMEPHBIX MaTEPHUAJIOB.

[Tayky moMemaoT B TPYNIIOBYIO YIIAKOBKY.

6.6. Oco0Oble Mepbl MNPEAOCTOPOKHOCTH TPH YHHYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0  Ipenapara MJIH  OTXO0A0B, IOJYYEHHbIX IIocjie NpPUMEHEeHHUs
JIEKAPCTBEHHOI'0 Mpenapara, 1 Apyrue MAHUILYJISIUM € NPenapaTroM

BBuny uMMMyHOAENpPECCUBHOTO JEHCTBUS TaKpoJMMyca BO BpeMs HCIIOJIb30BaHUS CIEIyET
u30eratb BIBIXaHHUS WHBEKIIMOHHBIX KOMIIO3MIIMM, MOPOLIKA WM TpaHys, COAEpXkalluxcs B
npenapaTrax TaKpoJMMyca, WIM UX MPSIMOr0 KOHTAKTa ¢ KOXKEW WIIM CIM3UCTBIMU 00OJOYKAMH.

Ecnu monoOHbINH KOHTAKT MPOU30IIEI, IIPOMBITH KOKY M MOPaKEHHBIH(-bIe) r1a3(-a).

7. JAEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA
Poccuiickas ®enepanus

AO «PapmacuHTE3»

664007, Upkytckas o0in., T. UpkyTck, ya. KpacHorBapaeiickas, a. 23, oduc 3
Temn.: +7 (3952) 55-03-55

Anpec amekTpoHHOM ouThl: INfo@pharmasyntez.com

7.1. IlpeacraBuTeb AepsKaTe/isi peTHCTPAIMOHHOIO Y10CTOBEPEeHH s

Ilperen3un norpedbuTeeil HaIPaABIATE 110 aIPECY:

Poccuiickas @enepanus

AO «DapMacuHTE3»

664040, UpkyTckas 06:1., . UpkyTck, yi. Possl JIlrokcemOypr, 1. 184
Ten.: 8-800-100-15-50

Anpec anekTpoHHO# moutsl: iINfo@pharmasyntez.com

8. HOMEP PEI'ICTPAIIMOHHOI'O YAOCTOBEPEHUSA

9.  JIATA TIEPBUYHOI PETHMCTPAIINA (IMOATBEPKIEHUS PETUCTPALINAMN,
MEPEPETVICTPAIINN)

JlaTa nepBUYHON PETUCTPALIAH:
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10.

Oomas

JATA IIEPECMOTPA TEKCTA

XapaKTCPUCTHUKA JICKAPCTBCHHOT'O

COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 13.03.2026 N= 5691
(NMOCNEOOBATENEHOCTE 0003)

npernapara  [Ipmwiykemn — mocTtymHa — Ha

UHPOPMAIIMOHHOM TIOpTajie EBpa3uiickoro SKOHOMHUYECKOTO Cof03a B HWH(POPMALMOHHO-

KOMMYHHUKAIIMOHHOM cetn «HTepHEeT» hitps://eec.eaeunion.org/.
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