COOTBETCTBYET 3K

ot 29.11.2022 N= 27680

CNMEPTHOMY OTUETY

(MOCNEOOBATENBHOCTL 0002)
MHCTPYKIIMA
11O MEJATLTMHCKOMY TTPUMEHEHWMIO JIEKAPCTBEHHOI'O
IIPEITAPATA
HanbueBa®
Dalneva®

PerucrpanmonHblii HoMep:
Toprosoe HaumeHoBanue: JlaabHepa®

Me:xayHapoJHoe HelATEHTOBAHHOE WM IPYNIHPOBOYHOEe HANMEHOBAHHUE: aMJIOJUIIUH +
MEPHHIOTIPHIT

JlekapcTBeHHasi popma: TabIEeTKH

CocrTas

Ha 1 TaGaerky S mr + 4 mr/10 mr + 4 mr/S mr + 8 mr/10 mr + 8 mr

Heiicmsyrowgue sewgecmesa:

Amnogununa Oesmwiaar  (amtogumnuHa — Oecuiar) 6,935 mr/13,870 mr/6,935 mr/13,870 mr,
SKBHUBAJICHTHO aMJIOUIHHY 5 Mr/10 mr/5 mr/10 mr

[lepunponpuna spoymun A cybctanmus-rpanyiasr 21,000 mr/21,000 mr/42,000 mr/42,000 wr,
COJCPIKHT TIepUHIOTIpUIa 5pOymuH 4 mr/4 mr/8 mr/§ mr

BenomozamensHuie geujecmea: HEIUTIOJI03a MHKPOKPHCTAJUTHYCCKAS, Kpaxmait
HpeXKEeTaTHHH3HPOBAHHBIH, KapOOKCHMETHIIKpAXMaJl HATPHSL, HATPHS THIPOKapOOHAT, KPEMHHS

JHOKCH/T KOJUTOU JHBIN 6€3B0£IHbIﬁ, Martusi cTeapart

Onucanme

Tabnemxu 5 me + 4 me:

Kpyribie, ciierka JBOSKOBBITYKIIBIC TAOJICTKH ¢ (PACKOH, OT OEJI0TO JI0 TOUTH OEJIOTO IBETA.
Tabremxu 10 me + 4 me:

KamncymoBuaHbIe, TBOSKOBBIMYKIIBIC TAOIETKH ¢ PHCKON HA OJJHOH CTOPOHE, OT 6€JI0T0 10 MOUYTH
0eIoro 1BeETA.

Tabnemxu 5 me + 8 me:

Kpyriibie, TBOSKOBBIMYKIIbIC TaOICTKH ¢ (packoii, oT 6eoro A0 mouTH Georo MBeTa.

Tabremxu 10 me + 8 mz:

Kpyrnbie, IBOSIKOBBIMYKIIbIC TaGJICTKH ¢ (pacKoi, ¢ PHCKOH Ha OJHOH CTOPOHE, OT 6eNoro 10

IMOYTH OEJIOTO I[BETA.



COOTBETCTBYET SKCNEPTHOMY OTUETY
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(NOCNEACBATENBEHOCTL 0002)

dapmakoTrepaneBTHYeCKAs] TPYNNA: CPEJACTBA, JCHCTBYIOIUE HA PECHHH-aHIHOTCH3HHOBYIO
cucteMmy;, HHrHOUTOpHI AIID B KOMOMHANWU © APYIrHMH cpeacTBamu; HHTHOHTOpHl AIID B
KOMOHHAIIUH ¢ 6JIOKATOpaMH KaJIbIIUEBBIX KaHAJIOB

Kon ATX: C09BB04

PdapmakoJioruieckue cBoicTBa
Dapmarxedunamuxa
Amnoounun
Amnogunus — BMKK, [0pou3BogHOS — JUTHAPONHPHIUHA. AMIIOJUIIHH  HHTHOHPYET
TpaHCMEMOPAHHBIH TEPEXO HOHOB KAJBbIHA B KAPAHOMHOLUHUTH H TJIaJKOMBIIICYHBIC KICTKH
COCYTUCTOH CTECHKH.
AHTHTHIICPTCH3UBHOE JICHCTBHE AaMJIOJUIIHHA OOYCJIOBJICHO TPSIMBIM  PAcCiabIIIIONHM
BO3JCHCTBHEM Ha TIJIaJKOMBINICUHBIE KJIETKH COCYIUCTOH CTCHKHU. JleTanbHBIM MeEXaHHU3M,
MOCPEJCTBOM KOTOPOTO aMJIOJUIIUH OCYIIECTBIIET AHTHAHTHHAJIBHOEC JCHCTBHE, HE BIIOJIHE
YCTAaHOBJICH, HO HM3BECTHO, YTO AMJIOJUIIHH YMEHBINAET OOIIYIO HIIEMHYCCKYIO HArpy3Ky
MOCPEACTBOM JIBYX JNECHCTBHM:
® BBI3BIBACT pacIIHpPEHHE NEepHPEPHUSCKUX apTEPHOIL, YMEHbIIas o0Iiece nmepudepuIccKoe
cocyauctoe compoTtusiicHue (OlICC) (moctHarpysky). Ilockomapky yacToTa cepICUHBIX
cokpamenuii (UCC) npu 5TOM HEe H3MCHSETCS, MOTPSOHOCTh MHOKAapJa B KHCIIOPOJE
CHHIKACTCS,
® BBI3BIBACT PACIIUPCHHE KOPOHAPHBIX apTEPHH H apTEPHOII KaK B HIIEMU3HPOBAHHOH, TaK
M B HHTaKTHOH 30Hax. VIX auiaTaius yBeMUHBAET MOCTYIUICHHE KHCJIOPOAa B MUOKApA Y
NMAHEHTOB ¢ Ba30CMACTHYCCKOH cTeHOKapaueH (cTeHOoKapus llpuHumeTana wuiM
BapHaHTHAasl CTCHOKapIUs).
Y nmanueHTOB ¢ apTepHalibHOM runepTeHsuci (Al)) mpueM aMIOAWNMHA OJUH pa3 B CYTKH
o0ecneUHBaeT KJIMHHYECKH 3HAYHMOS CHHIKCHHE apTepHaabHOTO naBicHuS (AJ]) B MOIOKCHHH
«CTOS» U «JIeXkKa» B TeueHUE 24 yacoB. AHTUTHIICPTEH3HBHOE JCHCTBHE Pa3BUBACTCSA MEIICHHO,
B CBSI3H C UEM Pa3BHTHE OCTPOH apTepHabHOM FHIIOTEH3HH HEXapaKTEPHO.
VY manueHTOB ©O CTCHOKAPAUCH MPHEM aMJIOMITHHA OJTHH Pa3 B CYTKH YBEITHIHBACT OOIIEe BpeMs
(uzHUeCKOH HATPY3KH, BpeMs JIO Pa3BUTHS MPUCTYIIA CTCHOKAPHHU U JIO TIOSIBIICHHUS JICTIPECCHH
cermeHTa ST Ha 1 MM, a TaKKe CHHXKACT YacTOTy NPHCTYIOB CTCHOKAPAHH H MOTPEOJICHHE
HUTPOTJIMIIEPUHA TIO]T SI3BIK.
AMJIOJMIIHH HE OKAa3bIBacT HEOJATONPHUATHHIX MeTaOONHYecKHX S(PQPECKTOB H HE BIHSCT HA

KOHIICHTPAIHIO JIMITHAOB IJIa3Mbl KPOBH.
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IIpemapaT MOXKET MPUMEHSTHCS Yy IAIMEHTOB ¢ CONMYTCTBYIOIIEH OpOHXHAIBHOH acTMOH,
caxapHBIM JTHA0CTOM H IOJarpoH.

Huwemuueckas bonesnv cepoua (HBC)

Pesynbrathl OneHKH 53(P(QEKTHBHOCTH CBHJCTC/ILCTBYIOT O TOM, YTO IPHEM aMJIOHIIHHA
XapaKTePU3YESTCS MEHBIIHM KOJIHYECTBOM CJIy4acB FOCHHTAIM3AIHH 110 TOBOJY CTCHOKAPAHH H
HpOoBeICHHA MPOLEIYP peBacKy/IIpu3aluy y namnueutos ¢ MIBC.

Hepunoonpun

Ilepunponpun — HHTHOUTOP PepMeHTA, IPEBpaINAoNIero aHTHOTeH3UH | B anrnoten3un [1. ATIO,
WM KuHHHa3a [, sBieTcs SK30NENTHAA30H, KOTOpas OCYHIECTBIIET KaK IpPEBpallcHHE
aHTHOTCH3HHA | B cOCyOCYKHBAIOIIlee BEMICCTBO aHTHOTeH3MH II, Tak M pacmajg OpaHKHHHHA,
001aJAFOIIETO COCYTOPACIIHPSIONIHM JCHCTBHEM, IO HCAKTHBHOTO TENTANICTITH/A.

ITockonbky AIT® uHakTHBHPYET OpaaukuHuH, mogasiaeHue AlID conpoBokaacTCS NOBBIIICHHEM
aKTHBHOCTH KaK IUPKYJIHPYIOIIEH, TaK H TKAHCBOH KaJUIHKPCHH-KHHHHOBOH CHCTEMBL, TIPH 5TOM
TaKOKE aKTHBHPYETCS CHCTEMA IIPOCTArJIaHJHHOB.

IlepuHaONpHII OKa3bIBACT TEPANCBTHYECKOE JCHCTBHE OJarojaps aKTHBHOMY METaOOJHTY
HepHHIONpHIIATy. Jpyrue MeTaGoMHTH HE OKa3bIBalOT MHIHOHpYromiero aevcTeus Ha AlID B
YCIIOBHSIX i1 Vitro.

Apmepuaneras eunepmeHrsus

Ilepunmonpu siBseTes MpenapaToM Jun jdedeHus Al moGoit ctenenu TokecTH. Ha doHe ero
IPUMCHEHHUS OTMEYAETCA CHHIMKCHHE KaK CHCTOJIMYECKOTO, TaK M JAuacToimueckoro AJl B
HOJIOXKECHHUH «JICIKa» H «CTOS».

Ilepungonpun ymenbmaet OIICC, uyTto NPUBOJUT K CHHKCHHIO AJ| U yIydIICHHIO
nepudepuycckoro KpoBotoka 6e3 uameHenus UCC.

Kak mpaBuio, mpueM MEpHHAOIPHIIA YBSIHUYHBACT MOYESUHBIH KPOBOTOK, CKOPOCTh KIIyOOUKOBOH
¢dunpTpamuu (CK®) npu 5TOM HE H3IMCHSIETCS.

AHTHTHIICPTCH3HBHOE JcHCTBHE NpenapaTa JOCTHTacT MaKCHMyMa uepe3 4-6 yacoB IIOcie
OJTHOKPATHOTO IIPHEMa BHYTPb H COXpaHSICTCS B TCUCHHE 24 4acoB.

AHTHTHIIEPTECH3HBHOE JCHCTBHE Yepes 24 yaca Mocje OJHOKPATHOTO IPHEMA BHYTPh COCTABIIIET
okoJo 87-100 % oT MaKCHMAaJIbHOTO AHTHTHIICPTCH3HBHOTO 3deKTa.

CHmwxkenue AJl nocTuraeres JocTaTouHO ObIcTpo. TepameBTHuecKuH >(PEeKT HACTYIAaeT MEHES
yeM uepe3 1 MecsIl OT Hayaia TepallHM H HE CONPOBOKAacTes TaxHpmiakcue. IIpekpamenne
JICYCHHUS HE BBI3BIBACT d(pheKTa «PHKOILIECTAY.

IlepuHAONPHII OKAa3BIBAECT COCY/OPACIIUPSIONICE JCHCTBHE, CIIOCOOCTBYET BOCCTAHOBJICHHIO
3IaCTHYHOCTH KPYIHBIX apTepHH H CTPYKTYPBI COCYJUCTOH CTEHKH MEJIKHX apTepHH, a Takke

YMCHBINACT THIEPTPOHIO JIEBOTO JKEITyI0UKA.
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YET SKCNMEPTHO H ¥ OTUETY

Cmabunernas H5C

D} PekTHBHOCTh MPUMEHCHHS IEpUHAONPIIa y nanueHToB (12218 nanuenTtos crapine 18 ner) co
crabunpHod MIBC 6e3 KIMHHYECKHX CHMIITOMOB XPOHHMYECCKOH CEpJCUHOH HEJOCTATOUHOCTH
(XCH) wuzyyanack B xoje 4-nmetHero uccienoBanud. 90 % yyacTHHKOB HCCJICOBaHHS paHEe
MEPEHECITH OCTPHIH HH(PAPKT MHOKAPJA H/HIIH IPOLEYPY PEBACKY IIPU3AIHH.

BonbIIMHCTBO NAUEHTOB IIOJIyYaIl, IOMHMO HCCIICAYEMOTO IIpeliapaTa, CTAaHAapTHYIO TCPaIlHIo,
BKJIFOYAsI aHTHATPETAHThI, THITOJIHITHICMHUYCCKHE CPEeICTBA H OeTa-aApeHOOIOKaTOpHL. B KauecTBe
OCHOBHOTO KpHUTepHSl >(PPeKTHBHOCTH Oblla BHIOpaHa KOMOMHHPOBAaHHAsi KOHEYHAs TOYKA,
BKJIFOYAIOIIASl CEPACYHO-COCYTHCTYIO CMEPTHOCTh, He(haTaTbHBIH HH(APKT MHOKapAa WHIH
OCTAHOBKY CEp/IA ¢ YCIEITHOH peaHUMAI[HEH.

Tepanusi TepHHIONPHIOM TPETOYTHIAMHHOM B J03¢ 8 MI B CYTKH OJHH pa3 B JCHb
(sxkBuBasieHTHO 10 Mr HEpHUHJONpPHIIA ApTHHHHA) MPHBOJAWIA K CYIICCTBEHHOMY CHHUIKCHHIO
abCOMOTHOTO PUCKA B OTHOIICHUH KOMOMHHPOBAHHOH KOHEUHOH TOUKH Ha 1,9 % y nmanueHTOB,
paHee NepeHeCIIMX HH(MAPKT MHOKapJa W/HIH NPOUCAYPY PECBACKYJBIPH3AaIUH; CHHIKCHHE
abCOMOTHOTO PHCKa cOCTaBHIIO 2,2 % IO CpaBHEHHIO ¢ TPYNNOH 11aredo.

eoiinas bnoxaoa peHuH-aHeuomeH3UH-anboocmeporosoii cucmemul (PAAC)

HmeroTess JaHHBIC KIHHHYCCKHX HCCIICJOBAHHH KOMOHWHHPOBAHHOHW TEpalMH ¢ NPHMECHCHHEM
uHruOuTOopa AII® U anTaronucTa perentopa auruoreHzuna I (APA II).

IIpotuBonoka3ano npumeHeHHe HHTHOHTOpPOB AlID B couctammu ¢ APA Il y manueHTOB ©
nuabeTHueckoi Hedpomatueii. Mmerores JaHHBIC KIIHHUYECKOTO HOCIICOBAHHS IO H3YUCHHIO
HOJIOKHUTEIBHOTO BIIHSHHUS OT JOOABIICHHS aJTMCKHPCHA K CTAHJAPTHOH TEPAallHH HHTHOHTOPOM
ATI® wm APA Il y manueHToB ¢ caxapHbIM THA0STOM 2 THIIA H/HJIH XPOHHYECKHM 3a00JIEBaHHEM
MOYCK, HITH KapHOBACKYJBIPHBIM 3a00JIeBaHHEM JTHOO HMEIOIHX COUYETAHHE STHX 3a00JICBaHUH.
HcenenoBanue GBUIO NMPEKPAICHO JOCPOYHO B CBSI3H C BO3POCIIHM PHCKOM BO3HHKHOBEHHS
HeOIaronpHsITHBIX Hexo10B. KapanoBacKy sipHast CMEPTh U HHCYJILT OTMEUAJIHCH Yallle B TPYIIIC
NAI[HEHTOB, MOJYYAIOIMX AaJHCKHPEH, IO CpPaBHCHHIO ¢ TIpynmod Iwianebo; TakKe
HEXKETIATESNIbHBIC  SBJICHHS M CEPhE3HBIC HE)KETIATEIbHBIC SIBJICHHS 0c000ro HHTepeca
(TMnepKaIMeMus, apTepUHaIbHas THIIOTCH3US H HAPYIICHHS (DYHKI[HH ITOYEK) PETHCTPUPOBAIIHCH
yarie B rpyIIe aluCKUPEHa, YeM B TpYyIIe mianedo.

Amnodunur + nepurdonpui

B muccnemoBanuu ASCOT-BPLA wu3yuanach 5(p(PeKTHBHOCTh NMPH JUTHTCIHBHOM TPHMCHEHUH
aMJIOJMIIHHA B KOMOHWHAIlMH C IICPUHAONPHIOM H AaTCHONONa B KOMOWHAIIMH ©
OeHapodIyMETHAZHIOM Y MAUEHTOB B Bo3pacte oT 40 10 79 et ¢ Al' u mo MeHbIIEH Mepe ¢©
TPEMSI U3 TIEPCUHCIICHHBIX JIOMOJIHUTEIbHBIX (PaKTOPOB PUCKA: THICPTPORHUS JICBOTO JKEITYJOUKA

no gaHbiM  OKI' wmm  sxokapaumorpadum, caxapHbli jgualber 2 THIIA, aTEPOCKIEPO3
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HepUpEepHUCCKUX apTepuH, paHee INEPCHECCHHBIH HMHCY/IBT MM TPAH3MTOPHAS MIIEMHUYECKAs
aTaka, MYKCKOH IIOJI, Bo3pacT 55 JIeT M coTapile, MHKPOAJbOYMHHYPHS HIIH TPOTCHHYPHS,
KypeHHE, OOIIMH XOJICCTEPHH/XOJICCTEPHH JIMIONPOTEH/IOB BBICOKOH IJIOTHOCTH = 6, paHHEe
passuTrHe MBC y GmKalIuX poACTBCHHHKOB.

OCHOBHOH KpHTepHH OLECHKH >(PPEKTHBHOCTH — KOMOHHHPOBAHHBIH IIOKa3aTelb YacTOTHI
HedaTanpHOTO HH(pApPKTa MHOKap/a (B TOM yHese 6e3001BOT0) H JIeTalbHBIX Hexonos UBC.
YacToTa OCIOKHCHHMH, MPEJYCMOTPEHHBIX OCHOBHBIM KPUTCPHEM OICHKH, B TPYIIIE
aMJIOJIUIIHH + NEPHHAOIPHIL Obl1a Ha 10 % HHKE, yeM B rpynmne
aTeHOJION + OCHIPOQIIYMETHAH, OJJHAKO 3TO PA3/IHUHE HE ObIIO CTATHCTHYCCKH JOCTOBEPHBIM.
B rpynme amoJUNHH + NEPHHJIONPHI OTMEYANIOCh JOCTOBEPHOE CHHXKCHHME YacTOTHI
OCJIOXKHEHHH, TPEIYCMOTPEHHBIX MJOIOIHUTEIBHBIME KPHTCPHIMH 3(deKkTHBHOCTH (KpoMme
(baTanpHOM U He(aTAILHOH cEepACUHON HEJOCTATOUHOCTH).

(Dapmtmoxuﬂemuxa

Benuuuna aGcopOluu amMJIOJUIIHHA W NEPUHIONPHIIA TPH NPHMEHCHHH KOMOHHHPOBAHHOTO
JNleKapcTBEHHOTO mpemapata JlanbHeBa® CYIIECTBEHHO He OTIHMYAeTCsl OT TAKOBOH TpH
IMPUMEHEHHH HX B KAUECTBE MOHOIIPENIapaToB.

Amnodunun

ITocte mpuemMa BHYTPb aMJIOTHITHH ME/UIEHHO abcopOHpyeTes H3 HKEITy JOUHO-KHIIIEYHOTO TPaKTa
(OKKT). Ilpuem nuim He OKa3pIBaCT BIHSHUSA HA GHOJOCTYITHOCTD AMJTOTUITHHA.

Maxkcumanbiag KOHHCHTPaUUd (Cmax) aMJIOAMIIMHA B IIJIa3ME KPOBU JOCTHTacTcs yepes 6-
12 yacoB mocrie MpreMa npenapara BHYTph. AGCOMOTHAS OHOJOCTYTHOCTD cocTaBisgeT 64-80 %o.
O0beM pacnpejencHust — npuMepHo 21 w/kr. B ucereqoBaHusxX in vitro ObUTO MOKa3aHO, YTO
0k0710 97,5 % MHPKYTHPYIONIEr0 aMJIOHITHHA CBSI3aHO ¢ OETIKAMH IUIa3MbI KPOBH.

Koneunstii mepuoy momnysbiseacHus (T'2) u3 mnasmbel KpoBH coctaBisieT 35-50 yacos, uTo
MO3BOJISIET IPHHUMATD MPENapaT OJJHH pa3 B CYTKH.

AMIIOMITHH METaOOTH3UPYETCS B IIEUCHH © 00OPa30BaHHEM HEAKTHBHBIX METAOOIUTOB, IIPH STOM
10 % npHHSATOH 03Bl AMJIOJUIIHHA BBIBOJUTCS B HEH3MEHEHHOM BHJIC H 60 %0 — IIOYKaMH B BHJIC
MeTabOJIMTOB. AMJIOJMITHH HE BBIBOJUTCS H3 OPTaHH3MA IIOCPEACTBOM JHAITH3A.

Bpems poctuskeHUs! Cnax (TCmax) aMiIouIIHHA B IJIa3ME KPOBU HE Pa3MuacTCs V MAYUEeHMo8
HOJKCUN020 803pacHd B GOJIee MOJIONOTO BO3pacTa. Y MAIHCHTOB MOXKUIIOTO BO3pacTa OTMEYACTCS
3aMe/UICHHE KIMPEHCa aMJIOJUIIMHA, YTO MPHBOJAMT K YBEJIMYCHHIO IUIOINAJM IIOJ KpPUBOH
«xonueHTpanusi-speMsi» (AUC). Veeauuenne AUC u TV, y nanuento ¢ XCH cooTBeTCTBYET

Hpe,unonaraeMoﬁ BCIIMYHUHC JJIA ,HaHHOfI Bo3pacm0ﬁ T'PYILIBL
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VY nayuenmoe ¢ napyuternuem gynxyuu novex H3IMEHEHHUS KOHIICHTPAIlUH aMJIOIUITHHA B IIA3Me
KPOBH HE KOPPEIHPYIOT CO CTCIICHBIO TIOYEYHOH HETOCTATOUHOCTH. BO3MOIKHO HE3HAYUTCIILHOC
yumnHeHuE TY.

JlaHHBIE O NPHMEHCHHH aMIIOJMIIHHA HAYUEHMAMU ¢ HNeYeHOUHOU HeoOCmAamouHOCNbIO
OTPaHUYCHBL Y MAIlHEHTOB C IICUCHOYHOH HEJOCTATOUHOCTHIO HAOIFOaeTCS CHUIKEHHE KITHPEH A
aMJIOJTHITHHA, YTO NMPHBOJMT K yumuHeHHIO T u yBenmuenuro AUC npuGnusurtensHo Ha 40-
60 %.

Ilepunoonpun

[Tocsie mpueMa BHYTPb MEPHHAOTIPHII OBICTPO BoAachIBAacTesS U JOCTHTACT Cmax B TIA3ME KPOBH B
teuenue 1 yaca. T nepuHONpHIIA H3 ITIA3MBbI KPOBH COCTABIISIET MPHOIH3UTEIBHO 1 yac.
[lepunponpun He o6namacT (PapMaKOIOTHUYECKOH AKTHBHOCTBHIO, SIBIICTCS MPOJICKAPCTBOM.
[IpuGmusutensuo 27 % oT 00IETo KOTHYSCTBA, IPHHITOTO BHYTPH IICPUH/IONIPHIIA, TIONAJAET B
KPOBOTOK B BHJIE AKTHBHOTO MeTabonuTa — NepuHpompuiata. [lomMHMo mnepHHIOmpHIaTa
obpasyroTes eme 5 MeTaGoIMTOB, HE 00T AfoNUX (hapMaKOIOTHYSCKOH aKTUBHOCTBIO. Cmax B
IJIa3Me KpPOBH JIOCTHTaeTes uepes 3-4 yaca 1mocsie npuemMa BHYTPb.

IIpueM NHIMH YMCHBIIAET OHOMOCTYIHOCTh IIEPHHJONPHIA, IIOSTOMY IIpemapar cleayeT
OPUHUMATH OJJUH Pa3 B CYTKH, YIPOM, HEPET IPHEMOM MHUIITH.

CymecTByeT JHHCHHAs 3aBHCHMOCTH KOHIICHTpPAIlMM ICPHHJOIpPHIA B IUIa3ME KpPOBH OT
BEJTHYUHBI IPUHSATOH BHYTPH JIO3BI.

O0beM pacnpesielicHHS ¢BOOOJHOTO TEpHHAONIpHUIaTa cocTapsieT npumepHo 0,2 wWkr. Cpasp
NCPHHIONpUIIaTa ¢ GeJIKaMH T1a3Mbl KpoBH (B ocHOBHOM ¢ AIID) cocTaBmsier 20 % U 3aBUCHT OT
ero KoHUeHTpanuu. [lepHHIONpPUIAT BBIBOJUTCS MOYKAMH, 1% HeoBsSI3aHHOH (pakiuu
COCTABIBICT NPUMEPHO 17 YacoB, MOTOMY pPaBHOBECHOE COCTOSHHE JOCTHIAETCS B TeucHHE 4-X
CYTOK IIOCJIE IPHEMA BHYTPb.

BrIBeIeHHE TIEPHHIOTIPHIIATA 3aMEIJICHO Y TIAIIHECHTOB MOKHIIOTO BO3PAacTa, a TAKKE Y MAllHEHTOB
C CEpACYHOH W IMOYCYHOH HEJOCTATOYHOCTHIO (oM. pasfen «Crocod NMPUMECHEHHS H JO3BI»),
no3TOMY HaOJIO/ICHUE 332 TAKUMH MAUCHTAMH JIOJDKHO BKJIFOUATh B ¢e0s PeTYIISIPHBIH KOHTPOJTH
KOHIICHTPAaIlMH KPEaTHHHHA U COJICpKaHUS KaJlus B IJIa3Me KPOBH.

JlManu3HBIH KIIMPEHC MEPHHIONPHIIATA COCTABIICT 70 MI/MHEH.

DapMaKOKHHETHKA TICPUHIOTIPUIIAa HAPYIIICHA Y MIAITHEHTOB ¢ IIHPPO30M IEYCHH: €TO IIEYCHOUHBIH
KJIMPCHC YMEHBIIIAeTes B JiBa pa3a. TeM He MeHee, KOJTHYECTBO 00pa3yIonerocs MEpUHIONpHIIaTa
HE YMEHBIIACTCS, MMOATOMY HE TPeOyeTes KOPPEKIHHU 03B (eM. pasjeibl «Cocod mpuMeHEHHS

H J03bD> H «Ocobble YKaBaHHSI))).
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Ilokazanus K npuMeHeHHIO
ApTepuanapHasi THICPTEH3HS W/HIM HIIEMHYEcKas OOJIC3Hb cep/a: cTaOHMJIbHAS CTCHOKap/Us

HaIlpsKCHUA Y MAallHCHTOB, KOTOPBIM Tpe6yem51 Tepanus NSPUHHIAONPHIIOM H aMJIOJJUITHHOM.

IIporuBonokazaHus

® ['HOCPUYYBCTBHTCIILHOCTh K NEPUHAONPHIY WIH JApYyrHM HHruOutopam  AllD,
aMJIOUITHHY HJIM JIPYTHM IIPOU3BOJHBIM JIHTHAPOIHPHIHHA, W/HJIH K JHOOOMY H3
BCIIOMOTATEIIBHBIX BEIIECTB, BXOMINUX B COCTAB IIpeliapaTa.

e AHTHOHEBpOTHYCCKHH OTeK (oTek KBHHKE) B aHaMHe3e (B TOM 4YHciie Ha (oHE NMpHEMa
Jqpyrux uHruOuTopoB AlID).

e Hacie/IcTBCHHBIH/HIHOTIATHYCCKHH AHTHOHEBPOTHYCCKHH OTEK.

e OJHOBPEMEHHOC IIPUMEHCHHE ¢ AQJIUCKHUPEHOM M JICKAPCTBECHHBIMH IIpeIlapaTaMH,
COJICPIKATIMMHE AJTHCKHPEH, Y MAI[HCHTOB ¢ CaXapHBIM JHAOETOM H/HITH YMEPCHHBIMH HITH
TOKETBIMH  HapymieHHsiMH  GyHkiuE nouek (CK® < 60 mu/mun/1,73 M>  mutomiam
HNOBEPXHOCTH Tena) (cM. pasjeisl «Papmakosioruyeckue cpofctsa. GapMakoJHHAMHKA
U «B3auMoeHcTBUE ¢ APYTHMH JICKAPCTBEHHBIMH CPEACTBAME ).

e  OpuoBpemenHoe npumenenue ¢ APA I y nanueHTOB ¢ uabeTHucckor HedpomaTue (oM.
pazzen «OcolOble YKazaHHsD).

e OJIHOBpPEMCHHOC NPHMEHCHHEC C HWHTHOMTOpPaMH HEHTpPAJIbHOH  SHAONCITHAA3HI
(HampuMep, ¢ mpemapaTaMH, COAEPIKANIHMHE CaKyOHTPHII) B CBSI3H C BBICOKHM PHCKOM
Pa3BUTHS AHTHOHEBPOTHYECKOTO OTEKA.

e DKCTpakoplopajibHas Tepalusl, BeIyIas K KOHTAKTY KpPOBH ¢ OTPHLATEIBHO
3apSCKCHHBIMH — IOBepxHOCTAMH (oM. pasgen  «BzaumojeHeTBHE ¢ JPYTHMH
JIEKAPC TBEHHBIMH CPEJCTBAMU ).

e DBrpIpaskeHHBIH JBYCTOPOHHHH CTEHO3 IIOYEUHBIX AapTepUH WIM CTCHO3 apTepUH
€TUHCTBEHHOH (DYHKITHOHHPYIOIIEH TTOUKH (cM. pa3jest «Oco0ble YKa3aHUu»).

e Tswxenas aprepuanbHas THOTeH3HS (cucTomucckoe Al Mmenee 90 MM pT. oT.).

e Iloxk (BrOYasi KapJHOTCHHBIN ).

e  OOCTPYKIHS BBIXOJHOTO TPAKTa JICBOTO JKEITYA0YKa (HAPHMED, KIIHHHYCCKH 3HAYHMBbIH
CTEHO3 a0pPTHI).

e I'eMOaMHAMHYECKH HECTAOHIIbHAS CEpPICUHAS HETOCTATOYHOCTH MOCIIC OCTPOro HH(papKTa
MHOKap/a.

e Tloucunas HegpoctaTouHocTh (Kaupence kpearunuHa (KK) menee 60 Mu/MuH).
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e DbepeMeHHOCTD M NEPHOJ, TPYAHOTO BeKapmiuBaHHs (cM. pasgen «lIpumeneHue npu
OEpEMECHHOCTH H B IEPHOJ TPYAHOTO BCKAPMIIHBAHHSD)).

e Bospact o 18 et (3¢ pekTHBHOCTD H 6€30MaCHOCTh HE YCTAHOBIICHBI).

C ocTOpPOKHOCTBIO

CTeHO3 MOYCUHOH apTepHu (B TOM YHCJIC JBYCTOPOHHHH), €AHHCTBEHHAS (DYHKIHOHHPYIOMIAS
MOYKa, MEYCHOYHAs HEIOCTATOUHOCTh, MOYCHHAS HEJOCTATOYHOCTh, CHCTEMHBIC 3a00JICBaHHS
COE/TUHUTEIPHON TKAaHH (B TOM YMCJIC CHCTCMHAS KpacHas BOTYAHKA, CKIICPOJAEPMHUA), Tepanus
HMMYHO/ICTIPECCAHTAMHE, AJUIONMYPHHOJIOM, TNPOKAHHAMHUIOM (PHCK pa3BHTHS HEHTPOIICHHH,
arpaHyJoIUTO3a), CHUXKCHHBIH 00beM mupkymupyromied kpoeu (OIIK) (npueM JHYPETHKOB,
OecconeBasi TUETa, PBOTA, JHApEs), aTCPOCKIIepo3, nepedpoBackysipubie 3aboneBanus, UbC ¢
TSDKCIIBIM OOCTPYKTHBHBIM MOPa’KEHHEM KOPOHAPHBIX apTepHil, ocTphId HH(pAapKT MHOKapaa (u
HEpHOJ B TEUCHHEe | Mecsla MOcje HEro), HecTaOWJIbHAS CTEHOKAPIHUS, CHHIPOM CJIaGOCTH
CHHYCOBOTO y37a (BBIpaKCHHAsI TaXHKapIus, OpaJuKapaus), PEHOBACKYJLSIpHAsI THICPTCH3HS,
caxapHBIH JHa0eT, NMEpBHUHBIH runepanapgocteponusM, XCH, oIHOBpEMEHHOS NpPHMCHECHHE
HHTHOHTOPOB WiH HHAYKTOpoB u3odepmenta CYP3A4, npaHTposieHa, 53CTpaMycTHHA,
KaIMHCOCPETraloUX  JUYPETHKOB, IPENapaToB KaiMs, KaJIHHCOJCPKAIMX 3aMCHHTEICH
OUIIEBOH COJIH, TPENapaToB JIMTHS, KIAPHTPOMHIIMHA, TAKPOJIHMYca, IHKIOCIOPHHA,
THIIEPKATHEMHS, XHUPYPTHUYCCKOE BMEIIATCIIHCTBO/OOMAS AHECTE3Hs, MAIHECHTHI IOXHIIOTO
BO3pacTa, YTHETCHHE KOCTHOMO3TOBOTO KPOBETBOPEHHS, OTATOILCHHBIH aJUICPrOIOTHYCCKHH
aHaAMHE3 MM AaHTHOHEBPOTHYCCKHH OTEK B aHaMHe3e, MPOBEJCHHE TIeMOJHalH3a ¢©
HCTIOJTB30BAHHEM BBICOKOTIPOTOUHBIX MeMOpaH (Hampumep, ANG9), JeceHCHOHIU3HPYIOMIAs
Tepanus, adepes TUIONPOTeHHOB HU3K0#H ioTHocTH (JITTHIT), aopTanbHbIN cTEHO3/ METPaTBHBIH
cTeHO3/THIEpTpoduueckas oOcTpykruBHas kapauwomuomatuss (I'OKMII), npumenenune y
nanueHToB Herpou oM packl, XCH nHeumemuueckoit stuosoruu III-1V ¢yukmmoHansHOTO

kyacca mo kiaccugukamun NYHA.

IIpumeneHue Npu GepeMeHHOCTH H B NePHO/ IPYAHOI0 BCKAPMJ/IHBAHHS

BepemeHHOCTD

[Ipemapar HanpHepa® MPOTHBOIOKA3AH MPH OCPEMEHHOCTH.

Amnoounin

Be3omacHOCTh MPUMEHEHHS aMJIO/IHITHHA TIPH OSPEMEHHOCTH HE YCTAaHOBJICHA.

B sKCHepHMEHTAIBHBIX HCCIICTOBAHHAX HA KHBOTHBIX (DETOTOKCHUECKOE H 3MOPHOTOKCHUYECKOS

I[ef[CTBHG npenapaTta yCTaHOBJICHBI IIPH IIPHMCHCHHH CI'0 B BBICOKHX J03aX. HpHMCHCHHe IIpH
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ET SKCTEPTHOMY OTHETY

OGepeMEHHOCTH BO3MOKHO TOJIBKO B CJIyuae OTCYTCTBHUS 60siee O€30IacHOH albTePHATHBBI M KOT'JIa
3a00jIeBaHHE HeceT OOJIBINHH PHCK U1 MATEPH H IUTOA.

IHepurnoonpun

IIpuMeHEHHE HHTHOHTOPOB aHTHOTCH3UHIIpeBpataromiero gpepmenta (AIID) He pekoMeHI0BaHO
K MpHMEHEHHIO B | TpuMecTpe GepeMeHHOCTH (M. pasjen «Ocobble ykasaHUS»). IIpuMeHeHHE
uHrubuTopoB AII® mporuBomokaszano Bo II u III TpumecTpax GepeMeHHOCTH (CM. pa3leIibl
«IIpoTuBonokazanus» u «OcOOBIC YKa3aHUI»).

B HacTOAMMH MOMEHT HET HEOINPOBEPIKUMBIX SIHACMHOIOTHYSCKHX JAHHBIX O TEPATOTCHHOM
pucke mpu npueMe HHrHOHTOpoB AlID B ITpHMectpe GepemenHOcTH. OpHAKO HEGOIBIIOES
VBE/IHUCHHE pHCKA BO3HHKHOBEHHS HAPYIICHHH pPAa3BHTHS IUIOJA MCKIIOYHTH HEnb3s. llpu
IJIAHHPOBAHUH GEPEMEHHOCTH CJIEAyeT OTMEHHTh npenapar JlanbHea® M Ha3HAUMTL JpyrHe
THIIOTCH3UBHBIC CpEJCTBA, PpAa3pCIICHHBIC JUII TNPHMCHEHHS IpH OcpemeHHoctH. Ilpm
VYCTaHOBJICHHH OCPEMEHHOCTH CJISyeT HEMEUICHHO TIPEKPATHTh Tepanuio HHruouTopamu AlID
H IIPH HEOOXO/UMOCTH Ha3HAYHTD JAPYI'YIO TEPAITHIO.

HsBecTHO, uTO BO3AcHcTBHE HHTHOUTOPOB ALID Ha mmoj Bo 1T u III TpuMecTpax GepeMeHHOCTH
MOKET MIPHBO/IUTH K HAPYIICHHIO €TO Pa3BUTHS (CHIDKCHHE (DYHKIHH MOYEK, OJIUTOTH/IPAMHHOH,
3aMEICHHE OCCH(HKAIIMH KOCTCH uepena) H Pa3BHTHIO OCIOXKHCHHH Y HOBOPOXKICHHOTO
(Imo4evHas HEJOCTATOUHOCTD, ApTCPHAIIbHAS THIIOTCH3HS, THIIEPKATHEMUS).

Ecmu manmuentka momydana wHruOutopbl AII® Bo II wmm III TpuMecTpe OGepeMeHHOCTH,
PEKOMEH/TyeTed IIPOBECTH YIIBTPa3BYKOBOE HCCIICAOBAHUE U OLCHKH COCTOSHUS KOCTEH uepena
U (PYHKIIUH TTOYEK TLI01a/peGeHKA.

HoBopoxx/icHHBIE, MaTEPH KOTOPBIX MOJIy4daaud HHruOuTOpsl AIID BO Bpems OGepeMEHHOCTH,
JOJDKHBI HaXOJUTBCS IOJ TINATEIBHBIM MEJHIHHCKHM KOHTPOJIEM H3-3a PHCKa pa3BHTHA
apTepHaJIbHON THIIOTCH3UH (oM. pasziessl «IIpoTuBonokazanus» u «Oco0bIe YKazaHHD)).

IlepHno1 IpVIHOTO BCKAPMITHBAHHSI

Ilpenapar Jlambhepa® He peKOMEHIOBAH IS IPHMEHEHHS B MEPHOJ IPYAHOTO BCKAPMIIHBAHHSL.
HeoOxXoMuMO OICHHTh 3HAYHMOCTb TEpAllHH IS MATCPH, YTOOBI TPHHATH PEHICHHE O
MPEKPATCHHH TPYJHOTO BCKAPMIIHBAHHS HITH 00 OTMEHE MpemapaTra.

Amnoounun

AMJIOJMIIHH BBIJICTSECTCS © TPYAHBIM MOJIOKOM. JlOJIT MaTepHHCKOH JO3BI, IOIYYCHHOMH
MJIaJICHIIeM, ObUIa OIICHEHA ¢ ME)KKBAPTHJILHBIM jauamnazoHoM 3-7 %, Ho He Gonee 15 %. O
BITHSTHHH aMJIOTUITHHA Ha HOBOPOSKACHHBIX HEH3BECTHO. PelieH e 0 MO 0DKEHHH/ TIPEKPAIICHHH
TEpanud WJIH TPYAHOTO BCKApMIHBAHHS CJICAYCT NMPUHHUMATH, YUHTHIBAS MOJIB3Y OT KOPMICHHS
IPYAbIO UL peOCHKA H MOJIb3Y OT MPHEMa aMJIOAHIIHHA JIUISI MATEPH.

Iepurnoonpun
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BeneaetBue oTCyTCeTBHS HH(pOpPMAIHH, KAcalolcHes NPHMEHEHHS ICPUHIOIPHIA B TEPHOJ
KOPMJICHHSI TPYABIO, TIPHEM TNEPHHAOIpPHIA HE PEKOMCHIOBAaH, IMPEANOUYTHTECIIBHEE
IPHJCPKUBATHCS B IEPHO)T KOPMIICHHS TPYJIBIO aIbTEPHATHBHOTO JICUCHHUS ¢ 00JIee H3YUCHHBIM
npogueM 6e30MacHOCTH, OCOOSHHO MPH BCKAPMIIMBAHHH HOBOPOIKIACHHBIX HJIH HEJIOHOIICHHBIX
ICTCH.

DepTUTLHOCTD

Anmnoounin

YV HekoTophIX nanueHToB, moayuapiux BMKK, 6pumH 06HapY:KeHB OHOXHMUYESCKHE H3MECHEHHUS
B TOJIOBKE CHEpPMATO30HJ0B. OJHAKO B HACTOSIIEE BPEMS HET JOCTATOYHBIX KIMHHYECCKHX
JAHHBIX OTHOCHTCIIbHO TOTCHIIHAIBHOTO BJIMSHHS AaMIOJUNHHA Ha (QepTHIBHOCT. B
HCCJIC/IOBAHUH HA KPBICAxX OBLITH BHISBJICHBI HEXKEIATSIIHBIC BIMSIHHS HAa (PEPTHIILHOCTD Y CAMI[OB.
IHepuroonpun

He BBISIBICHO BIHSHUS NIEPUHIONPHIIA HA PEIPOYKTUBHYIO (DYHKIHIO HIH (DCPTHIBHOCT.

Cnoco0 npuMeHeHHS U 103bI
BHyTpb, 110 0/1HOH TaGJIETKE OJIMH pa3 B JACHB, MIPEIMOUYTHTEIIFHO YTPOM IIEpe/l MPUEMOM ITHIIH.
TabneTKy clieyeT rI0TaTh NEIHKOM, HE Pa3)KeBhIBas, 3alIHBast BOJOH.

®

JlekapcTBeHHBIM mpenapar JlagbHeBa® HE IpeJHAa3HAauYeH i1 HadajabHOM Tepanuu. Jloza

JICKapCTBCHHOT'O IIpeIiapaTa I[aaneBa®

noadupaeTesl Mocie paHee MPOBEACHHOTO MOaAd0pa JI03
OT/JCBHBIX KOMIIOHCHTOB IIperapaTa: NEpHHJONPUIA H aMJIOJUIHHA Y manueHToB ¢ Al u
cTaOUIIBHON CTCHOKAPTUCH.

Ilpu TepaneBTHUECKOH HEOOXOIUMOCTH J03a JIEKAPCTBEHHOTO Npemapata JlambHena® MoskeT
OBITh H3MCHCHA HA OCHOBAaHHWH WHHBHIYaJIBHOTO MOAOOpA JO3 OTJCIIbHBIX KOMIOHECHTOB:
aMJIOJUIUH 5 Mr + mepuHAonpuI 4 Mr WM amioJunuH 10 Mr + nepuUHIONPHI 4 MT, HIH
aMJIOJMITHH 5 MT + HEPHHAOIPUI § MI, MITH aMIoJuIuH 10 Mr + IepuHIOIPHII 8 MT.
MaxkcumanbHasi CyToUHas J1o3a: aMao unu 10 Mr + MepHHAOTPHUIT § MT.

Ocobvie zpynnot nayuenmos

Tayuenmul nONCUNO20 BO3PACHA U NAYUEHMbL ¢ HADYUEHUEM (DYHKYUU HNoYeK (cM. pazoensi
«Dapmaronozuuecxue ceoticmaeay u « Ocobvie YKA3AHUAY).

BriBeeHuEe NEpUHIONpHUIIATA Y TMANMEHTOB IIOKHJIOTO BO3pacTa M IAIMCHTOB ¢ IIOYSHYHOH
HEJOCTATOUHOCTHIO 3aMeJUIcHO. 1lo3ToMy Yy TakuX MAIHEHTOB HEOOXOJIHMO PETYISPHO
KOHTPOJIUPOBATh KOHIEHTPALMIO KPCaTHHHHA U KaJIUs B IUIa3Me KPOBH.

®

.HeKapCTBeHHbeI mpenapar Z[aaneBa MOJKET OBITH Ha3HAYCH IMargucHTaM ¢© KK PaBHbIM HJIH

MPEBBIIIAIOIUM 60 MJI/MHH.

10
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JlexapeTennbii npenapar Janbsuesa® npotusonokasan naruentam ¢ KK menee 60 M/Mun (M.
paszgen «lIporuBomokazanus»). Ilamuenram ¢ HapylieHHEM (QYHKIHH TOYEK PEKOMEHIYCTCS
HHJUBU/YaIbHBIH MOA00p 03 aMJIOJMIIMHA H TEPHHIONPHIA. AMIOJUIHH, NPUMCHICMBIH B
SKBHBAJICHTHBIX JI03aX, OJJHHAKOBO XOPOIIIO MEPEHOCHTCS MAIlHEHTAMH KaK IOXKHJIOTO BO3pacTa,
Tak H OoJlee MOJOABIMH HalHeHTaMH. He TpeOyeTcs W3MEHCHHS peKUMa JIOSHPOBAHHS Y
NAIlHCHTOB MOMKHWJIOTO BO3pacTa, OJHAKO YBEJIMYCHHE JIO3BI CJIEYCT MPOBOJHUTH ©
OCTOPOKHOCTHIO.

HsmeHeHHE KOHICHTPAIMH aMJIOJUIIHHA B IUIa3Me KPOBH HE KOPPETHPYET CO CTENECHBIO TSDKECTH
MOYCUHOH HEJTOCTATOUHOCTH. AMJIOIUITHH HE BBIBOJMTCS H3 OpraHH3Ma IOCPeACTBOM JTHAIIH3A.
Hayuenmul ¢ Hapyuternuem Qyrkyuu nedenu (M. paszoenvt « Dapmaxonozuueckue ceoticmeas u
«Ocobbie yrazanun»).

JUId ManUEeHTOB © JIETKOW WM YMEPCHHOM II€UCHOUYHOH HETOCTATOYHOCTHIO HOJIOOp JIO3BI
HEOOXOMHMO TIPOBOJHTH C OCTOPOKHOCTHIO. PEKOMEHIyeTes HaYHHATH NPHEM Iperapara ¢
HHU3KHX 103 (cM. pa3jeinsl « Papmaxonozuyeckue ceoiicmeay u «Ocobvie YKAZAHUAY).

Bribop onTHMaIbHOH HA4YaJbHOH H IOJICPKHBAIONICH JTO3BI JUI1 MAIHEHTOB ¢ NMEUYECHOYHOH
HEJTOCTATOUHOCTBIO CJIEYET NMPOBOAUTH HHAHBHYAIbHO, IIPUMCHSS MPENapaThl aMIOAUIIHHA U
HNEpUHJONPHIAa B MOHOTepanuu. PapMaKOKHHETHKA aMJIOJHIIHHA Y MAIHCHTOB C TSDKETIOH
MCUCHOYHOW HEJOCTATOYHOCTHIO HE H3yueHa. [l TakWxX NanUeHTOB NPHEM aMIIOJUITHHA
HEOOXO0MMO HAa4aTh ¢ HAMMEHBIIIECH JI03bI H YBEJTHYUBATH €€ MOCTEIICHHO.

Jlemu 1 noopocmxu

JlexapcTBennblit npenapar JlambHepa® He clieyeT Ha3HAYATL JETAM H IOJAPOCTKAM MIIAIIIE
18 neT, Tak KaK OTCYTCTBYIOT JaHHbIC 00 5((EeKTHBHOCTH H OC30MACHOCTH NPHMCHCHHS
HEPUH/IONPHIIA U aMJIOAMIIHHA Y JAHHBIX IPYIII HAIlHEHTOB KaK B MOHOTEPAIIHH, TaK H B COCTaBE

KOMOMHHPOBAHHOH TepAallHH.

IloGounoe neiicTBHE

Pesrome npodmisg 6€301acHOCTH

Haubosnee yacTble HexeIATENbHBIE PEAKIHH IIPH IIPHEME NIEPHHONPHIIA U aMJIOJHIIHHA B BUJE
MOHOTEpAIlHH: OTEK, COHJIMBOCTB, TOJOBOKpY)KECHHE, ToOJIOBHas OGoyib (0COOEHHO B Hauase
JCUCHHS), JUCTEB3HMA (M3BpalllcHHE BKyca), IIApecTe3Hs, HapYIICHHA 3peHHA (BRIOYas
JHUIUIONHIO), 3BOH B YIIAX, BEPTUTO, OIIYIICHHUE CEPIUECOUCHHUS, «IIPHIMBED» KPOBH K KOXKE JIHIIA,
apTepHabHas THIOTCH3US (M CHMIITOMBI, CBSI3aHHBIE ¢ 5THM), OJIbIIIIKA, KaIlle/Ib, OOJIb B KHBOTE,
TOIIHOTA, PBOTA, JUCHEIICHA, H3MEHCHHE YaCTOTHI H XapaKTepa CTyJjla, JHapes, 3aIlop, KOXKHBIH
3y, KOJKHAsI CBHIIlb, SK3aHTEMa, MPHIYXJIOCTh B OOJIACTH CYcTaBOB (IPHIYXJIOCTH B OOJIAcTH

JIO,HBI}KCK), CITa3MbI MBIIIII, MTOBBIMNICHHAA YTOMJEICMOCTL, aCTCHHSL.

11
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Tabnuunoe PE3FOME HEIKEIATEIbHBIX PEAKIIUHT

Hepe‘IHCJ’IGHHbIe HHIKC HCHKCJIATCJIBHBIC PCaKluHi, OTMCUYCHHBIC IIPH IIPOBCACHHH KIMHHYCCKHX

HCCJICIOBAHUH H/HITH TMOCTPETHCTPAIITHOHHOM TPUMCHCHHH B MOHOTCpallHH NCPHHAOIPHIIOM H

aMJIOHITHHOM, TIPUBE/ICHBI B BHJIC CJICAYIONICH Tpajanuu: o4eHb yacto (= 1/10); yacTo (= 1/100,

< 1/10); mewacto (= 1/1000, < 1/100); peaxo (= 1/10000, < 1/1000); ouenn peako (< 1/10000),

HJacTOTa HCU3BCCTHA (HC MOJKET OBITH OIICHCHA Ha OCHOBC HMCIOIITHUXCA Z[aHHb]X).

MedDRA
Knacenr u

CHCTEeMbI OpraHoB

HesxenarenbHble pPeaRIHH

Yacrora

AMIoaunuH

Ile pungonpui

HUndexunonusie u
napasuTapHbIc

3ab0JIEBaHHUs

Punur

Heuyacto

OueHb peJiKko

Hapymienus co
CTOPOHBI KPOBH H
nuMpaTHICOKOH

CHCTCMBI

DozuHopHIHS

HeuacTo*

Jle#ikoneHUS/HEHTPOTIEHHUST (CM.

pazaen «Ocolbie YKazaHusD»)

OueHb pesiKo

OueHs peJiko

ATpaHyJIOIHTO3/ TTAH U TOTICHHSI

(oM. pasaen «Oco0bIe

YKa3zaHUsI»)

OueHb peKo

TpomGoruTonenus (cM. pasjern

«Oco0bIe YKa3aHHD»)

OueHb peKo

OuyeHb peIKo

I'emomuTHYcCcKasg  aHEMHS ¥

HAHCHTOB ¢  BPOXKJICHHOH
HEJIOCTATOYHOCTHIO TITFOK030-6-
(dochatneruaporenazsr (oM.

pazaent «Ocobbie YKazaHHsD»)

OueHb peJiko

Hapymienus co

CTOPOHBI
y I'unepuyBC TBUTEBHOCTD O4eHBb peJIKo Heuacto
UMMYHHOMH
CHCTEMBI
Hapymienus co
Cunjpom HEaIcKBaTHOH
CTOPOHBI
CEKPELHH aHTUHYPETHUECKOTO | - Peaxo
SHIAOKPHHHOU
ropmona (CHC AJII)
CHCTEMBI

12
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or 29.11.2022 N= 27680
(NOCNEAOBATENBHOCTL 0002)
'umepkamuemusi,  obGpatumas
mocje OTMEHBI mpemnapaTta (cM. | - HeuacTto*
paznen «Ocolble YKa3aHHI»)
Hapymienus co | I'mmeprimxemus OueHBb peKo -
CTOpoHBI  oOMeHa | ['mmoHaTpueMHus - HeuacTo*
BEILCCTB U MUTaHUA | ['unornukemus (CM. pa3Jeiisl
«BRaumoJieiicTBHE © JPYTHMH
- HeuacTo*
JIEKAPCTBECHHBIMH CPE/ICTBAMU
U «Oco0bIe YKa3aHUD»)
JlabumbHOCTH HACTPOCHHUS
HeuacTo Heuacto
(BKJTFOUASI TPEBOTY)
Hapymienus
Becconnuna Heuacto -
MICHXUKH
Hetnpeccust Heuacto Heuacto
Hapymienue cHa - Heuacto
['onoBokpykeHHe (OCOGCHHO B
Yacto Yacto
HayaJe JICUCHHSI)
l'onoBHasg 6oyb (0COGCHHO B
Yacto Yacto
HayaJe JICUCHHS)
CowmBocth  (0COOCHHO B
Yacto Heuacto*
HayaJie JICUCHHS)
Jucrepsus (u3BpalcHuE
HeuacTo YacTo
BKyca)
IMapecTtesus Heuacto YacTo
Hapymienus co
OGMOpPOYHBIC COCTOSTHHS Heuacto Heuacto*
CTOPOHBI HEPBHOU
CryTaHHOCTB CO3HAHUS Penxo OueHs pexo
CHCTEMBI
l'unectesus Heuacto -
Tpemop Heuacto -
I'unepronye OueHb pesiKo -

Ilepudepuuecckas HeHponaTHs

OueHb peKo

HHCyabT, BO3ZMOKHO,
BCJICJICTBHE YPE3MEPHOTO
cHUKeHHUS AJl y IallUEHTOB U3
TPYIIIBI BHICOKOTO PHCKA (CM.

paszen «Ocobble yKasaHUS»)

OueHb pejiko
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ot 29.11.2022 Ne 27680
(NOCNEAOBATENBHOCTL 0002)
DKeTpanupamMuHbIC
YacToTa
HapYILICHHUS -
HCH3BECTHA
(PKCTpanmupaMUIHBIH CHHAPOM)
Hapymienus co | Hapyiienue 3peHus YacTo YacTo
CTOPOHBI ~ OpraHa
Jumtonus Yacto -
3pEHHS
Hapymienus co | 3BoH B ymiax Heuacto YacTo
CTOPOHBI ~ OpTraHa
cIyxa 74
Bepruro - YacTo
TaGUPUHTHBIC
HapYILICHHS
Omnrymenue cepAncOHeHUs Yacto HeuacTo*
Taxukapus - HeuacTo*
CreHokapus (cM. pa3ien
- OueHb pejiko
«OcobbIc YKazaHUSI»)
HubapkT MuOKap/1a, BOZMOXKHO
BCJIEICTBHE UPE3MEPHOTO
Hapymienus co

CTOPOHEI Cepala

cHIKeHHS A/l y MalUeHTOB U3
TPYIIIBL BEICOKOT'O PHCKa (CM.

pasnen «OcoOble YKa3zaHHT»)

OueHb peKo

OueHb peKo

ApHUTMHUS (Brmoyas
OpajHKap/HIO, JKEIIy TOUKOBYIO
Heuacto OueHb peKo

TAXHKAPAUIO H (PHOPHITISIHIO

npeacepui)

«IpunmuBED> KPOBH K KO3Ke juna | Yacrto Penxo

ApTepHanbHas THIOOTCH3HS (U

CHUMIITOMBI,  cBasaHHble ¢ | Hewyacto Yacro
Hapymienus co

apTepHaIbHOU THIIOTCH3HEH )
CTOPOHBI COCYJIOB

Backymur OuyeHb peJiKo Heuacto*

Yactota

Cunapowm Peitno - HEH3BECTHA
Hapymienus co | Kamens Heuacto YacTo
CTOPOHBI OppInika Yacto Yacto
AbIXaTCIbHOH Bponxocnasm - Heuacto
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COOTBETCTBYET 3KCMNEPTHOMY OTYETY

oT 29.11.2022 N= 27680
(MOCMNEQOBATENLHOCTL 0002)
CHCTEMBL, OPTaHOB
IPYIHOH KJICTKH H | D03HHO(UIIBEHAS THEBMOHUS - OueHs peJiko
CPEIOCTCHHS
Hapymienus co Bons B sxuBOTE YacTo YacTo
CTOPOHBI TomHoTa Yacto Yacro
JKE Ty A0UHO- PeoTta Heuacto YacTo
KHIIICYHOTO TpakTa | Jlucrencus YacTo YacTo
Huapes Yacto Yacto
3amop YacTo YacTo
H3meHeHHE YacTOTH H
YacTo -
xXapakrepa cryja
CyxocTh CITH3HCTOH 000TIOUKH
Heuacto Heuacto

IIOJIOCTH pTa

anepnna3nsl JACCCH

OueHb pesiKo

Ilankpeatut

OueHBb pesiKo

OueHb peJiko

Tlactpur

OueHBb pesiKko

Hapymienus co

CTOPOHBI IICHCHH H

FCHaTHT, JKCIITYXa

OueHb peKo

[uTomuTHYCCKUHN HITH

JKETYEBBIBOJIAIIUX | XOJICCTATHYCCKHH remaTuT (CM. | - OueHb peKo
nyTeH pazaen «Ocolbie yKazaHHI» )
OueHb peaKo
ITospimenue aKTHBHOCTH | (HauOGosiee 4acTo
Penxo
«IEYCHOYHBIX» (PEPMEHTOB B | B COUCTAHHH C
nja3Me KpoBH X0JIECTa30M)
Hapymienus co | DxzanTema HeuacTo YacTo
CTOPOHBI KOXH H | KoxHas chinb Heuyacto Yacro
IOJAKOKHBIX KosxubIl 3y 1 Heuyacto Hacto
TKaHCH IMunmeprupos Heuacto Heuacto
Astonenus Heuyacto -
Ilypuypa Heuacto -
HsmeHeHHe HBeTa KOKU Heuacto -
Ily3bipuyaTka - Heuacto*
AHTHOHEBPOTHYECCKUHI OTEK
OueHb peaKo Heuacto
JMI@a,  KOHEYHOcTeH,  ryol,
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YET SKCNMEPTHO H ¥ OTUETY

or 29.11.2022 N= 27680
(NOCNEAOBATENBHOCTL 0002)
CIM3HCTHIX  00OJIOYCK, SI3BIKA,
TOJIOCOBBIX  CKJIAJOK  H/HIH
roprauu (cMm. pasien «Ocobbie
YKa3aHHI»)
Kpanupuunma  (cM.  paszgen
Heuacto Heuacto
«Ocobbic yKazaHHS»)
Peaxiuu
OueHb peKo HeuacTto*

(bOTOUYBCTBHTEILHOCTH

MynpsTH(pOpMHAS SpUTEMA

OueHb PeIKO

OueHb peKo

Ortek Ksunke

(AaHTHOHEBPOTHUECKUH OTEK)

OueHb peJiKo

Cungpom Ctupenca- JlikoHcoHa

OueHb peIKo

Dke(hoIMaTHBHBIN ISPMATHT

OueHb peaKo

OGocTpeHue Tmecopuasa - Penxo
Tokcuyeckuil snujepMaibHbIi | HacToTa
HEKPOJIH3 HEU3BECTHA )
[lopsimennoe nmotootaencHue | Heuacto Heuacto
Hapymienus co | bomb B criune Heuacto -
CTOPOHEI CKeJIETHO- | [Ipumyxmnocts B obmactH
MBIIICYHOH H | cycraoB  (mpumyxiocts B | HacTo -
COCTHHHTESIILHOH 06J1aC TH JIOABIKEK)
TKaHU MpImieyHbie crma3Mbl YacTo YacTo
ApTpanrus Heuacto Heuacto*
Muanrus Heuacto HeuacTto*
HapymieHus co | HapymieHue MouycHCIyCKaHUS,
Heuacto -
CTOPOHBI IIOYEK H | HUKTYpHA, OJUIAKUYPHUL
MOUEBBIBO/ISIIHNX OcTpast moveyHas
5 - Penxo
nyTen HEJOCTATOUHOCTh
IlouyeuHas HEJOCTATOUHOCTE - Heuacto
Auypust/Onurypus - Penxo
Hapymienus co | OpexTuiibHast TUChHYHKIUS Heuacto Heuacto
CTOPOHBI ITOJIOBBIX
OpraHoB u | I'unekomacTus Heuacto -

MOJIOYHOH >KEJIC3bI
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COOTBETCTBYET 3KCMNEPTHOMY OTYETY

or 29.11.2022 N2 2768
(MOCNEQOBATENEHOCTL 0002)
O06mrue OT1exkH O4yeHpb YacTo -
paccTpoiicTBa u | Ilepudepuueckue oTeku - Heuacto*
HapyIICHHUS B MECTE | [oBBINICHHASI yTOMIISIEMOCTD YacTto -
BBCJICHHUS AcTenus Yacto Yacto
Bosb B rpyiHOH KIIETKE Heuyacto Heuacto*
Henomoranue Heuacto HeuacTo*
Bonb Heuacto -
Jluxopaaka - Heuacto*
JlaGopatopHbie ¥ | YBenHueHHE  Macchl  Tella,
HeuacTto -
HHCTPYMEHTAJIBHBIC | CHH)KEHUE MAacChl TEjIa
JAHHBIE IloBrimenue KOHUEHTPAIHH
- HeuacTo*
MOYEBHHBI B TIJIA3MeE KPOBH
IloBrienue KOHI[CHTPAIHH
- Heuacto*
KpeaTHHUHA B TUTa3Me KPOBH
Ioprimenue KOHIICHTPAIHH
- Penxo
OmupyOHHA B IJIa3Me KPOBH
CHIDKEHHE  TeMOIVIOOHMHA H
- OueHb peaKo
TeMATOKPHUTA
TpaBmbl,
HHTOKCHKALIUH |
TTanenus - HeuacTo*
OCJIOKHEHHS
MAHHUITYJISIIHH

*OL{@HKCZ HACMOmMbL HENCENAMETTbHBIX peaxquﬁ, BbIAGHEHHBIX 1O CHOHMAHHOIM COO6W€HM)1M,

npoeedeﬂa HA OCHOBAHUU OGHHBIX PeE3YIemamos KHUYEeCKUX UCceneoo8aHuil.

IlepenoznpoBka

Hudopmarust o nepeao3uposke npenapatoM JaapHesa

Amnoounurn

® OTCyTCTBYET.

Hudopmarust o nepeao3upoBKe aMJIOUITHHOM OTPaHHYCHA.

Cumnmomoi. BEIPaXKCHHOE CHIDKCHHE AJl ¢ BO3MOMKHBIM Pa3sBHTHEM PeICKTOPHOH TaXHKapIHH

H UYpEe3MEpHOU NepU(PEPHUCCKON Ba30JWIATAIIHH (PUCK pPA3BHTUSI BBIPAXKCHHOW M CTOWKOM

apTepHaanOﬁ THIIOTCH3HH, B T. 4. ¢ Pa3BUTHCM IIIOKa H JICTAJIbHOTI'O HCXO}I&).

Jlevenue: IIpOMBIBaAHHC 3KCJIYAKA, Ha3HAUYCHHC AKTHBHPOBAHHOTO VYIJIA (OCO6€HHO B IICPBBIC

24aca IOCJIEe NEPEHAO3HPOBKH), MNOJJEPXKAHHES (DYHKIHH CEpJCUHO-COCYAHCTOH CHOTEMBL,

BO3BBIIICHHOC IMOJIOXKCHHEC HHKHUX KOHe‘IHOCTeﬁ, KOHTPOJIb TICMOJHHAMHYCCKHUX MmoKa3aTejich
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ET SKCTEPTHOMY OTHETY

JMype3a, CHMIITOMATHYESCKAas M IIOJJICpKMBaromias Tepamus. JUIi BOCCTAHOBJICHHS TOHYyca
COCYJIOB — IPHMEHEHHE COCYJOCYKHBAIOIIMX CPeACTB (IIPH OTCYTCTBHH IPOTHBOIIOKA3aHUH K HX
HPUMCHEHHIO), I YCTPAHECHHUS MOCIICACTBHH GJIOKabl KaJbIHEBBIX KAHAJIOB — BHYTPUBCHHOES
BBEJICHHE PacTBOpa KaJbIUs IFOKOHATa. [ 'eMoananu3 Hes(hpeKTHBEH.

Hepunoonpun

JaHHBIE O MEPEAOZHPOBKE NEPUHIOTIPHIIOM OTPAHHUYCHBL

Cumnmomei. BBIpaKECHHOE CHIDKeHHME AJl, IMIOK, HapyIICHHS BOJHO-3JICKTPOIMTHOIO OajlaHca,
MOYEeYHAasd HEJAOCTATOUHOCTh, THIICPBEH THIIILIUS JISTKUX, TAXHKAP/IMS, OIYICHUE CEPIICOHCHHUS,
OpaauKap/us, TOJIOBOKPY)KEHHE, OCCIIOKOHCTBO H KaIlleIh.

Jleuenue: Mepbl HEOTIIOKHOH NMOMOINH CBOJITCS K BBIBSACHHIO IpenapaTa H3 OpraHH3Ma —
HNPOMBIBAHHIO JKCJIYJKa WHIH HA3HAYCHHIO AaKTHBHPOBAHHOTO YITII C IOCJIEIYIOIHM
poccTanopieHueM OLIK.

IIpu BBIpaskeHHOM CHHKEHHH Al clleyeT NepeBECTH MAIMEHTA B IIOJI0XKEHHE «IEXKa» HA CITHHE
¢ NPHIOAHATHIMH HOTaMH, IPH HEOOXOJMMOCTH IIPOBECTH MEPOIIPHATHS IO BOCCTAHOBJICHHIO
OLIK (manpumep, BHyTpuBeHHas: HHPY3Hs 0,9 % pacTBOpa HaTpHA XIopHJa). Takke BOZMOKHO
BHYTPUBEHHOE BBEJCHHE KarexojaMHHOB. C IOMOINBIO TEMOJHAIHM3a MOXHO YJAIHTh
HMSPHHIONIPHII H3 CHCTEMHOTO KpoBOTOKa. IIpH OpaaukapuH, pe3HCTEHTHOH K TEPANHH, MOKET
HOTPeOOBaThCS  HMIUIAHTALMS  HJICKTpOKapAHOcTHMY IsiTopa. Heobxomum  TUHAMHYCCKHUH
KOHTPOJIb OOIIIETO COCTOSHHS, KOHIICHTPAIIMH KPSaTHHHHA H COAEPKaHUS SJICKTPOIHTOB B IIJIa3Me

KpOBH.

BzanmojeiicTBre ¢ IPYruMH JIeKAPCTBEHHBIMH CpPeIcTBAMEI
Amiodunn

Hepexonmernoyemvie covemaniis 1eKapCmeeHHbIX cCPeoCcmes

Janmponen (eHympueeHHoe egeoerue)

VYV nabopaTOpHBIX JKHBOTHBIX OBLIH OTMEUEHBI Cy4an (GPUOPHITISAIHH JKETY IOUKOB C JIETAITBHBIM
HCXOJOM M KOJUIalcoM Ha (pOHE NPUMCHCHHS BEpallaMHia W BHYTPHBEHHOTO BBEJCHHS
JAHTPOJICHA,  COMPOBOMKJABIIHECS  THNepKaiHeMued.  BeneacTBue  pucKka  pa3BHTHS
THIICPKAIHEMHH CJIeYET HCKITFOUUTD oTHOBpeMeHHbIH npueM BMKK, B TOM uncsie aMIIOTHITHHA,
Yy TAIHEHTOB, IOJBEPKEHHBIX 3JIOKAYCCTBEHHOW THIEPTCPMHH, a TaKKe IPH JICUCHHUH
3JI0KaYECTBEHHOHW THIIEPTCPMHH.

Covemanus 1eKdpCmeeRHbix CPeoCme, mpebyiouiie 0cobo20 GHUMAHUS

Hnoyxmopuer uszogpepmenma CYP3A4: npH OAHOBPEMEHHOM TNPHMCHEHHH C HHJIYKTOPAaMH
uzodpepmenta CYP3A4 KOHIEHTpalHs aMJIOJAWIHHA B IJIa3ME KPOBH MOSKET H3MEHSITHOS.

ITosToMy HEOOXO0AUMO KOHTPOIHPOoBaTh AJl H KOPPEKTHPOBATH JO3Y KaK BO BPEMSI, TaK H IOCIIC
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HX OJJHOBPEMCHHOIO NIPHMEHECHHUS, OCOOCHHO B CJTyuac IPUMECHEHHS ¢ MOIIHBIMH HHIYKTOPaMH
uzodepmenta CYP3 A4 (nanpumep, pugamnuyun, npenapamol 36epobos npoovipAGNeHHO20).
Hneubumopur uzogpepmerma CYP3A44: oqHOBpEMEHHBIH NMPHEM aMJIOJHIIHHA W MOIIHBIX JIHOO
yMepeHHBIX HHTHOUTOPOB u3odepmenTa CYP3A4 (uHeubumopur npomeassi, npomueocpubrossie
npenapamet  epynnvl  a30N06, MAKpOMUObL, HANPUMED, SPUMPOMUYUH WL  KAADUIMPOMUYUH,
6epanamMul Wik OUIMuazem) MOKET MPHBECTH K CYIIECTBEHHOMY YBEIHYCHHIO KOHICHTPAIHH
aMJIOJIMIIMHA B IIIa3Me KpoBH. KiIMHHUYecKHe HpOSBICHHSA YKA3aHHBIX (hapMaKOKHHETHUECKHX
OTKJIOHECHHH MOTYT OBITh 00JIce BHIPAsKEHHBIMH Yy TIAIHCHTOR MOXKMJIIOTO BO3pacTa. B ¢BsI3H ¢ uem
MOJKET MOTPeGOBATHCS MOHHTOPHHT KIIHHHYSCKOTO COCTOSIHUSI H KOPPEKIHUS JTO3HL.

VY nmanuMeHTOB, IPUHUMAOIIUX aMJIOJHIIHH OJHOBPEMEHHO ¢ KIAPUMPOMUYUHOM, TTIOBBIIICH PHCK
pasBUTHA apTepHaNbHOH THNOTeH3HH. ClleAyeT NpPOBOJMTH TINATCIBPHOS HAOIIOACHHE 3a
COCTOSIHHEM MAI[HCHTOB, IPHHUMAIOLIHX IICPUHIONPUIT OAHOBPEMEHHO C KIAPUMPOMUYUHOM.
Couemanus NeKapcmeennblx cpeocme, mpedyouie eHUMAHUA

AMJIOJIMITHH YCHJIMBAET AHTHTHIIEPTCH3UBHOE JCHCTBHE SUNOMEHIUGHVIX NPENapamos.
Taxpomumyc: CYMIECTBYET PHUCK YBEIMUYCHHS CHIBOPOTOYHOM KOHIEHTPALMH TAKpOJIUMYca IIPH
OJTHOBPEMEHHOM IPUMCHEHHH ¢ aMJIOTUITHHOM. Bo H30eKaHHE pa3BHTHS TOKCHYECKUX S(PEeKTOB
TAKPOJIUMYyca TIPH OJHOBPEMCHHOM INPHMCHEHHH STHX MPENapaToB TpeOyeTcss MOHHTOPHHT
CBIBOPOTOYHOH KOHIICHTPAL[HH TAKPOJIUMYCa H KOPPEKIHMS €TI0 03I IPH HEOOXOJUMOCTH.
Huxnocnopun: UcclIeAOBAHUS 1O H3YUCHUIO B3aUMOJCHCTBHS IHKJIOCIIOPHHA ¢ aMJIOJHIIMHOM Y
3/I0POBBIX JOOPOBOJIBIICE MJIH JAPYTHX TPYII HACCJICHHS HE HPOBOJMIIMCH, 32 HCKIIOUCHHEM
HAIHEHTOB, NMEPEHECIIHX TPAHCIUIAHTAIMIO MOYKH, Y KOTOPBIX OTMEYajaach BapHaOC/IbHOCTD
HOBBIIICHHS HAUMCHBIIUX KOHIICHTPALMH IHKJIOCIIOPHHA B IIa3Me KpoBH (B cpegHeM oT 0 % 1o
40 %). CneayeT paccMOTPETh BO3MOXKHOCTH KOHTPOJS CHIBOPOTOUHOM KOHICHTPAIHH
LHUKJIOCIIOPUHA Y IAIUCHTOB [I0CJIE TPAHCIIAHTALUY IIOYKH IIPH OJHOBPEMEHHOM IIPHMCHEHHH ©
amtounuHoM. IIpu HeOOXOJUMOCTH 1032 HUKJIOCIIOPHHA JOJDKHA OBITH CHHIKCHA.
Cumeacmamun.: TIPpH OJHOBPEMEHHOM IPHMEHEHHH HECKOJIBKHX /03 aMJIOJHIHHA 1Mo 10 Mr u
cumBacTaTHHA 80 Mr OBIIO OTMEUCHO YBC/IHUYCHHE SKCIIO3HIIMHM cHMBacTaTHHa Ha 77 % mo
CPaBHEHHIO ¢ H30JIMPOBAHHBIM IIPHEMOM CHMBACTATHHA. Y IANHEHTOB, IPHHHMAIOLIUX IIpenapaT

JHanprepa®

B JO3UPOBKe amuojunuH 10 Mr + mepHHIONPHJI 4 Mr HIH aMJIOAMITHH
10 Mr + nepuHAOIPHII § MT, CJICyeT OTPAHUYUTh IIPUEM CHMBacTaTHHA 70 20 MI' B CYTKH.

OAHOBPEMEHHBIH IIPHEM aMJIOTHIIHHA H YIIOTPEOIICHUE 2peiingpymos WilH 2petingpymoso2o coxa
HE PEKOMEHJYECTCS B CBSI3H C BO3MOXKHBIM IIOBBINICHHEM OHOJOCTYHHOCTH aMJIOJMIIHHA Y

HCKOTOPBIX ITAITHCHTOB, YTO B CBOIO OUCPCAb MOKCT IIPHBCCTH K YCHJICHHIO 3(1)(1)6KTOB CHHUIKCHHUSL

ATL
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Hueubumopvr mIOR  (mammalian Target of Rapamycin — MuuteHb panamuyuxd
miexonumarowyux): mHruouTopbl mTOR, TakHe Kak CHPOIUMYC, TEMCHPOIHMYC H SBEPOTHMYC,
npeAcTaBIHOT co0oi cyOeTpaTel u3odepmenta CYP3A. AMIOTUNUH SBISIETCS  CIIA0OBIM
uHru6uTopom m3opepmenta CYP3A. Ilpu OJHOBpEMCHHOM NPHMEHEHHH ¢ HHIHOHTOpaMH
mTOR aMTOTUIIHH MOKET MOBBIIIATE HX SKCIIO3HIHIO.

OoHoepemenHoe npuMeHeHue bema-adpeHobaoKamopos (OUCONPONION, MEMOnpPoONon) U anvgha- u
bema-aoperobnoxamopa Kapeeounona npu XCH: TOBBIIIAET PHCK Pa3sBHUTHI apTCPHAIBHOH
THIIOTEH3UH U yxyameHus TeueHus XCH y ManMeHTOB ¢ HEKOHTPOJUPYSMOH WM JIATCHTHO
nporekatonieii XCH (yeunenue uaotponnoro s¢pdekra). Kpome storo, Gera-aapeHobIoKaTophl
MOTYT YMCHBIIHUTh YPE3MEPHYIO PEGICKTOPHYIO CEPACYHYIO CHMITATHYCCKYIO AKTHBAIHIO HA
(pone comyrerpyromei XCH.

Ilpu ONHOBPEMEHHOM NPHUMCHCHHH AMJIOJMIIMH MOXCT IMOBBIMATH CHCTEMHYIO SKCIIO3HIHEO
macoHepMuHa B TJIa3ME KPOBH. B TakuX coiIyyasx HEOOXOJHUM PpErYJBPHBIH KOHTPOJb
KOHIICHTPAIHH MACOHEPMUHA B TUTA3ME KPOBH U KOPPEKIHSA JO3bI IIPH HEOOXOUMOCTH.

ﬂpvzue KOM6MHCIL¢MM JNEeKAPCMBEHHBIX CD@()CWIG

Ipenapamer kamvyus MoryT yMeHbIIHTH ekt BMKK.

IIpu oguoepemenHom npumeHeHun BMKK ¢ npenapamamu numua (A1 aMJIOJHIIHHA JaHHBIE
OTCYTCTBYIOT) BO3MOXKHO YCHJICHHE HPOSBJICHHS HX HEHPOTOKCHUHOCTH (TOIIHOTA, PBOTA,
JHapesi, aTaKCUsl, TPEMOp, IIIYM B YILIax).

B xo/ie KITHHHYECKHX HCCIICAOBAHHH JICKAPCTBEHHBIX B3aHMO/JICHCTBHH aMJIOJHMIIUH HE OKAa3bIBAJl
BIIMSHHA Ha (PapMAKOKHHETHKY GMOPEACHAmMUNA, OUSOKCUHA, 8aphapuHa.

Opuokpatabidi mpueMm 100 Mr cundenaguna y NaUEHTOB ¢ SCCCHIHAIBHOH THIICPTCH3HEH HE
OKAa3bIBacT BIIMSHHA Ha MapaMeTphl (PapMAKOKHHETHKH aMJIOJHITHHA.

Hepunoonpun

JHaHHbIe KIIMHHUECKHX MCCIICOBAHUMH IOKa3BIBAIOT, UTO JABOMHas Giokana PAAC B pesynbraTe
OJIHOBPEMEHHOTO TPUMEHEHUST uHeubumopos AllD, APA Il ww amuckupera TPUBOJHUT K
VBEIMUCHHIO YacTOTHI BO3HUKHOBCHMS TAKHX HEXKCJIATC/IBHBIX SBJICHHH, Kak apTepHalibHas
THIIOTEH3HUS, THIEPKAJIMEMHA M HapyIICHUS (PYHKUHH MOoYeK (BKOYAS OCTPYIO INOYCUHYIO
HEJOCTATOUYHOCTD), II0 CPABHEHHIO C CHTYALHSMH, KOTJ[a MPHMEHSACTCA TOJIBKO OJMH IpeIapar,
pozgererByronudi  Ha  PAAC (oM. pasgenst  «@apMaKOJIOTHYCCKHE  CBOHCTBA.
QapmakoHHAMHKa», «[IpoTHBONMOKa3aHH», «OcOObIE YKa3aHHD»).

JlexapcmeeHHbvle cpedcmaed, 8bl3bleaiouie 2UNepKaIeMuio

Hekoropeie mpemapaTsl MOTYT YBEJMUHBATh PHCK Pa3BHTHSA THICPKAHEMHH: GIUCKUDEH, COJU
Kanus, —Kanuticbepezarougue  ouypemuxu, ureubumoper AID, APAIl, HecmepouoHvie

npomueosocnanumenvhvie npenapamot (HI1IBII), zcenapum, ummyHooenpeccarmbvi, TaKHE Kak
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YUKNOCHOPUH WM MAKPOIUMYC, MPUMEMonpum, B TOM YHcJIC (PUKCHpOBaHHAS KOMOHHAIUS
cynvgpamemoxcazona U mpumemonpuma (xo-mpumoxcazon). CodyeTaHHE STHX IIPEIapaToB
HOBBIIIAECT PHCK PA3BHTHA THIICPKATHEMUH.

Huxnocnopun: TPH OJHOBPEMEHHOM MpPHMEHEHHH HHIHOHTOpoB AlID ¢ NHMKIOCTIOPHHOM
BO3MOXKHO Pa3BUTHE THICPKATHEMHH. PeKOMEHIyeTCs KOHTPOIMPOBATh COJCPKAHHE Kajlusl B
CBIBOPOTKE KPOBH.

I'enapun: BO3MOJKHO IIOBBINICHHE COJCPXKAHHS KajHsI B CBIBOPOTKE KpOBH. PekoMeHayetcs
KOHTPOJIHPOBATh COJICPIKAHUE KaJIHs B CBIBOPOTKE KPOBH.

O()HOGD@M@HHO@ NPpUMEHEHUE NPOMUGONOKA3ZAHO

Anucxupen u nexapcmeertvie Hpenapamsl, COOepIcauue anucKupeH

OaHOBpeMEHHOE TpUMCHEHHE HHTHOMTOpoB AllID® ¢ neKapcTBCHHBIMH —IpenapaTaMH,
COJICPKALIIHMH AJTHCKHPCH, MPOTHBOMOKA3aHO Y IAIIHEHTOB C© CaxapHBIM JHAa0CTOM W/HIIH
YMEpPEHHBIM HJIH THKETbIM HapymienueM ¢Gyukmun mouek (CK® memee 60 yor/vun/1,73 m>
IUIONIaH IOBEPXHOCTH Tejla) M HE PEKOMEHAYETCS Yy JIPYTHX MAalHEHTOB. (CM. pasjen
«IpoTuBomokazanus»). Bo3pacTacT pHCK pa3BUTHSI THIICPKAJMEMHH, YXYAIICHHS (DYHKIIHH
MOYCK, CEPACYHO-COCYAUCTOH 3a00ICBAEMOCTH H CMEPTHOCTH.

DxempaxopnopansHas mepanis

DKCTpaKOpIOpabHbIE METOJBl JICUCHHS, BEAYINHE K KOHTAKTY KPOBH C OTPHIATEIIBLHO
3apSDKCHHBIMH TIOBEPXHOCTSIMH, TAKHE KaK JUAH3 WIH TeMO(HIBTPAIHS ¢ HCIOIb30BAaHHUEM
HEKOTOPBIX BBICOKOIPOTOUHBIX MeMOpaH (HampuMep, NMOTMAKPHIOHHTPHJIOBBIX), HIIH adepes
JITHIT ¢ uemonb3oBaHHEM JICKCTpaHa CyibdaTa, MPOTHBOMOKA3aHBI H3-3a YBEIHYCHHS PHOKA
Pa3BHTHSI TSDKENIBIX aHA(UIAKTOMJHBIX peakuuil (cMm. pasgen «lIporuBomokazamus»). Ecmu
HAIHCHTY HEOOXOMUMA SKCTPAKOPHOpalbHAs TEpamus, CJIeIYeT PaccMOTPETh BO3MOXKHOCTH
HCTIONTB30BaHUS JIPYTOrO THIIA JHATH3HOH MeMOpaHbl HJIH JPYToro Kijacca THIIOTEH3HBHBIX
IpenapaTos.

Hrueubumopul HeillmpansHOM SHOONENINUOA3bL

[Ipu oxHOBpeMEHHOM NpUMCHEHHH HHTHOHTOpOB AlID ¢ nekapcTBEHHBIMH TIpEIIApaTAMH,
COJICpKAIlUMH ~ cakyOumpun  (MHTHOMTOP HENPHJIM3HHA), BO3pAcTacT PHCK  Pa3BUTHSA
AHTHOHEBPOTHYCCKOTO OTEKa, B CBS3H © YEM OJHOBPEMEHHOE IPUMCHCHHME YKAa3aHHBIX
npenapaToB NpoTHBomnokasano. Murubutoper AIID crexyer HazHauaTh HE paHee, YeM 4Yepe3
36 yacoB MOCJIE OTMEHBI IPEMAPATOB, COACPIKAIIUX cakybumput. IIpoTHBONIOKA3aHO HA3HAYCHHUE
MPENapaToB, COACPIKANIMX CaKyOump, TAalHEHTaM, MOTy4YarouM HHrHOuTOphl AIID, a Taxxke
B TCUEHHE 36 YacoB IOciIe OTMEHBI HHTHOHTOPOB AlTD.

Hepexomernovemvie couemaniis 1eKapCmeeHHblx cpeocmes

Aﬂucxupeﬂ U IEKAPCMBGEHHbLE NPENAPUbI, coaep:)/caw;ue ANUCKUPEH
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V NanueHTOB, HE HMCIOIHUX CaxapHOTO JHadeTa HJIM HapyIICHHS (PYHKIHH IOYEK, BO3MOXKHO
MOBBIIICHUE PHCKA THIEPKAJMEMHH, YXyMIICHHE (YHKIHH IMOYCK H IOBBILCHHE YacTOTHI
CEepPACYHO-COCYAUCTOH 3a607IEBAEMOCTH H CMEPTHOC TH.

Oonoepemenroe HasHauerue unzubumopos AIID u APA IT

ITo wumecromuMcs JIMTEPATYPHBIM JAHHBIM, Y MAIHCHTOB ¢ YCTAHOBJIEHHBIM JHATHO30M
aTEPOCKJICPO3a, CEPACYHOH HEJOCTATOUHOCTBHIO MJIM CaXapHBIM JHAOETOM ¢ IOpaKEHHEM
OpraHOB-MHINCHCH OJHOBpeMCHHBIH mpHeMm uHruOuTopo AII® um APA Il mpuBogur K
VBCJIHUCHHIO YacTOTHl PAa3BHUTHS AapTCPHAIBHOH THIOTCH3HM, OOMOPOKA, THICPKAHEMHH H
yXyAleHHS (PYHKIUH oYK (BKIFOYAs OCTPYIO MOYEYHYIO HEJOCTATOYHOCTH) IO CPABHEHHIO C©
CHTYal[USIMH, KOIJla IIPUMCHSETCS TOJIBKO OJMH Ipemapar, BosjcHctsyrommid Ha PAAC.
IIpumenenue nBoinoi 610kaapl PAAC (HanpuMep, O THOBpEMCHHBIH mpueM HHruOuTopo AITD
u APA II) 1o/mKHO OBITh OTPaHHUYCHO CAHHHYHBIME CIY4asMH CO CTPOTHM KOHTPOJIEM (DYHKIHH
MOYEK, COJICPKaHUS Kaus B 11a3me KpoBH U AJ[ (eM. paszgen «OcoObie yKazaHuI» ).
Dempamyemun

OJHOBpEeMEHHOE MNpPHMEHEHHE 53cTpaMycTHHa ¢ wuHruOHTOpamu AlID compoBokaacTed
NOBBIIICHHBIM PHCKOM Pa3BHTHSA aHTHOHEBPOTHYECKOIO OTEKA.

Ko-mpumoxcason (cynegpamemorcaszon + mpumemonpum)

IIpu 0 JHOBPEMECHHOM HMPHUMEHEHHH ¢ KO-TPHMOKCA30JI0M (CyiIb(haMeTokcas0i1 + TPUMETOIIPHM)
MOJKST IOBBIIATBCS PHCK PAa3BHTHSL THIEPKaTHEMHH (cM. pasjien «OcoOble yKa3aHHUSI»).
Kanugicbepezaroupue ouypemuxi (Hanpumep, mpuammepet, aMuiopuo, MiepeHoH) 1 Com Kauus
OOBIUHO cO/IepKaHHE KAJIUS B IUIa3ME KPOBH OCTACTCS B IIPE/ICIaX HOPMBIL, IIPH TOM Y HEKOTOPBIX
HAIMEHTOB, MOTyYaromuxX HHrHOHTOphl AlID, MOKeT pa3BUThCS rHIEepKaymeMud. IIpuMeHeHue
KaJHiicOeperaroux JHYPSTHKOB (HallpHMep, CITHPOHOJIAKTOHA, TPHAMTEPEHA, SIUICPSHOHA HITH
aMHJIOpH/Ia), KaJHHCOJEpKaIllMX 3aMCHHTEJICH IIOBAapECHHOM COJM, JPYIHX IIpENaparos,
CIIOCOOCTBYIONUX IOBBIMICHHIO COJACPXKAHHS Kadusi B IUIa3ME KPOBH MOXKET IPHBECTH K
3HAYHTE/IbHOMY VBEJIHUCHHIO COJICPIKAHHS Kajusi B CBIBOPOTKE KpoBH. ClleqyeT TakKe
coO/moJaTh OCTOPOXKHOCTh IIPH OJHOBPEMEHHOM HA3HAUCHHH IICPHHJONPHIA C JPYTHMH
HpenapaTaMu, CIIOCOOHBIMH YBEIHYHBATD COJCPIKAHUC KaJHA B CHIBOPOTKE KPOBH, TAKHMH KaK
TPUMETOIIPHM H KO-TPHMOKCA30JI (CyIb(paMeToKcas0a + TPHMETONPHM), TaK KaK H3BECTHO, UTO
TPUMETOIIPHM JCHCTBYET KaK KajquHcOeperaronmi JAHYPETHK, TakoH Kak amuiopua. Ilostomy
OJIHOBPEMEHHOE NPHMCHEHHE IEPHHJONPHJIA C  BBIIICYKAa3aHHBIMH IIpellapaTaMHM  He
pekomeHayeTcs. Ecin, TeM He MeHee, OJHOBPEMEHHOE HA3HAYCHHME IOKA3aHO, HX CJIEAYET
HIPUMEHSITh ¢ COOJIFOACHHEM MEp HPEJOCTOPOIKHOCTH H PETY/IIPHBIM KOHTPOJIEM COJICPIKAHHS
KaJIusl B CBIBOPOTKE KPOBH.

Ipenapamer numus
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IIpu oHOBpEMEHHOM NMIPHMEHEHHH MPETIApaTOB JTUTHI H HHTHOHTOpoB AlID MOKET BO3HHKATH
oOpaTHMOE MOBBIINICHUE COACPIKAHUS JTHTHS B IJIa3ME KPOBH U CBS3AHHBIC C 3THM TOKCHUYCCKHE
s deKTHI (TSKEIBIC HeUpOTOKCHUYCCKHE S(deKTh). OTHOBPEMEHHOES TPUMEHEHHE IEPHHIOTIPHIIA
U TIPEIapaToB JIMTHS HE peKoMeHayercs. lIpH HEoOXOAUMOCTH NPOBEICHHS TaKOH Tepamuu
HEOOXOHM PETYIBIPHBIH KOHTPOJIb COACPKAHUS JHTHS B IIazMe KpoBH (oM. pazaen «Ocolbie
YKa3aHUD).

Couemariis JEKAPCMEEHHbBIX CD@@CWIG, mpe6w0u¢ue 0006020 BHUMAHUS

lunoenuxemuyecxue cpeocmsea (UHCYIUH, MPOU3BOOHbLE CYILGHOHUNMOUESUHDL)

CornacHo JaHHBIM, IOJIYYCHHBIM B SIHICMHOJIOTHUYESCKUX HCCIICTOBAHUSIX, HHIHOUTOPHI AlID
MOTYT YCHJIHBATh THIOTJIHKEMHUYECKUH (PPEKT HHCYTHHA H IPOU3BOIHBIX CYITH()OHHIMOUCBHHBI
C PHCKOM pAa3BHTHS THNOTJMKEMHUH. JlaHHBIH 3(deKT, BeposiTHES BCEro, MOXKHO HAOIFOAATh B
TIEPBBIC HEJICIH OJHOBPEMECHHOTO TIPUMCHEHHUS H Y TIAIIHEHTOB ¢ HAPYIICHHEM (DYHKITHH TTOYCK.
Kanuiinecbepezaroujue ouypemuxi

VY DalHeHTOB, INOMYYAIONMX JHYPETHKH, OCOOCHHO Yy MAIMEHTOB C THIOBOJIEMHCH W/HIIH
CHI)KEHHOHW KOHIICHTpAIUCH cOJIeH, B Hayaje TCPaluH IEPHHIONPHIIOM MOKET HaOIIONATHCS
BBIpaXKCHHOE CHIDKCHHE AJl, pHUCK pa3BHUTHS KOTOPOTO MOXKHO YMEHBIIHTH ITYTEM OTMCHBI
JUYPETUHUCCKOTO CPEACTBA, BOCIIOIHEHUEM MTOTEPH KU IKOCTH HITH COJICH Tepe;] HaualloM Tepanuu
NEPUHJONPHIIOM, a TaKKe Ha3HAUYCHHEM [EPHHJONpPHJIA B HH3KOH J03¢ © JaJbHCHIIHM
MOCTENICHHBIM €€ YBSIIHUCHUEM.

Ilpu AI' Ha (QoHe Tepamuu JUYPETHKAMH y NANHCHTOB ¢ THIOBOJICMHEH WJIH CHHXKCHHBIM
COJICp’KaHHEM COJICH JUYPETHKH JODKHBI OBITH JIHOO OTMECHEHBI JO Hayaja IPUMCHCHHSA
uaru6uTopa AIID (mpu sTomM KanuiHeCOESPETAIONMH JHYPETHK MOXKET OBITh MO3JHES BHOBb
HasHaueH), 100 HHrHOHTOp AII® nomkeH OBITH HAa3HAUCH B HH3KOH J03€ © JajIbHEHIINUM
MOCTENCHHBIM €€ YBCIIHUCHHEM.

Hpu npumenenuu ouypemuxos & ciyuae XCH nurudutop AlID nomxeH ObITh HA3HAYCH B OUCHB
HH3KOH JI03¢, BO3MOJKHO, IIOCJIE YMCHBIICHHS O3Bl OJHOBPEMEHHO IPHMEHIEMOTO
KaJIMHHECOCPETaloIIero JHYPSTHKA.

Bo Beex ciyyasx (yHKIHS TMOYEK (KOHIEHTpPAIHMS KPEATHHHHA B ILIa3Me KPOBH) JIOJDKHA
KOHTPOJIMPOBATHCS B IIEPBBIC HEAETH MPUMCHEHHS HHTHOUTOpoB ALTD.

Kanuiicbepecarowjue ouypemuxu (npuMeHeHue sM1epeHoHd, CRUPOHONAKMOHA 6 0oszax om 12,5 me
00 50 me 8 cymku U HU3KUX 003 uneubumopos AllD)

IIpu neuenuun XCH II-IV ¢yukumonanpHoro Kiacca mo kiaccupukanun NYHA ¢ ¢paxuuei
BBIOpOca jeBoro skenyaouka <40 % y manueHTOB, paHee MOMydyaBHIMX HHTHOHTOpPHI AIID H
IECTIICBBIC» JUYPETHKH, CYIIECTBYCT PHCK PA3BUTHS THIIEPKATHEMIH (C BO3MOXKHBIM JICTATTBHBIM

I/[CXOLIOM), 0COOEHHO B cJydac HCCO6J’[IOIIGHI/[5{ pCKOMCHHaHHﬁ OTHOCHUTEJIBHO 3TOH KOM6I/[HaI[HI/[
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penapaTos.
Ilepen HauaaOM NMPHMCHEHHUS JAHHOW KOMOWHAIIMH JICKAPCTBCHHBIX IPEHApaTOB HEOOXOIHMO
yOCAUTHCS B OTCYTOTBHHU THIIEPKAIIMEMHH H HAPYIICHUS (PYHKI[HH MOYCK.

PexomeHyeTes peryBsipHO KOHTPOIUPOBATh KOHIEHTPALHIO KPeaTHHHHA H COACPIKAHHE KallUus B
IJIa3Me KPOBHU: €IKECHE/IETBFHO B IIEPBBIM MECHI[ JICUCHUS U €XKEMECIUHO B ITOCIICAYIOIIIEM.
Payexaoompun

Coo0miaioch O  TOBBILICHHOM PHCKE PAa3sBHTHA AHTHOHEBPOTHYECKOTO OTEKa  IIPH
OJIHOBPEMECHHOM  TpuMeHeHHH uHruOuTopoB AllD w  payexacompuna (MHTHOUTOP
SHKehaTHHA3HI).

TxaHesvie axmugamopuvl MIA3MUHO2EHA

B oOcepBanMOHHBIX  HCCICAOBAHHIX  BBISBJICHA  MOBBIIICHHAS  4YacTOTa  Pa3BHTHS
AHTHOHEBPOTHYCCKOTO OTEKa Y TIANUCHTOB, NpPHHUMABIIHX HHrHOWTOpEl AlID, mnocne
MPUMEHEHHS aJITENIa3bl JUI1 TPOMOOIHTHYCCKOH Tepalliy HIIEMHYCCKOTO HHCYIIBTA.
Hreubumopvr mTOR (Hanpumep, Cuponumyc, 56epoumyc, meMcupomumyc)

VY manueHTOB, OJJHOBPEMEHHO MOIYYAIONIHX Tepanuio HHruoutopamMu mTOR, moBeimaetest puck
Pa3BHTHS AHTHOHEBPOTHYECKOTO OTeKa (M. pasjien «OcoOble YKazaHHs»).

HIIBII, exniouasn gvicoxue 003bl auemuicanuyuiosoli Kuciomet (= 3 2 6 cymxu)

OnnoBpemennoe npumMeHeHue WHTHOUTOpOoB AIID ¢ HIIBII (aneTwicamuiuioBas KHUCIOTA B
JI03€, OKa3bIBAIOIICH TPOTHBOBOCHAIMUTEIILHOE JCHOTBHE, MHTHOHUTOPHI IMUKIOOKCHTECHA3BI-2
(IOI'-2) u mecenextupHble HIIBII), MoKeT NMpUBECTH K CHUMKCHHUIO AHTHUTHIICPTCH3UBHOTO
gercTBust wHTHOHTOpOB AlID. OnHoBpeMeHHOe npumeHeHue HHTHOUTOpoB AIID w HIIBII
MOJKET TPHBOJUTH K YXYAIICHHIO (PYHKIHH IOYCK, BKJFOYAS PA3BHTHE OCTPOH MOUYCHHOMH
HE/TOCTATOYHOCTH, H YBCJIIHYCHHIO COJCPXKAHUS KalHMs B CHIBOPOTKE KpPOBH, OCOOEHHO Y
MAllUCHTOB C©O CHIDKCHHOH (QyHKIueH mouek. Creayer coOmrofaTh OCTOPOXKHOCTH IIPH
HA3HAYCHHUH JAHHOH KOMOWHAIIMH, OCOOCHHO Y MAI[HCHTOB IOXKHJIOTO Bo3pacTa. [lanmenTtam
HEOOXOMMO KOMIICHCHPOBATh MOTEPIO JKHAKOCTH H TIIATEIbHO KOHTPOIMPOBATH (DYHKIIHIO
MOYEK KaK B HayaJie JICUCHHS, TaK H B IMPOLECCE JICUCHHUSI.

Couemanis 1exapcmeeHHbIX cPedcms, mpe6womue SHUMAHUA

Hreubumopwr ounenmuounnenmuoasvl IV (JITITI-1V)  (cnunmunel), Hanpumep, TUHA2RUNMUH,
CAaKCATUNMUH, CUNG2IIUNIMUH, SULOG2TIUNINUH

OpnHOBpeMeHHOE THpHMeHeHHEe ¢ HHrHOWTOpamu AlID MOKET MOBBHIIATH PHCK Pa3BUTHS
AHTHOHEBPOTHYECCKOTO OTEKa BesieacTBUE noAapieHust akTupHocTH JIITI-IV riountauHOM.
Cumnamomumemuxu

MoryT 0c1abiIaTh aHTHTHIICPTCH3UBHEIH 3(dekT uurHdéHTOpoB AIID.

Ilpenapamur 3onoma
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IIpu npumenenuu HHrHOUTOPOoB AlID, B TOM YHCIIE IEPUHAONPHIIA, Y TIAIIUEHTOB, MOJTYYAFOIIHX
BHYTPHBCHHO IPETIapaT 30JI0Ta (HATPHS aypOTHOMAIIAT), ObLTH OMUCAHBl HHTPHTOHTHBIC PCaKI[HH
¢ YacTOTOH BO3SHHKHOBEHHS «PEJKO» (CHMIITOMOKOMIUIEKC, BKIFOUYAIONIMH B C€0SI THIIEPEMHUIO
KO3KH JIMI[A, TOIIHOTY, PBOTY, apTEPHATIbHYIO THIIOTCH3HIO).

Annonypurnon, — UMMYHOCYHpECCUGHbIe CpeoCmed, KOPMUKOCHepoudsi  (Mpu  CUCHEMHOM
NpUMeHeHU) U NPOKAUHAMUO

OpHoBpeMeHHOE npuMeHeHHe ¢ HHrHOHTOpaMu AlID MOMKET COMPOBOMKAATHCS MOBBIIICHHBIM
PHCKOM Pa3BHTHSA JICHKONICHHH, OCOOCHHO Y MTAIIHEHTOB ¢ HMEIONIHMHUCS HAPYIICHUAMH (PYHKIUH
MOYEK.

Cpeocmea ons obugeti anecmesuu

OpaHoBpeMeHHOE TpHMeHeHHEe HHTHOHTOpoB AlID u cpeneTB g OOIEH aHECTE3HH MOMKET
MPHBOJUTH K aHTHTHIICPTCH3UBHOMY 3 eKTy.

Hpenapam Jlanvnesa®

Couemarue npenapamos, mveﬁvfomee 0C0H020 BHUMAHIS

Baxnoger
Bo3MOXKHO yCHJICHHE AHTHTHIEPTCH3MBHOTO JciicTBua. CriefyeT KoHTpoimpoBaTh AJl u
(PYHKIHIO TTOUEK, IPH HEOOXOUMOCTH IIPOBECTH KOPPEKIHIO TO3BI aMJIOJHITHHA.

Couemariue npendapamaos, mpe6w0mee EHUMAHUA

Tunomensuenvie cpedcmea (Hanpumep, bema-aopeHobIoOKamops) 1 8A300UNAMAMOPbL
B03MOXXHO YCHJICHHE aHTHTHIICPTEH3UBHOTO >(deKkTa MepHHAONPHIA H awtounuHa. ClaeayeT
cOOIOaTh OCTOPOKHOCTH IPH OJHOBPEMEHHOM IPHMCHEHHH ¢ HHTPOIJIHIEPHHOM, JPYTHMH
HUTpaTaMH HJIM APYTHMH Ba30HJIATATOPaMH, IIOCKOIBKY IIPH 3TOM BO3MOXKHO JOIOIHHUTEIBHOE
cHukeHue AJl.

Kopmuxocmepouout (MuHepano- u enioKOKOPMUKOCmepouost), mempaxozaKxmuo

CHHIKCHHME aHTHTHIICPTECH3HBHOTO JCHCTBHUS (3a/IeprKKa JKH/IKOCTH H HOHOB HATPUS B PE3YJIbTaTe
JCHCTBHS KOPTHKOCTEPOHJIOB).

Anvgpa-aoperobnoxkamopbi (MpazosuH, anb@y303uH, OOKCAZ03UH, MAMCYIO3UH, Mepazo3uH)
YcHIeHHE aHTHTHIIEPTEH3HBHOTO JCHCTBHA M INOBBIIICHHE PHCKA PAa3BHTHA OPTOCTATHYCCKOH
THIIOTCH3HH.

Amughocmun

B03MOXKHO yeHTICHHE aHTHTHIIEPTCH3UBHOTO 3 deKTa aMIoUITHHA.

Tpuyuxnuueckue anmuoenpeccanmst/HetiponenmuKu/cpeocmed ons obujeti arnecmesuu
VYcuileHHE aHTHTHIIEPTEH3HBHOTO JCHCTBHSA M HMOBBIIICHHE PHCKA PAa3BHTHA OPTOCTATHYSCKOM

THIIOTCH3HH.
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Oco0ble ykazanus

Oco0ple yKa3aHHS, OTHOCAINMECS K ICPUHHAONPHWIY H AaMIOJMIHHY, NPHMEHHMBI H K
JIeKapcTBEHHOMY TipemapaTy JaisHena®.

Amnodunun

D¢ dexTHBHOCTh U GC30MaCHOCTh MPHMECHEHHUS aMJIOJUITHHA NPH THIECPTOHHUECKOM KpH3E HE
YCTaHOBJICHA.

Cepoeurasn HedoCmamoUHOCHb

JleucHue MALMEHTOB ¢ CEPACUHON HETOCTATOUHOCTHIO CJIEYET IPOBOJUTD ¢ OCTOPOKHOCTBEO.
Ilpu mpumenennu amogununa y manuentoB ¢ XCH III u IV ¢yHkuoHanpHOTO Kiacca mo
kinaccuukanuy NYHA BoszmoskHO pasButHe oteka Jerkux. BMKK, Brmodas amMiioaumuH,
HEOOXOJMMO ¢ OCTOPOJKHOCTBIO NMPHMEHATH y mManueHToB ¢ XCH, B CBA3M ¢ BO3MOXKHBIM
VBEIIHUCHHEM PHCKA PAa3BUTHSI HEXKEIATCIIBHBIX SBJICHHH CO CTOPOHBI CEPACYHO-COCYIUCTOH
CHCTEMBI H CMEPTHOCTH.

[leuenournan HeOOCMAmMoOUHOCHb

VY maumeHToB ¢ HapymeHueM ¢yHKOuH nedeHu 1% u AUC amiogunuHa YBEITHYHBAIOTOS.
PexoMeHmanuu mo JO3HPOBaHHIO NPETapaTa He YeTaHOBJICHBL 1 IpueM ammogunuHa He0OXOUMO
HaAYaTh ¢ HAHOOJICC HU3KUX JI03 H COOIFOATh MEPHI MPEIOCTOPOIKHOCTH KaK B HAYaJle JICUCHUS,
TaK U IIPU YBEIMUYCHUH A03bL IlarueHTaM ¢ TSKeI0H NeYCHOUHOH HEJOCTATOUHOCTHEO ITOBHIIIATh
JIO3Y CIICAYET MOCTENIEHHO, O0CCIIEYHBAs TIATEIHHBIH MOHUTOPHHT KJIHHHYCCKOTO COCTOSTHHUSL.
Hayuenmul nosicunozo eospacma

VYV DanueHTOB MOXKHIJIOTO BO3PAcTa YBEIIMUEHHUE JO3BI CIICAYET IPOBOJUTE ¢ OCTOPOXKHOCTHIO (CM.
pasgensl «Dapmakosiornyeckue cBodcTBa. PapmakokuHeTHKa» H «Crmoco0 NpPUMCHEHHS H
JIO3BD» ).

Ioueunas HeoocmamouHoOCHMb

ITanueHTHI ¢ TOYEYHOH HEAOCTATOYHOCTHIO MOTYT IPUHUMATH aMJIOJUITHH B CTAHAAPTHBIX J03aX.
W3MeHeHus NIa3MEHHBIX KOHIIEHTPAUH aMJIOJUIIHHA HE KOPPEIHPYIOT CO CTEIEHBIO IOYSYHOH
HEJJOCTATOUHOCTH. AMJIOJMIIHH HE BBIBOJUTCS U3 OPTaHU3MA ITOCPE/ICTBOM JHATIH3A.
Mumpansrutii cmenos/aopmanssiii cmeros/IOKMIT

AMITOTUITUH IPOTHBOIIOKA3aH MAIIHCHTAM ¢ OOCTPYKIUEH BBIXOJHOTO TPAKTa JIEBOTO SKEITy JOUKA.
CUHOpoM « OMMEHbL»

Hecmorps Ha oteyTeTBue Y BMKK cHHIpoMa «OTMEHBD», IIPEKpAILCHUE JICUCHHS IIPENapaTOM

Janpuena®

JKEJIAaTEIbHO MPOBOJMTL IIOCTENIEHHO, YMEHBIIAS 03y IIpenapara. AMJIOJMIIHH HE
HPEJOTBPAIaCT Pa3BHTHE CHHJAPOMAa «OTMEHBD» IIPH PE3KOM MpEKpalllcHHH IpHeMa OcTa-
aapeHOOIOKATOPOB.

Ilepugpepunecxue omexu
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ET SKCTEPTHOMY OTHETY

He3sHauyuTeTbHO WM YMEPEHHO BBIpaKCHHBIE NMepU(pEepHUCcKHE OTCKH OBUTH HaHOOJIEE YacThIM
HEXKETIATEIbHBIM ~ SIBJICHHEM  aMJIOJUITHHA B  KIHHHYCCKHX  HCCJICNOBaHHAXK. JacToTa
BO3HHKHOBCHHSI NEPUPEPHUCCKHX OTCKOB BO3PACTAET ¢ YBEJIIMUECHHEM JIO3BI (TIPH MPUMCHECHUH
aMJIOIUITHHA B 103€ 2,5 Mr, 5 Mr ¥ 10 Mr B CYTKH OTEKH BO3HHKAJIH COOTBETCTBEHHO ¥ 1,8 %0, 3 %0
u 10 % manuentoB). Creayer TmaTteabHO JU(PEPEHIHPOBATh TNEpH(PEPHUESCKHE OTECKH,
CBSI3aHHBIE ¢ IPUMEHCHHEM aMJIOJMITHHA, OT CHMIITOMOB IIPOTPECCHPOBAHUS JICBOXKEITY JOUKOBOH
CePJICHHOH HEJOCTATOUHOCTH.

Ilpouee

Heo0xoumo noaiepanue TUrHeHBI 3y00B H HAGIIOICHHE Y CTOMATOJIOTA (JUTS IPETOTBPAIIC HHS
GOJIC3HEHHOCTH, KPOBOTOUHBOCTH U THIICPILIA3HH JISCCH).

Hepunoonpun

TunepuyecmeumenvHocmy/anzuonespomudeckuti omex (omex Keurxe)

IIpu npumenennun HHruGuTopo AIID, B TOM 4HC/IE MEPHHIONPHIA, B PSJIKUX CIIYHaIX MOXKET
HaOJTFO/IaThesl PA3BHTHE AHTHOHEBPOTHYECKOTO OTEKa JIMIA, T'y0, SI3BIKA, TOJIOCOBBIX CKIIAJIOK
W/WIH TOPTaHH. DTO MOKET NMPOU30HTH B MoOOH mepuoj. IIpu MOSBICHHH STHX CHMIITOMOB
npuMeHeHHe Tpenapata JlanbaeBa® I0IDKHO GBITh HEMEUIEHHO TPEKPAILEHO, MAIHEHT J0JDKEH
HaOmogaThess JIO TeX TOp, TOKa TPH3HAKH OTeKa HE HCUYC3HYT MOJHOCTHIO. Ecim
AHTHOHECBPOTHYCCKHH OTEK 3aTParuBacT TOJIBKO JIHIO H TI'YOBI, TO €ro INPOSBICHHS OOBIYHO
OPOXOJIT CAMOCTOSTENBPHO WM JUIL JICYCHHS €r0 CHMITOMOB MOTYT HPHMCHSITHCS
AHTHTHCTAMMHHBIC IIpenapaThl. AHTHOHEBPOTHUSCKUH OTEK, CONMPOBOMKIAIONIHICS OTEKOM SI3BIKA
HJIM TOPTaHH, MOXKET NMIPHBECTH K OOCTPYKLHUH JBIXAaTC/IBHBIX MyTEH U JICTaJIbHOMY Hexoay. Ipu
MOSIBJICHHH TAKUX CHMIITOMOB CJIC/TyET HEME/JICHHO BBECTH MOAKOKHO SITHHEMPUH (aApCHAIIHH)
B passeaenuu 1:1000 (0,3 M wm 0,5 Mi1) WHiIH O0ECICUHTh TPOXOJUMOCTD JIBIXATECTHHBIX
nyTteii. [TanueHT Jo/mKeH HAXOUTHCS 1101 METHITHHCKHM HAOJIFOJCHHEM JI0 TIOJIHOTO H CTOHKOTO
HCUE3HOBEHHS CHMIITOMOB.

VY namueHTOB, B aHaMHE3€ KOTOPBIX OTMevdasicsl oTeK KBHHKe, HE OBSI3aHHBIH ¢ MPHMEHEHHEM
UHTHOHTOPOB AlID, MOKET OBITH MOBBIIIICH PUCK €TI0 Pa3BUTHS HA (DOHE MPHMEHCHHS IPENapaToB
5ToH rpynmbl (em. pasaen «l IpoTuBomnoxasanus»).

B peakux ciyuasx Ha ¢oue Tepamuu HHruOHTOpamMu AIID pasBuBacTCS HHTECTHHAIIBHBIN
AHTHOHECBPOTHYCCKHH OTEK (AHTHOHEBPOTHYECCKHH OTEK KHIICUHHKA). IIpH 5TOM y manueHTOB
oTMeuacTes G0Ib B JKHBOTE KaK H30JIMPOBAHHBIH CHMIITOM HJIM B COUYCTAHHH C TOINHOTOH H
PBOTOH, B HEKOTOPBIX CIIyYasIX 0e3 MpPe/IIIECTBYIOMErO aHTHOHEBPOTHUECKOTO OTEKA JIHIA H TIPH
HOPMAJIBHOH CBHIBOPOTOYHOHW KoHIeHTpanuu Cl-sctepaspl. JlwarHos ycTaHaBIHMBaeTcs o©
MOMOIIBIO KOMIBIOTEPHOH TOMOTpaduu OpIONIHOH TOJIOCTH, YIbTPa3BYKOBOTO HCCJICTOBAHHS

HJIH B MOMCHT XHPYPTHUCCKOI'O BMCHIATCJ/ILCTBA. CHMIITOMBI HCUE3AIOT IOCIIC NIpCKpaliCcHHUA
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npuMeHeHusT HHruouTOpoB AlID. IlosToMy y manueHTOB ¢ GOIBIO B JKHBOTE, IMOJYYAFOIIUX
uHruGuTOopsl AlID, nmpu nposeaeHuu TUBPEPCHIHATIFHOTO AHATHO3a HEOOXOAUMO YUHTHIBATH
BO3MOXKHOCTD Pa3BHTHSI HHTECTHHAIBHOTO aHTHOHEBPOTHUCCKOTO 0TeKa (cM. paszest «Ilobounoe
JCHCTBHE ).

IIpu ogHOBpeMEHHOM TNpHMCHEHHH HHruOHTOpoB AIID ¢ panekagoTpHIOM, WHTHOHTOpaMHU
mTOR (Hampumep, TEMCHPOIMMYCOM, 53BEPOJIUMYycOM, cupoaumycoM) wm JIII-IV
(TTMNTHHAMY, BKJIFOYAs BWIAATJMITHH) MOBBIIIACTCS PHCK PAa3BHTHS AHTHOHEBPOTHUECKOTO
oTeKa (HapUMEp, OTEK BEPXHHX JBIXATC/IBHBIX IYTCH HMJM $3bIKA, COMPOBOKIAIOIIHHCS/HE
COTIPOBOKAAIOIHICS HapylicHHEeM (YHKUHH JbiXaHus) (cM. pasgen «BzaumojeiicTBue ©
JPYTHMH JICKAPCTBEHHBIMH CPE/ICTBAME).

CreiyeT MPOSIBIATH OCTOPOXKHOCTD B HAYAJIC TSPAITHH palleKagoTpuiIoM, HHruouTopamu mTOR
(HampuMep, TCMCHPOJIHMYCOM, 3SBEPOIHMYCOM, CHPOIHMYCOM) HJIM TJIMITHHAMH, BKIIFOYAs
BUJIJIATJTHIITHH, TIPH OTHOBPEMEHHOM NMIPHMEHEHUH ¢ HHrHOnTOpamu AlTD.

Coemecmnoe  npumexenue ¢  KOMOUHUPOBAHHbIMU — JIEKAPCMBEHHWIMU — NPenapamami,
CoOePIUCAUUMU BANCAPMAH + caKyOUmMPUL

COBMECTHOE NPHMEHCHHE ICPHHJONPHIA ¢ KOMOHHHPOBAHHBIMH  JICKAPCTBEHHBIMH
IpenapaTaMH, coJep>KalllHMH BajicapTaH + caKyOHTPHII, IIPOTHBOIOKA3aHO, TaK KAaK IOBBIIICH
PHCK pa3BHTHSI aHTHOHEBPOTHUYECKOTO oTeKa (eM. pasjien «lIpotuBomnokasanus»). [IlpumeHenne
KOMOMHHPOBAHHOTO JICKAPCTBEHHOTO TIpeTiapaTa, COACPIKAlero BajcapTaH + CaKyOHTpHIL,
BO3MOJKHO HE paHee, 4eM uepe3 36 4acoB IIOCJIC IIOCTICAHETO IpHEMAa IIEPHHJIONPHIIA.
IIpuMmeHEeHHE TEPHHAONPHUIIA BOMOKHO HE paHee, uYeM uepe3 36 4acoB IOC/E IPEKpameHUs
npHeMa KOMOMHHPOBAHHOTO JICKAPCTBECHHOTO MpEmapaTta, CoOJCpIKAIero BajcapTaH +
cakyOutpun (cm. pasgensl  «[IporuBonokasanus» W «B3auMOJeHCTBHE C© PYTHMH
JIEKapCTBEHHBIMHE cpe/icTBaMu» ). [Ipu coBMecTHOM npuMeHEHHH HHTHOUTOPOB AIID ¢ npyrumu
HHTHOMTOPaMHU HETPUIH3HHA (HAIPHMED, PAlleKa JOTPHIIOM) TAKKE MOXKET OBITh MOBBIIICH PHCK
pa3BHTHS AHTHOHEBPOTHYECKOTO oOTeka (oM. pasgen «BsaumoaeHcTBHE ©  JPYTHMH
JICKAPCTBCHHBIMH CPEJCTBAMHE»). Y TMANHEHTOB, IMOJYYAIOIUX MEPHHIONPHIL, NEPE] HAuaIoM
JICYCHHUSI HHTHOUTOpaMH »HKe(alInHa3bl (HANpUMEp, PAlCKaJOTPHIIOM) HEOOXOUMO MPOBECTH
TIIATEIBHYIO OLEHKY COOTHOICHUS «IIOJIb3a — PHCK.

Anagpunaxmouonvie peaxyuu npu npoeedeHuU poyeoyp 0eceHCubUNU3ayun

HMeroTess  OTHAC/IbHBIE COOOIICHHS O pa3sBHTHH  JUIMTENIBHBIX, YIPOJKAIOIIMX  JKH3HU
aHA(HIAKTOMIHBIX pCaKIHi Yy TMAaNHCHTOB, Noaydarommx HHrHOuTOpE AlID BO Bpems
JICCCHCHOMTU3UPYIOIIEH TEPAIHH SI/IOM ITEPSTIOHYATOKPBIIBIX HACEKOMBIX. Y HTHX JKE MAI[HEHTOB
aHa(PUIAKTOHHOH pEaKIMH YJaBajoch H30eKaTh IMYTEM BPEMEHHOH OTMEHBI HHTHOHTOPOB

ATI®D, a mpu cayyaliHOM IpHEMe NpenapaTa aHa(HIAKTOHIHAS PEaKIHs BO3HHKAIa CHOBA.
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Anagunaxmouonvie peaxyuu npu nposedenuu aghepeza JIIHII ¢ nomowpio oexcmpara
cynvghama

B peakux ciayyasx y ManueHTOB, moydaromux HHruOuTopbl AIID, npu mposencHuu adepesa
JITHIT ¢ wmcmonb3oBaHHEM JEKCTpaHa cyibgara MOTYT pPa3sBHBATHCS YIPOXKAIONIHE SKH3HU
aHa(pHIAKTOMIHBIC peakuud. [l npenorBpameHus aHaQUIAKTOHJHOH pPEAaKIHH CICAYCT
BPEMEHHO MPEKPATHTH Tepanuto HHrudutopoM AIID nepen kaxk o npoueaypoit apepesa JITTHIT
¢ HCTIOJIB30BAHUEM JICKCTpaHa cyib(ara.

Hetimponenusa/azpanynoyumos, mpoMOOYumoneHus u anemus

Y  manueHTOB, OPHHHMAIOMMX HHrHOHTOpPHI AIID, BO3MOMKHBI  CIIy4aW  pPa3BHTHS
HCHTPOTICHUW/aTPaHyJIONHTO3a, TPOMOOIMTONCHHH H AHCMHH. Y TANUCHTOB ¢ HOPMAJIBHOM
(pyHKIHEH MOYEK B OTCYTCTBHH JPYTHX OTITOINAIOMIHX (haKTOPOB HEHUTPOIICHHS Pa3BHBACTCS
PEIKO.

C 0co00i OCTOPONKHOCTHIO TEPHHJIONPHI CICAYET MPUMEHITH Y IMAIHCHTOB C CHCTEMHBIMH
3a00JICBaHUSIMHE COCTHHUTCIIHHOM TKaHH, Ha (POHE MpHEMa HMMYHOICIIPECCAHTOB, aJUIONMYPHHOIIA
WM IPOKAWHAMH/1a, OCOOECHHO Y MIAIIHEHTOB ¢ HAPYIICHHOH (PYHKIUECH ITOUCK.

Y HEKOTOPHIX MAIIHCHTOB BO3HHKAIM TIKE/IbIC HH(EKIHH, B psjic CIy4acB YCTOWYHBHIE K
HHTCHCHBHOH aHTHOHMOTHKOTepamuu. [Ipu HazHAUCHHWH NCPHHIONPHIA TAKHM MNAIHESHTaM
PEKOMEHYETCS MIEPUOJAMUYCCKH KOHTPOJMPOBATh KOJIHYECCTBO JICHKOUUTOR B KPOBH. llanueHTHI
JIOJDKHBI cOO0IATh Bpauy O JIEOOBIX MpH3HAKax HH(MCKIIHOHHBIX 3a00IcBaHui (HanpuMep, 60Ib B
ropie, JUXOpajiKa).

Penosacxynapras eunepmensus

Y nanmMeHTOB © JABYCTOPOHHUM CTEHO30M IIOYEYHBIX AapTCpUH HJIH CTEHO30M apTepHHU
CAMHCTBCHHOH (DYHKI[HOHHPYIONIEH MOYKH Ha (oHe Tepanuu mHruOGHTopamu AlID Bo3spactacT
PHCK Pa3BHTHA apTEePHAIbHON THIOTCH3HH H MOYEYHOH HeaocTaTOYHOCTH. IIpueM JuypeTHKOB
MOKET OBITh JIOTIOJHHTEIBHBIM (DAKTOPOM pHCKA. YXYMIICHHE (YHKIHH IOYEK MOXKET
HaOOJaThes YK€ MPH HE3HAYUTEIIPHOM H3MECHEHHH KOHIEHTPAI[MH KPEaTHHHHA B CBIBOPOTKE
KpPOBH, JaKe y HAIHECHTOB ¢ OJHOCTOPOHHHM CTEHO30M MTOUEUHOU apTepHH.

Jleoiinaa bnoxaoa PAAC

EcTh JaHHBIC, CBHUACTCIIBLCTBYIONIHE O TOM, YTO OJHOBPEMCHHOSC NMPUMCHEHHE HHTHOHTOPOB
AlI®, APAIl umM ajgHcKUpeHa IOBBIMNACT PUCK PAa3BUTHSA AapPTEPUAIBHOH THIIOTCH3HH,
THICPKAJTMEMHH U HAPYIICHHS (PYHKIHH MOYEK (BKIIIOYAs OCTPYIO MOYCUHYIO HEJOCTATOUHOCTD ).
OpHoBpeMeHHOE TpuMeHeHHe HHTHOHTOpoB AlID ¢ mpemapaTtaMu, cofepKalllUMH aTHCKHPEH,
MPOTHBOIIOKA3aHO Y MAIIHEHTOB ¢ CaXapHbIM JHA0CTOM H/HITH YMEPSHHOH HITH TSDKETION MOUCHHOH
HepocTtarouHocThio (CK® menee 60 mur/mun/1,73 M2 THIOTIATH MOBEPXHOCTH Tela) M HE

PEKOMEHYETCSl Y JPYTHX TMANUEHTOB. EciH Tepamus ¢ moMoIbio JABoWHOH Onokanst PAAC
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npH3HaHA a0COMOTHO HEOOXOUMOH, €€ CIIeTyeT MPOBOUTH TOJIBKO IO CTPOTHM METUIHHCKHM
KOHTPOJIEM H IPH PETYBIPHOM KOHTPOJIC (PYHKI[HH MTOUEK, COACPIKAHHUS HICKTPOIHUTOB B IJIa3Me
kpoBu u AJl. IlporuBonokasano npumeneHue HHruOuTOpoB AlID ognoBpemenno ¢ APA Il y
NAIHCHTOB ¢ JUa0eTHUECKOH HedpomaTHell W HE PECKOMEHIYCTCS V JAPYTHX MAIHCHTOB (CM.
paszen «l IpoTuBonIOKa3aHUS»).

Iepsuunbiii 2unepanvOocmepoHU3M

ITanueHTH © NEPBHYHBIM THIECPAIBIOCTEPOHU3MOM, KAaK IpPAaBHIO, HE BOCIPUUMYHBBL K
THIIOTEH3HBHBIM IIPenapaTam, AeHCTBHE KOTOPBIX OcHOBaHO Ha HHrHOHpoBaHud PAAC. ITosTomy
MpHEM TIpenapaTa He pEKOMCH,I0BaH.

Apmepuanvrasn sunomen3us

Hurudutoper AII® moryT BeI3BIBaTh peskoe cHIKeHHE AJl. CHMITOMAaTHUECKAsT apTepHAIbHAS
THIIOTCH3USI PEJKO pa3BHBAcTCS Y INAIlMEHTOB ©O€3 COIYTCTBYIOMIHX 3a0oieBaHui. Prek
BBIPAXKCHHOI'O CHM KeHHS AJl IOBBINLICH y NanMeHTOB co cHMkeHHBIM OLIK, uto MokeT
OTMeUaThesl Ha (POHE TEPalHH JUYPETHKAMH, TPH COOTIOJCHHH CTPOTOH OCCCOJICBOM JTHETHI,
TeMOJIHAIN3E, JHapee H PBOTE, a TAaKKe Y MAlUEHTOB ¢ TMOKEIOH oTeneHbro Al' ¢ BBICOKOH
aKTHBHOCTBIO peHHHa (oM. pasjensl «lloGounoe peiicTBHE» M «B3aHMOJCHCTBHE ¢ JPYTHMH
JICKAPCTBCHHBIMH ~ CPEJCTBAMH»). Y TAIUCHTOB ¢ TOBBIMICHHBIM PHCKOM  Pa3BHTHUS
CHMIITOMATHYECKOH apTepHaIbHOH THIIOTCH3HH HEOOXOUMO TINATCIIBHO KOHTposMpoBaTh Al
(PYHKIIHIO TIOYEK H COJICpIKAHHE KA B CHBIBOPOTKE KPOBH BO BPEMS TEPAIHH JICKAPCTBCHHBIM
npenaparom Jlanbrena®.

ITogoOHBIH MOIXO/ MPUMEHSCTCS H Y MAIlHEHTOB CO CTCHOKApAHEH M 1epeOpOBACKYIPHBIMH
3a00JICBAaHUSIMH, Y KOTOPBIX BBIPAYKCHHAS AapTCpHAIbHAS THIOTEH3HS MOJKET IPUBECTH K
HH(pAPKTy MHOKap/ia WIH HAPYIICHHIO MO3TOBOTO KPOBOOOPAIIICHHSL.

B cirydyae pa3sBHTHS apTepHAIbHOH THIOTSH3UH MAHCHT JIOJDKCH OBITH IIEPEBE/ICH B ITOJIOKCHUE
«Iexka» Ha CIIMHE ¢ MPUIOJHATHIMH HoraMmu. [Ipu HeoOxomumocTH cieayeT BocnomHuTh OLIK
IpH IOMOINM BHYTpHBeHHOro BBejacHHS 0.9 % pactBopa HaTpusa xuopujaa. llpexopgmas
apTepHajbHasl THIOTCH3HS HE SIBJSICTCS] MPEIBSITCTBHEM JUISL JalIbHEHIIIETO TpHeMa Ipemapara.
ITocne Boccranoienus OLIK u Al neueHne MOKET OBITh TIPOJIOIDKEHO.

Mumpaneruiii cmenos/aopmanvhsiii cmeros/I OKMIT

Ilepunmonpun, kak u apyrue UHruOutopbl AlID, MOTKEH ¢ OCTOPOKHOCTHIO HA3HAYATHCS Y
HAIlHEHTOB ¢ OOCTPYKIHEH BBIXOJHOTO TPaKTa JICBOIO SKEIIYJOYKa (aOpTaJbHBIH CTCHO3,
I'"OKMII), a Taxke y MALHEHTOB ¢ MUTPAJIBbHBIM CTEHO30M.

Hapywenue pyHxyuu nouex

ITamentam ¢ moueynoif HegocTarouHOCTHIO (KK  Menee 60 Mi/MHH) peKOMEHIyeTCs

HHMBH/TyaJIbHBIH TO00p 703 mpenapaTa (M. pasgen «Crnocod MpUMEHEHHS H A03bD»). Takum
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HAIHCHTAM HEOOXO UM PETYPHBIH KOHTPOJIb COACPIKAHMS KaJIUs U KOHI[CHTPAIUH KPCaTHHHHA
B CBIBOPOTKE KpoBH (cM. pazzen «[loGouHoe neiicTBUEY ).

Y DamHeHTOB ¢ JBYCTOPOHHHM CTEHO30M IIOYCYHOH apTEpPHH MM CTCHO30M apTCpHH
CJAMHCTBCHHOW TOYKH Ha (Qoue tepanuu wuHruOutopamu AllD BO3MOKHO TMOBBIIICHHE
KOHIICHTPAI[HI MOYCBHHBI H KPCATHHHHA B CHIBOPOTKE KPOBH, OOBIMHO MPOXOIAIIEE IPH OTMEHE
tepanmud. Yame »ToT 5(dekrT oTMEuacTes y NAIMEHTOB C IIOYCYHOHW HETOCTATOUHOCTEHIO.
JIOTIOTHUTEbHOE HATIHYHE PCHOBACKYIIIPHON THICPTCH3HH O0YCJIABIMBACT TOBBIIICHHBIA PHCK
pPasBUTHS TSOKESTIOW apTEpPHAJbHOW THIIOTCH3WH M TIOYCUHOW HEJOCTATOYHOCTH Y TAKHX
HANHCHTOB. Y HEKOTOPHIX MarueHToB ¢ Al” 6€3 MpU3HAKOB MOPAXKEHHS COCYIOB TIOUCK BO3MOKHO
MOBBIIICHHE KOHIICHTPAIIHH MOYCBHHBI M KPCATHHHHA B CHIBOPOTKE KPOBH, OCOOGCHHO TIPH
OJIHOBPEMEHHOM HA3HAUYCHHH TCPHHIOMPHIA C JHYPETHKOM, OOBMHO HE3HAYHTEIHHOEC H
npexozsiiee. Yaie 310T 3¢ekT oTMEeHaeTesl Y MANUCHTOB ¢ MPE/IIICC TBYIOIHM HAPYIIICHHEM
(bYHKIHH TTOYEK.

Hapyuwenue ¢ynxyuu neueru

B peaxux ciyyasx Ha (oue npuema HHru6uTopoB AIID BO3HHKACT XOIECTATHUCCKAS JKEIITYXA.
IIpu mporpeccHpOBaHHH STOTO CHH/IPOMA pa3BHBAcTCs (PyIBMHHAHTHBIH HEKPO3 MIEUECHH, HHOT /1A
¢ JICTAJIBHBIM HCXO00M. MexXaHH3M Pa3BHTHS 3TOTO CHHPOMA HesIceH. [IpH MOSBIICHHH SKEITYXH
WIH 3HAYHTEIBHOTO MOBBINICHHS AKTHBHOCTH «IICUCHOUHBIX» (PEPMEHTOB B IIa3ME KPOBH Ha
(pore npuema uarHGHTOpOB AIID CcrieyeT MpekpaTHTD MpueM npenapata (eM. pasjer «[loGounoe
JICHCTBHE») U OOpPATUTHCS K Bpady.

DmHuueckue pasnuius

VY manueHTOB HETPOUIHOM Pachl Yalle, YeM Y MPEICTABHTEIICH APYTHX pac, Ha (POHE MPUMCHEHUS
uHruouTOopoB AlID pa3puBacTCs AHTHOHEBPOTHYECKHH OTek. IlepHHIONPHI, Kak M JpyrHE
UHTHOUTOPBI AITD, BO3MOKHO, OKa3pIBACT MEHEE BBHIPAKCHHOE aHTHTHIICPTCH3HBHOE ICHCTBHE Y
HAIlHEHTOB HETPOHJHOM pachl IO CPABHEHHUIO ¢ TPEACTABHTEISIMH JPYTHX pac. Bo3MoxkHO, 5TO
pasnuune OGYCIOBICHO TEM, YTO Y HAIIHCHTOB HETPOUJHOH packl ¢ Al yale oTMeUaeToss HH3Kas
AKTHBHOCTh PEHUHA TJIA3MbI KPOBH.

Kauteno

Ha ¢one tepanuu maruGuropom AIID MokeT BO3HHKATh CyXoil Kamenb. Kamenab AIMTEIBRHO
coxpaHseTcsl Ha (poHe MpHEMa TPETAapaToB ATOH TPYIIBI H HCYE3aeT MOCIEC HX OTMEHBL OTO
CJIEYST YUUTHIBATH NIPH MPOBEICHUHU TU(DPSPCHIHATIBHON THATHOC THKH KIS,

Xupypeuneckue emeutamensemea/obujas anecmesus

VY HanueHTOB, KOTOPBHIM IUIAHHPYETCS MPOBEICHUE OGIIUPHOTO ONEPATHBHOTO BMEIIATEIBCTBA
W/WJIH IPUMCHEHHE CPEJCTB T OOIIEH aHECTE3HH, BHI3BIBAIOIIHX apTCPHATIBHYIO THIIOTCH3HIO,

NPUMEHEHHE MEPUHAONPHIA MOXKST OJIOKHpoBaTh oOpa3zoBaHMe aHrHoTeH3uHa Il Ha ¢ome

31



COOTBETCTB?
o1 29.11.2022 N2

(NOCNeno E-AuT‘:ﬂl:Ht

002

CTb 0002)

'ET SKCTEPTHOMY OTHETY

KOMIICHCATOPHOTO BBICBOOOSK/JCHHS pPEHHHA. JleueHHe cielyeT NpeKpaTHTh 3a CYTKH JIO
XHPYPTrHUECKOTO BMEIIATE/IbCTBA. [IpH pa3sBUTHH apTepHAIbHOW THNOTCH3UH MO YKa3aHHOMY
MEXaHU3MYy cjieayeT noaaepxkupath AJl myrem Bocnomuenus OLK.

Tunepxanuemus

Wurubutoper AIID MoryT BBI3BIBATH THIECPKATHEMHIO, TaK KaK OHH HHTHOHUPYIOT
BBICBOOOXKICHHE aIbJOCTEPOHA. ODTOT 5(P¢peKT OOBYHO HE3HAYHTC/IBHBIH Y MAIHCHTOB ©
HOpMaJTbHOH (yHKIHUEH mouek. OJHAKO Yy MAUCHTOB ¢ HApyNICHHEM (DYHKIHH MOYEK H/HIH Y
MAI[HEHTOB, OJHOBPEMEHHO TPHHHMAIOIMX IPENapaThl, COJACpKAIME Kaaud (BKIOYas
KaMHCOACPIKAIIHES 3aMCHHTCIIH  IIOBAPCHHOW  COJIM), KaluicOeperaromue JAHYPETHKH,
TPHMETONIPHM HJTH KO-TPUMOKca30i1 ((pHKCHpOBaHHasi KOMOHMHAIHUS Cyiab(paMeToKcaszoyia |
TPHMETONPHMA), H B OCOOCHHOCTH aHTATOHUCTHI aibaocTepoHa uin APA II, Bo3MOXXHO pa3BUTHE
runepkaaueMud. @DakTopamMH pHCKA pPa3BHTHS THICPKATHCMHH SIBJIIIOTCS  ITOYCUHAS
HE/IOCTATOUHOCTD, HApYIICHHEe (DYHKIUH IOYCK, Bo3pacT crapmie 70 yieT, caxapHbId aualer,
HHTCPKYPPEHTHBIE COCTOSIHMA (B 4acTHOCTH, JAeTHApaTtalus, octpas JekommeHcanus XCH,
METaOOJIMYECKHH anu/03), OJHOBPEMCHHOEC IIPUMCHCHHE KaTHHCOCPETAIOMUX JHYPSTHKOB
(HampuMep, CIUPOHOIAKTOH, SIUVIEPEHOH, TPHAMTEPEH HJIM aMHJIOPHJ), MPENapaToB KajaHsi HiIH
KaJMHCOICPIKAIIIHX 3aMECHHTEIICH MOBAPCHHOW COJIH WM OJHOBPEMEHHOE IPHMEHEHHUE JPYIHX
MPENapaToB, CIOCOOCTBYIOMUX IMOBBIIMICHHIO COJCPKAHUS Kalud B IIa3Me KpOBH (HAIpHMED,
TeTapHH, KO-TPUMOKCA30i1). [HIepKaueMusi MOMKET TPHBECTH K CEPHE3HBIM HAPYIICHHIM
CEPJCUHOTO PUTMA, HHOTJIA ¢ JeTallbHBIM HexoaoM. KamuiicOeperaromnue nuyperuku u APA 11
CIIelyeT NMPHMEHATh ¢ OCTOPOXKHOCTBIO Y TALUEHTOB, MOJIYYArOIHX HHTHOHTOpHl AlID, u
PETYIBIPHO KOHTPOJHPOBATH COJCPKAHHE KAlUS B CHIBOPOTKE KPOBH H (PYHKIHUIO IOYCK (CM.
pa3jen «B3auMoeHc TBHE ¢ JPYTHMH JICKAPCTBEHHBIMHU CPEICTBAMU» ).

Tayuenmul ¢ caxapHeim ouabemom

IIpu HasHaueHWH TIIpenapaTa IANUCHTAM C CaXapHBIM  JHA0CTOM,  IIOIYYAIOIHM
THIIOTJIHKEMHYECKHUE CpPEJICTBA JUIA NPHEMA BHYTPb WM MHCYJIMH, B TCUCHHE IEPBOTO MecsIia
TEpanuu HEOOXOAUMO TIATEITLHO KOHTPOIHPOBATH KOHIICH TPAIHIO TITFOKO3bI B KPOBH (CM. pasiei
«B3auMoicHCTBHE © APYTHMH JICKAPCTBCHHBIME CPEJICTBAMEY ).

Hpenapam Jlanvresa®

Oco0bIe yKa3aHHs, KacaroN[Hecs aMJIOUIIHHA H TIEPHHJONPHIIA, OTHOCATCS H K JICKAPCTBCHHOMY

npenapaty Jatbiena®.

IIpumenenue mpemapara Jlaabuepa®

y DalMEHTOB ¢ OCTPHIM HH(QApKTOM MHOKapja He
PEKOMEH/IYETCS B CBSI3H ¢ HEAOCTATOUYHBIM OIBITOM KIHHHYECKOTO IPHMEHEHHSL

Cneuuaﬂbmm umjropmauuﬂ 0 6CROMOZAMETBHBIX 6CUHLECINEAX
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JaHHBIH penapaT coAepPKUT MeHee | MMOIIh (23 MT) HATpHS Ha OJHY TaOJICTKY, TO €CTh IO CYTH

HE COJICPXKUT HATPHUSL.

Binsinue Ha cnnoco0HOCTD Y paBJ/JATh TPaHCIIOPTHBIMH CpeJcTBaMi, MeXaHH3MaMH

B ¢Ba3H ¢ BO3MOIKHOCTBIO BOSHHKHOBCHHS TOJIOBOKPYIKCHHS, COHJIMBOCTH H JPYIHX MOBOYHBIX

s¢ppexToB Ha (poHE MpUMEHEHHS TipenapaTta JlampHeBa

®, HCO6XOL[I/IMO 006I[[0/IIaTb OCTOPOKHOCTD

IpH YIOPABICHHH TPAHCIOPTHBIMH CPEJCTBAMH H MEXaHH3MAaMH, TPEOYIOIUMH ITOBBIIICHHOH

KOHICHTpallUH BHUMaHHUA H 6bICTpOTbI NICHXOMOTOPHBIX peaKHHﬁ, OCOOCHHO B HAYaJIe JICUCHHS U

IIpH YBCJIMYCHHUH JO3bI.

dopma BBIMYCKA

Tabnerku, 5 mr+ 4 mr, 10 mr + 4 mr, 5 mr + 8 mr, 10 Mr + 8 mr.

ITo 10 TabneToK B KOHTYPHO#M SMEHKOBOH yIaKOBKe 13 KoMOHHHpOoBaHHOTO MaTepuaia OITA/An/TIBX

U (POJIBTH ATFOMHHHEBOH.

3 9 KOHTYPHBIX STYECHKOBBIX VYIIaKOBOK BMCCTC C© I/IHCTPYK].{I/[Cﬁ IO IPHMCHCHHIO ITOMCIIAaIOT B

IMa4yKy H3 KapTOHA.

Yciaopus XpaHeHHH

Ilpu temuepartype He Bbie 25 °C, B OpUTHHAIBHOH YIaKOBKE.

XpaHUTP B HEJOCTYITHOM JUTS JIETCH MecTe.

Cpok rogHocTH

3 rona.

He IIPpHMCHSATD IIpeIiapaTr Mo HCTCUCHHH CPOKa 'OJHOCTH.

Yciaopus OTIyCKa

OTIycKaroT MO PELEnTY.

HaumenoBanue HOPpHIHYEeCKOr0 JHI{a, Ha HMH KOTOpPOre BbIIaHO PpeructpainmuoHHoe

YOCTOBepeHHe, ajpec

000 «KPKA-PYC», 143500, Poccusi, MockoBekas 0611, . HMetpa, yia. MockoBekas, a. 50

IIpousBoguTen

000 «KPKA-PYC», 143500, Poccusi, MockoBekas 0011, . Hetpa, yin. Mockosekas, a. 50
Ten.: +7 (495) 994-70-70, daxc: +7 (495) 994-70-78
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HaumeHoBaHue H aJipec opraHu3aliy, NPHHAMAaIOIIeii NpeTeH3HH NOTpeduTeteil
000 «KPKA-PYCx», 143500, Poccus, MockoBckas o0, . McTpa, yin. Mockosekas, a. 50
Ten.: +7 (495) 994-70-70, daxkc: +7 (495) 994-70-78

IIpencTaBuTeH GUPMBI Tamkosuu T. B.
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