COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 19.08.2025 N2 20610

OBILAS XAPAKTEPUCTHKA JIEKAPCTBERHOTOTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPEITAPATA
JupoToH, 5 Mr, TabJIeTKH
Hupoton, 10 mr, TabneTkn

HupotoHn, 20 mMr, TaOIETKH

2. KAYECTBEHHBIY M KOJTMYECTBEHHBI COCTAB
JelicTByrolee BEMECTBO: JIM3UHOPHUIL.

JIupoToH, 5 Mr, TaOJIETKH

Kaxxnas tabneTka coep Ut 5 Mr Ju3uHomnpuia (B Buae 5,44 Mr JIM3UHONPUIIA IUTHIPATA).

JluporoH, 10 mr, TabneTku

Kaxxnas tabnerka comepxut u3unonpui 10 mr (B Buae 10,89 Mr nusuHonpuna AUruaparTa).

JluporoH, 20 Mr, TabIEeTKH

Kaxxnas Tabnetka cogepxut nuzunonpui 20 mr (B Buae 21,77 Mr TU3WHONPUIA TUTUIPATA).
BcnomoraTenbHbie BelllecTBa, HATMYUE KOTOPBIX HAJI0 YUYUTHIBATh B COCTaBE JICKAPCTBEHHOTO
npenapaTa: MAaHHUTOJL.

ITomubrit MEPCUCHDb BCIIOMOT'aTCIIbHBIX BCIICCTB IMIPUBCACH B Pa3aciic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabneTkn.

JIupoToH, 5 Mr, Ta0JIETKH

[Tnockue TabneTku 0enoro UM MOYTH Oesoro 1Bera, GopMel aucka ¢ hackol, ¢ MAPKUPOBKOH
«5» Ha OJTHOM CTOPOHE U C PUCKOW HA IPYTOM.

Jlupoton, 10 mr, TabIeTKH

YeTpIpexyroiabHbIE, JBOSKOBBITYKIIbIE TAOJETKH O€JI0Tr0 Ui MOYTH 0eJIoro 1BeTa, ¢
MapKkupoBKo# «10» Ha 0JHON CTOPOHE U C PUCKOM Ha IPYTOH.

JlupotoH, 20 Mr, Ta0neTKH

[TaTHyrosnbHbIe, TBOSIKOBBITYKJIbIE TAOJETKN OEI0T0 WU MOYTH OEJI0ro IBeTa, ¢ MapKUPOBKON

«20» Ha OHOM CTOPOHE U C PUCKOM Ha JAPYTOW.

4. KNIMHUYECKUE JAHHBIE
4.1. Iloxka3aHus K NPUMEHEHHIO

JIMpoTOH noka3aH K IPUMEHEHHUIO y B3pOCIbIX B Bo3pacTte oT 18 ser.
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- AprepuanbHasi THIIEPTEH3HsI (B MOHOTEpANUU I B KOI\%;H;aM d %{DJI@IQIEI-II‘HHO]I_‘GIBH HBIME

CpeICTBaMHu).

- XpoHHuueckas cepjieuyHas HEJOCTaTOYHOCTh (B COCTaBe KOMOMHUPOBAaHHON Tepamuu s
JeyeHHsl MAUEeHTOB, IPUHUMAIOIINX CEePJICUHbIEC TTTUKO3U/IbI U/WIH JUYPETUKN).

- Pannee nedenne octporo nHdpapkTa MUOKapaa (y MaUeHTOB CO CTAOMIIBHBIMY MTOKA3aTeIsIMU
reMOJMHAaMHUKU B mepBble 24 yaca A NPOPUIAKTUKH AUCOYHKIHUU JIEBOTO KeyJouyKka U
CepJIeUHON HeI0CTaTOYHOCTH).

Juabetnyeckass Hedponatus (JUIsi CHIXKEHUS aJbOyMHHYpUH Y TAlMEHTOB C CaXapHBIM
nuabetoM | THma ¢ HOpMaJIbHBIM apTepUaIbHBIM AaBieHueM (AJl), 1 ManueHToB ¢ caxapHbIM
nuabeToM 2 TUMa ¢ apTepHalIbHOM TuInepTeH3uei).

4.2. Pe:kum 103MPOBAHUSA U CIIOCO0 MPUMEHEHM S

Pexxum go3upoBaHus

Apmepuanvnasn cunepmen3us

Pekomennyemass HauyanbHas [J03a JIM3MHONpWUIA JUIsl [ALMEHTOB, HE MPUHUMAIOIINX
TUIOTEeH3UBHBIX cpeAcTB — 10 mr 1 pa3 B cytku. [Ipu oTcyTcTBUM TepaneBTHueckoro 3ddexra
J103y MOBBIIIAIOT KaXble 2—3 JHs Ha 5 MI' B CYTKH J10 CpeHeN TepaneBTuueckoil 10361 20—40 mr
B cyTku. OObIyHas mojiepkuBatomas n1o3a cocrasmsier 20 mr 1 pa3 B cyTku. MakcumasbHas
cyToyHass no3a Jju3uHompuia — 40wmr 1 pa3 B CyTkM (B KIMHHUYECKHX HCCIIEJOBAHMSIX
MaKcHUMaJbHas J03a JM3UHONpUia cocTapisia 80 MI B CyTKU, OJTHAKO YBEJIHUYEHHUE J03bI CBBIIIE
40 Mr B CyTKH OOBIYHO HE BeleT K JanbHeimemy cHmkeHuio AJl). TepaneBtuueckuii ekt
pa3BuBaeTcs uyepe3 2—4 HeNeNN OT Hauyajia JIEYEHUs, YTO CIEAYET YUUTHIBATh IIPU YBEIUYECHUU
no36l. [Ipy HeoCcTaTOUHOM TepaneBTHIeCKOM d(hdheKTe BO3SMOKHO KOMOMHHPOBATH JTH3UHOIPHUIT
C IPyTUMU TUIIOTEH3UBHBIMU CPEICTBAMHU.

Ecnu nmamnueHT npenBapUTeNbHO MOTyYall JIeUeHHE AUYPETHKaMH, TO WX HPUEM JOJKEH ObITh
npekpaieH 3a 2-3 1HA A0 Havajla NPUMEHEHUs Ju3uHonpwia. Ecim 3TO HEBO3MOXKHO, TO
HayaJlbHas J103a Ipenapara He JOJDKHA MPEeBbIaTh 5 Mr B CyTKu. [locne npuema nepBoi 1036l
HEoOX0UMO HaOII0ZICHHE Bpada B TEUYEHHE HECKOJbKUX 4YacOB, TaK KaK MOKET BO3HUKHYTh
BBIpOXKEHHOE CHUKeHue A/l

Penosackynapnas eunepmensus uiu opyaue COCMOAHUA C NOBLIUEHHOU AKMUBHOCHbIO PEHUH-
aneuomen3uH-aiboocmeporosou cucmemvl (PAAC)

HauanpHas n03a JU3MHONPHIIA COCTABISIET 2,5—5 MI' B CYTKM NOJ KOHTPOJIEM apTEepUATbHOTO
NaBJIeHUs], QYHKIMM TOYEK, KOHIIEHTPALUU KaJlks B CBIBOPOTKE KpoBHU. [loa/iepkuBaroIyto 103y
YCTaHABJIMBAIOT B 3aBUCUMOCTH OT BeIMYMHbI A/l

Hapywenue ¢pynkyuu novex
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orpenensieTcs B 3aBucuMocty oT kimpenca kpeatuarHa (KK): mpu KK 31-80 mu/MuH HavanpHas
no3a nu3uHonpuiia coctaisieT S—10 mr B cytku, mpu KK 10-30 mu/mun — 2,5-5 Mr B CyTKH, IpH
KK menee 10 Ma/MuH, B TOM 4YKcie Y MAIMEHTOB, HAXOAAIIMXCS Ha TeMoAuanuse, — 2,5 Mr B
cytku. [lognepxuBaromas 03a OnpeneiseTcsl B 3aBUCMMOCTH OT apTepUaAJIbHOTO AaBJieHus (Ipu
PeryJsipHOM KOHTPOJIE (PYHKIMH ITOYEK, KOHLIEHTPALIUY KaJlusl U HATPUs B KPOBHU).

Xponuueckas cepoeunas neoocmamournocms (XCH)

[Ipn XCH HavanpHas no3a Ju3HHONpUia cocTaBisieT 2,5 Mr 1 pa3 B cyTku. llepBbiil npuem
JTU3UHONPUIA HEOOXOJMMO HAYMHATH MOJ MPUCTAJIBHBIM BpauyeOHBIM HAOIIOJCHUEM Ui TOTO,
4yTOOBl OLICHUTH BIIMAHUE IIperapaTa Ha apTepuajbHOE JaBieHue. B nampHeiimeM 103y
JIM3UHOIIPUIIA CIIEyEeT MOCTENEHHO YBEJIMYMBATh HA 2,5 MI' ¢ MUHTEepBaJIoM B 3—5 nHeu 10 5—10—
20 mr B cyTku. He pekoMeHyeTcst IpeBbIIaTh MAaKCUMAaJIbHYI0 CYyTOUHYIO 103y Ju3uHonpuia 20
Mr (B KJIMHHYECKHX HCCIEOBAHUSAX MaKCHUMallbHas J03a Jim3uHomnpuia y nanueHtoB ¢ XCH
coctasisiia 35 Mr 1 pa3 B cyTKn).

[TIo BO3MOKHOCTH 10 Hayaja MpueMa JIM3UHOINpUia CIeAyeT YMEHbIIUTh A03y AuypeTuka. Jlo
Hayaja JICYCHUs] JTU3UHONPUIIOM U Jlajiee€ B XOJIE€ JICUEHMSI CIEAYET PETYJISIPHO KOHTPOJIUPOBAThH
AJl, GyHKIMIO MTOYEK, COACPIKaHUE KAl M HATPHUS B CHIBOPOTKE KPOBU BO M30EKaHUE Pa3BUTHS
apTepHaIbHOM TMIIOTEH3UH U CBA3aHHOIO C HeMl HapyleHUs! GyHKIUH MTOYEK.

Pannee neuenue ocmpozo ungpapxma muoxapoa

Cmapmosas mepanus (nepgvie 3 cymox ocmpo20 undapkma muokapoa)

B mepBeie 24 wyaca mocie octporo wH(papKTa MHOKapAa HA3HAYAIOT 5 Mr JIM3UHOIPHIIA
oHOKpaTHO. Yepes 24 yaca (1 cyTkH) Ha3HAYAIOT 5 MT JTU3UHOIIPUIIA OTHOKPATHO, Yepe3 48 yacoB
(1Boe cyToK) — 10 MTr TM3UHOIIPHIIAa OJTHOKPATHO.

Henb3sa nHaunHaTh neuenue npu cucroandeckom AJl menee 100 mm pT. cT. [lanienTaM ¢ HU3KUM
cuctonnaeckuM AJl (<120 MM pT. cT.) B Hauasie JIEYESHUS U B TEUCHUE MEPBBIX 3-X CYTOK IMOCIIE
ocTporo mHGpapKTa MUOKap/ia Ha3HAYAIOT MEHBIIYIO 03y JU3UHONpUiIa — 2,5 Mr 1 pa3 B CyTKH.

Toooeporcusarowas mepanus

[ToanepxuBaromas qo3a au3uHonpuia cocrasiusiet 10 mr 1 pa3 B cytku. Kypc neuenns — He MeHee
6 Henenb. B nanpHelmeM cieayeT OICHHTH IEJIeCO00pPa3HOCTh MPOJOIDKEHUS TEeparuu.
[TanenTam ¢ cuMIToMaMu CEPJIEYHON HETOCTATOYHOCTH PEKOMEHJIYETCSl MPOAOIKATh MPUEM
JU3UHOTNpUIIA.

B cnyuae pa3Butus aprepuansHoi runotrensuu (cuctonuueckoe AJl <100 MM pT. CT.) CyTOUHYIO
03y JIU3UHOMPUJIA BPEMEHHO CHWXKAIOT 10 5 MT, MIPH HEOOXOAMMOCTH — 110 2,5 mr. B ciydae
JUTUTEIIBHOTO BhIpakeHHOTO CHIbKeHUs A/l (cucronmmueckoe AJl Huxke 90 MM PT. CT. B TCUCHHE

Oosiee 1 4) mpuUMEHEHUE JIM3UHOTIPHIIA HEOOXOIMMO MPEKPATUTD.
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Jluabemuueckas nepponamusi (01 CHUMICEHUS aﬂb6ﬁmlbz'lfiw—lzgjllvaﬁé}_m&él‘l Sch DHObILM
p

ouabemom 1 muna ¢ HOPMAILHLIM ApmMepuaIbHuIM oasieHuem (A/]), u nayuenmog ¢ caxapHvim
ouabemom 2 muna ¢ apmepuaivbHol cunepmeHnsuel).

Havanphas nosa nusuHompuia cocTtaBisieT 10 Mr B CYTKH, KOTOPYIO MpH HEOOXOTUMOCTU
NOBBIMAIOT A0 20 Mr B CYTKH [0 JOCTMDKCHUS IIETIEBBIX 3HAUCHUH JUACTOIHMYECKOTO
apTepuasbHOTO JaBieHus (quactoanyeckoe AJl HKe 75 MM. PT. CT. B MOJOXKEHUU «CHUID» Y
MAIMEHTOB C CaXapHbIM A1a0eTOM 2 THIIa).

[Ipu wapymenun Qynkumu modyexk (KK menee 80 mu/MuH) HadanmpHas J03a ONpeAemsieTcs B
3aBUCUMOCTH OT KJIMPEHCA KPEaTUHHUHA (CM. BBIIIIE).

Oco0ble IPYIIILI TAIMEHTOB

Tayuenmsi noscunozo 6ospacma
VY nauueHToB MOKWIOro BO3pacTa Mpenapar clieyeT IPUMEHSTh C OCTOPOKHOCTBIO.
CTU
besonacHocte u 3¢ dexTuBHOCTS mpemapara JupoToH y neredr B Bo3pacte g0 18 neT He
YCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco0 rpuMeHeHus

BuyTpb, 1 pa3 B cyTKH yTpOM, HE3aBUCUMO OT BPEMEHH MpHeMa MUK, TPEIMOUYTUTEIBHO B OHO
U TO K€ BpeMsl.
4.3. llpoTuBONOKA3aHUS

— T'unepuyBCTBUTENBHOCTD K JIM3MHONPUILY WM JHOOOMY M3 BCIIOMOTAaTeIbHBIX BEIIECTB,
NIEPEYUCIICHHBIX B pa3zaene 6.1.

— AHTMOHEBPOTHYECKHI OTEK B aHaMHe3e, B TOM YHWCIIE CBS3aHHbBI C MpPUMEHEHHEM
UHTUOWTOPOB aHTHOTEH3MHIpeBpamaomero ¢epmenra (AlID), wuauonaTHYECKUit
AHTMOHEBPOTUYECKUN OTEK, HACIEACTBEHHBIN 0TeK KBUHKE.

— bepemeHHOCTh M IEpUOJI TPYIHOTO BCKapMiIMBaHus (cM. paszen 4.6.).

— OpHOBpeMEHHOE IMpUMEHEHHE MNpenapara /IMpOTOH ¢ aJUCKUPEHOM WU IpenapaTami,
COJIepKalIMH aJIMCKUPEH, Y TAI[UEHTOB C CaXapHbIM TUAa0ETOM H/WIIM yMEPEHHBIMU UITH
TSOKEITBIMHU HapyIIeHUAMH QYyHKIMH TIoYeK (CKOpOCTh KiryooukoBoi ¢unbTpamnmn (CKD)
menee 60 mi1/mMun/1,73 M? IUIOIIAIU TIOBEPXHOCTH TEJA).

— OnHOBpeMEHHOE MPUMEHEHHUE C aHTaroHUCTaMu perentopoB anruoreHsuna Il (APA 1) y
MAIMEHTOB C IMa0eTHUeCKON HedpomaTHE.

— OpHOBpeMEeHHOE TMPUMEHEHHE C caKyOuTpuiom/BajcapraHoM. He crnemyer HauyuHATh
npueM npenapata JIMpoToH paHee, 4yeM yepe3 36 4acoB Mociie npueMa MociaeIHeN 103bl

cakyOuTpmia/Banicaprana (cM. Takxke pasaensl 4.4 u 4.5).
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4.4. OcoOble yka3aHHMsA M MepPbl IPEeJOCTOPOKHOCTH n%‘%b’aﬁ%ﬁﬁg ENBHOCTE 0013)

Oco0Oble YKa3aHusAa

Apmepuanvras cunomen3us

Yamie Bcero BbIpakeHHOE CHIDKEHHE AJl BO3ZHHMKAET MPU CHIKEHUH O0BbeMa LUPKYJIUPYIOIICH
kpoBH (OLIK), BbI3BaHHOIO Tepamueill TuypeTUKaMu, YMEHBIICHUEM COJEp>KaHusl MOBapeHHOU
COJM B IMILE, AMAIU30M, JUapeel WIM PBOTOM, a TaKKe Yy INAUUEHTOB C TSDKEIOW PEHMH-
3aBUCUMOM apTePaIbHOM THIIEPTEH3UEH.

IIpy  XpOoHMYECKOM  CEpACYHOM  HENOCTATOYHOCTH, C  OJHOBPEMEHHOM  IIOYEYHOU
HEJO0CTaTOYHOCThIO WKW 0€3 Hee, BO3MOXHO BblpakeHHOoe cHmxkeHue AJl. Yame Bcero
BbIpaXCHHOE CHIDKeHUE A/l BBIABISETCS y MAaLMEHTOB C CEpPACYHON HEAOCTaTOYHOCTHIO B
TSDKEJION CTENEHH, KaK CICICTBUE NPUMEHEHHS «IETJIEBBIX» NUYPETHUKOB B BBICOKMX J1033X,
TUIIOHATPUEMUN WM HapylleHUs (YyHKIHMU MOYeK. Y TaKuX MalUEHTOB JICYEHUE IMpernapaTom
JIMpOTOH HAZ0 HAYMHATH MOJ] CTPOTMM KOHTPOJIEM Bpaya (C OCTOPOKHOCTHIO IPOBOIUTH MOJIO0D
JI03BbI IIpernapaTa U JUypPETHUKOB).

[TonoGHBIX MpaBWil cielyeT MPUISPKUBATHCSA IIPU Ha3HAYEHUH Ipenapara JIMpOTOH ManueHTaM
C UIIEMUYECKOH 00JIEe3HbIO Cep/la, IepeOpOoBaCcKyIIPHOM HETOCTATOYHOCTbIO, Y KOTOPBIX PE3KOE
cHikeHne AJl MOKeT npuBecTH K HH(PAPKTY MUOKAP/Ia WK HHCYJIBTY.

TpaH3uTOpHAsT TUNOTEH3WBHAS pPEaKIMs HE SBISETCA MNPOTUBONOKA3aHUEM [UIS IpUeMa
CIIelyIOIIEeH O3Bl Ipernapara.

IIpn npumenenuu npenapara JJUPOTOH y HEKOTOPBIX MALMEHTOB C XPOHUYECKOW CEpACYHOU
HEJ0CTAaTOYHOCTBIO, HO C HOPMAJIbHBIM WM CHIKEHHBIM A /], MOXeT oTMeuaThesl cHkeHue AJl,
YTO OOBIYHO HE ABJISETCS IPUYUHON IS IPEKpaIlleHuUs JIeUEHUSI.

Jlo nHauvana neueHus npenapatoM JIMpOTOH, MO BO3MOXKHOCTH, CIELYE€T HOPMAaJI30BaTh
KOHIIEHTpauuio Hatpuss u/mwin BocnoiHuTh OLK, TImarenbHO KOHTPOJIMpPOBAThH JIEHCTBHE
HavaJpHOM 1036l IpenapaTa JJupoton Ha A/l manueHTa.

B cimydae pa3Butus cUMITOMaTHYECKON apTepUalbHON T'MIIOTEH3UH MOXKET ObITh HEOOXOAMMO
CHI)KEHHE JI03bl WIH IIPEKPALLEHUE NIPUEMA JIN3UHOIIPUIIA.

Apmepuanvhas szunomen3us npu 0OCMmpom UH@apKme MuokKapoa

[Ipu octpom wuHbapkTe MHOKapja HENb3sl HAUYWHATh TEPANUIO JM3UHONPUIOM, €CIIHM H3-3a
MPEABIAYILIEro JICYEHUSI COCYAOPACIIMPSAIONIMMYI IPEnapaTaMy CyIEeCTBYET PUCK JalbHEHUIIErO
CEPbE3HOr0 YXYAIIEHUS TEMOJMHAMUYECKMX IIOKasaTelled. OTO KacaeTcsl MalUeHTOB C
cuctonnueckuMm AJl < 100 MM pT. CT. WM C KapAUOT€HHBIM LIOKOM. B mepBbie 3 nHA mocie
uH(papKTa CleqyeT CHU3UTH 103y mpemapara, eciu cuctommdeckoe AJl < 120 mm pt. cr. [lpn

cucroamyeckoM AJ[ < 100 MM pT. CT. MOAACPKUBAIONIYIO 103y CIEIYET CHU3UTh A0 5 MI WIH
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BpeMEHHO 10 2,5 Mr. [Ipu ycroitunBoi aprepuajlbHON FI&H&&HEEQ‘?C%EJ&‘E&&%&E@' Sbld MM

PT. CT. Ha MPOTSDKEHUH Oosiee 1 "aca) Tepanuio JTU3UHOIIPHUIIOM CIIEAYET MPEKPATHTh.

[Toka3aHo npuMeHEHHE CTaHJAPTHON Tepanuu (TPOMOOIUTUKY, alleTHICATULIMIOBAs KUCIOTA (B
J103aX, IPUMEHSAEMBIX B KaUeCTBE aHTUArPETaHTHOI'O CPEICTBA), B-aapeHO0I0KATOPEI).
Bo3moxHO nmpumeHeHue npenapata JJMpOTOH COBMECTHO C BHYTPUBEHHBIM BBEIACHHMEM HIH C
[IPUMEHEHHUEM TEPaNeBTUYECKUX TPAHCIEPMAIbHBIX CUCTEM HUTPOIIULIEPHHA.

Aopmanvubiti u MUMPATbLHBIN CMEHO3bl / 2unepmpoguueckas KapouomMuonamus

Kak um B cnywae ¢ apyrumu unruouropamu AllD, nus3uHONpHI clexyeT NPUMEHSTh C
OCTOPOKHOCTBIO y MALMEHTOB CO CTEHO30M MHUTPAJIBHOTO KJanaHa U OOCTPYKIMEW BHIHOCSIIETO
TpaKTa JIEBOI'O JKeIyJ0uKa (IIpH a0PTaIbHOM CTEHO3€ WU FUIepTPOYUUECKON KapANOMHUOIIATUH ).
Hapywenue ¢ynxyuu novex

VY nmanuenToB ¢ HapymieHneM ¢QyHkiuu nodek (knuperc kpearuHuHa (KK) menee 80 mi/muH)
HayvajbHas 71033 JTU3UHOIpPUIIA JOJDKHA ObITh mogoOpana B cootBercTBUM ¢ KK manumenra (cwm.
pazzgen 4.2). PerynspHblii KOHTpOJIb Kajusl M KOHLEHTpAUU KpeaTMHHHA B IUIa3Me€ KPOBH
ABIISIFOTCS 0043aTeIbHOM TAKTUKOM JIeUeHHsI TAKUX MAI[EHTOB.

Y nanuentoB ¢ XCH aprepuanbHas TIMIOTEH3Ms, BO3HUKILIAS BCTPEICTBUE IPUMEHEHUs
uHruoutropoB AIl®, MOKeT MPUBECTH K JaJbHEHIIEMY HapyIIEHUIO (PYHKIUHU MOYEK. Y TaKHX
MAIMEHTOB OMKMCAHBI CITy4yanu OCTPON MOYEYHON HETOCTATOYHOCTH, OOBIYHO OOpPaTUMOHA.

[Tpu cTeHo3€ MOYeUHbIX apTepHil (B 0COOEHHOCTH MPHU ABYCTOPOHHEM CTEHO3€ WM IIPU HATUYUU
CTEHO3a apTepuu EIUHCTBEHHBIH IOYKH), a TaKKe MPU HEJOCTATOYHOCTH KPOBOOOpAIIECHHUs
BCJIEJICTBHE HEJOCTaTKa MOHOB HATPUs W/WIN >KUIKOCTH, NMPUMEHEHHWe mpenapara J(UpoToH
MO’KET NPHUBECTH K YBEIMYEHHIO KOHLIEHTPALMU CHIBOPOTOYHOI'O KpEaTMHHHA U MOYEBHUHBI B
I1a3Me KpOBHU, HApPYLIEHUIO (YHKIUH IMOYEK, OCTPOM MOUYEYHOHW HEIOCTAaTOYHOCTH, KOTOpas
0OBIYHO OKa3bIBAETCsI HEOOPATUMOH TOCIe OTMEHBI IpenapaTa.

[Ipn Hanuuum peHOBACKYJSPHON TMIEPTEH3UU CYLIECTBYET BBICOKHI PUCK pa3BUTHUS TSKEIOU
apTepUaJIbHON TUIIOTEH3UU U INOYEYHOM HEeAOCTAaTOYHOCTU. I TakuX MNAIMEHTOB JICUEHHE
clelyeT HayuHaTh MOJ TIIATEIbHBIM MEIUIIMHCKUM HAOJIOJEHUEM C MalbIX 103, KOTOpbIE
JIOJDKHBI OBITH TOYHO MOJ00paHbl. I10CKONMBKY JeueHHe ANypeTHKaMH MOXET CIIOCOOCTBOBATh
Pa3BUTHUIO YKa3aHHBIX BBIIIE COCTOSHUMN, B TEUEHHE JICUEHUS JTU3UHONPUIIOM IIPUEM TNYPETUKOB
JIOJDKEH OBITh TMpEKpalleH, MpU 3TOM (YHKIHUIO MOYEK CIEAYyeT KOHTPOJIMPOBATH B TEUCHHE
NEPBBIX HEJEIb.

Y HEeKOTOPBIX NALIMEHTOB C ApTEPUATILHON rUIepTeH3Uel 6e3 IBHOro 3a001€BaHMsI COCY/IOB ITOYEK
IpUeM JTU3UHOIIPUIIa, 0COOEHHO Ha (hOHE AMYPETHKOB, BBI3BIBACT MOBBIIICHUE YPOBHSI MOUYEBHUHBI
B KpPOBH M KpEaTMHHWHAa B CBIBOPOTKM KpOBM; 3TH M3MEHEHHs, KaK IPaBUJIO, OBbIBAIOT

HE3HAYUTCIBHBIMU W IMPEXOOAIIUMU. BCpOﬂTHOCTB HNX BO3HUKHOBCHHS BBIINIC Yy ITAIIUCHTOB C
6
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HapyleHneM (QyHKIUM movek. B Takux cirydasx{Moxer ﬁ&gﬁlg&%Sg)ggﬁﬂé%hTﬁble;llcle'HHH

JI03bI M/WJTH TIPEKPAICHNH IPUEeMa Ay PETUKA H/HITH JTU3UHOIIPHJIA.

ITpu ocTpom MH(papKkTe MUOKapAa TEPaNHIO JIU3MHOIPUIOM HE cielyeT HauMHATh NMalMeHTaM ¢
NpU3HAKaMU HapylIeHus (yHKLUUHU MOYEK, TO €CTh MPU KOHIEHTpalUU KpeaTHHHHA B IUIa3Me
kpoBu 177 Mxmounb/n u/unm nporennypun 500 mr/cytku. Eciau ¢yHKIMs modek Hapymiaercs Ha
¢doHe MpUMEHEHUs JTU3MHONPWIIA (KOHIEHTpAIU KpeaTHHIHA B IJIa3Me KPOBHU TPEBBIIIACT 265
MKMOJIb/J1 WM y/IBAaWBAETCs €€ 3HaYeHUe O Hayalla JedyeHHs), HeOOXOAUMO PELIUTh BOIIPOC 00
OTMEHeE Ipernapara.

Peaxyuu eunepuyscmeumenvHocmu, aH2UOHEBPOMUYECKUL OMeK

AHTHOHEBPOTUYECKHI OTEK JIUIA, KOHEUHOCTEH, I'y0, sI3pIKa, TJIOTKH W/WJIM TOPTaHH, KOTOPBIHA
MOJKET BO3HUKHYTbh B JIHOOOH NEpHUOJ JIEYEHUS, PEAKO OTMedascs y HMalMEeHTOB, MOIy4aBIINX
neuenue uaruouropamu AlID, BkItovas au3MHONPWI. B Takux ciayyasx jeyeHHe MpernapaTtom
HEOOXOIMMO KaK MOYKHO OBICTpee MpEeKpaTUTh, W 3a MALUEHTOM YCTaHOBHTb MEIMLIMHCKOE
HaOJIF0/IeHUE IO TTOTHOW PEerpeccHy CHMIITOMOB.

Jlaxxe B TeX ciryyasix, KOI/ia OTEK 3aTparuBaeT TOJIBKO S3bIK 0€3 IPU3HAKOB HAPYILICHUS AbIXaHUs,
HalMeHTaM MOKeT MOoTpeboBaTbcs  JJMUTENbHOE  HAOMIOJEHHE, IIOCKOJIbKY — Tepamus
AQHTUTUCTAMUHHBIMHU IIPETapaTaMy U TITIOKOKOPTHKOCTEPOHIAMHU MOXKET ObITh HEI0CTaTOYHA.

B penkux cirydassx aHrHOHEBPOTHYECKUH OTEK, COTIPOBOXKTAIOIIHIACS OTEKOM TOPTAHU WIIH SI3BIKA,
MOYKET MPUBECTH K JIETAIBHOMY McX0oy. OTeK si3bIKa, HAArOPTaHHUKA FITH TOPTAaHH MOKET OBITh
OPUYMHON OOCTPYKIMM JAbIXaTEeNIbHBIX IyTeH, OCOOEHHO y MAIMEeHTOB, paHee MEePEeHECIInX
XUpPYpPruYeckoe BMEIIATeIbCTBO Ha OpraHax JbIXaHHUs, MOITOMY HEOO0XOAWMO HEMEIJICHHO
NpOBOIUTH coOoTBeTcTBYyIomyto Ttepamuto (0,3-0,5 wmm  1:1000 pactBopa »snuHedpHHA
(ampeHanmHa) TOJKOXKHO) W/WIM MEpPhl TO OOECMEYEeHUI0 CBOOOTHOW TPOXOIUMOCTH
JbIXaTenbHbIX IMyTei. IlanMeHT n[oMKeH HaXOAWThCS TMOJA  TIIATENBHBIM MEAULIUHCKUM
HaOJII0IEHUEM JI0 TIOJTHOTO M CTOMKOI0 HCYE3HOBEHUSI CUMIITOMATHKH.

B penkux crnydasx Ha ¢one Tepanuu uaruouropamu AllD pa3BuBaeTcs MHTECTUHAIBHBINA OTEK
(aHTHOHEBPOTHYECKHI OTEK KHIIEUYHUKA). [[pr 3TOM y TaneHTOB OTMedaeTcs 00JTb B )KUBOTE KaK
U30JIMPOBaHHbII CUMITOM MJIM B COYETAHUHU C TOUIHOTOM M PBOTON, B HEKOTOPBIX Cilydasx Oe3
IPEIIECTBYIOLIET0 aHTHOHEBPOTHUECKOT0 OTEKA JIUIa U PH HOpMaJibHOM ypoBHe C1-3cTepasbl.
JlnarHo3 yCTaHaBIMBAJCS C TOMOIIBIO KOMIIBIOTEpHOW ToMorpadguu OpromrHOi 00acTH,
YIIBTPa3BYKOBOT'O HCCIIEIOBAHNS WIIH TIPH XUPYPTrUIECKOM BMEIaTeIbCcTBe. CUMITTOMBI MCUE3aIIH
nocje mpekpamieHus: npuema MHruoutopoB AIID. Bo3MOXKHOCTH pa3BUTHS MHTECTUHAIBHOIO
OoTeKa HEeOOXOAMMO YUYHUTHIBATh NPU MPOBEACHUHU AH(QepeHInanbHOl AMarHOCTUKH Ooyiel B

YKUBOTE y MALIUEHTOB, IPUHUMAIOIINX UHTHOUTOpHI AIID.
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uHrnouropo AIl®, moryr OBIT B OOJBIIEH CTENEHH TIOABEPIKEHBI PHCKY pPa3BUTHSA
AHTHOHEBPOTHUYECKOTO OTEKA MPU MpUMeHEHUH HHTHOUTOPOB AIID (cMm. paznmen 4.3).

VY nanueHToB HErpoUHOM packl, MPUHUMABIINX UHIHOUTOPB!I AIID, aHrHOHEBPOTUUECKUI OTEK
HaOJII01AJICs Yallle, YeM y MPEACTaBUTENEH IPYTUX pac.

OpnHoBpemeHHoe  npuMmeHeHue  uHruouropo  Alld ¢ cakyOuTpusiom/BancapTaHOM
IPOTUBOIIOKA3aHO M3-3a MOBBIIIEHHOTO PUCKA PAa3BUTUS AHTMOHEBPOTHUYECKOrO oTeKa. JleueHue
caKyOUTpUIIOM/BaJICApTaHOM HE CJIeyeT HAYMHATh paHee, YeM uyepe3 36 4acoB 1ociie NocieHen
J103bl JIM3UHOIIpUIIA. JIeueHne IM3MHONIPUIIOM HE JI0JKHO HAUMHATHCS paHee, yeM uepe3 36 4acoB
MOCJIE TTOCJIEAHEH 103bI cCakyOuTpriia/BasicapTana (cM. pazaensl 4.3 u 4.5).

VBennueHne pucka pPa3BUTHUA AHTHOHEBPOTHMUYECKOTO0 OTeKa HaONII0Jaloch Yy NalMEHTOB,
OJTHOBPEMEHHO NpUHUMAOMUX HHrHOuTOpsl AIID M Takue JEeKapCTBEHHBIE CPENCTBA, Kak
unruouropel mTOR (Hanmpumep, TEMCHPOIUMYC, CHPOJMMYC, 3BEPOJIMMYC), HHTUOMTOPHI
qunentuauinentuaassl IV tuna (CUTariaunTUH, CaKCarJMITUH, BUJIIAIIUIITUAH, JIMHATJIUIITHH),
3CTPaMyCTHH, WHTHOUTOPBI HEUTPaJIbHOM SHAONENTUAA3bl (PAaLEKaJOTPUI, CaKyOuTpui) H
TKaHEBbIE aKTUBATOPHI IIa3MUHOTEHa (CM. panen 4.4).

Crnenyer mposiBIATH OCTOPOXKHOCTH NpPU Hayaje JICUYCHHS PaleKaJ0TPUIOM, HHTHOUTOpaMH
mTOR (Hanmpumep cUpOIUMYC, 3BEPOIIMMYC, TEMCUPOJIMMYC) U BUIAATTIUIITUHOM y MAIlUEHTOB,
yKe IPUHUMAIOITUX HHTHOUTOpHI ATID.

Anaghunaxmouonwvie peaxyuu npu cemoouanuze

AHapUIaKTOMIHBIE pEaKIMM OTMEYAIOTCS Y TMAalMeHTOB, MOJBEPTrHYTHIX TI'e€MOAMAIHN3Y C
MCIIONB30BaHUEM BBICOKOIPOTOYHBIX JAMAIM3HBIX MeMmOpan (Hampumep, AN69™), kortopsle
OJIHOBPEMEHHO NpuHHUMaT UHrHOuTophl AIID. V Takux manueHTOB cleAyeT pacCMOTPETh
BO3MOKHOCTb ITPUMEHEHHMSI JPYroro THUIa MeMOPaHBbI Ui AUAIN3a WIK APYTOro THIOTEH3UBHOIO
CpEJICTBA.

Anagunakmoudnvie peakyuu npu nposedeHuu aghepesa IUNONPOMEUHOE HUKOU HIOMHOCIU
(JIITHII)

B penxux cnydasx npu npoeaenuu adepesa JIITHII ¢ ucnonp3oBanueM aekcTpaH cyibdara y
NAalMeHTOB, MoJdydalomux HMHruOuTopsl AII®, MOryT pa3BUTBCS JKU3HEYTPOKAIOIIHME
aHa(UIaKTOUAHBIE peakuuu. s mpemynpexkIeHus pa3BUTHS aHA(PWIAKTOUIHON pEaKIuu
CJIelyeT MpeKpaTuTh NpuMeHeHrne nHruoutopos AIID nepen kaxabIM ceaHcoM adepesa.
Hecencubunuzayus

VY nanueHToB, npuHUMaromux UHruoutopsl AIID, Ha QoHe AeceHCHOMTM3NPYIONIEH Tepanuu
(HampuMep, IPOTHB $/1a IEPETTOHYATOKPBUIBIX ), PA3BUBAIOTCS aHAPMIIAKTOUIHBIE pEaKIIUU. DTOTO

MOXXHO M30€XaTh, €CJIM BPEMEHHO MPEKPaTHTh JieueHne mHruomropamu AIID mepen kaxmoi
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MOJKET CIPOBOLIMPOBATh AHA(PUIAKTOUIHYIO PEAKIIHIO.

Hapywenue ¢pynkyuu nevenu

[Tpumenenue uaruOutopoB AIID MokeT MPUBOANTH K PA3BUTUIO XOJIECTATHUECKOM JKEATYXH C
IPOTPECCUPOBAHUEM BIUIOTH 10 (yJIbMHUHAHTHOI'O HEKpO3a NeueHH M (B PEIKHUX CIIydasix)
JETaJIbHOTO MCX0Jla. MexaHu3M pa3BUTHs JTaHHOTO CHUHApoma HesceH. [loaromy HeoOxoaumo
MPEKPATUTh MPUEM IIpernapaTa MpH MOBBIIICHUH aKTUBHOCTH MIEYEHOYHBIX TPAHCAMUHA3 B I1JIa3Me
KPOBH U IOSIBJIEHUH CUMIITOMOB XOJI€CTa3a.

Hetimponenus/aecpanynoyumos

N MaLIUEHTOB, [IPUHUMAIOIINX UHTHOUTOPBI AllD, MOT'yT pa3BUBATHCS
HEUTpONEeHHsI/arpaHyoLUTO3, TPOMOOLUTONECHUSI M aHEeMUus. Y MalUeHTOB C HOpPMaJbHOU
(byHKUMEH TOYeK U B OTCYTCTBUM OCJIOKHEHHH HEHTpPONEHus pa3BuBaeTcs peako. Helitponenus
U arpaHyJIOLUTO3 00paTUMBI U IPOXOIAT MOCIE MPEKpalIeHus: puMa HHrHOUTOpoB AlID.

C 0c060#t 0CTOPOKHOCTHI0 HEOOXOAUMO MPUMEHSATH JIU3UHONPUI Y MALIUEHTOB € 3a00JI€BaHUIMU
COCIMHUTENIbHONW TKaHHW (B TOM YHCIIe C CUCTEMHON KpacHOW BOJYAHKOH, CKJIEPOIAEPMHEH), ¢
COCYIAUCTBIMU IPOSIBICHUAMH, NPOXOIAIIMM KypC JICYEHHS HMMYHOJENPECCAHTaMH, C
YTHETEHHEM KOCTHOMO3HOBOTO KPOBETBOPEHHMS, a TAK)K€ B KOMOMHAIIMH C aJUIOMypPUHOIOM HIIH
MPOKAaMHAMUJIOM, OCOOCHHO NPU HAJIMYUU HapylIeHus QyHKIUU TOYEK.

VY Takux ManyeHTOoB, BCIEACTBHE OOJBIION BEPOATHOCTH Pa3BUTHUS BbIPaXKEHHONW HEUTPOIIEHUH U
arpaHyJIOIINTO3a, TOBBIIIEH PUCK PA3BUTUSA TOKENbIX HHPEKIUH, B HEKOTOPBIX CIIydasx
YCTOMUYMBBIX K MHTEHCUBHON aHTUOMOTHKOTEpanuu. B cnyuae npumenenus npenapata JupoTon
y TaKuX MAIUEHTOB PEKOMEHAYETCS] NMPOBOJIUThH PETYJSPHBIA KOHTPOJIb JEHKOLMTOB KPOBH,
MpUYEeM TMAIMEHTOB CJeAyeT MNPEeIynpeauTh O HEOOXOIUMOCTH COOOIaTh Bpady O JHOOBIX
npu3HaKax UHQEKIUH.

Heouinas 6roxada penun-aneuomensu-aaboocmeponogoll cucmemsi (PAAC)

Coobmanocs 0 ciay4asx apTepHalbHOW TUIIOTEH3WH, 0OMOpPOKE, MHCYIbTE, THIEPKATHEMUU U
HapymeHusx (QyHKIMHM Touek (BKJIIOYas OCTPYH IOYEYHYIO HEJIOCTaTOYHOCTh) ¥y
BOCIPUUMYMBBIX MAIlMEHTOB, OCOOCHHO MPU OJTHOBPEMEHHOM MPUMEHEHUU C JIEKapCTBEHHBIMU
npenapaTamu, KOTOpbIe BIUSIOT Ha 3Ty cucteMy. [loatomy nBoitnas 6iokana PAAC B pesynbrare
couetanust UHTUOUTOpoB ATID ¢ APA Il nnu anuckupeHOM HE PEKOMEH Ty eTCSl.
OpnHoBpemMeHHOe npuMeHeHre UHruoutopoB AIID ¢ mpemapatamu, copepk alliMU aJTUCKUPEH,
MPOTUBONOKA3aHO Y MAIUEHTOB C CAXapHbBIM J1a0eTOM 1/WIIM YMEPEHHOMN WIIH TSHXKEION MOYeYHOU

2

HenoctatoyHoCThio (CK® menee 60 mu/mun/1,73 M° 1uiomaau MOBEPXHOCTH Tela) U HE

PEKOMEHyeTCsl y IPYTUX NalMEHTOB.
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OnHoBpeMeHHOE TpuMeHeHne HHruOnTopoB AIID ¢ aHllglLEIH-'I/Il% ﬁ)el-_[léﬁlbbl); :ail;mOT H3uHa

Il mpoTHBOMOKa3aHO y TAIMEHTOB C AMA0ETUIECKON HeponaTHel U He pEeKOMEHYeTCs y APyTUX
MAIUCHTOB.

Pacosas npunaonesxcrnocmeo

WNurnouropsr AII® wyame BbI3BIBAIOT PA3BUTUE AHTMOHEBPOTMUYECKOTO OTEKAa Yy MAIMEHTOB
HErpOMJHOM pachel IO CPaBHEHHIO C NALMEHTaMHU JPYyTrOM pacoBOM NpuHAIeKHOCTH. Kak n
npyrue uHruoutopsl AIID, nu3uHOmpmil MOXeT ObITh MeHee S(PQPEKTHUBHBIM B CHIKEHUU
apTepUaNbHOTO JABJICHUS Yy MAIMEHTOB HErPOMJIHONW pachl, BO3MOXKHO, BCIEJCTBHE Oolee
BBICOKOM 4acCTOTHI JIUIl C HU3KMM YPOBHEM PEHUHA B IOIYJISLUU [TALIMEHTOB HEIPOUHOMN pacsl,
CTPaJAOIINX apTEPUAIBHON TMIIEPTEH3UEH.

Kaweno

IIpu npumenenun uHruOutopoB AIID ormedancs kamens. Kamiens cyxol, ATUTEIbHBIH,
KOTOPBII HCUYE3aeT Mociie MpeKpaiieHus jeueHust uTHruoutopom AIID. [Tpu nuddepennmanp-HOM
JMarHo3e Kalulsd HaJl0 yUYUThIBaTh U Kalllellb, BbI3BaHHBIN IpuMeHeHreM HHrHOuTopoB AlID.
Xupypauueckoe emeuwiamenscmeo / obwas anecmesus

[lepen xupyprudeckMM BMEIIATEIBCTBOM (BKIIIOYAsi CTOMATOJOTHUYECKYIO XHPYPIHUIO) CIEayeT
UHPOPMHUPOBATH Bpaya/aHecTe3noaora o npuMeHeHuH UHruouropo AIID. ITpu oOmmpHBIX
XUPYPrUYE€CKUX BMEHIATENbCTBAX, a4 TAKKE NPU NPUMEHEHUH JAPYTHX JEKAPCTBEHHBIX CPEJNICTB,
BbI3bIBAIOIINX CHIDKeHHE AJl, musuHompui, Onokupysi oOpa3oBaHue aHruoTeHsuHa II, moxer
BBI3BAaTh BBIPAKECHHOE HEMPOTHO3UpYEMOoe CHIKeHue A/l

T'unepranuemus

Wuruburopsr  AII® wMoryT BbI3BaTh THIEPKAIMEMHUIO, TOCKOIBKY OHU WHTHOHPYIOT
BBICBOOOKIEHHE AlTbIOCTEPOHA. Y MAIMEHTOB C HOPMAJIbHOU (PyHKITMEH moUYek 3P GHeKT 0ObITHO
HE3HAUUTENbHBIN, OJJHAKO y MALMEHTOB ¢ HapyMEeHUIMU (QYHKIUM MOYEK W/WIM y NallUeHTOB,
NPUHUMAIOIIUX  Kajuiicojepikaliue NHIIeBble J00aBKM  (BKIIOYas — Kaluiicoaepikariue
3aMEHUTENN COJM), KaiuicOeperaromue AIUYPEeTHKH, TPUMETONPHUM, KO-TPUMOKCA30I]
(TpuMeTomnpuM + CyJb(pamMeToKCa30i), ¥ OCOOCHHO aHTarOHUCTHI AJIbIOCTEPOHA HIIA OJIOKATOPHI
pELENTOPOB aHIMOTEH3MHA, BO3MOXHO BO3HUKHOBEHHE rumnepkanuemuu. KammiicGeperaromue
JTUYPETUKU U OJIOKATOpPhI PEIEITOPOB AHTMOTEH3MHA CJIEAyeT NPUHUMATh C OCTOPOKHOCTBIO Y
NAIMEHTOB, Noy4aromux HHruoutopel AII®D, a Takxke cielyeT KOHTPOJHUPOBATH MOYEUHYIO
GYHKIUIO U cofepXaHHe Kajusli B CHIBOPOTKE KpoBU. Eciiv mpuem mNepeuncieHHbIX BBILIE
npenapatoB Ha ¢oHe nedeHuss uHruouropom AllD npuzHaeTcs HEOOXOIUMBIM, PEKOMEHIYETCs
pEryJIsIpHBIA KOHTPOJIb YPOBHS KaJIUs B CBIBOPOTKE KPOBHU.

Iayuenmul ¢ caxaprvim ouabemom
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MOJTYYarOIIUX MHCYJIUH, HOOXOIUMO TIIATEIBHO KOHPOJIMPOBATH YPOBEHH TITFOKO3BI B KPOBHU B
TEUEHHUE TIEPBOTO Mecsna jJeueHuss naruouropom AlID.
Jlumuai
Kax npaBuino, He peKOMEHAyeTCsl COYETaTh [IPUEM JIMTHUS U JIU3UHONPUIIA.
Iayuenmul nodxcunozo eozpacma
VY nanuMeHToB MOXKWIOrO0 BO3pacTa NPUMEHEHUE CTAaHAAPTHBIX /103 JIM3UHONPHUIIA MPUBOAMUT K
0oJiee BHICOKON KOHLIEHTpAIMM IpenapaTa B KPOBHU, I03TOMY TpeOyeTcsi 0cobasi 0CTOPOKHOCTh
IIPU OINpEAEIEHUHN J03bl, HECMOTPS HAa TO, YTO PA3IMYUI B AHTUTMIEPTEH3MBHOM JIEHCTBUU
npenapata JJupoToH y MOXKHUIBIX U MOJIOJIBIX AI[UEHTOB HE BBISBIICHO.
Tpancnaanmayus nouxku
OneIT IpUMEHEHMS TM3UHONIPWIIA Y TALMEHTOB, HEJABHO NIEPEHECIINX TPAHCILIAHTALMIO IIOYKH,
OTCYTCTBYET.
Anxozonw
B nepuon neueHuss He peKOMEHAYeTCsl YNOTPeONsTh alKOroJbHbIE HANUTKH, TaK KakK 3TaHOI
YCUJIMBAeT aHTUTUIIEPTEH3UBHOE JeiicTBUe MHTHOUTOpOB AIID.
Ilepsuunwiii cunepanboocmeponusm
[Ipy mnepBMYHOM THIIEPaANbIOCTEPOHU3ME TUIIOTEH3UBHBIE IpemnapaThl, JAEUCTBHE KOTOPBIX
OCHOBAaHO Ha MHTMOMPOBAaHUM PEHUH-aHTMOTEH3MHOBOM CHUCTEMBI, 3a4acTyl0 Hed(PPEeKTHUBHBL,
MO3TOMY IPUMEHEHUE JIM3NHONPUIIA HE PEKOMEHYEeTCSl.

eTn
bezomacHocte U 3¢ dexkTrBHOCTS mpenapara JupoToH y jgereid B Bo3pacte m0 18 mer He
YCTaHOBJICHBI.
4.5. B3auMmopgeiicTBHMe ¢ JPYrHMM JIeKAPCTBEHHBIMHM MpenapaTaMM W Jpyrue BHJbI
B3aMMO/eHCTBUA
Jlsotinas onroxkaoa PAAC
VY nanueHToB C aTepoCKIEpPOTHYECKHM 3a00JIeBaHMEM, CEpJACYHON HEIO0CTaTOYHOCTHIO WIIU
caxapHbIM JUa0eTOM C MOpaKEHHUEM OpPraHOB-MHUILEHEHN, OJHOBPEMEHHAS Tepanusi HHTHOUTOPOM
AII® u APA 1I cBszana ¢ Oosee BBICOKOM YacTOTOM pa3BUTHS apTepUabHOW THUIOTEH3HH,
00MOpOKa, THIEpPKAIUEMUH M YXYAIEHHS (QYHKIMU TOYeK (BKIOYAs OCTPYIO IOYEHHYIO
HEJ0CTAaTOYHOCTh) MO CPAaBHEHHIO C MPUMEHEHHEM TOJIKO OJHOIO Ipernapara, BIUSIOUIEro Ha
PAAC.
JBoiinas Onokana (Hampumep, npu codyeranun uHruoutopa AIID ¢ APA II) nomxna OBITH
OTpaHWYCHA OTACITHHBIMH CIy4YassMH C TIIATEJbHBIM MOHHUTOPHHTOM (DYHKIMH TIOYeK,

coAEep KaHUA KaJausl U PeryJsipHbIM KOoHTposiem Al
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COJEPKAIUMH AIHUCKHAPEH, MPOTUBOMOKA3aHO Yy TAIMEHTOB C CaXxapHBIM IHa0eTOM W/WIH C
YMEpEHHOH WM TsDKeNoi TmodeuHoit Hemocratounocthio (CK® menee 60 mu/mun/1,73 m?
IUTIOIAAM TOBEPXHOCTH TeJa) U HE PEKOMEHIyeTCsl Y APYTUX NallMeHTOB.

OnnoBpemenHoe npumenenne HHruOuTopoB AII® ¢ APA Il npoTHBONOKa3aHO y MAalMEHTOB C
nuabetnyeckoi HeponaTruen 1 He PEKOMEHIYETCsl y IPYTUX MalueHTOB.

Kanuiicoepezarowue ouypemuxu, npenapamol Kanus, Kaauicooepicawjue 3aMeHumeny nuujesou
conu u opyaue J1eKapcmeeHHvle Npenapamvl, CHOCOOHblE VEeIUUUBAMb COO0epI’CAHUe Kalus 6
CbIBOPOMKE KPOBU

[Ipy onHOBpEMEHHOM MPUMEHEHMM JU3WHONpWIa C KalulcOeperaromyuMyu IUypeTUKaMu
(CIIUpOHOJAKTOH, TPUAMTEPEH, AaMWIOPHUJ, OSIUIEPEHOH), INpenapaTamMM Kalaus  WIU
KaJIMicoIepKallluMU 3aMEHUTENIIMU THUILEBON MOBAPEHHOM COJIM U JIPYTMMHU JIEKapCTBEHHBIMU
npenapaTamu, ClIOCOOHBIMH YBEIMYHBATD CO/ICPIKaHUE KaIHs B CHIBOPOTKE KpoBH (BKiItouast APA
II, remapuH, TaKkpoJuMycC, UHMKIOCIOPHH;, Ipenaparbl, COJAEp)KallMe KO-TPUMOKCa30Jl
[TpumeTOonpuM + cyiib(haMeToKCca301]), HOBBILACTCS PUCK PA3BUTUS IMIIEPKAIUEMUH (OCOOEHHO
y HallMEeHTOB ¢ HapyLIeHUsAMH (yHKUMU mouek). [loaTomy naHHBIE KOMOMHAIMKM HAa3HAYAIOT C
OCTOPOKHOCTBIO, 1101 KOHTPOJIEM COJICPYKaHHS KaJIHsl B IUTa3Me KPOBH U (DYHKILIUU TTOYEK.

VY NOXWIbIX MallMEeHTOB U MalMeHTOB ¢ HAapyLIEHHEM (PYHKIHMU MOYEK OJHOBPEMEHHBIH IMpHUEeM
uHruoutopo AII® ¢ Ttpumeronpum + cCyiab(paMeTOKCa30J COMPOBOXKAAJICT TDKEIOU
TUIEepKAIMEMHUEH, KOTopas, KaK CYHMTaeTcs, Obula BbI3BaHA TPUMETONPUMOM, IOITOMY
JU3UHONPWI CIEAYyeT TIPUMEHATh C OCTOPOKHOCTBIO C IpenapaTaMy, COAEpkKallluMU
TPUMETONPUM, PETYJIIPHO KOHTPOIHUPYSI COACPKAHUE KaJIUs B IUIa3Me KPOBU.
Kanutinecoepeearowue ouypemuxu

[Ipy oIHOBpEMEHHOM NPUMEHEHUH JIM3UHONpPHWIA C KaJluiHecOeperalomumMu IuypeTUKaMu
TUIOKAIMEMUs], BbI3BaHHAS UX IPUMEHEHHEM, MOXKET ObITh YMEHbIICHA.

Hpyeue cunomen3zusHnvle nekapcmeennvie cpeocmaed

[Ipy onHOBpeMEHHOM NPUMEHEHWH C BazoAWJaTaTopamu, OerTa-aJapeHO0JI0KaTOpaMH,
0JI0KaTOpaMu «MEJUIEHHBIX» KaJIbIIUEBBIX KAHAJIOB, AUYyPETHKAaMH U APYTUMH THIIOTEH3UBHBIMU
JIEKapCTBEHHBIMH CPEJICTBAMHM YCHJIUBACTCA BBIPAXKEHHOCTh AHTUTHIIEPTEH3UBHOTO JIEHCTBHS
JU3UHONpUIIA.

IIpenapamuor aumus

[Tpr oxHOBpEeMEHHOM NPUMEHEHHUHU JM3MHONPWIA C MpernapaTaMu JUTUS BbIBEIEHUE JINTHUS U3
opraHusma 3aMeuisieTcs (PUCK yCUIIEHUS! KapAMOTOKCUYECKOI0 U HEHPOTOKCUYECKOTO IEHCTBUS

J'IHTI/I?[). OI[HOBpeMeHHOC IMPUMCHCHUC JIM3UHOIIPpUIIA C IIp€riapaTaMu JIMTUA HC PCKOMCHAYCTCA.
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SO B HOC TR 0013
B cnyyae HEOOXOOUMOCTH NPUMEHEHUS ):[aHHOI/I'-n KOM-@E MTEQ'J‘-BHVETTWJB'F\JH;I'DHO

KOHTPOJINPOBATh KOHLEHTPALIMIO JTUTHS B IJIa3M€ KPOBH.
Hecmepouonvie npomueosocnanumenvuvie npenapamol (HIIBII), exnouas cenekmugHbie
uHeubumopwl yuxiooxcueenaszvi-2 (LJOI-2) u 6vicokue 003vl ayeMuicaruyulo8ou KUCI0mbl
(> 3 o/cymku)

Hecrepouanbie npoTUBOBOCHIATUTEIbHBIE MIpeNapaThl (B TOM YUCJIE CEJEKTUBHbIE MHTUOUTOPHI
[HOI'-2) w ameTWicaldMIIWIOBas KHUCJIOTa B J03ax Oonee 3 TI/CyTKH, CHIDKAIOT
AQHTUTUIIEPTEH3UBHBIN 3 PEKT TN3UHOIPUIIA.

Y HEKOTOPBIX MAIMEHTOB C HApYIIEHHON (QyHKIHMEH MmoyeKk (Hampumep, Y MOKUIIBIX HallMeHTOB
WIM MAUEHTOB ¢ 00€3BOKMBAHUEM, B TOM YHUCIIE MPUHUMAIOIIUX JUYPETUKH), MOTYYaArOIINX
tepanuto HIIBII (B Tom uucne cenektuBHbIMU uHTHOMTOpamu [1OI'-2), omHOBpeMeHHOE
npumMeHeHre UHruouTopoB AII® unu APA II moxxeT BbI3BaTh AajbHeIIee yXy/eHue QyHKIUNA
MOYEK, BKIIKOYAs Pa3BUTHE OCTPOM MOYEHUHOM HEJOCTATOYHOCTH, M TUIIEpKaIueMuro. /[aHHbIE
a3 ¢dekTl 00b1YHO 0OpaTuMbl. OgHOBpeMeHHOe npuMeHeHue uHruoutopo AIID u HIIBII
JOJI’KHO TIPOBOJUTHCSI C OCTOPOKHOCTHIO (OCOOEHHO Y MOXKHJIBIX MallMEHTOB M y MAIlMEHTOB C
HapylmeHHON ¢yHkuMel mnouek). [lanueHThl AOKHBI IMOJMy4yaTh aJeKBaTHOE KOJIMYECTBO
KHUJIKOCTH. PEeKOMEHyeTCsl TIIAaTeIbHO KOHTPOJIUPOBATh (PYHKIMIO IMOYEK, KaK B Hadasie, Tak U B
MPOLIECCE JICUSHHUS.

He mnporuBomoka3zaHo mNpUMEHEHHE JIM3MHONpPUIA B KOMOMHALUM C alleTHJICAIUIIUIOBON
KHUCJTIOTOM B KaUeCTBE aHTHATPETaHTHOTO CPECTBA.

T'unoenuxemuueckue 1exapcmeeHnvle cpeocmaa

OnHoBpeMEHHBIN IPUEM JIU3UHONIPUIIA U UHCYJIMHA, & TAKXKE IEPOPAIbHBIX TUIOTIMKEMUYECKUX
CPEICTB MOXKET NPHUBOJUTH K PAa3BUTUIO THUNorIMkemMud. Hambonpmmii puck pa3BuUTHUS
HAOI0TaeTCsl B T€UCHHE MEPBBIX HENENb COBMECTHOIO MPUMEHEHHS, a TaKKe Y MAIlMeHTOB C
HapyueHrneM (QyHKIUU TOYeK.

Tpuyuriuyeckue ammudenpeccanmsl / Hevpoienmuxu / cpeocmea Oisi obwell anecmesuu /
Hapromuieckue cpeocmea

[Tpu oTHOBpEMEHHOM MPUMEHEHHUH C TPULIUKINYECKUMU aHTUCTPEecCaHTaMu, HEHPOJIeNITHKAMU,
CpeICcTBaMu /s 00Iel aHecTe3un, bapOoUTypaTaMu, MHOpEJIaKCaHTaMHU HaOJII0IaeTCs yCUIICHHUE
AQHTUTUIIEPTEH3UBHOTO JEHCTBUS JIM3UHOIPUIIA.

Anvgha- u bema-adpeHomumemuxu

Anbda- u Oera-aApeHOMHUMETHUKH (CUMIATOMUMETHKHN), TaKhe Kak SMUHEPpUH (aIpeHaluH),
U30MPOTEPEHON, J00yTaMHH, JONaMHMH, MOTYT CHIDKATh AaHTUTHIIEPTEH3UBHBIA 3¢ ekt
JU3UHONpUIIA.

baxnogpen
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VCHIMBAeT aAHTUTHMIIEPTEH3MBHBIA  d(QEKT urrHGHTOpos | AR®. | EARhyer | Hildtetsro

KOHTposnupoBath A/l U, B ciayyae HEOOXOAUMOCTH, KOPPEKTUPOBATD /103y AaHTUTUIIEPTEH3UBHBIX
MpernapaToB.

Omanon

[Ipy OnHOBpEMEHHOM MPUMEHEHMM JTAHOJI YCHUJIMBAET AHTUTUIIEPTEH3UBHOE JIEHCTBUE
JU3UHOTNpUIIA.

Acempozennl

OcTporeHsl 0CIa0NAI0T aHTUTMIIEPTEH3UBHBIA 3(P(EKT NM3MHONpHIIA BCIEACTBUE 3alEP>KKU
KHUJIKOCTH.

Annonypunon, npokauHamuo, Yyumocmamuru, UMMYHOOEnpeccanmsl, 210KOKOPMUKOCMEPOUbL
(npu cucmemHom npuUMeHeHuu)

CoBmecTHOE mnpuMeHeHHe HHruoutopoB All® ¢  awIomypuHOIOM, NPOKAWHAMHJIOM,
[UTOCTATUKAMH YBEIMYMBAET PUCK PA3BUTHUSA HEUTPOIICHUH/arpaHyI0UTO3a.

IIpenapamvl 3010ma

[Ipu ogHOBpEMEHHOM MPUMEHEHHUH JIM3UHONPUIIA U MPENapaToB 30J0Ta BHYTPUBEHHO (HATpus
aypoTHOMAJIaT) ONMKUCAaH CUMIITOMOKOMILIEKC, BKIIOYAIONIUI THIIEPEMUIO JIUIA, TOIIHOTY, PBOTY
U cHkeHue AJl.

Cenexmuensvie uH2ubUMopvl 06PAMHO20 3aX8aMA CEPOMOHUHA

CoBMecTHOE MPUMEHEHHE JU3WHONPUIA C CEJIEKTUBHBIMU MHTHOUTOpaMU OOpaTHOIrO 3axBaTa
CEPOTOHHMHA MOKET MPUBOANTH K BHIPAXKEHHOM THIIOHATPHUEMHUH.

JIekapCTBEHHBIE IIpenapaThl, KOTOPbIE MOTYT MOBBIIIATh PHUCK Pa3BUTHUS aHTHOHEBPOTHYECKOIO

OTCKa

HUneubumopor mTOR (mammalian Target of Rapamycin — muuienb panamuyuna 6 KIemrax
MIeKonumanwux) (Hanpumep, memcupoIUMyc, CUPOIUMYC, I8EPOIUMYC)

VY manueHToB, NMPUHUMAKOUIMX OJHOBpeMeHHO HHruouropel AII® wu wunruéuropsr mTOR
(TEeMCHpPOTUMYC, CHPOJUMYC, 3BEPOJMMYC) HAOIIOJAIOCh YBEIMYEHHE YacTOTHl Pa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTEKa.

Hneubumopor  ounenmuounnenmuoaser 1V muna  (JQIIII-1V) (erunmunvl), Hanpumep,
CUMATUNIMUH, CAKCA2TUNTUH, UILOA2TUNTNUH, TUHATUNIMUH

Y  nanMeHToB, NPUHUMABIIMX OJHOBpeMEHHO WHTHOMTOpHI AIl® u  UHrHOUTOPHI
munentuauinentuaassl [V tuna (raunTuHbBL), HAOMI0NAI0Ch yBEIWYEHHE YacTOThl Pa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTEKA.

dcmpamycmun

YBenuueHre 4acTOThl pa3BUTHS aHTMOHEBPOTUYECKOTO OTEKA IPU OJHOBPEMEHHOM ITPUMEHEHUN

¢ uaruouropamu AIlO.
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o (NOCNEOCQBATENEHOCTL 0013)

Uneubumopul netimpanvHou snoonenmudassl (H

Co0001a110Ch 0 TIOBBIIIICHHOM PUCKE Pa3BUTHsI aHTHOHEBPOTHYECKOTO OTEKa ITPH OJJHOBPEMEHHOM
npuMeHeHnr HHruouTopoB AII®D u panekagorpuia (MHTHOUTOP SHKE(PaTHHAZHI).

[Ipu ongHOBpeMeHHOM mpuMeHeHHH HWHruouTopoB AllD ¢ cakyOuTpusom/BancapTaHOM
BO3pacTaeT PHUCK DPAa3BUTUS AHTMOHEBPOTHMYECKOIO OTEKA, B CBA3M C YEM OJHOBPEMEHHOE
INPUMEHEHHE YKa3aHHBIX IPErnapaToB MPOTUBOINOKa3aHO (cM. pasnensl 4.3 u 4.4). Hrubutopsl
ATII®D cnenyeT Ha3HAYATh HE paHee, YeM uepe3 36 4acoB MOCiie OTMEHBI CaKyOMTpHUIIa/BajicapTaHa.
[IpoTuBOmOKa3aHO  Ha3HaueHUWE  cakyOWTpwia/BajcapTaHa  MAlUEHTaM,  MOJIYyYaroLUM
unruouropsl AIlD, a Taxke B TedeHue 36 4acoB mociae oTMeHbl HHTHOUTOPOB AIID. Txkanesbie
aKmueamopbl NIA3MUHO2EHA

B oOcepBallMOHHBIX  HCCJIEOBAaHUSAX  BBISBICHA  IOBBIIIEHHAs  4YacTOTa  Pa3BUTHUS
AQHTMOHEBPOTHUYECKOTO OTeKa Yy MAalMEeHTOB, NpUHUMABIIMX HHruOutopsl AllD, mnocie
NPUMEHEHHUS AJITEIUIA3bI I TPOMOOIUTHUECKON TePaK HIIEMUYECKOTO HHCYJIbTA.
DapmakokuHemuyeckue 3aumooelcmsaus

AHTanuAbl U KOJECTHPAMUH CHUKAIOT BCACBIBAHME JIM3MHONPUIIA B JKEIYJOYHO-KHIIEYHOM
TpaKTe.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JJAKTALMS

bepeMenHocTh

[IpumeHenne nu3MHONpWIA TpU OEPEMEHHOCTH MpoTUBONOKazaHo. Ilpu ycraHOBIEHMM
OepeMEHHOCTH TpHEeM I[Ipernapara HY)XKHO IPEeKpaTHUTh KaK MOXKHO paHblie. JlnsuHompui
NpOHMKAeT 4epe3 IutaneHTapHblii 6apbep. [Ipuem murubmropoB AIID Bo II u III Tpumectpe
OepeMEeHHOCTH OKa3blBaeT HEOJIaronpusiTHOE BO3JEUCTBHE Ha IJIOJ (BO3MOXKHBI BBIPAXKEHHOE
cHmkeHne AJl, modeuHass HENOCTAaTOYHOCTh, THUIEPKAJIMEMHMs, THMIIOIUIA3Us KOCTEW ueperna,
BHYTPHYTpOOHas CMEPTh). DMHUIEMHOIOIMYECKHE JaHHBIE O PUCKE TePATOr€HHOCTH, CBA3aHHOM
¢ mnpuemoMm wuHrubutopo AII® Bo Bpems | Tpumectpa OepeMEHHOCTH, HE SBISIOTCS
yOeIUTEIbHBIMU, OJIHAKO HEOOJIBIIIOE YBEIMYCHHE PHUCKA HE MOXET OBITh HCKIIOYEHO. 3a
HOBOPOXXJICHHBIMH U TPYIHBIMH 1I€TbMH, KOTOPBIE [TOJIBEPIIINCH BHYTPUYTPOOHOMY BO3JIEHCTBUIO
uHruouropos AIID, pekomeHayercs BecTH HaOJIOJEHUE JUIsI CBOEBPEMEHHOTO BBISBICHUS
BBIPAXEHHOTO CHIXEeHMs A/l, onurypuu, rurnepKkaIueMuH.

Jlakranus

Bo Bpems neuenus npenaparom JupoTOH HEOOXOAUMO OTMEHUTh TPYJHOE BCKapMJIMBaHHUE (HET
JAHHBIX O IPOHUKHOBEHUH JIM3UHONPHUIIA B TPYJHOE MOJIOKO).

4.7. Bausinue Ha CIOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeACTBAMH M padoTath ¢

MEXaHU3MaMHU

15



IIpu ynpasieHry TpaHCIIOPTHBIMU CPEACTBAMHU

el

L

JTEETCTEYET 3KCINEFPTHO
or 19082025 M= 20610

MY OTUETY

WITH pa6<£le_' C' ﬂé&};ﬁmgﬁg léJle;n;e];'yqn SiBath

BO3MOXHOCTD Pa3BUTHA I'OJIOBOKPYIKCHUS UIJIN YCTAJIOCTH. HpI/I Pa3BUTHU YKA3aHHBIX CUMIITOMOB

HE PEKOMEHYEeTCs YIpaBiIeHUE TPAHCIIOPTHBIMU CPEACTBAMU U MEXaHU3MaMH.

4.8. He:kestaTesbHbIEC peaKkIuu

Tabauunoe pPE3IOME HEXKENIATECIbHBIX PEaKIIUN

HexenarenpHbIe pcakuuu KHaCCI/I(bI/IIII/IpOBaJ'II/I o KjaccaM CHCTEM OpraHOB MW YaCTOTC HX

BO3HMKHOBEHHUS C UCTIOJIB30BAHUEM CIIEAYIOIIMX KaTeropuid: oueHb yacto (>1/10); gwacto (>1/100,

HO <1/10); mewacto (>1/1000, mHo <1/100); peako (=>1/10000, HO <1/1000); o4eHp penko

(<1/10000); dacrora Hew3BecTHA (Ha OCHOBAaHWU WMCIOIIMXCS JAaHHBIX YacTOTY OIICHUTH

HEBO3MOKHO).
CucTeMHO-OpPraHHbIil Kjaace Yacrora HesxkenarenbHble peakunu
Hapymienust co cTopoHbl KpOBH U Penko CHixeHue reMOrJIO0OHHa,

TUM(paTAIECKON CUCTEMBI

CHHIXCHHUC I'EMATOKpHUTA

OueHnb penko

[lomaBnenue aesITEIHOCTH
KOCTHOI'O MO3ra, aHEeMHS,
JICUKONIEHU S, HEUTPOIICHUS,

arpaHyJoIKTOo3,

OPUTPOINICHUA, TEMOJIMTHUICCKAA
aHCMMUA, .TII/IM(I)a)lCHOHaTI/IH,

ayTOMMMYHHBIE 3a00JI€BaHUS

TPOMOOIIUTONIEHUS, 03UHOPUITHS,

Hapymenus CO  CTOPOHBI

HMMYHHOf/'I CUCTCMBI

OueHb penko

Amnadunaktuyeckas/

aHa(I)I/IJ'IaKTOI/L[[HaSI peaKknusd

OHJOKpHUHHBIE HapyILIEHUS

Penko

HeanexBaTtHas cekpenust

AHTUNYPETUYECKOrO0 TOPMOHA

Hapymenus merabonusma u

IIUTaHUA

OueHb penko

I'unornmukemus

[Icuxnyeckue HapyIIeHNs

Heuacro JlabunpHOCTH HACTPOECHMUS,
HapyIICHUS CHA, TAJUTIOIIMHAITIT
Penxo CryTaHHOCTbH CO3HAHUSA

Ouensb penko

CumMnromsl Aenpeccuu

Hapy1enust co cTopoHbI HEpBHOU

CHUCTCMBI

Yacrto

["onoBoKpysKeHue, roI0OBHAsS O0JIb

Heuacto

napeCcTe3nsd, UISMCHCHUS BKYyCa,

BEPTUTO
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Pelo A CHHRE LELRHpE T 0013)

ACTEHUYECKHUI CUHPOM,
CYJIOPO’KHBIE TTOAEPTUBAHUS MBIIIIL]

KOHEUHOCTEH U I‘y'6, COHJIMBOCTbH

OueHb penko O6mopox

Hapy1enus co ctopoHsl cepaua Heuacto WNudapkt MrOKapia, BO3MOXHO
BTOPUYHBIN U3-3a BBIPAKEHHOI'O
cHIkeHus A/l y rpynn rnanueHToB
MOBBILICHHOI'O PUCKA, TAXUKAPAHUS,

OLIyIIEHHE CepALCOneHHUs

Penxo bpaaukapaus, ycyryonenue
CHUMIITOMOB CEPJICYHOMN
HEJIOCTaTOYHOCTH, HapylieHue AV
IIPOBOAMMOCTH
(aTpHOBEHTPUKYJIAPHOU

IIPOBOAMMOCTH), 0OJIb B TPy IU

Hapymienust co cTopoHsI cOCY10B Yacro OprocTtatnueckue 3 HeKTh

(BKJTFOYAsI TUTIOTEH3HIO)

Heuacro LlepebpoBacKyIsIpHBINA UHCYIIBT,
BO3MOKHO BTOPHYHBIN U3-3a
BBIPAXKEHHOTO CHUKEeHMS Al y
IpyII NallMEHTOB MOBBIIIEHHOTO

pucka, cuHapom PeitHo

Hapymenus co cTtopoHbl Yacro Kamens

JBIXAaTEJIbHOM CHCTEMBI, OPTaHOB HeyacTo PuHUT

TPYZTHOM KIICTKHI 1 CPEAOCTCHIA Ouenb penko | Cunycut, GpOHXOCTA3M,

AJUIEPTUYECKUIN aTbBEOJIHT /

303PIHO(1)I/IJ'IBHa$I ITHCBMOHUA,

OJIbILITKA
Keny 1o4HO-KUIIEYHbIE Yacro Hwnapes, ppota
HapyILIEHUS Heuacto TomnHoTa, nucnerncusi, 60Jib B
JKUBOTE
Penxo CyXOCTh CIIM3UCTON 000JI0UKH

MIOJIOCTH PTa
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OueHH pPeIKo

Trankpearir. xefryxa— "= “= =

(remaTouesUIIONIApHAs WX
XOJIECTaTHYECKast), TeTaTHT,
NIEYCHOYHAas HEI0CTaTOYHOCTb,

WHTECTUHAJILHBIN OTCK, aHOPCKCUA

Hapymienust co cTOpOHBI KOXKH U

IIOJKOKHBIX TKaHel

Heuacto

KosxHblii 3y, KOXKHas ChIlb

Penko

['mnepyyBCTBUTENBHOCTH/
AHTMOHEBPOTUYECKUM OTEK:
AHTMOHEBPOTUYECKHUM OTEK JIUIIA,
KOHEYHOCTEH, I'y0, A3bIKa, FOPTaHU
W/WIIN TJIOTKU, KPalTUBHUILIA,

ajonenus, rncopras

Ouensb penko

IToBBITIIEHHOE TTOTOOTIEICHHUE,
BaCKYJIUT, ITy3bIpUyaTKa,
dboroceHcubunm3anus,
TOKCHYECKHUH MM IEPMaJIbHBII
Hekponu3 (cunaapom Jlaitena),
cunsipoM CtuBeHca—/[>KOHCOHa,
MyIbTU(OPMHAS dpUTEMA,

niceB1oMMpomMa KOxu*

Hapymenuns co cTtopoHbl HewnssecTtHo ApTpanrus/apTpur, MUAJITHS
MBIIIICYHOM, CKEJISTHON B

COEIMHUTENIBHOM TKaHU

Hapymienns co cTopoHBI OYEK U Yacto Hapymenue pyHkunu nouek
MOHYCBLIBO/UIILINX ITyTCH HEYacTo VpeMmus, ocTpasi HodedHast

HEAOCTATOYHOCTH

Ouensb penko

AHypus, OIUTYpHUs, TPOTEUHYPHSI

Hapymenuns co ctopoHbl Heuacto Nmnorenims
E€IPOAYKTUBHON CUCTEMEI U

Pelpoly Penko I'unexomacTus

MOJIOYHBIX JKeJe3

OO01mye HapyIICHHS U PEAKIINH B Heuyacrto AcTenus, NOBBIIIEHHAS

MECTEC BBCACHUA

YTOMIIAEMOCTD
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JlaGopaTopHsble u Heyacro

WHCTPYMEHTAJIbHBIC JJAHHBIC MOYCBHHEI B KPOBH,
TUIepKpeaTHHUHEMUS,
THIEPKATUEMUS, TOBBIIICHUE
AKTUBHOCTH «TI€YCHOYHBIX)

TpaHCaMHWHA3

Penko [M'unepOunupyOnHeMus,
runoHarpueMus, nossimenue COO,
MOJIOKHUTEJIbHBIE PE3yJIbTAThI TECTA

Ha aHTUHYKJICApHBIC aHTUTENA

* Coo0asioch 0 CUMIITOMOKOMIUIEKCE, KOTOPBI MOXET BKIIOYATh OJUH HIIM HECKOJIBKO U3
CIIETyIOIINX CHMIITOMOB: JIMXOPAaJKa, BAaCKYJIUT, MUAITHUS, apTPaITUs/apTPUT, MOJIOKHUTEIbHAS
peakuus Ha aHTHHYKJIeapHble aHTuTena (AHA), yBenmueHre CKOPOCTH OCeIaHus 3PUTPOIUTOB
(COD), r03uHOGMIHS ¥ JTEHKOLUTO3, KOJKHAS ChIMb, ()OTOCCHCUOMIN3AIUS UK JIPYTHE KOKHBIC
MPOSIBICHUSL.

COO6H.[CHI/I€ 0 TOA03PEBACMBIX HCKCIATCIbHbBIX PCAKIINAX

BaxxHo cooOmath 0 MOJO3pEBAEMBIX HEXKENATENbHBIX pEaKUUsAX I0CJI€ PEerucTpaluu
JIEKapCTBEHHOT'O Tpernapara ¢ 1elblo 00ecreYeHrs HeMPEePhIBHOIO MOHUTOPUHTA COOTHOIICHUS
«T0Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIuHCKUM pabOTHUKAM pPEKOMEHIYeTCs
cooluaTk O JIIOOBIX MOJ03PEBAEMBIX HEKEIATENbHBIX PEeaKIHsIX JIEKapCTBEHHOIO Ipernapara
Yyepe3 HaIMOHAJIbHBIE CHCTEMBI COOOIICHUSI O HEXEIATEIbHBIX PEAKLHUAX TOCYNIapCTB — YICHOB
EBpazniickoro 53KOHOMHUYECKOTO COHO3A.

Poccuiickas ®@enepanus

®denepanbHas ciyx0a 1o Haga30py B cdepe 3ApaBOOXpaHEeHUs

Anpec: 109012 r. Mocksa, CinaBsiHcKasi tiiomnaib, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

OnekTpoHHas nouta: pharm@roszdravnadzor.gov.ru

Wntepner-caiit: https://www.roszdravnadzor.gov.ru

Pecniybnuka Apmenus

«lleHTp AKCIEPTU3BI TEKAPCTB U MEAUIIMHCKUX TexHosuorui» [ HKO

Anpec: 0051 r. EpeBan, np. Komuraca 49/5

Otnen MOHUTOpPUHTA 0€30IaCHOCTH JIEKAPCTB

Tenedon: +374 10 20-05-05, +374 96 22-05-05

DnekTpoHHas nmoura: vigilance@pharm.am

WuTepuer-caift: http://www.pharm.am
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Pecrry6nuka benapych

Pecniybnukanckoe  yHutapHoe npennpustue  «lLleHTp SKcmepTM3 M UCHBITAaHUH B
3/IpaBOOXPAaHEHUN

Anpec: 220037 r. Munck, nep. ToBapuieckuii 2a

Otnen dpapmakoHaazopa

Tenedon: +375 17 242-00-29

DnekTpoHHas nmoyra: repl@rceth.by

Wurepuer-caiit: https:// www.rceth.by

Pecrry6nuka Kazaxcran

PI'TI na [IXB «HamuoHanbHBIA LEHTP SKCIEPTU3BI JICKAPCTBEHHBIX CPEICTB U MEIMIIMHCKUX
u3nenuit» Komutera MemuumuHCKOro #  (apMaleBTUYECKOro KOHTpoJjs MuHHCTepcTBa
3npaBooxpanenus PecnyOnuku Kazaxcran

Anpec: 010000 r. Acrana, yi. A. manosa, 13

Tenedon: +7 (7172) 235 135

OnektponHas nmoura: pdlc@dari.kz

Wntepner-caiit: https:// www.ndda.kz

Keipreizckas PecniyGinka

JlemapraMeHT JIEKapCTBEHHBIX CPEACTB M MEIUWLUMHCKUX U3Jenuid npu MuHUCTEpCTBe
3npaBooxpaHeHus: Keiproizckoit Pecriy Ok

Anpec: 720044 r. buikek, yi. 3-s Jluaus, 25

Tenedon: 0800 800-26-26

OnexTponHas noyra: pharm@dlsmi.kg

WNurtepner-caitt: http://www.dlsmi.kg

4.9. Ilepeno3upoBka

CuMOTOMBI: BbIpa)XeHHOE CHIDKeHHe AJl, Koiarc, HapylleHHe 3JIEKTPOJIMTHOro OanaHca,
noyeyHasi HEIOCTaTOYHOCTh, yYalleHUE JbIXaHHs, TaXWKapAWs, OIIYUICHHWE CepAIeOneHHs,
Opaaukapaus, roJIOBOKpYKeHHe, OeCIIOKOICTBO, Kallleb, CyXOCTh CIIM3UCTON 000JI0YKH MOJIOCTH
pTa, COCTOSIHHME€ TPEBOTH, TOBBIIICHHAs Pa3IpaKUTEIbHOCTh, COHIUBOCTH, 3aJ[epiKKa
MOYEHCITy CKaHMsl, 3a1op.

Jleuenue: cnenuduyeckwii aHTHIOT OTCYTCTBYeT. IIpoMbIBaHMe >KelyJKa, TNPHUMEHEHHUE
SHTEPOCOPOEHTOB M cirabutenbHbIX cpeacTs. [lokazano BHyTpuBeHHOE BBeaeHue 0,9% pactBopa
HaTpus XJopuaa. B cimydae ycToiunMBOi K JiedyeHUIO OpaguKapaud HEOOXOIUMO MPHUMEHEHHE
aNIeKTpoKapauoctumyssitopa. Heobxomum koHTponb AJl, BOAHO-3JEKTPOJIUTHOrO OasiaHca.

I'emomnanms s pexTrBeH.
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5. PAPMAKOJIOTMYECKUE CBOCTBA (MOCNEOOBATENBHOCTS 0013)

5.1. ®apmakoauHaAMHUYeCKHe CBOMCTBA

dapmakoTepaneBTHICCKas TPyIIa: MHTHOUTOP aHTHOTeH3UHIpeBpaniaromero Gepmenta (AIID).
Kon ATX: CO9AA03.

Mexanusm nelicTBus

WNuruburop AII® ymenpmaer obpasoBanue anrmoreHsuHa Il u3 anrmorensuna 1. CHmxeHue
colepkaHus aHruoreHsuHa Il BemeT kK MpsSMOMY YMEHBIIEHHUIO BbIIEJIEHUS allbJIOCTEPOHA.
YMeHbIIaeT aerpajanuio OpaJuKMHUHA W YBEJIMYMBACT CHUHTE3 MpocTariaHauHOB. CHMKaeT
obmree nepudepuyeckoe cocyaucroe conpotusienue (OIICC), AJl, mpenHarpy3Kky, JaBjcHHE B
JIETOYHBIX KaNWUIIpaxX, BbI3bIBAET YBEIMYEHHE MHHYTHOrO 00BbeMa KpPOBH M IOBBIIICHHE
TOJIPAaHTHOCTH MHOKapjaa K Harpy3ke y mamueHToB ¢ XCH. Pacmupsier aprepun B Oonblieit
creneHd, deM BeHbl. Hekotopeie addexTsr oObscHsoTcs BosnerictBueM Ha PAAC. Ilpu
JUINTEIbHOM TPUMEHEHUU YMEHbIIAeTCs TunepTpoduss MHOKapAa U CTEHOK apTepuid
PE3UCTUBHOIO TUIA. YIIydlIaeT KPOBOCHA0KEHUE NIIEMU3UPOBAHHOIO MUOKApAa.

Kimmaunueckas 3¢ dhekTUBHOCTD M 0€30I1aCHOCTD

Wurubutopel AII® ymHAIOT OpOAOIKUTENBHOCTD KU3HHM y nanueHToB ¢ XCH, 3amemistor
porpeccupoBaHre JIUCHYHKUM JIEBOIO JKENyJouyka y MalUeHTOB, IEepeHecIInX HHQPapKT
MHOKap/a 6e3 KIMHUYECKUX MPOSBICHUH cepIedHOI HEeJJ0CTaTOYHOCTH.

Havano neiictBus mpemapara — depe3 | wac, gocTturaer mMakcumyma uepe3 6—7 4acoB u
coxpansiercs B TeueHue 24 yacos. [IpogomxutensHOCTh 3¢ (eKTa 3aBUCUT TaKkKe OT BETUYHHbI
npuHsaTON n103bl. [lpu aprepuanbHoi runepreH3uu 3¢@exkr orMedaercss B MEpBbIE JTHU IOCIE
Hauaja JIedeHus, ctabuiHoe JeiicTBue pa3BuBaeTcsa depe3 1—2 mecsua tepanuu. [Ipu peskoit
OTMEHE JTM3UHOIPUIIa He HaOII01aI0Ch BEIPAKEHHOTO MOBBITIEHUS A/l

Jlm3uHompui yMEHbIIAET CTENeHb albOyMUHYpUU. Y TMAlMEHTOB C THUIEpIrIIMKeMHen
CHOCOOCTBYET HOPMATIU3aMH (PYHKIMHU OBPEKIEHHOTO TII0MepyJIspHOro sHorenus. He Bnusier
Ha KOHIIGHTPALIMIO TJIIOKO3bl B KPOBU Y MALIMEHTOB C CaXxapHbIM JHA0ETOM M HE MPHUBOAMUT K
YYaIlleHUIO CIIy4aeB FUIIOTTIUKEMUH.

5.2. DapmMakoKHHeTHYECKHE CBOMCTBA

Abcopbrus

Cpennsisi creneHb abCcoOpOIMM JIM3MHONPHIA COCTaBISET OKOJO 25%, Hpu 3HAYUTENHHOU
MEXHUHANBHY aTbHON BapradenbHoCTH (6—60%). [Tnia He BiusieT Ha BCachIBAaHHUE TM3UHOIIPHIIA.

Pacopenenenne

[Tocne npuema BHYTph MakcuMmasibHas KOHHEHTpALUS (Cmax) JM3MHONPUIA B IJa3Me KPOBU

JOCTUraeTcs 4depe3 7 4vacoB. JIM3WHONPHI HE CBA3BIBAeTCA C OeJIKaMH IUIa3Mbl KpOBH, 3a
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TIallCHTapHBIA Oapbep HU3Kas.

Buorpancdhopmarms

JIM3MHONPUIT HE META0OTH3UPYETCSI.

DIMMUHALHA

JIm3uHOMPWIT BBIBOJUTCS IMOYKAMU B HEW3MEHEHHOM BHje. Ilociie MHOTOKpAaTHOrO IpHeMa
3¢ HEeKTHUBHBIN MEPHOT TTOTYBBIBEICHHS JTU3NHONPHIIA cocTaBisieT 12,6 4. KitmpeHc nu3uHonpuia
y 3I0pPOBBIX TOOPOBOJIBIIEB COCTABIACT NMPUOIU3UTEIHHO 50 Mi/MUH. JIN3UHOTIPUIT MOKET OBITH
BBIBEJICH U3 OpraHu3Ma MOCPEACTBOM T'eMOUAIIN3A.

q)aDMaKOKI/IHGTI/I‘-IeCKaSI-d)aDMaKO]II/IHaMI/ILIeCKaSI 3aBUCHUMOCTD

XpoHuueckas cepOeunas HeOOCMamoyHOCMy

VY namuentoB ¢ XCH aOcopOuus W KIUPEHC JHU3MHONPHIIA CHIDKEHBL. Y JaHHOW KaTeropuu
MAIMEHTOB a0COFOTHAST OMOOCTYTHOCTh JIM3UHONPUIIA CHUXKAETCs TpuMepHO Ha 16%); o1HaKO
AUC (momans 1moa KPpUBOH «KOHIIEHTPAIUSA-BPEMS») YBEIMUMUBAETCS B cpeaHeM Ha 125% mo
CPaBHEHMIO CO 3JOPOBBIMU JOOPOBOJIBIIAMH.

Ocmpuui ungapkm muokapoa

VY mauueHToB ¢ ocTphIM HH(PApKTOM MHOKapaa BpeMs AOCTIKEHHUS Cmax (TCmax) TU3MHOIpHIA
cocrasiseT 8—10 gacos.

Iloueunas neoocmamounocms

Hapymenne ¢ynkuuun moyexk mnpuBoguT kK yBennmueHuto AUC W mepuoaa MONyBBIBEICHUS
JU3UHOIIPUIA, HO 3TH M3MEHEHUsl CTAHOBATCS KJIMHUYECKH 3HAYMMBIMHM TOJBKO TOTJa, KOTrAa
CKOpOCTh KiTy60ukoBoil ¢umprpammu (CK®) cumxaercs Huxe 30 mu/mun/1,73 M2 mnomanu
MoBEepXHOCTH Tena. [Ipu jgerkoit 1 yMepeHHOH MoueYHON HeJJOCTaTOYHOCTH (KJIMPEHC KpeaTUHUHA
(KK) ot 31 no 80 mn/mun) cpeanee 3nauenue AUC yBennuuBaetcs Ha 13%, B TO BpeMsl Kak MpH
Tsokenoi modeunoil Hemocrtarounoctu (KK ot 5 go 30 mu/mun) HabmiogaeTcsl yBeTUYEHUE
cpennero 3Hauenus AUC B 4,5 pa3za.

Ileuenounasn nedocmamoyrnocmo

VY manueHToB ¢ UPPO30OM MEYEHU BCAChIBAHUE JIM3WHOMPHUIIA CHUXKACTCS (MPUOIU3ZUTEIHHO Ha
30%), omnako skcrnosunus npenapara (AUC) yBenuuuBaetcs (mpubnusurenbHo Ha 50%) 1o
CPAaBHEHMIO CO 3JOPOBBIMHU JOOPOBOJIbIIAMHU M3-32 CHUKEHMSI KIIMPEHCa.

Tlayuenmul nodccunoco eo3pacma

VY manueHToB MOXKHUIOTO Bo3pacTa (crapiie 65 IeT) KOHIEHTpaIs IM3UHONPUIIA B IJ1a3Me KPOBU
U IUIOIIAJb MO/l KPUBOM «KOHLIEHTPALMS—BpEMSI» B 2 pa3a BBIIIE, YEM Yy NALUEHTOB MOJIOAOIO

BO3pACTa.
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6. ®APMAIEBTHYECKHUE CBOVICTBA (MOCNEOOBATENBHOCTS 0013)

6.1. IlepeueHb BcIOMoOraTe/ibHbIX BelllECTB

Maruus cteapar,

TaJbK,

MaHHUTOI,

Kpaxmas KyKypy3HbIH,

Kanblms ruapodocdaTa TUrHaparT.

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rogHocTu (CpoK XpaHeHmusl)

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IIPH XPAHEHHH

Xpanuts 1ipu Temieparype He Boie 30 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

[To 14 Tabnerok B 6uctepe u3 wieHky [IBX u anmromunueBoit (onbru nevyaTHoi JJAKHPOBAHHOM.
[To 1, 2 unu 4 6auctepa BMECTE € IMCTKOM-BKJIAJIBIIIEM TIOMEIIAIOT B KAPTOHHYIO MaYKy.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara MWJIH OTX0A0B, TMOJYYEHHbIX TOcjde NpPUMEHEeHUus:
JIEKapPCTBEHHOI0 Npenapara, 1 Apyrue MaHUNYJIsIMU ¢ penapaTomM

Het 0coObIx TpeOoBaHMIl K yTHUIIH3AIIH.

7. JEPXKXATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHMUSA
Benrpus

OAO «I'eneon Puxtep»

1103 bygpanemr, yi. Jémpén, 19-21

Tenedon: +36-1-431-4000

OnektponHas nouta: drugsafety@richter.hu

7.1. llpencraBuTeib AepKaTEsl PETHCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3zun HOTDC6I/IT6HGI71 CICAYCT HAITPABJIATH MO aAPECy.

Poccuiickas @enepanus

[IpencraBurensctBo OAO «I'eneon Puxrtepy» (Benrpus) r. Mocksa
Anpec: 119049 r. Mocksa, 4-i1 JIoOpbIHUHCKHI TIEep., 10M 8
Tenedon: +7 495 987-15-55

OnexTpoHHas noura: drugsafety@g-richter.ru

PecnyGnuka Apmenust
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[IpencraBurensctBo OAO «I'eneon Puxtep» B ]’ecnv6nl';1qle:lgl;l\li_'é;[g:)§i"i'TEﬂ bHOCTb 0013)

Anpec: 0010 r. EpeBan, yn. 3aksiHa, 1. 2

Tenedon: +374-10-53-00-71

OnextpoHHas noura: drugsafety@gedeonrichter.am

Pecry6nuka benapych

[IpeacraButensctBOo OAO «I'eneon Puxtep» B Pecrrybnuke benapych
Anpec: 220004 r. Mumnck, nip. [To6enureneit, nom 5, opuc 505

Tenedon, daxc: +375-17-272-64-87

Tenedon, daxc: +375-17-215-25-21

OnektponHas nmoura: drugsafety.by@gedeonrichter.eu

Pecny6nuka Kazaxcran

[IpencraBurensctBo OAO «I'eneon Puxtep» B Pecny6inke Kazaxcran
Anpec: 050008 r. Anmatsl, yi. Tone bu 187

Tenedon: +7-(7272)-58-26-23 (npeTeH3UU IO KAYECTBY)
+7-(7272)-58-26-22 (hapmakonanzop), +7-701-787-47-01 (dhapmakoHaazop)
OnextponHas noura: info@richter.kz; pv@richtergedeon.kz
Keipreizckas PecniyGinka

[IpeacrasutensctBo OAO «I'eneon Puxtep» B Keipreizckoit Pecriybmuke
Anpec: 720005 r. bumkek, yiu. Urembepauesa, 1 «Ay,

busznec-mienTp «ABpopay», opuc 703

Tenedon: +996-312-98-81-16

OnekrponHas nouta: drugsafety.ky@gedeonrichter.eu

8. HOMEP PETICTPAIIMOHHOT'O YIOCTOBEPEHHUS
JITT-Ne(002345)-(PT-RU)

JITT-Ne002345-TTI-BY

JITI-Ne(002345)-(TTI-KG)

9. IATA IEPBUYHOM PETUCTPALIAU (IOATBEPXKIEHUS PETUCTPAIIUH,
INEPEPETUCTPALINN)

Hata nepBoii peructpanuu: 16 mas 2023 r.

10. JATA IIEPECMOTPA TEKCTA
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OOmiast xapakTepucTUKa JIEKapCTBEHHOTO Mpenapara ﬂﬁgQrgﬁl 5&@%&%%%3&2&&41)3{1{0M

noptaie EBpazuiickoro 3KOHOMHYECKOTO COr03a B MH()OPMAIIHOHHO-KOMMYHHUKAIIHOHHON CETH

«uTeprer» https://eec.eacunion.org.
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