COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24.04 2026 N= 83431

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

[Tepungonpui, 5 Mr, TabJIETKH, TOKPHITHIC TIIICHOYHON 000JI0YKOH.
[Mepurmonpun, 10 Mr, TabIeTKH, MOKPHITHIC TUICHOYHON 000JIOYKOH.

2. KAMECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

JlencTByoLIee BELECTBO. IEPUHIONIPHUIL.

Ilepungonpui, 5 Mr, TaOIETKU, MOKPLITEIE INIEHOYHON 000JI0YKOMH

Kaxxnas Tabnerka, mOKphITasi INICHOYHON 00OJIOUKOM, COJEPIKUT S MT MEPUHIOIPUIIA APTHHHUHA.
BemectBa, HamMuue KOTOPBIX HAJO YYHUTHIBATH B COCTaBE JIGKQPCTBEHHOTO Iperapara: JIAKTo3a,
HaTpuii (cMm. pa3aen 4.4).

[lepunmonpuia, 10 Mr, TaOJIETKH, IOKPBITHIE MICHOYHON 000JI0YKOM

Kaxnas Tabnerka, MOKpbITas MICHOYHOH 0001109K0ii, comepkuT 10 Mr nepuHaONpuIIa apruHuHa.
BemecTBa, Hanmu4Me KOTOPBIX HAJO0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO Mpernapara: JaKTo3a,
HaTpuii (cMm. pasaen 4.4).

[TonHbIN MepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE JICHOYHON 000T0YKOH.

Iepunaonpui, 5 Mr, TabJAETKH, HOKPBITHIE UIEHOYHON 000I04YKON

Kpyrible 1BOSKOBBINYKIIbIE TAa0JIETKH, HMOKPBHITHIE IUIEHOYHON 000J0YKOM OT 0enoro 10 mnodru
0eJI0ro 1IBeTa, C PUCKOM C OIHOM CTOPOHBI.

TabneTky MO>KHO pa3/ieIuTh Ha paBHBIE JO3bI.

Iepunaonpun, 10 mMr, TabIETKH, MOKPLITHIE MICHOUYHOW 000J10YKOM

Kpyrible nBOSKOBBINYKIIbIE TAa0JIETKH, MOKPBHITHIE IJIEHOYHOM 000JI0YKOM OT Oenoro o0 Moyt
Oeroro 1Bera.

Ha nonepeunom pazpese sapo TabiaeTok J000i JO3UPOBKU OT OJI0ro 0 MOYTH 0eloro 1BeTa.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

IIpenapat I[lepunaonpui nokazaH K IPUMEHEHHIO Y B3POCIIBIX NALIMEHTOB 10 MOKA3AHUSAM:

e apTrepHualbHas TMIIEPTEH3US;

e XpoHMUECKas cepaedHas HegocraTouyHocTh (XCH);

e mnpoduiakTHKa TMOBTOPHOTO MHCYJIbTa (KOMOMHMpOBaHHas Tepamus C HWHAANAMHIOM) Y
NAIMEeHTOB, MEPEHECHINX UHCYIbT WIN TPAH3UTOPHOE HApyLIEHHE MO3IOBOTO KpPOBOOOpAIICHHUS
10 UIIEMUYECKOMY THUIY;

e crabuimpHas umemudeckas Oose3nb cepana (MBC): cHmkeHUe pHcKa CepIeYHO-COCYIUCTHIX
OCTIOKHEHUH y marueHToB co ctabunsHoit MBC.

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU s

PexxuM mo3upoBanus
[Tpu BBIOOpE MO3BI CIAEAYET YYUTHIBATH OCOOCHHOCTH KIMHUYECKOW cuTyaruu (cMm. pasaen 4.4) u




COOTBETCTBYET
5 24.04.2

CTeNeHb CHIKCHUS apTepuanbHoro nasienus (AJl) Ha hone H’[JEBOZ[I}MG‘BI 'réparrm/l

Jlis obecrniedeHus yKa3aHHBIX HIDKE PEXKHUMOB JO3MPOBAHHS MPH HEOOXOTUMOCTH MPUMEHEHUS
nepuHIonpuiIa B no3e 2,5 mr tabnerky mnpemnapara [lepunaonpusi B JO3UPOBKE 5 MI MOXKHO
pa3enuTh Ha IBE pAaBHBIC JI03bI.

Apmepuanvras cunepmen3us

JlexapcTBennsii npenapat [IepruHIONIPUI MOKHO IPUMEHATHh KaK B MOHOTEpAIUU, TaK U B COCTABE
KOMOWHHMpOBaHHOM Tepanuu (cM. pasaensl 4.3, 4.4,4.5u 5.1).

PexomeHnayemasi HaganmbHast 103a COCTaBISIET S MT 1 pa3 B CyTKH.

VY manueHTOB C BbIPAKEHHONW aKTUBHOCTHIO CHCTEMbI PEHHUH-aHTMOTEH3UH-AJIbIOCTEPOH (0COOEHHO
IIpU PEHOBACKYJSIPHOW TMIEPTEH3UH, THIIOBOJIEMHH W/WUIM CHUKEHUU COJCPIKAHUS IJIEKTPOIUTOB
IJ1a3Mbl KPOBH, IEKOMITEHCAIIMHM XPOHUYECKON CEep/IeYHON HEAOCTATOYHOCTH HIIU TSKENION cTereHu
apTepUaNbHON TMIIEPTEH3HMH ) [TOCTIe IIPUEeMa IEPBOM 1036 IpenapaTa MOXKET Pa3BUTHCS BBIPAKECHHOE
cumkenue AJl. B Havanme Tepanmuu Takue MAlMEHTHl JODKHBI HAXOIUTHCS MOJ TIIATEIbHBIM
MEIULIMHCKUM HabmofeHneM. Pekomeniyemas HayainbHast 032 JJIs TaKUX MAIleHTOB COCTAaBIISAET
2,5 mr (mosoBuHa TabJIeTKu 5 Mr) 1 pa3 B CyTKH.

B cnydyae HeoOX0AMMOCTH Yepe3 MecsI] Iocie Hayajla Tepauyi MOKHO YBEIMYHUTH JI03y Mperapara
10 10 mr 1 pa3 B cyTku.

B Havanme Tepamuu JIeKapCTBEHHBIM mpenapatoM  llepuHponmpmi  MOXET — BO3HHMKATh
CUMITOMAaTUYecKas apTephalibHas TUIMOTEH3WS. Y TAIMeHTOB, OJHOBPEMEHHO MOJIYYalOIIuX
JTUYPETHKH, PUCK PA3BUTHS apTEPUATILHON TUIIOTCH3UH BBIIIE B CBS3U C BO3ZMOYKHOH THITOBOJIEMUEH
U CHHKCHHEM COZIepKaHUS AJIEKTPOJIUTOB IU1a3Mbl KpoBU. CieayeT coOmMoaaTh OCTOPOKHOCTh MIPH
MIPUMEHEHHH JIEKAPCTBEHHOTO Tpenapara [lepuHIonput y JaHHOM TPYIIIBI MAIMEHTOB.
PexomMenyercs, 1o BO3MOXHOCTH, IPEKPATUTh IPUEM AUYPETUKOB 3a 2-3 JTHS 10 MPEANoIaracMoro
HayaJjia Tepanuu JeKapcTBEHHbIM npenaparoM [lepungonpun (cm. paznen 4.4).

[Ipy HEBO3MOXXHOCTHM OTMEHHTHb JWYPETUKH, HaudajdbHas J03a JIEKapCTBEHHOIO Ipernapara
[lepungonpun IOMKHA COCTaBIATH 2,5 Mr (mojoBuHa Tabierku 5 mr). IIpum 3TOM HEOOXOIUMO
KOHTPOJIMPOBaTh (PYHKIIMIO MOYEK U COJIEpKaHUE Kallus B CHIBOPOTKE KpoBU. B mambHeiimeMm, B
cirydyae HEOOXOJMMOCTH, J03a Ipenapara MOXKET ObITh yBenuueHa. [Ipu HE0OXOAMMOCTH HpHeM
JUYPETUKOB MOXHO BO30OHOBUTD.

VY nmanueHToB MOKHUIIOTO BO3pacTa JIeueHHe ClIeIyeT HaurHaTh C 1036l 2,5 MT (TI0JIOBUHA TaOJIETKH 5
Mr) B cyTkH. [Ipu HE0OX0quMOCTH uepe3 MecsIl TToce Havajaa Tepanuu J03y MOXKHO YBEIHYUTH JI0
5 Mr B CyTKH, a 3aTeM 710 10 MT B CYTKH C YYETOM COCTOSTHUS (DYHKIIMH mouyek (cM. Tab. 1).
Cepoeunas neoocmamounocms

JledyeHre MAIMEHTOB C XPOHUYECKOH CEplIEYHON HEAOCTATOUYHOCTHIO JIEKAPCTBEHHBIM MPENapaToM
[lepurmonpuna B KOMOMHALIUY C KaluiiHECOepETraloImUMU TUYPETUKAMU W/HIIH TUTOKCUHOM H/WIIN
Oera-agpeHOOIOKaTOpaMH,  PEKOMEHAYETCS HauyWHATh IO/  THIATENbHBIM  MEAMIMHCKUAM
HaOItoIeHeM, Ha3Hauas pernapar B Ha4allbHOU 103€ 2,5 Mr (1o1oBUHA TabJIETKH 5 MT') OJIUH pa3 B
JeHb, yTpoM. Uepes JBe HeeNu JIYeHUs /103a Mperapara MOXKeT OBITh MOBBIIICHA JI0 5 MI' OJIUH pa3
B JICHb MU YCIOBUU XOPOIIEH MEePEeHOCUMOCTH J03bI 2,5 MTI' U YIOBIETBOPUTEIHHOIO OTBETa Ha
MIPOBOTUMYIO TEPAITHIO.

VY ManueHTOoB C TAXKENOHN cep/IeYHON HETOCTATOYHOCTHIO, & TAKXKE Y MAllMEHTOB U3 TPYIIIHI BEICOKOTO
pucka (MalMEeHThl C HapyHIeHHOM (QYHKIMEH IMo4YeK M TEeHJEHIMEeW K HapyLIeHHIO BOJHO-
ANEKTPONIUTHOTO OanaHca, TMAlWEHThl, OJHOBPEMEHHO TONyYalolue AUYPETUKH  H/UIn
COCYJIOpPACIIUPSIONINE JIEKAPCTBEHHBIC IMpEraparhl), JIEYCHWE JODKHO OBITh Ha4aTto TOJ
THIATENFHBIM METUITMHCKUM HaOII0ieHreM (cM. pasaen 4.4).

Y manueHTOB C BBICOKMM DPHCKOM pa3BUTHS CHMITOMATHYECKOW apTEpUANbHON THIIOTCH3HH,
HampuMep, CO CHIYKEHHBIM COJIep:KaHHUEeM 3JIEKTPOJIUTOB MPU HATUYUH WK 0€3 TUIIOHATPUEMUH, C
TUIIOBOJIEMHEN WM C WHTCHCUBHOW Tepanmued AUypeTUKaMH, TIepe]] HadajloM MpHeMa
JIeKapCcTBeHHOTO npenapara [lepuHmonpus, Mo BO3MOXHOCTH, IEPEUUCIICHHBIE COCTOSIHHSI JIOJKHBI
OBITh CKOPPEKTHpOBaHBI. Takue mokazaren kak BenmumunmHa AJl, QyHKIHS mouek M copaepikaHue
KaJiusl B TJIa3M€ KPOBH JIOJDKHBI KOHTPOJIMPOBATHCS KaK TMepes] Ha4alloM, TaK U B TIPOIECCE TEPATTHH.
Ipoghunaxmuxa noemoproco uHcyibma (KOMOUHUPOBAHHASL MEPANUSL C UHOANAMUOOM,)
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npemapatoM [lepuHaonpui cienyeT HaYuHaTh C 03I 2,5 MT (TI0JIOBUHA TaOJIETKU 5 MT) B T€UCHUE
MEPBBIX JBYX HEJEIb, 3aT€M, MOBBIMIAs 103y A0 5 MI' B T€UEHHE MOCIEAYIOIIMX JIBYX HEIENb J0
MIPUMEHEHUS UH]IallaMU/1a.

Tepamnuio cienyer HauyuHaTh B Jt00oe (OT JBYX HeNEdb /10 HECKOJBKHUX JIET) BpeMs Iocie
[IEPEHECEHHOT0 UHCYJIBTA.

UBC: cHudiceHue pucka cepOeuHo-coCyOUCmblX OCIONMCHEeHUll V NayueHmos, pamnee nepeHecuiux
unpapkm muokapoa u/unu KOpoHapHy1o pesacKyIapu3ayuio

VY nanuenToB co ctabunbHbiM TeueHneM MBbC Tepanuto ekapcTBeHHBIM IpenaparoM [lepungonpun
ClIelyeT HAaUMHATh C 103bI 5 MT' | pa3 B CyTKH.

UYepes 2 Henenu, Npu XOpollel MepeHOCUMOCTH Mpernaparta U ¢ y4eTOM COCTOSIHUS (GyHKIIUH MOYeK,
71032 MOXeT ObITh yBennyeHna 10 10 mr 1 pa3 B cyTku.

Jluam nmokusoro Bo3pacra cieayeT HauMHATh TeParuio ¢ J103bl 2,5 Mr (I0J0BHHA TaOJIETKU 5 Mr)
1 pa3 B CyTKU B TeU€HHUE OJIHOM HE/IeNH, 3aTeM 1Mo 5 MT 1 pa3 B CYyTKU B TEUCHHE CIICTYIOIICH HElleu.
3areM, ¢ Y4eTOM COCTOSIHUS (PYHKIIMU MOYEK, A03Y MOKHO yBenuuuTh 10 10 mr 1 pa3 B cyTku (cM.
Tabmn. 1). YBenuuuBaTh 103y IpenapaTa MOXKHO TOJIBKO MPHU €ro XOpoIlei NepeHOCUMOCTH B paHee
PEKOMEHI0BAaHHOM J103€.

Oco0bIe TpynIbl NAIUEHTOB

Ilayuenmol ¢ noueunol HeOOCMAMOUHOCMbIO

VY DanueHToB ¢ MOYEYHOM HENOCTAaTOYHOCTBIO 03y IIpernapaTta cieAyeT NOoJ0MpaTh C y4eTOM
kimpeHca kpeatnauHa (KK).

Tabnuna 1. lo3upoBka iekapcTBeHHOTo npenapara [lepungonpus npu noue4Hol HeJOCTATOUHOCTH

KK (Ma/mun) Pexomenayemasi 103a
6oee miu paseH 60 5 mr/cyt
6onee 30 u menee 60 2,5 mr/cyT
6onee 15 u menee 30 2,5 Mr yepe3 1eHb
ITanmeHnTr! Ha 2,5 MT B IeHb qUau3a
remoananuze™ menee 15

*ouanuznviil kKaupernc nepundonpuiama — 70 ma/mun. Ipenapam credyem npuHumMams nocie NPoeeoeHusi npoyeoypvl
ouanusa.

THayuenmvi ¢ napywenuem yHKkyuu nevenu
[TanmenTam ¢ HapymeHHeM (QYHKIMH [€YeHU KOPPEKLUHU 103kl He Tpedyercs (cM. pasaeinsl 4.4 u
5.2).

€T’
JlexapctBenHbli penapat Ilepunaonpun He pekoMeHaAyeTCs AETSIM M MOApOocTKaM 1o 18 ser nu3-3a
OTCYTCTBHSI JaHHBIX 00 3((dekTuBHOCTH M 0€30MacCHOCTH NMPUMEHEHHs Ipernapara y HallMeHTOB
JAHHOM BO3PaCTHOW IPYIIIIHIL.
B Hacrosiiee BpeMsi HET 10CTaTOYHBIX JaHHBIX MO 06€30MacHOCTU U 3()(HEKTUBHOCTU MPUMEHEHUS
NepUHJIONpUIIa y IeTeil U MOAPOCTKOB B Bo3pacte A0 18 ser. Mimeromuecs qaHHbIE, ONUMCAaHHBIE B
pasgene 5.1 He MO3BOJSIOT JenaThb PEKOMEHAALMHU M0 CIOoco0y MPUMEHEHUS U J03UPOBKAM
rpenapara y NalMeHTOB JaHHOW BO3PACTHOW I'PYIIIIBIL.
Cnocob npuMeHeHHs!
BuyTps, 0JIMH pa3 B CyTKH, YTpPOM, IIEPE] TPUEMOM IHUIIIH, 3aIIMBast CTAKAaHOM BO/IbI.

4.3. IIpoTnBoONOKa3aHUSA

® TUINEPUYYBCTBUTEIBHOCTh K NEPUHAONPUITY, APYTUM HHTHOUTOPAM aHTMOTEH3UHIIPEBPALIAIOIETO
depmenta (AIID) w/mnm K T0O0OMY U3 BCIIOMOTATEIbHBIX BEHIECTB, IEPCUUCICHHBIX B pa3feie
6.1,

® AHTHMOHEBPOTHYECKHi oTek (0Tek KBHHKE) B aHaMHe3e, CBA3aHHBIN ¢ mprueMoM nHruouropa AIID
(cm. paznen 4.4);
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o o o | i
o HaCJIe,Z[CTBeHHI:II/I/I/II[I/IOHaTI/I‘{eCKI/II/I AHTMOHCBPOTUHUCCKHUU O’QKZ

e OepeMEeHHOCTh U JakTanus (cM. pa3aensl 4.4 u 4.6);

® COBMECTHOE NPUMEHEHHE C AITMCKUPEHOM M JIEKAPCTBEHHBIMU MperapaTamu, COJEp>KalliMu
QIUCKUPEH, Yy TMAlMeHTOB C CaXapHbIM AWA0CTOM W/WIM YMEPEHHBIMH WIH TSKEIBIMH
HapymieHusMH  (QyHKIIMM  mouek  (CKopocTh  kiyooukoBod  ¢unbTpamuu  (CKD)
< 60 my/mMun/1,73 M? IIOIMAAN TIOBEPXHOCTH Tena) (cM. pasziens! 4.5 u 5.1);

® COBMECTHOE IPUMEHEHHUE C aHTaroHucTaMu peuentopos anruorensuHa Il (APA 1I) y nanuenTos
¢ nnabernueckor HeponaTueit (cm. pazaen 4.4);

® COBMECTHOE IPUMEHEHHE C KOMOMHUPOBAHHBIMHU JIEKAPCTBEHHBIMU NpENapaTaMu, COJEPKaIMMU
BajicapTaH + cakyOouTpui. Mexay mpueMoM NOCIeTHeH 103bl cakyOuTpuiaa W BajicapTaHa U
HAYaJioM JICYCHHs] IEPUHIONPUIa HEOOXOAUMO BbIIEpKAaTh UHTEpBal He MeHee 36 4acoB (CM.
paznensi 4.4 u 4.5);

® DKCTPaKOPIOpaJbHAs TEpanus, BEAylias K KOHTAaKTy KPOBH C OTPHUIATEIBHO 3apshHKCHHBIMHU
MMOBEPXHOCTAMH (CM. pazaen 4.5);

® BBHIPAKCHHBIN JBYCTOPOHHHI CTEHO3 MOYEUHBIX apTepUil WM CTEHO3 apTepuu €AMHCTBEHHOM
GbyHKIIMOHUpYIOIIEH OYKH (CM. Takxke pazaen 4.4);

4.4. OcoOble yKka3aHusl M1 Mepbl PeI0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CcTOpPOKHOCTBIO

JIByCTOpOHHUI CTEHO3 NOYEYHBIX apTEPUIl MIIM CTEHO3 apTEPUU €AMHCTBEHHOHN (PYHKLIMOHUPYIOIIEH
[IOYKH, [TOYEYHas! HEIOCTATOYHOCTh, CUCTEMHBIE 3a00JI€BaHHsI COEAMHUTEIILHOW TKaHU (CUCTEMHAas
KpacHasi BOJIYAHKa, CKJIEPOJAEpMHUS M Jp.), Tepamusi HMMYHOCYIPECCOpaMH, aJUIOMYPHUHOJIOM,
IPOKauHAMUJIOM (PUCK Ppa3BUTUS HEUTPONEHHM, arpaHy/lIoOLUTO3a), CHIKEHHbIH 00beM
LUPKYJIUPYIOLIEH KpoBU (IpUEM TUYpPETHKOB, OeccojieBas UETa, PBOTA, AUapes), CTEHOKapaus,
1epedpoBacKyIsIpHbIE 3a00JI€BaHUs, PEHOBACKYJISIpHAs TUIIEPTEH3Us, CaXapHbIi T1a0eT, IepBUYHBIN
TUIIEPAIbA0CTEPOHU3M, XPOHUYECKAs ceplledHast HEJJOCTaTOYHOCTh [V (hyHKIIMOHAIBHOTO Ki1acca o
knaccupukanua NYHA, coBMECTHOE MPUMEHEHHE KAIMKHCOEpEraroInx ANYPETHKOB, IPEnapaToB
Kalusl, KaaulcoAepiKallluX 3aMEHUTENICH IUIIEBOM COJM M JINTUA, IUCKUPEHA U Ipenaparos,
CoJieprKalllMX aJUCKUPEH y MallMeHTOB 0e3 caxapHoro Aualdera WM HapyleHUH (QyHKIUU MOYek,
APA 1II y mnamuentoB 0e3 auaGeTnueckoil HedpomaTtuu, TUNEpKaIMEMHUs, XUPYPrHUecKoe
BMEUIATEIbCTBO/00IIAsl aHECTE3Us, FEMOJUAIIN3 C HUCIIOJIb30BAHUEM BBICOKOIPOTOYHBIX MEMOpaH,
JeceHcHOmIM3upyolas Tepanus, apepes aunonporenHos Hu3koi miotHoctu (JIITHIT), cocrosHue
1ocjie TPAHCIUIAHTAllMU TOYKH, aopTajbHBIH CTEHO3/MHUTpAIbHBI CTEHO3/THIEepTpodruyecKas
OOCTpYKTHBHAsl KapIUOMUOIIATHUS, TPUMEHEHHE y MAI[IEHTOB HErPOUTHOM pachl.

CrabunbHas UBC

ITpu pazBuTuuM 1H0060T0 SMM30/a HECTAOWIBHONW CTEHOKAapAMM B T€YEHUE MEPBOr0 Mecsla Tepanuu
MIEPUHONPUIIOM CIIEYET OLIEHUTh ITPEUMYILECTBA U PUCK 10 IPOJOJIKEHUS TEPAIUU.
AprepuanbHasi TMIOTEH3HS

WNuruburopsl AII® moryr BbI3bIBaTH pe3koe cHkeHue AJl. CummrToMarudeckas apTepHalibHas
TUIIOTEH3Us PENKO pPa3BUBAETCA Y INALMEHTOB C HEOCIOKHEHHBIM TEUYEHHEM apTEepUaIbHON
runepreH3un. Puck upesmepHoro cHmxeHust AJl MOBBIIIEH y MAllMEHTOB CO CHUKEHHBIM 00BEMOM
uupkynupytomieit kpou (OLIK), uTo mMokeT orMeuathcss Ha (DOHE Tepanuu AWYPETHKAMH, TPH
COOIOIGHUN CTpPOToil OeccoseBOi AHMETHI, JUalli3e, AMApee U PBOTE, a TAKKE y MAIMEHTOB C
TSKENION CTENeHbI0 PEHUH-3aBUCUMON runepTeHsuu (cM. pasaensl 4.5 u 4.8). CuMmnromatuueckas
apTepHalibHas TUIOTEH3MsI MOXKET HaONI0aThCsi Yy MAlMEHTOB C KIMHUYECKHUMH IPOSBICHUSMU
CEpAEYHON HEJOCTATOUYHOCTH, BHE 3aBUCHUMOCTH OT HAJIM4Us MOYEUHOM HEAOCTATOYHOCTU. DTO
0o0Jj1ee BEpOSATHO Yy MALIMEHTOB C CEPACUHON HEAOCTATOYHOCTHIO TSKEJION CTETEHH, KaK peakius Ha
IPUEM «IIETJIEBBIX» JUYPETUKOB B BBICOKMX [03aX, THIOHATPUEMHIO HIU (YHKUIHUOHAIBHYIO
ITOYEYHYIO HETOCTATOYHOCTh. Y MALMEHTOB C MOBBIIIEHHBIM PUCKOM Pa3BUTUS CUMITOMATHYECKON
apTepUaNbHOM TUMOTEH3MH HEOOXOAMMO THIATENbHO KOHTpOIMpoBaTh AJl, QyHKUIUIO MOYeK M
coJiep’KaHue Kajius B CHIBOPOTKE KPOBH B Hauaje Tepamnuu U MpH MoAdope J03bl JEKapCTBEHHOTO

4
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npenapara [lepunnonpwt (cMm. pa3aenst 4.2 u 4.8). (MOCNEOOBAT

[TonoGHBIN oaxon npumensercs u 'y naueHToB ¢ UbC u niepedpoBacKynsipHbIMU 3a00JI€BaHUSMH,
y KOTOpBIX BBIpa)KE€HHAsl apTepHabHasi TUIIOTEH3UsI MOXKET IPUBECTH K MH(APKTY MUOKapaa WU
HApYIIEHUIO MO3TOBOTO KPOBOOOPAIICHHUS.

B cnyuae pa3Butus apTepuaqbHON TMIOTEH3MM MALMEHT JOJDKEH ObITh MEpPEBENIEH B IOJOXKEHHE
«IeXka» Ha CIIMHE C MPUIIOAHATHIMU HOTaMu. [Ipu HE0OXOAMMOCTH CleAyeT BOCIOIHUTH 00BbEM
LUPKYJIUPYIOLIEH KPOBU IPU NTOMOIIY BHYTpUBeHHOr0 BBeAeHU: 0,9 % pacTBOpa HaTpus XJI0pHUAA.
[Ipexoasmas apTepuanbHas THIIOTEH3USI HE SIBISETCS NPEMSTCTBUEM IS JajJbHEHIIEro mpuema
npenapara. [Tocne Boccranosnennst OLIK u A/l neuenne MoxeT OBITh TTPOIOJDKEHO.

VY nekoropbix nanueHToB ¢ XCH M HOpManbHBIM WIM CHUXKEHHBIM AJl NmEepUHIONPUI MOXKET
BbI3bIBAaTh [JONOJIHUTENbHOE CHIDKeHHE AJl. DTOT >(pdexT mpenckazyeM U OOBIYHO He Tpedyer
npekpameHuss tepanuu. [Ipu MOSBIEHHMM CHUMITOMOB BBIpaKEHHOro CHMKeHHMs Al ciemyer
YMEHBILIUTD J03Y Ipenapara Uil PEeKpaTUuTh €ro IpUeM.

MutpaiabHBI CTEHO3/a0PTAILHBIN CTEHO3/THIEpTPOdUYECKast 0OCTPYKTUBHASL KApIUOMUOIIATHS
[Tepunponpun, kak ¥ aApyrue UHruOUTOps! AIID N0TKEH C OCTOPOKHOCTHIO HA3HAUATHCS MALIUEHTaM
C MUTPaJIbHBIM CTEHO30M, a TAK)KE MMALIUEHTaM ¢ 00CTPYKIMEN BBIXOIHOTO TPAKTa JIEBOT'O JKETy10UKa
(aopTasibHBINA CTEHO3, TUNEPTPOPHUUECKasi OOCTPYKTUBHAS KapJHOMHUOIATHS).

Hapymienne dyHKImMy noyex

[Taruentam ¢ moueyHoit HemoctatroyHocThio (KK Menee 60 wmi/MUH) HayanbHYIO J03Y
JeKapcTBeHHOro npenapata Ilepunaonpun BeiOupatot B 3aBucuMocty oT 3HaueHus KK (cm. paznen
4.2) u 3aTeM B 3aBHUCHUMOCTH OT TepameBTHYECKOro >dexra. 1 Takux MalnueHToB HEOOXOAUM
PEryJIpHBIA KOHTPOJIb KOHIIEHTPAllMU KpEaTUHUHA U KaJus B CHIBOPOTKE KPOBH (CM. pazjen 4.8).
ApTtepuanbHasi TMIIOTEH3Us, KOTOpasi MHOT/Ia pa3BUBAETCs B Havyaye npuema uHruouropos AIlD y
nanueHToB ¢ cumnromatudyeckoi XCH, MokeT mnpuBecTH K YXYIUIEHHIO (QYHKIMHM IOYEK.
B03M0KHO pa3BUTHE OCTPOM [MOUEUHOM HEAOCTATOYHOCTH, KaK IIPaBUIIO, OOpaTUMOH.

VY NanueHToB ¢ IBYCTOPOHHUM CTEHO30M IMOYEUHBIX apTEPU MIIM CTEHO30M apTEpUH €JUHCTBEHHON
NOYKU (OCOOEHHO NMPH HAIWYMM MOYEUHOW HEIOCTATOYHOCTH) Ha (OHE Teparuu MHTHOUTOpamu
ATI® BO3MOXKHO NOBBILIEHHE KOHIIEHTPALM MOUYEBHUHBI U KPEATHHUHA B CBIBOPOTKE KPOBH, OOBIYHO
IIpoxoJsuiee IpU OTMEHE Tepanuu. [[ONONHUTENbHOE HAIWYME PEHOBACKYJIIPHOW T'MIIEPTEH3UU
00yCNIaBIMBAECT MOBBIIMICHHBI PHUCK Pa3BUTHS TSHKENON apTepHalbHON TUIIOTEH3UH U MOYEYHOMN
HEJO0CTaTOYHOCTH y TAaKUX NAllEHTOB.

JleyeHne TakMX MANUMEHTOB HAYMHAIOT MOJ TUIATEIbHBIM MEIUIUHCKUM HaONIOJICHUEM C
IPUMEHEHHEM HM3KHX J103 Mpernapara M JalbHEHIIUM afeKkBaTHbIM mnoadopom no3. Craenyer
BPEMEHHO NPEKPaTUTh JIEYEHWE AUYPETUKAMH U MPOBOIUTH PETYNSAPHBIA KOHTPOJIb COJEpKaHUs
KaJIus ¥ KPeaTHHUHA B IUIa3M€ KPOBU Ha MPOTSYKEHUH NEPBBIX HECKOJIBKUX HENEIb TEPAUU.

Y HEKOTOpBIX TAIMEHTOB C apTEepUANbHOW THUIEepPTEeH3Ue Oe3 yKa3aHus Ha HaJudue
MPE/IIECTBYIOLIET0 3a00I€BaHUS COCYI0B MTOUYEK MOXKET MOBBIIATHCS KOHIIEHTPALUS MOUYEBUHBI U
KpeaTMHUHA B CBIBOPOTKE KPOBH, OCOOEHHO NPHU OJHOBPEMEHHOM IPUMEHEHUU TUYPETHUECKHUX
cpeacTB. JlaHHbIE U3MEHEHUS OOBIYHO BBIPAXKEHbI HE3HAYUTEIBHO M HOCAT OOpAaTUMBIN XapakTep.
BeposiTHOCTh pa3BUTHSI ATUX HApyIIEHUH BBILE Yy MAIMEHTOB C MOYEYHOW HEJOCTATOYHOCTHIO B
aHaMHe3e. B Takux ciydasx MOXKeT oTpeboBaThcs OTMEHA MIIM YMEHBIICHHE 103bl JIEKAPCTBEHHOTO
npenapata [lepunaonpui u/winm quypeTuka.

I'emonnanus

VY nanueHTOB, HAXOIAUIMXCS HAa FeMOJUANIN3€ C UCIOJIb30BAaHUEM BBICOKOIIPOTOUHBIX MEMOpaH,
ObUIM OTMEUEHBI CIyyau pa3BUTHs aHAPHIAKTUYECKUX peakuuil Ha (poHE Tepanuu UHTHOUTOpaMHU
AIl®. B nogo6HBIX CUTyalUsIX CIEIyeT PacCMOTPETh BO3MOKHOCTh Ha3HAUYEHHUS TMIIOTEH3MBHOTO
mpernapara JIpyroro Kjiacca Uil UCIOJIb30BaHUS AUATU3HON MEMOpPaHbl APYroro THUIA.
TpaHcnaHTamMs NOYKU

JlaHHbBIE O TPUMEHEHNN IEPUHIONPHUIIA Y ITALIUEHTOB MOCJE TPAHCIUIAHTALIMH ITOYKH OTCYTCTBYIOT.
PenoBackynisipHas runepTeH3us

V¥ ManueHToB ¢ IBYCTOPOHHUM CTEHO30M IMOYEUHBIX APTEPUN WIIM CTEHO30M apTEpUH €JUHCTBEHHON
¢byHKIIMOHUpYIOLIEH Mouku Ha ¢oHe Tepanuu uHruouropamu AlID Bo3pacTaeT puck pa3BUTHS
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TMYPETUKOB MOXET OBbITh JONOJHUTENBHBIM (DAKTOPOM pUCKA. YXYIIIEHHE PYHKIUU TTOYEK MOXKET
HaOJII0AAThCS YK€ IPU HE3HAYUTEIbHOM HM3MEHEHUM KOHLEHTPALUU KPEaTMHHHA B CHIBOPOTKE
KpPOBH, JIaXK€ Y MALIUEHTOB C OAHOCTOPOHHUM CTEHO30M ITOUYE€YHON apTepHUH.

IoBbllIeHHAst YYBCTBUTENILHOCTH/AHTHOHEBPOTUYECKUN OTEK

[Tpu npueme nnrudutopoB AIID, B TOM yncie W MEPUHIONPHIA, B PEIKUX CIy4asxX U B JOOOM
[epUoJIe TEepalluy MOXKET HaOII0aThCsl Pa3BUTHE aHIMOHEBPOTUYECKOIO OTEKa JIMLA, BEPXHHUX U
HIDKHUX KOHEYHOCTEH, Ty0, CIM3HCTBIX O00OJOYEK, S3bIKa, T'OJIOCOBBIX CKJIAJ0K W/WIM TOPTaHU
(M. pazpmen 4.8). Ilpu mosiBJIeHMM CHMIITOMOB IIpUEM IIpenapara JOJKEH ObITh HEMEIJICHHO
MpeKpalleH, a MalueHT JODKeH HaONIoJaThCsl 10 TeX MOp, MOKa NMPHU3HAKK OTEKa HE MCUE3HYT
NOJHOCTBIO. Eciin oTeKk 3aTparuBaeT TOJNBKO JIMLO U T'yObl, TO €ro NposBIEHHUs] OOBIYHO MPOXOAAT
CaMOCTOSITENIbHO, XOTS U1 JIEUEHUSI CUMIITOMOB MOT'YT IPUMEHATHCS aHTUTMCTAMUHHBIE CPEJICTBA.
AHTMOHEBPOTUYECKUH OTEK, COIPOBOXKIAIOLINIICSI OTEKOM TOPTAHU, MOXKET IIPUBECTHU K JIETAIIBHOMY
ucxoay. OTeK s3bIKa, TOJOCOBBIX CKIAQJAOK WJIM TOPTaHH MOXET MPUBECTH K OOCTPYKIHHU
IbIXaTeNbHbIX IMyTel. [Ipu mosiBlIeHHMM TakuX CUMOTOMOB TpeOyeTcsl HEOTJIOKHAs Tepanus, B TOM
quclie, TOJKOXKHOE BBeJeHUE JmuHeppuHA (aapeHanuHa) W/HWiu o0ecredeHrue MPOXOTUMOCTH
JbIXaTeNbHbIX yTel. [lannenT qomkeH HaXoIuThes 10/ TIATEIbHBIM MEIUIUHCKIM HAOII0IeHUEM
710 IIOJIHOTO U CTOMKOT0 MCYE3HOBEHUSI CUMIITOMOB.

VY nanueHToB ¢ AHTMOHEBPOTUYECKMM OTEKOM B aHAMHE3€, HE CBA3aHHBIM C IPUEMOM MHTHOUTOPOB
AII®, MmoxeT ObITh IOBBIIIEH PUCK €r0 PA3BUTHA MPH MIPHEME IPEMapaToB 3TOM TPYIIBI (CM. pa3ien
4.3).

B penxux ciayuasix Ha ¢oHe Tepanuu unruoutopamu AII®D pa3BuBacs aHTHOHEBPOTHYECKUN OTEK
kuueyHuka. [Ipu 3Tom y nanueHToB oTMedanach 601b B )KUBOTE KaK M30JUPOBAHHBIM CUMIITOM WIIN
B COYETAaHUM C TOUIHOTOM U PBOTOM, B HEKOTOPBHIX Ciy4asx ©0e€3 MpeAlecTBYIOMEro
AHTMOHEBPOTUYECKOIO0 OTEKa JMua U I1pu HopMainbHOM YypoBHe Cl-acrepassl. [luarnos
YCTaHABJIMBAJICS C MOMOIIBIO KOMITBIOTEPHOI TOMOTrpaduu OPIONIHOM MOJOCTH, YABTPA3BYKOBOTO
UCCIJIEIOBAHMS WIM IIPU XUPYPrU4e€CKOM BMeIaTeNbcTBe. CUMITOMBI HCUE3aIIU ITOCIIE IPEKPAILCHUS
npuema UHrHOUTOpOoB AIID. [losTOMYy y mamueHToB ¢ OOJIBIO B OOJIACTH KMBOTA, MOIYYAIOILIHX
uHruouropsl AII®, npu npoeaeHun auddepeHunanbHON TUarHOCTUKA HEOOX0AUMO YYUTHIBATh
BO3MO>XHOCTb Pa3BUTHS aHTHOHEBPOTHUYECKOTO OTEKa KUIIEYHHUKA (CM. pa3zaen 4.8).

CoBMecTHOE MPUMEHEHHE ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMU IpenapaTamMy, COJACpKalUMU
BajicapTaH + cakyOuTpui

CoBMecTHOE IPUMEHEHHE TIEpUHIONPUIIa ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMH INpernapaTamMu,
CoJiepKalllMMM BajicapTaH + CaKyOMTpuWJ, MPOTHBOIIOKA3aHO, TaK KaK IMOBBILUIEH PUCK pPa3BUTHUS
aHTMOHEBPOTUYECKOT0 OTeKa (CM. pazzen 4.3).

[IpumeneHne KOMOMHHPOBAHHOTO JIEKAPCTBEHHOI'O TIIperapara, CojAepiKallero BajicapTaH -+
CaKyOMTpHJI, BOBMOXKHO HE paHee, 4yeM uepe3 36 4acoB mocie MOCIeIHEro npueMa NepuHa0npuia.
[IpumeHeHne nepuHIONpPUIIa BOBMOXKHO HE paHee, ueM depe3 36 4acoB mocie npueMa nociaeaHen
710361 KOMOWHUPOBAHHOT'O JIEKAPCTBEHHOI'0 MpernapaTa, COAEprKallero BajcapTaH + CaKyOUTpHI
(cm. paznenst 4.3 u 4.5).

OnHoBpeMeHHOE TpuMeHeHrne MHruouTopoB AII®D u MHrHOMTOPOB HEUTPATHLHON SHIOMENTH/Ia3bI
NEP (nmanpumep, pauexanorpuin), uaruébutopoB mTOR (Hampumep, cupoaumyc, 3BEpOJIMMYC,
TEMCHPOJIUMYC) M TJIMIITUHOB (HampuMmep, JIMHATJUNTUH, CAKCAIVIMNTHH, CUTAIJIMIITHH,
BUJIIATJIMIITHH) MOXET MOBBICUTh PUCK Pa3BUTHS aHTMOHEBPOTHMYECKOrO OTeKa (HampuMmep, OTeK
JBIXaTeNbHBIX MyTeH WM SI3bIKa, COMPOBOXIAIOUINICS PECIUPATOPHBIMU HapYIIEHUSMH Win 0e3
Hux) (cMm. pazaen 4.5). B aTo#i cBsizm HE0OXOAMMO TIIATEIHHO B3BECUTHh COOTHOIICHHUE TOJB3BI U
pucKa TMepe] Ha3HA4YeHUWEM palekajnorpuia, uHruouropoB mTOR (Hampumep, cuponumyc,
3BEPOIUMYC, TEMCUPOIMMYC) U INIUIITUHOB (HaIIpUMeEp, JIMHATJIUIITUH, CAKCATJIUIITUH, CUTATJTUITHH,
BIWIJIATJIUNTHH) Y MAIUEHTOB, IPUHUMAIOIUX UHTHOUTOP ATID.

AnadunakTouiHble peakiuy npu nposeaennu adepesa JITTHIT

B penkux ciydasx y HmalMeHTOB, MOMydaromux WHruOuTopsl AII®, npu npoBeaeHUH Ipoueayphl
adepesa JIITHII ¢ ucnonp3oBanueM AeKkcTpaH cyib(dara MOTYT pa3BUBAThCS YIPOKAIOLIUE KU3HU
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npekpaath Tepanuto nHruouropom AIID nepen kaxaoi npouenypoit adepesa.
AnaduIaKkTOUIHBIC PEAKIIUH PU NPOBEACHUN JECECHCUOUIHU3AINY

HwmeroTcs oThenbHbIe COOOMICHHST O pa3BUTUM aHAQWIAKTOMIHBIX pPEAKUUH Yy MalueHTOB,
nostydaroux MHruouTopsl AII®D Bo Bpemsi neceHCHOMTU3UPYIOLIEH Teparuu, HapuMep, S10M
MEPENOHYATOKPBUIBIX HACEKOMBIX. Y O3THUX NAalMEeHTOB MOJO0HBIE PpEaKIUH YIaBalOCh
MPEAOTBPATUTh IYTEM BPEMEHHOW OTMEHbI HMHruOuTOpoB AlID, HO npH CciaydyallHOM WIH
HEaKKypaTHOM BO300HOBJIEHUHM JICUEHUS PEAKIIMM MOTJIM Pa3BUTHCS BHOBbD.

Hapymenue GyHKIIMY neyeHu

B penkmx cnyuasx Ha QoHe mnpuemMa HHruOUTOpPOoB AIID Habmomancs CUHAPOM pPa3BUTHS
XOJIECTATUYECKOM JKENTYXU C MEePEeX0/IoM B (PYIbMHUHAHTHBIN HEKPO3 MEUEHHU, HHOT/A C JIETATbHBIM
UCXOJOM. MexaHu3M pa3BUTHUsI 3TOrO CHHJpoMa HesiceH. [Ipu NOsBIEHUM IKENTYyXH WIN
3HAYUTEIILHOM MOBBIIIEHUN AKTUBHOCTH «TI€UEHOYHBIX» ()epMEHTOB Ha (poHE mprueMa HHTUOUTOPOB
AII® cnenyer npekpaTuTh npueM npenapara (cMm. paszaein 4.8), NalueHT JOKEH HaXOIUThCs 101
COOTBETCTBYIOIIUM MEAUIIMHCKUM HAOIIOCHUEM.
Heiirponienus/arpanyaounuTos/TpoMOOIUTONCHIS/ aHEMUS

Ha ¢one mnpuema wunrubutopos AIl® Moryr BO3HUKATh HEUTPOIEHUS/arpaHyIOLUTO3,
TPOMOOLIMTONICHUS U aHEMHUs. Y MAlMEHTOB C HOPMaJbHOW (PyHKIMEH MOYEK W MpU OTCYTCTBUU
JIPYTUX OTAroIAlonuUX (pakTopoB HeWTponeHus pa3BuBaercs penko. C 0co0o0il 0CTOPOKHOCTHIO
CIIEYIOT IPUMEHATh NEPUHIONPUII Y MALUEHTOB C CUCTEMHBIMU 3a00JI€BaHUSIMU COEIMHUTENBHON
TKaHW, Ha (poHE mpHeMa MMMYHOJEIPECCAHTOB, AJJIONYPUHOJA WU MpPOKaWHAMUIA, WU MpH
COYETaHUH STHX (PaKTOPOB PUCKA, OCOOCHHO MPHU HATMYUH UCXOAHOTO HAPYIIEHHs (DYHKIMH MTOYEK.
Y HEKOTOpBIX MAIMEHTOB BO3HHUKAIHM TsDKENIble WH(EKIHH, B pslie CIydyaeB, YCTOMUUBEHIE K
MHTEHCUBHOW aHTHOMoTHKOTepanuu. Ilpu HazHayeHMM [epUHIONpUIA TaKUM HalMEeHTaM
PEKOMEHIyeTCsl MEPUOJUUYECKH KOHTPOJIUPOBATh COAEPKAHME JIEHKOUUTOB B KpoBHU. llarmeHTs
JOJDKHBI COOOINATh Bpady O JIOOBIX MpU3HAKaX WH(EKIMOHHBIX 3a0oiieBaHuil (Hampumep, 00Jb B
ropJie, JINXOPaaKa).

OTHUYECKUE pa3Inuus

Crnenyer yuyuThIBaTh, YTO Yy MAMEHTOB HETPOMAHON PACHl PUCK Pa3BUTHUS aHTMOHEBPOTHUYECKOIO
oreka Ooznee BbIcOK. Kak u apyrue muruoutopsr AII®, nepunmonpun MeHee 3(Q(EeKTHBEH B
OTHOIIIEHNU CHI)KEHNA A/l y MallMeHTOB HETPOUHON PACHI.

Janubiii 2Q¢heKkT BO3MOKHO CBSI3aH C BBIPAKEHHBIM IMpeolIagaHueM HU3KOPEHHUHOBOTO CTaTyca y
MAIMEHTOB HEIPOUIHOM pachl ¢ apTEPUAILHON TMIIEPTEH3UEN.

Kamenp

Ha ¢one tepanuu mnruburopom AIID MoxeT BO3HMKATh YHOPHBIM CyXoW Kallenb, KOTOPBIH
MpeKpalaeTcss IMocjae OTMEHbl Ipemnapara. OJTO ClelyeT Y4YUThIBaTh MpPU IPOBEACHUU
muddepeHnanbHON TUarHOCTUKY Kallsl.

XUpYypruyeckoe BMEIaTeIbcTBO/0011as aHecTe3us

VY manueHToB, KOTOPBHIM IUIAHUPYETCS MPOBeIeHHE OOIIMPHBIX OMepalfii Wik NIpUMEHEHHE CPEICTB
JUI aHECTE3MM, BBI3BIBAIOLIUX apTEPUATIbHYIO TUIOTEH3UIO, MPUMEHEHHUE NMEPUHAONPUIIA MOKET
O650kMpoBaTh 00pazoBaHue aHruoreHsuHa Il Ha GoHe KOMIEHCATOPHOTO BHICBOOOXK/IEHUSI PEHHUHA.
Jledenue crnenyer npekpaTuTh 3a CyTKHU 10 onepanuu. [Ipu pa3Butun aprepralibHON TMIOTEH3UHU 10
yKa3aHHOMY MeXaHM3My cienyet noanepxusarb AJl myrem BocnionHenus OLIK.

I'unepkanuemus

['unepkanuemMuss MOXKET pa3BHBAThCA BO BpeMs JiedeHus uHruburopamu AllD, B ToM uymcie, u
nepuponpuioM. Muaruburopst AII® MoryT BbI3BaTh FHIEPKATIMEMHUIO, TaK KaK OHH IMOJABISIOT
CEKpPEILUIO allbJ0CTepOHa. IDTOT A(PQPEKT OOBIYHO HE3HAUUTENIEH Y MAIMeHTOB C HOPMaJIbHOH
¢byHukueil nmoyek. dakTopaMu pUCKAa THUNEPKATUEMUU SBISIOTCS MOYEYHas HEAOCTaTOYHOCTb,
CHIDKEHHE (YHKIIMH [TOYeK, Bo3pacT crapuie 70 e, caxapHblil JuadeT, HEKOTOPbIE COMYTCTBYIOIINE
COCTOSIHMS, B YAaCTHOCTU JErHjpaTalysi, ocTpas cepleyHas HeJOCTaTOYHOCTb, METa0OJINYeCKUil
alMJ103 U COBMECTHBIN MpUeM KaluicOeperaromux JUYpPEeTHKOB (TaKUX KaK CIIUPOHOJAKTOH M €ro
MIPOM3BOJIHOE SIUIEPEHOH, TPHUAMTEPEH, aMUJIOPUA), MUIIEBBIX 100aBOK/TpenapaTroB Kajlus WIH
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CIOCOOCTBYIOIIMX TMOBBIIICHUIO COJIEPKAaHMSI KA B KPOBU (HAaIIpUMep, TeraprH, KO-TPUMOKCA30J1
(bukcupoBaHHass KOMOMHAIUS CyJb(paMeTOoKCca30aa U TPUMETONPUMA), U OCOOEHHO aHTAarOHHCTOB
aJIbJIOCTEPOHA WJIM AaHTAarOHKCTOB perientopoB anrnotensuna Il (APA I1).
[Ipumenenue mNUOIEBBIX J00aBOK/IpENapaToB  Kallus, KaluhcOeperammux JIUYpEeTUKOB,
KaJMHCcoIepKaluX 3aMEHUTENEeH MUIEBOM COJM MOXKET IPUBECTU K 3HAYUTEIHbHOMY HOBBILIEHUIO
COJiep>KaHusl Kajusi B KPOBHU, OCOOCHHO Yy TMAIMEHTOB CO CHIDKEHHOW (yHKIUEH TMOoYeK.
['unepkanuemMust MOXKET MPHUBECTH K CEPhE3HBIM, MHOTZA (DaTalbHBIM HAPYIICHUSM CEpACYHOTO
put™ma. KanumiicOeperaromniye AMYPEeTHKH M aHTarOHUCTHI perentopoB anruoreHsuHa I (APA 1)
CIIEYEeT MPUMEHSAThH C OCTOPOKHOCTBIO y AIIMEHTOB, IPUHUMAIOIIUX HHTHOUTOpHl AIID; pu sTOM
He00XO0/IMM MOHUTOPUHI YPOBHS Kallus B CHIBOPOTKE KpOBU U (yHKIMU noyeK. Ecian HeoOxoaum
COBMECTHBII IpUEM IIEPUHIONPHIIA U YKa3aHHBIX BBIIIE IPENAapaTOB, JIEUEHUE JOJIKHO IIPOBOIUTHCS
C OCTOPOKHOCTBHIO Ha ()OHE PETYNSIPHOTO KOHTPOJISI COJACP)KAHUS Kallusi B CHIBOPOTKE KPOBHU (CM.
paznen 4.5).
IlanueHThl ¢ caxapHbIM AHa0ETOM
[Tpu Ha3HAYEHMHM Mpenapara MauueHTaM ¢ CaXapHbIM 11a0ETOM, MOIYYaIOIINM TUIIOTIIMKEMUYECKHE
CpeacTBa Juisl IpHeMa BHYTPh WM MHCYJIMH, B TEYEHHE TEPBOrO MECsIa Teparnuud UHTUOUTOPOM
ATI® HE0OXOAMMO PETYIAPHO KOHTPOJIUPOBATh KOHLEHTPALIMIO TJIFOKO3bI B KPOBH (CM. pazjen 4.5).
[Ipenaparsl AUTUSA
CoBMecTHOE ITPUMEHEHUE TTEPUHIONPHUIIA U MPETapaToB JIUTUI HE pEKOMEHIyeTcs (cM. pasnen 4.5).
Kanuiicbeperaromniye TuypeTHKy, penapaThl Kalus, KaTuicoaep kaliue 3aMeHUTEIN TUIIEBON CoJn
U [IUIIEBLIE T00ABKH
He pexomeHyeTcs cOBMeCTHOE MPUMEHEHHE MEPUHAONPUIIA U KaauiicOeperalonmx InypeTUKoB, a
TaK)Ke MpenapaToB Kajius, KaluiicoaepKallux 3aMEHUTeNIeH MUIIEBOW COJIM U MUILIEBBIX J00aBOK
(cm. paznen 4.5).
JIBoliHAas OJI0KaJa PEHUH-AHTHOTEH3UH-AIbA0CcTEPOHOBOM cucteMbl (PAAC)
EcTth naHHBIE, CBHETENBCTBYIOIIME O TOM, YTO COBMECTHOE NpuUMeHeHHe HUHTHOUTOpoB AIID,
AHTarOHHCTOB DPELENTOPOB aHruoTeH3uHa [l wminm anuckupeHa MOBBIIAET PUCK aPTEPHUAIBHON
TUMOTEH3UU, TUIEPKAIMEMUU M CHIKEHHS (QYHKUMM ToueK (BKIOYAas OCTPYIO TMOYEUHYIO
HegocTaToyHOCTh). Takum oOpa3om, nBoiHas Omokaga PAAC myreM COBMECTHOrO NMPUMEHEHHUS
uHruoutopoB AII®, aHTaroHWcToB peuenTopoB aHruoreHsuHa Il wnM anuckupeHa He
pexkoMeHioBaHa (cM. pasnensl 4.5 u 5.1). Eciu Tepanusi ¢ moMoIibpo ABOMHON OJIOKaIbI MpU3HaAHA
a0COJIIOTHO HEOOXOJMMOI, ee ClleAyeT NPOBOJUTH TOJIBKO MO/ CTPOIMM METUIIMHCKUM KOHTPOJIEM
U [IPH PETYISIPHOM KOHTPOJIE (PYHKIIUU [TOYEK, COJAEPHKAHUS AIEKTPOIUTOB B KPOBU U apTEPUATILHOTO
JaBJICHHUS.
[IpotuBonoka3zano npuMeHeHne UHruOMTopoB AII® B coueTaHMU ¢ aHTArOHHUCTaMU PELENITOPOB
aHruorensuHa Il y manueHtoB ¢ auabernyeckoil HedpomnaTtueil M He PEeKOMEHIYETCs y Ipyrux
ManueHToB (cM. pazzen 4.3).
IlepBUYHBIN THIEPAIBAOCTEPOHU3M
[TarueHTsl C TEPBUYHBIM THUIEPATBJOCTEPOHU3MOM, Kak MPaBHJIO, HE BOCIPUUMYMBBI K
aHTUTUIIEPTEH3UBHBIM TIpenapaTaM, JeiCTBHE KOTOpPhIX OCHOBaHO Ha HHruoupoBanun PAAC.
TakuM o00pa3oM, NMPUMEHEHHE [aHHOTO JIEKApCTBEHHOrO Ipernapara y TaKUX I[allueHTOB He
PEKOMEHYETCS.

eTH
[lepunaonpui He peKOMEHTyeTcs 1eTsM 110 18 jeT u3-3a OTCyTCTBUS NaHHBIX 00 3((HEKTUBHOCTH U
0€30MacHOCTH MPUMEHEHHUS MIpernapaTa y HalleHTOB JaHHON BO3PACTHOM Py
BcnomorarenbHbIe BENECTBA
[Ipenapar IlepuHmonpus coaepXUT JakTO3y. JlaHHBIA JIEKapCTBEHHBIM Mpernapar He CleayeT
IIPUHUMATD MMALUEHTaM C PEAKO BCTPEUAIOIIEHCS HACIEACTBEHHON HENEPEHOCUMOCTBIO TalaKTO3Bl,
JIAKTa3HOM HETOCTATOYHOCTHIO WIIM TIIFOKO30-TAIAKTO3HOW MallbabcopOInei.
IIpenapat Ilepunaonpui conepxuT HaTpuil. JlaHHBIN JEKapCTBEHHBIN Ipenapar CoIepKUT MeHee 1
MMOJIb (23 Mr) HaTpus Ha 1 TabJeTKy, T.€. 0 CYTH «HE COACPKUT HATPUSI.
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B3aNMOIeHCTBUA

JlaHHBIC KJIMHUYECKUX HCCJICAOBAHHWM IOKa3bIBAIOT, 4TO JBOoWHas Onokama PAAC B pesynbrare
ogHOBpeMeHHOoro npuema HHruouTopoB AIID, APA Il nnu anuckupeHa NpUBOJUT K YBETHMUYCHHIO
YacTOThl BO3HUKHOBEHHUS TAaKUX HEXKENaTeNIbHbIX SBJICHHUM, KaK apTepualbHas THIIOTEH3US,
THIEPKAIMEMHUS] U HapYIICHUs! (PYHKIUH MOYEK (BKJIIOYAsi OCTPYIO OYEUHYIO HEIOCTATOYHOCTH ), TI0
CPaBHEHHUIO C CUTYAIUSIMU, KOTJ]a IPUMEHSETCS TOJIBKO OJIUH IIpenapar, Bo3aencTpyronuii Ha PAAC
(cm. paznensi 4.3,4.4 u 5.1).

JlekapcTBeHHbIE MpenapaThl, MOBBIMIAIONINE PUCK aHTHOHEBPOTUYECKOTO OTEKa

OnnoBpemeHHoe mpuMeHeHue HWHruouTtopoB AIID ¢ KOMOMHMPOBAHHBIMU JIEKAPCTBEHHBIMH
npernapaTamu, COAEpXallUMHU BaJicapTaH + CaKyOMTpWJ, NPOTUBOIIOKA3aHO, MOCKOJBKY 3TO
MOBBIIIAET PUCK PA3BUTHUSI aHTMOHEBPOTUUECKOro oTeka (cM. pasnen 4.3 u 4.4). UnrepBan Mexay
MpUEeMOM TIOCTEAHEH J03bl NEPUHIONPHIAa U HAyaloM JIEYEHHs MpenapaTroM, COAep KalluM
BajicapTaH + CakyOUTpUJ, TOJDKEH COCTaBJIATh HE MeHee 36 yacoB. Mexay MpHeMOM IMOCIeAHEN
7103bl BaJicapTaHa M CaKyOUTpUJia U HAYAJIOM JICUEHHUS MEPUHAONPHUIOM HEOOXOIUMO BBIAEPKATh
uHTEepBal He MeHee 36 yacoB (cM. pazaensl 4.3 u 4.4). OTHOBpEeMEHHOE MPUMEHEHHE UHTHOUTOPOB
AIl® c¢ panekagorpunom, wuHruoutopamu mTOR (Hampumep, CHUPOIUMYC, 3BEPOIUMYC,
TEMCUPOJIMMYC) U DJIMINTUHAMHU (Hampumep, JUHATJIUNTHH, CaKCAIJIMITUH, CUTArJUITHH,
BUJIIATJIMIITHAH) MOXKET MOBBIIIATH PUCK PA3BUTHS aHTHOHEBPOTUYECKOTO OTeKa (cM. paszzen 4.4).
JlexapcTBEHHbIE CPECTBA, BHI3BIBAIOLINE THIEPKATHEMHUIO

Hecmotps Ha To, uyTO cozmeprkaHue Kaausi B CHIBOPOTKE KPOBU OOBIYHO OCTAETCS B IIPEEIax HOPMBI,
TUIEPKATUEMHUST MOXET BO3HUKHYTh Y HEKOTOPBIX MAllMEHTOB, NMPUHUMAIOIIUX MEPUHIONPUI.
HekoTtopele nexapcTBeHHBbIE IpenapaTbhl WM TMpenapaThl IpYrux (apMakoJIOrMYecKUX KJIaccoB
MOTYT TMOBBIIIATH PUCK PA3BUTHUS THIEPKATUEMHUM: QIUCKUPEH U aAIMCKUPEHCOJEpKalue
npenapaTsbl, COJIM Kaus, Kanuiicoeperaronme IMypeTUKky (HapuMep, CIIUPOHOIAKTOH, TPUAMTEPEH
wi amuiopun), uHruoutopsl AIID, antaronuctel peuentopoB anruorensusHa II (APA 1I),
HECTepOUIHbIE MpOoTUBOBOCHaNUTeNbHbIe Tpenaparsl (HIIBII), remapunbl, UMMyHOIEIPECCAHTHI,
TaKMe KaK [IUKIOCIOPUH WU TAKPOJIUMYC, JEKaPCTBEHHbIE ITPENapaThl, COAepKaIUe TPUMETOIIPUM,
B TOM uYucie (QUKCHPOBAHHYIO KOMOMHAIMIO Cyib(aMeTokca3oida M TpuMmeTonpuma (Ko-
TPUMOKCAa30J1), MOCKOJbKY H3BECTHO, YTO TPHUMETONPUM JEUCTBYET Kak KaluicOeperaromun
IUYPETHK, TakoW Kak amuiopui. CodeTaHHME ITHX JIEKAPCTBEHHBIX IPENapaToB MOBBIIIAET PUCK
runepkagueMun. B cBs3u ¢ 3TUM 0IHOBpEMEHHOE IPUMEHEHHE IEPUHIONIPHUIIA C YKA3aHHBIMU BbIIIIE
IpernapaTaMi He peKkoMeHayercd. Eciu oZHOBpEMEHHOE NPHMEHEHHE IOKa3aHO, HUX CIEAYyeT
HCIOJIb30BaTh C OCTOPOKHOCTHIO M C YACTHIM KOHTPOJIEM YPOBHSI KaJIHsl B CBIBOPOTKE KPOBH.
CoBMecTHOE TPUMEHEHHE IPOTUBOMOKAa3aHo (cM. pazzen 4.3)

Anuckupen u nexapcmeenHvle npenapamsl, cooeparcaujue alrucKupeH

[IpoTuBOMOKa3aHO y MAalMEHTOB C CaxapHbIM JAMA0ETOM W/WIM YMEPEHHBIM WM TSXKENbIM
HapylIeHHEeM (YHKIIMH TOYEK U HE PEKOMEH]IyeTCs y IPYyTrUX NallMeHTOB: BO3PACTAeT PUCK Pa3BUTHUS
TUNEPKAIMEMHUH, YXYIIIEHUS (YHKIMM TOYEK M MOBBIIMIEHUS YacCTOThl CEPIEUHO-COCYAUCTON
3a00J1eBa€MOCTH U CMEPTHOCTH.

Cosmecmuas mepanus uneubumopamu AI® u anmazonucmamu peyenmopos aHeUOMeH3UHa
[IpotuBonoka3zano mnpumeneHue HHruouTopoB AIID B coueranun ¢ APA II y manueHToB C
nuabetnyeckoit Hepomartueit (cm. pasnen 4.3).

Oxcmpaxopnopanvhvie Memoobl 1edenus

OKCTpakopropagbHble METOABl JIEUEHUs, NPUBOIALIME K KOHTAKTYy KpPOBM C OTPULIATEIBHO
3apsSOKEHHBIMU TIOBEPXHOCTSIMH, TaKMe Kak AWalu3 WM TreMoQMIbTpalus C HCIOJb30BAHHUEM
HEKOTOPBIX BBICOKOIPOTOUHBIX MeMOpaH (HampuMep, MOJUAKPHIOHUTPUIIOBBIE MEMOpaHbl) U
adepe3 JUIONPOTEMHOB HM3KOM IUIOTHOCTM C HCIHOJB30BaHHMEM JEKCTpaHa cyib(ara,
MPOTHBOIOKA3aHbl W3-32 YBEIMUYEHHUS PUCKA DPA3BUTHUS TKENIBIX aHA(PUIAKTOMAHBIX peaKIUl
(cm. pasgen 4.3). Ecnu Takoe jedeHue HEOOXOOUMO, CIEAYET PAacCMOTPETh BO3MOKHOCTh
UCMOJb30BAHUS JPYroro THIMA JHAIW3HOM MeMOpaHbl WJIM TPUMEHEHHUs Jpyroro Kiacca
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CoBMecTHOE IPUMEHEHHE HE PeKOMeH tyeTcs (cM. pasfen 4.4).

Anuckupen u 1ekapcmeenHvle npenapamsi, cooepicaujue arucKupeH

VY manueHToB, HE MMEIOLINX CaXxapHOro auadeTa Wiu HapylleHHUs (YHKIMU MTOYEK, MOBBIIICH PUCK
pasBUTHs TUIEPKAIUEMMH, YXYAUIEHHS (QYHKLUMU IOYEK M IOBBIIEHHS 4YacTOThl CEepIEeYHO-
COCYIHUCTOH 3a0071€BAEMOCTH U CMEPTHOCTH.

Cosmecmuas mepanus uneubumopamu AIIP u anmazonucmamu peyenmopos aH2UOmeH3uHa

B nuteparype coo0manoch, 4YTO Yy MAaIMEHTOB C YCTAaHOBJIECHHBIM AaTEPOCKIEPOTHUECKUM
3a00JIeBaHUEM, CEPJCUHON HEIOCTaTOUHOCTHIO MM CaXapHbIM JUA0ETOM C IOPaK€HHUEM OpPraHOB-
MUILIEHEH, ogHOBpeMeHHast Tepanust uHruouropom AIID u APA II cBs3ana c Gosiee BBICOKOM
4acTOTOM pa3BUTHUS apTEpHATIbHON TUIIOTEH3MH, 0OMOPOKA, THIIEPKATTMEMHUH U yXYALLECHUs QyHKIIUN
IIOYEK (BKJIIOYAs OCTPYIO IOYEYHYIO HEJIOCTATOYHOCTh) IO CPaBHEHHIO C IPUMEHEHUEM TOJBKO
onHoro mnpenapara, Biustoniero Ha PAAC. JIBoitHas Onokana (Hampumep, MPH COYETAHUU
unruouropa AII® ¢ APA II) nomxHa ObITH OrpaHUYEHA OTIACIBHBIMU CIyYasMU C TIIATEIbHBIM
MOHUTOPUHIOM (DYHKIIMU NOYEK, coepkaHus kamus u A/l

Ocmpamycmun

CoBMecTHOE TPUMEHEHHE MOXKET IPUBECTH K MOBBIIIEHUIO PUCKA TOOOUHBIX 3(PPEKTOB, TAKMX KaK
AHT'MOHEBPOTUYECKUN OTEK.

Kanuiicoepecarowue ouypemuxu (maxue Kak mpuammepen, AmMuiopuo), coau Kaaus
['unepkanuemus (C BO3MOKHBIM JIETAIBHBIM UCX0/I0M), 0COOEHHO NIPU HapyUIeHUH (QYHKIIMU TTOYEK
(ammutuBHBIC (D (PEKTHI, CBI3aHHBIC C THIICPKATHEMHECH ).

CoueraHue MEpUHAONPUIA C  BBIILIEYNIOMSHYTHIMU  JIEKAPCTBEHHBIMU  IIperapaTraMu  He
pexomeHnayercs (cM. pazzaen 4.4). Eciau coBMecTHOE IPUMEHEHHUE IOKa3aHo, UX CIIEAYeT IPUMEHSTh,
co0Ir01ast MEPHI MPEIOCTOPOKHOCTU M PETYISIPHO KOHTPOJIUPYS COJEP)KAHUE KaJHs B CBIBOPOTKE
KPOBH.

OcobeHHOCTH TPUMEHEHHS CITUPOHOIAKTOHA TPHU CEPACYHON HEOCTaTOYHOCTH OIMCAHBI 1ajee Mo
TEKCTY.

IIpenapamuol niumust

IIpy coBMECTHOM NPUMEHEHUHU MpenaparoB JUTHS U UHruoutropoB AlID MoxeT oTMedarbcs
o0paTuMoe yBeJInYeHHe KOHIIEHTPAI[UH JIUTHS B CBIBOPOTKE KPOBU U CBSI3aHHBIE C STUM TOKCHUECKHE
¢ dexTsl. CoBMECTHOE MPUMEHEHUE NEPUHAONPUIA U IIpenapaToB JUTH He pekoMeHayeTcs. [lpu
HEO0OXOIMMOCTH TNPUMEHEHHUS TaKOM KOMOWHAIUMHU CJelyeT NPOBOAMUTH PETYJSPHBIA KOHTPOJIb
KOHIIEHTPALIMH JIUTHS B TU1a3Me KpoBU (cM. pazzaen 4.4).

CoBMecTHOE TPUMEHEHHE, KOTOpOoe TpeOyeT 0coO0i 0CTOPOKHOCTH

T'unoenuxemuueckue cpedcmea (UHCYIUH, UnOIUKeMudecKue cpeocmaea OJisi npuema 6Hympb)

[lo pe3ynpTaTaMm 3MHIEMHUOJIOTHUYECKUX HUCCIEIOBAHUN NpuMeHeHHe HUHruoutopos AIID moxer
YCHWJIMBATh TUMOTIMKEMUYECKUHA A(PPEKT MHCYIMHA U TUIOTIMKEMHUYECKHX CPEJICTB MUl MpHeMa
BHYTpb BIUIOTh J0 pa3BUTHs runorivkemMud. Kak npaBuio, 370 HaOitoaeTcsi B MEpPBbIE HEAETU
MIPOBE/ICHUS OJJHOBPEMEHHOMN Tepanuy 1 y MalueHToB ¢ HapyleHHeM (yHKIIMU OYeK.

baknoghen

YcunuBaer  aHTHruneprTeH3uBHbI  3ddexkr umHruoburopor AIlD. Crenyer TIIATETBHO
KOHTpOJIMpOBaTh ypoBeHb AJl u, B ciiyuae HEOOXOAMMOCTH, JO3UPOBKY THIIOTEH3UBHBIX
IIpENnapaToB.

Kanuiinecoepeearowue ouypemuxu

VY nanueHToB, MOJYYaIOIUX TUYPETUKH, OCOOEHHO BBIBOJSINNE XKUIKOCTh W/WIIM CONM, B Hayale
tepanuu UHruouTOopoM AIID Moxer HabmOgaThCs Upe3MepHoe cHukeHue AJl, puck pa3BUTHS
KOTOPOTO MO>KHO YMEHBIIUTH IIyTEM OTMEHBI IUYPETUYECKOTO CPEJICTBA, BOCIOJIHEHUEM IOTEPU
KHUJKOCTH WIM COJIeW Tepel HadajioM Tepanuu TMEepUHAONPUIOM, a TaKke Ha3HaueHUueM
MIEPUHIONPHUIIA B HU3KOM 103€ C JAJIbHEUIINM MOCTENIEHHBIM €€ YBETUUEHHUEM.

Ilpu apmepuanvnoti cunepmen3uy y MallMEHTOB, MOTYYAIOIIUX AUYPETUKH, OCOOCHHO BBIBOJSIINE
KHUJIKOCTb W/WIHM COJH, IUYPETHKH JOJDKHBI OBITh JMOO OTMEHEHBI /0 Hayajla NPUMEHEHUs
unrudutopa AIlD (mpu 3ToM KanuiiHecOeperamomuid JAUYpPETUK MOKET ObITh I03]HEe BHOBb
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IIOCTETIEHHBIM €€ YBEJIINYEHUEM.
Ilpu npumenenuu Ouypemuxos 6 ciyuae XpoHUYECKOU CepOeyHOU He0oCmamoyHOCmu UHTHOUTOP
AIl® pomkeH ObBITh Ha3HAYeH B OYCHb HHU3KOH J/103€, BO3MOXKHO TIOCJIE€ YMEHBIICHHS O3B
MIPUMEHSIEMOT0 OJTHOBPEMEHHO KalMiHecOeperaromero 1uypeTiKa.

Bo Bcex cmywasx ¢yHKuMs moyek (KOHIEHTpalus KpeaTHHHHA) JOJDKHA KOHTPOJIMPOBATHCS B
TepBbIC HEeIeIU MpUMeHeHuss THTuOuTopoB AIID.

Kanuiicoepezarowue ouypemuxu (3niepeHoH, CHUpOHOIAKMOH)

[IpumeneHue 31IepeHoHa WM CIIMPOHOJIAKTOHA B 103aX OT 12,5 mr 10 50 MI B CYyTKH M HU3KHX J103
uHrnouropoB AII®: npu tepanuu cepaeunoit Henocratounoctu Il - IV GpyHKIMOHANBHOTO Kilacca
no wiaccupukaumu NYHA c¢ ¢pakumedr BbiOpoca neBoro sxemymouka < 40 % u panee
npuMeHsBIMMuCS uHTHOUTOpaMu AllD U  «meTieBBIMU» IUYPETHKAMH, CYIIECTBYET PHCK
TUMNepKaTueMud (C BO3MOMKHBIM JIETAJIbHBIM HCXOJIOM), OCOOCHHO B Clyyae HECOOJIOJICHUs
pEeKOMEHIaluii OTHOCUTEILHO 3TOM KOMOMHAIIMH MPENapaToB.

[lepen mpuMeHeHneM JaHHONW KOMOMHALIMY JIEKApCTBEHHBIX MIPENnapaToB, HEOOX0IUMO yOeTUuThCs B
OTCYTCTBHH THIIEPKAIMEMUU U HAPYIICHUH (YHKIIMH MTOYCK.

Pexomenayercs peryisipHO KOHTPOJIMPOBATh KOHLIEHTPALMIO KPEaTUHHHA W Kaldusl B KpPOBHU:
€XKEHE/IEJIbHO B TIEPBbII MECSIL] JICYUEHUS U €XKEMECSIUHO B IOCIIEYIOIIEM.

HIIBII, sxntouas evlcokue 003bl ayemuacaiuyunrosol kuciomeol (= 3 o/cym)

CoBmectHoe mpumenenue uHruouropos AII® c HIIBII (amermncanuumioBas KHCIOTa B JI03€,
OKa3bIBaIOIIEH MPOTUBOBOCHIATIUTENLHOE JECTBIE, HMHIMOUTOPHI IUKIooKcureHasbl-2 (LOI-2) u
HecenektuBHble HIIBII), Moxer mnpuBecTH K CHW)KEHHIO AHTUTMIEPTEH3MBHOIO JIEHCTBUS
unruoutopoB AIID. CoBmectHoe npumeHeHne HHrHOuTOpoB AIID u HIIBII moxeTr mpuBOIUTh K
YXYIIICHNWI0 (YHKIWW TO0YEK, BKJIIOYas pa3BUTHE OCTPOW TOYEYHOH HEJOCTATOYHOCTH, W
YBEJIIMYEHHUIO COAEPKAHUS Kalusl B CHIBOPOTKE KPOBH, OCOOCHHO y MAIIMEHTOB CO CHIKEHHOM 10
Havana jedeHus ¢yHkuued moyek. Ciemyer coOMoIaTh OCTOPOKHOCTD NMPU Ha3HAUCHUH JTAHHOH
KOMOMHAIMKM, OCOOCHHO Yy MAIMEeHTOB TMOXWJIOro Bo3pacTta. [lanueHThl MODKHBI TOTy4YaTh
aJIeKBaTHOE KOJHMYECTBO JKUAKOCTH, M PEKOMEHIYETCS TINATEIbHO KOHTPOJIMPOBATH (DYHKIHIO
MOYEK, KaK B Ha4aJie, TaK U B MPOIIECCE JICUCHUSI.

Pexombunanmnvle mxanesvle akmusamopwl niasmurozena (rtPA, anmenaasa)

[TaruenTsl, mony4aBmue HHrUOUTOpHl AIID U momywaromue anrterazy JUisi TPOMOOTUTHYECKON
Tepanmuyd TMPU OCTPOM HIIEMHUYECKOM HHCYJIbTE, MOTYT HMETh TMOBBIIICHHBIM PUCK Pa3BUTH
aHTHMOHEBPOTUYECKOIO OTEKA.

CoBMecTHOE TPUMEHEHHE, KOTOpOe TpeOyeT OnpeieeHHOM OCTOPOXKHOCTU

T'unomen3usHvle npenapamel u 8a300UNAMAMOPbL

AHTUTUIIEPTEH3UBHBIN 2QQEeKT MNepuHAoNpUiIa MOXKET YCHWIMBATbCS NPU OJHOBPEMEHHOM
MIPUMEHEHUH C APYTUMH TMIIOTEH3UBHBIMU, COCYI0PACIIUPSAIOIIMMU CPEACTBAMU, BKIIFOYAsi HUTPAThI
KOPOTKOI'O ¥ MPOJIOHTHPOBAHHOT'O IEUCTBHUS.

Tpuyuxnuyeckue anmuoenpeccanmol, AHMURCUXOMUYECKUE CPeOCmaa (HelposlenmuKu) u cpeocmasda
01151 obuell anecmesuu

CoBmecTHOe mnpuMeHeHue c¢ uHruouropamu AllD MoxkeT NPUBOAUTH K  YCHJICHHIO
AHTUTHUIIEPTEH3UBHOTO JEHCTBUA (CM. pazzen 4.4).

Cumnamomumemuxu

MoryT 0ocnabnaTh aHTUTUIIePTEeH3UBHBIHN 3 PexT nHrnouTopos AIlD.

IIpenapamul 30n0ma

[Tpu nmpumenennn uHruOuTOopoB AII®, B TOM ymcie NepUHIONPUIIA, TAIIMEHTaMH, MOTY4al0IUMU
BHYTPUBEHHO Ipemnapart 30J10Ta (HaTpusi aypoTHOMAJIAT), B PEAKUX CIydasiX COOOIIANOCh O Pa3BUTUU
HUTPUTOUIHBIX PEAKIMH — CUMITOMOKOMIUIEKCE, BKIIIOUAIOLIEM B C€Osl TUIEPEMHUIO KOXH JIMIIA,
TOIIHOTY, PBOTY, ApTEPUATBHYIO TUIIOTEH3HIO.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDH M JIAKTAUSA

bepemeHHOCTD
11
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4.3).

B Hacrosiiuii MOMEHT HET HEOITPOBEPIKUMBIX SMUIEMUOIOTHYECKUX TaHHBIX O TEPATOr€HHOM PUCKE
npu nprueme uHruouTopoB AII® B nepBoM Tpumectpe 6epeMeHHOCTH. OTHAKO HEJb3s UCKIIOYUTh
HeOOoJIbIIOe YBEIHMUEHUE PUCKA BOZHUKHOBEHHUS HapylIeHUW pa3BuTHs miona. [Ipu nianupoBanuu
OepemMeHHOCTH, eciu Tepanusi HruouTopoM AIID cuurTaercs HEOOXOIUMOM, CIEeIyeT MEPEUTH Ha
MPUMEHEHUE JpPYTUX AaHTUTUIEPTEH3UBHBIX IpENaparoB C YCTAHOBIEGHHBIM MpoQuiieM
0e30macHOCTH 715 TPUMEHEeHH B riepuoa 6epemMenHocTH. [lpu ntuarnoctupoBaHHoi GepeMEeHHOCTH,
clieyeT HEMEUICHHO MpeKpaTuTh IMpHEeM I[pernapara M, NpU HEOOXOIMMOCTH, Ha3HAYUTh
QJIbTEPHATUBHYIO TEPAIHIO.

N3BectHO, uTO BO3zaeiicTBue mHrHOUTOpPOB AII® Ha mmox Bo II u III TpumecTpax OGepeMeHHOCTH
MOJXKET MPUBOJUTH K HAPYIICHUIO €ro pa3BUTHS (CHIKEHHWE (PYHKIIMU MOYEK, OJUTOTHIAPAMHUOH,
3aMme]IeHne occu(UKaIMK KOCTEH ueperna) U pa3BUTHIO OCIIOKHEHUH Y HOBOPOXKIEHHOTO (ITOYeYHast
HEJ0CTaTOYHOCTh, apTepUalibHasl TUIIOTEH3US, TUIIEPKATUEMUS).

Ecmm manuentka mosrydana uHruOutopbl AIID Bo Bpems II mmm Il Tpumectpa GepemeHHOCTH,
PEKOMEHAyeTCs TPOBECTH YIbTPa3BYKOBOE 00CieI0BaHKE ISl OLIGHKH COCTOSIHUS KOCTEH yepena u
(GYHKIIUU TIOYEK.

HoBoposxaeHHbIe, MaTEpH KOTOPHIX MOTydasid HHruOuTOpsl AITD Bo Bpemst 0epeMEeHHOCTH, TOJKHBI
HAXOJUTHCS MOJ] HAOIIOACHUEM H3-3a PUCKA Pa3BUTHUS apTEPUAIBHON TUIIOTEH3UH (CM. pa3jensl 4.3
u4.4).

JlakTanus

BenenctBue OTCYTCTBHST MH(POPMALMU OTHOCHUTEIBHO TPUMEHEHHUS MEPUHAONpUIa B TEPHOA
TPYAHOTO BCKapMJIMBaHUS, €ro MpueM He pekoMmeHayercs. [IpeanodyrurenbHO MPUMEHSTh Opyrue
npemnapatsl ¢ 0ojiee M3y4eHHBIM MpouiIeM OE30MaCHOCTH B MEPUOJ TPYAHOTO BCKapMIIMBAHUS,
0COOEHHO MPU BCKAPMIIMBAHUH HOBOPOK/IEHHBIX HJIM HEJOHOIICHHBIX JIETEH.

DepTUIBLHOCTD

He ycranoBiieHO BIHUSHUS HA PEIPOTYKTUBHYIO (PYHKIHIO MM (DePTUILHOCTb.

4.7. BiusiHue Ha CHOCOOHOCTH YHOpaBJATh TPAHCHOPTHBIMMA CpeACTBaAMHM H paGOTaTL C
MEXaHM3MaMHu

JlexapcTBennslii npenapar I[lepuHaonpuil ciexyeT ¢ OCTOPOKHOCTBIO NPHUMEHSTh MNallMeHTaM,
YIOPABIAKOLIUM  TPAHCHOPTHBIMU  CPEACTBAMM M 3aHMMAIOLIUMCSA BHJIAMHU  [EATEIbHOCTH,
TpeOYIOIIMMH MOBBIIIEHHON KOHIIEHTPAl[M BHUMAaHUS U OBICTPOI peaKiMH, B CBSI3U C OMACHOCTHIO
pPa3BUTHUSA apTEPUAIILHON THUIIOTEH3UH U T'OJIOBOKPYKEHHUS.

4.8. HexkesaTeibHbIE peaKkuM

Pesrome npodunst 6e3onacHOCTH

[Ipoduns Ge30macHOCTH MEPUHIONPUIIA COOTBETCTBYET MpOGuiIto 0e30MacHOCTH WHTHOUTOPOB
AllD.

HaumGonee wacTble HeXelaTeNbHBIE PEaKIUW IMPU TMPUEME MEPHHIONPHUIA, OTMEUYCHHBIC IPHU
MPOBEJICHUH KIMHUYECKUX UCCIEI0OBAaHUI: TOJIOBOKPYKEHHE, TOJIOBHAs 0OJb, MapecTe3usi, BEPTUTO,
HapyIICHHUs 3PCHHUS, 3BOH B yIIaX, apTepUaIbHAs TUTIOTCH3HS, Kallleb, OJIBIIIKA, OOJb B KHUBOTE,
3arop, [uapes, TMCcreB3us (paccTporUCTBO BKyca), TUCIETICHS, TOIITHOTA, PBOTA, KOXKHBIH 3y/1, KOXKHAsS
CBIITb, CIIA3MbI MBIIII, ACTCHHUS.

TabanuHoe pe3romMe HeKeNnaTeabHbIX PeaKIui

YacToTa HeXKeNnaTeIbHBIX PEaKIni MPUBEIeHA B BUE CIAEAYIONMICH Irpafanuu: ouens yacmo (> 1/10);
yacmo (> 1/100, o < 1/10); reuacmo (= 1/1000, HO < 1/100); peoxo (= 1/10000, o < 1/1000); ouens
peoko (< 1/10000); wacmoma wneuzsecmna (Ha OCHOBAaHHH WMMEIOIIMXCSA JTaHHBIX OIIEHUTH
HEBO3MOJKHO).
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Tabmmma 2. TabnuuHoe pe3roMe HeXeENaTeIbHBIX peaKIni

MedDRA HexenarenbHbple peakuu Yacrora
Kitacchl 1 cucTemMbl OpraHoB
Hapywenus co  cmoponsl | 303uHOQMIINS HEYacTo™
Kposu —u  Jaumghamuueckoll | arpaHyJOIUTO3 WK MAHIUTONCHUS OUYCHb PEJIKO
cucmemul CHU)KCHHE remMoryiobnHa u OYEHb PEIIKO
reMaToOKpUTa
JICHKOTICHUSI/HEUTPOTICHHUS O0YEHb PEIKO
TEeMOJIUTHYECKAsE aHEMUs Y TAIlHeHTOB OYeHb PEIIKO
C BpPOXJIEHHOH HEIO0CTaTOYHOCTHIO
TIII0K030-6-pocdarnernaporenassl
TPOMOOIIUTOTICHHS OUYEHb PEIIKO
Hapywenus co  cmopownsl | CHHAPOM  HeEaJIeKBaTHOM  CEKpeluuu penko
9HOOKPUHHOU CUCTEMDbL AHTUIUYPETUIECKOTO rOpMOHa
(CHCAAI)
Hapywenus memabonruzma u | runornukemus (cM. pasnenst 4.4 u 4.5) HeYyacTo™
numaHus TUIepKaTuemMusi, obpaTumasi mocie HEYacTo™
OTMEHBI npenapata (cMm. pasnen 4.4)
THUIIOHATPUEMUS HEYacTo™
Icuxuueckue napywenus Jenpeccust HEYacTo™
71aOUITBHOCTD HACTPOCHUS HEYacTo
HapyIICeHHEe CHa HEYacTo
Hapywenus  co  cmoponwvl | TOJTOBOKPYKEHUE 9acTo
HEepBHOLL cucmembl roJioBHas 00JIb 4acTo
MapecTe3usl 9acTo
BEPTHUTO 4acTo
COHJIUBOCTb HEe4acTo™
00MOpOK HEeYyacTo™
CIyTaHHOCTh CO3HAHUS OUYEHb PEJIKO
Hapywenuss co  cmoponwvl | HapylleHHUE 3peHust 9acTo
Opeana 3peHust
Hapywenus co  cmoponsl | 3BOH B yIIax 9acTo
opeana cuyxa u 1aoupuHma
Hapywenuss co  cmoponwl | omylieHue cepaeOueHus HEYacTo™
cepoya TaxuKapIus HEYacTo™

creHokapaus (cm. paznuen 4.4)

OUYEHb PEJIKO

apUTMUs

OYEHb PEIKO

UHpapKT  MHOKapAa,  BO3MOXKHO,
BCJICACTBUC U30BITOYHOTO CHHKEHHUS
AJl y naleHToB U3 IPYIIIbl BBICOKOTO
pucka (cM. pazzuen 4.4)

OYEHB PEIKO

Hapywenus  co
€oCy008

CMOPOHbL

apTepuaibHas THITOTEH3HS 4acTo
(m30pITOuHOE  CcHWXkeHHE AJl) wu

CBSI3aHHBIE C ’THM CHMITOMBI

BaCKYJIUT HeYyacTo™
MIPUJTMBBI penko*
WHCYJIBT,  BO3MOJXXHO,  BCJICIICTBHE OYECHb PENIKO
ype3MepHoro  cHwxkeHus Al y

MAanuEHTOB U3 I'PYIIIBI BEICOKOT'O PUCKaA
(cMm. pazmen 4.4)

cuHpoM PeitHo

4aCTOTa HCM3BCCTHA
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Hapywenuss co  cmoponwl | Kaiennb ATTEHEA TEN B e = YUV T
OblxamenbHOU cucmembl, | OJBIIIKA 9acTo
0p2aHO6 2pYOHOU KIemKUu U | OPOHXOCIA3M HEYacTo
cpedocmenust D03MHO(MIILHAS THEBMOHUS OUYCHb PEJIKO
PUHHT OYECHb PEJIKO
Hapywenus  co  cmoponwt | 601b B JKUBOTE 9acTo
HCENYOOUHO-KUUEUHO20 3a1op 94acTo
mpaxkma rapest 4acTo
JICTEB3Us (PacCTPOHCTBO BKYyCa) 94acTo
JTUCTICTICHUS 4acTo
TOIITHOTA 94acTo
pBOTa 4acTo
CYXOCTb BO PTY HEYacTo
MaHKPEATHT OUYCHb PEJIKO
Hapywenus  co  cmopouwl | renatuT  (XOJNECTaTUYECKUH WK OYCHb PEJIKO

neweHu U  AHCenUeBbl8OOAUSUX
nymetu

UATOJMTHYCCKUI) (cM. pa3nen 4.4)

Hapywenuss  co  cmoponbl | KOXHBIN 3y 9acTo
KOJICU U NOOKONCHBIX MKAHEU | KOKHAS CHIIIb 4acTo
KparnuBHUIA (CM. paznen 4.4) HEYacTo
AQHTMOHEBPOTUYECKUH  OTEK  JIMIIA, HEYacTo
KOHEUHOCTEH, ryo, CIIM3UCTBIX
000J10Y€eK, SI3bIKA, TOJIOCOBBIX CKJIaJ0K
u/uny roptanu (cm. pasuen 4.4)
peakimu (OTOUYBCTBUTEIIBHOCTH HEeyacTo*
neMQHUron;y HEe4acTo™
MOBBIINICHHOE TIOTOOT/ICIICHUE HEYacTo
obocTpeHue ncopurasa penko*
MHOTO(OpMHAs I)pUTEMa OUYEHb PEJIKO
Hapywenus  co  cmopoubl | MBIIIEYHBIE CLIA3MBI 9acTo
MblUEeUHO, KOCMHOU U | apTPaJTHsI HeyacTo™
COeOUHUMENbHOU MKAHU MHUAJITHS HEYacTo™
Hapywenus co  cmopouel | IoUY€4Hasi HEIOCTATOYHOCTb HEYacTo
noYeK U MOYeBblBOOAWUX | OCTPas MOYEUHAS HEAOCTATOYHOCTh penKo
nymei AHYpUS1/OJUTYpHUs penko*
Hapywenus co  cmoponwl | 5peKTHIIbHAS AUCPYHKIIHS HEYacTo
PENPOOYKMUBHOU cucmembvl U
MOJOYHBIX Jicenle3
Obwue napywenus u peakyuu | aCTCHHUSI 9acTo
6 Mecme 668e0eH s 00JIb B TPYJHOM KIIETKE HeyacTo™
HEJIOMOT'aHue HeyacTo™
nepudepudeckiue OTeKu HEeYacTo™
JTUXOpasiKa HeyacTo™
Jlabopamopnvle U | TIOBBIIICHUE KOHIICHTPAIIUH MOYECBHHBI HEJacTo™
uHCcmpymenmanbHvle OauHvle | B KPOBU
MTOBBINIICHHE KOHIICHTPAIIU! HeJacTo*
KpeaTHHUHA B KPOBU
MOBBIIIICHHE KOHIICHTPALUU penKo
OmpyOnHa B KPOBH
MOBBIIIICHHE aKTUBHOCTH penKo

«MI€YEHOYHBIX» (hEPMEHTOB
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Tpa@Mbl, UHmMoKkcukayuu u | IaaCHUC

OCJI0JCHEHUSI NPOYEOVD

>X<O]_ICHKa YaCTOTHI HEXKCIATCIbHBIX peaKI_II/II\/'I, BBIABJIICHHBIX II0 CIIOHTAHHBIM COO6H.[€HI/ISIM, IpOBEACHA HA OCHOBAHUHU
JAaHHBIX PE3YyJIbTaTOB KJIMHUYCCKNUX HCCHeHOBaHHﬁ.

HexenaTtenbHble sIBIEHNS, OTMEYEHHbBIE B KIMHUYECKUX MCCIEA0BAHUAX

B wuccnenoanun EUROPA mnpoBogunack perucrTpaius TOJBKO CEPbE3HBIX HEXKEIaTeIbHbIX
aBiieHui. Cepbe3Hble HEXKENIaTeNbHbIE sBJIEHUs ObuIM oTMedeHbl y 16 (0,3 %) nanueHToB B rpymine
nepunponpuia u y 12 (0,2 %) nmauumentoB B rpymnmne mianebo. B rpymnme mnepunmonpuia y
6 manKueHToB ObI0O OTMEYEHO BbIpaK€HHOE CHIDKEeHHE AJl, y 3 malMeHTOB — aHTMOHEBPOTUUYECKUIN
oTeK, y | manmeHTa — BHe3alHas OCTaHOBKa cepiaua. YacTora OTMEHBI IperapaTa M3-3a Karlis,
BBIPQKEHHOTO CHWXEHUs AJl Wium Jpyrux ciaydaeB HEMEPEHOCHMMOCTH Obla BBIIIE B TPYIIIE
MIePUHJIONPUJIA 10 CPABHEHUIO C TPYIIOi miane6o.

COO6I.HCHI/I€ 0 ITOJ03PEBACMBIX HEXKCEIATCIbHBIX PECAKIINUAX

BaxHo coo0marh O TOJ03pEBAaCMBIX HEXKENIATeNbHBIX PEAKIUAX IMOCIEe  PErucTpalnuu
JICKApCTBCHHOI'O IIpfIiapara € LCJIbIO o0ecrieyeHus HCIIPEPBIBHOTO MOHHTOPHHIA COOTHOIICHUS
«IoJIb3a — PHUCK» JIEKAPCTBEHHOro Ipernapara. MeIUIUMHCKUM pa0OTHUKAM pPEKOMEHIYETCs
COO6H_IaTb 0 JIFOOBIX IIOA03PCBACMBIX HCIKCIATCIIbHbIX PCAKIUAX JICKAPCTBCHHOI'O IIpCIIapara 4€pe3
HAIIUOHAJIBHBIC CHUCTCMBbI C006HI€HI/I$I 0 HCXKCIIATCJIbHBIX pPCaKOUAX TOCYyAdapCTB — YJICHOB
EBpaSHﬁCKOFO 3KOHOMHYCCKOI'O COKO3a.

Poccuiickas @enepanns

®denepanbHas ciryx0a 1o Haa30py B cepe 3ApaBOOXPAHEHUS

109012, r. MockBa, CiaBsiHcKast Tiiomiaib, 1. 4, ctp. 1

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

DnektponHas moura: pharm@roszdravnadzor.gov.ru uwiau_npr@roszdravnadzor.gov.ru

Caiit B nH(GOPMaIMOHHO-TEIEKOMMYHUKAITHOHHOMN ceTu «IHTEpHETY:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBKa

JlaHHBIE O IEPENO3UPOBKE Y UEIIOBEKA OrPAHUYEHBI.

CuMOTOMBI

CumnTOMBI, CBSI3aHHBIE C TIepeAo3upoBKOi nHruouTOopamu AIID, MoryT BKIIOYATh: BHIPAKEHHOE
cHbkeHne AJl, HUPKYISITOPHBINA IIOK, HAPYUIEHUS BOJHO-3JEKTPOIMTHOTO OanaHca, MOYEYHYIO
HEJIOCTAaTOYHOCTh, THUMEPBEHTUIISAINIO, TaXMKaApAWIO, ONIYIIEHHWE CepJleOneHus, Opaaukapuio,
TOJIOBOKpY’KEHHE, 0eCITOKOICTBO U Kalllelb.

Jleuenue

PexoMeHIyeMbIM METOIOM JIeUEHUs P MEePEI03UPOBKeE sIBIIsieTcs BHyTpuBeHHOE BBeaeHue 0,9 %
pactBopa Harpus xiyopuga. [Ipu BelpaxkeHHOM cHUkeHUM A/l cienyer mepeBecTH MalMEHTa B
MOJIOKEHHE «IeKa» Ha CIUHE C MPUNOMHATHIMM Horamu. I[Ipu HEOOXOAMMOCTH MOKHO BBECTH
BHYTPHUBEHHO aHTHOTeH3UH I n/unu pactBop karexonmamMuHOB. C MOMOIIBIO IHATTA3a MOXKHO YIAJIUTh
MIEPUHJIONPUI U3 CUCTEMHOTO KpOoBOTOKa (cM. pasznen 4.4). [Ipu pa3BuTuu ycTOMYMBON K Tepanuu
OpaauKapIuu MOXET MOTPEOOBATHCS YCTAHOBKA AJIEKTPOKAPIUOCTUMYIIATOPA.

Heo0x011uMo mOCTOSTHHO KOHTPOIUPOBATH IMOKA3aTeIN OCHOBHBIX KU3HEHHBIX (DYHKIIUI OpraHnu3Ma,
KOHIIEHTPALUIO KPEATUHUHA U 3JIEKTPOJIUTOB B CBIBOPOTKE KPOBH.

5. DPAPMAKOJIOTHYECKHE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOMCTBA

(DapMaKOTepaHCBTI/I‘-ICCKa}I rpymia: CpeacTBa, HeﬁCTBYIOIHHC Ha pCHUH-aHTUOTCH3UHOBYIO CUCTCMY;,
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COOTBETCTEBY

WHTUOUTOPHI aHTHOTEH3UHIIPEBpaIaomero GepMeHTa (AHCI)j.r| OCTIEQOBATE!

Ko ATX: CO9AA04

MexaHu3M J1elCcTBUS

[Tepurmonpun — UHTHOUTOP PepMeHTa, MPEBPAIIAIONIETO AaHTHOTeH3UH | B aHTHOoTeH3UH 1.

AIl®, wnn kuHuHaza I, sBigercs sk3omenTHAAa30i, KOTOpas OCYIIECTBIISIET KaK IPEBPAILCHUE
aHruoteH3uHa | B cocynocyxuBaroliee BenecTBo aHrnoTeH3uH 1, Tak u paszpymienue OpaaAuKHHNUHA,
00J1a/1a1011Er0 COCYA0PACIIUPSIIONINM JEHCTBIEM, JO HEAKTUBHOI'O TeNTaNeNTH IA.

WNurubuposanne AII® npuBoIUT K CHU)KEHUIO KOHIIGHTpALUMU aHTHoTeH3rHa 11 B miia3me KpoBH, 4TO
BBI3bIBACT YBEJIMUYEHUE AKTUBHOCTH PEHHHA IJIa3Mbl KPOBU (110 MEXaHHU3MY «OTpULIATEIbHON
00paTHOM CBSI3W») M YMEHBIIICHHE CEKPELIUH aJIbI0CTEPOHA.

[TockobKy aHTHOTEH3UWHITPEBPAIIAIOITNI (hepPMEHT HHAKTHUBUPYET OpaluKUHUH, TToaaBiienne AlID
COMPOBOXK/IACTCS MOBBIIICHUEM aKTUBHOCTH KaK IUPKYJIUPYIOIIEH, TaK U TKAaHEBON KaJUTMKPEUH-
KMHUHOBOM CHCTEMBI, IIPU 3TOM TaK)K€ aKTUBUPYETCS CUCTEMA MPOCTArNIAHAUHOB. BO3MOXKHO, 4TO
3TOT 3P PEKT ABIAETCS YACTHIO MEXaHU3Ma aHTHTUTIEPTEH3UBHOTO JIeHCTBUsI HHTUONTOPOB ATID, a
TaK)K€ MEXaHHW3Ma PAa3BUTHS HEKOTOPBIX MOOOYHBIX 3((EeKTOB mpernapaToB AAHHOTO Kiacca
(Hanmpumep, Kaiuis).

[lepunmonpun oOKa3pIBaeT TEpaNeBTHUECKOE JAeWcTBHE Onarojapss akTUBHOMY METaOOJIUTY
nepuHponpuiary. Jpyrue MeraboauTsl HE OKa3blBAIOT MHIMOMPYIOLIEro JEHCTBUS B OTHOILIEHUU
ATII®D in vitro.

Knnanyeckast 3¢ hekTHBHOCTD M 6€301acHOCTh

Apmepuanvrasn cunepmen3us

[Mepurmonpuin 3QGeKTUBEH B TEpaUu apTePUATBHON THIIEPTCH3UU JTIFO00H CTerneHn TspkecTH. Ha
(dboHe npuMEHEeHHs TpenapaTa OTMEYAETCs CHUKEHHE KaK CUCTOIMYECKOT0, TaK U JUACTOIHYECKOTO
aprepuanbHOTo AaBieHus (AJl) B MONTOKEHUHU MALIMEHTA «WIEKa» U «CTOS».

[lepunnonpun ymenbinaer obmee nepudepudeckoe cocyauctoe compotusienue (OIICC), uto
MPUBOJUT K CHWXEeHHIO AJl, pu 3ToM mepudepuuecKkuii KPOBOTOK YCKOpSETCs 0e3 M3MEHEHUs
4acToThl cepaeunbix cokpamenuit (HCC).

Kak mpaBwio, nepUHIONPUI NPUBOAUT K YBEIMUEHHUIO IIOYEUYHOTO KPOBOTOKA, CKOPOCTh
KITyOOUKOBOHW (DMIBTPALIUH MPU ITOM HE U3MEHSETCS.

AHTUTUIIEPTEH3UBHOE JIEHCTBUE IIpernapara JOCTHraeT Makcumyma uepe3 4-6 dYacoB Imociie
OJIHOKPATHOI'O TpHeMa BHYTPb U coXpaHsieTcs B TeueHue 24 4. YUepes 24 yaca nocie npuema BHyTpb
HaOmo1aeTcs BeipakeHHoe (rmopsaka 87 — 100 %) ocraTounoe naruduposanue AI1D.

CHmxenne AJl mocturaetcst JOCTaTOYHO OBICTPO. Y MAIIMEHTOB C MO3UTUBHBIM OTBETOM HA JICUCHUE
HopManu3anus AJl HacTynaeT B TeUEHUE MecAIla U COXpaHseTcs 0e3 pa3BUTHS TaxXU(UITAKCHH.
[IpekpaieHue ne4eHust He COMPOBOKAAETCA pa3BUTHEM dPdEKTa «PUKOIIETAY.

[lepunonpun OKa3bIBa€T COCYIOpPACUIMPAIONIEE JEUCTBHE, CIIOCOOCTBYET BOCCTAHOBJIEHHUIO
AMaCTUYHOCTU KPYMHBIX apTEPUMl U CTPYKTYPhl COCYIUCTON CTEHKH MEJIKMX apTepuidl, a TaKxke
YMEHbILIAET TUIIEPTPOUIO JIEBOTO KETyT0UKa.

CoBMecTHOE Ha3HAYEHUE TUA3UAHBIX JUYPETUKOB YCHIIMBAET BBIPAKEHHOCTh AaHTUTUIIEPTEH3UBHOTO
s¢pdekra. Kpome 3toro, komOuHupoBanue uHruouropa AII® u THa3UAHOTO AMYpETHUKA TaKkKe
MPUBOJIUT K CHIDKEHHUIO PUCKA Pa3BUTHS TUIIOKAIMEMUH Ha OHE IpreMa JUYPETUKOB.

Cepoeunas nedocmamo4HoCcms

[Tepunnonpun HOpManu3yeT paboTy cep/lla, CHUXKasl MPEHArPY3Ky U MOCTHATPY3KY.

VY nmanuveHToB ¢ XPOHWYECKOW CepJeYHON HENOCTaTOYHOCTHIO, MOJIyYaBIIUX MEPUHIONPHUII, ObUIO
BBISIBJICHO:

- CHI)KEHHE JIaBJICHHs HAIlOJIHEHUS B JIEBOM U MPABOM KEIyJ0UKaxX Cep/ua;

- CHIDKEHHE 00111ero nepudepruyeckoro COMpOTHBIICHUS COCY/IOB;

- MIOBBIIIEHUE CEPAEUHOr0 BEIOpOCca U YBEIMUEHUE CEPACUHOT0 MHAEKCA.

HccnenoBanue npemnapara 1o cpaBHEHHUIO ¢ I1anedo mokasaio, yTo u3MeHeHus A/l mocie nepBoro
npuema nepuHaonpuia 2,5 Mr y naileHToB ¢ XpOHHUecKoH cepaeuHoi HenoctarouHocThio (11 - 111
(byHKIIMOHANBHBIN Kiace mo kinaccudukanuu NYHA), cTaTuCTHYECKH TOCTOBEPHO HE OTIUYAIUCH
ot u3MeHeHnui AJl, HabmromaBmIMXcs MOCie mpruemMa Iamneoo.
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Llepebposackynapuvie 3a601e8anus (MOCNEOOBAT

Pesynbratel uccnenoBanus IIPOI'PECC, rnme oueHuBajgoch BIMSHME aKTUBHOM Tepanuu
MEePUHJIONPUIIOM (MOHOTEpanus WM B KOMOWHAIIMU C MHAAMAMUIIOM) B TeueHUe 4 JIeT Ha PHUCK
pa3BUTHs MOBTOPHOTO MHCYJIbTA y MAIMEHTOB, MMEIOLINX IepeOpOBaCKyIIpHbIE 3a00JI€BaHUs B
anamuese. [locie BBOAHOrO mepuoaa MPUMEHEHUS MNEPUHIONPUIA TPETOyTUIAMHHA MO 2 MI
(3KBUBAJIEHTHO NEPUHJIONPUIIA APTUHUHY 2,5 MI') OAUH pa3 B J€Hb B TEUEHUE JIBYX HEJEINIb U 3aTEM
1o 4 Mr (3KBUBAJICHTHO NMEPUHJIONPUIIA APTUHUHY 5 MT') OJJUH pa3 B I€Hb B TEUEHUE MOCIETYIOIINX
IBYX Henenb, 6105 manueHToB OBLIM PaHIOMH3UPOBAHBI HAa JBE rpynmsl: 1uianedo (n = 3054) u
NEePUHJIONPUI TpeTOyTWiIaMuH 1Mo 4 Mr (COOTBETCTBYeT S5 MI NEpUHJONpUIA apPrMHHUHA)
(MoHOTepanus) uiu B KomOuHanuu ¢ uapanamuaom (n = 3051). Mapanamua
JIOTIOJIHUTEIBHO Ha3HAYaJICs MalMeHTaM, He UMEIOLIUM MPSMBIX MOKa3aHUH WM MPOTUBOIOKA3aHUN
JUId TPUMEHEHUs JUuypeTHKoB. JlaHHas Tepamnusi Ha3Hadajgach JOINOJIHUTEIBHO K CTaHAApTHOM
Tepanuu MHCYNIbTA U/WIH apTepUaIbHONU TUIIEPTEH3UH WK IPYTUX NaTOJIOTHYECKUX cocTosiHui. Bee
PaHIOMU3UPOBAHHBIC TAIIMEHTHl UMENH B aHaMHe3e 1epeOpoBacKyIIsIpHbIE 3a00sIeBaHUs (MHCYIIBT
WM TPAH3UTOPHYIO MILIEMUYECKYIO aTaKy) B TeueHue nociaeanux 5 jer. Benuunna AJl He aBisnach
KpUTEpUEM BKJIIOUEHHU: 2916 nanueHToB MMENU apTepUualIbHYI0 runepreH3uto 1 3189 — HopmanbHoe
A/l ITocne 3,9 net Tepanuu BennuuHa A/l (cuctonnueckoe/ TMacTOINYeCKOe) CHU3UIIACh B CPEAHEM
Ha 9,0/4,0 mm pr.ct. Takke ObUIO MOKAa3aHO 3HAYUTEIBHOE CHIDKCHHUE PHCKAa BO3HUKHOBEHUS
MTOBTOPHOTO MHCYNbTA (KaK HIIEMUYECKOT0, TAK U TeMOpparu4eckoro) nopsaka 28 % mo cpaBHEHUIO
¢ mare6o (10,1 % u 13,8 %).
JIOTIOJIHUTENBHO OBLIO TOKA3aHO 3HAYUTEIIBHOE CHIDKEHUE PUCKA:

- (haTanpbHBIX WM TPUBOIAIINX K WHBAIHIN3AINN HHCYIHTOB;

- OCHOBHBIX CEPACYHO-COCYIUCTBIX OCIOKHEHUH, BKIIOYas HHPAPKT MHOKapAa, B T.4. C

JIETaJIbHBIM UCXOJI0M;

- IEMEHIINH, CBSI3aHHOW C HHCYJIHTOM;

- CepPBE3HBIX YXYIIICHUI KOTHUTUBHBIX ()yHKITHIA.
3710 OBUIO OTMEYEHO KaK y MAIleHTOB C apTepHabHOM TUIIEPTeH3UEeH, TaKk U Tpu HOpMaabHOM A/,
HE3aBHCHUMO OT BO3pacTa, 10J1a, HaJIM4Us WIK OTCYTCTBUS caXapHOro quadera U TUIlA UHCYJIbTA.
Cmabunvnas UBC
O¢ddexTuBHOCTh MPUMEHEHU NepUHIoNpuiIa y nauueHToB (12218 nauuentos crapuie 18 ser) co
crabmwipHoi MBC 6e3 KIMHMYECKMX CHMOTOMOB XPOHHYECKOH CcepAeyHON HeZ0CTaTOYHOCTH
n3ydanach B xoje 4-netHero ucciegoanus. 90 % y4acTHMKOB WCCIIEIOBAHMS paHEE TMEPEHECTH
ocTpbli MH(MAPKT MHUOKapJa W/WIKM TPOLEAypy peBacKyispu3anuu. BoJbIIMHCTBO MAIEHTOB
MOJIYYMJIM TIOMHUMO HCCJEyeMOro IpernapaTa CTaHJapTHYIO TEpamuio, BKIIOYAash aHTHArperaHTBhl,
TUITOJIMITU/IEMUYECKUE CpeicTBA M OeTa-aJpeHoOsoKaTopbl. B KadecTBe OCHOBHOTO KpUTEpHUs
¢ dexTuBHOCTH OblJIa BBHIOpaHAa KOMOWHUPOBAHHAs KOHEYHAs] TOYKA, BKJIOYAIOIIAS CEPACYHO-
COCYIMCTYIO CMEPTHOCTbH, He(paTambHbI HH(DAPKT MUOKAP/Ia U/UIIM OCTAHOBKY CEepAIla C YCIEIIHON
peaHnuManuei.
Tepanus mepungonpuia 3pOyMUHOM B J03€¢ 8 Mr/cyTku (PkBuUBajeHTHO 10 Mr mepuHaompuia
apruHUHYy) NOpPHUBOJWIA K CYIIECTBEHHOMY CHI)KEHHIO aOCOJIIOTHOIO pHUCKAa HACTYIJICHUS
KOMOMHHPOBAaHHOW KOHE4HOH Touku Ha 1,9 % (cHmxkeHue oTHOcuTenbHOTro pucka — 20 %). V
MAIMEHTOB, paHee NepeHecINX NHPAPKT MUOKApAA WU NMPOLETypy PEBACKYISIPU3ALINH,
CHIDKEHHE a0CONIIOTHOTO PUCKA cOCTaBmIIO 2,2 % (CHM)KEHUE OTHOCUTEIBHOTO pucka — 22,4 %) mo
CpPaBHEHUIO C TPYIION T1areoo.
Jsotinas 6aoxada PAAC
Nmerorcss naHHBbIE KIMHUYECKUX HCCIIEJOBAHUNA KOMOMHHPOBAHHOW Tepanuud € MPUMEHEHUEM
unru6uropa AIl® u antaronucra perenropa anruorensuna Il (APA II).
[IpoBoamsioch KIMHMYECKOE HCCIEAOBaHWE C Yy4YacTHEM THAallMeHTOB, HMEIOIINX B aHaMHe3e
Kap/IMOBAaCKYJIIpHOE WM LiepeOpoBacKyssipHoe 3a0onieBaHue, JH00 caxapHbI Auaber 2 THIIA,
COIPOBOXAAIOIMINNCSA MOATBEPKIACHHBIM MOPAXKEHUEM OpraHa-MHILEHHU, a TaKKe HCCIEIOBAHUS C
y4acTHEM IMAIMEHTOB C CaXapHbIM IUa0eToOM 2 TUMA U TUa0eTHUECKON HeppomaTHe.
JlaHHbIE HCCTIEIOBaHUN HE BBIIBUIM 3HAUYMMOTO IOJOXHUTEIBHOTO BIMSHUS KOMOMHHPOBaHHOMN
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MOCNENGBATENEHOC TR 0001
Tepanuyd Ha BO3HUKHOBEHHE IMOYCYHBIX W/HIIH KapIII/IOBaCKVJJIJIDHBI-!(_'gUGB'ITHFF'I/II: HS'HOKBSaTe}III/I

CMEPTHOCTH, B TO BPEMsI KaK PUCK Pa3BUTHUS FMIIEPKAIMEMUH, OCTPON MOYEUHON HETOCTATOYHOCTH
W/WIN apTepUaIbHOM TMIIOTEH3UN YBEIMYUBAJICS 110 CPABHEHUIO C MOHOTEpAIneH.

[Ipunumass BO BHUMaHHMS CXOXHE BHYTPUIPYIIOBbIE (hapMaKOAMHAMUYECKHE CBOWCTBA
uaruouTopoB AII® u APA II, nanHbie pe3yibTaThl MOKHO OXKHIATh JJIsI B3AMMOJICHCTBHS JTFOOBIX
APYTUX MpenapaToB, NpeacTaBuTeneil kiaccoB HHruouropos AII® u APA 1I.

[ToaTomy coBMecTHOE TpuMeHeHrne HHruouTOpoB AII® 1 APA Il mpoTHBONOKa3aHO y MAIIMEHTOB C
nrabeTHyecKon HepormaTuei.

HmeroTcst faHHBIE KIMHUYECKOTO HCCIIEAOBAaHMS IO W3YYEHMIO IOJOXHUTEIbHOIO BIUSHHUS OT
no0aBiIeHNs AIMCKUPEHa K cTanaapTHOU Tepanuu uHruouropom AIID umn APA 11 y manueHTos ¢
caxapHbIM Jua0eToM 2 TUIAa M XPOHUYECKMM 3a00J€BaHMEM IIOYEK WM KapIUOBACKYJSPHBIM
3a0oJeBaHreM, TUO0 UMEIONIMX COYeTaHHe THX 3abosieBanuil. VccnenoBanue ObUIO MpEKpaeHO
JOCPOYHO B CBSA3M C BO3POCHIMM PHCKOM BO3HUKHOBEHMS HEOJArompusTHBIX HCXOJIOB.
KapauoBackymsipHas cMepTh U MHCYJIBT OTMEYAJIUCh Yallle B TPYIIE MALMEHTOB, MOJy4YarOUIUX
JIMCKUPEH, IO CPaBHEHHUIO C IPYNNOH Iulanedo; TakkKe HeXelaTelbHbIC SBJICHUS U CEPbE3HbIE
HEe)XeJaTeNlIbHbIe SIBJICHUA O0CO00TO HHTepeca (THIEpPKAIMEMUs, apTepHaibHas THIOTCH3US U
HapyleHus: (pYHKUUU IO0YEK) PEruCTPUPOBAINCH Yalle B TpYIIE AJIUCKUPEHa, YeM B TpyIIe
tane6o.

JleTu ¥ oIPOCTKU

D¢ dhexTuBHOCT B 6E30MIACHOCTH MPUMEHEHHS IEPUHAONPUIIA Y IETEH U TTOAPOCTKOB B BO3pACTE JI0
18 neT He ycTaHOBJIEHA.

NmeroTcsi naHHbIE KIMHUYECKUX HCCICAOBAaHMM C ydactueM 62 TalMEeHTOB C apTepHabHOU
runepTeHsuell B Bo3pacte OT 2 10 15 jer co CKOpoCThIO KIyOO4YKOBOM (uibTpauuu >
30 mur/mMun/ 1,73 M? II01Ia 11 TOBEPXHOCTH TefIa, KOTOPBIE TIONydaay MepHHA0NPHII B 103¢e 0,07 MI/Kr
B cpeaHeM. Jlo3a nmoxbupanack HHAWBUAYAIBHO, B 3aBUCUMOCTH OT OOIIETr0 COCTOSTHUS MMalueHTa U
[IOKa3aTese ero apTepuaibHOro JaBJIEHHS B OTBET Ha TEpAIUIO, PU 3TOM MaKCUMajbHas J103a
cocrasisia 0,135 mr/kr/cyT.

59 manueHTOB Yy4yacTBOBAJM B MCCIEIOBAHUM HA MPOTSDKEHHUU 3-X MecsleB U 36 MalueHTOB
3aBEpILMWIIM TPOJJIEHHBIA IEepUOJ MCCIEOBAaHUS, KOTOPBIH COCTaBIsUl He MeHee 24 MecsleB
(cpenHsis MPOAOHKUTENBHOCTD YYaCTUsI B MICCIIEIOBAHUM COCTaBUIa 44 MecsIia).

Ilokazarenn CHCTONMYECKOTO W JMACTOJIMYECKOIO AapTEPUAIbHOIO JIaBJIEHUS OCTABAJIUCH
CTaOWJIBHBIMU Ha MPOTSDKEHWU BCETO IEepuoja HccieloBaHUs (OT MOMEHTa BKIIOYEHHS B
UCCIIEIOBAaHMUST 10 3aKJIIOYMTEIbHON OILEHKH) Yy TMAIMeHTOB, paHee NOJIy4YaBIIUX Jpyrue
TUIOTEH3UBHBIE CPEJICTBA, M CHU3WINCH y MAlMEHTOB, PaHEe HE MOJIyYaBIIUX T'MIIOTEH3UBHYIO
Tepanuio.

bonee 75 % nereit npu mociienHeM OMpENEICHUN UMENTH CUCTOIMYECKOoe W AuacToimyeckoe AJl
MeHb1IE 95-TO NEPLEHTUIIS.

JlanHble 10 0€30I1aCHOCTH, MOJYYEHHBIE B 3TOM MCCJIEI0BAaHUU, COIVIACYIOTCS C YK€ UMeroueics
uHpopManreit OTHOCUTEIbHO 6€30aCHOCTH IPUMEHEHUs TIEPUHIONIPHUIIA.

5.2. ®apmakoknHeTHYECKHE CBOIiCTBA

AOGcopbrms
[Ipy npueme BHYTPh NEPUHIONPHI OBICTPO BCACBIBACTCA B IKEIYAOYHO-KHIIEYHOM TpPAKTE,

MakcuMmanbHasi KoHueHTpauus (Cmax) B MJa3Me KpoBH jgocturaercs yeped | 4. Ilepuon
noyBbIBeieHus (T1/2) mepuHIONPHIIA U3 TJIa3Mbl KPOBU COCTaBIsIET 1 4.

Pacnpenencnue

O06Bem pacrpeneneHus: CBOOOIHOTO MepUHIONpUiIaTa coctaBisieT mpudauzutensHo 0,2 i/xr. CBs3b
nepuHAoNpuiIaTa ¢ 6eIKamMu 1maa3mMbl KpOoBH, IMTaBHBIM 00pa3oM ¢ AIID, cocrasnser 20 %, 1 HOCUT
J10303aBUCUMBIN XapakTep.

buotpanchopmanus

[lepunnonpun He obnagaeT GpapMakoIOrHuecKoil akTuBHOCTHIO. [IpubnmsurensHo 27 % oT ol1iero
KoJnyecTBa abCOpOMPOBAHHOTO TEPUHJONpPUIA TOMaJaeT B KPOBOTOK B BHJAE AKTUBHOIO
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obmagaromux (papMaKoJIOTHUECKOW aKTUBHOCTBIO. Cmax NEpUHAONpPHIATA B IUIa3ME€ KPOBHU
nocturaercs yepes 3-4 4 rociie npueMa BHYTpb.

[Tpuem nmummm 3amMe UIeT MpeBpalleHie MepHUHIONPHIIA B IEPUHIONPHIIAT, TAKMM 00pa3oM, BIIUsS HA
ouonoctynHocTh. [loaToMy mpenapar cienyer NpUHUMATh BHYTPh 1 pa3 B CyTKH, YTPOM, HEpen
MIPUEMOM THIIIH.

bbuto mokazaHo, 4TO 3aBUCUMOCTb MEXKIY 030U MEPUHAONpPUIIA U KOHIICHTpAIUeil ero B Iiazme
HMMEET JIMHEWHBINA XapaKTep.

DIMMUHALNS

[lepungonpunar BBIBOAWTCS W3 OpraHU3Ma IMOYKaMHM, M KOHEYHBI IEepHOJ MOJYBBIBEICHUS
cBOOOIHOM (paKIMK COCTABIIAET NPUOIU3UTENBHO 17 YyacoB, B pe3ysbTaTe paBHOBECHOE COCTOSTHUE
JOCTUTAeTCs B TEYEHUE 4 CYTOK.

Oco0ble rpynnbl NAIMEHTOB

BriBeienue nepuHonpuiIaTa 3aMeIIeHO y TalueHTOB MOXKUIIOTO BO3pAcTa, a TAKKE y MAIlMEHTOB C
CepJICUHON U MOYEYHOM HEAOCTATOYHOCTHIO.

JManu3HbIi KIMPEeHC IepuHIonpuiaTa coctapisier 70 Mi/MUH.

VY manueHToB ¢ HMPPO30M NIEUCHHU MEUEHOUHBIN KIMPEHC MEPUHAO0NPUIIa yMEeHbIaeTcs B 2 pasza. Tem
HE MEHee, KOJIMYECTBO 00pa3yromerocs MepHHIONPHIAaTa HE YMEHBIIAETCS, U KOPPEKIUH JI03bI
npemnapata He TpeOyercs (cM. pasaensl 4.2 u 4.4).

6. PAPMALIEBTUYECKUE CBOWCTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

JlakTo3b1 MOHOTMApAT

MabTOIEKCTPUH

KapOokcumernnkpaxmai HaTpust THI A
Marnus creapar

KpeMHuust qroKcH T KOITOUAHBIH THAPOHOOHBII
CocraB 000J0YKH:

I'umpomernnosa

Maxporou 4000

Turana nuokcun (E171)

6.2. HecoBmecTUMOCTH

He nmpumenunmo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)

3 roxa.

6.4. OcoObIe MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHHH
XpaHuTh IIpu Temneparype He Boime 25 °C.

6.5. XapakTep U coaep:KaHHe YIAKOBKH

ITo 10, 14, 25, 30 unu 50 TaGneTOK B KOHTYPHYIO SUEWKOBYIO YMAaKOBKY (OJHCTEp) U3 TUIEHKH
MOJTMBUHMIIXJIOPH THON/TIOTMBUHUIIN IEHX IO PH THON/TTOTMBUHUIIX IO PUTHOM " ¢donbru
ATIOMUHUEBOM NIEYaTHOM JJAaKUPOBAHHOM.

Wmu no 10 TabmeTok B KOHTYPHYIO S4YEeMKOBYIO yNakoBKy (OiucTep) U3 Marepuana
KOMOMHHPOBAHHOTO HAa OCHOBE (POJIBIU (TPEXCIONHBIA MaTepHal, BKIIOYAIOIIMA aTIOMHUHUEBYIO

19



COOTBETCTEYET JKCMNEPTHOMY OTUYETY
_oT 24.:-'-} 2026 “-J-'_E-_43!1 N
(bonbry, TICHKY U3 OPUEHTUPOBAHHOTO TOJIMAMM]IA, nonHBﬂQﬁxﬂgﬂ%ﬁM%ﬂg}H{ﬂ};:&&ﬁ 7

QIFOMUHHUEBOW I1€YaTHOM JIAKUPOBAHHOM.

ITo 30, 50 mmu 100 TabneToxk B OaHKY MOJHMATHJICHOBYIO WIM OaHKY IMOJHMIIPONUICHOBYIO,
YKYMOPEHHYIO KPBIIIKON M3 MOJIMATUIICHA HU3KOTO JIaBJICHUSI C KOHTPOJIEM TIEPBOTO BCKPBITUS WIH
KPBIIIKOHN HOJUITPONMIIEHOBOM C BJIAronorjiOTUTENIEM ¢ KOHTPOJIEM IIEPBOI'O BCKPBITHS.
JlommyckaeTcsi  CBOOOJHOE  MPOCTPAHCTBO B OaHKEe  3amoiHATh  BATOM  MEAMIIMHCKON
TUTPOCKOIIUYECKOH.

Ha 0aHKy HakJIeuBarOT 3TUKETKY.

Onny Ganky wim 1, 2, 3, 5, 6, 9, 10 KOHTYpHBIX STYEHKOBBIX YIIAaKOBOK BMECTE C MHCTPYKIIHUEH IO
MEIUIIUHCKOMY TPUMEHEHHUIO (JIMCTOK-BKJIAIBIIT) MOMENIAIOT B KAPTOHHYIO YIAKOBKY (ITAyKy).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MPH YTUIM3ANMU MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara MM OTXO0J0B, MOJYYEHHBIX MOC/Je NMPUMEHEHHsI JEeKAPCTBEHHOr0 Npenapara, u
Apyrue MAHUIYJSIIMHU € NpenapaToM

Oco0ble TpeOOBaHUs OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

Poccus

000 «PUD»

445351, Camapckas obnacts, r.0. XKurynesck, r. XKurynesck, yi. ['mapoctpoureneit, 1. 6, momernt.
2172.

7.1. llpencraBuTtennb aepkaTesisi perucTPALMOHHOIO YA0CTOBEPEeHHA

[Iperens3un norpeduTenell HaPaBATh O aIpecy:

Poccus

000 «O308»

445351, Camapckas 0011., T.0. XKurynesck, r. JKurynesck, yi. ['mapocrponrenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

.HeKapCTBCHHHﬁ npenapat OTHOCUTCA K KaTCTrOpUH OTITYCKa ITO PCLCIITY.

OO0mas xapakTepuCTUKa JIEKapCTBEHHOTO npenapara [lepuHaonpuin A0CTyHA B €IMHOM peecTpe
3apErCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3zMiicKOro SKOHOMHMYECKOIO COK3a M Ha
ouIMaTEHOM canTe YIOJIJHOMOYEHHOTO oprasa (axcrepTHOM OpraHHu3aIiH)
https://Ik.regmed.ru/Register/EAEU_SmPC
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