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1. HAUMEHOBAHUE JTJEKAPCTBEHHOI'O IIPEITIAPATA
ITEPUH/IOITPJI ABEKCUMA, 4 mr, TabneTKu.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByromee BemecTBO: MEPHUHIONPHIIA 3POYMHUH.

Kaxnas Tabnerka cogepkut 4 Mr nepuHAonpuiIa 3pOyMuHa.

BcnomoraTenbHble BelecTBa, HaJM4ME KOTOPBIX HAJ0 YUYHUTHIBATH B COCTABE JIEKAPCTBEHHOI'O
npenapara: jlakrosa (cm. pasuen 4.4).

[TonHbIN CMIUCOK BCIOMOTaTeJIbHBIX BEUIECTB CM. B pazzeine 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku.
Kpyrisie, miockonuaumHIpUYecKol (OpMBI TaOJIETKH, OEJIOro MM TOYTH OeJioro IIBeTa, C

JIBYXCTOPOHHEW (hacKO.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

JlexapcrBennsiii npenapat [IIEPUHIOITPNJI ABEKCHMMA noka3zaH K IPUMEHEHHUIO Y B3POCIIBIX
HAIMEHTOB:

e aprepualibHas TMIIEPTEH3US,

® XpOHMYECKas cep/iedHasi HEIOCTATOYHOCTb;

e npo¢uIaKTUKa MOBTOPHOTO MHCYJIbTa (KOMOMHHpPOBAaHHAs Tepamnus ¢ MHIANAMHIOM) Yy
NAlUMEHTOB, IMEPEHECIINX HHCYJIbT WIM TPAaH3UTOPHOE HAPYLIEHHME MO3TOBOTO
KPOBOOOpAIIEHUSI 110 UILIEMUYECKOMY THILY;

e crabwibHas wuimemuyeckas Oone3np cepana (MBC): cHmkeHUs pucka cepledHo-
COCYJIMCTBIX OCJIOKHEHUN y marueHToB co cradunsHoi NBC.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUS

PexxuM 103upOBaHus

[Tpu BbIOOpE /103BI ClIEYET YUUTHIBATh OCOOCHHOCTH KIMHUYECKON cuTyanuu (cM. paszaen 4.4) u
CTETCHb CHIKECHUS apTepuanbHoro nasieHus (AJl) Ha ¢hoHe MpoBOIUMOiIt Tepanuu.

s obecrieyeHus! yka3aHHBIX HIKE PEKUMOB J03UPOBAHUS MPU HEOOXOAMMOCTH MPUMEHEHUs
npernapata [IEPHJIOIIPMIJI ABEKCHMA B po3e 2 Mr cieayer Ha3HadaThb IIpenaparsl

MIEPUHJIONIPUIIA IPYTUX TMPOU3BOAUTENEH B IEKAPCTBEHHOU (hOpME «TaOIETKH 2 MT'».
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(NOCNEQCBATENEHOCTE 0003)

Apmepuanvras cunepmensus

JlexapctBennbiii npenapar I[IEPMHJIOIIPJI ABEKCHUMA MOXHO TNpUMEHSTh Kak B
MOHOTEpAINH, TaK U B COCTaBe KOMOMHUPOBAHHOM Tepanuu (cM. pasaenst 4.3, 4.4, 4.5 u 5.1).
Pexomenyemas HadanbHast 103a cocTaBisieT 4 Mr 1 pa3 B CyTKH.

Y DanMeHTOB C BBIPAKEHHOW AaKTHMBHOCTbIO CHCTEMbl PEHUH-aHIMOTEH3HH-aJIbJOCTEPOH
(0cOOEHHO TIpHU PEHOBACKYJIAPHON THIEPTEH3MH, TUIIOBOJIEMUH W/WIM CHUKCHHUU COACPIKaHUS
AJIEKTPOJINTOB IJIa3Mbl KPOBHU, IEKOMIIEHCAIIMM XPOHUYECKOM CEpAECYHON HEAOCTATOUYHOCTU WMJIU
TSDKEJION CTENEeHH apTepUaIbHON FMIEpTEeH3HH) M0CIe IpUeMa IepBOi 103l Mpenapara MOXKeT
pa3BUTHCS BeIpakeHHOE cHIbKeHUe AJl. B Hauane Tepanuu Takue naiueHTsl JODKHbBI HAXOIUThCS
[0/l TUIATEJIbHBIM MEIUIMHCKUM HaOiojeHueM. PexomeHyemas HauyanbHasl 7103a Ul TaKUX
MAalMEeHTOB COCTaBisieT 2 Mr | pa3 B CyTKH.

B ciyuae HeoOXoauMoCTH yepe3 Mecsll Iocje Hayaja Teparnud MOXHO YBEIMYUTh 03y
npenapara 10 8 Mr 1 pa3 B CyTKHu.

B Havane Ttepanuu NEpUHIONPUIOM MOXET BO3HUKATH CHUMITOMAaTHYECKas apTephalibHas
TUIOTEH3Us. Y [alMEeHTOB, OJHOBPEMEHHO IOJYYalOIIMX JUYPETHUKU, PHUCK pa3BUTUS
apTepuanbHONl TUIOTEH3UH BBIIIE B CBA3M C BO3MOYKHOW TI'MIIOBOJIEMHEH U CHHXKCHHEM
COJCpXKAHUS DBJEKTPOJUTOB IUIa3Mbl KpoBu. Crienyer coOmoAaTe OCTOPOXKHOCTh —IpU
IPUMEHEHUU EPUHIONPUIIA Y TaHHOM IpyIIIbl MAIMEHTOB.

Pexomennyercs, 1o BO3MOXKHOCTH, IPEKpPaTUTh IpUEM AUYPETHUKOB 3a 2-3 JHSA [0
IPENoIaraeMoro Hayaja Teparuy NepruHIoNpHIIoM (cM. pasnen 4.4).

ITp1 HEBO3MOKHOCTH OTMEHHUTH JUYPETUKH, HadalIbHas 1032 IEPUHIONPUIIA JOJKHA COCTABIIATh
2 wr. Ilpu 3TOM HEOOXOAWMO KOHTPOJIHMPOBATH (PYHKIUIO TMOYEK M COJCpKAHWE Kallus B
CBIBOPOTKE KpoBU. B nanbHeiiieM, B ciaydae HEOOXOAMMOCTH, /103a IpernapaTa MOXET ObITh
yBenuyeHa. [Ipy Heo0X0AUMOCTH IPUEM TUYPETUKOB MOXKHO BO3OOHOBUTD.

VY nmanMeHToB MOXWIOTO BO3pacTa JIEUYEHUE CIeAyeT HauuHaTh C J03bl 2 MI B CyTku. llpm
HEO0OXOIUMOCTH Yepe3 Mecsl] Mociie Hayaia Tepanuu 103y MOXKHO YBEIUYUTH A0 4 MT' B CYTKH, a
3aTeM JI0 8 MT' B CyTKH C y4ETOM COCTOSTHUS (DYHKITUHU TIO4YeK (cM. Tab. 1).

Cepoeunas nedocmamouHocms

JleyeHne mnaNMEHTOB C XPOHUYECKOW CEPAEYHOM HENOCTATOYHOCTBIO IEPUHAONPUIIOM B
KOMOMHAIIUM C KajluiiHecOeperaromyuMu JAUYpPEeTUKaMH W/WIM JWTOKCMHOM W/uiau  Oerta-
azpeHo0I0KaTOpaMH, peKOMEHIYeTCsl HAaUMHATh MOJ1 TIIATEIbHBIM MEIUIIMHCKUM Ha0II0/IEHUEM,
Ha3zHayas Ipenapar B Ha4aJIbHOM /103€ 2 MTI' O/IMH pa3 B J€Hb, YTpoM. Uepes 1B Helenu JeueHus
7103a Tperapara MOKeT ObITh MOBBIIIEHA 70 4 MI' OJMH pa3 B JE€Hb IPHU YCIOBHHM XOPOIIEH

MNEPEHOCUMOCTHU O03bI 2 Mru YAOBJICTBOPHUTEIBHOI'O OTBETA HA IPOBOJUMYIO TCPAIIUIO.
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BBICOKOTO pHUCKa (TMAaLMEHTHl C HApYUICHHOW (YHKIMEH MOYeK M TEHICHLMEH K HapyIICHUIO
BOJIHO-3JIEKTPOJIMTHOTO OanaHca, MAlMeHThl, OJHOBPEMEHHO IOJIyYalollue IUYPETUKH W/HIN
COCYJIOpacIIUPAONINE JIEKAPCTBEHHBIE Ipernaparbl), J€YeHUE MAO0JDKHO OBbITh HAayaTro IMOJ
THIATETHHBIM MEIUIIMHCKUM HaOmroeHueM (cM. pazaen 4.4).

VY nanueHToB ¢ BBICOKMM PHUCKOM Pa3BUTHsS CUMIITOMAaTUYECKOM apTEPUAIILHOM THMIIOTEH3HH,
HarpuMep, CO CHKEHHBIM COJIEPYKAaHUEM DJICKTPOIUTOB MPH HATUYUH WIH 03 THIIOHATPUEMHH,
C TUIIOBOJEMHEH WM C HHTCHCUBHOW TEpalued IWypeTUKaMH, IIepel] HadaJloM IpueMa
HEPUHAONPUIIA, 10 BO3MOXKHOCTH, IEPEUNCICHHbBIE COCTOSIHUS JOJKHBI ObITh CKOPPEKTHUPOBAHBI.
Takue mokazarenu kak BenuynHa AJl, QyHKIUS MOYEK M COJAEpKAHHME Kalus B IIa3Me KPOBHU
JIOJKHBI KOHTPOJIUPOBATHCS KaK IEepe]l Ha4alloM, TaK U B IIPOLIECCE TEPAIIUH.

Ipogunaxmuxa noemopro2o uncyibma (KOMOUHUPOBAHHAS MEPANUS C UHOANAMUOOM)

VY nmanueHToB ¢ 1epeOpOBaCKYIAPHBIMU 3a00JIEBaHUSAMHI B aHAMHE3€, TEPAIUIO MEPUHIONPHIOM
CJIelyeT HAuMHATh C JI03bl 2 MI' B CYTKM B T€UEHHUE MEPBBIX JBYX HEJENb, 3aTEM, IIOBbIIIAS 103y
710 4 MI B TeUEHUE MOCIEAYIOUINX JBYX HENEb 10 IPUMEHEHUS UHAallaMuaa.

Tepanuio crneqyeT HauMHATH B Jr000€ (OT JABYX HEAedb 10 HECKOJIBKHMX JIET) BpeMs Iociie
IIEPEHECEHHOr0 UHCYJIBTA.

UBC: cnudxcenue pucka cep0edHo-cocyOucmulx OCIONCHEHUU y NAYUeHmos, paHee nepeHecuiux
UHGaAPKmM MUOKApOa u/unu KOPpoOHApHYIO Pe8acKyIAPU3AYUIO

VY nanuenToB co ctabumibHbIM TedeHueM MBC Tepanuio nepuHIONPUIIOM CIEeIyeT HAauuHaTh C
10361 4 Mr 1 pa3 B CyTKH.

Uepes 2 Henenu, Ipu XOpOUIEH MEPEHOCUMOCTH Ipenapara U C YYETOM COCTOSIHUS (DYHKIMH
MIOYEeK, /1032 MOKET OBITh yBemueHa 710 8 Mr 1 pa3 B CyTKH.

Oco0bIe I'pynnbl HaMCHTOB

Tayuenmul noscunoeo eospacma

JlumaM TOXXHIIOTO BO3pAacTa CIIEAYeT HAYWHATh TEPANuIo ¢ A03bI 2 MT' 1 pa3 B CyTKH B TEUCHHE
OJIHOH Henenw, 3ateM 1o 4 mr 1 pa3 B CyTKM B T€UEHME CIENYIOIIEH HeJenu. 3aTeM, C y4eTOM
COCTOSIHUSL (DYHKIIMU TOYEK, /103y MOXKHO YBelIMUYuTh 10 8 Mr 1 pa3 B cytku (cM. Tabm. 1).
YBenuuuBaTh 03y HIpernapara MOXHO TOJBKO NPH €ro XOpoILIeH MepeHOCMMOCTH B paHee
PEKOMEHIOBAHHOM J103€.

Ilayuenmoi ¢ noueyHol HeOOCMAamoUHOCMbIO

VY NanueHToB ¢ MOYEYHOH HEAOCTaTOYHOCTBIO /103y Ipenaparta CileqyeT MoaAOHpaTh ¢ y4eTOM

knupeHca kpeatnHuHa (KK).
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Tabauya 1: Koppeknus 10361 y MaIIMEHTOB C HAJ VLLIeHI/Ie'i!;I gﬁ%ﬁb‘qgﬁﬂ bHOCTE 0003)

KK (mn/mun) Pexomenayemas nosa
bonee nnu pasen 60 4 Mr/cyTKu
bonee nnu pasen 30 u menee 60 2 MI/CyTKH
Boinee 15 u menee 30 2 Mr 4epes JIeHb
[TaruenTs! HA reMouanm3e™®: menee 15 2 MT B JICHb JUalin3a

* lnanu3ublil KupeHc nepuxaonpuiara — 70 mur/muH. [Ipenapar ciegyer npuHUMAaTh MOCIIE MPOBEACHUS IIPOLE Ty Pl

JHaI3a.

Tlayuenmsi ¢ neuenoyHol HEOOCMAMOYHOCIBIO
[TaruenTam ¢ HapymieHneM QYHKIUU I€YeHU KOPPEKLUHU A03bl He TpedyeTcs (cM. pasnensl 4.4 u
5.2).

eTH
beszonacHocts u a3 dexruBHocTs npenapara [IEPUH/IOITPUII ABEKCHUMA y neteii B Bo3pacrte
ot 0 1o 18 neT Ha JaHHBIA MOMEHT HE YCTaHOBIEHBI. JlaHHbIE OTCYTCTBYIOT.

Cnoco0 nnpuMeHeHus

BnyTps, 01MH pa3 B CyTKH, yTPOM, IIEPE IPUEMOM UM, 3a1IMBasi CTAKAHOM BOJIBI.

4.3. [IpoTuBONOKA3aAHNS

® TUIEPYYBCTBUTEIBHOCTb K MEPUHIOIPHUITY WU K JIFOOOMY M3 BCIIOMOIaTEJIbHBIX BEIIECTB,
NEPeYUCIICHHBIX B paszzene 6.1, ApyruM HMHruOMTOpaM aHIHOTEH3HHIIPEBPAILAIOIIETO
depmenta (AIID);

® AHTHMOHEBPOTHUYECKUI OTeK (0Tek KBUHKE) B aHaMHe3e, CBA3aHHBIN ¢ IPUEMOM HHTHOUTOpa
AII®D (cMm. pazgen 4.4);

® HACJIeJCTBEHHBIN/UNONATHYECKUI aHTHOHEBPOTUYECKUH OTEK;

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

® COBMECTHOE IPUMEHEHHE C aJIMCKMUPEHOM U  JICKapCTBEHHBIMHM  IpenapaTamu,
CoJIepKALIMMH AJIMCKUPEH, Y MAallMEHTOB C CaXapHbIM TUa0eTOM W/WIIN YMEPEHHBIMHU WU
TSOKEJIBIMU HapylIeHUsIMU (PyHKIMM 1odek (CKOpocTh KiyooukoBoi ¢unbTpanun (CKD)
<60 mn/mun/1,73 M? TTOmAaM TOBEPXHOCTH Tena) (cM. pasaensl 4.5 n 5.1);

® COBMECTHOE NPUMEHEHHE C aHTaroHucTamu peunentopoB aHrumoreHsuHa II (APA 1) y
MaIlMeHTOB ¢ AuadbeTrndeckor Hedpomnaruei (cMm. pazaen 4.4);

® COBMECTHOE NPHMEHEHHEe C KOMOWHUPOBAaHHBIMH JIGKAPCTBEHHBIMH TIperapaTaMH,
CoJIepXKalIMMu BajicapTad + cakyoutpud (cm. pazaensi 4.4 u 4.5);

® SKCTpaKoprHopajbHas Tepanus, BeAyllas K KOHTaKTy KPOBU C OTPHUIIATEIBHO 3aps’KEHHBIMU

MOBEPXHOCTAMH (CM. pazzen 4.5);
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€MHCTBEHHON ()YHKIIMOHUPYIOIICH MOYKH (CM. Takke pasnuen 4.4).

4.4. OcoOble ykazaHusl M1 Mepbl NPeI0CTOPOKHOCTH NPH NIPUMEHEHUH

[Ipenapat ciieqyer Ha3HauaTh C OCTOPOKHOCTBIO B CIEAYIOIIUX CIIy4asiX: JIBYCTOPOHHMI CTEHO3
IIOYEUHBIX APTEPHUIl WIM CTEHO3 apTepU €JUHCTBEHHON (PYHKLIMOHUPYIOIIEH MOYKH, TOYeHHas
HE/I0CTaTOYHOCTh, CHUCTEMHbIE 3a00JieBaHMsI COEAMHUTENILHOW TKaHU (CUCTEMHas KpacHas
BOJIYAHKA, CKJIEpPOJAEpPMHUS U [1p.), Tepanus HMMYHOCYIPECCOpaMH, aJIOIIypUHOJIOM,
NpOKauHAMUIOM (PUCK pa3BUTHS HEUTPONCHUHU, AarpaHyJIOMTO3a), CHIDKEHHBIH 00BbeM
LUPKYJINPYIOIIEeH KpoBH (IIpUEM IUYpPETUKOB, OeccoieBas UeTa, pBOTa, Juapes), CTeHOKapaAus,
LepeOpOBACKYIIApHbIE 3a00J€BaHUs, PEHOBACKYJISIpHAs TMIIEPTEH3Ms, CaxapHbId aualder,
NEPBUYHBIM  T'MIIEpAIbIOCTEPOHU3M, XPOHMUYECKas  CepAeYHas  HENOCTaTO4HOCTh [V
¢yHkumoHanpbHOTO Kiacca 1o  kiaccupukammun  NYHA, coBMmMecTHOe  NpUMEHEHHE
KajuiicOeperaoumx JAWypeTUKOB, IpenapaToB Kajius, KaluicolepXalluX 3aMeHUTeleH
IUILEBOM CONM M JIUTHUS, AIMCKUPEHA U MpenapaToB, COAEPKAIIUX AIUCKUPEH Yy MalUeHTOB 0e3
caxapHOro auadera Wwin HapyleHUH (yHKIMM MOYeK, aHTarOHUCTOB PELIENITOPOB AHTMOTEH3HHA
II (APA 1II) y manuentoB 0e3 amabeTnyeckol HeppoONaTuu, TUNEPKATHEMUs, XUPYPrHUECKOE
BMEIIATENILCTBO/00MIast aHECTE3 s, TEMOINANIN3 C HCIIOJIb30BAaHHEM BBHICOKOIIPOTOYHBIX MEMOpaH,
JeceHcuOnu3upyomas Tepanus, adepe3 JIUIONPOTEeMHOB HU3KoM muoTHocTH (JIITHII),
COCTOSIHUE nocie TPaHCIUIaHTAllUN HIOYKH, aopTaJIbHBIN CTE€HO3/MUTPAJIbHBIN
cTeHo3/runeprpoduyeckas OOCTPYKTHBHAas KapAMOMHONATHS, IPUMEHEHHE Yy TaIHeHTOB
HErpOUJHOM pachl.

Cradounpaas UBC

HpI/I pa3BUTHU 000ro OIInU304a HeCTaOMIbHOM CTCHOKApAWU B TCYCHHUEC IICPBOT'0 MECALla TCPAIINU
NEPHUHAOIIPUIIOM CIIECAYCT OLUCHUTH MPECUMYIICCTBA U PHUCK 10 MMPOAJOJIZKCHHA TCpaIllnuu.

AprepraibHasi THIIOTEH3 S

Nuru6uropsr AII®D moryt BeI3bIBaThH pe3koe cHmxkeHne AJl. CuMmntoMaTHueckas apTepuanbHas
TUIIOTEH3MsI PEIKO Pa3BHUBAETCSA Yy IMALUEHTOB C HEOCJIO)KHEHHBIM TEYEHHEM apTepUaIbHOU
runepreH3uu. Puck upeamepHoro cHkeHus A/l moBbIIIEH Y MaMeHToB co cHKeHHbIM OLK,
YTO MOXKET OTMEYaThCsl Ha (POHE Tepanuu JUypeTHKaMu, IPHU COOJII0IEHUH CTPOroi GecconeBoit
JUETHI, AMANN3E, AMApEE U PBOTE, a TAK)KE Y MALIUEHTOB C TSAXKEJION CTENIEHBIO PEHUH-3aBUCUMON
runepren3uu (cMm. pasnenst 4.5 u 4.8). Cumnromaruyeckas apTepualbHas THIIOTEH3HUSI MOXET
HaAOJII0/IaThCS Y MalMEHTOB € KIMHUYECKUMHU MPOSBICHUSIMH CEPI€YHON HETOCTaTOYHOCTH, BHE
3aBHCHUMOCTH OT HQJIMYHUSl MOYEHYHON HEIOCTAaTOYHOCTH. DTO OoJjiee BEPOATHO Yy MAI[MEHTOB C
CEpJCYHOM HENOCTaTOYHOCTBIO TSDKEJIOM CTENEHH, KAaK pEeakuus Ha IpPUEM «IETJIEBBIX)»

JAUYPCTUKOB B  BBICOKHUX 034X, THUIIOHATPUCMHIO WA (I)YHKL[I/IOHS.JIBHYIO MMOYCUYHYIO
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apTepUaNtbHON TUIIOTEH3UH HEOOXOAMMO TIIATENBbHO KOHTponupoBath AJl, GyHKIMIO mouek u
CoJIep’KaHuE Kallusl B CBIBOPOTKE KPOBH B HayaJle TEPANIMU U MPHU 110A00pE 103bl NEPUHIONIPUIIA
(cm. paznensr 4.2 u 4.8).

[TonoOHbIi momxom mnpuMensiercss Wy mnamueHToB ¢ MBC wm  nepeGpoBacKyIsipHBIMU
3a00JIeBaHUAMH, Y KOTOPBIX BBIPDOKCHHAS apTepualibHasi TUIOTCH3US MOXET NPUBECTH K
uHpapKTy MUOKap/a WIK HApyILIEHHUIO MO3TOBOTO KPOBOOOPAIIICHHS.

B cnyuae pa3BuTus apTepuanbHON FMIOTEH3UN MAUEHT JA0JKEeH ObITh MepeBeieH B MOJIOKEHUE
«J1eXa» Ha CIUHE C MPUIIOJHATHIMU HOTaMu. [Ipu HEOOXOAMMOCTH CleayeT BOCIOIHUTL 00beM
LUPKYJIUPYIOLIE KpOBM INpU IMOMOLIM BHyTpuBeHHoro BBenaeHus 0,9 % pactBopa Harpus
xnopuja. [Ipexoasimas aprepualibHas TUIIOTEH3US HE ABJIETCS IPENATCTBUEM /IS 1ajbHEMIIEro
npuema npenapata. [Tocie BoccranoBienust OLIK u A/l neueHne MOKeT ObITh MTPOJOIIKEHO.

Y HEKOTOPBIX MAIIMEHTOB C XPOHUYECKOU cepaeuHoi HenocTaTouHoCcThio (XCH) 1 HopManbHbIM
WIA CHIKEHHBIM AJl MepHHIONPHUI MOXKET BBI3BIBATH JOMOJHHUTEIbHOE CHMXeHue AJl. Drtor
s dexT nmpeackazyeM 1 00bIYHO He TpeOyeT npekpaieHus Tepanun. [Ipu mosBieHun CHMITOMOB
BBIpQXXEHHOTO CHUKEeHHsI A/l creayeT yMEeHbIIUTh 103y Mpenapara Wil MPeKpaTUTh ero IprueM.

MuTtpanbHBEIN CTEHO3/ a0pTAILHBIN CTEHO3/ FI/IHeDTDOd)I/I‘-ICCKaH O6CTDVKTI/IBH8.H KapAnOMHOIIaTHUA

[lepunnonpun, kak U apyrue MHruOUTOpsl AIID 10JKEH € OCTOPOKHOCTHIO HA3HAYATHCS C
MUTPAJbHBIM CTEHO30M, a TaKK€ MallMeHTaM C OOCTPYKLHMEH BBIXOJHOTO TpaKTa JIEBOI'O
KelyJouKa (a0pTaJIbHbIHA CTEHO3, TUIepTpopHrUecKast 0OCTPYKTUBHAS KapJMOMHUOIIATHS).

Hapyiienue d)VHKHI/II/I NOYCK

[Taiuentam ¢ moveunoi HemocrarouHocThio (KK menee 60 Mi/MUH) HaudaabHYIO 103y
nepuHjonpuia BbIOMpaloT B 3aBucuMocTH OT 3HaueHuss KK (cm. pasnmen 4.2) u 3arem B
3aBHCUMOCTH OT TepaneBTU4YecKoro s¢dexra. s TakuxX MarueHToB HEOOXOAUM pEryJspHBIM
KOHTPOJIb KOHIIEHTPAIUK KPEaTHHNHA U KaJlusl B CBIBOPOTKE KPOBHU (cM. pazzen 4.8).

ApTtepuanbHas TUIIOTEH3Hs, KOTOpasi HHOT/Ia pa3BUBaeTcs B Havalie nmpruema HHruoutopos AllD
y nanueHtoB ¢ cuMmnromarnyeckoit XCH, MoxeT mpuBeCTH K yXyALIEHUIO (YHKIUU MOYEK.
B03M0HO pa3BUTHE OCTPOM MOUEUYHOM HEAOCTATOUHOCTH, KaK MPaBHIIO, 0OpPaTUMOM.

Y nauMeHToB € JBYCTOPOHHUM CTE€HO30M IIOYEYHBIX AapTEpUH WJIM CTEHO30M apTEpUu
€IMHCTBEHHOM MOYKHU (OCOOEHHO MpU HAJIMYUK MMOYEYHOW HEAOCTATOYHOCTH) Ha (OHE Teparuu
uHruoutopamu AII® BO3MOXKHO TOBBIIIEHHE KOHIIEHTPAI[MM MOYEBHMHBI M KpeaTUHUHA B
CBIBOPOTKE KPOBH, OOBIYHO MPOXOASIIee MpU OTMEHE Tepamuu. J[OmoIHUTENbHOE HalIu4He
PEHOBACKYJISIpHOW TUNEPTEH3UH OOYCIAaBIMBACT TOBBIIMIEHHBIH PHUCK PAa3BUTHUS  TSDKEJIOM

apTepHaJILHOfI TUMIOTCH3WHU M ITIOYCUHON HEAOCTAaTOYHOCTH Y TaKUX IMALIUCHTOB.
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Jledenrne TakuxX NANMEHTOB HAYMHAIOT IO THIaTeJ'IBgB'_II\/; %ﬁ&&% HH'abJIIOD,'BHI/IEM C

NPUMEHEHHEM HU3KHUX JI03 Mpernapara U JaTbHEWIIUM aJeKBaTHBIM momoopoM n03. Cremyer
BPEMEHHO ITPEKPATUTH JICYEHUE TUYPETUKAMH U MPOBOJAUTH PETYISPHBIA KOHTPOJIb COJIEPHKAHUS
KaJIMsl ¥ KpeaTMHUHA B TUIa3M€ KPOBHU Ha MPOTSXKEHUU NIEPBbIX HECKOJIBKUX HEEb TEPAIUH.

Y HEKOTOphIX TAIlMeHTOB C apTepPHAIBHONW THIEpTeH3ueHd O0€3 yka3aHus Ha HaJId4due
MPEIIIECTBYIOMIETO 3a00JIEBaHUS COCYIOB IMOYEK MOKET MOBBIIIATHCS KOHIICHTPAIHSI MOYCBUHBI
Y KpeaTMHUHA B CBIBOPOTKE KPOBH, OCOOECHHO MPHU OJJHOBPEMEHHOM IMPUMEHEHUH JUYPETUUECKUX
cpencts. JlaHHbIe H3MEHEHUs 0OBIYHO BRIPAKEHBI HE3HAYNUTEIBLHO U HOCSIT 0OpaTUMBIN XapakKTep.
BeposaTHOCTh pa3BUTHS 3TUX HAPYIICHUH BBIIIEC Y MAIMEHTOB C MOYEYHOM HEJIOCTATOYHOCTHIO B
aHamHe3e. B Takux ciaydasx MOXET MOTpeOOBAThCsl OTMEHA WM YMEHBIICHHE 03Bl
MIEPUHIOTPUIIA W/ UITU TUYPETUKA.

I'emoguanu3s

VY nanueHToB, HAXOAAIIMXCS HAa TeMOUAIN3€e C UCIIOIb30BAaHUEM BBICOKOIIPOTOYHBIX MEMOpaH,
OBLITM OTMEUYECHBI CITyYau Pa3BUTHS aHAPIAKTHYECKUX PEAKINi Ha (POHE Teparui HHTHOUTOpaMU
AII®. B mogo0HBIX CUTYAIUSAX CIIEYET PACCMOTPETh BO3MOKHOCTh HA3HAYCHHUSI THTIOTEH3UBHOTO
mpernapara Jpyroro Kiacca Wid UCHOJIb30BaHUS AUATU3HON MEMOpPAHbI IPYroro TUIA.

TpaHcnaHTaMs HOYKH

JlanHble O MNPUMEHEHMM [EPUHAONpPUIA Yy NAUEHTOB IOCJA€ TPAHCIUIAHTALUU IOYKU
OTCYTCTBYIOT.

PenoBackynsipHas THIIEPTCH3US

VY m[anmueHToB € JIBYCTOPOHHHMM CTEHO30M IIOYEYHBIX apTepuil WIM CTEHO30M apTepHH
€MHCTBEHHON (YHKIIMOHUpYIOLIEeH nouku Ha ¢oHe Tepanuu uHruouropamu AIID Bozpacraer
PHUCK pa3BUTUS apTEPUAIbHON TMIIOTEH3UH U IOYEYHON HEIOCTAaTOYHOCTH (CM. paznen 4.3).
[IpuMeHeHHE NAUYPETHKOB MOXET OBITh JOMOJIHUTENbHBIM (AKTOPOM pHUCKA. YXYAILICHHE
(GYHKLIMU MOYEK MOKET HaOJI0AaThCs yXKe NpU HE3HAYUTEIbHOM H3MEHEHHMH KOHIEHTpaluu
KpeaTMHHHA B ChIBOPOTKE KPOBH, AK€ y MAlMEHTOB C OJHOCTOPOHHHMM CTEHO30M IMOYEYHOMN
apTepuu.

FI/IHGD‘IVBCTBI/ITCHBHOCTB/ AHTMOHEBPOTUYECKUN OTEK

[Tpu npueme unrudutopoB AIID, B TOM ymcie U NEPUHAONPUIA, B PEIKUX CIy4yasX U B JII000M
nepuojie Tepanuu MOXeT HaOIIoAaThCsl pa3BUTHE aHTMOHEBPOTUYECKOTO OTEKa JIUIA, BEPXHUX U
HUOKHUX KOHEYHOCTEH, TyO, CIM3UCTBIX 000JI0YEK, S3bIKa, TOJIOCOBBIX CKJIAJIOK W/WIM TOpPTaHU
(cMm. pazgen 4.8). Ilpu mosBIEHMM CUMITOMOB IpHUEM Mpenaparta JOJKEeH ObITh HEMEIJICHHO
IpeKpallleH, a MaUeHT JO0JDKEH Ha0toJaThes 0 TeX MOp, MOKa MPU3HAKU OTeKa HE UCUE3HYT

MOJIHOCTHIO. Eciin 0Tek 3aTparuBaeT TOJIBKO JIUIIO U T'YObI, TO €T0 MPOSIBIEHUS OOBIYHO MPOXOJISAT
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CaMOCTOATCIBbHO, XOTA A JICUHCHHUA CHMIITOMOB M(J;l V_T:HB%E[HTTL%E I:A_II{:[-‘I/I:F]I:IETIalMI/IHHI)Ie

CpEICTBa.

AHTMOHEBPOTUUYECKUN OTEK, CONPOBOKIAIOIIMICS OTEKOM TOpTaHU, MOXKET IPHUBECTH K
aetanbHOMy Hcxony. OTek fA3blKa, TOJOCOBBIX CKJIAJOK MM TOPTAHM MOXKET NPUBECTH K
OOCTpYKIMH JIbIXaTeabHbIX IyTel. IIpu MosiBI€HNH TaKMX CUMITOMOB TpeOyeTcsi HEOTIOXKHas
Tepanus, B TOM YHCIe, TOJKOKHOE BBEACHHE dMHHEPpUHA (aapeHanuHa) u/wim obecreueHue
IPOXOJUMOCTU JIbIXaTeNbHbIX IyTed. [lallueHT [OJKeH HaxOOUThCs IMOJ  TILATEIbHBIM
MEIUIUHCKUM HaOJI0EHNUEM JI0 ITOJIHOTO U CTOMKOI0 MCUE3HOBEHUSI CUMIITOMOB.

VY NanueHToB C AHT'MOHEBPOTUYECKMM OTEKOM B aHaMHeE3€, HE CBS3aHHBIM C IPUEMOM
uHruouTopoB AII®D, MokeT ObITH MOBBIIIEH PUCK €r0 Pa3BUTHUS MPHU MPUEME MPENapaToB dTOU
rpymisl (cM. pasnen 4.3).

B peakux cinywasx Ha ¢one Tepanuu uHruouropamu AlID pa3BuBajcs aHIMOHEBPOTUYECKUN
OTeK KHIeyHuka. [Ipu 3TOM y manueHToB OTMevajnach 00Jb B JKMBOTE€ KAaK M30JMPOBAHHBIN
CHMIITOM WJIA B COUYETAHUU C TOITHOTOW M PBOTOM, B HEKOTOPBIX CIy4asx 0€3 MpeAnIecTBYIOIIEro
AQHT'MOHEBPOTUYECKOTO0 OTEKa JHlla M Ipu HopManbHOM YypoBHe Cl-ascrepassl. [luarnos
yCTaHaBJIMBAJICS C IOMOIBI0 KOMIIBIOTEPHON TOMOTpaguu OPIOIIHOM MOIOCTH, YIBTPa3ByKOBOTO
UCCIICIOBAaHUS. WJIM TIPU  XUPYPrU4eckoM BMelaTesnbcTBe. CHMOTOMBI  HMCYE3aId  IOCIe
npekpameHus npruema HHruouTopo AII®. [TosToMy y manueHToB ¢ 0OJIbI0 B 00JIACTH KUBOTA,
nonyvaromux uHruOuTopel AIID, npu npoeaenuu auddepeHnnanbHON  AUArHOCTHKH
HE00XO0/IMMO YUMTBIBATh BO3MOXKHOCTb Pa3BUTUSI aHTMOHEBPOTUYECKOI'O OTEKA KMILIEUHUKA (CM.
pazzaen 4.8).

CoBMecTHOE OIPHUMCHCHHC Cc KOM6I/IHI/IDOBaHHBIMI/I JICKAPCTBCHHBIMHU openaparamu,

COZIEPKAIIIMMHU BaJICAPTaH + CakyOUTPUII

CoBMecTHOE NpPUMEHEHUE MEepPUHAONpPUIa C  KOMOMHUPOBAaHHBIMH  JIEKAPCTBEHHBIMU
npenapaTami, CoJepKallliMHU BajcapTaH + cakyOWTpHJI, MPOTUBOINOKA3aHO, TaK KaK MOBBIIICH
PHCK Pa3BUTHUSI aHTHOHEBPOTUYECKOTO OTeKa (cM. paszen 4.3).

[IpumeHeHre KOMOWHHPOBAHHOTO JIEKAPCTBEHHOTO IIperapara, COJEepIKallero BajcapTraH -+
caKyOUTpHII, BO3MOYKHO HE paHee, ueM yepe3 36 4acoB MocIIe MOCIEAHEro prueMa NepruHAonpua.
[TpuMeHeHMe epHHIONPHIIa BOZMOXKHO HE paHee, yeM dyepe3 36 4acoB rociie npueMa nocieHen
710361 KOMOMHHAPOBAaHHOTO JIEKAPCTBEHHOTO Tperapara, CoIeprKallero BajcapTal + cakyOuTpuiI
(cm. paznenst 4.3 u 4.5).

[Ipu coBmecTHOM mnpueme uHTHUOUTOpoB AIID C ApyrMMu HHTUOMTOpaMHM HEMPUIM3HHA
(HampuMep, paneKkaJoTPHIOM) MOKET ObITh MOBBIIIEH PUCK Pa3BUTUS aHTMOHEBPOTHYECKOTO

oteka (cm. paszmen 4.5). Y manueHToB, MOJYYAIINX MEPUHIONPUII, TMepe]] HA4ajloM JICUEHUS
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UHrHOMTOpaMu  SHKedanuHassl  (HampuMep, DaHeKA}[OTDﬂ%IEWJe%%;H\;J "r|1po13ecm

TIIATEIbHYIO OLIEHKY COOTHOILICHUS M10JIb3a/PHUCK.

CosMmecTHOEe npuMeHenne ¢ uaruounrtopamMu MTOR (HampuMep, CUPOJIUMYCOM, IBEPOIUMYCOM,

TCMCI/IDOJ'II/IMVCOM)

CoBmectHoe npumeHeHue nHruoutopa AII® m wmarnOburopa mTOR (Hanpumep, cuponumyc,
ABEPOJIUMYC, TEMCHPOIUMYC) MOXET CONPOBOXKIATHCA TMOBBIIMIEHHBIM PHUCKOM PpPa3BUTHUSA
AHTMOHEBPOTUYECKOTO0  OTeKa (HampuMmep, OTeK JIbIXaTeJbHbIX IyTEeH WM  S3bIKa,
COTPOBOXKAAIOIINICA UM HE COMPOBOXKIAIOIIMICS HAPYIICHUEM JbIXaTeIbHON (QYHKIUH) (CM.
paznen 4.5).

AHaduTaKTUYECKUE PEAaKIMU IPU MPOBEICHUU adepesa JMIMONPOTEMHOB HU3KOW IMIOTHOCTH

JITTHIT

B penkux ciydasx y manueHToB, Moxyqamux tHruoutops AIID, npu npoBeaeHnu mpoueaypsl

adepesa JIITHII ¢ ucnonp3oBaHUEM JEKCTPaH CyabdaTa MOTYT Pa3BUBATHCS YIPOXKAIOIIHNE KU3HH
aHadunakTouuble peakuuu. Jlis mpepoTBpaieHus aHaQUIAKTOUIHON pEaKIUu CIETyeT
BPEMECHHO IIpeKpamiath Tepanuio nHruoutropom AIID nepexn kaxmoi nmpoueaypoit adepesa.

AHad)I/IJ'IaKTOI/IHHBIe PCaAKIIMH IIpH IMMPOBCACHUN HGCCHCHGI/IHI/ISaHI/II/I

HmeroTcs OTHeNbHbIE COOOINEHUS O Pa3BUTHM aHA(PHIIAKTOMJHBIX peakUuil y NalHueHTOB,
noiyJaromux THruoutopsl AII® Bo Bpems JeceHCHOMIU3NPYIOIIEH Tepanuu, HaupuMep, S10M
NEPENOHYATOKPBIIBIX HACEKOMBIX. Y OTUX [allMEHTOB I[OJ00HBIE pEAKIUH YIaBaloCh
HOPEJOTBPATUTh IIYTEM BpPEMEHHOM OTMeHbl HMHruOuTOpoB AIID, HO mHpu ciydailHOM WK
HEaKKypaTHOM BO300OHOBIJIEHUH JICUEHUS PEaKI[MH MOTJIA PA3BUThCS BHOBbD.

HaDVHIeHI/IG d)VHKHI/II/I IICYCHU

B penxux cayuasx Ha ¢oHe mpuemMa MHTHOUTOpoB AIID HaOmIOMAICS CUHIPOM pPa3BUTH
XOJIECTAaTHUECKOW JKEITYyXH C MepexofoM B (yJIbMUHAHTHBIM HEKpPO3 MEYeHH, HHOIAa C
JeTalbHbIM UCX0A0M. MeXaHu3M pa3BUTHS 3TOr0 CUHApPOMa HesiceH. [Ipu MosiBIEHUH KEeNTyXH
WIA 3HAYUTEIFHOM TIOBBIIICHUH AaKTUBHOCTH «IIEUYEHOYHBIX» (epMEHTOB Ha (hOHE mpuema
uHruoutopoB AlIlID crenyer mpekparuth npuem npenapara (cM. paszzaen 4.8), mauueHT J0KEeH
HaXOJIUTHCS 10T COOTBETCTBYIOLIUM MEAUIIMHCKUM HAOJII0ICHUEM.

HeitTponenuns/arpad yJIonuTo3/TPOMOOLIMTOIIEHU/aHEMHUS

Ha ¢oune mnpuema wunruburopoB AIID wMoryr BO3HHMKAaTh HEWTPOIEHUS/arpaHyIOLHUTO3,
TPOMOOLIUTONEHHS U aHEMUS. Y MallMeHTOB C HOpMaIbHON (YHKIIMEH MOYeK U IpU OTCYTCTBUU
JPYTUX OTATOIIAIOUINX (HaKTOPOB HEHTpoIeHus pazBuBaercs penko. C 0co0oi 0CTOPOKHOCTBIO
CIIEAYIOT TPUMEHATh TMEePUHAONPHWII y TAIMEeHTOB C CHCTEMHBIMH 3a00JeBaHUSAMU

COCIMHUTEIIbHON TKaHU, Ha (OHE TMpHeMa HMMYHOJAENPECCAHTOB, aUIONypUHOJA WU
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IMpoKanHaMuJaa, UJin Mpu COYECTaHUH I3TUX q)aKTODOB DI/ICQT OCI%QH‘H% MHH‘H/IETICXOHHOFO

HapylmeHus QyHKIMHA TOYeK.

Y HEKOTOpHIX MAIIEHTOB BO3HUKAIHM TSDKENble MH(EKIHH, B psAe CIydyaeB, YCTOHUYMBBHIE K
MHTEHCUBHOW aHTHOMOTHMKOTepanuu. [lpm Ha3HAYEHWM NEpPUHAONpHIA TAaKUM HalUeHTaM
PEKOMEHIYeTCsl IEPUOTUUECKH KOHTPOJIMPOBATh COJIEPKAHUE JICUKOIIMTOB B KpOBHU. [larueHTs!
JIOJDKHBI COOOIIATh Bpavy O JIIOOBIX MpU3HaKaxX MH(PEKIIMOHHBIX 3a001eBaHni (Hanpumep, 00Jb B
ropJie, JMX0pajKa).

OTHUYECKHE PA3ITNYUS

Crnenyer y4uThIBaTh, YTO y MALIMEHTOB HETPOMIHOM pachl pUCK Pa3BUTHS aHTHOHEBPOTHYECKOIO
oreka Oozee BbicOK. Kak u npyrue maruburopsl AIl®, nepunmonpun meHee 3ddexkTuBeH B
OTHOLIEHUU CHMKEHUS A/l y maliMeHTOB HETPOUTHOM pachl.

JlanHbIi 3¢ GeKT BO3MOXKHO CBS3aH C BBIPAKEHHBIM I1Pe00J1alaHueM HU3KOPEHHHOBOI'O CTaTyca
y MallUEHTOB HETPOUJHON PACHI C apTEpUAIBHON THIIEPTEH3UEH.

Kawenp

Ha ¢one tepanum naruéuropom AIID MokeT BO3HUKATh YHOPHBIH CyXOH Kamleib, KOTOPBIHA
IIPEKpAIaeTCsl IOCJIe OTMEHBI IIpenapara. OTO CIENYyeT Y4YWUThIBaThb IIPpU INPOBEACHUU
TuQdepeHIanbHON TMarHOCTUKY KaIlIs.

XuUpypruyeckoe BMELIATEN5CTBO/001as aHECTE3 U

VY nanueHTOB, KOTOPBIM IUIAHUPYETCSl MPOBEACHHE OOIIMPHBIX ONEpanuil WM MpPUMEHEHHE
CPEICTB JUIsl aHECTE3UH, BBI3BIBAIOLINX apTEPUAIIbHYIO TMIIOTEH3HI0, IPUMEHEHUE IEPUHAOIIPUIIA
MOXeET 0JIOKUpOBaTh 0Opa3oBaHue aHrMoTeH3uHa Il Ha (hoHe KOMIIEHCaTOPHOTO BEICBOOOXKICHUS
peHuHa. JledeHne cienyeT IpeKpaTUTh 3a CYTKH 10 onepauuu. IIpm pa3sButum aprepuaabHOR
TUIIOTEH3UHU 10 YKa3aHHOMY MEXaHU3My cieayeT nojaepxusarh A/l myrem Bocnonnenust OLK.

' nnepkammneMus

['mnepkanuemMuss MOKET pa3BUBATbCS BO BpeMs JiedeHus uHruouropamu AIID, B Tom uucine, u
nepusjonpuioM. dakropamMu pucKa THIEPKATUEMHUM SBISIOTCS MOYEYHAsl HEAOCTATOYHOCTb,
CHIW)KeHME (QYHKIMM T[04YeK, Bo3pacT crapuie 70 ier, caxapHblii JaMabeT, HEKOTOphIE
COITYTCTBYIOIIME COCTOSIHUSA, B YaCTHOCTH JETUApATALUs, OCTpask CEpAedHas HEJOCTaTOYHOCTb,
MeTa0OJIMYECKUI allu03 U COBMECTHBIM MpHeM KajauiicOeperaronmx AMYpeTHKOB (TakuX Kak
CIUPOHOJIAKTOH M €ro MPOM3BOJAHOE DJIUIEPEHOH, TPHUAMTEpPEH, aMUJIOPHJ), MHILIEBbIX
N00aBOK/TIpenapaToB Kalus WIM KalUCOAEp)KAIlUX 3aMEHMTENeHd NUILEBOW COJH, a TaKxke
OpUMEHEHHE APYruX MpenapaToB, CIIOCOOCTBYIOUIMX MOBBIIMIEHUIO COACP)KAHUS Kalus B KPOBU
(HampuMep, TemapuH, KO-TPUMOKca3ol ((pUKCHUpoBaHHAs KOMOMHAIMs Cylb(paMeTokca3oia u

TPUMETOTIPHMA).
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KAIMACOAEP/KAIMX 3aMEHUTEIECH IMINEBOM COJM MOXKET IIPUBECTH K 3HAYUTEIBHOMY
MIOBBIIICHUIO COJICPXKAHUS KAIHUS B KPOBH, OCOOCHHO y IMAIMEHTOB CO CHIDKEHHOW (pyHKIMeH
noyek. ['WmepkamuemMuss MOXET TPUBECTH K CEPbe3HBbIM, WHOT/A (aTalbHBIM HapyHICHUSIM
cepaeyHOro pur™a. Eciim HEoOX0IUM COBMECTHBIN NpPUEM NMEPUHIONPWIA U YKa3aHHBIX BBIIIC
IpenapaToB, JEUYCHHE JODKHO MPOBOJUTHCS C OCTOPOKHOCTHIO HA (POHE PETYISIPHOTO KOHTPOJIS
COJIepKaHUsl KaJlusl B CBIBOPOTKE KPOBH (cM. paszen 4.5).

ITanmeHTHI ¢ caxapHBIM I[I/Ia6CTOM

[lpy Ha3HayeHWM TMpemapara MaIlMEHTaM C  CaXapHbIM  JUa0eTOM,  MOJYYaroIluM
TUTOTJIMKEMUYECKHE CPEJCTBA AJIs MpUeMa BHYTPh WIH MHCYJIHMH, B TEUCHHE TIEPBOTO MeCsIa
teparnuu HHruouTopoM ATID HEOOXOAUMO PETYIIPHO KOHTPOJIUPOBATH KOHIICHTPAIIHIO TTFOKO3BI
B KpOBH (CM. pazzen 4.5).

IIpenapaThbl TUTHUS

CoBMecTHOE NPUMEHEHHE MEPUHIONPUIIA U NIPEnapaToB JIMTUS HE PEKOMEHAyeTcs (CM. pa3zaen
4.5).

Kannﬁc6eperalomﬂe JUYPETHKH, IIpenaparhl Kajlus, Kaaukcoaep:Kallie 3aMCHUTEIN ITHIICBOMN

COJIM U ITMIIICBBIC I[O6aBKI/I

He pexomenpyeTcsi COBMECTHOE MPUMEHEHHUE IEPUHIONIPUIIA U KATUHHCOEePETaloInX JUYPETHKOB,
a TaKKe IMpEernaparoB Kaluus, KaIWUCOIEpPKAIIMX 3aMEHUTENCH IHUILEBOM COJMM M MHUIIEBBIX
n1006aBoK (cM. paznen 4.5).
JBoitnas 6nokana PAAC

EcTb naHHbIE, CBUIETENBCTBYIOLIME O TOM, YTO COBMECTHOE NpPUMEHEHHe MHruoutopon AllD,
AQHTaroHMCTOB PELENTOPOB AHTrMOTeH3MHA Il WM alucKkupeHa NMOBBIIAET PUCK APTEPUAIBHOU
TUMOTEH3UH, TUINEPKATUEeMUN U CHIKEHHS (YHKIMM MOuYeK (BKJIOYas OCTPYH MOYEYHYIO
HE/I0CTaTOYHOCTh). Takum oOpa3om, aBoitHas O1o0kaga PAAC myreM COBMECTHOTO MPUMEHEHHS
uHruOutopoB AII®, aHTaroHUCToB penenTopoB aHruoreHsuHa Il wunm anuckupeHa He
pexkoMenioBana (cm. pasaensi 4.5 u 5.1). Eciu Tepanus ¢ moMoIbio ABOMHOM OJI0Ka Ikl MpU3HaHA
abCOJIIOTHO HEOOXOJUMOM, ee CclleAyeT HPOBOIUTH TOJBKO TOA CTPOTMM MEIUIMHCKUM
KOHTPOJIEM U NPH PETYIIPHOM KOHTPOJIE PYHKIIUH [TOYEK, COACPIKAHUS IJIEKTPOIUTOB B KPOBU U
apTEPHUAIILHOTO JaBJICHUSI.

[TpoTuBonokazaHo npumMeHeHre UHrHOUTOpoB AII®D B coueTaHnu ¢ aHTAarOHUCTaMU PELIEITOPOB
anruorensuHa Il y manueHToB ¢ quabeTrueckoil HedponaTuel U HE PEeKOMEHIYeTCs Y APYrux

nanueHToB (cM. pazzaen 4.3).
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IlepBUYHEBIN THIEPATILI0CTEPOHU3M

CMEPTHOMY OTYETY

HaLII/IeHTLI C HepBI/I‘-IHBIM FI/IHGpa.HBI[OCTepOHI/IBMOM, KaK HpaBI/IJIO, HEC BOCHpI/II/IM‘II/IBLI K
AQHTUTUIIEPTEH3UBHBIM TIpenapaTam, JeUCTBUE KOTOPBIX OCHOBaHO Ha MHruoupoBanuu PAAC.
Takum o0pa3om, MpUMEHEHHE JTAHHOTO JIGKAPCTBEHHOTO Ipernapara y TaKuX IallMeHTOB HE
PEKOMEHTyEeTCA.

BcrnoMorarennHEBIC BEIIECTBA

JlexapctBennsiii mnpemapatr [IEPUHIOIIPUJI ABEKCUMA coaepxut nakro3y. JlaHHBII

JICKapCTBEHHBIN IIpernapar He cleAyeT NpPUHHMATh NAlMeHTaM C pEeAKO BCTpedarolencs
HACJIEICTBEHHOW HEMEPEHOCHUMOCTBIO TaJlaKTO3bl, JTAKTA3HOW HEAOCTATOYHOCTHIO MIIH TIIFOKO30-

raJlakTO3HOHN MaJibabCcopOLUeEn.

4.5. B3amMmopeiicTBMe ¢ JIPYTHMH JIEKAPCTBEHHBbIMHM MpenapartaMH H Jpyrue BHIbI
B3aNMOJAeHCTBUSA

JlaHHble KIIMHUYECKUX MCCIEA0BAHUN MMOKa3bIBAIOT, UTO JABOWHAs 0J0Ka/la peHUH-aHTHOTCH3MH-
anpaoctepoHoBoii cuctemsl (PAAC) B pe3ynibTate 0IHOBPEMEHHOTO IpreMa HHruouTopoB AllID,
APA Il wunm anuckupeHa MNPUBOAUT K YBEJIWYEHUIO YaCTOThl BO3HUKHOBEHHMS TaKHX
HEKeNaTeNIbHbIX SIBICHUM, KaK apTepuaibHas TUNOTEH3Ws, THUIEPKaIHeMHs W HapylIeHUs
GyHKIMY MOYeK (BKII0OYAst OCTPYIO MOYEUHYIO HEOCTATOYHOCTH), 10 CPABHEHUIO C CUTYAIUsIMU,
KOrI'Jla IPUMEHSETCs TOJIbKO OJIMH Ipemnapart, Bo3aeiictByromuii Ha PAAC (cm. pa3gensi 4.3, 4.4 u
5.1).

JIeKapCTBEHHBIE CPEJICTBA, BHI3BIBAOIINE THIIEPKATUEMHUIO

HekoTopsie nexkapcTBeHHBIE MpemapaThl UM Mpenaparbl APYyrux (apMaKoIOTHYECKUX KIIacCOB
MOTYT TIOBBIIIATh PHUCK PA3BUTHS THUIEPKATHUEMHUU: AJTUCKUPEH U aTMCKUPEHCOJEpIKaIne
mpenaparbl, COJMU Kalus, KanuhcOeperawmme IuypeTukd, UHruoutopsl AIID, aHTaroHUCTHI
penentopoB anruorensuna Il (APA II), HecTepouHble MPOTUBOBOCHAIUTENbHBIC MpemapaThl
(HIIBII), remapuHbl, MMMYHOJEMPECCAHTHI, TaKWe KaK IUKIOCIOPUH WM TaKPOJIHMYC,
JIEKApCTBEHHBIC TIPEMapaThbl, COJAEpXKAIIUE TPUMETONPUM, B TOM YHCIE (PUKCUPOBAHHYIO
KOMOUWHaIuUIo cyibhamerokcasona u TpuMmeronpuma (Ko—rpumoxcason).

CoueraHue 3THX JICKAPCTBEHHBIX MPENapaToB MOBBIIIAET PUCK TUIIEPKATHEMUH.

CoBMECTHOE IPUMEHECHHUE MPOTHUBOIIOKA3aHO (CM. pas3acia 43)

Anuckupen u nexapcmeenHvle npenapamsl, cooeparcaujue arucCKUpeH

[IpoTrBOMOKAa3aHO y TAIMEHTOB C CaxapHBIM JTUA0CTOM W/WIM YMEPEHHBIM WM TSKEITBIM
HapylieHneM (QYHKIMH MOYeK M He PEeKOMEHAYEeTCS y JPYTHX IMalMeHTOB: BO3PACTaeT PUCK
pa3BUTHS THUMNEPKATUEMHUH, YXYAIIeHUs (DYHKIHUW TMOYEK M TOBBIMIEHUS YacTOTHI CEpJIeYHO-

COCYIUCTOH 3a00JIEBa€MOCTH U CMEPTHOCTH.

Crpanuna 12 u3 27



COOTBETCTEBYET 3KCNEFTHOMY OTYETY
13 2025 M2 6252

ot

(MO B4 .E!u:“: CTL 0003
Cosemecmuas mepanus uneubumopamu AIID u Hmazomrclmamlgbjea m-g:pjt_)lg Lzo-l;weﬂs'mta'

[TpoTuBONOKa3aHO MpuMeHeHne HHruouTopoB AIID B coueTaHUM ¢ aHTarOHUCTaMU PELENTOPOB
aaruotensuHa Il (APA II) y manueHnToB ¢ nuaberuueckoit Heppomarueii (cm. pazaen 4.3).
DKempakopnopanvhvie Memoovl 1e4eHus

OKCTpaKOpnopaabHbIe METOAbI JIEUEHHs, MPUBOJAIIME K KOHTAKTY KpPOBH C OTPHULATEIbHO
3apsHKEHHBIMU TTOBEPXHOCTSIMH, TaKHE KaK JAMAIM3 WM TeMO(QHIBTPAIs C HCIOJIb30BAaHHEM
HEKOTOPBIX BBICOKONIPOTOYHBIX MEMOpaH (Hampumep, MOJUAaKPUIOHUTPUIIOBBIE MEMOpaHbl) U
adepe3 JMIONPOTEMHOB HM3KOW IUIOTHOCTM C HCHOJb30BAHUMEM JIEKCTpaHa cCyibdara,
IIPOTHBOIIOKA3aHbI N3-3a YBEJIIMYEHUS PUCKA PA3BUTHUS TAXKEIbIX aHA(PHIAKTOUTHBIX peakuil (cM.
paznen 4.3). Eciam Takoe JseyeHHE HEOOXOIUMO, CJEIYyeT pPacCMOTPETh BO3MOXKHOCTD
UCTOJIB30BAaHUSl JIPYTOTO THIA JWATM3HOW MeMOpaHbl WIM NPUMEHEHHS JIpyroro Kiacca
AQHTUTUIEPTEH3UBHBIX IIPENapaToB.

Caxybumpun + eancapman

CoBMecTHOE NpPUMEHEHHE INEPUHIONPWIA C  KOMOMHUPOBAHHBIMHM  JIEKAPCTBEHHBIMU
IpenapaTamu, CoJIep KallluMu caKkyOuTpuIl + BajicapTaH, IPOTUBOIIOKA3aHO, TaK KakK [10/1aBJICHUE
HEMpPWIN3MHA OJHOBPEMEHHO C INpHMeHeHHueM uHruouropa AIID MoOXeT yBEIMUUTh PHUCK
pa3sBUTHsI AHTMOHEBPOTHUYECKOro oreka. [IpuMeHeHHe KOMOMHMPOBAHHOTO JIEKAPCTBEHHOTO
npernapara, CoJepKallero CakyOuTpuil + BajicapTaH, BO3MOKHO He paHee, 4yeM depe3 36 uacoB
nocje npuema IocieqHeil 1o3bl nepusHjponpuia. llpuMeHnenue nepuHaonpuiia BO3MOXHO HE
paHee, 4yeM yepe3 36 4acoB ocie nmpruemMa rnocieaHei 1036l KOMOMHUPOBAHHOTO JIEKAPCTBEHHOTO
npemnapara, coJepaliero cakyoutpui + pauacaptas (cM. paznenst 4.3 u 4.4).

CoBMecTHOE IIPUMEHEHNE HE pekoMeHnavercs (eMm. pasaen 4.4)

Anuckupen u 1ekapcmeenHvle npenapamaol, cooepicaujue atucCKupeH

VY nanueHToB, He UMEIOIINX caxapHOoro [uadera Win HapyleHus yHKIUU OYEK, OBBIIIEH PUCK
pasBUTHsI TUIEPKATUEMHUH, YXYIMIEHUS (YHKIMU TOYEeK M TOBBILIEHHUS YaCTOThl CepIAedHO-
COCYIUCTOH 3a00JI€Ba€MOCTH U CMEPTHOCTH.

Cosmecmuasn mepanus uneubumopamu AIID u anmazonucmamu peyenmopos aHeUomeH3uHa

B nurepatype cooOmianoch, 4TO y NalMEHTOB C YCTAHOBJIEHHBIM aTEPOCKIEPOTHUYECKUM
3a00JIeBaHUEM, CEpACYHOM HEeIOCTaTOYHOCThIO MM CaXapHbIM Jua0eTOM C TMOpaKeHHEeM
OpraHoB-MUIIIeHEH, ogHOBpeMeHHas Tepanusi uHruoutopom AIID u APA II cBszana c Gonee
BBICOKOM YacTOTOM pa3BUTHUSI apTepUANbHOM TUIOTEH3MH, OOMOpOKa, TUIEpPKAIUEMUU U
yXyIIIeHus: GYHKLIUHU MOoYeK (BKJIOYAsk OCTPYIO MOYEYHYI0 HEJOCTATOYHOCTD) 10 CPAaBHEHMIO C
IpUMEHEHHEM TOJIBKO OJIHOTO Ipemnapara, Biustoniero Ha PAAC. /IBoiinas 61okana (Hanpumep,
npu codetanuu uaruouropa AII® ¢ APA II) nomkHa ObITh OrpaHHYEHa OTIEIbHBIMU CITYYasiMU

C TIIATEJIbHBIM MOHUTOPUHIOM (DYHKIIUH MMOYEK, coAepxanus kanus u AJl.
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Aempamycmun

CoBMecTHOE TPUMEHEHHE MOXET MPUBECTH K MOBBIIICHUIO PHCKa MOOOYHBIX 3()h(HEKTOB, TaKUX
KaK aHTHOHEBPOTUYECKHUI OTEK.

Ko-mpumoxcaszon (cynvgpamemoxcazon + mpumemonpum)

ITpr 0THOBpEMEHHOM IPUMEHEHUU C KO-TPUMOKCa30JI0M (Cylb(haMeTOKCca30Jl + TPUMETONPUM)
MOKET MOBBIIIATHCS PUCK Pa3BUTHUS TUIICPKATUEMUH (CM. paszien 4.4).

Kanuiicoepezarowue ouypemuxu (maxue kak mpuammepen, amuiopuo), coau Kaius
['mnepkanuemus (C BO3MOXKHBIM JIETaJIbHBIM HMCXOJOM), OCOOCHHO NpH HApYIIEHUU (YHKLUU
no4vek (aaauTuBHBIC () (PEKTHI, CBI3aHHBIE C TUIIEPKATUEMHECH ).

Coueranve TEPUHIONpPUIA C BBIIICYNIOMSHYTHIMUA JICKAPCTBEHHBIMH INperapaTamMu He
pexomennayercst (cMm. pasnen 4.4). Eciu coBMecTHOE NPUMEHEHHE II0Ka3aHO, UX CIEAYyeT
HIPUMEHSATb, COOJII0/1asi MEPHI MIPETOCTOPOKHOCTU M PETYIISIPHO KOHTPOJIUPYSI COAEPIKaHUE KalUs
B CBIBOPOTKE KPOBH.

Oco0eHHOCTH TPUMEHEHHS CITUPOHOJIAKTOHA MPH CEPACYHON HEJOCTATOYHOCTH ONMCAHBI J1ajee
IO TEKCTY.

Ilpenapamul tumus

[Ipr coBMECTHOM NPUMEHEHUU IMpernapaTroB JUTHUS U UHruOUTOpoB AIID MOXkeT oTMedarhes
o0patumMoe yBeJIMUYEHHE KOHIICHTPALMU JIUTHS B CHIBOPOTKE KPOBH M CBS3aHHBIE C 3TUM
Tokcuueckue IPdexTsl. CoBMECTHOE NPUMEHEHHE MMEPUHAONpPUIa M TpenapaToB JUTHS He
pekoMenayercs. [Ipy HE0OXOAMMOCTH NPUMEHEHUS TaKOM KOMOMHAIMU celyeT MPOBOAMUTH
pEeryJsipHbIA KOHTPOJIb KOHIEHTPALUHU JIUTHS B IJIa3Me KpoBHU (cM. pazjen 4.4).

CoBMeECTHOE IIPUMEHEHME, KOTOPOE TPeOVET 0CO00M OCTOPOKHOCTH

T'unoenuxemuueckue cpedcmea (UHCYIUH, UNO2IUKEMUYecKUe cpeocmea OJisl npuema 6Hympb)
I[To pe3ynpTaTaM 3MUAEMUOIOTHYECKUX HCCIeI0OBaHUN puMeHeHne HHruouropos AIldD moxer
YCUJIMBATh TUIOTJIMKEMUUYECKUH A3PPEeKT MHCYIUHA U TUIIOTIIMKEMUYECKHX CPEJCTB s puemMa
BHYTPb BIUIOTH 10 pa3BUTHUs runornukemMuu. Kak mpasuiio, 3To HaOI0qaeTcs B epBble HEAETU
MPOBEJCHUS OJJHOBPEMEHHOM TEPANUU U y NAI[UEHTOB C HapylIeHueM (yHKIUH MOYEK.
baxnogen

YcunuBaer aHTHUrunepTeH3uBHbI 3¢ ¢dexkt wuHruoutropo AIllD. Crnenyer THIATENBHO
KOHTpOJIMpoBaTh ypoBeHb AJl u, B ciaydae HEOOXOAUMOCTH, O3UPOBKY THUIIOTEH3UBHBIX
IIpenaparos.

Kanutinecoepezarowue ouypemuxu

VY nanueHToB, MONyYaroUuX ANYPETUKH, 0COOEHHO BBIBOISIINE KUAKOCTh U/WIM COJIH, B HaYase
tepanuu nHruOuTopom AIID moxker HaOMOAATHCS Upe3MepHoe cHUkeHue AJl, puck pa3BuTus

KOTOPOIr'o MOXHO YMCHBIIUTE IMYTEM OTMCHBI IUYPETHYCCKOI'0 CPEACTBA, BOCIIOJTHCHHUEM ITOTCPHU
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NEPUHJIONPUIIA B HU3KOM J]03€ C JaJIbHEUIINM ITOCTENIEHHBIM €€ YBEIUUEHUEM.

Ilpu apmepuanvhoti cunepmen3uy 'y NAIIACHTOB, TOJIYYAIOIINX JUYPETHKH, OCOOCHHO BBIBOISIINE
KUAKOCTb W/WIM COJIM, TUYPETHUKU JOJKHBI OBITH JMOO OTMEHEHbI /10 Hayalla IMpUMEHEHUs
uaruouTopa AIID (mpu sToM KaimitHeCOeperaronmii TuypeTHK MOXKET OBITh IMO3/IHEe BHOBH
Ha3zHayeH), 6o uHruOuTop AIID nomkeH OBITH Ha3HAUYECH B HU3KOW JI03€ C JalbHEUIIUM
IIOCTEIIEHHBIM €€ YBEINUEHUEM.

Ilpu npumenenuu OuypemuKos 6 ciyuae XpoHuuecKol cepoeyHol He0OCmamo4HOCmu UHrHOUTop
AIl® nomxkeH ObITh Ha3HaUY€H B OYEHb HU3KOM 1103€, BOZMOXKHO IOCJIE€ YMEHBIICHHS O3B
IPUMEHSIEMOI0 OJTHOBPEMEHHO KaIMHHECOEPEraroIiero JuypeTHKa.

Bo Bcex ciyuasx ¢yHKUMS MoYeK (KOHIEHTpalWs KpPEeaTHHHHA) JO0JDKHA KOHTPOJIMPOBATHCS B
nepBbIe HeleIN MpUuMeHeHUsI HHTuOuTopoB AIID.

Kanuiicbepezarowue ouypemuxu (3niepeHoH, CRUPOHOIAKMOH)

[TprMeHeHue dIIepeHOHa WK CIIMPOHOJIAKTOHA B J103ax OT 12,5 Mr 10 50 MI' B CyTKM M HU3KHX
no3 uaruouropo AIID: mpu Tepanuu cepaeynoil HenocratoyHocT -1V QyHKIIMOHATEHOTO
kiacca no kinaccuduxammun NYHA ¢ dpakuueit Beidpoca neBoro xenyaouka < 40 % u panee
npuMeHsBIiuMuca uHruoutopamu AllD u «ierneBbIMU» TUYPETUKAMH, CYIIECTBYET PHCK
TUTEpKATHEMUU (C BO3MOXKHBIM JIETAIBHBIM HCXOJOM), OCOOCHHO B Cilydac HECOOJIOJICHUS
PEKOMEHIalU OTHOCUTEIILHO 3TOW KOMOWHAIMH MPETapaToB.

[lepen mpuMeHeHHEM TaHHOM KOMOWHAIIMY JIEKapPCTBEHHBIX MPENapaToB, HEOOXOAUMO YOS TUTHCS
B OTCYTCTBHH T'MIIEPKAIMEMHUH U HApyLIIeHUH (QYHKIIUU TOYEK.

Pexomennyercss peryiasipHO KOHTPOJIMPOBATh KOHLEHTPALMIO KpEaTMHUHA W Kalusl B KpPOBHU:
€KEHEJIeNIbHO B NIEPBBIN MECSI] JICYEHUSI U €KEMECSUHO B MOCIEYIOIIEM.

HIIBII, sxnouas 8vicokue 003bl ayemuicaiuyuirosou kuciomol (> 3 2/cym)

CoBmectHoe nmpumeHeHne nHruouTopoB AIl® ¢ HIIBII (auermicanuuunoBas KUCIOTa B J03€,
OKa3bIBAMOIICH MPOTHBOBOCIAIUTEIBHOE JCHCTBHE, HHTUOUTOPHI IIUKI0OKcuTreHa3si—2 (110I-2)
u HecenexktuBHble HIIBII), mMoxeT mpuBecTH K CHMKEHUIO aHTHUTUIIEPTEH3UBHOTO NEHCTBUS
unru6uropos AII®. CoBmectHoe nmpuMeHeHne nHruoutopos AII® u HIIBII moxeT npuBoaAUTH
K yXYIIEHUIO (YHKIUHM IMOYEK, BKJIOYas pa3BUTHE OCTPOH IMOYEYHOH HEAOCTaTOYHOCTH, U
YBEJIMUYEHUIO COJIEP)KaHUS KaJlis B CBIBOPOTKE KPOBU, OCOOEHHO Y MAIMEHTOB CO CHMYKEHHOH 10
Hayaja JedeHus pynkuuent nouek. Ciaenyer cob01aTh OCTOPOKHOCTh MPU HA3HAYEHUU JaHHON
KOMOWHAIMM, OCOOEHHO Y MAalMEHTOB MOXHJIOro Bo3pacTa. [lanMeHThl JOIKHBI MOTYy4aTh
a/IeKBaTHOE KOJIMYECTBO >KUIKOCTH, U PEKOMEHIYETCS TIIATEeIbHO KOHTPOJIMPOBATH (PYHKIIUIO

IMMOYCK, KaK B Ha4aJIC, TaK U B IIPOLECCEC JICUCHU .
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Payexaoompun

COOTBETCTBYET ZKCNEPTHOMY OTUETY

W3BectHO, uro wWHruOWTOphl AIID (Hampumep, NEPUHIONPHI) MOTYT BBI3BIBATH PA3BUTHE
AHTHMOHEBPOTUYECKOTO OTEeKa. PUCK €ro pa3BUTHUS MOXET OBITh TOBBIIICH MPU COBMECTHOM
NPUMEHEHUU C paleKaJoTpuiaoM (MHrHOUTOp HSHKedalnMHA3bl, NPUMEHSEMBIM IS JICYCHUS
OCTpOH Auapen).

Hueuoumopor MTOR  (muwenu panamuyuna mnexonumarowux) (Hanpumep, CUpoIUMycC,
96EPONUMYC, MEMCUPOTUMYC)

[Ipu coBmectHoM mpuMmeHeHndn ¢ mMTOR wuHrHOMTOpamMu NOBBIIIAETCS PUCK PA3BUTHUS
AHTMOHEBPOTUYECKOTo OTeKa (cM. pazzaen 4.4).

Pexombunanmmuvie mxanesvie akmusamopul niazmunozena (1tPA, armennaza)

[TatenTsl, nomy4daBre UHrUOUTOPHI AIID U monyyaromue anreriasy s TPOMOOIUTUYECKON
Tepanuu MpU OCTPOM HIIEMHYECKOM HHCYJIbTE, MOT'YT MMETh MOBBIMICHHBIA PUCK Pa3BUTHUS
AHTMOHEBPOTUYECKOTO OTEKa.

CoBMECTHOE IPUMEHECHHUE, KOTOPOE TPEOYET ONPEACICHHON OCTOPOKHOCTHU

l'unomen3usnvie npenapamul u 6a300U1aAMAMOPb

AHTHrUNepTeH3UBHBIN 3(deKkT mnepuHIonpUIa MOXKET YCWINBAaThCS INPU OJHOBPEMEHHOM
OPUMEHEHUU C JPYTMMHU TUIOTEH3UBHBIMHU, COCYAOPACUIMPSIONIMMU CPEACTBaMH, BKIIOYast
HUTPATHl KOPOTKOTO U MIPOJIOHTUPOBAHHOTO JICHCTBHSL.

I nunmunol (MUHAIUNMUH, CAKCAMUNMUH, CUMATUNMUH, 8UL0ATUNMUH)

CoBmecTHOEe mpuMeHeHHe ¢ uHruouropamu AllD MoxeT NOBBILATH PUCK PA3BUTHUA
AQHTMOHEBPOTUYECKOTO OTEKa BCJEJICTBUE CHI)KEHUS AaKTMBHOCTHM JMIIENTHAMI-NIENTHa3bI-4
(DPP-1V) nox neicTBHeM IIIMNITHHA.

Tpuyuxnuueckue anmuoenpeccanmol, AHMUNCUXOMPONHbBIE CPeoCcmea (Heupoienmuku) u
cpedcmea obweli anecmesuu

CoBmecTtHOe TmpuMeHeHHe ¢ uHruouropamu AllD MoxeT MNPUBOIUTH K  YCHIIEHHUIO
AHTUTUNIEPTEH3UBHOTO JIeHCTBUS (CM. pazaen 4.4).

Cumnamomumemuxu

MoryT 0cabnaTh aHTUTUIIEPTEH3UBHBIN 3P dekT uHrnouTopoB AllD.

Ilpenapamul 3010ma

[Tpu npumenenuu uarnOuTopoB AIld, B TOM yncie nepuHAONpHIIa, HAllUEHTaAMHU, TOJIY4aloIIUMU
BHYTPUBEHHO IIperapar 30JI0Ta (HaTpHsi aypoTHOMajar), B PEAKHX CIIydasX COOOIAIOCh O
Pa3sBUTHHM HUTPUTOUIHBIX PEAKUUN — CUMIITOMOKOMIIJIEKCE, BKIIOYAIOIIEM B CE0Sl TMIIEPEMUIO

KOXHU JIMlid, TOIIHOTY, PBOTY, aApTCPHUAJIbHYIO THIIOTCH3UIO.
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4.6. DepTHIBLHOCTD, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

[MepungonpuI MPOTHBOIIOKAa3aH BO BpeMsi OepeMeHHoCTH (cM. pa3aen 4.3).

B HacTosmMii MOMEHT HET HEONPOBEPKUMBIX SMUAEMHUOJIOTMUYECKUX JAHHBIX O TEPAaTOr€HHOM
pucke npu npueme uHruoutopo AIldD B mepBom TpumecTtpe OepeMeHHOCTH. OJHAKO HENb3s
UCKJTIOUUTHh HEOOJBIIOE YBEIMUYCHUE PUCKA BOSHUKHOBEHHS HapylUIeHWW pa3BUTHA Iuioaa. [lpu
IUIAHUPOBAaHUK OEpeMEHHOCTH, eciau Tepanus MHruoutropom AIID cuuraercs HEOOXOAUMOI,
clenyeT MepelTr Ha MPUMEHEHUE IPYTUX aHTUTUIIEPTEH3UBHBIX NPENapaToB ¢ YyCTAHOBIEHHBIM
npodunaemM 6e30MacHOCTH Ui MPUMEHEHHUs B nepuoj 0epemeHHocTH. [Ipu quarnoctupoBaHHON
OepeMEeHHOCTH, CIeyeT HEMEIUICHHO MPEKpaTHTh MpHUEM Hpenapara U, Ipu HEOOXOIUMOCTH,
HA3HAYUTh aJIbTEPHATUBHYIO TEPAIUIO.

N3BecTHO, uTO BO3aciicTBUE HHrHOUTOpOoB AIID Ha mmox Bo II u III TpumMecTpax GepeMeHHOCTH
MO>KET IPUBOJUTH K HAPYIICHHUIO €ro Pa3BUTHUs (CHIKEeHUE (PYHKIMU MOYEK, OJIUTOTHAPAMHHUOH,
3aMeieHHe OCCH(MKAMU KOCTEH uepena) W Pa3BUTHIO OCIOXHEHUH Yy HOBOPOXKACHHOTO
(moveyHasi HEIOCTaTOYHOCTh, apTEPUATIbHAS TUIIOTEH3US, TUIIEPKAINEMUS ).

Ecnu nanuenTka nonyyana unruoutopsl AII® Bo Bpems Il umm Il TpumecTtpa GepeMeHHOCTH,
PEKOMEH]IyeTCsI TPOBECTH YIbTPA3BYKOBOE 00CIEOBaHUE IJIsl OLIEHKHU COCTOSTHUS KOCTEH ueperna
U QYHKIIUH TTOYEK.

HoBopoxeHHble, Matepu KOTOpbIX mHojydanu UHruOutopbl AIID Bo Bpems OEpeMEHHOCTH,
JOJIKHBI HAXOJIUTHCS 10/ HAOII0JEHUEM U3-3a PUCKa Pa3BUTHUS apTepUaIbHONU TUIIOTEH3UH (CM.
paznensl 4.3 u 4.4).

JlakTanus

BceneactBue oTrcyTcTBUS MH(OpPMAlMKM OTHOCHUTENIBHO MPUMEHEHMs MEpPUHJONpUiIa B HEPUOJ
IPYAHOTO BCKapMIIMBAHHUS, €70 IPUEM HE peKOMeHayeTcs. [IpenouTuTenbHO MPUMEHSTH IPYTHE
npenapatsl ¢ 0ojiee U3ydeHHBIM NpoduaeM 0e30IacHOCTH B MEPUOJ TPYAHOTO BCKapMIITUBAHMS,
0COOEHHO IIPU BCKapMJIMBAaHUHM HOBOPOXKIEHHBIX MJIM HEJOHOIIEHHBIX JAETEH.

DepTHIBHOCTD

He ycraHoBieHO BIUAHUS HAa PENPOAYKTUBHYIO (QYHKINIO UK (GEePTHIILHOCTD.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEACTBAMH M padorarh ¢
MEXaHU3IMaMHUu

[lepunmonpun  ciaenyeT ¢  OCTOPOKHOCTbIO TNPUMEHSATh  IAllMEHTaM,  YIPaBISIOMIUM
TPAHCHOPTHBIMHM CPEACTBAMH M 3aHUMAIOIIUMCS BHUJAAMHU JESATEIbHOCTH, TPeOYIOUUMHU
MOBBIIIEHHON KOHLIEHTPAIIMM BHUMAHUA U OBICTPOH peakiiu, B CBSI3U C OMACHOCTHIO Pa3BUTHS

apTepHaJILHOfI THIIOTCH3HUU U T'OJIOBOKPYKCHUA.
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4.8. HexxenaTesibHbIE peaKIIUU

Pesrome npoduiist 6e3onacHocT

[Tpoduns 6e30macHOCTH MEPUHAOIPHIIA COOTBETCTBYET Mpoduiito 06e30MacHOCTH WHIHOUTOPOB
ATID.

HawuGonee yacTeie HeXeaTelbHbIE PEAKIUU IMPU TPHEME MEPUHIONPHUIA, OTMCUCHHBIC MPH
NPOBEICHUN KIMHUYCCKMX HCCIICOBAHUI: T'OJOBOKPYKCHHE, TOJIOBHAs 00jb, MapecTe3us,
BEPTUTO, HAPYILIEHUS 3pEHHs, 3BOH B yIIax, apTepHabHasi THIIOTEH3Hs, Kalllesb, OJIbIIIKA, 00JIb B
KHMBOTE, 3a110p, AUapesi, TUCreB3us (PAcCCTPOUCTBO BKYyCa), TUCIICIICHS, TOITHOTA, PBOTA, KOKHBIN
3y, KOKHAsI ChIITb, CIIA3MbI MBIIIIII, aCTCHUSI.

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIIUA

[lepeunciieHHbIC HIKE HEXENATEIbHBIC PEAKIMH, OTMEUCHHBIE TIPU MPOBEICHUN KIMHUYCCKIX
UCCIICIOBAaHUI W/WJIM TOCTPETUCTPAIIIOHHOM MPUMEHEHHWH TEPHHIONPHIIA, PUBEICHBI B BHJIE
CIIeYIOIIeH rpajanuu: oueHb yacto (>1/10); wacro (>1/100, <1/10); neuacro (>1/1000, <1/100);
peako (>1/10000, <1/1000); ouenp penko (<1/10000); HEYTOYHEHHOW YaCTOTHI (YacCTOTa HE
MOJKET OBITh TIOJICYUTAHA TI0 JOCTYITHBIM JIAHHBIM).

Tabauya 2. TabnuyHoe pe3toMe HeKeTaTeNbHBIX PeaKIIHii

MedDRA HexenarenbHble peakiuu Yacrora

Kiracchl 1 cucTemMbl OpraHoB

Hapyienust co CTOpoHbI Do3uHOpUIHS Heuacto*

KPOBH H JJUM(pATHYECKOI ATrpaHyJIOLIUTO3 WU OueHnb penko

CHCTEMBI AHIUTOINIEHUS
CHuxeHue remorinoOuHa u OueHnb penko
reMaToKpuTa
JlelikoneHUsl/HEUTPONICHUS OueHnb penko
I'emonuTnueckas aHemus y OueHb penko

MAIMEHTOB C BPOXKJIEHHON
HEJI0OCTaTOYHOCTHIO TIIFOK030-
6-¢docdaraerngporenasnbl

TpomOoruToneHus OueHsb penko
Hapyumenus co cTopoHbl I'unornukemus (cM. paznensl | Heuacto*
MeTa00JM3MAa U MUTAHUSA 4.4u4.5)

'unepkanuemus, oopatumas | Hewacto™
1ocjie OTMEHBI ITpenapara
(cm. paznen 4.4)

I'mnonarpuemust Heuacto*
Icuxnueckne Hapymenusi | JIJabuiapHOCTD HACTPOESHUS Heuacto
Hapymenue cua Heuacto
Hapyuenust co cTopoHbI ['onoBOKpy)KEHHE Yacto
HEPBHOM CHCTEM bl ["onoBHast 60J1b Yacto
[Tapecresust Yacto
Bepturo Yacto
ConnuBocTh Heuacto*
O6Mopok Hewacto*
CnyTaHHOCTB CO3HAHUS OueHnb penko
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HapyueHnus co cTopoHbI
opraHa 3peHust

Hapyenue 3penus

Hapyuenus co cTopoHbl 3BOH B yIlIax Yacto
OpraHa cjyxa u JaOUupHUHTA

Hapymenust co cTopoHbI Omyuienue cepaeOneHus Heuacto*
cepaua Taxukapaus Heuacrto*

Crenokapaus (cM. pa3aen
4.4)

Ouensb penko

AputMmus

Ouensp penko

Wudapkr muokapaa,
BO3MOJKHO, BCJIC/ICTBUE
M30BITOYHOTO CHYKEHHS Al
y TMAI[MEHTOB U3 TPYIIIHI
BBICOKOT'O PHUCKa (CM. pa3jen

4.4)

Ouensb penko

Hapyuenust co cTopoHbI
COCy10B

AprepualibHasi TUIIOTEH3H Yacto
(u30bITOUHOE CHIDKeHHE AJl)

U CBSI3aHHBIE C ITUM

CUMITOMBI

Backyaut Heuacto*

WHCynbT, BO3MOXKHO,
BCJIEJICTBHE YPE3MEPHOTO
cHkeHus AJl y manueHToB
W3 TPYIIBI BEICOKOTO PHCKA
(cm. paznen 4.4).

OueHb penko

Cunppowm Peiino

HeyTroyHeHHOM 4acTOThI

Hapyuienust co cTOpoHbI
AbIXaTeJbLHOM CUCTEMBI,
OPraHoOB IPY/AHOM KJIETKH U
CpeAOCTEeHUSs

Kamrens Yacto
OplImka Yacto
bponxocnasm Heuacto

Do3uHOUIbHAS THEBMOHUS

Ouensb penko

Punur

Ouensb penko

Kesyn04Ho-KHIICYHBIE bonb B )xuBOTE Yacro
HapyLICHUA 3anop Yacro
Huapes Yacto
Jucres3us (paccTpoiicTBO Yacto
BKYycCa)
Hucnencus Yacrto
TomHoTa Yacto
PBota Yacro
CyxocTb BO pTY Hewacrto
[Tankpeatut OueHnb penko

Hapyuenusi co cTOpoHbI
ne4yeHu u
JKeJTYeBbIBOISAIIMX MyTei

'enaTuT (xonecrarnueckuit
WA IUTOJIUTUYECKUN) (CM.
paznen 4.4)

Ouens penko

Hapymenusi co cTOpOHBI
KOKHM M MOAKOKHBIX
TKaHel

KoxHb1l1 3y11 Yacto
KoxHas chlllb Yacto
Kpanusnuna (cum. pazzgen 4.4) | Heuacto
AnruoneBporudeckuii orek | Heuacto

JIM1a, KOHEYHOCTEH, TYO,
CIIM3UCTBIX 000JI0YEK, SI3bIKA,
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ropranu (cM. pazzaen 4.4)

Peakmust Hewacro*
(hOTOYYBCTBUTEIHHOCTH

[emduronn Heuacto*
[ToBbilIeHHOE Heuacto
MTOTOOT/ICTICHHE

O6ocTpeHue rcoprasza Penko*

MuoromopdHas spurema

Ouensp penko

Hapymenust co cTopoHbI

MpuleyHslie cria3mMbl

Yacrto

NMO4YeK U MOYeBbIBOISIIIINX
myTei

MBIIIEYHOI, CKeJIeTHOH 1 ApTtpanrus Heuacto*
COeIUHUTEIbHON TKaHU Muainrus Heuacto
Hapymenusi co CTOpOHBI IToueunas HepocratouHocth | Hewacto

Octpas noueyHas
HEJIOCTATOYHOCTh

Ouensb penko

OCJOKHCHUSA Npoueayp

Hapymenust co cTopoHbl OpeKTuibHas JUCHYHKIISL Heuwacro
PenpoAyYKTHBHOM CHCTEMBbI
1 MOJIOYHBIX ’KeJle3
OO0umue HapymieHus: U ActeHus Yacrto
peakuuu B MecTe BBeAeHust | boab B rpyqHOM KIIETKE Heuacto*
Henomoranue Heuacto*
ITepudepuueckue oTeku Heuacrto*
JIuxopajaka Heuacto*
JlabGopaTropHbie H [ToBeimienue kounenTpauu | Hewacro*
HHCTPYMEHTAJIbHbIE MOYEBHUHBI B KPOBHU
AaHHbIE [ToBeimenue konuentpauuu | Hewacto™
KpEeaTUHHHA B KPOBU
[ToBbiienue koHueHTpauuu | Penko
OunMpyOrHa B KPOBU
[ToBbIlIEHNE AKTUBHOCTH Penxo
«TEYEHOYHBIX» (DepMEHTOB
TpaBmbl, uHTOKCHKauuu U | [Tagenue Heuwacro*

* OL;QHKLZ yacmomsl HedxcenamelbHblX peam;uﬁ, BbIABIIEHHbIX NO CHOHMAHHbBIM COO6L{4€HuﬂM, npose()eHa HA

OCHOBAaHUU ()aHHblxp€3lebmam06 KIUHUYECKUX UCCIeO08AHUIL.

Coo01manocs 0 pa3BUTHM CHHIPOMA HEAJEKBAaTHON CEKpeLUuH aHTUIUYPETHYECKOT0 TOpMOHA
(CHCAAI') npu coBmMecTHOM npuMeHeHuu ¢ Japyrumu uHruouropamu AIl®. CHCA/D mno
4acTOTE BO3HUKHOBEHHS OTHOCHTCS K OYEHb PEIKUM, HO BO3MOXHBIM OCJIOXKHEHHSIM,
00yci0BIeHHBIM Tepanueil nuruouropamu AII®D, Bitoyast nepuHIOMPUIL.

HexxenaTenbHble SBICHUS, OTMEYSHHBIC B KITUHUUECKUX HCCISIOBAHUIX

B nccnenoBanum nepuHIONpHIIa MPOBOAMIACH PETUCTPALINS TOJIBKO CEPhE3HBIX HEXKETaTeNbHbIX
apneHuil. Cepbe3Hble HeXKeNaTeabHbIe ABJIeHUs OblTH oTMeueHbl y 16 (0,3 %) manueHToB B rpyre
nepunaonpwia u y 12 (0,2 %) nauvenToB B rpynne mianebo. B rpynne nepunnonpuia y 6
NaIMEeHTOB OBLJIO OTMEYEHO BhIpaXKeHHOE CHIDKeHUE AJl, y 3 malueHTOB — aHTMOHEBPOTUYECKHMA

OTeK, y | manueHTa — BHe3amHas OCTaHOBKA cepAua. Yactora OTMEHBI penapara u3-3a Kalud,
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BBIpQXEHHOTO CHUXeHHUs AJl uimm Apyrux ciyyaeB HCIII_LI_)G:HEEPHV;O%T %th BbI e";a! mvnne

HEPUHONPUIIA TI0 CPABHEHUIO C IPYMIION Iu1aneo.

COOGH.[CHI/ISI 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmate O TOM0O3pEBaeMbIX HEXKENATEIbHBIX PpEaKIMAX IOCIE pPErucTpaluu
JIEKAapCTBEHHOTO Tpernapara ¢ 1eJbl0 00eCIICUeHHs] HEPEPHIBHOTO MOHUTOPUHTA COOTHOIICHUS
«I0NTh3a—PUCK» JICKAPCTBEHHOTO Tpernapara. MEOUIIMHCKUM pPa0OTHUKAM pPEKOMEHIYETCS
€o00IaTh O JIFOOBIX TMOI03PEBACMBIX HEKEIATEIBHBIX PEAKIUAX JEKAPCTBEHHOTO Ipernapara
4yepe3 HalMOHAJIbHBIC CHCTEMBbI COOOIICHMSI O HEXKENATEIbHBIX PEaKIHIX TOCYIapCTB—WICHOB
EBpazuiickoro 3KOHOMHYECKOTO CO03a.

Poccuiickas ®eoepayus

OdenepaiibHas Ciryx0a 1Mo Ha3OPY B chepe 3ApaBOOXPAHCHUS

Anpec: 109012, r. MockBa, CnaBsiHcKast miiomazis, a. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B UH(POPMAIIMOHHO-TEIIEKOMMYHUKAITUOHHON CeTH «MHTEpHETY:!

https://www.roszdravnadzor.gov.ru/.

4.9. llepeno3upoBka

JlanHbIe 0 TIepe103UPOBKE MperaparTa y 4eI0oBeKa OrpaHUuCHBI.

CHMIITOMBI

CuUMINTOMBI, CBSI3aHHBIE C MTepe103upoBKoit nHrHOuTOpamu AIID, MOTYT BKIIIOYATh: BEIPAXKEHHOE
cHmkeHne AJl, TUPKyISTOPHBINA IIOK, HAPYIICHUS BOAHO-IJIEKTPOIUTHOTO OanaHca, MOYSUHYIO
HEJI0OCTaTOYHOCTh, TUIIEPBEHTUIISALINIO, TAXUKAPJIUIO, OUTYIIEHUE CepAIeOneHus1, OpaauKapIuio,
TOJIOBOKPYKEHHE, 0€CTTOKOWCTBO U Kallleh.

JleueHue

PekomeHyeMbIM METOJOM JICUEHMSI NPHU TMEPEIO3UPOBKE SIBISETCS BHYTPUBEHHOE BBEJICHUE
0,9 % pactBopa Hatpus xopuaa. [Ipu BepakeHHOM CHIKEHUH Al clleyeT mepeBecTr MaueHTa
B TOJIOKCHHE <JI€XkKa» Ha CIIMHE C MPHUIOIHATHIMU Horamu. [Ipu HEOOXOIMMOCTH MOKHO BBECTH
BHYTPUBEHHO aHTHOTeH3WH Il w/mmm pactBop katexonamuHOB. C MOMOIIBIO AMANTU3a MOXKHO
yAaTUTh EPUHAONPUIT U3 CUCTEMHOTO KPOBOTOKA (cM. pazaen 4.4). [Ipu pa3Butuu ycTOHYMBOM K
Tepanuu OpaauKapIuyd MOXKET MMOTPEOOBATHCS YCTAHOBKA AJIEKTPOKAPIUOCTUMYIIATOPA.
HeobxoammMo TIOCTOSSHHO KOHTPOJIMPOBATH TOKA3aTed OCHOBHBIX JKU3HEHHBIX (YHKIUH

OpraHnu3Ma, KOHOCHTPALUIO KPpEaTUHWHA U JJICKTPOJUTOB B CIBOPOTKE KPOBH.
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5. PAPMAKOJIOTMYECKUE CBOCTBA (MOCTIEQOBATENEHOCTS 0003)

5.1. ®apmakoauHaMHYeCKHe CBOICTBA
dapMakoTepaneBTUYECKas TPYIa: CPeACTBa, ACHCTBYIONIME HA PEHUH-AaHTHOTCH3WHOBYIO
CHUCTEMY; HHTHOMTOPBI aHTHOTEH3UHIIpeBpariaromero pepmenta (AIID).

Kon ATX: CO9AAQ04

Mexanuszm geiicTBus

[Mepunmonpun — MHTUOUTOP PepMeHTa, MPEBPAIAIONIETO AHTUOTeH3UH | B anTHOoTeH3MH 1.
All®, unu kuHuHa3za Il, sBisercs HK30MenTHaAa30M, KOTOpasi OCYIIECTBISCT KaK MpPEBpallcHUe
aHruoreHsuHa | B cocynocyxkuBarouiee BemecTBO aHruoreHsuH II, Ttak wu paspymenue
OpaMKHHKHA, 00JIAAAIOIETO COCYIOPACIIUPSIONIIM ICHCTBHEM, 10 HEAKTUBHOTO TeNTANCNTHIA.
Nuru6uposanue AII® npuBOIUT K CHUXKEHUIO KOHIEHTpAMK aHTnoTeH3uHa Il B masme kposw,
YTO BBI3BIBACT YBEIMYCHUE AKTUBHOCTH PEHHMHA TJ1a3Mbl KPOBU (110 MEXaHU3MY «OTPULIATEIHHON
00paTHOM CBSI3W») U YMEHbILIEHUE CEKPELIUU allbIOCTEPOHA.

[TockonbKy aHTMOTEH3UHIIPEBPANIAOMINN (PEPMEHT HMHAKTUBUPYET OpaJWKHUHHH, IOJaBIICHUE
AIl® comnpoBoXkaaeTcs MOBBIILIEHUEM AKTUBHOCTH KaK LUPKYJIUPYIOLIEH, Tak M TKaHEBOU
KAJUTMKPEUH-KUHUHOBOM CHCTEMBI, [P 3TOM TAaKXe€ aKTUBUPYETCS CHCTEMa IPOCTArJIaHIMHOB.
Bo3moxHO, 9TO 3TOT 3((PeKT sABISETCS YacThIO MEXaHW3Ma aHTUTUIEPTEH3UBHOIO JIEHCTBUS
uHTHONTOpOB AIID, a TakKe MeXaHU3Ma Pa3BUTHS HEKOTOPBIX MOOOYHBIX A (HEKTOB IIpernapaToB
JIAHHOTO KJ1acca (Hampumep, Kariis).

[lepunmonpun oOka3bIBaeT TepaneBTUUYECKoe JeiicTBhe Onarogapss akTUBHOMY METaOOJIUTY
nepuHAonpuiIary. Jlpyrue MeraboauThl He OKa3bIBAalOT MHIMOUPYIOILETo IeHCTBUS B OTHOIIEHUH
ATI® in vitro.

Knuanueckas 3¢ddekTuBHOCTE 1 0€30ITaCHOCTH

Apmepuanvras cunepmen3susi

[Tepunponpui >3pPeKTHUBEH B TEpANTUU apTepUaIbHON IMIepTeH3UHU JII000o cTeneHu TsokecT. Ha
¢oHe TpUMEHEHHUs TIpenapara OTMEYAeTCs CHM)KEHHE KakK CHCTOJIMYECKOro, TakK U
JUACTOJIMYECKOT0 apTepHalIbHOTO aBneHus (A/l) B MOI0XKEHUH MALUEHTA «WIEKa» U «CTOS».
[Tepunnonpun ymenslnaer oduiee nepudepuueckoe cocyaucroe conporusienue (OIICC), uto
NPUBOAUT K CHIKeHUIO AJl, mpu 3ToM nepudeprueckuii KpOBOTOK yckopsieTcs 06e3 M3MEHEHUs
4acToThl cepaeunbix cokpamienuii (HCC).

Kak mnpaBuio, mepuHAONPUI NPUBOAUT K YBEJIWYEHHIO IOYEYHOIO KPOBOTOKA, CKOPOCTh
KIIyOOYKOBOHM (PHIIBTPAIIMH ITPU TOM HE U3MEHSETCS.

AHTUTUIIEPTEH3UBHOE ACUCTBHUE Ipenapara JOCTUraeT MakCMMyMma uepe3 4—6 yacoB mocie
OJIHOKPATHOI'O IpHeMa BHYTPb U coxpaHsercs B TeueHHe 24 4. Uepe3 24 yaca mocie mpuema

BHYTpb HabmroaeTcs BeipaxkeHHoe (rmopsanaka 87 — 100 %) ocratounoe nnruduponanue AI1O.

Crpanuna 22 u3 27



COOTBETCTBYET SKCTIEPTHOMY OTHETY

- || —-I-..

e e
i |

Ao

Camxkenne AJ] gocturaercss HOCTaTOYHO OBICTpO. Y HQLH/IEI?ILE)'E' 'CEHJMBIM OTBGTO'M Ha

jgeyeHne HopMmanuzanus AJ] HacTymaeT B TeYeHHME Mecsla W COXpaHseTcss 0e3 pa3BUTHUA
Taxu()UITAKCHH.

[TpekpalieHue geueHust He COPOBOXKAAETCS pa3BUTHEM P (PEKTa «PUKOILIETa.

[Tepunponpun okasplBaeT cocynopaciiupsmonee JIeicTBre, CIocOOCTBYET BOCCTaHOBJIEHUIO
AIIACTUYHOCTU KPYIHBIX APTEPUN U CTPYKTYpPBI COCYIUCTOM CTEHKU MEIKHMX apTEepHUH, a TaKKe
YMEHBIIAET TUIEPTPOPUIO JIEBOTO KETyT0UKA.

CoBmecTHOE Ha3HaueHUe THA3UAHBIX JIMYPETUKOB YCUJIMBAET BBIPA)KEHHOCTh
aHTUrunepTeH3uBHoro sddexra. Kpome »storo, komOGuHupoBanue wunHruoutopa AllD un
THA3UIHOTO JAUYPETHKA TAK)KE MPUBOAUT K CHIKCHHIO PUCKA Pa3BUTHS TMIIOKAIHMEMUN Ha (HoHE
pUeMa JUYPETUKOB.

Cepoeunas nedocmamounocmo

[Tepunponpun HopManu3yeT paboTy cep/la, CHUXKas IPeAHArpy3Ky U MOCTHArPY3KY.

VY nanueHToB ¢ XpPOHHUYECKOH CepeUHON HEAOCTATOUHOCTHIO, TIOTYYaBIINX NEPUHAONPUII, OBLIO
BBISIBJICHO!

- CHIDKEHHE JJaBJICHUS HAIIOJHEHUS B JIEBOM U IIPABOM XKeJyJI0uKax cep/ua;

- CHIDKEHHE o011ero nepudepuyeckoro COnpoTHBIEHHS COCYI0B;

- IOBBILLIEHUE CEPACYHOr0 BBIOpOCA U YBEIMUEHUE CEPACUHOT0 UHIEKCA.

HccnenoBanue npenapara NepuHAONPHIIA IO CPABHEHMIO C IJ1ale00 MoKas3ajio, YTO U3MEHEHUs
AJl mocne mepBoro mnpueMa JIEKapcTBEHHOrO Ipenapara 2 MI y MalUE€HTOB C XPOHUYECKOM
cepaeuHoit HepoctatouHocThIO (I — III dpyHkuMoHanbHBIN Kiace nmo knaccudukanuu NYHA),
CTaTUCTUYECKU JOCTOBEPHO HE OTIIMYAIUCH OT 3MeHeHui A/l, HabmronaBIuxcs mocie nmprueMa
1aneoo.

LlepebposackynapHule 3a001e6anus.

Pe3ynbratel nccnenoBaHus NEpUHAONIPUIIA, B KOTOPOM OLIEHUBAJIOCH BIMSHUE aKTUBHOM TEPANUU
HNEPUHJIONPUIIOM (MOHOTEpanus Wik B KOMOMHALIMY C WHJANaMUA0M) B T€UEeHUE 4 JIET Ha PUCK
Pa3BUTHS TOBTOPHOI'O MHCYNbTA y MAllMEHTOB, UMEIOIIUX L1IepeOpoBacKysipHble 3a001€BaHMs B
aHamHese. [Tocne BBOHOT0 eproja NpUMEHEeHNs IEPUHIONPIIIA TPETOYTHIIAMHUHA 110 2 MT' OJIUH
pa3 B JICHb B TEUEHHUE JBYX HEJEINb U 3aTe€M IO 4 MI OUH Pa3 B ICHb B TEYEHHE MOCIEAYIOLINX
JIBYX Hezenb, 6105 manueHToB ObUIN paHIOMH3UPOBAHbI HA JBE Tpymmbl: mianedo (n = 3054) u
NEPUHIONPUI TPETOYTHIIaMUH 0 4 MT (MOHOTEpan#si) Uil B KOMOMHALIMU C UHAAAMUIOM (n =
3051). MnganaMuy 1ONOJHUTENBHO HAa3HAUYANICs MAlMEeHTaM, HE MMEIOIINUM NPSAMbIX [TOKa3aHUN
WIM TPOTUBONOKA3aHUN NI TNPUMEHEHUs [WypeTUKOB. JlaHHasg Tepanus Ha3Ha4yalach
JOTIONTHUTENIbHO K CTAaHJAPTHOM Tepanmuu WHCYJIbTa /WM apTepUAIbHON THIEPTEH3UU WIH

APYyrux maToJIOrM4€CKux coctostHUM. Bee PaAaHAOMHU3NPOBAHHBIC MAOWCHTHI UMCIIM B aHAMHE3C

Crpanwuna 23 u3 27



.
L

AL

oT £hb 2 |:;
1epeObpoBacKysIipHbIe 3a00JieBaHMs (MHCYJBT | WU Tﬂ;&%‘ﬂ'f&%"ﬁ%h

TedeHue nocieqHux 5 net. Bennuuna A/l He sBisu1ach KpuTepueM BKItoueHUs: 2916 nanueHToB
MMeTH apTepualibHyto runeprensuto u 3189 —nopmansunoe A/l. [Tocne 3,9 ner Tepanuu BenuunHa
AJl (cucronuueckoe/ AMACTOIMYECKOE) CHU3MIACH B cpeaHeM Ha 9,0/4,0 MM pr.cT. Takke ObLI0
MOKa3aHO 3HAYUTENIbHOE CHW)KCHHE pHUCKAa BO3HUKHOBEHHUS TIIOBTOPHOTO HWHCYNIbTa (Kak
UIIEMHYECKOTO, TaK U TeMOpparuyeckoro) mopsaka 28 % mno cpaBHenuro ¢ miamedo (10,1 % u
13,8 %).

JlononHuTenpHO OBLIIO MOKa3aHO 3HAUUTEIBHOE CHI)KEHUE PUCKA:

- (haTanbHBIX WM TPUBOAAIINX K UHBAIMIU3ALIUN UHCYJIHTOB;

- OCHOBHBIX CEpPJCYHO-COCYAUCTBIX OCIOKHEHUH, BKIIOYas HMH(ApPKT MHOKapaa, B T.4. C
JeTaTbHBIM UCXO0M;

- IEMEHIINH, CBA3aHHON C MHCYIIBTOM;

- CepPbE3HBIX YXYIIUICHUH KOTHUTUBHBIX (PYHKIIUH.

D710 OBUIO OTMEYEHO KaK y MAIMEHTOB C apTePHAIBbHON TUIIEPTEH3UEH, TaK U TIPH HOPMAIBHOM
AJl, HE3aBHCHMO OT BO3pacTa, I0JIa, HAIWYHMS WIA OTCYTCTBHS CaxapHOTO JuadeTa M TUIA
UHCYJIbTA.

Cmabunvras uwemuveckas donesns cepoya (MBC)

D¢ dexkTrBHOCTH MPUMEHEHHS IepuHAONpIIIa Y anuenToB (12218 manuenTos crapre 18 ser) co
ctabunpHoi MBC 6e3 KIMHMYECKHX CHMIITOMOB XPOHMUYECKON CEpAEYHON HEeI0CTaTOYHOCTU
u3ydanach B xoje 4-nernero ucciaenoBanus. 90 % y4acTHUKOB MCCIEIOBAaHUS paHEe MEePeHECTU
OCTpBIi MH(APKT MHUOKApAa W/HIU MPOLEAYPY peBaCKyNsipu3alvu. BOIbIIMHCTBO MAIlMEHTOB
MOJTYYHITH TIOMHUMO HCCIIEIyEMOTO TIpernapaTa CTaHIapTHYIO TePaInio, BKII0Yas aHTHATPETaHTHI,
THITOJIMTTHIEMUYECKHE CPEICTBA U OeTa—aapeHo0I0KaTopel. B KauecTBe OCHOBHOTO KPHTEPHS
sbdekTuBHOCTH ObUTa BbIOpaHA KOMOMHHMpPOBAHHAs KOHEYHAsh TOYKa, BKIIOYAIOIIAs
CEpICYHOCOCYANCTYIO CMEPTHOCTD, He(paTaabHBI MH(PAPKT MUOKAp/a U/UIH OCTAHOBKY Cep/Ia
C YCIIEIIHOM peaHuMaluen.

Tepanust mepuHIONIPHIIA YPOYMUHOM B J103€ 8 MI/CYTKH IPUBOIMIIA K CYIIIECTBEHHOMY CHHYKEHU O
a0COIOTHOTO PHCKA HACTYIUIEHHS KOMOWHUPOBAaHHOW KOHEYHOH Touku Ha 1,9 % (cHmkeHue
OTHOCUTENBHOTO pucka — 20 %). Y manueHTOB, paHee MepeHecunx WH(apKT MUOKapla WU
MPOIIENYPY PEBACKYJSPU3AINH, CHIDKCHHE aOCOTIOTHOTO pHCKa cocTaBuiio 2,2 % (CHUXKEHUE
OTHOCHTEJILHOTO pricka — 22,4 %) 1mo cpaBHEHHUIO ¢ TPYIIION Tare6o.

Heouinas broxada penun-aneuomensut-aiboocmeponogotl cucmemst (PAAC)

HmeroTcss naHHBbIE KIMHUYECKUX HCCIENOBaHUN KOMOWHHUPOBAHHOW TEepanuu ¢ MPUMEHEHHEM

unruoburtopa AIl® u antaronucra peuenropa anruorensuna Il (APA 1II).
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KapJIMOBaCKYJIIpHOE MJIH IiepeOpoBacKyisapHOoe 3aboyieBaHHe, MO0 caxapHbId nuaber 2 Tuma,
COMPOBOXKAAOUTUICS TTOATBEPKICHHBIM IMOPAXKEHUEM OpraHa-MHIICHH, & TAKXKE UCCIICIOBAHUS C
y4acTUEM MAlMEeHTOB C CaXapHbIM AUa0eToM 2 TUIla U 1Ua0eTHUeCKON HeppomaTHe.

JlanHble MccleA0BaHUN HE BBISIBIUIA 3HAYUMOTO IMOJIOKHUTEILHOTO BIUSAHUS KOMOMHHUPOBAHHOU
Tepanuu Ha BOSHUKHOBEHUE MOYCYHBIX W/WIIM KapAMOBACKYJSPHBIX COOBITUH U Ha TOKa3aTeln
CMEpPTHOCTH, B TO BpeMs KaK pPHUCK PAa3BUTUS THUIEPKATHUEMHH, OCTPOH IMOYCHHOU
HEJOCTATOYHOCTU W/WIM apTepUAIbHON TUINOTEH3UM YBEIMUYMBAJICS IO CPaBHEHHUIO C
MOHOTEpaIue.

[lpuariMas BO BHHMAHHUS CXOXXHE BHYTPUTPYIIOBBIE (apMaKOJUHAMHUYECKHE CBONCTBA
uHruouTopoB AIID u APA II, nanasie pe3yabTaThl MOXKHO 05KUAATH JJIs B3aUMOJICHCTBHS JTIOOBIX
JIpYTHUX IpernaparoB, npeactaButeneit kiaaccoB uHruoutopos AIID u APA IL

[ToaTomy coBmecTHOE TpuMeHeHrne UHruouTopoB AIID u APA I npoTHBOIIOKa3aHo y NAIlIEHTOB
¢ muabeTudeckoi HeponaTuei.

NmeroTcst naHHbIe KIMHUYECKOTO MCCIICAOBAHUS MO M3YYEHUIO TMOJIOKUTEIBLHOTO BIUSHUS OT
no0aBJIeHHS allMCKUpeHa K cTaHaapTHOU Tepanuu nHruoutopom AIID unu APA Il y nanuentos
C CaxapHbIM Ma0eTOM 2 THIMA U XPOHUYECKUM 3a00JI€BaHMEM MMOYEK WU KapIUOBACKYISPHBIM
3a0oJeBaHnEeM, JTNOO MMEIOIINX COYETaHue ITHX 3a0oneBannid. MccnenoBanue ObIIO MPEKPAICHO
JIOCPOYHO B CBSI3M C BO3POCHIMUM PHUCKOM BO3HHUKHOBEHHS HEOJArONMPUATHBIX HMCXOOB.
KapauoBackymnsipHas cMepTh M MHCYJIBT OTMEUYAJIMCh Yallle B TPYNIE NAaUEHTOB, MOJYyYarOIINX
ATMCKUPEH, TI0 CPABHEHUIO C TPYMIOHN TUTanedo; TakKe HeKelnaTelIbHbIe SBICHUS U CEPbEe3HbIC
HEeXeJaTelbHbIE SBJICHHUS 0CO00TO MHTepeca (THUNEpKaIueMus, apTepHaibHas THUMNOTCH3US U
HapymeHnus (QYHKIMU TOYEK) PETUCTPUPOBAIUCH Hallle B TPYINE aJUCKUPEHA, YeEM B TPYIIIE
iane6o.

5.2. ®apmakoKMHETHYECKHE CBOMCTBA

AOcopOuus

[Ipu mpueme BHYTpPh NEPUHAONPHUI OBICTPO BCACBIBACTCS B JKETYIOYHO—KHIIIEYHOM TPAKTE,
MakcuMaibHas KOHUEHTpauus (Cmax) B MJIa3Me KpoBM jocturaercs uepe3 1 u. Ilepuon
nonyBbiBeeHus (T1/2) mepuHaONpHiIa U3 TIIa3Mbl KPOBH COCTaBIsET | d.

Pacnopenenenune

O0nem pacmpesesieHnsi CBOOOHOTO TIEPUHJIONPHIIATa COCTaBIAeT Mpuobau3uTenpHo 0,2 J/KT.
CBs13b epuHIOIIpUIIaTa ¢ OeTKaMu IJ1a3Mbl KPOBH, II1aBHBIM o0pa3oM ¢ AII®, cocrasnser 20 %,

1 HOCHUT JI0303aBUCHUMBIN XapakKkTep.

Crpanwurna 25 u3 27



COOTBETCTBYET SKCTNEPTHOMY OTHETY

oT 26.03.2026 Nz 6252

(NOCNEQCBATENEHOCTE 0003)

Bbuorpancdhopmarims

[lepunponpun He obnamaer ¢apMakoJIOrH4ecKoil akTuBHOCTHIO. Ilpubmusurtensno 27 % or
o011ero Koim4yecTBa abcopOMpOBaHHOTO MEPUHIONIPIIIA TIONAIaET B KPOBOTOK B BUJIE aKTUBHOTO
MmeTabonuTa nepuHaonpuiara. [lomumo nepunaonpuiara, o0pasyroTcs eme 5 MeTaboJIuToB, He
oOnajaromux (GapMakoJOru4ecko akTUBHOCTBIO. Cmax NEpPUHIONpPHUIATa B IUIA3M€ KPOBU
Jocturaercs yepes 3—4 4 rnociie npuemMa BHyTpb.

[Tpuem nuiuy 3ameasseT NpeBpalieHIe NEPUHIONPUIIA B IEPUHAOIPUIIAT, TAKUM 00pa3oM, BIUsSA
Ha 6uoznoctynHocTs. [lo3ToMy npenapat ciieayeT NpUHUMATh BHYTPb | pa3 B CyTKH, yTpOM, Iepes
IPUEMOM IHILH.

BbbL10 nokazaHo, 4TO 3aBUCUMOCTh MEX]Y 10301 MEPUHAONPUIIA U KOHLIEHTPALUEH €ro B IJ1a3Me
MMEET JINHENHBIN XapaKTep.

DJIMMUHALNS

[lepunponpunar BBIBOAUTCS M3 OpraHU3Ma IOYKaMH, U KOHEYHBIH MEpPHOJ IOJYBbIBEICHUS
CBOOOTHOW (Ppakiuy COCTaBIsICT NpUOIM3HUTENbHO 17 4YacoB, B pe3yJibTaTe PaBHOBECHOE
COCTOSIHUE JIOCTUTaeTCs B TeUEHUE 4 CYTOK.

Oco0bIe I'pYIIIBI IMTAIIMCHTOB

BriBeieHMe nepuHIONIpUIIaTa 3aMEUIEHO Y AMEHTOB IIOKUIIOr0 BO3PacTa, a TAKXKE y IallUEeHTOB
C CEpACYHOMN U MOYEYHON HEAOCTATOUHOCTBIO.

Juanu3Helii KITMpeHe nepuHaonpuiIaTa cocrapiser 70 Mi/MuH.

VY nmanueHToB ¢ IMUPPO30M IEUEHU NIEYEHOYHBIN KIMPEHC IEPUHIONPUIIA YMEHbIIAETCS B 2 pasa.
Tem He MeHee, KOJIMYECTBO O0pa3yrOIIErocss NepuHAONpUIaTa He YMEHbIIAETCs, U KOPPEKIHUU

JI03bI TIpernapata He TpeOyeTcs (cM. pasznensl 4.2 u 4.4).

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIECTB
Jlakro3a

[emrono3a MUKPOKPHUCTATUIAYECKAS

KpeMHuus quokcu i KOJTonHbIN

Marnus creapar

6.2. HecoBmecTuMOCTD

He npumenumo.

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUH

IIpu Temneparype He Boie 25 °C.
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6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

[To 10 TabneTok B KOHTYpHYIO SYEWKOBYIO YIAKOBKY M3 KOMOMHMpPOBAaHHOI'O Marepuaia
(OpHEHTHPOBAHHBIA  TOIMAMU/ATIOMUHHUA/TTIOIMBUHIIXIIOPU) ©  (OJIBIU  AIFOMUHUEBON
MeYaTHOU JJAKUPOBAHHOM.

3, 6 WK 9 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK BMECTE C JIMCTKOM-BKJIAJIBIIIIEM TIOMEIIAIOT B MAYKyY
U3 KapTOHA ISl IOTPEOUTEIbCKOM Taphl.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TNPH YHUYTOKEHUM  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHBbIX IIOcje NPHMEHEeHUus
JIEKAPCTBEHHOI'0 Mpenapara, 1 Apyrue MaHUNyJsiMU ¢ penapaTomM

Het oco0pIx TpeOoBaHUi K YTHIN3AIIUH.

7. AEPXKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®@enepanus

OAO «ABekcuma»

125284, Poccusi, r. MockBa, JIeHuHrpaackuii mpocnekrt, 1. 31A, ctp. 1
Ten. +7 (495) 258-45-28

e-mail: info@avexima.ru

7.1. [lpeacTaBuTe] b AepKaTelisi perHCTPANMOHHOIO YI0CTOBepeHusi Ha TeppuTopuu Coro3a

[Iperen3un norpedbuTENeH HAIPABIATE 110 aIPECY:

Poccniickas @enepanys

OAO «ABekcuma

125284, Poccus, r. MockBa, JIenunrpaackuil npocnexr, 1. 31A, crp. 1
Ten. +7 (495) 258-45-28

e-mail: pharmakonadzor@avexima.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHOM PET'MCTPAIIMM (IIOATBEPXKJIEHHUS PETUCTPALIUH,
INEPEPETUCTPALIMN)

[lara nmepBoii peructpanuu:

10. JATA HEPECMOTPA TEKCTA
O6mas xapakrepuctika jekapcrsenHoro npenapata [IEPUHJIOITPUIJI ABEKCUMA nocrynna
Ha HMH(OpMaMOHHOM TopTasie EBpa3uiickoro 3KOHOMHUYECKOTo CO0103a B HH(OPMAaLMOHHO-

KOMMYHHKaIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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