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CEPTHOMY OTUETY

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

[Tepungonpui, 2 Mr, TabIETKH.
[Tepunonpui, 4 Mr, TabIETKH.

[Tepunonpu, 8 Mr, TabIeTKH.

2. KAUECTBEHHBIN 1 KOJJUYECTBEHHBI COCTAB

JleiicTBytO11I€E BEIIECTBO: EPUHONPHIIA SPOYMHUH

HCDI/IHIIOHDI/IJI, 2 MTI, Ta0JICTKU

Kaxxnas Tabnerka cogep’uT 2 Mr nepuHIonpusia spoyMmuHa

BemecTBa, Ham4re KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBCHHOTO TIperapara: JIakTo3a (CM.
pasnen 4.4).

Ilepuunonpui, 4 Mr, TaOJIETKH

Kaxxnas Tabnerka cogep’uT 4 Mr nepuHaonpuia spoymuHa

BemecTBa, Ha4re KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBCHHOTO TIperapaTa; JIakTo3a (CM.
pasnen 4.4).

HCDI/IHIIOHDI/IJI, 8, MTI TaOJICTKU

Kaxxnas Tabnerka cogep’uT 8 Mr nepuHonpuia spoyMmuHa

BemecTtBa, Hajnure KOTOPBIX HA/I0 YUUTHIBATh B COCTABE JIEKAPCTBEHHOI'O IIpenapara: JIakro3a (CMm.
paznen 4.4).

[TomHBIi TepeueHb BCIIOMOTAaTENBHBIX BEIIECTB MPUBEIEH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabOneTkn.

Ilepurnonpwi, 2 Mr, Ta0JIETKH

TabyeTku Kpyriible, TUIOCKOIMINHIPUIECKOM (GOopMEI ¢ (hackoii, 0eI0ro UiIu OEJI0To ¢ KEATOBATHIM
WJIM KPeMOBAThIM OTTEHKOM I[BeTa. Jlomyckaercs jerkas MpaMmOpHOCTb.

Ilepunmonpui, 4 mr, Ta0JIeTKU

TabeTku Kpyriible, TUIOCKOIMIUHIPHIECKOU (GOopMBI ¢ (hackoid, 6e70ro Ik OEJI0TO ¢ KEATOBATHIM
WJIM KPEeMOBAaThIM OTTEHKOM I[BeTa. Jlomyckaercs jgerkas MpaMOpHOCTb.

Ilepunmonpui, 8 mr, Ta0JIeTKU

TabeTku Kpyriible, TUIOCKOIMIUHIPHIECKOU (GOopMBI C (hackoid, 6€70Tr0 MiIH OEJI0TO ¢ KEITOBATHIM
WJIM KPeMOBAThIM OTTEHKOM I[BeTa. Jlomyckaercs jerkas MpaMOpHOCTb.
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4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3zaHusi K NPUMEHEHUI0

[Ipenapar Ilepunonpuii mokasaH K IPUMEHEHHUIO Y B3POCIBIX B Bo3pacte OT 18 set:
— AprepuanbpHas TUIIEPTCH3US,

—  XpOHHYECKas cepiaeuHas HepoctatouHocTh (XCH);

— TpodUIAKTHKA TIOBTOPHOTO HHCYJIbTa (KOMOMHHMpPOBAHHAs TEpamus C WHAANAMUIOM) Y
MAIMEHTOB, EPEHECUINX UHCYJIBT WM TPAH3UTOPHOE HAPYIIEHUE MO3TOBOT0 KPOBOOOpaIlleHUs
10 UIIEMUYECKOMY THITY;

— crabwibHas uinemuueckas 6one3nb cepana (MBC): cHukeHHE pHUCKa CepAeYHO-COCYTHCTBIX
OCITIO)KHEHUH y manueHToB co ctabunbHoi MBC.

4.2. Pe:kuM 103MPOBaHUSA U CIIOCO0 MPUMEHEeHM I

PexxuM no3upoBaHus

[Tpu BBIOOpE O3BI CIEAYyEeT YYUTHIBATh OCOOCHHOCTH KIMHUYECKOM cutyaruu (cMm. pasaen 4.4) u
CTeIeHb CHUXKCHHUS apTepuanbHoro nasienus (AJl) Ha GoHe MPOBOANMON TEpaITHH.

Apmepuanvrasn cunepmen3us

JlexapctBennblii mpemnapat [lepuHIONPUI MOKHO IPUMEHSATh KaK B MOHOTEPAITUHU, TaK H B COCTABE
KOMOMHHUPOBaHHOM Tepanuu (cM. pasaenst 4.3 u 4.4).

Pexomenayemast HauanbHas 103a cocTaBisieT 4 Mr 1 pa3 B CyTKHU.

VY mHanueHToB C BBIPAXKEHHON aKTUBHOCTBIO CHUCTEMBl PEHHH-aHTHOTEH3HH-aibaocTepoH (PAAC)
(ocoOEHHO TIpH PEHOBACKYJISIPHON THIEPTEH3WH, TUIIOBOJCMHHM W/WIH CHW)KCHUU COJICpPKAHUS
ANEKTPOJIUTOB TIUIAa3Mbl KpoBH, nekomneHcanmnun XCH wumum Tskenod cTerneHu apTepuarbHOM
TUIICPTEH3MN) TIOCTIE TIPHEMa TEePBOH 7036l MpernapaTa MOXKET Pa3BUTHCS BBIPAKEHHOE CHIDKCHUE
AJl. B Havane Tepanuu Takue MAIMEHTH! JOJDKHBI HAXOAUTHCS MO TIIATEIbHBIM MEIUIIUHCKUM
HaOmroneHneM. Pexomenayemast HadanbHas 103a JJIs1 TaKUX TMAIMEHTOB cOcTaBiisieT 2 mMr 1 pa3 B
CYTKH.

B ciaydae HeoOX0AMMOCTH Yepe3 Mecsl] II0CIe Hayajia Tepauy MOKHO yBEJIMYUTh O3y IIpernapara
1o 8 mMr 1 pa3 B CyTKH.

B Hagame Tepanmuu JeKkapCTBEHHBIM Impernapatom  [lepuHOompwi  MOXKET  BO3HHUKATh
CUMIITOMATUYECKas apTepuajbHas TUIOTEH3UA. Y MAIUEHTOB, OAHOBPEMEHHO IIOJIyYarOLIUX
JUYPETHUKH, PUCK PA3BUTHS ApTEPUATBHOM TMITIOTEH3UH BBILIE B CBSI3U C BO3MOKHOW TMIIOBOJIEMHEN
U CHIDKEHHEM COJIepKaHMsl SJICKTPOJIUTOB I1a3Mbl KpoBU. CrietyeT co0I0AaTh OCTOPOKHOCTD MIPU
IIPUMEHEHHNH JIEKAPCTBEHHOIO Npenapata [lepunnonpun y JaHHON rPyIIIBI Mal[UEHTOB.

PexoMeHnpayercs, 110 BO3MOXXHOCTH, TPEKPATUTH IPUEM AUYPETUKOB 3a 2—3 IHS 10 NPEATIONAracMoro
HavaJla Tepaluy JIEKapCTBeHHBIM npenapatoM [lepunaonpui (cM. paznen 4.4).

IIpy HEBO3MOXHOCTM OTMEHUTb JUYPETUKHM, HadajabHas J03a JIEKapCTBEHHOIO IIperapara
[lepuHonpui JOHKHA COCTABIISITH 2 MT B CyTKH. [Ipr 3TOM HE00X0AMMO KOHTPOIUPOBAThH (DYHKIIHIO
MOYEK M COJIepKaHue Kallus B CBIBOPOTKE KpOBU. B nanmpHeifmem, B ciiyyae HE0OXOAUMOCTH, 1034
npernapaTa MOXeT ObITh yBenudeHa. [Ipu HeoOXouMoCTH IpUeM AMYPETUKOB MOKHO BO30OHOBHTb.

VY nanMeHToOB MOXKWIIOIO BO3pacTa JIEUYEHHE CIEAYyeT HAuyuHaTh C JO3bl 2 MI B CYTKH, IpH
He0oOXOIMMOCTH Yepe3 MecsI Mocie Hayana Teparnuu 03y MOKHO YBEIHYUThH 10 4 M B CYTKH, a
3aTeM JI0 8§ MI' B CYTKH C YYETOM COCTOSIHUSI (DYHKIIMH TIO4eK (cM. Tabmuiy 1).
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Cepoeunas nedocmamouHocmo

Jleuenne marmmenToB ¢ XCH nekapcTBeHHBIM mpernapaTtoMm [lepuHmonpwsi B KOMOWHAIMM C
KauicOeperalomuMn  TUYPEeTUKaMU  W/WIM  JTUTOKCHHOM, W/WiM OeTa-aJpeHo0I0KaTopaMu
PEKOMEHIyEeTCsl HAaUMHATh 07 TIIATeIbHBIM MEIUIIMHCKUM HaOJl0/IeHueM, Ha3Hayas mpemnapar B
HavyanpHOU 03¢ 2 Mr 1 pa3 B cyTkH, yTpoM. Uepes 2 Henenu JeUeHus 103a pernapara MOXeT ObITh
noBelieHa 0 4 Mr 1 pa3 B CyTKH, NpU YCIOBUM XOpPOIIEH MEPEHOCUMOCTH J103bl 2 MI U
YAOBJIETBOPUTEIILHOTO OTBETA HA POBOIUMYIO TEPAIIHIO.

VY marnueHToB ¢ TSHKENO# cepAeYHON HeIOCTATOYHOCTRIO, @ TAK)KE Y TTAIIMEHTOB M3 TPYIITHI BLICOKOTO
pucka (HanMeHThl C HapyMIEHHONM (YHKIMEH MOouYeK M TEHACHIHMEeW K HapyLIIeHHIO BOJHO-
AJIEKTPOJIUTHOTO  OajaHca, TAIWMEHTHI, OJHOBPEMEHHO IOJyYalollue JUYPETHKHA H/WIH
COCY/IOPACIIUPSIONINE JIGKAPCTBEHHBIC TpEnaparbl), JIEYCHHE JODKHO OBITh HA4YaTO TIOJ
TIIATEIbHBIM MEAUIIMHCKUM Ha0moacHreM (cM. paszaen 4.4).

Y NanMeHToB € BBICOKMM DPHUCKOM DPa3BUTHS CHUMIITOMAaTHYECKOM apTEpUaIbHON TMIIOTCH3UH,
HampuMmep, CO CHUKEHHBIM COZEP KaHUEM IEKTPOIMTOB IPU HAJIUYUM WK 0€3 TUIOHATPUEMHUH, C
TMIIOBOJIEMHEM WJIM C MHTCHCUBHOM Tepanued AUypeTUKaMH, IIepe] HadajaoM Ipuema
JIEKapCTBEHHOro npenapara Ilepunnonpui, no BO3MOXHOCTH, IEPEUUCIIEHHBIE COCTOSHUS JIOJIKHBI
OBITh CKOppEKTHpOBaHbI. Takue mokazarenu kak BenuumHa AJl, QyHKIMS mouek M copepikaHue
KaJIus B IUIa3M€ KPOBH JIOJDKHBI KOHTPOJIIMPOBATHCS KaK IEPE Ha4aJloM, Tak U B IIPOLIECCE TEPAIHH.

Tpogpunaxmuxa nosmopHo2o uncyibma (KOMOUHUPOBAHHASL MEPANUsL ¢ UHOANAMUOOM)

VY manueHToB ¢ 1epeOpOoBaCKYISIPHBIME 3a00JIEBaHUSIMH B aHAMHE3€ TEpalHi0 JIEKApCTBEHHBIM
npemapatoM [lepuHIONPUI ClieAyeT HA4WHATEH C JIO3BI 2 MT' | pa3 B CYyTKH B T€YCHHE MEPBBIX 2-X
HeZleNb, 3aTeM, MOBBIMIAs 103y A0 4 Mr 1 pa3 B CyTKH, B TE€UEHHUE MOCIEAYIOMUX 2-X HEAeNb 0
MIPUMEHEHUS UH]IallaMU/1a.

Tepanmo CJIeaAyCeT HAYUHATh B Jr000¢e (OT 2-x HCACIb A0 HCCKOJIbBKHUX J'ICT) BpEMs II0CIJIC
MNEPCHCCCHHOI'O0 NHCYJIbTA.

UBC: cHudiceHue pucka cepOeuHo-coCyOUCbIX OCIONCHEHUN V NAYUeHmos, panee nepeHecuitx
UHGapKm Muokapoa u/unu KOpOHApHyIO pesacKyIapu3ayuio

VY nanueHToB co crabuinbHbIM TeueHneM MBbC Tepanuio ekapcTBEHHBIM npenapartoM [lepunnonpun
clieyeT HauumHaTh ¢ 7036l 4 Mr 1 pa3 B cyTku. Uepe3 2 Henmenu, MpH XOpPOIIEH MEepeHOCUMOCTH
npernapara U ¢ y4eTOM COCTOSTHUS (DYHKIIMM MOYeK, 03a MOXKET ObITh yBeludeHa /1o 8 Mr 1 pa3 B
CYTKHU.

Oco0nIe T'PYHIIIBI HATWUCHTOB

HaqueHmbz C NOYEYHOU HeOOCMAamo4HOCHbIO

VY manueHToB C IMOYEYHOH HEZOCTaTOYHOCTBIO 03y Mpernapara ciefyeT MoAOUpaTh C Y4EeTOM
kinupenca kpeatuHuHa (KK).

Tabmuua 1. JIo3a nexapcTBeHHOr0 npenapara [lepunaonpui npyu no4yeyHo HeT0OCTaTOYHOCTH

KK (Ma/mun) Pexomenayemas 103a
6oee niau paseH 60 4 mr/cyt
6onee umu paBeH 30, HO MeHee 60 2 mr/cyt
6oee i paseH 15, Ho meHee 30 2 Mr 4epe3 JACHb
MAIMEeHThl Ha reMoaunanu3e™ menee 15 2 MT B JIeHb JMain3a
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* IManu3HbIA KIMpeHC mnepuHponpuiara — 70 mi/Mu—Hpenapar—enenyer—ApHHHMATE—HOCHe
IIPOBECHMS CeaHca IUalln3a.

Tayuenmoi ¢ neweHOYHOU HEOOCMAMOYHOCHbIO

[Tanmentam ¢ HapymeHHeM (QYHKIMH [EYeHU KOPPEKIMHU J03bI He Tpedyercs (cM. pasznensl 4.4 u
5.2).

THayuenmur nodicunozo 6o3pacma

[ToxxmiibIM nanueHTaMm clieyeT HauMHaTh Teparnuio ¢ Jo3bl 2 MI 1 pa3 B CyTKM B T€UEHUE OJHOM
Hezenu, 3aTeM 110 4 Mr 1 pa3 B CyTKU B T€UEHHE CIEAYIOIIEH HEeleIu. 3aTeM, C YIETOM COCTOSHUSA
(GYHKIMU MT0YEK, 103y MOXKHO YBEIUYHUTH 10 8 Mr 1 pa3 B cyTKu (cM. Tabauuy 1). YBenuuuBaTh 103y
Ipernapara MO>KHO TOJIBKO IIPH €r0 XOPOILEH IEPEHOCUMOCTH B PaHEE PEKOMEHI0BaHHOM J103€.

CTHU

be3onacHocth n 3 dexTuBHOCTD NIpenapara [lepunmonpun y nereir B Bozpacte ot 0 1o 18 ner He
yCTaHOBJIECHBI. VMmeroluecs Ha CEroJHAIIHUN J€Hb JaHHBIE NMPHUBEIACHBI B pasuene 5.1, oaHako
HEBO3MOXKHO /IaTh PEKOMEHIAIIUU 110 PEKUMY JTI03UPOBAHUS.

Cnocob IIPUMCHCHUA

BryTpb, 1 pa3 B CyTKH, yTpOM, IEepe1 MPUESMOM THUIIH, 3aITHBasi CTAKAHOM BO/IBI.
4.3. [IpoTuBONIOKA3aAHUSA

['unepuyBCTBUTENFHOCT K MEPUHAONPUITY, IPYTMM HHTHOMTOpAM aHTUTEH3MHIIPEBPAILAIONIETO
depmenra (ATID) wiam 10O0MY U3 BCIIOMOTaTEIbHBIX BELIECTB, IEPEUYUCICHHBIX B pazaere 6.1;
AaHTHOHEBPOTHUYECKHI OTeK (oTek KBHHKE) B aHaMHe3e, CBA3aHHBIH ¢ mprueMoM HHruouTopos AllD;
HacJIeICTBEHHBII/MIMONAaTHYECKII aHTHOHEBPOTHUECKHUI OTEK;

OJTHOBPEMEHHOE MPHUMEHEHHE C AIMCKUPEHOM W MpenapaTamMu, COJACPKAIIUMH aJHCKHpPEH, y
MAIMEeHTOB C CaXapHbIM JHA0ETOM W/WIM YMEPEHHBIMU WJIM TSDKEIBIMH HapyIIEHUSIMHU (YHKIMU
nouek (ckopocTh KiyboukoBoit ¢uiasrpammu (CK®) menmee 60 wmm/mumu/1,73 m? mmomanu
MOBEPXHOCTH Tena) (cM. pazaenst 4.5. u 5.1.);

BBIPQ)KEHHBIH JIBYCTOPOHHHUN CTEHO3 MOYEYHBIX apTepuil WIM CTEHO3 apTepUH €JUHCTBEHHOU
¢byHKIMOHUpYIOIIEH ouky (cM. pasaen 4.4.);

AKCTPAKOPIIOpAIbHAS TEpanusi, MPUBOIAIIAS K KOHTAKTY KPOBH C OTPUIATEIHHO 3apsKCHHBIMU
MoBepXHOCTAMH (cM. pazzen 4.5);

COBMECTHOE MPUMEHEHHE ¢ KOMOMHHPOBAHHBIMU JIEKAPCTBEHHBIMHU IpeNapaTamMH, COAEp KalIMMU
BajyicapTaH + cakyOuTpmiI. Mexx Iy mpueMoM MocyeTHeH 103kl CaKyOUTpHIIa U BaJicapTaHa v HadaJloM
JIeueHHsl IEPUHIONPHIIOM HEOOXOMMO BhIJIEpKaTh UHTEpBal He MeHee 36 JacoB (cM. pasaensl 4.4
u4.5).

OJTHOBPEMEHHOE TPUMEHEHNE C aHTaroHUcTamu peuenTtopoB anruorensusa |l (APA 1) y nauuenros c
nuabeTnyeckoit Hepomatueit (cM. paznen 4.4);

OepeMeHHOCTh | JTakTalms (cM. pasnen 4.6).

4.4. Oco0ble yka3aHusl 1 MepbI NPEI0CTOPO/KHOCTH NPH NPUMEHECHUH

[Ipenapat crneayer Ha3HAYATh C OCTOPOKHOCTHIO B CIEYIOMIMX CIIydasX:

— JBYCTOPOHHMH CTE€HO3 IIOYE€YHOM apTepuil WIM CTEHO3 apTepUH  E€AMHCTBEHHOM
(GYHKIMOHMPYIOLIEH MOYKH,;
— II0Y€4YHas HEJOCTaTOYHOCTD,
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CHCTEMHBIE 3a00JIEBaHUI COGHHHHTGHBHOﬁ TKaHHU (CHCTCMHEAT KPpacHads BOTTIanKa, CKACPOACPMITA
U IpyTHe);

Tepanuss HWMMYHOCYIIPECCOPaMH, aJUIONYPUHOJIIOM, MPOKAMHAMHIIOM (PUCK  pPa3BUTHS
HEHUTPOINEHUH, arPaHyJIOIUTO34);

CHWKEHHBIN 00BbeM mupkynupytomieit kposu (OLIK) (mpuem muyperukoB, OeccolieBas JHETa,
pBOTa, AUapes);

CTCHOKAPIHS,;

1epeOpoBacKyIApHBIE 3a00JICBaHUS;

PEHOBACKYJISIpHAS TUTIEPTEH3HUS;

caxapHblii 1uaderT;

MIEPBUYHBII TUIIEPATIbAOCTEPOHU3M;

XpOHHUYECKasi ceplieyHasi HegocTtaTouyHocTh [V (yHKIMOHAIBHOTO Kilacca Mo Kiaccuukanuu
NYHA;

COBMECTHOE  NPHUMCHECHHE  KaIMCOEperaronmx  JIUypeTUKOB,  MpemapaToB  Kajws,
KaJIMHCOAEPKAIIMX 3aMEHHUTENEH NUUIEBOM COJIM M JIUTUSA, AJIUCKUPEHA W IIPENaparos,
CoJIep>KalIiX aTMCKUPEH y MAMEHTOB 0€3 caxapHoro auadera Uil HapylIeHUH (yHKITUH [TOYeK,
aHTaroHucToB perentopoB anruoreHzuHa Il (APA 1I) y mamuentoB 06e3 auabeTHueckoi
HeponaTuwy,

TUIEePKATUEMHUS;

XUPYpPruvueckoe BMENIaTenbCTBO/00IIIast aHeCTe3us;

reMOJMalli3 ¢ UCIOJIb30BaHUEM BBICOKOIPOTOYHBIX MEMOpaH;

JECEHCUOMITM3UPYIOLIas Teparnus;

adepes TumonpoTenHoB HU3Ko# mrotHocTH (JITTHIT);

COCTOSIHHE T1OCJI€ TPAHCIIIAHTAIIMU MTOYKH;

AOPTAIBHBIN CTEHO3/MUTPATBHBINA CTCHO3/TUTIEpTPOdHUECcKas 0OCTPYKTUBHAS KapAMOMHUOIIATHS;
MIPUMECHCHHE y IMAIMEHTOB HETPOUIHON PACHI.

CradounsHas UBC

[Ipu pa3Butum J1000T0 3MM304a HECTAOUIBHOW CTEHOKApJUHU B TEYEHHE NEPBOro Mecsiia Teparnuu
MIEPUHIONPUIIOM CJIETyET OLIEHUTh IPEUMYLIECTBA U PUCK /10 IPOJOJIKEHUS TEPAIUU.

ApTepuaipHas TUIIOTEH3US

Wuruburopsl AII® moryT BbI3bIBaTh pe3koe cHkeHue AJl. CuMmnroMmaruyeckas apTepuanbHas
TUIOTEH3Us PEAKO pa3BUBAETCAd y NAIlMEHTOB C HEOCJIOKHEHHBIM TEUEHUEM apTepHaIbHOU
runepreH3nn. Puck upesmepHoro cHwkeHus A/l noBsllieH y nanueHToB co cHmkeHHbIM OLIK, uro
MO’KET OTMEUaThCsl Ha (POHE Tepanuu AUYPETUKaMHU, IIPU COOJIIO/IEHUU CTPOroil 0eccoeBoil TUeThl,
Auanuse, Auapee U pBoTe, a TAKKe Y MAMEHTOB C TSHKEJION CTENEHBI0 PEHHH-3aBUCHMON THUIIEPTEH3UH
(cm. pasgenst 4.5 u 4.8). CuMmnromatuveckasi apTepHaibHas THIIOTCH3HUS MOXKET HaOIOIAThCS Y
MAUEHTOB C KJIMHUYECKUMHU IPOSBICHUSAMH CEPACYHOW HEAOCTATOYHOCTH, BHE 3aBUCUMOCTU OT
HINYMS TIOYE€YHOM HEJOCTaTOYHOCTH. OJTO 0Ooyiee BEpOSTHO Yy MALUEHTOB C CEepACUHOU
HEJ0CTAaTOYHOCTBIO TSYKEJION CTENEHH, KaK PEaKIMsl Ha IPUEM IIETJIEBBIX» JUYPETUKOB B BBICOKHX
703aX, TMIOHATPUEMUIO WIM (QYHKIMOHAIbHYIO MOYEUHYK HEJOCTaTOYHOCTb. Y TMAaIlMeHTOB C
MOBBIIIEHHBIM PUCKOM Pa3BUTHS CHMIITOMAaTHUYECKOW apTepUaNbHOM TMIIOTEH3MH HEOOXOIMMO
THIATENIbHO KOHTponHupoBaTh AJl, GYyHKIUIO MOYEK U COJAEp>KaHUE Kallisi B CHIBOPOTKE B Hayaie
Tepanuy 1 npu noadope 1036l nepunaonpuia (cMm. pasnenst 4.2 u 4.8).

[Tono6usIit mogxon npumensiercs u 'y nauueHToB ¢ UbC u nepebpoBackyisipHbIMU 3a00JI€BaHUSIMH,
y KOTOPBIX BBIpAKEHHAs apTepHajibHas TMIIOTEH3HsI MOXKET MPUBECTH K MH(APKTY MHUOKap/aa WIN
HapyIIEHHIO MO3rOBOT0 KPOBOOOPAIIEHHUS.

B CJIydac pas3BUTHUSA apTCpHaHLHOﬁ TUIIOTCH3HUH IMAIIMCHT AJOJIDKCH OBITH NEpCBCACH B IOJIOKCHHUC
«JICKa» Ha CIIMHE C IMPUIIOAHATBIMH HOI'aMH. HpI/I HGO6XOJII/IMOCTI/I CJICOYCT BOCIIOJIHUTH 00beM
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LUPKYJIUPYIOLIEN KPOBH MPU MOMOILH BHYTPUBEHHOT O-BBEACHHS O,, o-pacTBOpa-HATPHST XTOPHAA-
[Tpexonsmas apTepuaigbHas THIOTCH3HMS HE SBJISCTCS MPENATCTBHEM Ui JalbHEHIIero mpruema
npemnapara. [Tocne Boccranosnenust OLIK n A/l neuenne MoxeT ObITh TPOIOIIKEHO.

VY HEKOTOPBIX MAIIMEHTOB C XPOHHUYECKOU cepaeuHoi HegocTaTouHOCThI0 (XCH) 1 HOpManbHBIM WiTH
CHIDKCHHBIM AJl TIepHHIONPUI MOKET BBI3BIBAThH NOMOJTHHUTENbHOE CHIDKeHHE AJl. DToT addekr
npejickasyeM u OObIYHO He TpeOyeT mpekpaiieHus tepanuu. [Ipy MHOABIEHUU CHUMITOMOB
BBIPOXKEHHOT'O CHIDKEHHS AJl creyeT yMeHbIIUTh 03y MperapaTa Wik NPEKPaTUTh €ro MpUeM.

MutpaiasHBII CTEHO3/ a0pTaILHBIN CTEHO3/ FI/IHGDTDOd)I/ILIGCKaH O6CTDVKTI/IBHa${ KapAnoOMHOIIaTHUuA

[lepunponpun, kak u Apyrue UHruOuTOphl AlID, 1OMKEH C OCTOPOKHOCTHIO HAa3HAYATHCS
HalMEeHTaM C MUTPAJIbHBIM CTEHO30M, a TaK)Ke NallMeHTaM ¢ 00CTPYKIKEH BBIXOJHOI'O TPAKTA JIEBOTO
)KEeJTyI0uKa (a0pTalbHBIN CTEHO3, TUIIEPTPOdUIECcKast OOCTPYKTUBHAS KapIMOMHOIIATHS).

Hapymenne (bVHKHI/II/I IIOYCK

[MaruentTam ¢ mouewynodt HemoctaroyHocThio (KK Menee 60 Mi/MWUH) HayalbHYIO 03y
NEpUHAONPUIIAa BEIOUpatoT B 3aBucuMocTH oT 3HadeHus1 KK (cMm. pa3aen 4.2) v 3aTeM B 3aBUCHMOCTH
oT TepameBTHUecKoro Addekra. i TakuxX MalUEeHTOB HEOOXOJUM PETYJSIPHBIA KOHTPOIh
KOHIICHTPALMH KPEaTHHUHA U KaJIUs B CBIBOPOTKE KpoBH (cM. pasnen 4.8).

ApTtepuanbHasi THIIOTEH3HUs, KOTOpasi MHOT/Ia pa3BUBAeTCs B Havaye npruema HHruoutopos AllD y
nanueHToB ¢ cumnTomarnuyeckod XCH, MoXkeT HpHUBECTHM K YXYIIIEHHIO (QYHKIHMU IIOYEK.
Bo3MoxHO pa3BUTHE OCTPOI MOYEUHON HETOCTATOUHOCTH, KaK MPaBUIIO, 0OpaTUMOIA.

VY ManueHTOoB ¢ IBYCTOPOHHUM CTEHO30M IIOYEUHBIX apTEPUIl WJIK CTEHO30M apTEpUH €JUHCTBEHHON
MOYKH (OCOOEHHO IpPHU HAIMYUU MOYEHYHOM HEIOCTATOYHOCTH) Ha ()OHE Tepanuu MHIHOUTOpamMu
AII®D BO3MOXKHO MOBBIIEHUE KOHIIEHTPAIlMY MOUYEBUHBI M KPEATUHHHA B CBIBOPOTKE KPOBU, OOBIUHO
IpOXoJsliee NpU OTMEHE Tepanuu. [loNnonHUTENbHOE HATMYME PEHOBACKYJISIPHOM T'MIIEPTEH3UU
00yCiIaBIUBaeT MOBBILICHHBIH PUCK Pa3BUTUS TSDKEIOH apTepUabHOM THMIOTEH3UMM M IOYEYHOM
HEZ0CTaTOYHOCTH y TaKUX HaI[EHTOB.

Jleuenne TakuMX MALMEHTOB HAYMHAIOT MO/ TIIATEJbHBIM MEAMLMHCKUM HaONIOJEHUEM C
IMPUMEHEHUEM HU3KHMX J103 Ipernapara W JAajdbHEHIIMM aJeKBaTHbIM mojadoopoM 1o03. Crenyer
BPEMEHHO IPEKPATUTh JICYEHUE ANYPETHUKAMH U IPOBOAMTH PETYJSPHBIA KOHTPOJb COACP KAHMS
KaJlusl ¥ KpeaTHHUHA B TJIa3Me KPOBU Ha MPOTSYKEHUH MEPBbIX HECKOJIBKUX HE/EIb TEPanuu.

Y HEKOTOpBIX NAalMEeHTOB C apTepUalbHOW TUINEpTeH3Wel O0e3 yKa3aHus Ha Hajludue
MPELIECTBYIONIEro 3a00JI€BaHMs COCYJI0B TOUEK MOJKET MOBBIIIATHCS KOHIIEHTPAIMsI MOUYEBUHBI U
KpeaTHHUHA B CHIBOPOTKE KPOBH, OCOOCHHO NPU OJHOBPEMEHHOM INPHUMEHEHHH IUYpPETHUYECKHX
cpencTB. JlaHHbIE U3MEHEHHsI OOBIYHO BBIPA)KEHBI HE3HAUUTEIBHO U HOCAT OOpaTUMBIA XapakTep.
BeposATHOCTE pasBUTHs 3TUX HAPYIICHWH BBILIE Y IMALMEHTOB C IIOYEYHOM HEIOCTATOUYHOCTBHIO B
aHamHe3e. B Takux ciydasix MOXKeT MoTpeboBaThCsi OTMEHA WJIM YMEHBIIEHHUE J103bl TIEPUHIONpHIIa
W/WIN IRypeTHKa.

I'emoamanmis

VY nanueHTOB, HaXOAALIMXCS Ha TeMOAMAIM3€ C HMCIOJIb30BAaHHEM BBICOKOIPOTOYHBIX MeMOpaH,
ObUIM OTMEUYEHBI CIy4yau pa3BUTHs aHA(UIAKTUYECKHX peaklHil Ha (OoHE Tepanuu MHIMOUTOpaMu
AII®. B moo0HBIX CUTYaIMsIX CIEAYyEeT PacCMOTPETh BO3MOXKHOCTh Ha3HAYEHUSI TUIIOTEH3UBHOTO
mpernapara JIpyroro Kjacca Win UCIOIb30BaHUS AUAIN3HON MEMOpPaHbI Ipyroro TUIIA.

TpaHCILIaHTAIUS TOYKHU

HaHHBIe O IPUMCHCHHHU IICPUHAONPUIIA Y TAOTUCHTOB IOCJIC TPAaHCIIAHTAIIUH ITOYKHW OTCYTCTBYIOT.

PeHoBacKkyIspHas TUIIEPTEH3US
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(NOCTENOB: DCTh 0002)
vy ManueHTOB € ABYCTOPOHHUM CTCHO30M IMOYCUHBIX aJTepHIVI HAH-CTCHO3OM-apTepHit eg;mcmennoﬁ

(GbyHKIHOHUpYIONIEH MMOoYKH Ha (QoHe Tepanuu uHruomTopamu AIID Bo3pacTaeT pUCK pa3BUTHSA
apTepuaIbHON THUIIOTEH3UM W TMOYEYHOM HenoctaroyHoctH (cM. paszaen 4.3). Ilpumenenue
JTMYPETUKOB MOXET OBITh JOTIOJHUTEIBHBIM (DAKTOPOM pUCKa. YXY/IIeHHEe PYHKIUU TTOYEK MOXKET
HaOIIIO/IaThCS YK€ TPU HE3HAYMTEITHLHOM H3MEHCHHUM KOHIIEHTPAIMU KPEaTWHHWHA B CBIBOPOTKE
KPOBH, JIaXKe y MaIUCHTOB C OJTHOCTOPOHHUM CTEHO30M ITOYCYHOH apTepHH.

IloBBIIICHHAS ‘IVBCTBI/ITCHLHOCTB/aHI‘I/IOHeBDOTI/ILIeCKI/Iﬁ OTCK

[Tpu npueme unrudburopoB AIID, B ToM yuclie U NEPUHAONPHUIA, B PEAKUX CIIy4asx U B JIIOOOM
NeproJie TEpParuy MOXKET HaOII0AaThCs Pa3BUTHE aHTMOHEBPOTHYECKOTO OTEKa JIMILA, BEPXHUX H
HUKHUX KOHEYHOCTEH, T'y0, CIIM3UCTBIX 000JI0UEK, SI3bIKA, TOJIOCOBBIX CKJIaJ0K H/WIIM FOpTaHH (CM.
pazznen 4.8). [1pu nosiBIeHUH CUMITTOMOB IPHEM IpenapaTa JOKeH ObITh HeMEJIEHHO TpeKparieH,
a MalMeHT JOJKeH HaOMI01aThCs 10 TeX Mop, MOKa MPU3HAKU OTeKa HE UCUYE3HYT MOJIHOCThIO. Eciun
OTEK 3aTParMBacT TOJIBKO JIMILO M TyObl, TO €ro MPOSBICHHUS OOBIYHO MPOXOIAT CAMOCTOSTEIHHO,
XOTS 17151 JIUEHUs] CAMIITOMOB MOT'YT IPUMEHATHCSI aHTUTUCTAMUHHBIE CPE/ICTBA.

AHTHOHEBPOTHYECKHUH OTEK, COMPOBOKAAOIIUICS OTEKOM TOPTAaHU, MOXKET IMPUBECTH K JIETAIIBHOMY
ucxony. OTek s3pIKa, TOJIOCOBBIX CKJIAJOK WJIM TOPTAaHH MOKET MPHUBECTH K OOCTPYKLHHU
JbIXaTeIbHBIX MmyTed. [Ipu mosIBJIEHMU TaKUX CHUMIITOMOB TpPeOyeTCs HEOTJIOXKHAs Teparivs, B TOM
quclie, TMOJKOXKHOE BBeJIeHUE JNHHeppuHa (aapeHannHa) W/uiM obecreyeHue MPOXOIUMOCTH
JBIXaTeNbHBIX ITyTeH. [lanenT T0nKeH HaXOAUThCS O] TIIATeILHBIM METHIIMHCKAM HAOJI0ICHIEM
710 TIOJIHOTO M CTOMKOT0 UCYE3HOBEHUSI CUMIITOMOB.

VY manueHToB ¢ aHTMOHEBPOTUYECKUM OTEKOM B aHAMHE3€, HE CBSI3aHHBIM C IPUEMOM UHTHOUTOPOB
AII®, MoxeT ObITh MOBBIIIEH PUCK €T0 PA3BUTHUS IIPU IIPUEME MPEnapaToB 3TOM IPpyHIbl (CM. pa3aen
4.3).

B peaxux ciydasx Ha ¢one Tepanuu uHruouropamu All® pa3zBuBaics aHTMOHEBPOTUYECKHM OTEK
kueyHuka. [Ipu 3ToMm y nmanueHToB oTMeuanach 00Jb B dKUBOTE KaK M30JMPOBAHHBIN CUMIITOM WM
B COYETAHHHM C TOLIHOTOW W PBOTOW, B HEKOTOPbIX Cilydasx Oe€3 MNpealIecTBYIOIIEro
aHTMOHEBPOTUYECKOIO0 OTeKa JuUa W Ipud HopMainbHOM ypoBHe Cl-acrepassl. [luarnos
yCTaHaBJIMBAJICA C IMOMOIIBIO KOMITBIOTEPHOM ToMOrpaguu OprOIIHONW MOJIOCTH, YJIbTPa3ByKOBOTO
UCCIIEIOBaHMSI WM PU XUPYPru4ecKoM BMeaTebcTBe. CUMITOMBI MCUE3aJIU [TOCIIE TPEKPALLIEHUS
npuema UHruOuTOpoB AIID. [losTOMYy y manueHToB ¢ 00JIbI0 B 00JACTH KMBOTA, MOTYYarOLINX
uHruourtopsl AIl®, npu nposeneHuu AU pepeHnnaIbHON TUarHOCTUKH HEOOXOIUMO YUUTHIBAThH
BO3MOYKHOCTb Pa3BUTHSI aHTHOHEBPOTHYECKOTO OTEKa KHIIeYHHUKA (cM. pazaen 4.8).

CoBMeCTHOE IPUMCHCHHUE C KOM6I/IHI/IDOBaHHI:IMI/I JICKAPCTBCHHBIMHU IIperiapaTaMu, COACPKAIIUMH
BaJIcapTaH + CaKV6I/ITDI/IJ'I

CoBMecTHOE MPUMCHCHUC NICPUHAOIpPHUIIA C KOM6I/IHI/IpOBaHHBIMI/I JICKAPCTBCHHBIMU IIpCIiapaTamMu,
COJIEp>KaIllMMK BajicapTaH + CaKyOUTpWJ, MPOTHBOIMOKA3aHO, TAaK KaK IMOBBIIIEH PHUCK Pa3BUTHUS
AHTHOHEBPOTHUYECKOTO OTeKa (cM. pazzaen 4.3).

[IpumeneHne KOMOMHHUPOBAHHOTO JIEKAPCTBEHHOT'O TIperapara, Ccojepikallero BajicapTaH +
CaKyOHUTpHJI, BO3MOXKHO HE paHee, YeM uepe3 36 4acoB Mociie MOCIeAHEro mpruemMa nepuHI0mpuIa.

[IpuMeHeHue nepuHaONpUIa BO3MOKHO HE paHee, 4YeM uepe3 36 4acoB IMOcie MpueMa MociaeaHen
7103bI KOMOMHUPOBAHHOTO JIEKAPCTBEHHOT'O Npenapara, CoJIepKallero BajicapTa + cakyOUTpui (CMm.
paznensi 4.3 u 4.5).

OpHoBpemMeHHOE MpuMeHeHre UHruOUTOpoB AII®D u MHrHOUTOPOB HEUTPATLHOM PHIOMENTHIA3bI
NEP (manpumep, pauekanorpui), uHruoutopoB mTOR (Hanmpumep, CHpOIMMYC, 3BEpOIMMYC,
TEMCUPOJIMMYC) U TJIMNTUHOB (HampuMmep, JHMHAIJIMITHH, CaKCAIJIMIITUH, CUTAIJIMIITHH,
BIWJIJIATJIUITHH) MOKET MOBBICUTH PUCK Pa3BUTHUS aHTMOHEBPOTHYECKOTO OTeKa (Hampumep, OTeK
JBIXaTEeNbHBIX MyTeH WM S3bIKa, COMPOBOXKIAIOIIMIICS pPEeCIUPAaTOPHBIMU HapYLIECHUSIMHU WIH 0e3
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HUX) (cM. pazzmenst 4.5). B 370l cBsi3u HEOOXOAUMO THiaTeH-HO-B3BECHTD COOTHOHICHHE HOMb3bH
pUCKa Tepel Ha3HA4YCHHWEM palekafgoTrpuiaa, wHruoutopoB mTOR (manmpumep, cupoiaumyc,
3BEPOJIUMYC, TEMCUPOJIMMYC) U TJIMIITUHOB (HAIpUMep, JIMHATIUNTHH, CAKCATJTUIITUH, CHTATrJIUITHH,
BUJIIATJIMIITHH) Y TAI[UEHTOB, MpUHUMAIOIMX HHTruOuTop AllD.

AHabWIaKTOMIHBIC pEaKIMH [pU [poBeJeHUHM adepe3a JMIONPOTEHHOB HHU3KOW IIOTHOCTH
(JITTHIT)

B penkux cnydasx y manueHTOB, mojiydaronux UHruoutopsl AII®, nmpu npoBeneHun NpoIeaypsbl
adepesa JIITHII ¢ ucnonp3oBanueM AeKCTpaH Cylb(hara MOTYT Pa3BUBATHCS YIPOKAIOIIUE KU3HU
aHa(pWIAKTOUTHBIC peakiuu. J{s mpeaoTBpamieHrs aHaQUIaKTOUTHON PEeaKIHK CIIeyeT BPEMEHHO
MPEKpaTUTh Tepanuio nHruouTopom AIID nepen kaxxoi npouenypoi adepesa.

AHad)I/IJIaKTOI/II[HbIe PCAKIIMH IIPH ITPOBCACHHUHA ﬂeCGHCI/IGI/IJII/I3aHI/II/I

HmeroTcst oThenbHble COOOIIEHUS O Ppa3BUTUM aHAQWIAKTOMJHBIX pEakUUil y MaIlUeHTOB,
nonyyaromux HHruouTopsl AII® Bo Bpems 1eCeHCHOMIM3UPYIOMIEH Tepanmuu, HalpuMep, SI0M
[EPEeNOHYATOKPbUIBIX HACEKOMBIX. Y OSTUX HAalMEeHTOB MOJOOHBIE peakUuH YyAaBaloCh
IPEIOTBPATUTh IIYTEM BpEeMEHHOW OTMeHbl uHruOutopoB AIID, HO mpu ciayyailHOM wWiIn
HEaKKypaTHOM BO300HOBJICHUH JICUEHUS PEeaK[MH MOTJIA PA3BUThCS BHOBbD.

HaDVIHGHI/Ie d)VHKHI/II/I TICUYCHU

B penkux cnyuyasx Ha QoHe mnpuema uHruoutopoB AIID nHabmogancs CHHAPOM pPa3BUTHS
XOJIECTATHYECKON KENTYXH C TepexoIoM B (yJIbMHUHAHTHBIN HEKPO3 MEYEHHU, HHOT/IA C JIETATbHBIM
UcxoloM. MexaHu3M pa3BUTUA 3TOTO CHUHJpOMa HesiceH. llpu NosBIEHUM KEITyXH WIH
3HAYUTEIHHOM MOBBIIICHUN aKTHBHOCTH «II€YCHOYHBIX» ()epMEHTOB Ha (poHE ImpreMa HHrHOUTOPOB
AII® crnenyer npekpaTuTh npueM mpemnapara (cMm. paszaen 4.8), malueHT JOHKeH HAXOIUTHCS MOJ
COOTBETCTBYIOILIUM MEAUIIMHCKUM HAOIIOACHUEM.

HeiiTporieHus/arpadyJI0uTO3/ TPOMOOLUTOIIEH U/ aHEMUS

Ha ¢one mnpuema wunrnOburopos AIlD Moryr BO3HUKAaTh HEUTPONECHHS/arpaHyJIOMUTO3,
TPOMOOIIUTONIEHNUS M aHeMUs. Y MAalUeHTOB ¢ HOPMAaJIbHOM (yHKIMEN MOYeK M HpU OTCYTCTBHU
APYTUX OTSATOMAIOMNX (PAKTOPOB HEWTponeHHs pa3BuBaercs penko. C 0co0ol 0CTOPOKHOCTHIO
ClIelyeT MPUMEHATh MEPUHJIONPUI Y TAllUEHTOB C CUCTEMHBIMU 3a00JI€BAaHUSMHU COEIUHUTEIBHON
TKaHW, Ha (hoHE MpHeMa WMMYHOJETPECCAHTOB, AJUIONYPUHONA WM TPOKAMHAMUAA, WM TIPH
COYETaHUH 3TUX (HaKTOPOB PUCKA, OCOOEHHO NMPHU HATUYUH UCXOJAHOTO HAapyIIEeHUs (PyHKIIUH MTOYEK.

Y HCKOTOPBIX MAIUCHTOB BO3HHUKAIN TAXKCIIbIC HHq)eKHPIH, B pAAc CIydacs, y0TOI7[‘~IPIBBI€ K
WHTEHCUBHOW aHTHOWOTHKOTepanuu. llpu Ha3HAYeHHH MEPUHIONpPUIA TaKUM MaIleHTaM
PEKOMEHIYETCA TEPUOINYECKH KOHTPOJIUPOBATH COAEpKAaHUE JIEUKOIMTOB B KpOBH. llanneHTsI
JOJHKHBI COOOIIATh Bpady O JMIOOBIX MpU3HAKaX WH(EKIHOHHBIX 3a0oieBaHul (Hampumep, 00lb B
ropJje, TUXopajaKa).

OTHHYECKHUE PA3ITUUUS

CrnenyeTr y4uThIBaTh, YTO y IMALMEHTOB HEIPOMJHON pachl PUCK Pa3BUTHS aHTMOHEBPOTHYECKOTO
oreka Oonee Bbicok. Kak m npyrue muruburopsl AIID, nmepungonpun meHee 3(p(eKTUBEH B
OTHOIIEHUHU CHIKEeHUS AJl y maliieHTOB HETPOUTHON pachl.

Jlanublii 3¢ ek, BO3MOXKHO, CBSI3aH C BhIpaKEHHBIM IpeolajaHieM HU3KOPEHHHOBOI'O cTaTyca y
MTalHEHTOB HETPOUIHOM pachl C apTEPUAbHON TUITEPTEH3UE.

Kamens

Ha ¢one tepanum unru6uropom AIID MoxkeT BO3HUKATh YHOPHBIA CyXOM Kalleiab, KOTOPBIH
IIPEKpALAaeTCsl MOciAe OTMEHBl Ipemapara. JTO CJlEIyeT YUYUTBIBaTh IpPU [POBEACHUU
g depeHInaTbHON JUarHOCTUKY Kalllis.
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XUupypruyeckoe BMELIaTeabCTBO/00Ias aHECTE3US

VY nanueHToB, KOTOPbIM IUIAHUPYETCS IPOBECHHE OOIIMPHBIX ONepalluii WM MPUMEHEHUE CPECTB
JUISl @HECTE3WH, BBI3BIBAIOIINX APTEPUAIBHYIO THIOTEH3UIO, MPUMEHEHHE MEPUHAOINPHUIAa MOXKET
6okupoBath oOpa3oBaHue aHruoteHsuHa Il Ha GoHe KoMIIeHCaTOPHOTO BHICBOOOXK/IEHUSI PEHUHA.
Jleuenue creayer npekpaTuTh 3a CyTKH 110 oriepanuu. [Ipu pa3BuTuu aprepuanbHOM TMHIIOTEH3UU 110
YKa3aHHOMY MEXaHu3My cieayet noaaepxubath A/l myrem Bocniosnenus OLIK.

I'unepkanueMus

'unepkanuemMusi MOKET pa3BUBAaThbCs BO Bpems jeueHus: unruouropamu AlID, B Tom uucie u
nepurponpuiaoM. Marubutopsr AII® MoryT BhI3BaTh THIEPKAIUEMHUIO, TaK KAK OHH IMOJAABISIOT
CEKpelHIo anpaocTepoHa. OTOT 3¢deKT OObIYHO HE3HAUUTENICH Yy MalUeHTOB C HOPMAalIbHOMN
¢ynkuueit mouek. dakTopaMu pHCKa THIEPKAIMEMHH SIBISIOTCS IOYeYHas: HEJAOCTaTOYHOCTH,
CHIDKEHHE (PYHKIIMH TTOYeK, Bo3pacT crapuie 70 jet, caxapHblil [uadeT, HeKOTOPBIE COMTyTCTBYIOIIUE
COCTOSIHUSI, B YAaCTHOCTH JETHIpAaTallysi, OCTpas CepiedHas HEAOCTaTOYHOCTh, METaOOINYeCKUn
alu103 U COBMECTHBINM MPHUEM KaluicOeperammux IMypeTHKOB (TaKUX KaK COIUPOHOJAKTOH U €ro
MIPOU3BOIHOE AIUICPEHOH, TPUAMTEPEH, aMHJIOPH), MUMIEBBIX I00ABOK/TIPETapaToB Kalus WU
KaluHCcoJIepKalluX 3aMEHUTENe MUIIeBOW CONU, a TakKe MPUMEHEHHE IPYruX Ipernaparos,
CTIIOCOOCTBYIONIMX TOBBIIICHUIO COJICPKAHMSI KaJIUsi B KPOBHU (HAaIIpUMeEp, TeapyuH, KO-TPHMOKCA30J1
(bukcupoBaHHass KOMOWHAIUS CyJib(paMeTOKCca30da U TPUMETOIIPUMa) U OCOOCHHO aHTAarOHHCTOB
alTb/IOCTEPOHA HITM aHTarOHUCTOB perentopoB anruoteHsuHa Il (APA 1II)).

[IpumeneHne MNHUIIEBBIX J00aBOK/IpENapaToB  Kallvs, KaluHCOeperawmux JIUypPEeTUKOB,
KAJIMMCOAEP/KAIUX 3aMEHUTENIEH MMUIEBON COJIM MOKET IMPHUBECTH K 3HAYUTEIIBHOMY IOBBIIIECHUIO
CONIep>KaHusl Kajusl B KPOBHU, OCOOCHHO Yy TAIMEHTOB CO CHIIKCHHOW (YHKIUEH MOYeK.
['unepkanuemMus MOXKET NMPUBECTH K CEPbE3HBbIM, MHOrJA (haTalbHBIM HApYLICHUSIM CEPJIEYHOIO
putma. KanuiicOeperaromue TUYpEeTHKH U aHTaroHUCTHl penentopoB anruorensuna II (APA II)
ClIelyeT IPUMEHSTh C OCTOPOKHOCTBIO y MallMEHTOB, IPUHUMAIOIKUX UHTUOUTOPHI AlID; npu 3Tom
HE0OXO UM MOHUTOPUHT YPOBHS Kaliusl B CHIBOPOTKE KpOBU M (YHKIHMH movek. Ecian Heobxoaum
COBMECTHBIH ITPUEM IIEPUHIONPHIIA U YKA3AHHBIX BBILIE IPENApPaTOB, JIEYEHHUE JOJIKHO IIPOBOIUTHCS
C OCTOPOXHOCTBIO Ha ()OHE PETYJSIPHOTO KOHTPOJIS COJAEPKaHMs Kallus B CHIBOPOTKE KPOBH (CM.
paznen 4.5).

IIanueHThl ¢ caxapHbIM I[I/Ia6eTOM

[Ipy Ha3HAYeHWW TIEPUHAONPHIIA TAIMEHTAM C CaXxapHbBIM JWa0EeTOM, IOJIyYaroIluM
TMIIOTJIMKEMUYECKHE CpEeACTBa /Uil MpHeMa BHYTPb HWJIM HMHCYJIHMH, B TE€YEHHE IEPBOro Mecsua
tepanuu HHruonTopoM AIID HE0OX0AUMO PETYISIPHO KOHTPOIMPOBATH KOHIIEHTPAIUIO TIFOKO3BI B
KpoBH (cM. paszaen 4.5).

Ilpenapatsl TuTHI

CoBMecTHOE IPUMEHEHKE TIEPUHIONPHIIA U ITPETIAapaToB JUTHS HE peKOMEHIyeTcs (cM pa3zaen 4.5).

Kanuiicbeperarolye TnypeTuKky, Opernaparsl KAWL, KAIANCOIEPKAIe 3aMEHNUTEIN ITHUIIEBOM COJIH
U IULIEBLIE 100OaBKHA

He pexomeHnyeTcs coBMeCTHOE MPUMEHEHNE ePUHIOINPIIIa U KaluicOeperaomux AMypeTUKoB, a
TaKXKe MpernapaToB Kajus, KaJTUHCOACPKAINX 3aMCHHUTENCH MUIIEBON COJIM W THILIEBBIX J00aBOK
(cMm. pazgen 4.5).

JIBoitnas 6iaokaga PAAC

EcTp nanubIe, CBHIETENHCTBYIOMNE O TOM, YTO COBMECTHOE ITpUMeHeHrne HHruonTopoB AIID, APA
II mnu anuckupeHa MOBBINIAET PUCK APTEPUATBHOM T'MIIOTEH3UHU, THINEPKAIMEMHUU U CHH)KECHHUSA
GyHKIMM TOoYeK (BKJIOYas OCTPYIO IMOYEYHYIO HEIOCTaTOYHOCTh). TakuM o0pa3om, JBOiHas
6nokana PAAC nyrem coBMecTHOTO npuMeHeHuss uHruouropos AII®D, APA II nnu anuckupeHa He
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pexomenmoBaHa (cM. pazaensl 4.5 u 5.1.). Ecnu Teparws-e-HoMoHibio-ABOHHOH-0A0KaABF-APH3HAHA
abCoIOTHO HEOOXOAUMOH, ee caeayeT MPOBOAUTH TOJIBKO MO CTPOTUM METUIIMHCKUM KOHTPOJIEM
Y TIPH PETYJIIPHOM KOHTpPOJIe (PYHKIIMH MTOYEK, COIEPIKAHUS MICKTPOIUTOB B KpoBU U Al.

[IpotuBonokazano npuMmeHeHue HHTHOUTOpoB AIID B coueranum ¢ APA Il y mamueHTOB C
nuabeTryeckol HepormaTuei u He PeKOMEHIyeTCs y APYTruX narueHTos (cm. pasuaen 4.3).

IlepBUYHLIN THIIEPATILA0CTEPOHNU3M

[TanueHTsl C TNEPBUYHBIM THUIEPATIBJOCTEPOHMU3MOM, Kak IIPaBWJIO, HE BOCIPUUMYMBBI K
AHTUTUIIEPTEH3UBHBIM TIperaparaM, JIeHCTBUE KOTOPBIX OCHOBaHO Ha uHrubupoBanuu PAAC.
Takum 00pa3zoMm, NpPUMEHEHHE JAaHHOTO JIEKAPCTBEHHOTO TIpernapara y TaKuX MalUeHTOB He
PEKOMEHIyETCSl.

CTHU

[lepungonpun He pekoMmenayercs netssMm or O mo 18 ner u3-3a OTCYTCTBHSI JaHHBIX 00
3¢ (HeKTHBHOCTHU U OE30MACHOCTH IPUMEHEHUS MperapaTa y MaiueHTOB JAHHON BO3PACTHOM IPYIIIIBL.

BcnomorarenbHbIe BENIECTBA

JlekapcTBeHHbIN penapat [lepuHIonpui COAEPKUT JIAKTO3bl MOHOTHAPAT.

JlaHHBII JICKApPCTBEHHBIN Mpenapat He CleAyeT MPUHUMATh MalUeHTaM C PEIKO BCTPEUYArOIIeHCs
HACJICJICTBEHHOW HEMEPEHOCUMOCTHIO TaJIAKTO3bI, JIAKTa3HOW HEIOCTATOYHOCTHIO HIIM TIIFOKO30-
raJIaKTO3HOHN MababCcopOIuei.

4.5. B3aumopneiictBe ¢ JAPYIHMH JIeKAPCTBEHHBIMHM IpenapataMd M Jpyrue BH/IbI

B3aNMOJAeHCTBUA

JlaHHBIE KIMHUYECKUX HCCIIEJOBAaHUM IMOKa3bIBalOT, 4TO JBOMHas Onokana PAAC B pesynbrare
OJHOBpeMeHHOTro npuemMa HHruouTopoB AIID, APA |l unn anuckupeHa NpuBOIUT K yBEITUUICHUIO
YacTOThl BO3HUKHOBEHHUS TAaKHUX HEXKENATeNbHbIX SBIECHUH, Kak apTepualibHasi TUIIOTEH3MS,
TUMEepKaTueMus U HapyleHHs (PyHKINU MoYeK (BKII0Yas OCTPYIO MOYEUHYI0 HEJOCTATOYHOCTS ), IO
CPaBHEHHUIO C CUTYyallUsIMHU, KOT'/1a IPUMEHSETCS TOJIBKO OJIMH IIpenapar, Bo3aeiicTsyromuii Ha PAAC
(cm. paznensr 4.3,4.4u 5.1).

JIekapCTBEHHBIE IIpenapaThl, MOBLIIIAIIINE PUCK AHTHOHEBPOTHYECKOTIO OTEKA

OpHoBpemMeHHOE MpuMeHeHre HHruouTopoB AIID ¢ kOMOMHHPOBAHHBIMH JIEKapCTBEHHBIMU
npenapaTtami, COJEpXKalllMMU BaJcapTaH + CaKyOWUTpWJ, MPOTHUBOINOKA3aHO, IOCKOJIBKY 3TO
MOBBINIAET PUCK PA3BUTHUSI aHTHMOHEBPOTUUYECKOTO oTeka (cM. pasnen 4.3 u 4.4). UnrepBan Mexmay
IpUEMOM TIOCJHETHEeH J03bl MEpPUHIONpPUIA W HadalloM JIEYCHHs NpenapaToM, COJAEpKaIluM
BajicapTaH + CaKyOUTpHUJ, JTOJKEH COCTaBIATh HE MeHee 36 yacoB. Mexay nmpueMoM ImocienHen
JI03bI BajicapTaHa M CaKyOMTpWiIa U HayajoM JICYEHUS NEPUHAONPUIOM HEOOXOIMMO BBLAECP)KATh
WHTEpBaa He MeHee 36 yacoB (cM. pazaensl 4.3 u 4.4).

OpnoBpemenHoe npumeHeHue UHTHOUTOpoB AIID ¢ panekagorpunom, mHruOutopamu mTOR
(HanmpuMep, CUPOIUMYC, IBEPOIUMYC, TEMCUPOJIUMYC) U TIUNTUHAMH (HAIpUMEp, JTUHATJIUIITHH,
CaKCarfMUNTHH,  CUTAarTUNTHH,  BUJJIATJIMIITAUH)  MOXET  TOBBIIIATH  PUCK  Pa3BUTH
AHTHOHEBPOTHUYECKOTO OTeKa (cM. pazien 4.4).

JIeKapCTBEHHBIE CPEJICTBA, BHI3BIBAIOIINE THIIEPKATIUEMUIO

Hecmotps Ha To, 4yTO conep:kaHHe Kallusi B CBIBOPOTKE KPOBU OOBIYHO OCTAETCS B Mpejienax HOPMBI,
TUIIEPKAJIUEMUs MOXKET BO3HUKHYTH Yy HEKOTOPBIX IIALIMEHTOB, NPUHUMAIOIIMX IIEPUHIONPUIL
HekoTopele nexapcTBeHHbIE IpenapaThl WM TNpenapaThl Ipyrux (papMakoJIOrMuecKux KJaccoB
MOTYT IIOBBIIIATh PHUCK PA3BUTHUS TUIEPKAIMEMHUM: QIUCKUPEH M AJIUCKUPEHCOIEp Kallue
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IperapaThl, COJIM Kalus, Kaauiicoeperaiouiye JnypeTHn-(Hanprvep;-eHHpOHORaKTo ;- FpHaMTepeH
i amusiopuna), tHruouTopsl AIID, APA 11, HectepouaHbie MPOTHBOBOCIATUTEIBHBIC TIPENapaThl
(HIIBII), renapuHbl, HMMMYHOJEIPECCAHTHI, TAaKHUE KaK LMKIOCIOPHUH WINH TaKpOJIUMYC,
JIEKapCTBEHHbIC IMperapaThl, COAEpKallue TPUMETONPUM, B TOM 4HCIe (UKCHPOBAHHYIO
KOMOMHAIMIO CyJIb(paMeToKca3oia U TpUuMeTornpuMa (KO-TpPUMOKCA30d1), IIOCKOJIBKY M3BECTHO, YTO
TPUMETOIPUM JIEHCTBYET KaK KaluicOeperaromuii JMypeTHK, TaKol KaK aMUIIOpU.

CoucTaHue 3THUX JICKApPCTBCHHBIX IIPCIIApPaTOB IOBBIMIACT PUCK T'HIICPKAIIMCMHU. B cBsa3u ¢ atum
OAHOBPEMCHHOC IPUMCHCHHEC IICPUHAOIpUIA € YKa3aHHBIMM  BBIIIC IIp€raparaMud  HE
PCKOMCHAYCTCA. Ecmu OOHOBPCMCHHOC IMPUMCHCHHUC IIO0KA3aHO, HUX CJICAYCT HUCIIOJIb30BaATh C
OCTOPOXHOCTBIO M C YaCTBIM KOHTPOJIEM YPOBHS KaJIMs B ChIBOPOTKE KPOBH.

CoBMECTHOE IIPUMEHEHUE TPOTUBONOKAa3aHo (cM. paznen 4.3)

Anuckupen u nekapcmeenHuvle npenapamsl, cooepaircaujue alucKUpeH

[IpoTBONOKa3aHO y MAIMEHTOB C CaXapHBIM IUA0CTOM W/WIM yYMEPEHHBIMH WM TSHKEIBIMH
HapyleHUsIMH (YHKIMH TOYEK U HE PEKOMEHAyeTCsl y JPYruX IalMeHTOB: BO3PAcTaeT PHUCK
pPa3BUTUS THICPKATUEMHUH, yXYAMICHUS (QYHKIHH TOYEK W TIOBBIIMICHUS YacTOTBHI CEPICUHO-
COCYAMCTOH 3a001€Ba€MOCTH M CMEPTHOCTH.

Cosmecmuas mepanust uneubumopamu AII® u APA 1l

[IpotuBomnokazano npuMmeHeHue HHTHOUTOpoB AIID B coderanmm ¢ APA Il y mamueHTOB C
nuabeTudeckoit Hedpomnaruei (cM. pazzaen 4.3).

Oxcmpaxopnopanvhvie Memoobl 1edenus

3KCTpaK0pHOpaJH)HI)Ie MCTOJbI JICHCHUSA, IMMPUBOAAIINEC K KOHTAKTy KpOBHU C OTPHLATCIBHO
3apsOKCHHBIMU TIOBEPXHOCTSIMH, TaKHE€ Kak AWAlu3 WM TeMOQMIbTpalus C HCIOJIb30BaHHUEM
HEKOTOPBIX BBICOKOIPOTOYHBIX MeMOpaH (HampuMep, IOJIMAKPHJIOHUTPUIOBEIE MEMOpPaHbI) U
adepes JITTHII c ucnonpzoBanueM AeKcTpaHa cysibdara, IPOTUBOMOKA3aHbI H3-32 YBEJIHMUCHUS PUCKA
Pa3BUTHS TSDKEIJIBIX aHA(PHIAKTOMTHBIX peakiuii (cM. pasaen 4.3). Eciu Takoe jgeueHre Heo0X0auMo,
CllelyeT PacCMOTPETh BO3MOXKHOCTh HCIOJIB30BaHUS APYroro TUIA JAUAIM3HON MeMOpaHbl WU
IMPUMCEHCHUSA APYroro Kjiacca aHTUTUIICPTCH3UBHBIX ITPCIIapaToB.

CoBMECTHOE IPUMEHEHHUE HE pekoMeHaveres (cM. pazuaen 4.4)

Anuckupen u n1exapcmeenHvle npenapamsl, cooeparcaujue arucKupet

VY nanueHToB, HE MMEIOLINX CaXapHOro AuadeTa WM HapylleHUs (YyHKIMU MOYEK, MOBBILIEH PUCK
pa3BUTHS TUINEPKATUEMHH, YXyAIIEHUS (QYHKIMM TOYEK M TOBBIIIEHUS YaCTOThl CEpACUHO-
COCYUCTOM 3a00/1€BA€MOCTH U CMEPTHOCTH.

Cosmecmuas mepanus uneuoumopamu AIID u APA 1l

B nuteparype coolmanoch, 4YTO y MAIlMEHTOB C YCTaHOBJIEHHBIM AaTEPOCKJIEPOTHUYECKUM
3a00JIeBaHUEM, CEPACYHON HEJOCTATOUYHOCTHIO UM CaxapHbIM JUAa0ETOM C MOpaKEHHEM OpraHOB-
MulleHeil onHoBpeMeHHas Tepanus uHruoutopom AIID um APA II cBszana ¢ Gosee BBICOKOM
4acTOTOW pa3BUTHS apTePUAIBHON TMIIOTEH3UH, 0OMOPOKa, TUIIEPKATUEMHUH U YXYAILIEHUS PYHKIINU
noyek (BKJIIOYasi OCTPYIO MOYEUHYIO HEJOCTAaTOYHOCTH) MO CPABHEHHUIO C MPUMEHEHHUEM TOJIBKO
onHoro mnpenapara, Biuswomero Ha PAAC. JIBoiiHas Onokaaa (Hampumep, MpH COYETAaHUU
unrubutopa AII® ¢ APA II) nmomxHa OBITH OrpaHHYEHa OTIEIHHBIMU CIydYasMU C TIIATEIbHBIM
MOHHUTOPUHIOM (DYHKIIMU MTOYEK, COJIEPKaHUs KaJusl B CBIBOPOTKE KpoBU U A/l.

Ocmpamycmun

CoBMecTHOE MPUMEHEHHE MOXKET MPUBECTU K MOBBIIIEHUIO pUCKa MOOOYHBIX 3P (HEKTOB, TAKUX KaK
AHTMOHEBPOTUYECKUM OTEK.

Kanuiicbepezarowue ouypemuxu (maxue xax mpuammeper, amuiopuo), Coiu Kaius
11
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['unepkanuemus (C BO3MOKHBIM JIETAIBHBIM HCXO010M);-0€00eHHO-HpH-HAapyHSHHH- Y HICHHH-HoYek
(ammuBHBIE 3P GEKTHI, CBSI3aHHBIC C TUIIEPKATHCMHUEH ).

Coueranue TEPUHAONPHIA C  BBIIICYIOMSHYTBIMH  JICKAPCTBEHHBIMU  IpenaparaMu  HE
pexomenayetcs (cM. pazzen 4.4). Ecnu coBMecTHOE MpUMEHEHHUE MOKa3aHo, UX CIeAyeT IPUMEHSTh,
co0Iro1ast MephI MPEIOCTOPOKHOCTU M PETYIISIPHO KOHTPOJIUPYS COAEp)KaHUE KaJHsl B CBIBOPOTKE
KpPOBH.

Oco0eHHOCTH TPUMEHEHHSI CITUPOHOJIAKTOHA MPU CEPJICYHON HEOCTATOUHOCTH OIMMCAHBI J1ajiee 1O
TEKCTY.

IIpenapamul numust

[Ipy CcOBMECTHOM NPUMEHEHUHW MpenaparoB JUTHS W WUHruOuTopoB AIID Moxker orMedarbes
o0paruMoe yBeIMYeHNE KOHIICHTPAIIUH JIUTUS B CBIBOPOTKE KPOBU U CBSI3aHHBIC C ITHM TOKCHYECKUE
s dexTel. COBMECTHOE IPUMEHEHHE TIEPUHIONIPHIIA M TIPENapaToB JIMTHS HE pekomeHnmyercs. [Ipu
HEOOXOUMOCTH TIPOBEJCHUS TaKOW Tepaluu CIEAyeT TPOBOAUTH PETYJSPHBIA KOHTPOIb
KOHIICHTPALIUH JIUTHS B IU1a3Me KpoBu (cM. paszaen 4.4).

CoBMeECTHOE ITPUMEHEHIE, KOTOPOE TPeOVeT 0COO0M OCTOPOKHOCTH

Tunoznuxemuueckue cpedcmea (UHCYIUH, 2UNO2IUKEeMUYECKUe cCpedCcmaa OJisi npuema 6Hympb)

[lo pe3ynpTaTam 3MHIEMHUOJIOTUYECKUX HCCIIEOBAHUNA NpHUMeHeHue MHruoutopoB AIID moxer
YCUJIMBATh TMIIOTIMKEMUYECKUH (PPEKT MHCYJIMHA U TUHOINIMKEMHUYECKUX CPEICTB AJs MpHeMa
BHYTpb BIUIOTH J0 pa3BUTHs runoriukemuu. Kak npaBuio, 370 HaOtoaeTcsi B NEPBbIE HEAEIU
IIPOBE/ICHUS OJJHOBPEMEHHOMN Tepanuy 1 y MalMeHTOB C HapylleHueM (QyHKIMU MOYeK.

baxnogen

YcunuBaer  aHTUTHNEpPTEH3UBHBI  3(dekr unruburopo AllD. Cneayer TIIATEIHHO
KOHTpOJIUPOBaTh ypoBeHb AJl u, B ciy4ae HEOOXOAMMOCTH, JIO3UPOBKY THUIIOTEH3UBHBIX
[penaparos.

Kanuiinecoepeearowue ouypemuxu

VY nanueHToB, NOJYYaroIUX TUYPETUKH, OCOOEHHO BBIBOJSIINE KMIKOCTh W/WIIM COJIM, B Hayale
tepanuu UHruOuTOpoM AIID Moxer HaOmogaThCs upe3MepHoe cHukeHue AJl, puck pa3BUTHS
KOTOPOTO MO>KHO YMEHBIIHUTH IIyTEM OTMEHBI JUYPETUYECKOTO CPEICTBA, BOCIOJHEHUEM IOTEPU
KHUJKOCTH WIM COJIEW TMepell HadajJoM Tepanuu TEePUHAONPUIIOM, a TaKXKe Ha3HaueHUeM
MIEPUHIONPUIIA B HU3KOU 03€ C JAIBHEUIINM IOCTENICHHBIM €€ YBEIMUEHUEM.

[Ipu aprepuanbHON THIIEPTEH3UH Yy MALMEHTOB, MOJIYYAIOUINX TUYPETHUKU, OCOOCHHO BBIBOASILINE
KHUJIKOCTb W/WIM COJH, AUYPETUKU JOJDKHBI ObITh JMOO OTMEHEHBI /0 Hayajla NPUMEHEHUs
unrudutopa AIID (mpu 3ToM KanuiiHecOeperawmuili JIUypeTUK MOKET OBbITh IMO37HEE BHOBb
Ha3zHaueH), aubo umHruourop AIID nomkeH ObITP Ha3HAaYEH B HU3KOM [03€ C JajlbHEHIINM
MIOCTETIEHHBIM €€ YBEINYCHUEM.

ITpu npumenenun auypetukoB B ciydyae XCH unrudutop AII® nomkeH ObITh Ha3HAUYEH B OYEHb
HU3KOM  J103€¢, BO3MOXHO IIOCJI€ YyMEHBUIEHMS JO3bl IPUMEHSEMOIO  OJHOBPEMEHHO
KaJMifHecOeperaromero My peTuka.

Bo Bcex cimyuasx QyHKuMs modek (KOHLEHTpalus KpeaTMHHHA) JOJDKHA KOHTPOJIMPOBATHCS B
NepBble HeAeTH MpUMeHeHHsI UHTuOuTOpoB ATID.

Kanuiicoepezarowue ouypemuxu (3niepenon, cCHUpOHOIAKMOH)

[TpuMeHeHue >MIepeHOHa WK CIIMPOHOJIAKTOHA B 103aX OT 12,5 Mr 10 50 MI B CYTKM UM HU3KHUX 7103
unruoutopon AIID: mpu Tepanuu cepaeunoit Hegocratounoctu -1V gpynkumronansHoro kinacca no
knaccupukanuu NYHA ¢ gpakuueit BeioOpoca neBoro xenyaouka <40 % u panee NpUMeHsSBIITMMUCS
uarnouTopamMu AllI® u «ImeTIeBBIMH» JWYPETHKAMH CYIIECTBYET PHCK THUIEpKaIneMuu (c
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BO3MOXXHBIM JIETATBHBIM HCXOJIOM), OCOOCHHO B——eifyiae—HecoOHOASHHI—pPeroMeHAaH
OTHOCHUTEJIbHO 3TOM KOMOMHAIIMU MTPerapaToB.

[lepen nmpuMeHEHNEM JaHHOW KOMOHMHAITUH JIEKAPCTBEHHBIX MpENapaToB HEOOXOAUMO YOeIUThCS B
OTCYTCTBHUH TUIEPKATIMEMUH U HapYLICHUH (QYHKIIMH MTOYEK.

PexoMennyercst peryisipHO KOHTPOJMPOBATH KOHUEHTPALMIO KpPEAaTHHUWHA W Kalldus B KPOBHU:
€KEHE/IEJIbHO B MIEPBbII MECSL JICUCHUS] M €KEMECSIUHO B ITOCIIETYIOLIEM.

HIIBII, sxntouas evlcoxue 003bl ayemuacaiuyunrosol kuciomol (> 3 2/cym)

CoBmectHoe npumeHeHue wHrHOuTopoB AIID ¢ HIIBII (anetmncamunmioBas KHCIOTa B J103€,
OKa3bIBaIOIIEH MPOTUBOBOCIAIUTENBHOE JEICTBUE, HUHIMOUMTOPHI LUKIooKcureHasel-2 (LOI'-2) u
HecenektuBHbie HIIBIT) Moker mnpuBecTM K CHHXKCHHIO aHTUTHUIIEPTEH3WBHOTO JIEHCTBHS
uHruouropoB AII®. CoBmectHoe npumenenne nHruOuTopoB AII® u HIIBII MoxxeT mpuBOAUTH K
YXYIIICHUI0 (YHKIIUU TIOYEK, BKJIOYAs pa3BUTHE OCTPOH TOYEYHOM HEIOCTATOYHOCTH, H
YBEJIMUCHUIO COACPKAHMSI KaJus B CHIBOPOTKE KPOBHU, OCOOCHHO y MAIMEHTOB CO CHUKCHHOMU JI0
Havaya JyiedeHus: pyHknuer modek. CiemyeT coOro1aTh OCTOPOKHOCTh MPU Ha3HAYCHHUH JaHHOM
KOMOHWHAIMK, OCOOCHHO Yy TAIMEHTOB IOXKHJIOrOo Bo3pacta. I[lamMeHThl JOJDKHBI IOTyYaTh
a/IeKBaTHOE KOJIMYECTBO JKUIKOCTH, M PEKOMEHIyeTCs TINATEIbHO KOHTPOIUPOBATH (YHKIUIO
MOYEK, KaK B Ha4aJie, TaK U B MPOIIECCE JICUCHUSI.

Pexombunanmuvie mxanesvie akmusamopwi naiazmunozena (PA, armennasa)

[TanmenTsl, nony4aBmue UHrHOUTOpH AIID U momydaBmive anteruiasy st TPOMOOIUTHUYECKOU
TE€panuy IPU OCTPOM HIIEMUYECKOM HHCYJIBTE, MOTYT HMMEThb IIOBBIIICHHBI PUCK Ppa3BUTHS
AHI'MOHEBPOTUYECKOIO OTEKA.

CoBMeCcTHOE IIPUMEHEHHUE, KOTOPOE TDC6V€T onpeaeIeHHON OCTOPOKHOCTH

T'unomensuenwvie npenapanisvl u 6a30<)wzamam0pbz

AHTUTHUNIEPTEH3UBHBIN 3P (GEKT NepuHAONpUIa MOXKET YCHIMBAThCS NPU OJHOBPEMEHHOM
IIPUMEHEHUH C IPYTUMH T'MIIOTEH3UBHBIMH, COCYA0PACIIUPSIIOIIMMU CPEACTBAMHU, BKIKOYasi HUTPATHI
KOPOTKOI'O ¥ IPOJIOHTUPOBAHHOTO ACUCTBHSI.

Tpuyuxiuyeckue anmuoenpeccanmol, AHMURCUXOMUYECKUE CPeOCmEa (HetpoienmuKu) u cpeocmasd
01151 obuell anecmesuu

CoBMecTHOEe TmpuMeHeHHe ¢ uHruobutopamu AllD Moxer mNPUBOIUT K  YCUJIEHUIO
AHTHTHIICPTEH3UBHOTO JIeHCTBUs (CM. paszen 4.4).

Cumnamomumemuxu
MoryT 0cnabyaTh aHTUTUIIEPTEH3UBHBIN 3P dekT uHrnouTopoB AlldD.
IIpenapamul 30n0ma

ITpu npumenenuu uHru6uTOopoB AIID, B TOM yKce NepUHAONpPUIIA, MTAMEHTAMH, MOTY4aOLIMU
BHYTPUBEHHO IpenapaTt 30J10Ta (HaTpUs aypoTHOMAJIaT), B PEIKUX CIy4asX COOOIIAN0Ch O pa3BUTHH
HUTPUTOUJHBIX PEAKIHUNA — CHUMITOMOKOMIUIEKC, BKIIIOYAIOIIEM B ceOs THIEPEMMIO KOXKH JIMIa,
TOILIHOTY, PBOTY, apTEPUAIbHYIO THIIOTEH3HUIO.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD M JIAKTAIUS
bepemMeHHOCTD
[lepunaonpui MPOTHUBOIIOKAa3aH BO BpeMsi OepeMeHHOCTH (cM. pazzen 4.3).

B HacTosmmii MOMEHT HET HEOITPOBEPKUMBIX MHUIEMUOIOTUYECKUX JAHHBIX O TEPATOT€HHOM PUCKE
npu npueme uHruOuTopoB AIID B nepBoM TpumecTpe 6epeMeHHOCTH. OJHAKO HEJb3s UCKIIOUYNUTh
HeOOoJIbII0e YBETUYEHNE PUCKA BOSHUKHOBEHHS HAPYIIEHUH 7S TUI0/1a.
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[pu TIaHUpPOBaHUK OEPEMEHHOCTH, €CITH Teparus HHFHoHTopoM—-AHO-cwrractes uwﬁ,wmmuu,
ClieyeT TMepedTH Ha NMPUMEHEHHE NPYTHX aHTHTHIEPTEH3MBHBIX IPENapaToB C YCTAHOBJICHHBIM
npoduieM 0€30MaCHOCTH JUIA NMPUMEHEHHs B mepuoj O6epemeHHocTH. [Ipu nuarHocTHpoBaHHOM
OepeMEeHHOCTH, CIeIyeT HEMEJICHHO NPEKpaTHTh MpuéM Impermapara W, NpH HEOOXOANMOCTH,
HA3HAYUTh AJIbTEPHATUBHYIO TEPAITHUIO.

N3BectHO, uTO BO3zaciicTBue mHrHOUTOpPOB AII® Ha tuox Bo Il u Il TpumecTpax GepemeHHOCTH
MOJKET MPUBOJUTH K HAPYIICHUIO €ro pa3BUTHS (CHIDKEHHE (PYHKIIMU MOYEK, OJUTOTHAPAMHHUOH,
3aMeINICHHE OCCH(HUKAIIMU KOCTEH Yeperia) U pa3BUTHIO OCIIOKHEHUH Y HOBOPOKIACHHOTO (TI0YeYHAsT
HEJ0CTAaTOYHOCTh, apTepHaIbHAS TUIIOTCH3US, TUTIEPKAITUEMUS ).

Ecmm manmenTka nomyunna uHruOutopsl AII® Bo Bpems Il wiu |1l Tpumectpax OGepeMeHHOCTH,
PEKOMEHAYETCS MPOBECTH YIbTPa3ByKOBOE MCCIECIOBAHUE ISl OLICHKU COCTOSIHUS KOCTEH uepena u
(YHKIMH TOYEK.

HoBoposxieHHbIe, MaTepU KOTOPBIX MOTy4aar HHrHOuTopsl AIID Bo Bpemst 6epeMEHHOCTH, JOKHBI

HAXOJUTHCS MOJI HAOJIIOIEHUEM H3-3a PUCKA Pa3BUTHUS apTepUATbHON MMIOTEH3UN (CM.pa3aensl 4.3
u4.4).

JlakTanus

BenenctBue OTCyTCTBHST MH(POPMALMK OTHOCHTEIBHO NPUMEHEHHUs MEPUHIONpPUIA B TEPUOJ
I'PYAHOTIO BCKapMJIMBaHUs, €ro NpUEM HE peKoMeHayercs. [IpeanodTuTrensHo NpUMEHATh Ipyrue
npernapartsl ¢ 0oyiee M3y4eHHBIM MpoduiaeM Oe30MaCHOCTH B MEPUOJ TPYTHOTO BCKAPMIIMBAHMUS,
0CcO0EHHO IpU BCKapMJIMBAHUU HOBOPOKIACHHBIX MM HEOHOLIEHHBIX JETEH.

DepTHIbHOCTD

He YCTAHOBJICHO BJIMAHUA Ha PCIIPOAYKTUBHYIO (bYHKI_II/IIO nin Q)epTHJIBHOCTB.

4.7. Bausinde Ha CIOCOOHOCThH YIPaBJIATh TPAHCHOPTHBIMH CpeEIACTBaAMH M paﬁoTaTb C
MeEXaHUu3MaMHu

[Iepunonpui cienyer ¢ OCTOPOKHOCTHIO IPUMEHSTh MAlMEHTaM, YIPABIIOIIMM TPAHCIIOPTHBIMHU
CpeACTBaMU U 3aHUMAOIIUMCS BUJIaMH JI€ATEIIbHOCTH, TPEOYIOIIMMHU MOBBIIIEHHON KOHIIEHTPALUH
BHHUMaHHUS U OBICTPOM peaklMM, B CBS3U C ONACHOCTBIO PA3BUTHUS apTepUalIbHON TMIIOTEH3UU U
TOJIOBOKPYKECHHS.

4.8. HexkenateslbHbIe peakuuu

Pesrome nmpoduiist 0e300acHOCTH

[Ipoduns Ge3omacHOCTH TEPUHIONPHUIIA corylacyeTcs ¢ mpoduiieM 0e30MacHOCTH WHTHOUTOPOB
AllD.

Haubonee uwacTble HexenarenbHbIE pEaKIUM NpPU TpUEME TMEPUHAONPUIIA, OTMEUEHHBIE MpHU
MPOBEICHUN KIMHUYECKUX MCCIIEJOBAHUAX: TOJOBOKPY)KEHHE, TOJOBHas Oo0Jsib, NapecTesus,
BEPTUr0, HapYLIEHUs 3pEHHUs, 3BOH B yIllaX, apTepuaibHasl TMIOTEH3Us], Kalllelb, O/bIIIKa, 00Jib B
’KUBOTE, 3a10p, IUapes, TUCreB3us (PacCTPOUCTBO BKYCa), JUCHEIICHS, TOIIHOTA, PBOTA, KOXKHBIN
3y[, KOXKHas Chlllb, CIIa3Mbl MBIIIIL, aCTCHUS.

Tabnuunoe pe3loMe HeXKellaTelIbHbIX peaKIIni

[TepeurciaeHHbIE HUKE HEKETATEIbHBIE PEAKIMHA, OTMCUCHHBIC MPH MPOBEACHUH KIMHHYCCKHX
WCCIIC/IOBAaHUI W/WJIM TMOCTPETUCTPAIIMOHHOM TPUMEHEHUHU TICPUHIIONPHIIA, TIPUBEACHBI B BHJIE
cIenyromen rpaganuu : o4eHb 9acto (> 1/10), vacto (> 1/100, Ho < 1/10), Heuacto (> 1/1 000, HO <
1/100), penxo (> 1/10 000, o < 1/1 000), ouensr peako (<1/10 000), wacTtora HeusBecTHa (Ha
OCHOBAaHHUHU UMEIONIUXCS IAHHBIX OIIEHUTh HEBO3MOIKHO).

Tabnuua 2. TabnuuHoe pe3toMe HexenaTeIbHbIX Peakni
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 06.02_2026 N= 2084
(AQCNEOQBATENEHOCTL 0002)
Yacro Heuacro Penx O4eHb peKo YacroTa
HEeM3BeCTHA
Hapywenus co cmoponsl kposu u aumgpamuieckotl cucmemol
DozuHoprmms™ CHmxeHne
reMoriioonHa u
TeMaTOKPHTA;
TpoMOomMTOIICHNS;
JleiikoneHus/HEATpOTT
CHUS,
ATpaHyJIONITO3 WU
MaHIUTOTICHHUS;
I'emonutnyeckas
aHEMUsl y TTAleHTOB C
BPOXKJICHHOU
HEJI0CTaTOYHOCTHIO
TIIIOK030-6-
thocharneruaporenas
Bl
OHOOKpUHHblE HAPYUWEHUS
CunzpoM
HEaJIeKBaTHOU
CEeKpeluH
AHTHIINYPETHY
€CKOro
rOpMOHa
(CHCAHOD)
Hapywenus memabonuzma u numanus
I'unornukemus* (cm.
pazmensl 4.4 u 4.5);
T'unepkanuemus,
oOparumass ~ mocie
OTMEHBI Tpernapara*
(cMm.  pasgen  4.4);
[Munonarpuemust™
Tcuxuueckue Hapywienus
Hemnpeccus™;
Hapyumenus CHa;
JlabmibHOCTH
HACTPOEHHUS
Hapywenusi co cmoponwl Hepgnoti cucmembl
[Tapecresns; ConnmBoOCTB*; CryTaHHOCTB
I'onoBHas  Goub; | OOMOpok™ CO3HAHUS
lonoBokpyxenwue;
Bepturo
Hapywenus co cmoponul opeana 3penus
Hapyuienue 3peus | | | |
Hapywenus co cmoponvl opeana ciyxa u aabupunma
3BOH B ymax | | |
Hapywenus co cmoponul cepoya
Taxukapaus™; CreHokapaus
Omrymenve (cm.pazgen 4.4);
cepaueoneHus Apurmus;
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COOTBETCTEBYET 3KCNEPTHOMY OTYETY
ot 06.02.2026 N2 2084
(NOCNEOCQBATENEHOCTE Q0027
Yacto Heuacrto Penk OueHb peako Haerora
HeHu3BeCTHA
Wndapkr wmmokapaa,
BO3MOJKHO,
BCJIEICTBHE
H30BITOYHOI'O

cHmwkenus Al y
MAIUEHTOB U3 TPYIIIbI
BBICOKOTO pHCKa (CM.

pasnen 4.4.)
Hapywenus co cmoponul cocydos
ApTtepuanpHas Backymut* [IpunuBer™* WucynsT, BO3MOXHO, B | CuHApOM
TUIIOTECH3US CJIE/ICTBHE Peiino
(130BITOYHOE Ype3MEpPHOTo
camwkenne AJl) wu cumxenuss Al vy
CBSI3aHHBIE C JITHM MAIUEHTOB W3 TPYTIITHI
CUMIITOMBI BBICOKOTO puCKa (CM.
paznen 4.4.)
Hapywenusi co cmoponwl ObixamenbHOU cucmemsbl, Op2ano8 2pyOHOll KemKU U cpedoCmeHUs
Kamens; Opgpiika | Bponxocnasm DozuHOHITHEHAS
ITHCBMOHUSI,
Punut
Hapywenus co cmoponwi sceny0ouHo-KuueuHo2o mpaxkma
Bors B xuBoTe; | CyXxoCTh BO pTY ITankpearur
3anop; Huapes;
Jucres3ust
(pacctpoiicTBO
Bkyca); TomrHOTa;
PBora;
Hucnencus;
Hapywenus co cmoponwvl neuenu u dceniesbigo0aujux nymetu
I'enmatur

(xomecTaTHUeCKUH HITH
[IUTOJINTUYIECKUI) (CM.

paznen 4.4)

Hapywenusi co cmoponul Kodicu 1 NOOKOHCHBIX MKAHell
Koxwnslit 3y1; Amnrnonespotuyecku | O6ocTpeHue MHorodopmHas
KoxHast chirb 171 OTEK nuIa, | mcopuaza* apuTeMa

KOHEYHOCTEH, TYyO0,

CITM3UCTHIX

obOoyouek,  sI3bIKa,

TOJIOCOBBIX  CKJIQJIOK

W/ TopTaHd (CM.

paznen 4.4);

Kpanusauia (cm.

pasmen 4.4);

Peakiun

(hOTOUyBCTBUTEIHLHO

cTu’®;

[emdurong*;

IloBeIIEHHOE

MIOTOOT/IEJICHHE
Hapywenus co cmopornvi mvliteurotl, KOCMHOU U COeOUHUMENbHOU MKAHU
WYISNIEEEISE Aptpanrus®;
CIIa3MBI Muanrus*
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COOTBETCTBYET SKCTNEPTHOMY OTHETY

o1 06022026 Nz 2084

(NOCNEOQBATENEHOIC 'I:—. Q00

0 4

Yacro Heuacro Peax OyeHb PeaKo Haerora -
HEeM3BeCTHA

Hapymenuﬂ CO CMOPOHbL NO4YeK U MOU@GblGO@ﬂWZ/IX nymeﬁ

ITouyeunas Octpas
HEIOCTaTOYHOCTh oYeYHas
HEZ0CTaTOYHO
CTb;
Amnypus/onury
pusi*
Hapywenusi co cmoponvl penpodyKmueHot cucmembl U MOJIOUHbIX Jicele3
OpeKTHIbHAS
JucyHKIHS
Obwue Hapyuienus U peakyuu 8 Mecme 88e0eHusl
Actenus bons B rpynHon
KieTke™®;
Henomoranune*;
[Mepudepuueckue
oTeKu™;
Jluxopaaka*.

JlabopamopHnyvie u uncmpymenmanvivie OanHvle

IloBbIICHME [ToBbIICHHE
KOHIOCHTpaluu AKTHUBHOCTH
MOYCBUHBI H | «IICUCHOYHbIX
KpeaTHHUHA B | » ()EpMEHTOB U
TIa3Me KpoBu™® OmnmupyOnHa B
KpOBHU
Tpasmbi, UHMOKCUKAYUU U OCTIONHCHEHUS NPoyedyp
| ITanenne* |

>k()HeHKa YaCTOThI HCXKCIATCIbHBIX peaKunﬁ, BBIABJICHHBIX I10 CIIOHTAHHBIM COO6H16HI/IHM, MpoBE€AC€Ha HA OCHOBAaHUU
JAHHBIX PE3YyJIbTAaTOB KIIMHUYCCKUX HCCHC}IOBaHHﬁ.

HexenarenpHbIe PC€aKIIMM, OTMCUYCHHBIC B KIMHUYCCKUX UCCJICIOBAHUAX

B wuccnepoBannn EUROPA mnpoBoamnace perucrpanusi TOJBKO CEPbE3HBIX HEXKEIATEIBbHBIX
sBiieHni. Cepb€3Hble HEKeIaTeNbHbIe sIBIeHUs Obuth oTMedeHbl y 16 (0,3 %) nanueHToB B rpymnme
nepunaonpuia u 'y 12 (0,2 %) nmanuentroB B rpymmne miane6o. B rpynmne nepunponpuia y 6
MalUEeHTOB ObUIO OTMEUYEHO BBIpaK€HHOE CHIDKeHHE AJl, y 3 manueHTOB — aHTMOHEBPOTHYECKUM
OT€K, y 1 manmeHTa — BHE3alHas OCTaHOBKa cepiaua. YacTora OTMEHBI IIpernapaTa M3-3a Kauulsd,
BBIPQXEHHOTO CHIKEeHUs AJ] uimm JOpyrux ciay4yaeB HENEpPeHOCUMOCTH ObUla BBILIE B TpYyIIe
NEPUHAONPUIA IO CPABHEHUIO C IPYMION 11ane6o.

Coo0111eHrEe 0 IMOI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIUIX

BaxHo coo0marh O TOJO3pEBAacMbIX HEXKENATEeNbHBIX pPEAaKUUAX IMOoCie  PEerucTpanuu
JIEKapCTBEHHOI'0 Tperapara C LEedbl0 O0ecreueHus HENPEpbIBHOTO MOHUTOPUHIAa COOTHOIIEHMS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOro Mpemnapara. MeAUUIUMHCKUM pPaOOTHUKAM pPEKOMEHIYyeTCs
coO0MIATh O JIOOBIX MOI03PEBAEMBIX HEKENATENIBHBIX PEAKIMAX JEKApCTBEHHOTO IpenapaTa yepes
HaIlMOHAJIbHBIE CHCTEMBI COOOLIEHHS O HEXKeJIaTelNbHbIX pPEaKIHUAX TOCYAapCTB — HWICHOB
EBpa3niickoro 5KOHOMHUYECKOTO COKO3a:

Poccuiickas ®@enepanus
denepanpHas cayk0a o Haa30py B chepe 3apaBoOXpaHSHUS

Anpec: 109012, r. MockBa, CnaBsiHCKast TUIOIIab, a. 4, ctp. 1
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COOTBETCTEYET _ZE'_I‘i. li:_ [NEFTHOMY OTYETY

ot 06.02.2026 N2 2084

(NOCNEOOBATENBHOCTE 0002)

Tenedon: +7 800 550 99 03

DnexrponHas moura: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

CaiiT: www.roszdravnadzor.gov.ru/
4.9. Ilepeno3npoBka

JlaHHble 0 Iepe03UPOBKE MpenapaTa y 4eaoBeKa OrpaHUYEHbI.
CHUMOTOMBI

CuMNOTOMBI, CBSI3aHHBIE C TMEepeno3upoBKoil nHrHOuTopamu AIID, MOTYT BKIIOYATh: BBIPAKEHHOE
cHibkeHue AJl, IUPKYJISATOPHBIA IIOK, HAapylIeHHWE BOJHO-3JEKTPOJMTHOrO OanaHca, MOYEUHYIO
HE/I0CTaTOYHOCTh, TUIIEPBEHTHIALMIO, TAaXUKAPJAWIO, OIIyIIEHHE CepAleOHeHus, OpaguKapIuio,
rOJIOBOKpY’KeHHE, 0ECITOKOMCTBO U Kalllelb.

Jleuenue

PexoMeHIyeMbIM METOZIOM JICUCHHUS TIPH MIEPE03UPOBKE SIBJIIETCS BHyTpUuBeHHOE Begenue 0,9 %
pacTBOpa HATpHs XJIOPUIA.

[Tpu BeIpakeHHOM cHIDKeHHH A/l cieyeT mpuBECTH MalMeHTa B MOJIOKEHHUE «IEXKa» Ha CIHHE C
NPUTTOTHATHIMU HoramHu. [Ipr HEOOXOIMMOCTH MOKHO BBECTH BHYTPUBEHHO aHTHOTeH3HH || n/mmm
pacTBOp KarexonaMuHOB. C MOMOINBIO JMANN3a MOXKHO YJAJIUTh HNEPUHIONPUI U3 CHUCTEMHOIO
KpoBoTOKa (cM. pasmen 4.4). Ilpum pa3BuTHH YCTOWYMBOW K TEpamuu OpaaMKapAud MOXKET
NOTPeOOBATHCS YCTAaHOBKA 3JIEKTPOKAPIUOCTUMYJISTOPA.

Heo6x011uMo MOCTOSSHHO KOHTPOJIMPOBATh IOKA3aTEIH OCHOBHBIX KHU3HEHHBIX (DYHKINI OpraHu3ma,
KOHLICHTPALUIO KPEaTUHUHA U DJIEKTPOIUTOB B CBIBOPOTKE KPOBHU.

5. PAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoaMHaAMHYeCKHe CBOCTBA

dapmakoTepaneBTHUECKAs TPYTIINA: CPENICTBA, IEHCTBYIONINE HA PEHHH-aHTHOTEH3WHOBYIO CUCTEMY;
MHTUOMTOPBI aHTHOTEH3UHITpeBpalnatomiero ¢pepmenta (AIID).
Kox ATX: C09AA04

MexaHHn3M A€l CTBUS

[Tepungonpun — uHrKOUTOP (hepMeHTa, MPEBPAIIAIOIIETO aHTUOTEeH3UH | B anrnoTeH3uH 1.

AIl®, nnn xunuHa3za II, sBasgercs sk3omenTnaa3oil, KOTOpas OCYLIECTBIISIET KaK IPEBpaLICHHE
aHrroTeH3uHa | B cocyocy kuBaroliiee BemecTBo aHruoTeHsuH Il, Tak u paspyuienue OpaiuKUHUHA,
00J1a]al0IIero coCyA0PACUIMPSIOLIMM JeHCTBUEM, 1O HEAKTUBHOT'O reNTanenTua.

WNurubuposanne AII® npuBoaUT K CHUKEHHUIO KOHIEHTpaluu aHrnoreH3uHa 1 B mnazme kpoBu, 4yTo
BbI3bIBAET YBEJIWYEHHE AKTHUBHOCTH PEHHMHA IJIa3Mbl KPOBU (II0 MEXaHU3MY «OTpHULIATEIbHOU
00paTHOM CBSI3M») M YMEHBIIICHUE CEKPEIINH aJIbIOCTEPOHA.

[Tockonbky AII® unakTuBUpYeT OpaguKkuHUH, ofaBieHre AIID conmpoBoXKAaeTcs MOBBIICHUEM
AKTUBHOCTH KaK LIUPKYJIUPYIOIIEH, TaK U TKAHEBOW KAJNIMKPEWH-KMHUHOBOW CHUCTEMBI, IPU ITOM
TaKXe aKTMBHPYETCSl CHCTEMa MpOoCTarjaHIuHOB. Bo3M0oXHO, 4TO 3TOT 3((eKT sABIAETCA YacThIO
MeXaHHM3Ma aHTUTUNEePTEH3UBHOTO AeiicTBus nHruOuTopoB AIID, a Takke MexaHHW3Ma pa3BUTHUS
HEKOTOPBIX HEXKeJIaTeNIbHBIX PeakIfii MpernapaToB JaHHOTO Ki1acca (HanmpuMmep, Karuis).
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[lepunaonpun OKa3bIBaeT TepaleBTUYECKOE JCHCTBHe—OAaroAapi—akFHBHOMY—MeTaboAHTY
nepuHonpuiaaTy. Jpyrue MeTaboauThl HE OKa3bIBAIOT WHTHOMPYIOMIETO JCHCTBUS B OTHOIICHUU
ATI® in vitro.

Kimmanueckas 3dbdheKTUBHOCTE U 0€30I1aCHOCTE

Apmepuanvras cunepmen3us

[lepunnonpuin >Q¢pexkTuBeH B Tepanuu apTepualbHON THIIEPTEH3UH J1I000i crernenu Tsxectu. Ha
(dhoHE MPUMEHEHHSI MTPenapaTa OTMEYACTCS CHUKCHHIE KaK CHCTOJIMYECKOTO, TaK U JUACTOIIMYECKOTO
A/l B IOJIOKEHHUH «IEKA» U «CTOSN.

[Mepurmonpun ymeHbnaer obmee nepudepudeckoe cocymuctoe comporupienue (OIICC), uro
NPUBOAMT K CHIDKeHHIO AJl, mpu 3ToM mnepudepudeckuii KPOBOTOK yCKOpsieTcss 0e3 M3MEHEHHS
4acToThI cepyieunbix cokpamienuit (HCC).

Kak npaBuio, nepuHI0NpuiI NPUBOAUT K YBEIUUYEHHUIO TToYeyHOro kpoBoToka, CK® mpu 3ToM He
M3MEHSIETCHI.

AHTUTHNIEPTEH3UBHOE JIEHCTBUE Tperapara JOCTUraeT MakcuMmyma uepe3 4—6 uacoB mocie
OJIHOKPAaTHOI'O IpUeéMa BHYTPb U cOXpaHsieTcsi B TeueHue 24 yacos. Yepes 24 yaca mocie npuemMa
BHYTpb HaOo1aeTcs BeipaxkeHHoe (mopska 87—100 %) ocrarounoe unrubupoBanue AlID.

CHmxeHue AI[ JOCTUTaCTCAa 1O0CTATOYHO 6I)ICTpO. v alMECHTOB C ITIO3UTUBHBIM OTBETOM Ha JICUHCHHC
HOpMaJIu3alusa AII HACTYIIAaCT B TCUHCHUC MECiAla U COXPAHSACTCA 0e3 Pa3BUTHA TaXI/I(i)I/IJ'IaKCI/II/I.

[Ipekpaienue Te4eHHs He COMPOBOKAACTCS Pa3BUTHEM dPPEKTa «PUKOIICTA.

[lepunponpun oOKa3bplBae€T COCYAOpACIIMpsIOIIee [JeHCTBHE, CHOCOOCTBYET BOCCTAHOBIJIEHUIO
JJACTUYHOCTU KPYNHBIX apTEPUM U CTPYKTYPBl COCYIMCTOM CTEHKM MEJIKMX apTepuil, a TaKke
YMEHBIIAET TUIEePTPOUIO JIEBOTO HKETYJOUKA.

CoBMecTHOE Ha3HAYEHNE TUA3UIHBIX TUYPETUKOB YCUIMBAET BHIPAKEHHOCTh aHTUTUIIEPTEH3UBHOTO
s dekra. Kpome storo, komOuHupoBanue unruouropa AII® u THA3UAHOTO AMYpETHKA TaKKe
MIPUBOJIUT K CHIDKCHHUIO PUCKA PAa3BUTHS TUIIOKATHEMUN Ha (JOHE MIPHEMa TUYPETHKOB.

Cepoeunas nedocmamounocms
[Mepunonpuin HopMaU3yeT padoTy cep/ria, CHIKAs MPeHArpy3Ky U IOCTHATPY3KY.

VY manueHToB C XpOHH‘ICCKOfI CCp,[[G‘-IHOﬁ HEAOCTATOYHOCTBIO, IMOJIYYaBIINX ICPUHIAOIPHUII, OBLIO
BBISABJICHO!

— CHW)KCHHE JaBJICHUS HAMIOJHEHUS B JIEBOM U MPABOM >KEITYyJ0YKaxX CepAla;
— CHIDKEHHE 0011ero nepudepuieckoro COnpoTUBIICHHS COCYIOB;
— TIOBBILICHHE CEPICYHOTO BHIOpOCA U yBEIUUYEHUE CEPACUYHOTO UHIEKCA.

HccnenoBanue mpenapara o CpaBHEHUIO C IUIanedo mokasano, 4To u3MeHeHus A/l mocie nepBoro
npuemMa nepuHaoNnpuiIa 2,5 Mr y naieHToB ¢ XpOHUUYeCcKol cepaeuHoi HepoctatouHocThio (11 - 111
(GyHKIMOHAIBHBIN Kiacc 1o kiaccupukanuu NYHA), craTucTuiyecku JOCTOBEPHO HE OTIMYAIINCH
oT u3MeHeHuit AJl, HabmogaBIMXcs ocie mpruema nianeoo.

Llepebposackynapusie 3ab01e8anus

Pesynbratel uccnenoBanus I[IPOI'PECC, rne oueHuBaioch BIMSHHME aKTUBHOM Tepanuu
MEePUHJIONPUIIOM (MOHOTEpanus WM B KOMOWHAIIMU C MHAAMAMUJIOM) B TeueHUe 4 JIeT Ha PHUCK
pa3BUTHs MOBTOPHOTO MHCYJbTA y TMAlMEHTOB, UMEIOLIMX LEepeOpoBacKysipHbIe 3a00JeBaHUs B
anamuese. [locie BBOAHOrO mepuoaa NPUMEHEHHUS MEPUHIONpPHIA TPeTOyTWIaMMHA MO 2 MT
(9KBHBaJICHTHO MEPUHJIONIPHIIIA APTHHUHY 2,5 MT') OAMH pa3 B JIeHb B TE€UCHUE JABYX HEJENb U 3aTeM
10 4 Mr (3KBHUBAJICHTHO MEPHUHJIONPUIIA ApTUHUHY 5 MT') OJIMH pa3 B JIEHb B TE€UEHHE MOCIETYIOIINX
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IBYX Henenb, 6105 manueHToB OBUTH PaHIOMU3UPOBaHb-Ha-ABe-FPyHIbE-Fane6o—(1n —_3(,-‘ -4)‘-'11
MEepPUHJIONPUI TpeTOyTWIaMUH 1Mo 4 Mr (COOTBETCTBYET S5 MI MEpUHAONpUIIA apTHHUHA)
(MoHOTEepanusi) WM B KOMOMHanmuu ¢ uHganamuaoMm (n = 3051). Mapanamuj JOMOIHUTEIHHO
Ha3HayaJiCid TMalMeHTaM, HE MMEIOIIMM TMPSAMBIX T[OKAa3aHUM WIM TNPOTHUBONOKA3aHUN IS
IIPUMEHEHUS AUYPETUKOB. JlaHHas Tepanus Ha3Hayalach JONOJHUTENBHO K CTAaHAAPTHOW Tepanuu
WHCYJIbTA W/WIM apTepHalIbHOM THUMNEePTEeH3UHM WM JPYTHMX IaTOJIOIMYEcKuX cocTtosiHuil. Bcee
PaHIOMU3MPOBAHHBIC TAIMEHTHl UMENH B aHaMHe3€ LepeOpoBacKyIsipHbIe 3a00eBaHus (MHCYIJIBT
WM TPAH3UTOPHYIO MIIEMUYECKYIO aTaKy) B TeueHue nociaeanux 5 jer. Benuuuna AJl He sBisnach
KpUTEpHUEM BKIIOUEHHU: 2916 nmanueHToB UMENN apTepuabHylo runeprensuto u 3189 — HopmanbeHoe
AJl. ITocne 3,9 ner repanuu BenuunHa A/l (cucronndeckoe/ IUacTOINYECKOE) CHU3MIIACHh B CPETHEM
Ha 9,0/4,0 mm pr.ct. Takke ObUTIO MOKA3aHO 3HAYUTEIBHOE CHIDKCHHE PHCKA BO3HUKHOBEHUS
MTOBTOPHOT'O UHCYJIbTA (KaK UILIEMUYECKOT0, TAK U TEMOPPAruyeckoro) nopsaka 28 % mno cpaBHEHUIO
¢ mane6o (10,1 % u 13,8 %).

,HOHOJ'IHI/ITGJ'IBHO OBUIO MOKA3aHO 3HAYUTEIBHOE CHIKECHHE pucka:

— (baTaJ'IBHBIX WJIW ITPUBOAAIIHNX K HHBAJIUAU3ALUN UHCYJIBTOB,

— OCHOBHBIX CEpACYHO-COCYAUCTBIX OCHO)KHGHHﬁ, BKJIO4as I/IH(1)apKT MHOKapaga, B T.4. C
JICTAJIbHBIM MCXOJ0M,

— J€MEHIIMH, CBA3aHHOM C HHCYJIBTOM;
—  CEpbE3HBIX YXYAUICHUH KOTHUTUBHBIX (DYHKIUH.

3710 OBLIO OTMEYEHO KaK y MAI[MeHTOB C apTepHalIbHOM TUIIEPTeH3UEeH, TaKk U Tpu HOpManbHOM A/,
HE3aBHCHMO OT BO3pacTa, 1oJia, HAJTMYUS WK OTCYTCTBHUS CaXxapHOTro quadera U THIIa WHCYJIbTA.

Cmabunvnas uwemuueckas 6one3usb cepoya (MBC)

D¢ dekTHBHOCT TPUMEHEHUS TIEPHHIONPHIIA Y MaueHToB co cTabmibHON MBC (12218 nmanueHToB
crapiue 18 net) 6e3 kiauHuyeckux cumntoMoB XCH u3yuanace B Xoze 4-1€THEro Mcciael0BaHus.
90 % y4JaCTHHKOB HCCJIEIOBAHUS paHee MEPEHECTN OCTPBId MH(APKT MUOKAapAa W/WIK TPOLEAYPY
peBacKyJsipu3ali. bBONBIIMHCTBO MAalMEHTOB IMOJYYWJIM IMOMHUMO HMCCIIEIyeMOro Ipernapara
CTaHJApPTHYIO TEpaIuio, BKJIIOYas AHTHATPEraHThl, THITOJMIHIEMHUYECKHE CpeAcTBa W Oera-
anpeHobOnokaropel. B kadecTBe OCHOBHOTO Kputepus >PQPEKTUBHOCTH ObUTa BbIOpaHa
KOMOWHUpPOBaHHAs KOHEYHAas TOYKA, BKIIOYAIOIIAS  CEPIACYHO-COCYAMCTYI0  CMEpPTHOCTD,
HedaTaabHbIN HH(APKT MUOKap/Aa W/UIIM OCTAaHOBKY CEp/Ilia C YCIIEHIHON peaHnMaIien.

Tepanusa nepusngonpuia 3pOyMHHOM B 03¢ 8 Mr/cyT (dkBuUBajeHTHO 10 Mr mnepuHaonpuia
aprMHUHY) NpPUBOAMIA K CYIIECTBEHHOMY CHIDKEHHIO aOCOJIOTHOIO pHCKAa HAaCTYIUICHHS
KOMOMHHUPOBAaHHOW KOHE4YHOH Touku Ha 1,9 % (cHmwkenue oTHocutTenbHOro pucka — 20 %).
VY mnanmueHToB, paHee MepeHecInX HHGApKT MHOKapJa WM MpOLEeAypy peBacKysspu3alui,
CHIDKEHHE a0COJIFOTHOTO pHCKa cOCTaBUIIO 2,2 % (CHU)KEHHE OTHOCUTENIBHOTO pucka — 22,4 %) no
CPaBHEHHMIO € TPYIINON mianedo.

Jleotinas bnokaoa PAAC

Nmerorcss naHHBIE KIMHUYECKUX WCCIEJOBAHUNM KOMOWMHHPOBAHHOW Tepanuu ¢ MPUMEHEHHUEM
naruouTopa AII® u APA II. IIpoBoauIoCch KIMHUYECKOE MCCIIEIOBAHUE C yUYacTUEM TMAIlMEHTOB,
MMEIOIIUX B aHAMHEe3€ KapAMOBaCKyJSIpHOE WK LIepeOpoBacKysipHOe 3a005ieBaHne, 100 caXxapHbIi
nuabeT 2 TUIa, COMPOBOXIAIONTUNCS MOATBEPKICHHBIM MOPAKCHUEM OpTraHa-MHIICHH, a TaKkKe
UCCIIEIOBAaHMS C YyYacTHEeM TAaIeHTOB C CaxapHbIM Aua0eToM 2 THNA W JUA0CTUYECKOU
HedpomnaTuei.

I[aHHBIC I/ICCJ'ICI[OBaHI/Iﬁ HC BBIABHUIIM 3HAYHUMOI'O ITOJIOXKHWUTCIBHOI'O BJIMAHHA KOM6HHHpOBaHHOﬁ
TEpallii Ha BO3HUKHOBCHHUC ITOUCYHBIX H/UIn KapaAuOBaCKYyJISAPHBIX COOBITHI M Ha IOKa3aTelu
CMCPTHOCTH, B TO BpCM KaK PHUCK pa3BUTHUA THUIICPKAIIUCMUH, 00Tp0171 MOYEYHOM HCOAOCTATOYHOCTH
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H/Uau apTepHaJIBHOﬁ TUIIOTCH3UHN YBCIMYUBAJICA IO CpaBHCHO-C-MOHOTCPaHHCH:

[IpuHrMasi BO BHUMaHHE CXOXHE BHYTPUTPYIIOBbIE (apMaKOJMHAMHUYECKHE CBONCTBA
unaruoutopoB AIID u APA 11, nanHbIe pe3yabTaThl MOXKHO OXKHUAATH JJIS B3aUMOJCUCTBUS JTFOOBIX
JIPYTHUX MperapaToB, NpeacTaButesnei kiaccoB HruoutopoB AII® u APA II.

[TosTomy coBmecTHOE npuMeHeHre nHruouTopoB AII® u APA Il npoTHBONoOKa3aHo y HalMeHTOB €
JTMA0CTUIECKON HepOITaTHe.

NwmeroTcss naHHbIe KIMHUYECKOTO HCCIEAOBAaHUS MO M3YUYEHUIO MOJOKUTEIBHOTO BIUSHUSA OT
n00aBJICHHs aJTUCKUPEHA K CTaHaapTHOM Tepanuu uHruouropoM AII®D wim APA Il y manueHToB ¢
caxapHbpIM auabeToM 2 TUIA W XPOHHYECKUM 3a00JIEBaHHEM IOYEK WM KapAHOBACKYIISPHBIM
3a0osieBaHueEM, JINOO MMEIOLUX coueTaHue 3TUX 3aboneBanuil. MccnenoBanue ObUIO MPEKpaleHO
JOCPOYHO B CBSI3U C BO3POCIIMM PHUCKOM BO3HHKHOBECHHSI HEONArONMPHSITHBIX HMCXOJOB.
KapaunoBackymsipHas cMepTh U MHCYJIBT OTMEUAJIUCh Yalle B TPYIIE MalUEeHTOB, MOJYYarOUINX
QIUCKHUPEH, M0 CPAaBHEHHUIO C TPYMION IUIane0o0; Takke HEeKeIaTelbHBIE PEaKIMU U CEePhEe3HBIC
HEeXKeNlaTeJIbHbIE peaklMu 0co0oro uHTepeca (TUMEpKaIUeMus, apTepualbHas THUIOTEH3US U
HapylieHus: (QYHKIIUM TI0YEK) PETUCTPUPOBAIUCH 4Yallle B TPYIINC ATUCKUPEHA, YeM B TPYIIIE
mwiane0bo.

€T

D¢ dexTuBHOCTH U 6€30MACHOCTH MPUMEHEHHUS IEPUHIONIPUIIA Y IETeH U OJPOCTKOB B BO3PACTE /10
18 7eT He yCTaHOBJIEHBI.

NmeroTcss naHHBIC KIMHUYECKUX HCCIACAOBAHMN C ydacTheM 62 TalMeHTOB C apTepHaTbHOU
runeprensueii B Bospacte ot 2 10 15 net ¢ CK® > 30 mu/mun/1,73 M2 m1omaam moBepXHOCTH TeJa,
KOTOPBIC MOTydaau nepunaonpui B 1o3e 0,07 mr/kr B cpearem. Jloza nmoadupanach MHIUBUAYATIbHO,
B 3aBUCUMOCTH OT OOIIIETO COCTOSIHUS MAaIlMEHTa M MoKa3aTeneit ero Al B OTBET Ha Tepamnuio, Ipu
3TOM MakcuMajbHas 103a cocraisiia 0,135 mr/kr/cyT.

59 manMeHTOB yYacTBOBAIM B MCCIICIOBAHUM HAa MPOTSHKECHUU 3-X MeCAlEeB W 36 MalMeHTOB
3aBEPIIWIIM TIPOJJICHHBIA TEPUOJ] HMCCIICIOBAHUS, KOTOPBIM COCTaBIsI HE MeHee 24 MecsleB
(cpenusis MPOAOHKUTENBHOCTD YYaCTHsI B UCCIIEIOBAHUM COCTaBUiIa 44 MecsIia).

IlokazaTenu CHCTONIMYECKOTO U JUACTOJIUYECKOIO AI[ OCTaBaJINCh CTAOMIIBHBIMU Ha MMPOTAKCHUN
BCCTO ICpruoga HCCICIOBAHUIA (OT MOMCHTA BKIIIOUCHUS B MCCIICAOBAHHSA OO 3aKIIOYUTCIHHOMN
OI_ICHKI/I) Yy NMaOueHTOB, PAHCC IOJYYaBHIUX APYTIUC€ THIIOTCH3HWBHBIC CPCACTBA, U CHU3BUIIUCH Y
ManMEHTOB, PAaHEC HC MOJTYYaBIIUX T'MIIOTCH3UBHYIO TCPAIIUIO.

bonee 75 % nereit nmpu mociieqHEM ONPENEICHUH MUMENHU CUCTOJIIMYECKOe M Iuactonnueckoe AJl
MEHbIIIe 95-T0 MepPIEeHTHIIS.

JlanHble TI0 0€30MaCHOCTH, TOJTyYeHHbIE B 9TOM HCCIIEI0BAaHUH, COTJIACYIOTCS C YK€ UMEIoIeics
nH(popMalren OTHOCUTENILHO O€30MaCHOCTH MPUMEHEHHUSI TIEPUHIOTIPHIIA.

5.2. ®apmakoOKHHeTHYECKHE CBOCTBA

AOGcopOrus

Ilpn mnpuemMe BHYTph NEPUHAONPWI OBICTPO BCACHIBACTCS B  JKEIYIOYHO-KHUIIIEYHOM TpPAKTe.
MaxkcumanbHas KoHreHTparms (Cmax) B THIa3Me KpOBH JocTturaeTcs uepes 1 gac. [lepron momyBeiBeeHus
(T12) nepuHIONPHIIA U3 IJ1a3MBbI KPOBHU COCTABIISAET | yac.

Pacnopenenenne

O0mBem pacnipenienieHus: CBOOOTHOTO NEPUHAONPUIIaTa coCTaBseT npuoan3uTenasHo 0,2 /kr. CBs3b
NepUHIoNpuiIaTa ¢ 6eKamMu Mmia3Mbl KpoBH, rIaBHEIM 00pazoM ¢ AII®, cocrasuset 20 %, U HOCUT
710303aBUCUMBIN XapaKTep.
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Buorpanchopmarist

[lepunnonpun He obnagaet hapmakosoruyeckoit akTuBHOCTHIO. [Ipubnusurtensuo 27 % ot obiero
KOJMYeCTBAa aOCOpPOMPOBAHHOTO TMEPUHIONpPUIIA TOMAgacT B KPOBOTOK B BHJIE AKTUBHOTO
Metabonura nepuHaonpuiata. [lomumo mepunaonpuiata, oopasyrrcs euie 5 MeTaboJIUTOB, HE
obmagaromux (papMaKoJIOTrHUECKOW aKTUBHOCTBIO. Cmax NEpUHAONpPHIATA B IUIa3ME€ KPOBHU
nocturaercs yepes 3—4 4 nociie npueMa BHYTpb.

[Tpuem nmummm 3amMeUIeT MpeBpalleHie MepUHIONPHIIA B IEPUHIONIPUIIAT, TAKMM 00pa3oM, BIIUsS HA
ouogoctynHocth. [loaToMy mpemapar ciaenyeT MpUHUMATh BHYTPh 1 pa3 B CYTKH, YyTPOM, Mepen
IIPUEMOM IUIIH.

bBbI10 MoKa3zaHo, YTO 3aBUCHUMOCTh MEXY J030i NEPUHAOINPUIA U KOHLUEHTpAUUeld ero B IJIa3Me
HMMEET JIMHEWHBINA XapaKTep.

ONIMMUHAIMA

HepI/IHI[OHpI/IHaT BBIBOAUTCA H3 OpraHu3Ma IIOYKaMH, U KOHCYHBIN nepuoa IoJIyBBIBCACHUS
CBO60,Z[HOI>'I (bpaKI_[I/II/I COCTaBJIACT HpI/I6J'II/I3I/ITCJ'ILHO 17 YacCoB, B pE3yJIbTATC paBHOBECHOC COCTOAHUC
JOCTUTACTCA B TCUCHUC 4 CYTOK.

Oco0ble I'PpYHIIBI MAalIMCHTOB

BriBenenue nepuHaoIpuiIaTa 3aMCAJICHO y MAaUCHTOB IMOXKUJIOr0 BO3pacTa, a TAKXKC y IMalUMCHTOB C
cepﬂequﬁ M TTIOYECYHOH HCJOCTAaTOYHOCTBIO.

JlManu3HbIi KIMPEeHC epUuHIopHIIaTa coctapisier 70 Mi/MUH.
VY nauueHToB ¢ UMPPO30M IIEUYEHU NIEYEHOUHBIN KIMPEHC IEPUHAOIPUIIA YMEHbIIAETCA B 2 pasa.

Tem He MeHee, KOTHYECTBO 00pa3yIONIerocs MePUHAONPIIIaTa HE YMEHBIIACTCS, U KOPPEKIIUU 036
npemnapata He TpeOyercs (cM. pasaensl 4.2 u 4.4).

6. PAPMAIIEBTUUYECKUE CBOMCTBA
6.1. IlepeyeHb BcnoMOraTesibHbIX BellleCTB

Ilepuanonpui, 2 mMr, Ta0JIETKH

Kpaxman kykypy3HbIil 4aCTUYHO TpekKETaTUHU3UPOBAHHBIN
JlakT03BI MOHOTHIpAT

[enmron03a MUKPOKPUCTAIIIIMYECKAS

Kpockapmennosza Hatpust

Tanpk

Maruus creapat

Ilepuagonpui, 4 mr, Ta0JIeTKU

Kpaxman kyKypy3HbIi 4aCTUYHO TPEKEITATUHU3UPOBAHHBIN
JlakT03BI MOHOTHAPAT

[ennrono3a MUKPOKpUCTATIINYECKAS

Kpockapmennosa natpust

Tanbk

Marnus creapar
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Ilepunnonpun, 8 mr, TabaeTku

Kpaxman Kkykypy3HbIil YaCTUUHO IPeKeTaTUHU3NPOBAHHBIH
JlakT0o3BI MOHOTHIPAT

[ennono3a MUKPOKPUCTAILITNYECKAS

Kpockapmennosa Hatpust

Tanbk

Maruus creapat

6.2. HecoBMecTUMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEHHs )

2 roja.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH MPH XPAHEHUH

Xpanuts npu Temmeparype He Bbimie 30 °C. XpaHUTh B OPUTHHAJIBHON YIAKOBKE (TTayke) ISt
3alIUThI OT CBETA.

6.5. XapakTep u cogep:kaHue YNAKOBKHU
I[To 7, 10, 14, 15 wmm 30 TabmeTok B KOHTYPHYIO SYCHKOBYI) YIAKOBKY W3 IUICHKH

noyuBuHMIXI0pUAHOM (TIBX) 1 osibru amoMuHUEBOH Me4aTHOH JTaKMPOBAHHOM.

I[To 10, 20 wumu 30 Tabmetok B OaHKy MOJUMEPHYIO M3 TMOJMATUICHA HU3KOTO JaBJICHHUS,
YKYHOPEHHYIO KPBIIIKON HaBUHYMBAEMOW U3 MOJIMATHIIEHA HU3KOTO JAABJICHUS JUIS JIEKAPCTBEHHBIX
CPEeACTB UM B 0aHKY MOJMMEPHYIO C OapbepHOM TOPIOBUHON U3 MONUITUICHA HU3KOTO JIaBJICHU,
YKYHNOPEHHYIO KPBIIIKONH HaTATMBAaeMOW M3 MOJMATUIIEHA HU3KOrO JaBJICHUS W/WIM MOJUAITUIIEHA
BBICOKOT'O JJaBJIEHUS C KOHTPOJIEM IIEPBOTO BCKPBITHSL.

Jlomyckaercst cBOO0THOE MTPOCTPAHCTBO B OAHKE 3aMOTHSATH BATOW MEIUIIMHCKOM THTPOCKOTTMYECKOM.
Opny Oanky unu 1, 2, 3,4, 5,6, 7, 8,9, 10 KOHTYpHBIX STUEHKOBBIX YIIaKOBOK BMECTE C JINCTKOM-

BKJIAAbIIICM IMOMCEHIAIOT B MMAYKY M3 KapTOHA.

6.6. Ocodble MepbI NPEAOCTOPOKHOCTH NMPH YTHUIU3ALMH HCIOJIb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara WIM OTX0A0B, MOJY4YEHHbIX TMoOcjJe TIPUMEHeHHsl TMpenapara, W JApyrue
MAHHUIIYJISIIMH C IIPenapaTom

Oco0bie TpeOOBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOTI'O YOCTOBEPEHUSA

Poccuiickas @enepanus

000 «ITPOMOME/ PYC»

Anpec: 129090, r. MockBa, mpocriekt Mupa, 1om 13, ctpoenue 1, opuc 13
Tenedon: +7 (495) 640-25-28

DnekTpoHHas moyTa: reception@promomed.pro
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7.1. IIpeacraBuTeJIb AepaKATE/Is] PETHCTPAIHOHHOI0-yAOETOBEePeHH st

[Iperen3un notpeduTesiell HaMpPaBIATh MO AAPECY:

Poccuiickas @enepanns

000 «ITPOMOMEJ PYC»

Anpec: Poccuiickas @enepanus, 129090, r. MockBa, npocriekt Mupa, nom 13, ctpoenne 1, oduc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (KpyriI0CyTOUHO)

OnekrponHas noyra: hot line@promomed.pro

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

HCKapCTBeHHBIﬁ npemnapat OTHOCUTCA K KaTCTrOpUH OTITYCKa 110 PCLCIITY.

OO0mas xapakTepuCTHKa JIEKapCTBEHHOTO mpemnapara [lepuHaonpuin A0CTyIHA B €AMHOM pEecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiicKOro 3KOHOMHYECKOTO COK3a M Ha
oduIMaILHOM caiite YIOJIHOMOYEHHOTO oprasa (3KcriepTHOM OpraHU3AIINH )
https://Ik.regmed.ru/Register/EAEU_SmPC

24



