COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 04.08.2023 N= 14397

OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFO TP EMAPATA ")

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPETTAPATA

Nupanamun + [epungonpun Kanon, 1,25 mr + 5 mr, TaGieTKH, TOKPBITHIE TUICHOYHON 000JI0YKOM

2. KAUYECTBEHHbBINA U KOJJMYECTBEHHBIN COCTAB

JeiicTByrolue BelecTsa: MHAanamMuz + nepuHI0IpuIa apruHH.

Kaxnas Tabnerka cogepkut uHaanamuaa 1,25 Mr v nepuHAONpUIa apruHuH S M.
BcenomoraTenbHble BellecTBa, HaJM4Me KOTOPBIX HAJO YUUTBIBaTh B COCTaBE JIEKAPCTBEHHOI'O
npernapara: KapOOKCHUMETHIIKpaxmail HaTpust 3,6 mr, makto3sl MoHoruapar 70 mr (cM. pasaen 4.4).

[TonHbIN TepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEJIECH B pasnee 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTKH, MOKPHITHIC TNICHOYHOU 000JI0YKOM.
TabneTKu KPyTiIbie ABOSIKOBBITYKIIBIC, IIOKPBITHIC MIICHOYHONW 000JI0YKON OETI0T0 WITH MOYTH 0e10T0

uBsera. Ha IMOIICPCUYHOM Pa3pe3€ 0€JI0r0 UM IMOYTH OEI0TO OBCTA.

4. KJIMHUYECKHUE JAHHBIE
4.1. Tloka3aHusl K IPUMEHEHHUIO
ITpenapat Munanamun + [lepunnonpun KaHoH noka3aH K IPUMEHEHUIO Y B3POCIIbIX.

e DcCCeHLMaIbHAas TUIIEPTEH3HS.

e YV MalMEHTOB C apTepUATHLHON TUIEPTEH3UEH U CaXapHbIM JUA0CTOM 2 THIMA ISl CHUKEHUS
pHUCKa pa3BUTHS MUKPOCOCYIHUCTBIX OCIIOKHEHUH (CO CTOPOHBI IOYEK) U MAaKPOCOCYAUCTHIX
OCJIOXKHEHUH MPHU CEePIeYHO-COCYAUCTHIX 3a00JIeBaHUSX.

4.2. Peskum 103MPOBAaHNS M CIOCO0 MPUMeEHEeHUs!

PexuMm no3upoBanus

Dccenyuanvras 2unepmensus

ITo 1 Tabnerke nexapcTBeHHOTO npenapara Munanamun + Iepunnonpun Kanon 1 pa3 B cyTku.

[To BO3MOXKHOCTH IpUEM MpernapaTa HAUMHAIOT ¢ MoA00pa 103 OTHOKOMIIOHEHTHBIX Ipernaparos. B
clly4ae KIMHUYECKOH HEOOXOJAMMOCTH MOXKHO pacCMOTPETh BO3MOXHOCTh Ha3HAUECHHUS
KOMOMHMpOBaHHOW Tepanuu mnpenapatoM Wupamamun + Ilepunnonpun Kanon cpasy mnocne
MOHOTEPAIIHH.

Ecnu motpebyercss u3MeHEHHE O3Bl OJAHOTO W3 JIWCTBYIOIIMX BEIIECTB B COCTaBe Iperapara
(HampuMep, B CBSI3M C BHOBb JUATHOCTUPOBAHHBIM 3a00JI€BAaHHEM, N3MEHEHUEM COCTOSIHUS MAI[eHTa

WJIU JICKAPCTBEHHBIM B3aMMOJICUCTBUEM ), TO HEOOXOIUM WHIUBHUIYAIBHBINA IMTOJ00P 103 OTACIBHBIX
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VY nayuenmog ¢ apmepuanvHou cunepmeH3uell U caxapHvim ouabemom 2 muna 0Jis CHUNCeHUs pucka
PA38umus MUKPOCOCYOUCMBIX OCLONCHEHUN (CO CMOPOHBL NOYEK) U MAKPOCOCYOUCTBIX OCTIOHCHEHULL
om cepoevHO-cocyOucmuix 3a001e8anull

PekoMenayercss HauMHaTh Tepamuio C KOMOMHAlMM UWHAAnamMua + TEpUHIONPUI B J103€
0,625 mr+2,5 mr 1 pa3 B cyrku. Uepes 3 mecsina Tepanuu, Ipu YCIOBUU XOPOILEH IEpEHOCUMOCTH,
BO3MOXKHO yBeIH4eHHUE 1035l - 1o 1 Tabnerke Mugamamun + Iepunnonpun Kanon 1 pa3 B cyTku.

Oco0nlie I'pYHOIIbI TAMEHTOB

Tlayuenmur nosicunoco eospacma (cm. pazoen 4.4)
Cnenyer Ha3HayaTh JICYEHHE IIPEMapaToOM IIOC/IE OLIEHKM (QYHKIUM MOYEK U apTepHaIbHOTO
nasnenus (Al).
Tayuenmoi ¢ Hapywenuem gyukyuu novex (cm. pazoenvt 4.3 u 4.4)
JlexapctBennblii npenapat Wuaanamun + Ilepungonpun KaHoH npoTHBONOKA3aH MalMEHTaM C
TSDKETIBIM HapylieHneM GyHkuuu novek (kaupeHc kpearnnnHa (KK) ke 30 m/mun).
VY manueHToB ¢ ymepeHHbIM HapymieHueMm ¢yakmun nodek (KK 30—60 mu/muH) pekoMeHmyercs
HAuMHaTh TEPalUI0 C HEOOXOAUMBIX J103 MPenapaToB (B BUAE MOHOTEpANNHU), BXOJALIMX B COCTaB
JexkapcTBeHHoro npenapara Munanamun + [epunnonpun Kanon.
[Tatiuentam ¢ KK, paBHbIM uiu npesbimaronuM 60 MJ/MUH, KOppeKIUK 10361 He TpeOyeTcs. Ha
¢doHe Tepanuu HEOOXOAMM PErYJSIPHBIN KOHTPOJIb KOHLIEHTPALIMKA KpeaTUHUHA U Kajus B IUIa3Me
KpPOBH.
THayuenmsi ¢ Hapywenuem gyukyuu nevenu (cm. pazoenvt 4.3, 4.4 u 5.2)
JlexapcTBennslii npenapar Mupanamun + llepunponpun KaHOH IMpOTHBONOKAa3aH ManUeHTaM C
TSKEJIBIM HapyllIeHueM (yHKIUH ITEYEHHU.
[Tpu ymepeHHOM HapyleHUH (PYHKIIMU eUeHN KOPPEKIHS J103bl HE TpeOyeTcs.

€TH
JlexapcTBennslii mpenapat Mumanamun + Ilepungonpun KanHoH mnpoTHMBomokasaH JeTsM U
MoJIpocTKaM 110 18 neT u3-3a oTcyTCcTBUS 1aHHBIX 00 3¢ (PEeKTUBHOCTH U 6€3011aCHOCTH TPUMEHEHUS
npernapara y MalMeHTOB JaHHON BO3PAaCTHOW IPyIIIIbI

Crooco0 nmpuMeHeHus

BHyTpb, IpeInOUTUTENBHO YTPOM, Mepe MpUeMoM MUIH. TableTKu cielyeT MporiaThiBaTh

IIEIUKOM, 3aITiBasi BOJOM.
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4.3. IlpoTuBonoKa3aHus

Nupanamun

o ['umepyyBCTBUTENBHOCT, K JICHCTBYIOIIEMY  BEIIECTBY WM JIOOBIM  JAPYTUM
Ccynb(hOHWIaAMHUIAM.

. Tsoxenoe napymenue Gynkiuu nouek (KK vrke 30 ma/Mun).

o [leuenounast sHIIEaTONATHS.

o Tspkenoe HapymieHue GyHKIIMHA IEYCHU.

. [Munokanuemus.

o CoBMecTHOE TPUMEHEHHE C HEAHTHAPUTMUYECKUMHU JICKAPCTBECHHBIMH CPEICTBAMH,

CHOCOOHBIMH  BbI3BaTh  MOJUMOPGHYIO  JKEIYAOUYKOBYK  TaXMKapAMIO THUMA  <IIUPYIT»
HelnenecooopasHo (cM. pasaen 4.5).

o [lepuox rpyaHoro BckapmiauBaHus (cM paszzen 4.6).

Ilepunaonpun

o ['unepuyBCTBUTENFHOCTD K JICHCTBYIONMIEMY BEIIECTBY WJIHM JFOOBIM APYTrUM WHTUOHTOpAM
aHTHOTeH3WHIpeBpaniaroniero Gpepmenta (AI1D).

. AnrnoneBporndeckuii otek (orek KBuHKe) B aHamHe3e Ha (oHE MpHeMa JIpYrux

uHruouTopoB AII®D (cm. paznen 4.4).

. HacnencrBenHsblit/uinonaTnyeckuii aHrHOHEBPOTUUECKHM OTEK.
o bepemenHOCTB U TIEprO TPYIHOTO BCKapMIIUBaHUsI (M pasnen 4.6).
o CoBMecTHOE TPUMEHEHHUE C ATUCKUPEHOM U JIEKapCTBEHHBIMU MpenapaTaMu, CoAepKaluMu

QINCKUPEH, y MAlUEHTOB C CaXapHbIM JUa0ETOM W/WIM YMEPEHHBIM WM TSKEJIbIM HapylleHHEeM
dynKIME mOYeK (CKopocTh KiTyboukoBoit ¢pumstparuu (CK®) meree 60 mu/mun/1,73 M2 nnomanu
MOBEPXHOCTH Tena) (cM. pasaenst 4.5 u 5.1).

. CoBMecTHOE TNpPHMEHEHHE C aHTaroHucTamu peunentopoB aHruoreHsuHa Il (APA 1II) y
MaIlMeHTOB ¢ AuabeTnueckoil Heppomnatuen (cMm. pazaen 4.4).

o CoBMmecTHOE TpUMEHEHHUE ¢ KOMOMHaIel Basicaptan+cakyoutpu. [penapat Unganamun +
[Tepunnonpun KaHoH Henb3s IPUHUMATh paHee, 4yeM yepe3 36 4acoB mocje NpUMEeHEeHUs OCIIeAHeN
710361 KOMOMHALIMY BaJjicapTaH + cakyOuTpui (cM. pazzaensl 4.4. u 4.5).

o DKCTpakopriopaibHas Tepamusi, NPUBOMANIAS K KOHTAKTY KPOBH C OTPHIIATEIBHO
3apsHKEHHBIMU TIOBEPXHOCTSMHU (CM. pazjen 4.5).

. BeIpaxeHHBIN 1BYCTOPOHHMI CTEHO3 TOYEYHBIX aPTEPUH WIIM CTEHO3 apTEPHUH €IMHCTBEHHOU
(byHKUIMOHMpYIOIEH TOYKH (cM. pazzen 4.4).

HNynanmamun + IHepuanonpmia Kanon
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Nupanamun + Ilepunnonpun KaHoH He ciienyeT NPUMEHSATh y MNAIllMEHTOB, HAXOMSIIMXCSA HA
reMOJUaIN3e, a TaKXKe Yy MallMeHTOB C HEJIEYEHOM CEepJEYHON HEIOCTATOYHOCThIO B CTaluU
JEKOMIICHCALIUH.

4.4. OcoOble yka3aHHusi 1 MePbI MPeI0CTOPOKHOCTH MPH MPUMEHEeHUH

[Ipenapar Unnanamun + [epunaonpun KanoH ciieqyer IpUMEHATh ¢ OCTOPOKHOCTBIO Y MTALIMEHTOB
IIPYU HAJIMYUU CJIETYIOINX 3a00J€BaHUI U COCTOSHUM:

o CuctemHble 3a00J€BaHHSA COCJMHHUTEIBHOM TKaHW (B TOM 4YHCIE, CHCTEMHAs KpacHas
BOJIYAHKA, CKIIEPOJEPMHUS U Jp.),

o ConyrcTBytoliee NpUMEHEHUE auIONypUHOIa, IUTOCTATUKOB U KMMYHOJIEIIPECCAHTOB, WIH
npokanHaMu/1a (PUCK Pa3BUTHS HEUTPOIICHUU U arpaHyJIOIUTO3a),

. ConyTcTByroIIasi Tepanus npernapaTaMmu JUTHUS, TpernapaTaMy aqTucKUpeHa y naiueHToB 0e3
caxapHOro quadeTa Wiy HapyIHIeHUH (PyHKIIMY TTOYEK, aHTArOHUCTaMH PELeNITOPOB aHrnoTeH3uHa Il
(APA 1I) y nanuentoB 6e3 nuabernyeckoil HedponaTuu, mpemnapaTaMmy 30J10Ta, HECTEPOUIHBIMU
NpOTUBOBOCTIANUTENbHbIME  nipenapatamu  (HIIBII), GaknodenoM, KOPTUKOCTEPOUAAMU,
WHTUOUTOpaMU HENMPWIN3UHA, TIperapaTaMu, KOTOpbIe MOT'YT BbI3BaTh yuIMHeHHE nHTepBasia QT Ha
anektpokapauorpamme (OKI'), cepaeuyHbIMU TIWKO3UAAMH, JIEKAPCTBEHHBIMU IIperapaTamH,
KOTOpPBIE€ MOTYT BBI3BaTh MOJUMOPGHYIO KENyJ0YKOBYIO TaXUKAPAHMIO THMA «IIUPYIT», KpoMe
HEAHTHAPUTMHUYECKHX JEKapCTBEHHBIX CPeNCTB (cM. pazzaen 4.3),

o VYrHeTeHrne KOCTHOMO3IOBOT'O KPOBETBOPEHMSI,

. CHmKeHHBI 00beM HUPKYIUPYIOIIEH KPOBU (MIPUEM TUYPETHUKOB, O€ccoieBas 1ueTa, pBoTa,

Aauapes, FCMO,[[I/IaJ'II/IS),

o Nmemuyeckas 6051€3Hb cep/iia, CTeHOKapIus,

. LlepebpoBackysipHble 3a00J1€BaHuS,

. PenoBackyinsipHas runepreHsus,

° CaxapHnsrii 1uader,

. [IepBHuHBI1 TUNIEPATBAOCTEPOHU3M,

. Xponnyeckasi cepiaedyHas HexpoctaroyHocTh (II-IV gyHKIMOHanbHBIM  Kjacc 1O
knaccudukanuu NYHA),

. Hapymenust yHkuuu ne4eHu u novex,

. [M'unepypukemust (0COOCHHO CONTPOBOMKIAAIOMIASCS MTOAATPOI M YpaTHBIM HEPPOITUTHAZOM),

. JlabunbsHOCTE A/,
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o [Toxwunoii Bo3pacr, (MOCNEOOBATENEHO

o [IpoBenenne remMoauanus3a C TPUMEHEHHEM  BBICOKONMPOTOUHBIX MeMOpaH WM
JeceHcuOmIm3anus, rnepes npoueaypoit apepesa JIITHII,

o CocTosiHHE TIOCTe TPAHCIUIAHTAIH TTOYKH,

o Xupypruyeckoe BMeIIaTeIbCTBO/aHECTE3HS,

o CreHo3 aopTampbHOrO WJIM MUTPAJIBHOTO KjlamaHa/runeprpoduueckas OOCTPYKTUBHAs
KapJIMOMUONATHs, aTePOCKIIEPO3,

o [IpencraBuTenu HErPOUAHOM packl (MeHee BhIpaKEHHBIN 3D PeKT OT mpuMeHeHus),

. CnoprcMmensbl (BO3MOKHA MOJI0KUTEIbHASL PEaKLUs MPU JOIUHT-KOHTPOJIE),

. ConyTcTByromias Tepanusi KaauiicoeperaronmmMy JNypeTHKaMHy, MpenapaTaMu Kaaus Wik y

NManUCHTOB C MMOBBIIICHHBIM COACPIKAHNUEM KaJIMA B IIJIa3MEC, TUIICPKATIUCMUA,

. I'unonarpuemuns,
. OTsromnieHHbIN aJIeproJoru4ecKiii aHaMHe3,
o Anneprudeckas peakiys Ha IEHULWUIMH B aHAMHE3€.

O6mee I IICPUHAOIIPHWIIA M MHAAIIAaMHK1a

IIpumenenne iekapcrBeHHoro mnpenapara HWupanamupn + Ilepungonpun KanoH He
COIIPOBOKIAETCS  CYHIECTBEHHBIM CHIDKEHHEM YacTOThl TMOOOYHBIX A(QEeKToB, 32
UCKJIIOUEHHEM TUIOKAJIMEMUHU, MO CPaBHEHHIO C TPUEMOM OTJIENIBbHBIX KOMIIOHEHTOB
npernapara B HAMMEHBIINX Pa3pelleHHbIX A1 IPUMEHEeHUs 103ax (cM. paszen 4.8). B Hauane
Tepanuu ABYMs THUIIOTEH3UBHBIMM IpernapaTamMH, KOTOpbI€ MAallMEHT HE MOoJydaa paHee,

HeNb3s HCKIIOYUTh YBEIMYEHHS 4YacTOThl pa3BUTHUS MIAWOCHHKpPA3HH. THiaTenbHOE
HaOJr0/IeHUE 3a MAUEeHTOM MO3BOJISIET CBECTH ATOT PUCK K MUHUMYMY.

Ilpenapamul tumus

CoBMecTHOE NpUMEHEHUE KOMOMHAIMM NEpUHIONpPWIA M HHAANaMHUJa C IpernapaTamMH JIUTHS
00BIYHO HE peKOMeHyeTcs (cM. pasaen 4.5).

Hapywenue ¢pynxyuu novex

Tepanus nexapcTBeHHBIM mpernapatom WMumamamun + ITlepungonpun KaHoH mpoTuBOmoOKaszaHa
NanUeHTaM ¢ YMEpPEHHbIM M TshKenbIM HapymeHueM QyHkuuu nouek (KK Hmxe 60 mn/mun). ¥V
HEKOTOPBIX TMAllMeHTOB C apTepUajbHOW THUMepTeH3uel O0e3 MNpeAlIecTBYIOIEro O4YE€BHIHOTO
HapylmeHus (QYHKUMM TO4YeKk Ha (OHE Tepaluud MOTYT MOSBHUTHCS J1aOOpaTOpHbIE NPU3HAKU
(GYHKIMOHAJIBHONH MOYEUHOW HEJOCTaTOYHOCTH. B 3TOM ciyyae JiedeHHEe JIeKapCTBEHHBIM
npenaparoM Mupanmamupn + Ilepunnonpun KaHoH crnexpyer mpekpatuTh. B nanpHeimemM MOKHO
BO300HOBUTh KOMOMHUPOBAHHYIO TEPANUIO, IPUMEHS HU3KHUE JJ03bI IIPEenapaToB, JMO0 NPUMEHATh

TOJIBKO OJIH U3 MPEenapaToB.
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TakuM namueHTaM He0OXOOUM PErYIAPHBINA KOHTPOIb Kt 'r_r'e;{;lga;(;n%'ﬁ&gﬂ G ';LZKBQ%HHHaB
peryJrip Tp

KPOBH - Uepe3 2 HEe/IENH M10CIIe Havajla Tepaky U B JaJbHENIIEM KaXxable 2 Mecslia B IEpUO/, KOIia
J03a npemnapara nogoopana. [loueynas HeIOCTATOUHOCTH Yallle BOZHUKAET Y MAIIMEHTOB C TSKETION
CEpJECYHON HEIOCTATOYHOCTHIO WJIM MCXOAHOM MOYEYHOM HENOCTAaTOYHOCTBIO, B TOM 4YHCIIE, IIPU
CTCHO3€ ITI0YEYHOU apTepuHu.

JlexapcrBennsiii npenapar Munanamun + [Hepunnonpun KaHoH HE peKOMEHI0BaH K IPUMEHEHHUIO B
Cly4yae JBYCTOPOHHErO CT€HO3a IIOYEYHBIX apTEepUl WIM B ClIy4ae €IUHCTBCHHOMU
(GYHKLNOHUPYIOLIEH OYKH.

Apmepuanvnas cunomen3us u HapyuieHue 600HO-3J1eKMpPoaUmHo20 banranca

B cimydae HCXOAHOW T'MIIOHATPUEMHH CYILIECTBYET PHUCK BHE3AIIHOIO DPAa3BUTHUS apTEepUaIbHOU
TUIIOTEH3UH, B YACTHOCTH, y MallMEHTOB CO CTEHO30M Mo4euHoil aprepuu. [loaToMy HEoOXoaMMO
IPOBE/ICHUE CHCTEMAaTUYECKOH OIIEHKM CHMIITOMOB OOE€3BOKMBAaHHUS U CHID)KEHHUS COJEpXKaHMS
3JIEKTPOJIMTOB B IIJIa3Me KPOBH, HAIIPUMED, I1OCIIE AUAPEU UITU PBOTHI. TakuM nmanueHTaM HeoOXoauM
PEryJIsIpHBIM KOHTPOJIb COAEPKAHUS JJIEKTPOIUTOB IUIa3Mbl KPOBH.

[Tpu BBIpa’)K€HHOH apTepUaNbHOM TUIOTEH3UMM MOXET MOTPeOOBaTHCS BHYTPUBEHHOE BBEICHUE
MN30TOHUYECKOT'O COJIEBOIO PACTBOPA.

TpaH3UTOpHAs TUIIOTEH3Hs HE SABIAETCS IPOTUBOIIOKA3aHUEM AJIs TPOJOJDKEHUS TEPAIHH.

[Tocne BoccTaHOBNIEHUS 00beMa UPKYTUPYIOIIEeH KpoBU B AJ] MOKHO BO30OHOBUTH TEpaIuIo,
MPUMEHSISI HU3KHUE J103bl, TUOO0 MPUMEHSAThH TOJIbKO OJMH U3 KOMIIOHEHTOB Ipernapara.

Cooeporcanue kanus

KomOuHupoBaHHOe MpHMEHEHHE NEepUHAONPUIA M HHAANaMUAa He MpeJOoTBpallaeT pa3BUTHE
TUIIOKAJIMEMUH, OCOOCHHO y MAlMEHTOB C CaXapHBbIM 1Ma0eTOM WJIM OYEYHON HEAOCTaTOYHOCTHIO.
Kak u B ciyyae nmpuMeHEHHUs Jr000ro rMIOTEH3UBHOIO Ipenapara B KOMOMHALIMU C AUYPETUKOM,
HEO0XO0/IUM peryJisipHbIil KOHTPOJIb KOHIIEHTPAI[MN HOHOB KaJlKs B TJIa3Me KPOBH.

Nunanamun

Ileuenounas snyegpanonamusi

[Tpu Hanuuuu HapylmeHUH (YHKIUY MEYeHHU MPUEM THA3UIHBIX U THA3UIONOA00HBIX TUYPETHKOB
MOYET MPUBECTH, OCOOCHHO B ClIyyae 3JIEKTPOJUTHOTO aucOanaHca, K Pa3BUTHIO MEYEHOUYHOU
sHIIe(aTonaTH, KOTOpask MOXKET IMPOrpeccHpoBaTh 10 MEYEHOYHOW KOMBbI. B Takoi curyanuum
clenyeT HEMEUIEHHO MTPEKPATUTh ITPUEM JUYPETHKA.

DomouyecmeumenbHoCmb

Ha ¢one npuema THa3UAHBIX M THA3UAONOJOOHBIX JUYPETHKOB COOOIIANIOCH O CIydYasiX pa3BUTHA
peakuuu  ¢GOTOUyBCTBUTENBHOCTH  (cM. pazmen 4.8). B ciaywae pa3BuUTuUS  peakiiu
(GoTOUyBCTBUTENIBHOCTH Ha (hoHE IpueMa Ipemnapara cileqyeT NpekpatuTh JiedeHue. [lpu

HEOOXOIMMOCTH TPOAODKCHHUSI Tepanmuu JAUYPETHKaMH, PEKOMEHIYEeTCs 3alluiiaTh KOXKHBIC
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MOKPOBBI OT BO3ACHCTBHS COJIHEUHBIX JTydeH I HCKyC(':HSCHHl%E’pré%AéTOB 1% Ay yieit.

Boouno-snekmponrumnuiii banranc

Konyenmpayus uonos Hampus 8 niasme Kposu

KoHneHTpanuio HOHOB HaTpHs B IUIa3Me KPOBH HEOOXOIMMO OMPEIENATh 10 Hayala JICYeHUs, a
3aTeM peryJsipHO KOHTPOJIMPOBaTh Ha QoHe mpueMa mnpemnapara. CHUKEHHE KOHIEHTPAlUd HOHOB
HaTpUsl HA HAYaJbHOM 3Tall€ MOXET HE CONPOBOXKIATHCS KIMHUYECKHUMHU CUMIITOMAMH, IIO3TOMY
HEOOXOIUM PETYIISPHBINA JTA00PATOPHBIA KOHTPOIb. boliee 4acThIii KOHTPOJIh COMEPKaHUS MOHOB
HATpUA MOKa3aH MalueHTaM ¢ IUPPO30M MEUECHH U MallMeHTaM MOKUIIOro Bo3pacTa (cM. pa3zenst 4.8
u 4.9). Jleuenue mOOBIMH TUYpPETHKAMU MOKET BBI3BaTh THUIIOHATPUEMHUIO, MHOT/A C OYEHb
CEepPbE3HBIMUA  TOCJIEACTBUSIMU. [ MIOHATpHEMUSA, CONPOBOKIAKOIIASACS THUIIOBOJEMHEN, MOMKET
NPUBOJUTh K PA3BUTHIO OOE3BOKUBAHUS M OPTOCTATHUECKOW THIOTeH3WU. COIyTCTBYIOIIEE
CHUKEHUE COAEPKaHUsI MOHOB XJIOPa MOKET MPUBECTU K PA3BUTHIO BTOPUYHOI'O KOMIIEHCATOPHOTO
MeTabONIMYECKOT0  ajaKajgo3a: 4YacToTa ero BO3HUKHOBEHUS M CTENEHb BBIPAXXKECHHOCTH
HE3HAYUTEIIbHBIC.

Konyenmpayusa uonos kaius 6 niazme Kposu

CHuXeHue KOHLEHTpALMM Kajdus ¢ TMIIOKAJIMEMHEN SIBISETCS OCHOBHBIM PUCKOM, CBSI3aHHBIM C
Tepanuel THa3UIHBIMU M THA3HUJONOJOOHBIMU JAWYpeTHKaMU. [ MIOKaIMeMusi MOXXET BbI3BATh
MBbIIIEYHbIE paccTpoiicTBa. Coobmanocs o ciayyasx pabJoMHOIM3a, B OCHOBHOM, B KOHTEKCTE
TSKEIION TUITOKAJIMEMHUH.

Heo6xonumo npenynpexaaTh puck CHUKEHHs KOHIIEHTpallui HOHOB Kanus (MeHee 3,4 MMoJIb/1) y
CJICAYIOUIMX KAaTerOpHUil MAaIMeHTOB U3 IPYIIIbI BHICOKOTO PUCKa:

o MAIMEHTOB MOXKUJIOTO BO3PACTa W/WJIM UCTOUICHHBIX MAIIMEHTOB KaK IOIYYaOIINX, TaK U HE
MOJIYYaIOIUX COYETAaHHYI0 MEAMKAMEHTO3HYIO TeparHmio,

o MAIMEHTOB C IMPPO30M TEUeHH C OTEKAMH M acCIUTOM, MIIEMHYECKON OOJIe3HBIO cepila,
CepACcYHON HEIOCTATOYHOCTHIO.

['mmokamuemMust y 3THX MAalMEHTOB YCHIIMBAET TOKCHUYECKOE JCHCTBHE CEPICUHBIX TIIMKO3HUIOB U
MIOBBIIIAET PHUCK BOSHUKHOBEHHS HAPYIICHHH PUTMA.

K rpynne moBbIIIEHHOTO PUCKA TAK)Ke OTHOCSATCS MAIMEHTHI C YIUIMHEHHBIM HHTepBajoM QT, kak
BPOXKJICHHBIM, TaK U BBI3BAHHBIM JIEHCTBUEM JIEKAPCTBEHHBIX CPEICTB.

['mmokanmuemusi, Tak ke, KaKk W OpaguKapusi, CIIOCOOCTBYET Pa3BUTHIO TSDKEJIBIX HapYIICHUH
CepACYHOT0 PUTMA, OCOOCHHO TOIMMOP(HOM JKEITyTOUKOBOW TaXUKAPAUU THITA ITUPYIT», KOTOpast
MOXeT ObITh (paTanbHOM. Bo Bcex onmuCaHHBIX BhINIE Clydasx HEOOX0auM OoJiee 4acThlii KOHTPOIIb
COJIepKaHMsl MOHOB Kanus B IUIa3Me KpoBH. IlepBoe M3MepeHHE KOHIIEHTpallMd HOHOB Kallus
HEOOXOAMMO TPOBECTH B TEYEHUE IIEpBOM HeAenu OT Havyana Tepanuu. [Ipu BbIABICHUH

THUIMOKAJIMEMHHU JOJIPKHA ITPOBOAUTHCA COOTBETCTBYIOIAA KOPPEKIHA.
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COOTBETCTEYET 3KCNEPTHOMY OTUETY
ot 04.08. 2023 N2 14997
CTe 0003)

Konuenmpauyus uonos xaivuus 8 niazme Kposu (MOCNEAOBATENEHO

TuasugHple W THA3UAONONOOHBIC JMYPETUKH MOTYT YMEHBIIATh BBHIBEJICHUE HOHOB KAaJbIUS
MOYKaMU, IPUBO/IS K HE3HAYUTEILHOMY U BPEMEHHOMY IMOBBIIICHUIO COACP>KaHUS HOHOB KaJIbLIUS B
1a3Me KpoBH. BrIpakeHHOE MOBBIIIEHHE KOHLEHTPALMA HUOHOB KalbIUsSI MOXET OBbITh CBSI3aHO C
HEJMAarHOCTUPOBAHHBIM TUIepnapatupeos3oM. Ilepen uccnenoBanneM QyHKIMU MapaliuTOBUAHBIX
JKene3 cieyeT OTMEHUTh IPUEM TUYPETHUECKUX CPEJICTB.

Konyenmpayus enoxosuvl 6 kposu

Heo0OxoaumMo KOHTPOJIMPOBaTh KOHIIEHTPAIMIO TJIIOKO3bI B KPOBH Y MAllMEHTOB C CaXapHBIM
nuabeToM, 0cOOEHHO, KOr/la KOHIICHTPAIUS HOHOB KaJusl HU3Kasl.

Mouesas kucnoma

Y nanueHToB C NOBBIIIEHHOW KOHUEHTPALMEN MOYEBOM KHUCIOTHI B IUIA3ME€ KPOBU HMEETCA
TEHJCHIIMS K YBEIHUEHHUIO YaCTOThl BOBHUKHOBEHUS IPUCTYIOB MOIArPHhI.

Huypemuueckue cpeocmea u (hyHKyus novex

TuasugHple ¥ THA3UIONOO00HBIC TUYPETHKH dPPEKTUBHBI B TIOJHOW MEpe TOJIBKO y MAIlMCHTOB C
HOPMAJIBHOW WJIM HE3HAYUTEIIbHO HApYIIEHHOW (QYHKIHMEH MOYeK (KOHIICHTpAIHs KpeaTHHWHA Y
B3POCHIBIX MaMeHTOB HrKe 210 mr/im nau 220 MKMOJIB/).

VY MOXWUIBIX TAIlMEHTOB ypOBEHb KPEaTHMHHMHA B IJIa3M€ KPOBU JOJKEH OIICHMBATHCS C YUETOM
BO3pacTa, Beca u 1oJia, B COOTBETCTBUU ¢ hopmyrnoit Kokpodra:

Knupenc kpearnnnna (KK) = (140 - Bo3pact) x Bec/0,814 X KOHIEHTpaIMsl KpeaTUHUHA B IJIa3Me,
TJIe: BO3pacT B roJiax, BeC B KI, KOHIICHTPAIIHs KpeaTHHUHA B MJIa3Me B MKMOJIb/JI.

dopmyna MOIXOIUT AJI1 MY>KUMH MOXKHIJIOTO BO3pACTa; JJI KEHUIMH MOKUIIOTO BO3pacTa CIEAyeT
YMHOXUTh pe3ynbTar Ha Koapduuent 0,85.

B navasne ysieueHus AMYPETUKOM Y MAIIMEHTOB M3-3a TUIIOBOJIEMHH (BCJICJICTBUE BBHIBEIICHUS BOJABI U
MOHOB HaTpHsl) MOXKET HaOIIOAaThCsl BpEMEHHOE CHIDKEHHE CKOPOCTH KITyOOUKOBOHM (DUIBTpalluu U
YBEJIMYEHUE KOHIIEHTPALlMM MOYEBMHBI M KpEaTHMHMHA B IUJIa3ME€ KpPOBH. OTa TpaH3UTOpHas
GyHKIIMOHATBHAS TIOYE€YHAss HEIOCTATOYHOCTh HE HMMEET HEOJarompusATHBIX IOCISACTBUN s
MAIMEHTOB C MUCXOIHO HOPMAIbHOU ()YHKIIMEH TOYEK, OJTHAKO MOXKET YCYTyOJISATh YK€ MMEBIIEECs
JI0 HaJasa JIiedeHUs HapylieHue GyHKINH MOYeK.

Cnopmcmenvl

CnoprcMeHaMm cienyeT oOpaTUTh BHUMaHHWE Ha TO, YTO JIEKAPCTBEHHBINM TpemapaTr COIAEPIKHUT
JIEHCTBYIOIEE BEIIECTBO, KOTOPOE MOJKET N1aBaTh IOJIOKUTEIBHBIM PE3yNbTaT MPH MPOBEICHUH
JIOTIMHT-TECTA.

XopuouodanbHulii 8b1nOM, OCMpPas MUONUSL U MOPUYHAS 3AKPLIMOY20NbHAA 2IAYKOMA
CynbpoHaMupl HWJIM HUX MPOU3BOJHBIE MOTYT BBI3BIBATh HJIUOCHUHKPA3MUECKYIO PEaKIHIo,

MPUBOJANIYIO K PA3BUTHIO XOPHUOUIAIBHOIO BBINOTA C Ae(EKTOM MO 3PEHUS, OCTPOl MUOIUU U
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COOTBETCTEYET 3Kl
ot 04.08.2023 B

OCTPOMY HPUCTYIY BTOPUYHOM 3aKPBITOYTOJIbHON rnaﬁc;M:m-l “Evirronmer %%J'I;G‘IEI’O’IJ resammoe

C H-' OTYETY

CHI)KEHHE OCTPOTHI 3pEHMSI MM 0O0JIb B TJ1a3aX C OCTPHIM HAYaJIOM M OOBIYHO BO3HHUKAIOT B TEUEHUE
HECKOJIbKUX 4acOB MJIM HEJENb 110CJe Hayasla IpuemMa npenapata. [Ipu orcyTcTBUM JieueHus ocTpas
3aKpBITOYTOJIbHAS TJIAyKOMa MOYET MPUBECTH K HeoOpaTUMOH motepe 3peHus. B nepByio ouepenb
Tepanusi 3aKJII0YaeTCcsl B MAKCUMAJIbHO OBICTPOM OTMeHe mpenapaTa. Eciiv BHyTpUTia3Hoe JaBjieHHe
0CTaeTCsl HEKOHTPOJIUPYEMBIM, MOXKET ITOTPEOOBATHCS HEOTIOKHOE MEAUKAMEHTO3HOE JICUEHNE WU
XUPYPIUUECKOe BMEIIATENbCTBO. PAaKTOpaMU PUCKA PA3BUTHS OCTPOU 3aKPBITOYTOJIbHOM IIIayKOMBI
MOTYT OBITh aJNIEPTUYECKUE PEeaKIMU Ha CYIb(HOHAMU/IbI WM IEHUIIMJUIMH B aHaMHE3e.
[lepungonpun

/sotinas 6noxada penun-aneuomenzun-arboocmeporosotl cucmemwvl (PAAC)

Hmerorcs nanHble 00 yBENMYEHHWH pPHUCKA BO3HUKHOBEHHS apTEpUANBbHON THIIOTEH3HH,
TUINEPKATTMEMUU U CHUKEHUH (DYHKIMU TToYeK (BKIII0Yasi OCTPYIO MOYEYHYIO HEIOCTATOYHOCTh) MIPH
coBMecTHOM npuMeHeHuu UHruOuTopoB AIID ¢ APA II unu amuckupeHom. Iloatomy nBoitHas
oinokaga PAAC nocpenctBom coueranuss unruouropa AII® ¢ APA II wnu anuckupeHoM He
pexkomennayetcst (cMm. pasnenst 4.5 u 5.1). Ecnu nBoiiHas 6iokama abCoIFOTHO HEOOXO0UMa, TO 3TO
JOJI’KHO BBITIOJHATHCS MOJA CTPOTHMM HAONIOACHHEM CIHEIUAIMCTa MPU PEryIsIpHOM KOHTpOJIe
GYHKIMY TOYEK, COACPKAHUS SJICKTPOIUTOB B T1a3mMe kpoBu u AJl.

[Tpumenenue wuHruOutopo AIID B coueranuum c asHraroHucrtamu peuentopos APA 11
IIPOTUBONOKA3aHO y MAalMEHTOB ¢ AuabeTnyeckoi HedpomaTHel U HE pPEeKOMEHAYEeTCS Y APYTUX
nanueHToB (cM. paszaensl 4.3 u 4.5).

Kanuticoepezarowue ouypemuxu, npenapamol Kauus, Kanuticooepicawjue 3amMeHumenu nuuesou
conu u nuujesvlie 000a8KuU

He pexomennyercst COBMECTHOE MPUMEHEHUE EPUHIOINPHIIAa U KalluicOeperammux AMypeTUKOB, a
TaKXe MpernaparoB Kaius, KaJuicoaepikallux 3aMeHHUTENel MUILEBOM COM U MHILEBBIX 100aBOK
(cm. pazmen 4.5).

Heuimponenus / acpanynroyumos / mpomooyumonenus / anemust

Hmerotcst cooOIIeHNs 0 Pa3BUTUN HEUTPOIIEHUN/arpanyIOUTO3a, TPOMOOLIUTONIEHUH U AaHEMUHU Ha
¢one mnpuema wunruOburopoB AIID. V mnamueHtoB ¢ HOpMaiabHOM (yHKIMEH mnoyek u 6e3
COITYTCTBYIOIUX (PAaKTOPOB puCKa HeHTporeHus Bo3HHMKaeT penko. C KpaiHel OCTOpPOKHOCTBHIO
clenyeT MPUMEHATh MEePUHIONPMI Ha (JOHE CUCTEMHBIX 3a00JIeBaHUN COEAMHUTEIHHOW TKaHH, a
Takke, Ha (OHE MpUeMa HMMYHOJIETIPECCAHTOB, AIJIONYPUHONA WM NpOKaWHaMUJa, WU IpU
COYETaHUM 3TUX (PaKTOPOB, 0COOEHHO y MAIIMEHTOB C UCXOIHO HAPYIICHHOHN (QyHKIMEH moyex.

VY HEKOTOpBIX NalMEeHTOB BO3HMKAIU TsKeNble MH(EKIMOHHBIE 3a00JIeBaHUs, B pAJE CIIydaes,
yCTONYMBBIE K MHTEHCHUBHOM aHTHOMOTHMKOTepanuu. [Ipy HasHaueHUM MEpUHIONpUIA TaKUM

nanueHTaM peKOMEHIyeTcs MEPUOIUUYECKH KOHTPOIUPOBAThH YHCIIO JIEUKOLUTOB B KPOBH.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 04.08.2023 N= 143997

[TarueHTsl AOMMKHBI COOOLIATh Bpayy O JIfOOBIX ﬁBh%ﬁ&é%‘zﬁmﬂ&HE&{%i& o $460kpanmit

(HampuMep, O0JIb B TOpJIe, TUXopaaka) (cM. pa3aeis 4.5 u 4.8).

AHeMHusi MOXET pa3BMBAaTbCSl y IMALMEHTOB IOCIE TPAHCIUIAHTALMK IOYKH WIM Y HAIUEHTOB,
HaXOJAIUXCs Ha reMouanuse. [Ipu 3Tom cHIbKeHre reMorjo01uHa TeM OoJiblile, YeM BbIIIE ObLT ero
NepBOHAYANIbHBIN MOKa3arenab. ITOT 3(G(dEKT, Mo-BUAMMOMY, HE SIBISETCS J10303aBHCUMBIM, HO
MOJKET OBITh CBSI3aH C MEXaHU3MOM JeHCTBUS UHTHOUTOPOB ATID.

He3nauuTenbHoe CHUYKEHHE IeMOIVIOOMHA MPOUCXOJUT B TEUEHHE NEPBBIX 6 MECALEB, 3aT€M OH
ocTaercsi CTaOWJIBHBIM M TIOJHOCTHIO BOCCTAaHABJIMBACTCS MOCJIE OTMEHBI Mpernapara. Y TaKux
MAIMEHTOB JIEYCHHE MOXET OBbITh MPOJOJIKEHO, OJHAKO IeMaTOJOTMYECKHE aHalu3bl JOJIKHBI
IIPOBOAMUTHCS PETYIISPHO.

Penosackynapnas cunepmensus

VYV nanueHToB ¢ JBYCTOPOHHUM CTE€HO30M MMOYEUHBIX apTEPUI UM CTEHO30M apTepUU €AMHCTBEHHON
byHKIIMOHUpYIOLIEH MOYKU Ha ¢GoHe mpuMeHeHUs unruouropa AIID Bo3pacTaeT puck pa3BUTHS
THIMOTEH3UH M TOYEYHON HemoctaTodHocTH (cM. paszen 4.3). [lpueM nuypeTHKoB MOXKET OBITh
JIOTIOTHUTEIBHBIM (pakTOpoM pucka (cMm. cMm. pazaen 4.3), YxyameHne (QyHKIHH TMOYEK MOXKET
HAOMIOIaThCS yXKE MPU HE3HAUUTEIHHOM H3MEHEHUHU KOHIICHTpAIlMM KpeaTHHHHA B CHIBOPOTKE
KpOBH, JaX€ Y NAIMEHTOB C OJJTHOCTOPOHHUM CTEHO30M IIOUYEYHOHN apTepuHu.

MeTo/10M JeueHus peHOBACKYJISIPHOM TMIEPTEH3UM SIBISETCS peBacKyisipu3auus. TeM He MeHee,
npuMeHeHre HHruouTopoB AII® MokeT oka3bIBaTh MOJIOKUTEIBHOE AEUCTBUE Y JAHHON KaTeropun
NAlUEHTOB, KaK OXXHMJAIOIMX OIEPAaTUBHOIO BMEIIATENILCTBA, TaK M B TOM Cllydae, KOrja
XUPYPru4ecKoe BMELIATEIbCTBO IPOBECTH HEBO3MOXKHO.

B ciyuae, eciiu nanueHTam ¢ yCTaHOBIJIEHHBIM WJIN MIPEAINOIAraéMbIM CTEHO30M ITOYEYHOU apTepuu
Ha3HayaeTcs Tepanus KoOMOMHAIMel uHaanaMuj + NepuHAONpUi, €€ CIelyeT HauMHaTh ¢ HU3KUX
7103 B YCJIOBHSIX CTAallMOHAPA MO KOHTPOJIEM (PYHKIIMU MOYEK M KOHLEHTPAIUU Kalus, HOCKOJIbKY Y
HEKOTOPBIX TAllMEHTOB pa3BHBAJaCh (PYHKIMOHAIbHAs IOYEYHas HEJOCTAaTOYHOCTb, KOTOpas
perpeccupoBaiia mociie OTMEHbI TeparuH.

T'unepuyscmeumenvrocms / aneuone8poOmudecKull omex

[Tpu npueme unrudbutopoB AIID, B ToM wyuciae M NEPUHIONPHIIA, B PEAKHX CIydasX MOXKET
HaOJI01aThCS pa3BUTHE aHTMOHEBPOTUYECKOT'O OTEKA JIMIA, KOHEUHOCTEH, Ty0, si3bIKa, TOJIOCOBBIX
CKJIaJIOK W/WiH TopTaHu (cM. pasaen 4.8). DTo MOXKeT Mpou30HTH B JI000H Tiepuos Tepanuu. [Tpu
MOSIBJICHUH CUMITOMOB IpHUEM NEPUHJIONpPHUIA JTOJKEH ObITh HEMEUIEHHO MpEeKpallleH, a MalueHT
JIOJDKEH HaOMIoaThCsl 10 TeX IMOp, MOKa MPHU3HAKM OTeKa He MCYE3HYT IMOJIHOCThIO. Ecim ortek
3aTparuBaeT TOJIBKO JIUIO U TYOBI, TO OH OOBIYHO MPOXOAUT CAMOCTOSATENIBHO, IPU STOM B Ka4eCTBE
CUMIITOMAaTUYECKON TEPANHU MOTYT IPUMEHSTHCS aHTUTUCTAMUHHBIE CPEJCTBA.

AHTHMOHEBPOTUYECKUHN OTEK, COPOBOXKIAIOLIUIICS OTEKOM TOPTaHU, MOXKET IPUBECTHU K JIETAIIBHOMY
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HCXOOYy. OTek A3bIKA, TOJOCOBBIX CKJIIAIOK

JbIXaTeNIbHBIX IyTel. [Ipu mosiBiIeHUN TaKuX CUMITOMOB CIEAYET HEMEUIEHHO HayaTh [IPOBOJAUTH
COOTBETCTBYIOIIYIO TEPAIUIO, HAIPUMEDP, BBECTU MOAKOKHO 3MUHEPPUH (aAPEHATNH) B pa3BECHUN
1:1000 (0,3 — 0,5 mu1) u/wu 00€eCIEeYnTh MIPOXOIUMOCTD JBIXATEIbHBIX IYTCH.
Coobmanocs 0 0Oosnee BBICOKOM pPHCKE pa3BUTHS AHTMOHEBPOTHMYECKOI'O OTEKa Yy MalMEeHTOB
HErpPOUHOM pachl.
VY nanueHToB, B aHaMHE3€ KOTOPBIX OTMEYAJICA aHIMOHEBPOTUYECKHM OTEK, HE CBS3AHHBIA C
nprueMoM UHTHOUTOPOoB AIID, MokeT ObITh MOBBILLIEH PUCK €r0 PA3BUTHSA IIPH IPUEME NIPENapaToB
9TOM Tpymisl (cM. paszaen 4.3).
B penkux cnydasx Ha pone Tepanuu unrnouropamu AIID pazBuBaeTcs aHTMOHEBPOTHUECKUIN OTEK
KHAIICYHHKA.
[Tpu 3TOM y manMeHToB OTMeuanack 00Jib B AKMBOTE KaK H30JIMPOBAHHbII CUMIITOM MJIM B COUYETAHUU
C TOIIHOTOH M PBOTOM, B HEKOTOPBIX Cllydyasix 0e3 MpeAlIeCTBYIOIIEr0 aHTHOHEBPOTHYECKOTO OTeKa
JMLa ¥ IpyU HOpMaJbHOM YpoBHE akTHBHOCTU Cl-3cTepasbl. Jluarno3 yctaHaBIMBAJICS C IOMOIIBIO
KOMITBIOTEPHOIN ToMorpaduu OprOIIHON MOJOCTH, YAbTPA3BYKOBOTO MCCIIEIOBAHHUS WIH B MOMEHT
XUPYpPru4eckoro BmemarenabcTBa. CHUMNTOMBI MPOXOAWIM IOCHE MpPEKpalleHus IpHemMa
uHru6uropoB AII®. ITosToMy y manueHToB ¢ 6011610 B 00JIACTH KHUBOTA, OTYYAIOLUUX HHTHOUTOPBI
AIl®, npu nposenennn n1uddepeHanIbHON TUarHOCTUKY HEOOXOIMMO YYUTHIBATh BO3MOXHOCTh
Pa3BUTHSI aHTHOHEBPOTUYECKOTO OTEKA KUIIIEUYHHUKA.
CoBMecTHOE MPUMEHEHHE NEePUHAONPUIa ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMU NpenapaTamH,
CoJiepXKalllUMH BaJicapTaH + CaKyOMTpHJI, NMPOTHUBOIIOKA3aHO, TaK KakK IOBBILIIEH PUCK Pa3BUTHUS
AQHTHOHEBPOTUYECKOTO oTeKa (cM. pasaen 4.3). [IpiMeHeHne KOMOMHUPOBAHHOTO JICKAPCTBEHHOTO
npernapara, CoJep Kallero BajicapTaH + cakyOuTpuil, BO3SMOXHO HE paHee, ueM uepe3 36 yacoB mociie
MOCIIEAHETO IIpreMa nepuHonpuia. IlpuMenenue nepuHaonpuiaa BO3MOXHO HE paHee, YEM 4epe3
36 uyacoB mocie IMpeKpalleHuss IpueMa KOMOMHHMPOBAHHOIO JIEKAPCTBEHHOr'O IIperapara,
COJIepKaIIero BajcapTaH + cakyoutpui (cm. pasaenst 4.3 u 4.5).
CoBmecTHOe mpuMeHeHHe WHruOuTOopoB AlID ¢ wHrHOMTOpaMH HENmpuiIN3WHA (HATpUMED,
pauekagorpuiioMm), uHruouropamu MTOR  (Hanpumep, CHPOIMMYCOM,  3BEPOIIMMYCOM,
TEMCHUPOJIMMYCOM) U TIUNTUHAMH (HapuMep, JTUHATIUITHHOM, CAKCAaTJIUIITHHOM, CUTAIJIMITHHOM,
BUJIIATJIMIITHHOM ) MOKET MPUBECTH K MOBBIIIEHHOMY PUCKY Pa3BUTHS aHTHOHEBPOTHUYECKOTO OTEKa
(HampuMep, OTEeKY JbIXaTelbHBIX MYyTEH WM sI3bIKa, C HApYyIIEHUEM JAbIXaHUs Wid 0e3 Hero) (cMm.
pazznen 4.5). Caenyer coOar0AaTh OCTOPOKHOCTh MPU HAa3HAYEHUHU PalleKaJoTpuia, MHIMOUTOPOB
MTOR (mampumep, cuponuMyca, 3BEpOIUMYCa, TEMCHPOJIMMYCA) M TJIMITHHOB (HampHMep,
JVHAINIMOTHHA, CAKCATTIUITHHA, CUTArIMIITUHA, BWIJATJIMIITHHA) Y TALIUEHTOB, Y>K€ IPUHUMAIOIINX
uaruouTop AIlD.
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COOTBETCTEYET 3KCNEPTHOMY OTUETY
ot 04.08. 2023 N2 14997
CTe 0003)

AnaghunaxkmouoHvle peaxkyuu npu nposedeHuu oecencu6w1'b;§;bﬂﬁt1': BATEINEHO

HmeroTcs  OTAeNbHBIE  COOOIIEHHST O  Pa3BUTUM  JUIMTENBHBIX,  YIPOXKAIOMIUX  KU3HU
aHA(QUIAKTOUJHBIX pEaKIMid Yy TMAalueHTOB, NOodydaroumx uHruouroper AIID® Bo Bpems
JIECEHCUOMIM3UPYIOLEH Tepanuu SA0M  I[EpPEelNOHYATOKPBUIbIX HACEKOMBIX  (MYElNbl, OCBHI).
WNuru6uropel AII® HeoOX0IUMO NMPUMEHATh C OCTOPOXKHOCTBIO Y CKIJIOHHBIX K aJUIEPrUYE€CKUM
peakuMsM TalUEeHTOB, TNPOXOIAIIMX HpOUenypsl AeceHcuOunm3ammu. Cnenyer u30erarb
npuMeHeHus — uHruouropa AIl®  manmeHTaM, TOMYYaOIUM  HUMMYHOTEPANUIO  SI0M
IEPENOHYATOKPbUIBIX HACEKOMBIX. TeM He MeHee, Y NallMEeHTOB, KOTOPbIM HEOOXOAMMO Kak
npuMeHeHue uHruoutopoB Alld, Tak u mnpoBeleHHE MNPOLEAYPbl JECEHCUOMIM3ALMH,
aHa(UIAKTOUTHOW PEaKIMK MOXKHO M30ekKaTh IyTeM BpEeMEHHOH oTMeHbl uHrubutopa AIID He
MeHee, 4eM 3a 24 yaca 10 HaJaJia IpoLeTyphl.

Anachunaxmouonwvie peaxyuu npu nposedenuu agepesza JIIHIIT

B penkux ciaydasx y nauMeHTOB, mostyyaromux umHruouropsl All®, npu nposenenun adepesa
JIHIHIT ¢ wucnonp3oBaHMEM JAEKCTpaHa CyibharTa pa3BUBAIKNCH  YIPOXKAMOIIUE OKU3HU
aHadumakTouHbIe peakuuu. /s mpegoTBpalieHus aHaQUIaKTONTHON PeaKIiuy CIeyeT BPEMEHHO
npekpaiaTh Tepanuto uHruouropom AIID nepen kaxxaoi npouenypoit adepesa.

Tayuenmoi, Haxoosawuecs Ha cemoouanuse

V¥ nanueHToB, noayyatoux nHruoutopsl AII®, npu npoBeaeHNN reMoInann3a ¢ UCI0JIb30BaHUEM
BBICOKOIPOTOYHBIX MeMOpan (Harmpumep, AN69®) Gbuin oTMedeHb! aHA(QUIAKTOMIHbIE PEAKIIHH.
[TosTOMy >KenaTeNbHO TNPUMEHATh MEeMOpaHy Jpyroro THUIMA WM HPUMEHSATh TUIOTEH3UBHOE
CPEeACTBO JIpyroil papmMakoTepaneBTHUECKON IPYTIIbI.

Ilepsuunbiii cunepanb0ocmepoHU3IM

[TarueHTsl C TMEPBUYHBIM THUIEPATBIOCTEPOHU3MOM, KaK MPaBUJIO, HE BOCIHPUUMYMBBI K
AQHTUTUIIEPTEH3UBHBIM MpenapaTaM, JEHCTBHE KOTOPbIX OCHOBaHO Ha MHruouposanun PAAC.
IToaTomy nmpuMeHEHHE NpenapaTa y TAKUX MalMEeHTOB HE PEKOMEHYETCSI.

Kawenv

Ha ¢one tepanuu unruéutopom AIID MokeT oTMedaTbCs CyXOW YMOPHBIN Kalllelb, KOTOPBIN
ucye3aeT [ocjie OTMEHBI npenapara. [Ipu nosiBineHnn y nanyeHTa cyxoro Kaiuis Cleayer

IIOMHHTBH O BO3MOXKHOM SITPOI€HHOM XapaKkTepe ATOro CUMNTOMAa. Eciu nedanuil Bpad cUuTaeT, 4To
tepanus nHruouTopom AIlD HeoOXoaMMa MAMEHTY, BO3MOXKHO MPOAOKEHUE TIpUeMa Iperapara.
Puck apmepuanvnoii cunomen3uu u/unu NO4e4HoU He0OCmMamoyHocmu (Y nayueHmos ¢ cepoeyHoll
He0oCmamoyHOCMbI0, HapyuleHuem 600HO-3J1eKMpPOIUMHO20 bananca u m.o.)

IIpy HEKOTOpBIX MATOJIOTMYECKUX COCTOSHUSAX MOJKET OTMEYaThbCs 3HAYUTENIbHAs aKTHUBALUSA
CHCTEMBl «PEHUH-aHTMOTEH3UH-AJIbJJOCTEPOH», OCOOEHHO IpHU BBIPAKEHHON TMIIOBOJIEMHUU U

CHIDKEHUU COJIEpKaHUs JJICKTPOJIUTOB B TIUIa3Me KpoBH (Ha (oHe OecconeBON AHETHl WIH
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JUTUTEIIBHOTO TIpHieMa JUYPETUKOB), Y TMAIMEHTOB C n&‘&hﬁaﬁﬁi;ﬁm@%%%n&‘oﬁHéﬂlequﬁ

apTepuu, 3aCTOMHOM CEPACYHON HEAOCTATOYHOCTHIO WIIM LIMPPO30M IEYEHHU C OTEKAMH U ACLIUTOM.
[Tpumenenue uarudutopa AIID Be3eBaeT O10kagy PAAC u mo3TOMY MOXXET COMPOBOXAATHCS
pe3KuM CHKeHHMeM AJ] w/uny NOBBIIEHWEM KOHLIEHTPAalMM KpEeaTMHHHA B IUIa3Me€ KPOBH,
CBU/IETEJICTBYIOIUM O Pa3BUTHH (DYHKIMOHAJIBHOW MMOYEYHOM HEJOCTAaTOYHOCTU. DTH SIBJICHUS
yaie HaOJIoJalTCsl IpU IPUEME IEpBOM 03Bl Ipernapara U B TEUEHUE IEPBBIX JIBYX HENEIb
Tepanuu. B penkux ciryyasx 3T COCTOSIHUS pa3BUBAIOTCS OCTPO U B IpYrHe CPOKU Tepanuu. B Takux
cilydasix Ipu BO30OHOBJICHUM TE€PANUU PEKOMEHIYeTCsl IPUMEHATh IpernapaT B 0ojiee HU3KOM 103e
U 3aTE€M IIOCTENIEHHO YBEJIUYMBATh J103Y.

Tooswcunoii sozpacm

[lepen HayamoM npreMa MepuHIONPHIIAa HEOOXOIMMO OIIEHNUTh (PYHKIIMOHATIBHYIO aKTUBHOCTB ITOYEK
U coJlepKaHMe Kalus B Ia3Me KpoBU. B Hauane Tepanuu 103y npenapaTta noJ0MparoT, yIUThIBAs
creneHb cHxkeHus AJl, ocoOeHHO B ciaydyae 00€3BOKMBAHUSA M MOTEPU IEKTPOoIUTOB. [1o100HbIE
MepHI MTO3BOJISIOT H30eXKaTh pe3koro cHKeHust AJl.

Amepocknepos

Puck aprepuanabHOI TMIIOTEH3UU CYIIECTBYET y BCEX MAIMEHTOB, OJHAKO OCOOYI0 OCTOPOXKHOCTb
ciefyeT coOaoAaTh, MPUMEHsS Mpernapar y MalUueHTOB ¢ HMIIEMHYEcKOW OoJe3HbIo cepiua U
HEJ0CTAaTOYHOCTHIO MO3TOBOT0 KPOBOOOpaIIeHHs. Y TaKHUX MMAllMEHTOB JICUEHUE CIeAyeT HaUMHATh C
HU3KHX 7103 Npernapara.

Cepoeunas nedocmamounocms / masxcends cepoeynas HedoCmamoyHOCb

VY namuMeHToB C TsDKeNOM cepaeyHoM HemoctaroyHocThio (IV  dyHKIMOHanbHOro Kiacca Mo
wiaccudukaun NYHA) redeHue NODKHO HAauyMHATBCS C HHM3KOM J03bI Mperapara W IOJ
THIATEIbHBIM Bpau€OHBIM KOHTPOJIEM.

[TaumenTsl Cc aprepuanbHON THIEPTEH3MEH € MIIEMHYECKOW OO0JIe3HBIO cepAlla He JOJDKHBI
npeKpalaTh npueM 6era-aJpeHo0710KaTopoB: HHIHOUTOPb! AIID 1OMKHBI MPUMEHSATHCS BMECTE C
OeTa-aipeH0OI0KaTOpaAMH.

Iayuenmul ¢ caxapnvim ouabemom

VY nanueHToB ¢ MHCYJIMHO3aBHUCUMBIM CaxapHbIM AMa0eTOM (OMAaCHOCTh CIIOHTAHHOT'O YBEJIMYEHHUS
COJIepKAaHUsl KaJiusl) JICYeHUE JOJDKHO HAYMHATBCS C MHUHUMAIBHBIX 703 U IMPOXOAMTH IOJ
MOCTOSTHHBIM Bpau€OHBIM KOHTPOJIEM.

YpoBEeHb IMIMKEMHUH JIOJDKEH TIIATEIbHO KOHTPOJIMPOBATHCS Y MAMEHTOB C CaxapHbIM JUa0ETOM,
paHee MOJYyYaBIIUX IEPOpaJbHbIE CaxXapOCHWKAIOIIKWE MpernapaTsl WM HMHCYJIMH, a UMEHHO B
TEUSHHE TIePBOT0 Mecsia Tepanuu nHruoutopom AIID (cm. paznen 4.5).

OmHuyeckue pasnudus

[lepungonpun, kak u apyrue wuHrHOUTOpPHl AII®D, oOKa3pBaeT SIBHO MEHEE BBIPAKCHHOE
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C H-' OTYETY

apyrux pac. Bo3moxHO, 3T0 paznuyue 0OyCIOBICHO TE€M, YTO Y MAlUEHTOB C apTepHalbHOU
TUIIEPTEH3HUEN HErPOUIHOM pachl Yalle OTMEYAeTCs HU3Kas akTUBHOCTh PEHUHA.

Xupypeuueckoe emewamenbcmeo/ anecmesus.

[Tpumenenue uHru6uTopoB AIID MOXKET MpHUBECTH K TUIOTEH3UH, OCOOCHHO MPHU COBMECTHOM
NPUMEHEHUN CPENICTB Ul aHEeCTEe3UH, 00JIaJaloluX aHTUTUIIEPTEH3UBHBIM JieiicTBreM. [loaTomy
PEKOMEHIYETCSl 110 BO3MOXKHOCTHU MPEKPATUTh ITprueM MHruoutopoB AIID amurtenbHOro nencTBus,
TaKUX Kak MEPUHIONPUJI, 3a CYTKH 10 XUPYPrUYECKOr0 BMEIIATENbCTBA.

CmeHo3 aopmanvbHo20 UMY MUMPATLHO20 KIANAHO8/ 2unepmpoguueckas o0OCMpPYKMUBHAs
Kapouomuonamus

WNuarnburoper AII® 1OMWKHBI C OCTOPOXKHOCTBIO HA3HAYaTHCS TALMEHTaM C OOCTpyKIMeH
BBIHOCSIIETO TPAKTA JIEBOTO JKEITy104Ka.

Ileyenounas nedocmamounocmo

B penkux ciydasx Ha ¢pone npuema nHruoOnTopo AII® Bo3HHMKaET XonecTaTnyeckas xenryxa. [Ipu
IIPOrPECCUPOBAHUU 3TOrO CHHAPOMA BO3MOXKHO pa3BUTHE (PYIbMHHAHTHOTO HEKPO3a IEYEHH,
MHOT/Ia C JIETAJIbHBIM HCXOJAOM. MeXaHu3M pa3BUTHUSA 3TOTO CUHApoMa HesceH. llpu mosBnenun
JKENTYXW WIM TPU 3HAYUTEIHHOM TIOBBIIIEHUN aKTUBHOCTH IMEYCHOYHBIX (EpPMEHTOB Ha (oHe
npuema HHruouTopos AII® nmanueHTy cneayer npekpatuth npueM uHruouropa AII® n HaxonuTecs
10/ COOTBETCTBYIOIIMM CHUTYalluH HAOJIr0IeHHEM Bpada (cM. paszen 4.8).

T'uneprxanuemus

['mnepkanuemMuss MOKET pa3BUBATHCS BO BpeMs JiedeHus umHruouropamu AIID, B TOM uymcie, u
nepunjonpuiaoM. Muruburopsr AIID Moryr BbI3bIBaTh TUIEPKAIUEMHUIO, IOCKOJIBKY OHU
UHTHOUPYIOT BBICBOOOXKAECHUE albJocTepOoHA. DPPEKT OOBIYHO HE3HAUUTENIEH Y MAlUEHTOB C
HOpMalibHOH  (yHKIMeH mouek. @akTopaMu pHUCKAa THIEPKAINEMHUH SBISIOTCS MOYEUHas
HE/I0CTaTOYHOCTh, yXYy/IIeHHe (DYHKIMM IouyeK, Bo3pacT crapme 70 jeT, caxapHbIi aualer,
HEKOTOphIE CONMYTCTBYIOLINE COCTOSHUSI, B YAaCTHOCTH, JE€THJIpaTalys, OCTpas JeKOMIIEHCAIUs
CepJICYHOM 1eATeIbHOCTH, METa0OIUYECKHH alli/103, COBMECTHOE MPUMEHEHHUE KanuicOeperaronmx
JMYPETUKOB (TaKUX KaK CIIUPOHOJIAKTOH, SIUIEPEHOH, TPUAMTEPEH, aMUJIOPUT), a TAKXKe IpenapaToB
KaIus WM KaIuiCOAEpKaIlMX 3aMEHMUTENEH NUINEBOM COJIM, a TAaKXKe NPUMEHEHUE IPYTHUxX
IIpPernapaToB, CIOCOOCTBYIOIIMX MOBBIIICHUIO COJEP)KAHUSA KalMs B IUIa3Me KpPOBH (Hampumep,
renapuHbl, KO-TPUMOKCA30J, TAaKKe€ M3BECTHBIM Kak KoOMOMHaIus cyibpameTokca3on +
TPUMETONIPUM, Jipyrue HHruouTopsl AIID, aHTaroHUCTHl peuenTopoB aHruoreHsuHa I,
aneTUIICATUIIIIOBAs KucioTa (3 r/cyTku u 6onee), MHTHOUTOPHI nukiIookcureHasbl-2 (LIOT-2) u
HecenektuBHble HIIBII, nmMyHOAenmpeccaHThl, TakMe€ KakK UUKJIOCHOPUH WM TaKPOJIUMYC,

TPUMETONPUM) U OCOOEHHO aHTArOHUCTHI AJIbJOCTEPOHA UJIH OJIOKATOPBI pELENTOPOB AHTMOTEH3UHA.
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3aMEHUTENECH MUILEBOU COJIM MOXKET IIPUBECTH K 3HAUUTEIILHOMY IOBBILICHUIO COAEPKAHUS KaIus B
KPOBH, 0COOECHHO y MAIMEHTOB CO CHUKEHHOM (pyHKIMEH mouek. I unepkanneMust MOXeT PUBECTH
K CEepbe3HbIM, MHOrga (QarajibHbIM HapylIeHUsM cepiaedHoro putma. KanuiicOeperaromue
JUYPETUKH M OJIOKATOphl PELENTOPOB aHIMOTEH3MHA CIENyeT NMPUMEHSTh C OCTOPOXKHOCTBIO Y
NAIMEHTOB, MoJydaromux HHruouropsl AII®D, a Taxke ciaeayeT KOHTPOJIUPOBATh YPOBEHb KaJHsl B
CBIBOPOTKE U (PYHKIIMIO MOYECK.

Ecnun HEoOX0IMMO COBMECTHOE NPUMEHEHHE YKA3aHHBIX BBILIE IPENaparoB, JEUEHHE TOJDKHO
IPOBOJUTHCA C OCTOPOXHOCTbIO Ha (DOHE PEryssspHOro KOHTPOJIA COJIEp’KaHUs MOHOB Kalus B
CBIBOPOTKE KpoBH (cM. paznen 4.5).

BcnomMorarensHble BelecTBa

[Tpenapar Mnpganamun + Ilepunponpun KaHoH conmepkutT jakro3bl MoHoruzpar. IlammeHnram c
pEelKO BCTpeYarolleiicss HacleICTBEHHONM HENepeHOCUMOCTbIO TallaKTO3bl, A€(OULIUTOM JaKTa3bl
Jonapei WM TITI0K030-TaTaKTO3HOW ManbaOCcopOIHeil He caelyeT IPUHUMATh TOT Mpernapar.
[Ipenapar Unnanamun + Iepungonpun Kanon comepxkutr menee 1 mmons (23 mr) Hatpus Ha 1
TabJIETKY, TO €CTh, 110 CYTH, HE COJIEPIKUT HATPUS.

eTH
JlexapcrBennslii mpemnapar Mupanamup + Ilepungonpun KaHOH mnpoTHMBOmoOKasaH JeTsM U
MOJIPOCTKAM B Bo3pacte A0 18 jeT m3-3a OTCYTCTBUS JAaHHBIX 00 3QPEKTUBHOCTH U 0€30MaCHOCTU
IIPUMEHEHHNS IEPUHIONPUIIA U UHAAIAMU/IA, KaK Pa3/IeIbHO, TAK U COBMECTHO Y NAllMEHTOB JAaHHON
BO3PAacTHOM TPYIIIIBI.
4.5. B3aumoneiicTBHe € [JPYIrHMH JIEKADCTBEHHbIMHM IpenaparamMM W Jpyrue BH/bI
B3aHMO/AeliCTBUA

O6mee I ICPUHAOIIPHWIIA M MHAAIIAMHU1a

Kombunayuu, ne pexomenoyemvie Kk npumMeHenuio

Ipenapamur aumus

[Ipy coBMecTHOM MNpUMEHEHUH TpenaparoB JUTHS W HHruOuTOopoB AIID coolbmanocs 06
00paTUMOM TOBBIIICHUU COJEPKAHUS JUTHS B IUIa3Me KPOBH M CBSI3aHHBIX C 3TUM TOKCHYECKHX
apdexrax. CoBMECTHOE MPUMEHEHNE KOMOMHALMH TEPUHIONIPUIIA U WHAANIAMHJIA C MpernapaTaMu
JTUTHS HE pekoMeHayercs. [Ipn HeoOXOAMMOCTH TIPOBEICHUSI TAKOW TEPAIlUU CIIEAYET PETYISIPHO

KOHTPOJINPOBATH KOHIIEHTPAIMIO JIUTHUS B IJIa3Me KPOBH (CM. paznen 4.4).
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0 1B HEWTTES 0003
Jlexapcmeennvie npenapamel, couemanue Komoﬂ;llmu-_l%'e@e»;'z% on-'éflmmahuﬂ u

0CMopodcCHOCMU

baknoghen

Ycunenue aHTUTUIIEpTEH3UBHOTO AeicTBUs. Cieayer KOHTpoaupoBath AJl U mpu HE0OXOAMMOCTH
KOPPEKTUPOBATh 103l aHTUTHIIEPTCH3UBHBIX MpPEIapaToB.

Hecmepououwvie npomusosocnanumenvhvie _npenapamul  (HIIBII) (sxniouas  evicokue 003vl

ayemuacaiuyurosou kuciomeol bonee 3 2/cymxu)

[Ipu omHoBpemenHoM npuMmeHeHUH HHrHOUTOpoB AIID m HIIBII (ameruncanuiuiaoBas KUCIOTa B
J103€, OKa3bIBAIOIIEH MPOTUBOBOCTIAIMTEIIBHOE ICHCTBUE, MHTHOUTOPHI ITMKII0ooKcureHasbl-2 (11O
2) n HecenektuBHbie HIIBIT) mMoxer HaOmomaThCcsi OCiIa0ICHHE aHTHUTUIIEPTEH3UBHOTO Y (deKTa.
CoBmectHoe nmpuMeHeHre HHTrHONTOopoB AlID u HIIBII MokeT NpuUBOANTH K YBEIHUEHHIO PUCKA
yxyameHuss (YyHKIUKA TOYeK, BKJIIOYAs pa3BUTHE OCTPOH MMOYEYHOHW HEJOCTATOYHOCTH, H
YBEJIMUYEHUIO COJICPKAHUS KaIHsl B CLIBOPOTKE KPOBH, OCOOEHHO Yy MAIUEHTOB C UCXOHO CHUKEHHON
¢ynkuueit mouek. Cienyer coO01aTh OCTOPOKHOCTD MTPH MMPUMEHEHHH KOMOWHAIINH MTperapara 1
HIIBII, 0coOeHHO Y MOXWIBIX MAIMCHTOB. [[allMeHThI JOHKHBI IMOTYYaTh aJICKBAaTHOE KOJIMYECTBO
KUJKOCTU, PEKOMEHAYETCSI KOHTPOIUPOBaTh (PYHKIIMIO TTOYEK KaK B Hayaje COBMECTHOM Teparuu,
TaK 1 MEPUOANYECKH B IIPOLIECCE JICUCHHUS.

Couemanue npenapamog, mpeoyoujee BHUMAHUS

Tpuyuxiuyeckue anmudenpeccaumbl, dHmuncuxomu4eckue npenapanibl (Hedpwzenmuku)

[IpemapaTsl 3THX KJIacCOB YCHUJIMBAIOT AHTUTUIEPTEH3UBHBIA JI(PGEKT M YBEIMUUBAIOT PHCK
OpPTOCTATUYECKON TUMOTEH3UH (aIAUTHUBHBIN YD DEKT).

Nupanamun

Couemanue npenapamos, mpeodyioujee 0co6020 0CMOPOICHOCU

Hpenapambl, CnocoOHble BbI3bIEAND I’lO]ZLlMOD@HVIO cheﬂVaOHKOGVIO maxukapduio muna «nupysmy

W3-3a pucka pa3BUTHs TUMOKAIHUEMHH CIEAyeT CcOOII0JaTh OCTOPOKHOCTh IMPH COBMECTHOM
Ha3HAYCHUH WHJANaMUa ¢ TpernapaTaMmu, CIOCOOHBIMHU BBI3bIBATH TOJUMOPQPHYIO KETYT0IKOBYIO
TaxXUKaApJUIO TUTIA ITUPYIT», BKIIOYAs, HO HE OTPaHUYNBASICh:

. aHTHAPUTMUYECKHE JIeKapCTBEHHbIE mpemnaparbl |A kmacca (XUHUAWH, THAPOXWHUINH,
musonupamu, npokanHamun) u 1C kiacca (prekannun,

. aHTHapUTMUYECKHe JeKapcTBeHHble mpemapaTthl Il kmacca (Hampumep, aMuomapoH,
nodeTun, HOyTHINI, OPETUIIHIA, COTAION, IPOHEIAPOH);

. HEKOTOpbIe HelponenTtuku: (HEeHOTHa3uHbl (HAMpUMeEp, XJIOPHPOMAa3HH, IHaMEMa3HH,
JICBOMETIPOMA3WH, THUOpPUIA3WH, TpudIyornepasuH), OeH3aMuIbl (HAIPUMEP, AMUCYIBIPHI,
CYJBITUPU/I, CYTTONIPHI, THATIPU), OyTUPOGdEHOHBI (HATTpUMED, IPOTIEPUIOI, TATTOTIEPHION),
Jpyrue HeUPOJICNTUKY (HAIPUMEp, TMMO3H/I, CEPTUH/ION);
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oc OBL HOCTE 000
. AHTUJICTIPECCAHTHL:  TPULUKINYECKUE aHTHILe‘r;}l)CCt:a o E"E‘II%H’BTJ - HHPH(SHTopH

00paTHOro 3axBaTa CEpOTOHMHA (LUTAIONIPAM, ICLIUTAIIONPAM);

. aHTHOAKTepUANBbHBIE CPEICTBA: (PTOPXUHONIOHBI  (JIeBOQIIOKCAIIH, MOKCH(DIOKCAIIHH,

cnapdokcand, UnpoQIOKCauH; MaKpOJIUAbl (3PUTPOMUIMH NPU BHYTPUBEHHOM BBEACHUU,

AQ3UTPOMULIMH, KIAPUTPOMUIIUH, POKCUTPOMUIIMH, CIUPAMULIMH ); KO-TPUMOKCA30J1;

*  TIPOTUBOTPHOKOBBIE CPEICTBA psAla a30j0B (BOPUKOHA30J, MTPAKOHA30Jl, KETOKOHA30I,
baykoHa30m);

*  MPOTHUBOMAJISIPUIHBIC CPEACTBA (XUHHH, XJIOPOXUH, Me(DJIOXHUH, raio(aHTpuH, TyMepaHTPHH),

*  aHTHUAHTHHAJIbHBIE Cpe/ICTBa (paHOJIa3UH, OCTIPUINI);

*  TIPOTHBOOITYXOJIEBBIE IpenapaTsl 1 UMMYHOMOIYJISTOPHI (BaHACTAHUO, MBIIIbSIKA TPUOKCH]I,
OKCaJIMIUIATHH, TAKPOIUMYC, aHArpeJIiI);

*  NPOTHBOPBOTHHIE CPEACTBA (OHIAHCETPOH);

*  CpelCTBa, BIMSIONINE HAa MOTOPUKY KEITYI0YHO-KUIIEYHOTO TpaKTa (IIU3anpu/l, JOMIEPUIOH);

*  AHTHTUCTaMUHHBIE CpPe/ICTBA (aCTEeMHU30I, TepheHaIuH, MU30JIACTHH);

*  TpouMe: TeHTAaMHUAWH, ITU(PEMaHus, BUHKAMUH TPH BHYTPUBEHHOM BBEICHHH, BA3ONPECCHH,
TEPJIMIIPECCUH, KETaHCEPUH, TPOOYKOI, Tponodod, ceBohaypaH, TEPOIUIHH, IUIOCTA30JI.
CrnenyeT mNpoBOIUTH MNPO(PHUIAKTUKY TUMOKATMEMUU M TPH HEOOXOIUMOCTH €€ KOPPEKIIHIO;

KOHTpoMpoBaTh uHTepBan QT.

Ipenapamur, CNOCOOHbLE BbI3LIBAMb UNOKATUSMUIO

AmoporepuniiH B (pu BHYTpHUBEHHOM Ha3HAYEHMH), TJIHOKO- U MUHEPAJTOKOPTUKOCTEPOUIbI (TIpH
CHUCTEMHOM Ha3HA4Y€HUM), TETPAKO3aKTHJI, CIAOUTENIbHBIE CPEJCTBA, CTUMYJIUPYIOIINE MOTOPUKY
KHILIEYHHKA: YBEIMUEHUE PUCKA PA3BUTHS TMIIOKATTMEMHUH (aJAUTUBHBIN 3P PEKT).

Heo0OxonuM KOHTPOJIb coliepiKaHus Kajlus B IUIa3Me KPOBH, IIPU HEOOXOJAUMOCTH - €r0 KOPPEKIIHSL.
Ocoboe BHUMaHME CJEIyeT YAeNATh MalMeHTaM, OJHOBPEMEHHO IOIYYaIOUIUM CEp/eUYHbIe
ruko3uabl. CrenyeT NPUMEHSTh Cla0MTeNbHbIE CPEICTBA, HE CTUMYJIUPYIOIIHE MOTOPUKY
KHILEYHHKA.

Cepoeunbvie 2nuko3uobl

I'unokanemuss yCUIMBAET TOKCHYECKOE JAEHCTBUE CEPACUYHBIX IIIMKO3MAOB. IIpu coBMecTHOM
MPUMEHEHNN HMHJAANAMUJA U CEPACYHBIX TJIMKO3UIIOB CIEAYET KOHTPOJIMPOBATH KOHUEHTPALIUIO
KaJus B mia3mMe KpoBu U nokazarenu DKI' u mpu HeoOX0IMMOCTH KOPPEKTUPOBATH TEPAITHIO.
Annonypunon

IIpy COBMECTHOM MNPHUMEHEHHHM C HMHAANAMHIOM BO3MOKHO IIOBBIIIEHHE YaCTOThl PEAKIUU
TUIIEPYYBCTBUTEIBHOCTH.

Couemanue npenapamos, mpeoyroujee BHUMAHUS

Kanuiicbepezarowue ouypemuku (AmMuiopuo, CRUpOHOIAKIMOHN, MpUuammepen)
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Takoe coderaHne OOOCHOBAHHO Yy HEKOTOPHIX napeHros. Eﬂ{i/ﬁ'é%é\l[_l Hliioket SrabonaTes

TUIIOKAJIMEMUS WU TUIIEPKAIMEMHUs (B YACTHOCTH, Y MALIMEHTOB € I0YEYHOU HEJIOCTATOYHOCTHIO WU
caxapHbM auaberom). Ecnu HEoOX0aMMO COBMECTHOE NMPUMEHEHHE WHAANAMHUAA M YKa3aHHBIX
BBILIE KaTUicOeperarnmx JUypeTHKOB, ClIeAyeT IPOBOAUTE KOHTPOJIb COIEPKaHUS KaJIUs B IIa3Me
kpoBHu U napamerpoB DKI'. [Ipu He06X0IMMOCTH cxeMa JIeYeHHUs. MOKET ObITh IIEpECMOTpEHa.
Memaopmun

OyHKIMOHANBHAS TOYEYHAsi HEIO0CTaTOYHOCTh, KOTOpask MOXKET BO3HHKaTh Ha (hOHE IpHemMa
JMYPETUKOB, OCOOEHHO «IIETJIEBBIX)», IPU COBMECTHOM NPUMEHEHHH MET(HOPMHUHA MOBBIIIAET PUCK
pasBUTHSI MOJIOYHOKHCIOro anuzaosa. He cineayer nmpumeHaTh MeT(OpPMHH, €CIM KOHLEHTpalus
KpeaTuHUHA B TuiazMe KpoBu mpesbimaer 110 mr/m (135 mxmons/n) y myxund u 12 mr/m (110
MKMOJTB/JT) Y )KEHIIIHH.

Hodcodep:)fcamue KOHmpacmmHubyvle eeuecniea

OO0e3BoXxMBaHUE OpraHu3Ma Ha (OHE IpueMa JAUYPEeTHUYECKUX IIPEernaparoB YBEIMUYUBAET PHCK
pPa3BUTHUSL OCTPOM IOUYEYHOM HEIOCTATOYHOCTH, OCOOEHHO MpU NPUMEHEHUH BBICOKHX J03
HOACOJEPKAIMX KOHTPACTHBIX BemecTB. llepen mpumeHeHueM HOACOAEPKAIKUX KOHTPACTHBIX
BEIIIECTB MalMEeHTaM HEOOX0IMMO KOMIIEHCUPOBATh MOTEPIO JKUAKOCTH.

Kanoyuit (conu)

HpI/I COBMCCTHOM NPHUMCHCHHUU BO3MOXHO Pa3BUTUC THUIICPKAIBLHUCMHUHN BCJICACTBUC CHUKCHUA
SKCKPCIHHN KaJIbl[U ITOUYKAMHU.

UMKJZOCI’ZODMH, maxKpoaumyc

B03MOXHO IIOBEIILIEHHUE KOHIOCHTPAIUN KPCATHUHUHA B IJIa3MC€ KPOBU 0e3 U3MEHEHUS KOHOCHTpAlUH
HOUKIIOCIIOPUHA B IJIa3ME€ KPOBHU, JAKC ITPU HOPMAJIBbHOM COACPKaHWHN BOABI 1 HOHOB HATPHA.

Kopmukxocmepouodvl, mempako3akmuo (npu cucmemMHom npumeHeruu)

YMeHbllIeHHe aHTUTUIEePTeH3UBHOTO 3¢ dekTa (3a1epkka Coiau U BOJAbl Ha (OHE MPUMEHEHUs
KOPTUKOCTEPOUIOB).

Ilepunaonpun

JlaHHbIE KIMHUYECKHX HCCIEAOBAaHUM TOKA3bIBAIOT, YTO NBOWHAas Omokama PAAC B pesynbrare
COBMECTHOTO npuMeHeHus UHruouTopoB AIID, APA Il win anuckupeHa NpuUBOJUT K YBETHMUCHHIO
4acTOThl BO3HMKHOBEHHS TAaKHMX HEXKENATENIbHbIX SBJICHUH KaK apTepuaibHas TUIOTEH3Ms,
TUIEepKaueMusl U CHIKeHUE (DYHKIMU MOoYeK (BKIIIOYasi OCTPYIO MOYEUYHYIO HEJIOCTATOYHOCTH), 110
CPaBHEHHMIO C CUTYallMsMHU, KOT/1a MPUMEHSETCs TOJIBKO OJIMH Npenapar, Bo3aeiictpyromuii Ha PAAC
(cM. pasaensi 4.3, 4.4 u 5.1).

Jlexapcmeennvle npenapamal, 6bi3bl6aIOWUE SUNEPKATUEMUIO

HexoTopsle eKapCTBEHHBIE INpenaparbl WM KJIACCHI NPENapaToB MOTYT YBEJIWYUBATh YacCTOTY

pa3BUTHS TUIMEPKATHUEMHU: ANUCKUPEH, COJIM Kajus, KajnuiicOeperaroume TUypeTuku (Hampumep,
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CIIUPOHOJIAKTOH, TPUAMTEPEH WU aMUJIOPH]) HHFH6I/&%I;I_Ig%F'AWhH 'ﬁ'ﬂﬁﬂ,' :fl—é%ﬁpHHLI,

MMMYHOJETPECCaHTHI (TaKUE KaK [IUKIOCIOPUH WU TAKPOJIUMYC), TPUMETOIIPUM U KO-TPUMOKCA301
(cynmbhameTokcaszonl + TPUMETONPHUM), MOCKOJIbKY TPHUMETONPHM, KaK WM3BECTHO, ACUCTBYET Kak
Kanuiicoeperaroomuil JUypeTuK, kKak u amuwiopua. KomOuHanus 3TUX JE€KapCTBEHHBIX MpenapaToB
YBEJIMYUBAET PUCK Pa3BUTUS THIIEPKAIUEMUHU.
Coemecmnoe npumenenue npomueonOKA3aAHo

AJZMCKMDQH U J1eKapcni6eHHbvle npenapanivl, codepofcau;ue AJUCKUPDEH

CoBmecTHOE TIpuMeHeHHe HHTHOUTOpoB AIID c nexkapcTBEHHBIMH IpernapaTtaMu, COJCPKAIUuMH
QIMCKUPEH, TPOTHBOIIOKA3aHO y MAIUEHTOB C CaXapHBIM T1A0ETOM H/HITH YMEPEHHBIM WITH TSKEITBIM
HapymenneM Qyrknun nouek (CK® < 60 mn/mun/1,73 M2 mI0mmaay moBepXHOCTH Tena) (CM. pasaen
4.3). Bo3pactaeT pHUCK pa3BUTHS TUICPKATUCMHUH, YXYALICHUS (YHKIHMU IOYEK, CEepACHHO-
COCYIIUCTOM 3a00JIEBAEMOCTH U CMEPTHOCTH.

Cosmecmnas mepanusi ¢ MH2M6MI’I’10DLIMM Al D u anmazonucmamu peuenniopos dHeuoOmerH3ura

[TpoTtuBonoka3zaHo npuMeHeHue UHruouTopoB AII® B coueTaHuu ¢ aHTArOHUCTAMU PELIENITOPOB
anrnorensuna II (APA II) y nanuenToB ¢ auabetnyeckoi Hedpomnatueit (cm. pasaen 4.3),

3KcmDaKODl’l0DClﬂbHClﬂ mepanus

OKCTPaKoOpIOpajlbHbIE METOABl JICUYEHUS, NPUBOMALIME K KOHTAKTy KpPOBU C OTPULIATEIBHO
3apsOKEHHBIMU TOBEPXHOCTSAMH, TaKUE€ Kak JUAIW3 MO TeMOQWIbTpAlUsl C HCIOJIb30BAaHUEM
HEKOTOPBIX BBICOKOIPOTOYHBIX MEMOpaH (Hampumep, MOJIMAaKpUIOHUTPUIIOBBIX), WK adepe3
JUMONPOTENHOB HU3KOM MIIOTHOCTH € MCIIOJIb30BaHUEM JIEKCTpaHa Cyib(ara, IpOTUBOIIOKa3aHbl W3-
3a YBEIMUYECHMS PUCKA Pa3BUTHs TSDKENBIX aHA(QUIAKTOMAHBIX peakuuid (cMm. pasznen 4.3), Ecnu
NAlUEHTy HeoO0XOoJuMa >3KCTpakopropajbHas Tepamnus, CIEeIyeT pPacCMOTPETh BO3MOKHOCTh
MCIIOJIb30BaHUs JIPYroro TUMa AMAIU3HON MeMOpaHbl WM JAPYroro Kjacca aHTHUTUIIEPTEH3UBHBIX
IIPENapaToB.

Cosmecmnoe npumeHeHue C KOM6MHMDO€GHHblMM JEKAPCNIBEHHbIMU npenapamamu, COO@DO!CCIZMMMM

sajicapman ~+ CaKV6quD1/UZ

CoBMecTHOE  TNpUMEHEHHME  MEpUHAONpUIa ¢  KOMOMHAIMel  BajicapTaH+CcaKyOUTpUI
IPOTHBOIIOKA3aHO, TaK KaK IOJaBJIEHUE AaKTHUBHOCTH HENpWIM3WHA Ha (OHE COBMECTHOTO
npuMeHeHus UHruouTopa AII® MokeT yBeIMUMBaTh PUCK Pa3BUTUSI AaHTHOHEBPOTUYECKOTO OTEKA.
[TpumeHeHre KOMOMHALIMY BajicapTaH+caKyOUTpHII BO3MOXKHO HE paHee, ueM dyepe3 36 yacoB mocie
NMPUMEHEHHUs TocieaHel 1036l nepunaonpuia. [IpumeHenre nepuHaonpuia BO3MOXKHO HE paHee,
yeM uepe3 36 yacoB Mociie MPUMEHEHUS MOoCeIHel 10361 KOMOMHAIMY BajicapTaH+CcaKyOuTpuiI (CM.
pasnenst 4.3 u 4.4).

Kombunayuu, ne pexomenoyemvie Kk npumeHeHuro

Anuckupen u 1exapcmeennvie npenapamaol, codemfcamue aAJlUuUCKupeHr
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V nanMeHToB, HE UMEIONIMX CAXapHOTO AUAa0ETa WM 'QQM%E&%HE#%&%R '{CK-'CI) < 60

wi/mMuH/1,73 M2 mioman MOBEPXHOCTH Teia), TMOBBIIIEH PHCK Pa3BUTUS THUIEPKATUEMHH,
yXyauieHus: (pyHKIUM MOYEeK M TOBBIIIEHHUS YaCTOTHI CEPACYHO-COCYIUCTOH 3a00JeBa€MOCTH H
cMmepTHOCTH (CM. paszen 4.4).

Couemanue mepanuu ¢ uncubumopamu AP u APA 11

[lo umeronMMcst JIMTEPATyPHBIM JaHHBIM, Y MAIMEHTOB C YCTAHOBJIICHHOW aTEPOCKIIEPOTHYECKOM
00JI€3HBIO, CEPIEYHONM HENOCTaTOUYHOCTHIO WIIM CaxapHbIM JAMA0ETOM C IMOPAKEHUEM OpIraHOB-
MHUIIIEHEH cOBMeCTHOE MpuMeHeHrue MHruONTOpoB AIID u APA Il npuBOAMT K YBETHYEHUIO YaCTOTHI
pa3BUTHUS apTepUaTIbHONW TUIOTEH3UH, OOMOPOKA, TUIIEPKATUEMHUH U YXYIIICHUS (YHKIIHMH MOYEK
(BKJTFOUAs OCTPYIO MOYEYHYIO HEJJOCTATOYHOCTH ), TI0 CPABHEHHUIO C CUTYAIIUSIMHU, KOT/1a TPUMEHSETCS
TOJILKO OJWH Tperapar, BosneicTByromuid Ha PAAC. Ilpumenenue npoiiHo# Onokamel PAAC
(Hampumep, B ciiydae coBMecTHOro mnpumeHeHUs: uHruoutopoB AII® u APA 1I) nomkHO OBITH
OTPAaHUYEHO €MHUYHBIMH CIy4asiMH CO CTPOTUM KOHTpoJieM (YHKIIMH IOYEK, COIePKaHUs Kallusl B
wia3me kposu u A/l (cm. paznen 4.4),

Dcempamycmun

CoBMecTHOE MTPUMEHEHHE MOKET MPUBECTHU K MOBBIIICHUIO PUCKA Pa3BUTHS TOOOUHBIX
3(eKTOB, TAKMX KaK aHTHOHEBPOTHYECKUM OTEK (0TeK KBUHKE).

Ko-mpumoxcazon (cyrvhamemoxcaszon + mpumemonpum)

[Tpu coBMECTHOM NMPUMEHEHHH C KO-TPUMAKCO30JI0M (Cylb(pamMeTokca3oi + TPUMETONPUM) MOXKET
MOBBIIIATHCS PUCK PA3BUTHS TUIIEPKATUEMUH (CM. pa3zen 4.4).

Kanicbepezarowue ouypemuxu  (Hanpumep, MPUAMIMEDEH, aMUulopud) u  kawuil (coau)

['unepkanuemust (¢ BO3MOKHBIM JIETAIBHBIM UCXO0/10M), 0COOEHHO MPU HApYIIEHUH (YHKIIMH MTOYEK
(anouTHBHBIE AP GEKTHI, CBSI3aHHBIE C TUTIEPKATUEMUEN ).

CoderaHne TNEpUHAONPWIA C  BBILIEYNOMSHYTBIMU  JIEKAPCTBEHHBIMU  IIperaparaMu  He
pexomenayercs (cMm. pasznen 4.4). Ecnu, TeM He MeHee, COBMECTHOE NMPUMEHEHHUE MOKa3aHo, MX
CleyeT MPUMEHSTh C COONIOACHHEM MeEp MPEIOCTOPOKHOCTH U PETYISIPHBIM KOHTPOJIEM
CoOJIep’KaHus KaJlusl B CBIBOPOTKE KPOBH.

OcCoOeHHOCTH MpPUMEHEHHsS CIUPOHOIAKTOHA IPH XPOHHUYECKOW CepJAeUHOW HEAOCTaTOUYHOCTH
OIMCAHBI J1aJI€E 110 TEKCTY.

Cosmecmmnoe npumenenue mpedyem ocoboii 0CmMoOpOICHOCMU

Tunozcnuxemuuecxkue cpedcmea (uchmH, nepopajibHvle caxapocruacarouue npenapambz)

ONUaEeMUOIOTHYECKUE UCCIEA0BAHUS TOKA3alli, YTO COBMECTHOE TPUMEHEeHHEe HHTHOUTOpoB AITD
Y TUTIOTJIMKEMHYECKUX CPENICTB (MHCYINHBI, IEPOPATBbHBIE CaXapOCHIKAIOIIHE TperapaThl) MOXKET
YCUJIMBATh THIOTJIMKEMUYECKUN 3(PGEeKT MHCYIMHA U TUMOTIMKEMUYECKHX CPEICTB AJIs IpueMa

BHYTPB BIUIOTH /10 Pa3BUTHS runorivkeMud. Jlanusiii 3¢ ekt BeposiTHee BCET0 MOKHO HAOII01aTh
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B TCUCHHE IMEPBBIX HEEIb COBMECTHOM Tepanyu, a Tdﬂ&'&'ﬁ%ﬂft@%ﬁ%&ﬂj&iﬂéh I'{ﬁ!}yHKHI/II/I

IIOYCK.

Kanuninecbepezarowue ouypemuxu

VY nanueHToB, MOJyYarolluX AUYPETUKH, OCOOCHHO y NAIMEHTOB C TMIIOBOJIEMHUEH /WM CHU)KEHHON
KOHIIGHTpalueil cosielf, B Hayajle Tepanmuu IMEPUHIONPUIOM MOXKET HaOJIIoJaTbcs Ype3MEpHOe
cHkeHue AJl, pUCK pa3BUTHUsSI KOTOPOTO MOXHO YMEHBIIUThH IIyTEM OTMEHBI AMYPETUUYECKOTO
CPEJCTBA, BOCIIOJIHEHUEM IIOTEPH >KMJIKOCTH WIIM COJIEH Mepe]] HauajJoM Tepaluy MEePUHIONPUIIOM,
a TaKk)Ke Ha3HAYCHUEM IIEPUHONIPUIIA B HU3KOMU J103€ ¢ JAJIBHEUIINM [TOCTEIIEHHBIM €€ YBEJIUYCHHUEM.
[Ipu apTepuaibHON TMNEPTEH3UH Y MALMEHTOB C TUIIOBOJEMHUEN MM CHUYKEHHOW KOHLIEHTpAIuen
cojieil Ha (oHE TepanmuH JAUYPETHKAMH, TUYPETUKH JOJDKHBI OBITh JIMOO OTMEHEHBI 1O Hayasa
npuMeHerns naruoutopa AIID (mpu 3ToM KanmitHecOeperaonuii INypEeTHK MOKET OBITh MO3/IHEE
BHOBb Ha3HayeH), 1n60 uHruourop AIlD nomkeH ObITh Ha3HAUYEH B HU3KOH /103€ C JaJbHEHIINM
IIOCTEIIEHHBIM €€ YBEIMYCHUEM.

[Tpy npuMeHEeHNN TUYPETHKOB B CITydae 3aCTOMHOM ceplIedHON HEAOCTaTOUHOCTH HHTHOuTOp AIID
JIOJIKEH OBITh Ha3HAYEeH B OUYE€Hb HU3KOH /103€, BO3MOKHO, [TOCJIE YMEHBILIEHUS J103bl IPUMEHSIEMOI0
OJIHOBPEMEHHO KalluiiHecOeperarouiero JuypeTuka.

Bo Bcex cimywasx ¢yHKuMs nodek (KOHIEHTpalus KPEaTHHHHA) JOJDKHA KOHTPOJIMPOBATHCA B
nepBbI€ HEEIN pUMEHEHUs] HHTuOUTOpoB AIID.

Kanuiicbepezarowue ouypemuxku (3niepeton, cnupoHoAaKImoH)

[TpuMeHeHue 31IepeHOHa WIIM CIIUPOHOJIAKTOHA B 103aX 0T 12,10 mr 10 50 Mr B CyTKH M HU3KUX 103
uHruouropos AIlD:

[Tpu Tepanuu XxpoHuueckoil cepiaedyHoll HepoctatouHoctu II-IV ¢dyHKIMOHANBHOTO Kiacca MO
knaccudukanuu NYHA ¢ dpakuueit Beiopoca jgeBoro xenynouka < 40 % u paHnee mpUMEHSIBITUMUCS
uHruouropamun AIl® u «meTneBbIMU» IUYPETUKAMH, CYLIECTBYET PHCK THIEpKaIueMuu (c
BO3MOXHBIM JICTaJbHBIM HCXOZOM), OCOOEHHO B cCilydyae HECOOIIOEHUs pEeKOMEHIalui
OTHOCHTEJIBHO 9TOH KOMOMHAIINY TPETapaToB.

[lepen mpuMeHeHHEM JaHHOW KOMOMHAITNH JICKAPCTBEHHBIX MPEMapaToB, HEOOXOAUMO YOSAUTHCS B
OTCYTCTBUH TUMNEPKATUEMUH U HapyIIeHUs (QYHKIIMH OYEK.

PexkomentyeTcsi peryiasipHO KOHTPOJMPOBATH KOHIIEHTPALMIO KpeaTMHWHA W Kajiusg B KPOBU:
©XKEHE/ICTHbHO B TIEPBBIA MECSI JICUCHUS U KEMECTIHO B TIOCIICAYIOICM.

Payexaoompun

Ha ¢one npuema unrubutopos AII® (B T.4. mepuHAONpPUIA) MOXKET HAOMIOJATbCS pa3BUTHE
AQHTMOHEBPOTUYECKOTO OTEKAa. DTOT PUCK MOXKET MOBBIIIATHCA IPU COBMECTHOM INPUMEHEHUM C

paneKagoTpUIOM (JIeKapCTBEHHBIM MpenapaToM, MPUMEHIEMbIM IS JICYEHUS! OCTPON AUAPEN ).
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Uneubumopvr - mTOR — (muwenu  panamuuuba Mﬂé}wn'inn—%;bﬂgéfn:(%iﬁ'hez? '-lcir'p'!dﬂumyc,

6€epoauUmMycC, meMCuDOJZMMVC)

[Ipu coBmecTHOM mnpuMmeHeHun ¢ wuHruouropamu mMTOR moOBBIIIAGTCS PHUCK  pPa3BUTHUS
AQHTMOHEBPOTUYECKOT0 OTeKa (CM. paszzen 4.4).

Pexombunaumnvie mxanesvie axkmueamopbvl njiasmuHoceHa (l"lPA, aﬂmenﬂam)

[TatmenTsl, nonyyaBmue UHrHOUTOpHl AII® M momydaronue antemiasy i TPOMOOIUTHYECKOU
TEpanuu IpU OCTPOM HIIEMUYECKOM HHCYJIbTE, MOTYT HMMETh IIOBBIIIEHHBIM PUCK pa3BUTHUSA
AQHTMOHEBPOTUYECKOTO OTEKa.

Couemanue npenapamos, mpebyloujee HUMAHUS

T'unomensusnvie CDQOCWIGCZ u 6a3odwzamam0pbz

CoBMmecTHOE IMPUMCHCHHUC I3TUX IMPLCIApaTOB MOKCET YCWIMBATH AHTUTHUIICPTCH3MBHOC IIGﬁCTBHG
MCpUHIOIIpHIIA. HpI/I COBMCCTHOM NPHUMCHCHUU C HUTPOITIMLUCPHUHOM H APYIrUMHU HUTpATaMH WA
APYyrumMu BazoJujiararopaM BO3MOKHO JOIIOJIHUTCIIbHOC CHUKCHUC AH

AJZJZOI’ZVDMHOJZ, yumocmamudeckKue u MMMVHannDQCCMSHble CD€()CI’I1661, CucmemHbvle

Kopmukocmepou()bl u nDOKClquMZ/la

CoBMecTHOE mpuMeHeHne ¢ uHruoutTopamu AIID MOXKET cOmPOBOXKIATHCS MOBBIIIEHHBIM PUCKOM
neiikonenunn (cm. pasaen 4.4).

Cpeocmea 015 anecmesuu

HNuruburtopsl AII® MoryT ycuinmBarh TMIOTEH3UBHBIN 3P QEKT psijia CpeacTB A o0IIel aHecTe3un
(cm. pazmen 4.4).

T nunmunwi (]luHaZ]lMl’lmuH, cakcazaiunmuHr, cumdaciunimun, 6uﬂ0a2ﬂunmuH)

[Ipu coBMecTHOM mnpumMeHeHMM ¢ uHruouropamu AIl® Bo3pacTaeT pHUCK BO3HUKHOBEHUS
AQHTMOHEBPOTUYECKOTO OTEKa BCIEACTBUE CHM)KEHHUS AaKTUBHOCTU JUINENTHAWINEHTHIA3bI-4
(DPP-IV) nox ne#icTBHEM IIIMIITHHA.

Cumnamomumemuxu

CUMNaTOMUMETHUKHA MOTYT OCJIA0JISATh aHTUTUTIEPTEH3UBHBIN A PexT narnoutopor AIlD.

Ipenapamul 3010ma

Coo01manocs 0 peAKUX ciaydasx HUTPUTOUIHBIX PeakIHid (C TAKUMHU CUMIITOMAaMH, KaK TUIIEPEMUS
KOXKM JIMIIA, TOUIHOTA, PBOTA, TMIOTEH3Us) Y MAIMEHTOB Ha (POHE COBMECTHOrO NPUMEHEHUS
uHruOutopo All®, B TOM uMciae NEpUHIONpPHIA, U HWHBEKIIMOHHOIO Mpenapara 30J0Ta
(aypoTHomManat HaTpusl).

4.6. ®epTHIBHOCTDH, 0€PEMEHHOCTD H JIAKTALUS

JlekapctBenHblii npenapat Wupganamun + Ilepungonpun KaHoH mpoTHBOINOKazaH —mpu

OEpEeMEHHOCTH.
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TPYAHOTO BCKapMiMBaHUs. HeoOXOAMMO OICHHTH 3HAYMMOCTH TEpalHH ISl MaTepu U TPUHATH
pelIeHne O IPEKPALEHUH IPYAHOI0 BCKapMJIMBAHUS WIN O MIPEKPAILlEHUH IpueMa Mpernapara.
bepeMeHHOCTB

Nunanamun + [epungonpun Kanon

Hnoanamuo

JlaHHbBIC O IPUMEHEHUH WHAMaMH/Ia Y OpEMEHHBIX )KCHIIUH OTCYTCTBYIOT HJIM OTPAaHUYCHEI (MEHEE
300 ciyuaeB). JlyMrenbHOE TPUMEHEHUE THA3UIHBIX quypeTukoB B III TpumecTpe GepemeHHOCTH
MO>KET BBI3bIBATH TMIIOBOJIEMHIO Y MaTE€PH, a TAK)KE CHI)KEHUE MaTOUYHO-TIALlEHTAPHOTO KPOBOTOKA,
YTO MPUBOJUT K (PETOIIIAIIEHTAPHON UIIIEMUH U 33JIepIKKe Pa3BUTHSI IJI0A.

WccnenoBanus Ha )KUBOTHBIX HE BBISIBUIIM IIPSIMOTO WIJIM HEMPSIMOTO TOKCHYECKOTO BO3JICUCTBUS Ha
PENpPOAYKTUBHYIO () YHKITHUIO.

B xauecTBe Mepbl IPEeIOCTOPOKHOCTH PEKOMEHIyeTCsI U30eraTh MPUMEHEHHS MHAAMaMU1a BO BpEMS
OEpEeMEHHOCTH.

Tlepunoonpun

B Hacrosmuii MOMEHT HET YOEIUTENbHBIX MUIEMHOIOTHYECKHX aHHBIX O TEPATOTEHHOM PHUCKE
npu npueme HUHruouTopoB AIID® B mepBoM TpuMecTpe OEpPEeMEHHOCTH, OIHAKO HEKOTOpOe
YBEJIMUEHUE PUCKA HAPYLIEHUH pa3BUTHS IUIOJAa UCKIIOUYUTH Helb3s. [lanuenTkam, iaHupyonmm
OepeMeHHOCTb, CIe1yeT OTMEHUTD JIEKAPCTBEHHBIN MpernapaT U Ha3HAYUTh JAPyTrue TMIOTEH3UBHbBIE
CpEeICTBA, pa3pelIeHHbIE 171 IPUMEHEHUS pU OEPEMEHHOCTH, €CITU TOJIBKO Teparus HHTHOUTOpaMu
AII® He saBnsieTca HeoOxoauMo. [Ipu BeIsiBIeHHN OEPEeMEHHOCTH CIIeTyeT HEMEJICHHO MTPEKPATUTh
tepanuto unruoutopamu AIlD u npu HEOOXOAUMOCTH Ha3HAYUTD JIPYTYIO TEPATTHIO.

U3BectHO, uTo Tepanusi uHruouropamu AII® Bo II u Il TpumecTpax OepeMEHHOCTH OKa3bIBaeT
deToToKCcHYecKoe ACMCTBHE HA IUIOM y YeloBeKa (CHIKEHUE (PYHKIUU TOYEK, OJUTOTUIPAMHHOH,
3aMeiyieHe OoccH(UKalMu KOCTed dYepema) M TOKCHYECKoe JEWCTBHE HAa HOBOPOXKIEHHOTO
(moyeyHasi HeIOCTaTOYHOCTh, TUIIOTEH3US, TUIIEPKAINEMUS ).

Ecnu namnuentka nomydana uHruoutopsl AII® co Il tpumectpa 6epeMeHHOCTH, peKOMEHAYETCs
MPOBECTH YIBTPA3BYKOBOE MCCIEAOBAHUE TUIOA JIJISl OLIEHKHU COCTOSHUS Yepena U QyHKIHUU TOYeK.
MuaneH1bl, MaTepu KOTOPBIX oiy4yanu HHruOuTopsl AIID Bo Bpemsi 6epeMEeHHOCTH, JOKHBI ObITh
THIATETHHO 00CIIEIOBAHbI HAa MPEeIMET TUIIOTeH3UH (CM. pazaen 4.4).

JlakTanus

JlexapctBennbiii npenapat Mumanamun + Ilepurmonpun KaHOH NpoTHBONOKa3aH B TEPUOJ

TpyaAHOT'O BCKapMJIMBaHUA.
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Hnoanamuo (MOCNEOOBATENEHOCTE 0003)

B Hacrosmmii MOMEHT HET JOCTOBEPHOW HWHGOpPMAIMU O BBIACICHUU WHAANMAMUIA WM €ro
METabOIMTOB C TPYJHBIM MOJIOKOM.

Y HOBOpPOXXIEHHOTO MOYXET PpPa3BUThCA TOBBIINIEHHAS YYBCTBUTEJIBHOCTh K IPOU3BOJHBIM
cynb(poHAMHIA U TUTTOKATHUEMHUSI.

Puck 11 HOBOPOXKICHHBIX/MJIA/ICHIICB HEJIb3s UCKITIOYATh.

Wupgamamu 6JIM30K MO CTPYKTYpE K THA3HIHBIM JTUYpPETHUKaM, MPUMEHEHHE KOTOPBIX BBHI3BIBACT
YMEHbIIIEHUE KOJIMYECTBA IPYHOIO MOJIOKA WJIM MO/IABJICHUE JTAKTaIlUH.

Nupanamu1 mpoTUBOINOKAa3aH B IEPUOJ TPYAHOTO BCKapMJIUBAHUSI.

Tlepunoonpun

BBuny orcyrcTBus mH(MOpMANUU, KacaroUICHcs MPUMEHEHHS TIEPHHIONPUIA B TIEPHO T'PYIHOTO
BCKapMJIUBaHUs, €r0 MPUEM HE PEKOMEHI0BAH, IPEANOUYTUTEIbHEE IPUMEHSTh IPYTrUe NPenapaThl C
Oosnee HM3yuyeHHBIM MpoduiieM O0e30MaCHOCTH, OCOOCHHO NpPHU KOPMIIEHHH HOBOPOXKIEHHBIX U
HCIOHOIIICHHBIX JCTCH.

DdepTUabHOCTD

Obwee ons uHoanamuda u nepuHOoOnpuId

HccnenoBanus penpoyKTUBHOM TOKCHYHOCTH ITOKa3aJy OTCYTCTBUE BIMSHUS HAa (PEPTUIBHOCTD Y
KpbIc 00oero noina. [IpeanonoxurensHo, BIUSHNAE HA (PEPTUIIBHOCTD Y YETIOBEKA OTCYTCTBYET.

4.7. Bausinme Ha CNOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMH CPEACTBAMH M NMOTEHIHAJILHO
ONacHBIMH MeXaHU3MaMH

Ob6a  nedcTByIOLIMX  BeLIeCTBa, Kak IO  OTAEIbHOCTH, Tak M B  KOMOMHaUUU
WH/IallaM#]T + TIEPUHIOTIPHII, HE OKA3bIBAIOT BIMSHUS HA CIOCOOHOCTH YIIPABIATH ABTOMOOHIIEM WITH
JIPYTUMH MEXaHW3MaMH. Y HEKOTOPhIX NalMeHTOB OCOOEHHO B Hayaje Tepanmud WIH TpU
N00aBJIeHUM K TMPOBOAMMOM Tepamuu JpYruX TUIOTEH3UBHBIX IpenapaToB MOTI'YT BO3HMKATh
UH/IMBUJYyalIbHBIE DPEaKLMH, CBs3aHHble co cHMkeHueM AJl. BenenctBue 3TOoro cnocoOHOCTh
YIIPaBJIATH ABTOMOOWIIEM HITH IPYTHMH MEXaHHU3MaMH MOXET OBITh HapyIIIeHa.

4.8. HexkesaTeibHbIe peakuu

Pesrome nmpoduiist OesonacHoCTH

[lepunmonpun oOKa3bpIBaeT HMHTUOMpYIOIIEEe JEHCTBHE Ha CHUCTEMY «PEHUH-aHTHOTCH3UH-
anpaoctepor» (PAAC) m ymeHbIIaeT BBIBEICHHE HWOHOB KaJds TOYKaMu Ha (GoHE MpuemMa
uHganamuga. Y 6 % manueHToB Ha (OHE NMPUMEHEHHs WHAanamMuia + TEpHHIONpPHIA OBLIO
OTMEUEHO Pa3BUTHE THMOKAIMEMUU (coaepkanue Kamus menee 3,4 mMounb/i). Hanbonee yacTeiMu

HCIKCJIIATCIbHBIMHA PCAKIUAMMU SABJISITIUCH!:
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. JUIS IEPUHIONPHIIA; TOJIOBOKPYKEHHUE, TjOJOBHAS I86H! et st Ficdndim iy menne

3pC€HUsA, BEPTUTO, 3BOH B yIIax, TMIIOTCH3HA, KallICIb, OAbIIIKA, 00JIb B JKUBOTC, 3a110p, AUCIICIICHA,
auapes, TOIHOTa, pBOTa, 3yA, KOXKHas ChIIlb, CIIa3Mbl MBILII 1 aCTCHHS.

° IJId HAaanaMuyza: peakiuuu ruricp4yBCTBUTCIIBHOCTH, B OCHOBHOM KOKHBIC, Y ITAIIUCHTOB,
MpEaAPaCIIOIIOKCHHBIX K AJUICPITUYCCKUM U aCTMAaTHYCCKUM PCAKIIMAM, U MAKYJIO-T1AITyJIC3HAs ChbIIIb.

TabanuHoe pE3IOME HEKENATEILHBIX PCAKIUN

OO0o0O01IeHHbIE JaHHBIE O YacTOTE HEXKeNaTeNbHbIX peakUud, 3aperucTpUpPOBaHHBIX MpU
WCIIONIb30BAaHUY HWHJANaMuaa + TEpHHIONpUIIA, HAOMIOJABIIMXCS BO BpeMsS KIMHUYECKHX
WCCJICIOBAaHUA W/WJIM TPH MOCTMAPKETUHIOBOM HAOJIOJCHHUH, MPUBEACHBI B Ta0JIMIE HIDKE IO
knaccam cucreM opranoB (MedDRA), wactore u cremeHu TsokecTH. BHyTpu KaKaoW Tpymmbl
He)KellaTeJIbHbIE PEaKlMU PACIIONOKEHbI B TIOPSAKE YMEHBIICHHS CTEIIEHHU TSHKECTH.
HexenarenbHble peakiiMy pacipeesIeHbl B TPYIIIBI [10 YaCTOTE CIEAYIOIIUM 00pa3oMm:

ouenv uacmo (=1/10)

yacmo (om =1/100 0o <1/10)
neuacmo (om = 1/1000 0o <1/100)
peoko (om = 1/10000 oo <1/1000)
ouenb peoko (<1/10000)

C Heu3BeCmHoll 4acmomou (qacmoma He Mooicem bblmb ycmarhoejeHd no UMernmumcs aaHHblM)

CucreMHoO-OprasHHbie Yacrora
HexenarenbHble peakuuun
kJjaaccel Mo MedDRA IMepungonpua Nupanamung
Nudpexunu "
Punut Ouensb penko -
HHBa3uH
Do3uHOP MM Heuacrto* -
Arpanynonutos (cMm. pazzen 4.4) | OueHs peako Ouenb penko
Hapymenus co | ArutacTuueckas aHeMus - Ouens peaxo
CTOPOHBI IMTapmuronenus OueHnb penko -
KPOBETBOPHOI1 u | JlelikoneHus OueHb penko OueHnb penko
JUM@paTHYECKON Heiitponienus (cMm. paznen 4.4) Ouensb penko -
CHCTEMBbI I'emonuTrueckas anemMust Ouens penko Ouens penko
TpomOoruTonieHus: (cM. paszzaen
Ouensb penko Ouensb penko
4.4)
Hapymenus co | ['MnepuyBCTBUTENBHOCTH (B
CTOPOHbI MMMYHHO# | OCHOBHOM KOJKHBIC, y MAIlUEHTOB | - Yacro
CHCTEeMBbI C  IPEOpacloIOKEHHOCTBIO K
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ACTMaTHUYECKHUM PEAKLUSAM)

['unormukemust (cMm. pasaensl 4.4.

Heuwacro* -
u4.5)
['unepkanuemus, oOpatumasi pu
npekpamieHun  sedenuss  (cMm. | Hewacro* -
paznen 4.4)
Hapymenust
['unonatpuemus (cM. pasaen 4.4) | Hewacro* HewnssectHo
MeTadoJm3mMa U
I'unepkansruemus - Ouenb penko
NUTAHUSA
CHIKEeHHE COoAepKaHus Kajus,
TUIOKAIUEMUs, 0COOEHHO
3HayuMmas  JUIs HAIUEHTOB, | - Hewussectno
OTHOCSIIMXCS K TPYIIIE pUucka (cM
pasnen 4.4)
JIaGMIIbHOCTD HACTPOCHUS Heuwacro -
IMecuxuyeckue
Hapymenns ca Heuacro -
HApYIIEHUA
CnyTaHHOCTbh CO3HAHUS Ouens penko -
I'onoBokpyxeHue Yacto -
I'onoBHast 60016 Yacto Penxo
ITapecte3us Yacto Penxo
Jlncres3us Yacrto -
ConnmBocTh Heuwacro* -
O6mopok Hewacro* HewussectHo
Hapywenus co
_ | IHCYyNIBT, BO3MOKHO BCIIEJCTBUE
CTOPOHBI HEePBHOM
ype3mMepHoro cHuwxeHus AJl y
CHUCTEMBI OueHnb penko -
MAIUEHTOB M3 TPYIIIHI BHICOKOTO
pucka (cM. pazuen 4.4)
[Teuenounas »oHuedanomartus y
MAIEHTOB c MEYEHOYHOU
- HewnssectHo
HEJO0CTAaTOYHOCTHIO (CM DPa3/esbl
43u44.)
Hapymenus co | Hapymenus 3penus Yacto HewussectHo
CTOPOHBI oprana | Muonus (cMm. paznen 4.4) - HewussectHo
3peHus HeueTkocTs 3peHus - HewnssectHo
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juin B TENTBHOICTE U3
Ocrtpas 3aKp1|1T0yron£HasI" IELUBATENTBRAUL TS UUUS)
- HenzpecTtHO

riaykoma

XOopUOoUIalIbHBINA BBIIIOT - HewussectHo
Hapymenust co | Bepruro Yacro Penxo
CTOPOHBI oprana

3BOH B yIlIax Yacto -
cJIyXxa u JJa0upHHTA

Omrymenue cepareOneHus Heuacro* -

Taxukapaus Heuacro* -

Hapyumenus co

CTOPOHBI Cepala

Crenokapaus (cM paznen 4.4)

Ouensb penko

Hapymenus putma cepaua (B Tom
quCIIe, Opanukapaus,
JKEIyZI0UKOBasi Taxukapaus U

GUOPHILISIIINS TIPEACEpInii)

Ouens penko

Ouensb penko

NupapkT Muokapaa, BO3MOXKHO,
BCJIEJICTBHUE N30BITOYHOTO
cHKeHus AJl y mauueHToB u3

IPYNIbl  BBICOKOTO pHCKa (CM.

Ouens penko

pazznen 4.4)
[Tonumopduast JKEITyJOYKOBast
TaxuKapaus  TUIA  «IHPYIT»
- HewussectHO
(BOBMOXXHO CO  CMEpTEIbHBIM

ucxoqom) (cm. pazzaen 4.4)

I'mmioTeH3us M CBSI3aHHBIE C DTUM

Yacto Ouens penko

Hapymenust €O | CUMIITOMBI (cM. pazzen 4.4)

CTOPOHBI COCYA0B Backynur Heuacto* -

Cunapom Pelino HewnssectHo

Hapyumenus co | Kamens (cm paznen 4.4) Yacto -

CTOPOHBI Opplka Yacto -
AbIXaTeJbHOM bponxocnasm Hegacro -

CHCTeMbl,  OpPraHoB

TPYAHOM KJIETKHM M

cpexocTeHust

Do3uHOPMIbHAS TTHEBMOHUS

OueHnb penko

Bomab B xxuBoTE

Yacto

3anop

Yacto

Penxo
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MTOCRENLIBSATENTBHOCTE Ulil3

Jluapest TUURELSEA TENTERUL TE UUUS)

Jucnencus YacTto -
Keaynouno- TomrHOTA Yacto Penxo
KHIIEeYHbIEe PBora Yacto Heuacro
HapyLUCHUSA CyXOCThb CIM3HCTON 00OJOUKH

Heuacto Penxo

IIOJIOCTH pTa

[Tankpeatur OueHnb penko OueHb peniko
Hapywmenus co | ['enatur (cm. pasnen 4.4) OueHb penko HewussectHo
CTOPOHBI NEYECHH U
7KeJTYeBBIBOJSILIIUX Hapymenue ¢pyHKuMM neueHu - Ouenb penko
nyreu

KoxHb111 3y11 Yacto -

KoxHnast cbinb Yacro -

MakynomnamyJsie3Has Cblllb - Yacrto

Kpanusnuna (cMm. pazznen 4.4) Heuwacro Ouenb penko

AHI'MOHEBPOTHUYECKUI OTEK Heuacto Ouensb penko

Ilypnypa - Heuacto
Hapymenus co

[ToBBIlIEHHOE TOTOOTAEIIEHNE Hewacro -
CTOPOHBI KOXKH W

. Peakiun potouyscTBuTEensHOCTH | Hewacto* HewnssectHo

MOJIKOKHBIX TKaHel

[Temduron Heuacto* -

OO0ocTtpeHue ncopuasza Penxo* -

MsorogopmHast spurema

Ouensb penko

Tokcnueckuii  dHUAEpMaIbHBINA

HEKPOJIN3

Ouens penko

Cunnpom CruseHca-/[»)koHCOHA

OueHb penko

Cniazmbl MbIIIIL Yacro -
Hapymenus co

Bo3moxHOe  yxynmeHue —yxke
CTOPOHBI MbIIIEYHOI,

MMEIOIIENCs] CHCTEMHOW KPACHOM | - HewnssectHo
CKeJIeTHOM u

BOJIYAHKU
COeIMHHUTEIbHOH

ApTtpanrus Heuacto* -
TKaHU

Muanrust Heuwacro* -

IToueynast HEOCTaTOUYHOCTD Heuwacro -
Hapymenus co

Ocrtpas rnoyeyHas
CTOPOHBI TO4YeK W OueHb penko OueHb penko

HEJOCTATOYHOCTh
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NMEOCBATENBHT

— -
=

MOYEBbIBOISIINX = 1 VTV
nyreu
Hapymenust co
CTOPOHBI
PenpoayKTHBHOM OpeKTuibHast TUCYHKITUSA Heuwacro -
CHCTEMBI "
MOJIOYHBIX jKeJie3
Actenus Yacro -
Boinb B rpyan Heuacro* -
OO0umue HapyieHus U
I py Henomoranue Heuacro* -
eakuMM B  MecTe
peaxit [Tepudepuyeckue oTeku Heuacro* -
BBeJICHUSI o ™
Jluxopajka ¢9acTo
[ToBBIIICHHAS YTOMIIIEMOCTb - Penxo
[ToBbieHue KOHIIEHTPALIUU
Heuwacro* -
MOYEBHHBI B KPOBU
[ToBwimenwe KOHIICHTPAIUN
Heuacro* -
KpeaTHHHHA B KPOBU
['unepOuupyOuHemMust Penxo -
[ToBwImeHwe AKTUBHOCTH
Penko HewnssectHo
«MI€YEHOYHBIX» (HEPMEHTOB
JlabopaTopHbIe u
CHmwkeHnue  remornoOuHa
HHCTPYMEHTAJIbHbIE OueHnb penko -
remaTokpuTta (cMm. pasnen 4.4)
JTaHHbIE
[ToBwImeHwe KOHIIEHTPAIAN
- HewnssectHo
TTIIOKO3BI B KPOBU
[ToBbimeHue KOHIIEHTPAILIUU
- HewnssectHo
MOYEBOH KHUCIIOTHI B KPOBU
Vianunenne wuHTepBania QT Ha
AIIEKTPOKAPAUOTPaAMME (em. | - Hewussectno
pasnen 4.4 u 4.5)
TpaBmsbl,
HHTOKCHKAIIUH U
[Tanenue Hewacro* -
0CJIOKHEHHU S
npoueayp
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*OLEHKa 4YacTOThl HEXKENATEIbHBIX PEaKIn, BBITENCHrE O C G TR hY 'IMT-b'éG@m'eHI/I;{M,

MpOBeJICHA HA OCHOBAHUU JAHHBIX PE3YJIbTATOB KIIMHUYECKUX UCCIICIOBAHUH.

Coo0manoch 0 pa3BUTHHM CHUHAPOMA HEAJEKBATHOW CEKPELUUH AaHTUIAMYPETHUYECKOTO TOPMOHA
(CHCAQAI) Ha ¢one npumenenus aApyrux uHruoutopo AII®. CHCAJII" MOKeT cuuTaThCcsl OYCHB
PEIKUM, HO BOBMOXKHBIM OCJIO)KHEHUEM, 00YCIIOBJICHHBIM Tepanueil nHruouropamu AI1®, Bkitovas
TIEPUHIOTIPHII.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmath 0 mojo3peBaeMbIX HexkeNlaTeNbHbIX peakuusx mnocie perucrpauuu JIII ¢ nenbro
oOecrieueHrs HEMpepbIBHOTO MOHUTOPUHIA COOTHOILIEHUS «moiyib3a — puck» JIII. Menununckum
pabOTHUKAM PEKOMEHyeTCsS COOOINaTh O JIOOBIX TO03PEBACMBIX HEXKEIIATEIBHBIX PEaKIUIX
JIEKapCTBEHHOI'0 TIpernapara 4epe3 HalMOHAJIbHbIE CHCTEMBbl COOOIIEHHS O HEXKeNaTeIbHbIX
peaKusx rocyAapcTB - WieHOB EBpa3uiickoro 3KOHOMHU4ECKOr0 COI03a.

Poccuiickas ®@enepanus

®denepanbHas cnyx0a Mo Haa30py B chepe 3apaBoOOXpaHEHUs

109012, r. Mocksa, CriaBsiHCKasl TIIoiaab, 1. 4, crpoenue 1

Tenedon: +7 800 550 99 03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B muHGOpPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMOTOMBI

HaunbGonee BepoATHBIM CUMITOMOM IE€PEI03UPOBKY SABIISETCS apTepUaabHasi TUIOTEH3Us, UHOT' 1A B
COUYETaHUM C TOIIHOTOM, PBOTOH, CyJOpOraMH, I'OJIOBOKPYKEHUEM, COHJIMBOCTBIO, CITYyTaHHOCTHIO
CO3HAHUs, OJUTYpUEH, KOTOpasi MOXKET MepelTH B aHypHIO (B pe3ysbTaTe TMIOBOJIEMHUH). Takxke
MOTYT BO3HHMKATh BOJHO-3JIEKTPOJIUTHBIE HAPYIICHUS (TUIIOHATPUEMHUS, THIIOKATTUEMHUST ).

Jleuenue

[TepBbIe Mephl, KOTOpPBIE HEOOXOAMMO MPEIIPUHITH, COCTOST B OBICTPOM BBIBEIICHUH HPUHSITOTO
mpernapaTta: TPOMBIBaHHE SJKETMyJIKa W/WIM TpPUEeM aKTHUBHUPOBAHHOTO YIIIA C TOCIEAYIOUUM
BOCCTaHOBJICHHEM BOJHO-DJIEKTPOJIMTHOTO OajaHca B YCIOBHSX CIELUATU3UPOBAHHOTO IIEHTPA.

B ciyuae BbIpaxkeHHOTO CHIKeHUs AJl ciieyeT mepeBecTH MalMeHTa B MOJIOKEHUE «JIeXka» Ha
CIIUHE C MIPHUIIOTHATHIMA HOTaMH.

[Ipy HEOOXOIMMOCTH MOXKET OBITh BBINOJIHEHO BOCIOJHEHHE O00BeMa KHIKOCTH IyTeM
BHYTPUBEHHOW MH(]Y3UN N30TOHHMYECKOTO COJIEBOTO pacTBOpa (HampuMep, BHYTPUBEHHAsE HHDY3U

0,9 % pacTBopa xJI0pya HATPUS) UITH JIFOOBIM IPYTUM CIIOCOOOM BOCIIOJTHEHUS
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OopraHu3Ma c IOMOIIBIO Juann3a (cM. paszaen 5.2).

S. ®APMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoauHaAMHUYecKHe CBOiicTBA

®apmakoTepaneBTUUECKas IPyIIa: CPEACTBA, JEHCTBYIOINE HA PEHUH-aHTMOTEH3UHOBYIO CUCTEMY;
MHTUOUTOPHI aHTHOTeH3UHIIpeBpaatoniero gepmenta (AIID), komOunanmu; naruéutopsl AIlD u
JUYPETUKU.

Kon ATX: CO9BA0O4

JlekapctBennblii npenapatr Wumanmamun + Ilepungonpun KaHoH — KOMOWHUpPOBaHHBIHA
AHTUTUIIEPTEH3UBHBIM Mpenapar, coAepXalluid HMHAAaNnaMuj] W [EepUHAONpUIIA  apTHUHMH.
dapMaKoJI0ru4eckre CBOMCTBA JIEKapCTBEHHOro npenapara Munanamupa + Ilepunnonpun Kanon
COYeTaroT B ce0e OT/AeIbHbIE CBOMCTBA KaX/10T0 U3 €ro KOMIOHEHTOB. KoMOMHaLMs IepuHI0npuiia
Y MHJalaMujia yCWINBAET aHTUTUIIEPTEH3UBHOE JEMCTBHE KaXKI0T0 U3 HUX.

Mexanusm aeiicTBus

Hnoanamuo

WMHupanamMul OTHOCUTCS K Tpynie cylib()hOHAMUIOB, O (PapMaKOIOIHYECKHM CBOMCTBaM OJU30K K
TUA3UJHBIM auypeThkaMm. MHpanamug uHruoupyer peadbcopOLu0 HOHOB HATPUsI B KOPTUKAIBLHOM
cerMeHTe netiu ['ensne, 4To NpuBOAUT K YBEIMUEHHUIO BHIBEJCHHS IOYKaMU MOHOB HATPHS, XJI0pa U
B MEHBIIIEH CTENIEHU MOHOB KaJIWs U MarHus, yCUIUBasi TEM CaMbIM INype3, U cHukast A/l
Ilepunoonpun

[lepungonpun — wuHrHOUTOp (depMeHTa, MpeBpamnarolero aHruoreH3suH | B anrumoteHszuH Il
(uHrubuTOp aHrumoreHsuHnpenpamaomero gepmenta (AIlD)). AIID. unu xkunuHaza I, asnsercs
HK30IIENTUAA301, KOTOpasi OCYIECTBIISAET KaK IPEBpallieHNe aHTMOTEeH3MHA | B cocynocykuBarolee
BEIIEeCTBO aHrMOoTeH3UH I, Tak U pa3pyiienue OpaiukuHuHA, 00J1a/1a0IIEr0 COCYI0PACILUPSIONIUM
neiicTBUEM, 1O HEAaKTUBHOT'O TeNTanenTHaa.

B pesynbpTaTe nepuHaonpuI:

. CHIDKAET CEKPEIHIO JIbJIOCTEPOHA;
. M0 MPUHIIMITY OTPULIATETHHON OOPAaTHOM CBSI3U YBEIMUMBAET aKTHBHOCTh PEHUHA B IJIa3Me
KpOBH;

. Npy  JUINTETHHOM TPUMEHEHWW yMEHbINaeT obmiee mnepudepudeckoe COCyIucToe

conpotusnenue (OIICC), uro 00ycIOBIIEHO, B OCHOBHOM, JIEWCTBHEM Ha COCYABl B MBIIIIAX U
IIOYKax.
Ot 3pPeKTHl HEe COMPOBOXKAAOTCS 3aEePKKOW HOHOB HATPUS M JKUAKOCTH WIH PA3BUTHUEM

pedreKToOpHON TaXUKaPIUH.
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TlepHH/IONPHIT HOPMATH3YET paboTy MUOKAPIA,|cHIKas P THATpYSIY EEU%Harb;E

IIpp wu3ydeHuum 10Kas3areled TIeMOJAMHAMUKM Y IIAMEHTOB C XPOHHUYECKOM CepaeYHOU
HepocTaTogHOCThI0 (XCH) OBUTO BBISIBIICHO:

. CHUKEHUE JIaBJICHUS HATIOJIHEHUSI B JIEBOM M ITPaBOM keinyoukax cepana; camxenue OIICC;
. YBEJIMUEHUE CEPACYHOr0 BBHIOpOCA U YBEIMYEHHE CEPACYHOTO0 HWHJEKCA; YCUJICHHE
MBIILIEYHOT O IEpU(PEepuIecKoro KpOBOTOKA.

dapmakogngamuyeckue 3P PeKTnl

Hnoanamuo + Iepunoonpun Kanon
JlekapctBennbiii npemnapar Wuamanamun + Ilepunponpun KaHOH oOkas3piBaeT /10303aBUCHMOE
AHTUTUIIEPTEH3UBHOE JACICTBUE, KaK Ha JIMACTOJIMYECKOE, TaK U Ha cucronnueckoe AJ[ kak B
MOJIOKEHUU «CTOSI», TaK U «IEkKa». AHTUTUIIEPTEH3UBHOE JIEUCTBUE COXPAHSETCS B TeueHue 24 u.
CraOwibHBIN TepaneBTUYCCKu 3P PEeKT pa3BUBACTCS MEHEE YyeM depe3 | Mecs) OT Havajia Tepanuu
U HE COIPOBOXKIaeTCs Taxuduiakcueil. [IpekpaiieHue geueHns He BHI3BIBACT CHHIPOMA «OTMEHBI.
JlexapctBennblit npenapatr Munanamun + [lepunnonpun KaHoH yMeHbIIaeT CTeNeHb runepTpopuu
nesoro xenynouka (['JDK), ymyumaer smactuunocts aptepuit, cHmxaer OIICC, He BhnusieT Ha
MeTa0oIM3M JUMUAOB (OOIIMI XOJIECTEPUH, XOJECTEPHUH JHMIONPOTEHHOB BBICOKOH IUIOTHOCTH
(JITIBIT) u nunonporennoB Hu3kou miotHoctu (JIITHIL), tpurnunepusr).
Jloka3zaHo BIUsiHHE IPUMEHEHHUs KOMOUHAIMK nHAanamua 1 nepungonpuia Ha I'JODK B cpaBHeHun
C JHaJanpuwioM. Y MalMEeHTOB ¢ aprepuanbHoM runepreHsueil n I'JDK, monmydaBmmx Ttepanuro
uHaanamuioM 0,625 Mr/nepuHIONpUiIoM 3pOyMHUHOM 2 MT (3KBUBAJIEHTHO 2,5 MI' MEepUHIONpPHIIA
apruHUHA) WIK SHANANPUIOM B 103€ 10 Mr 0JJuH pa3 B CyTKHU, U IIPU YBEIMUEHUH J103bl HHIATIaMK/1a
710 2,5 MT' ¥ IepUHOpUiIa 3pOyMuHa 710 8 Mr (3kBUBaJeHTHO 10 MI mepuHIONpUIIa apruHUHA), WIN
sHananpmia 10 40 Mr oAMH pa3 B CYyTKH, OTMEYEHO OoJyiee 3HaYMMOE CHHIKEHHE MHIEKCAa MacChl
neBoro >xenynouka (MMJDK) B rpynne uHmanamMua+mnepuHIONPHI 10 CPaBHEHUIO C TPYMION
sHananpuia. [Ipu strom Hanbonee 3Haunmoe BiusiHMe Ha MIMOKJI oTrmewaercs mpu nmpUMEHEHUU
UHAanamuaa 2,5 Mr/nepuHaonpusia 3poyMuHa 8 mr.
Taxoke oTMeueHo OoJiee BhIpa)KEHHOE aHTUTHIIEPTEH3UBHOE JeHCTBHE Ha (hOHE KOMOMHMPOBAHHON
Tepanuy NHAANAMHUIOM U IEPUHIONPUIIOM IO CPAaBHEHUIO C dHAJIAPUIIOM.
VYV manmmMeHToB ¢ caxapHbIM auadbeToM 2 Tuma (CpeIHue MmoKa3aTeau - BO3pacT 66 JeT, MHACKC MacChl
Tena 28 Kr/M?, TITMKO3MIMPOBaHHKI remornoonn (HbAIC) 7,5 %, AJT 145/81 MM pT. cT.) H3ydanoch
BIUSHUE (DUKCHPOBAHHOW KOMOWHAIIMU WHIAMAMHI+TIEPUHAONPUI HAa OCHOBHBIE MHKPO- H
MaKpOCOCYUCTBIE OCJIOKHEHHUS B JOIOJIHEHNE KaK K CTaHAAPTHOW Tepanuu i NNIMKEMHUYECKOTO
KOHTPOJISI, TaK M K CTPATETHU MHTEHCUBHOTO riukemudeckoro kKoHtposs (MI'K) (uenesoit HbAlc <
6,5 %).
VY 83 % mnanueHTOB oTMeYanach apTepuaibHas runeprensusa, y 32 % u 10 % — makpo- u
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MHKPOCOCYUCTBIE OCIOXHEHUs, ¥ 27 % — KpOEU'IB'@NII:I’IH%;IlSIE: SBohshtficTBo HaltieHTOR Ha

MOMEHT BKJIFOYEHUS B UCCIICIOBAaHUE MOTYYaIH TUIIOTJIMKEMUYECKYIO Tepanuio, 90 % nanueHToB —
TUIIOTJIMKEMUYECKHUE CPEACTBA JUIsl IpueMa BHYTPb (47 % manueHToB — B MOHOTepamnuu, 46 % —
Tepanuio IByMs npenaparamu, 7 % — Tepamuio Tpems mpemnapatamu). 1 % mnanueHToB moiydan
MHCYJIMHOTEpanuio, 9 % — tonbko auerorepanuto. [I[pousBoanbie cynbhOHMIMOYEBHUHBI IPUHUMAIN
72 % mauueHToB, MetdopmMuH — 61 %. B kauecTBe comytcTByromel Ttepanuu 75 % MalMEeHTOB
MOJTyYaJii TUIIOTEH3UBHBIE CPENICTBA, 35 % MalMeHTOB — THIIOJIMITNIEMUYECKUE CPEeICTBA (TTIaBHBIM
obpazom, unrudburopsl [ MI'-KoA- penykrasbl (cratunsl) — 28 %), alleTUICATUIUIOBYIO KUCIOTY B
KaueCcTBE aHTUArPETaHTHOIO CPEJICTBA U IPYTrHe aHTuarperantuele cpeactaa (47 %).

[Tocne 6 Henmenp BBOJHOTO IEPHOJAA, BO BpEMS KOTOPOTO MAIMEHTHI MOJNy4Yalld TEPaNUio
NEePUHAONPUIOM/MHIAIAMUAIOM, OHU PACIpPENeISINCh B TPYIIY CTaHIAPTHOTO TIMKEMHYECKOTO
koHTposst unu B rpynmy WI'K (nmexapctBennsiii mpemapat Juabeton MB ¢ BO3MOXKHOCTHIO
YBEJIMYEHUS 103bI 10 MaKCUMalbHOM 120 Mr/cyTku uiu 106aBlieHre APYroro runoriIuKeMHIIecKoro
CpElCTBa).

B rpynne UI'K (cpeanss mpomoimkuTenbHOCTh HaOmoaeHus 4,8 jner, cpennuit HbALC 6,5 %) mo
CPaBHEHHUIO C IPYIION cTaHgapTHOro KoHTpois (cpemumii HDALC 7,3 %) mokasaHo 3HAYMMOE
cumwkenne Ha 10 9% OTHOCHUTENBHOTO pUCKa KOMOMHHUPOBAHHOW YacCTOTHI MaKpo- H
MHUKPOCOCYTUCTBIX OCTIOKHEHUH.

[TpenmymiecTBO OBUIO JOCTUTHYTO 32 CYET 3HAYMMOTO CHHYKEHHUST OTHOCUTEIHHOTO PHCKA: OCHOBHBIX
MUKPOCOCYTUCTBIX OCNOKHeHUU Ha 14 %, BO3ZHUKHOBEHHUS U MPOTpeccUpoBaHus Hedpomatuu Ha
21 %, mukpoansOymunypuu Ha 9 %, MakpoanbOyMmuHypuu Ha 30 % U pa3BUTHs OCIOXXHEHHH €O
cTOopoHbI moyek Ha 11 %.

[TpenmymiecTBa TUMIOTEH3WBHOW TEpalMK HE 3aBUCENN OT NMPEHMYIIECTB, JOCTHTHYTHIX Ha (OHE
UI'K.

Hnoanamuo

AHTUTHIIEPTESH3UBHOE JICHCTBUE TPOSBISSTCS MPU IPUMEHEHUH TIperiapara B 03aX, OKa3bIBAIOIIIX
MUHHMAaJIbHOE TNypPETUIECKOE ICHCTBHE.

AHTUTHIIEPTEH3UBHOE JIEHCTBUE WHIANaMHUIa CBS3aHO C YIYYIIEHHEM OJJIACTHYECKHX CBOWCTB
KpYyIHbIX aprepuii, ymensienueM OIICC.

Nunanamun ymensmaer crenenb ['JIK, He BiIMseT Ha KOHIEHTPALMIO JIUMUAOB B IIa3Me€ KPOBH:
TpurMIepuaoB, oobmero xonecrepuna, JIMHU, JIIIBII; yrneBomubeiii oOMeH (B TOM 4YuCIE Yy
MAIUEHTOB C COMYTCTBYIONIUM CaxapHbIM JHa0eTOM).

Ilepunoonpun

[Tepunnonpun 3¢ heKTUBEH B TEpAuu apTeprUaIbLHON TUIIEPTEH3UH JII0O0O0H CTETICHHU TSKECTH.

AHTUTUTIEPTEH3UBHOE JEWCTBUE Mpemnapara JOCTUraeT MakcuMyma depe3 4—6 yacoB moclie
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OJIHOKPATHOTO TIpHEMa BHYTPh H COXPAHAETCA B TeueHte 24 dacon. %B@éﬂt;acl Ao hprema

npernapara Ha0roaaeTcs Beipaxkernoe (mopsiika 80 %) ocrarounoe uaruoupoanue AIID.
[lepunponpuil OKa3bpIBa€T AHTUTHUIIEPTEH3MBHOE JCHCTBHUE Y IMAIMEHTOB KaK C HHU3KOM, Tak U C
HOPMAaJIbHOW aKTUBHOCTBIO PEHUHA B IJIa3M€ KPOBHU.

CoBmecTHOE IIPUMEHEHHE THA3UIHBIX JTUYpPETUKOB YCUJIMBAET BBIPAXKEHHOCTh
AHTUTUIIEPTEH3UBHOTO JieiicTBuA. Kpome sToro, komOuanpoBanue nuarudutopa AIl® u tnasugHoro
JUYpEeTUKa TaKXKe NPUBOAUT K CHIDKCHHIO PHUCKAa Pa3BUTHS THIIOKAIMEMHH Ha (oOHE IMpHeMa
JUYPETUKOB.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

/sotinas 6aoxada penun-aneuomenzuH-arboocmepoHosou cucmemol (PAAC)

HmeroTcss naHHbIE KIMHUYECKHUX MCCIEAOBAHUNH KOMOMHMpPOBAHHOW TEpaluu C HPUMEHEHUEM
uaruouTopa AIID ¢ aHtaronucramu penentopoB anruoreHsuna II (APA II). IIpoBoamnuch
KIIMHUYECKHUE MCCIEA0BAHNS C y4aCTHEM NALlMEHTOB, UMEIOIUX B aHAMHE3E CEPAECUHO-COCYIUCTOE
Wik 1epeOpoBacKyIsIpHOE 3a0ojeBaHUe, MO0 caxapHbBI nuaber 2 THIa, COMPOBOXKIAIOIIUHCS
IIOATBEPKICHHBIM ITIOPAKEHUEM OpraHa-MHUIIEHH, & TAKXKE UCCIIEIOBAHNE C YYACTHEM ITALIUEHTOB C
caxapHbIM JuabeToM 2 TuMa U 1uabeTudeckoil HedpponaTuei.

JlaHHble MCclenoBaHMsS HE BBIIBWIM Y MAlMEHTOB, MOJY4YaBIIMX KOMOMHUPOBAHHYIO TEpaIluio,
3HAUYUMOTO MOJIO)KUTEIBHOTO BIMSHUS HAa BO3ZHMKHOBEHHUE MMOYEYHBIX W/WIM KapAHOBACKYISPHBIX
cOOBITUI U Ha MOKAa3aTeIl CMEPTHOCTH, B TO BPEMsI KaK PUCK pPa3BUTHUs TMIEPKATIMEMUU, OCTPOU
MOYEYHOW HEJOCTAaTOYHOCTU W/WJIM apTepUallbHOW TUMOTEH3MM YBEIWYMBAJICS IO CPABHEHHIO C
NaUEeHTaMH, 0Jy4aBIIMMH MOHOTEPAIIHIO.

[Ipyaumasi BO BHUMaHHE CXO0XXHME€ BHYTPUIPYIIOBBIE (papMakoAMHAMUYECKHE CBOMCTBA
uHruoutopoB AII® u APA II, naHHble pe3ynbTaThl MOXKHO OXKHAATh JJI B3aUMOJEHUCTBUS JTIOOBIX
JpYyTUX Mpenaparos, npeacTaBuTeneil kinaccoB UHruoutopos AII® u APA 11.

[TosTOMy NpOTHBONOKA3aHO HpUMeHeHHe HMHTHOUTOpoB AIID B coueTaHMM C aHTarOHUCTaMHU
perienTopoB aHrnoTeH3uHa Il y manuenTos ¢ quadetudeckoi HedponaTueil.

HMeroTcss aHHBbIE KIMHAYECKOIO HCCIENOBAHMS MO H3YYEHHUIO ITOJIOKHUTENBHOTO BIIMSHHUS OT
no0aBJIeHUs aMUCKUpeHa K cTaHnapTtHol Tepanuu uHruouropom AIID umu APA Il y manueHToB ¢
caxapHbIM JuabeToM 2 THUNAa W XPOHWYECKUM 3a00Je€BaHMEM MOYEK WM CEpJeYHO-COCYAMCTHIM
3a0oyieBaHuEM, JINOO MMEIOIUX coueTaHue 3TUX 3aboseBaHuil. MccnenoBanue ObUIO MpeKpaIieHo
JIOCPOYHO B CBSI3U C BO3POCHIMM PHUCKOM BO3HHUKHOBEHHUS HEKeJaTelbHBIX HcxoaoB. CepaeuHo-
COCyAMCTasl CMEPTh U MHCYJIBT BOSHUKAJIN Yallle B TPYIIIE NALIMEHTOB, MOIYYalOIIUX AIUCKUPEH, 110
cpaBHeHMIO ¢ Tpynnoi miuarebo. Taxke HexenaTenbHbIE SIBICHUS U CEpbe3HbIE HEXelaTelIbHbIe
SBJICHUS 0COOOr0 MHTepeca (THIEepKaIUeMusi, apTepualibHasi TUIIOTEH3Us U HapylleHus QyHKLIUU

MOYEK) PETUCTPUPOBAIIUCH Yallle B IPYIIE AIMCKUPEHA, YeM B TPYIIIE M1anedo.
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eTu (MOCNEOQBATENEHOCTE 0003)

OTCyTCTBYIOT TaHHBIE O TPUMEHEHUN KOMOMHALIMY MHAAMU/ + IEPUHIONPUI Y JETEH.

5.2. apMaKkoKUHeTHYeCKHUe CBOHCTBA

CoBMecTHOE IPUMEHEHHE NEPUHAONPUIA U UHJANaMUa He U3MEHsET UX (papMaKOKMHETHUYECKUX
XapaKTEPUCTHK I10 CPABHEHUIO C Pa3JeIIbHBIM IPUEMOM ITHX IIPENApaTOB.

AbcopOrus

Hnoanamuo

WMupanamu ObICTPO U MOJIHOCTBIO a0COPOMPYETCS U3 JKEJTyJOUHO-KUILIEYHOTO TPAKTa.
MaxkcuManbHasi KOHLICHTpalysl B IUIa3Me KPOBH JOCTUTAEeTCs yepes3 | yac mocie npuemMa npemnapara
BHYTPb.

Tlepunoonpun

[Tocne mpreMa BHYTpb MEPUHIONPHIT OBICTPO BCACBIBAETCS, U MUKOBasi KOHLEHTPALMsI JOCTUTaeTCs
B TeueHue 1 yaca. Ilepuon nomyseiBenenus nepungonpuia (Ti2) paBen 1 yacy. buogoctynHoctb
cocraBisieT 65-70 %. Ilpuem nmumm 3amenssieT IpeBpalieHue MEPUHIONPHIIA B MIEPUHIONPUIAT,
TaKUM 00pa3om, BIIUsS Ha OMOJ0CTYIHOCTh. [109TOMY NEepUHIONIPHI ClIeAyeT MPUHUMATH OJIUH pa3
B CYTKH, YTPOM, II€pe] IPUEMOM ITHUILIH.

Pacupenenenue

Hnoanamuo

CBs13b ¢ OenmKkaMH 11a3Mbl KpOBH cOCTaBisieT 79 %.

Ilepunoonpun

OO0beM pacrpeseneHHs HECBSI3aHHOTO NEpUHAONpHIIAaTa COCTaBsAeT npuOnmmu3urenabHo 0,2 J/Kr.
Cs3p mepuHjonpuiata ¢ OenkaMu IUIa3Mbl KpOBHU, Ii1aBHbIM oOpaszom ¢ AIID, 3aBucur or
KOHIEHTPALlMU EePUHIOIPHIIAa U cocTaBisieT 0koiso 20 %.

BI/IOTDaHC(bODMaHI/IH

Hnoanamuo

T12 cocraBnsier 14-24 yaca (B cpenneM 18 yacos). IloBropHOE npuMeHeHMe npenapaTa He IPUBOAUT
K €r0 KyMYJISIITUU B OPTaHU3ME.

Ilepunoonpun

[Tepunonpui mpeacTaBiIsieT co0oi mpoaekapcTBo. 27 % OT 00IIero KOJIUYecTBa MPUHITOTO BHYTPh
MIEPHHIONPHIIA ITOCTYIIAeT B KPOBOTOK B BHJIC aKTHBHOTO METa0O0JINTa TIEPUHIOIPHIIATA.

[ToMuMO aKTHBHOTO TEpPUHIONMpPHUIATA OOpa3yloTcs eme S5 MeTa0oJMTOB, HE OO0JaJaroluX
dbapMakoIoruyeckoli aKTUBHOCTHIO. [IMKOBas KOHIIEHTpaIusi MEpUHAONpPUIATa B IUIa3ME KPOBU
JIOCTUTaeTcs B TeueHue 3-4 4acos.

OIUMUHALNS

Hnoanamuo
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BriBonutcst B ocHOBHOM ¢ Mouoii (70 % oT BBeleHHOI ;f&%ii@ﬁa%‘éﬁdﬁl}‘k‘ '(ff)gp-ll_vr'é HedrtupHbX

METa0OIUTOB.

Ilepunoonpun

[TepunonpunaT BEIBOAUTCS U3 OpraHU3Ma ¢ MOYOW, U KOHEUYHBIN repuo moiayBbiBeneHus (T1/2)
cBOOOAHON (pakuuu cocTaBisieT okojio 17 yacoB, B pe3ylibTaTe€ YEro pPaBHOBECHOE COCTOSHUE
JIOCTUTAETCSI B TEUCHUE 4 CYTOK.

JIMHENHOCTB/HENUHENHOCTD

Tlepunoonpun
bbula nponeMOHCTpUpOBaHA JIMHEWHAs 3aBUCUMOCTb MEXAY JO30H IEPUHAONPHIA U €ro
KOHIICHTpalueH B IIJ1a3Me KPOBH.

TloyeyHas HEAOCTATOUYHOCTD

Hnoanamuo

VY nanmeHToB ¢ NOYeUHOI HeIOCTaTOYHOCTHIO (hapMaKOKMHETHKA HE U3MEHSETCS.

Tlepunoonpun

[Ipu HapymieHnn (GyHKIMK MOYEK JKEIATeIbHO KOPPEKTUPOBATH 03y B 3aBUCUMOCTH OT CTEIICHU
HapyieHus (KIMpeHca KPEeaTHHIHA).

IleyeHOUHAs HEIOCTATOYHOCTD

Ilepunoonpun

dapMaKOKHHETHKA TTEPUHJIOTPUIIA Y MTAIIMEHTOB C IUPPO30M MTEUCHH HOCHT U3MEHEHHBIN XapakTep:
MEYCHOYHBIN KJIMPEHC UCXOAHOW MOIIEKYNBI CHIDKEH B JBa pa3a. TeM He MeHee, KOJIMYeCTBO
oOpa3yromierocs TMEepUHAONpPHUIATA HE YMEHBIIAETCs, M, CIEJAO0BaTeIbHO, KOPPEKIHUU 03Bl HE
Tpedyercs (cM. pazzaen 4.4).

JInia mosKMJioro Bo3pacra.

Ilepunoonpun
BriBeieHe EpUHIONPUIIATa CHIYKACTCS Y TIOXKHIIBIX MAIIMEHTOB, a TAKXKE Y MAIUEHTOB C CEPACYHON
TN II0YE€YHOH HEJOCTATOYHOCTEIO.
uaau3
Ilepunoonpun

Juanu3Helil KIMpeHe nepuHaonpuiara coctapiset 70 MiI/MuH.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1. IlepeueHb BcOMoOraTeIbHbIX BelleCTB
Kapbokcumerniakpaxman HaTpUs

Kpemuust 1MOKCHI KOJITOUAHBIN

JlakT03bI MOHOTHApPAT
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Maruus creapat

ManbsroaekcTpuH

[ennron03a MUKPOKpUCTAIIMYECKAS

Omnanpait 20A28380 Geblid, B TOM YHCIIC:

['uniposiosa

I'unpomennosa

Tanpk

Twutana quoxkcung

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTu

2 roja.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPU XPAHEHUH

XpaHuTth 1pu Temneparype He Boiiie 25°C BO BTOPpUYHON yIaKOBKE (IMauyKe KAPTOHHOM).

6.5. XapakTep u coep:kaHne NEPBUYHON YAKOBKHU

[To 7, 10, 14 mnu 30 TabNETOK B KOHTYPHYIO SYCHKOBYIO YITAKOBKY M3 IJICHKHU MOTHUBUHIIXJIOPUTHOM
nu [IBX/TIB/IX u dhonbru amoMUHUEBOMN TIEYaTHON JTJAKUPOBAHHOM.

[To 60 unu 90 Tabnerok B OaHKY MOJUMEPHYIO IS JIEKAPCTBEHHBIX CPEJCTB U3 MOJMATUIICHA WIIH
nonuasTHIIeHTepedTanaTa. Kpbllika U3 nonusTuiIeHa WK MOJIUIPONUIICHA.

Ha 6aHKy HakJIeHBaIOT dTUKETKY U3 OyMaru WM CaMOKJIESIIIYIOCS dTUKETKY.

ITo 1, 2, 4, 8 KOHTYpHBIX SYEHKOBBIX YHAKOBOK Mo 7 Tabierok wiu mo 1, 2, 3, 6 KOHTYpHBIX
SUEHKOBBIX YMakoBOK mo 10 Tabierok, wiau mo 1, 2, 4 KOHTYpPHBIX SYEHKOBBIX YMAaKOBKU 1o 14
TabNeToK, Wik Mo 1, 2 KOHTYpPHBIX SYEMKOBBIX ymakoBku mo 30 Tabnmerok, mnum mo | OaHke
MOJIMMEPHOM JJIsl JIEKAPCTBEHHBIX CPEJCTB BMECTE C JIMCTKOM-BKJIAJIBIIIEM IMOMEIIAIOT B MAYKY U3
KapTOHa JJI TOTPEOUTETHCKOM Taphl.

6.6. Ocodbie MepbI MPETOCTOPOKHOCTH NMPH YHHUYTOKEHHH UCIO0JIb30BAHHOTO JIEKAPCTBEHHOT 0
npenapara Wi 0TX0/0B, MOJYYEHHBIX MOcJe MPUMEHEeHHsI JIeKAPCTBEHHOI0 Npenapara win
padoThI C HUM

Het oco06bIx TpeGoBaHUM K YTUIU3AIMH.

7. JAEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs
3akpeiToe AkunonepHoe oobmiectso "Kanondapma nponakums" (3A0 "Kanonpapma nponakiia')
141100, MockoBckas 0611., r.0. lllénkoso, r. l1[énkoBo, yi. 3apeunas, x. 105
Ten.: +7 (495) 797-99-54
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DnekTpoHHbIH anpec: safety@canonpharma.ru (NOCNEOCBATENEHOCTE 0003)

7.1. IlpeacTaBUTEb J€PKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

[Iperen3un norpeduTeneil cneayer HalpaBisATh M0 aApecy:

Poccuiickas @enepanus

3akpeiToe AkimonepHoe odmiectBo "Kanondapma npogakmu" (3A0 "Kanondapma nmpomakma")
141100, MockoBckast 001, r.0. Ll[énkoBo, r. Ll[énkoBo, yiu. 3apeunas, a. 105

Ten.: +7 (495) 797-99-54

DnexkTpoHHbIi aapec: safety@canonpharma.ru

8.  HOMEP PETMCTPALIMOHHOI'O YAOCTOBEPEHHUS
JITT-Ne(002953)-(PT-RU)

9.  JIATA MEPBUYHOII PETUCTPALIUUA

Jara nepsoii peructpauuu: 07 aBrycra 2023.
10 JATA HEPECMOTPA TEKCTA
OO6m1as xapakTepucTrKa JekapcTBeHHoro npenapara Uunanamun + [epungonpun Kanon nocrymnna

Ha uH(popManMoHHOM mnopTane EBpa3uiickoro SKOHOMHYECKOrO CO03a B HH(OpPMAalMOHHO-

KOMMYHHKaIMOHHO#H cetn «HTepHeT» http://eec.eaeunion.org/.
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