COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 17.06.2025 N= 14945

OBILASI XAPAKTEPUCTHKA JEKAPCTBEAHOTOTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Jlnzunomnpun, 10 Mr, TabneTKy.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytoliee BEIECTBO: JIM3UHOPHUII.

Kaxxnas TabneTka coepuT JIM3UHONPUIIA JUTHIPAT, SKBUBAJIGHTHBIN 10 MT JIM3uHOTIpHIIA.
BcnomoratenbHbie BelllecTBa, HATUYHE KOTOPBIX HAJAO YUYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTUIpaT (cM. pasnen 4.4).

ITonnbI MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

TaOeTku.
Kpyriibie miocKOMMINHIPUYECKIE TA0IETKH OEI0T0 WITH ITOYTH 0eJI0ro 1[BeTa ¢ (PacKoi U pUCKO.

TabneTKy MOKHO Pa3IeluTh Ha PAaBHBIC JO3BI.

4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO
[Ipenapar JIuzuHONpHMII MOKa3aH K MPUMEHEHHIO Y B3pOCIBIX B Bo3pacte oT 18 jer:

e aprepuaibHasg THUNEPTEH3Us (B MOHOTEpalmMd WIM B KOMOMHAIMM C JAPYTUMH
TUIIOTEH3UBHBIMH CPEJICTBAMU);

e XpoHMYeckas cepaeuHas HepoctarouHocTh (XCH) (B coctaBe KOMOWHUpPOBaHHOI
Tepanuu s JIeYeHHs MalMeHTOB, NPUHUMAIOIIUX CEpACYHbIE TIUKO3MIbl H/MUIIH
TUYPETUKN);

e DpaHHee JieueHHWe OocTporo wuHbpapkTa MUOKapja (y TMalMeHTOB CO CTaOWUIBHBIMHU
noKa3aress MU TeMOJMHAMUKHU B TIepBble 24 yaca /i npopUIakTUKH AUCHYHKIIMU JIEBOTO
JKETyI0UKa U CepJICIHON HEIOCTATOUYHOCTH);

e juabernueckas Hedpomatus (ISl CHIDKEHUS aJbOYMUHYpPUU y TAIIUEHTOB C CaxapHbBIM
nuaberom 1 Tuna ¢ HOPMaJbHBIM apTepualbHBIM AaBieHueM (AJl), U y maueHToB ¢

caxapHbIM a0eToM 2 THIA ¢ apTepHabHON TUIIepTEeH3HUEN ).

4.2. PeskuM 103MPOBAHNS M CIOCO0 MPUMeEHEeHUs!

PexxuM 103upoBaHus
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Apmepuanvras cunepmensus

Pexomennyemass HauvanpHas 1032 JIM3MHOIPWJIA JUIS  [IallUEHTOB, HE IPUHUMAIOLIUX
TUIOTeH3UBHBIX cpeAcTB — 10 Mr 1 pa3 B cytku. [Ipu oTcyrcTBUM TepaneBTudeckoro 3¢dexra
JI03Y TTOBBIIIAIOT KaXKJble 2—3 AHS HAa 5 MT' B CYTKH JI0 CpeAHEN TepaneBTH4YecKon 10361 20—40 mr
B cyrku. OObIYHas mojjeprKuBaromias 1o3a cocrapisier 20 mr 1 pas B cyTku. MakcumaibHas
cyrouyHasi no3a jausuHonpmwia — 40 mMr 1 pa3 B Ccyrku (B KIMHHUYECKHUX MCCIIEOBAHUAX
MaKcHUMasbHasl 1032 JM3UHONIpuia cocTaisuia 80 MI B CYTKH, OJTHAKO YBEJIMYEHHE J103bI CBBILLIE
40 Mr B CYTKM OOBIYHO HE BeJeT K nanpHeimemy cHmwkeHuio AJl). TepaneBtuueckuii 3gdhext
pa3BuBaeTcs yepe3 2—4 HeJeNlu OT Hauyaia JICYeHHs], YTO CJIEeAYyeT YUUTHIBATh MPHU YBEIMUYECHUU
10361 [Ipy HeoCTaTOUHOM TeparneBTHIeCKOM () (heKkTe BO3SMOKHO KOMOMHUPOBATH JTH3UHOIPHUIT
C IpyTUMH THIIOTEH3UBHBIMU CPEJICTBAMHU.

Ecnu manueHT npeaBapuTeIbHO MOTy4all JICUEHUE TUYPETHKAMH, TO UX MPHEM JOJKEH ObITh
npekpaieH 3a 2-3 OHsA A0 Havajga MpUMEHEHUus Ju3uHonpwia. Eciu 3TO HEBO3MOXKHO, TO
HayaJlbHas /1034 IIpenapara He JOJDKHA MpeBbIIaTh 5 Mr B cyTkH. [locie npuema nepBoi 1036l
HE00X0IMMO HaOIIOJICHHE Bpaya B TEUCHHE HECKOJIBKMX 4YacoB, TaK KaK MOXXET BO3HUKHYTh
BbIpaXeHHOE CHIbKeHue AJl.

Penosackynapnas cunepmensus unu opyeue cOCMOAHUSA C NOBLIUEHHOU AKMUBHOCbIO DEHUH-
aneuomen3uH-arb0ocmeporosou cucmemol (PAAC)

Havanbhas no3a nu3uHompuia coctaBisieT 2,5-5 Mr B CcyTku moj KoHTposieM AJl, ¢pyHkuuu
IIOYEK, KOHLEHTPALlUN Kajus B ChIBOPOTKE KpoBH. [loanepknBaromniyto 103y yCTaHaBIMBAKOT B
3aBUCUMOCTH OT Beau4nHbl A/l

Hapywenue ¢pynkyuu novex

[TockonbKy TM3UHOMPUIT BBIBOJUTCS IMOYKAaMH, ITPH MOYEYHON HEJJOCTATOYHOCTH HavajbHas J103a
omnpenensercs B 3aBucuMocTH oT kimpeHca kpeatnHuHa (KK): mpu KK 31-80 mi/mMuH HauanbHas
no03a mu3uHonpuia coctasisieT 5—10 mr B cytku, npu KK 10-30 mi/mMuH — 2,5-5 Mr B CyTKH, IIpH
KK menee 10 mu/mMuH, B TOM 4YHCiIe Yy TAIMEHTOB, HAXOSIIUXCSA HA TeMOJauain3e, — 2,5 Mr B
cytku. [logaepxuBaromias 1o3a onpezensercs B 3aBUCUMOCTH OT A/l (Tipu peryyisspHOM KOHTpOJIe
(GYHKIINY MOYEK, KOHIICHTPAINK Kallusl U HATPUS B KPOBH).

Xponuueckas cepoeunas HedOCMAamoyHoOCmy

ITpu XCH navanbHasg 103a JU3WHOINpUIIA cocTaBisieT 2,5 mr 1 pa3 B cyrku. [lepBbiii npuem
JU3UHONPUIa HEOOXOAUMO HAaYMHATh MOJ MPUCTAIbHBIM BpayeOHBIM HAOJIOJIEHUEM JUISl TOTO,
4yTOOBI OLIEHUTHh BiIMsHUE mpenapara Ha AJ[. B npanpHelmem 103y JHM3MHONPHIA CIETyeT
IIOCTENIEHHO YBEJIWYMBATh Ha 2,5 Mr ¢ uHTepBasioM B 3-5 nHeil no 5-10-20 mr B cyrku. He
pPEKOMEHTyeTCs MPEBBILIATD MaKCHUMAaJIbHYIO CYTOUHYIO 03y JU3UHONpUIA

20 Mr (B KIMHAYECKHUX MCCIICIOBAHUSIX MaKCHMaJIbHAsS 1032 JIM3WHONpIIIa y nanueHToB ¢ XCH
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coctaBisuia 35 mr 1 pa3 B CyTKH).

[To BO3MOXHOCTH /10 Hayajia mpUeMa JTU3UHOIpHUia CIeAyeT YMEHbIIUTh 103y AuypeTuka. Jlo
Hayaja JIEYeHUs! JTU3UHONPUIIOM U Jlajiee B XOJE JICUEHHUS CIIEYET PETYJIIPHO KOHTPOJIMPOBATh
AJl, pyHKuHIO MOYEK, CopepKaHNe Kallusl U HATPUS B CHIBOPOTKE KPOBH BO M30€KaHHUE PA3BUTHUS
apTepHalIbHOM TUIIOTEH3UH U CBSA3aHHOTO C HeM HapyIIeHHs] PYHKIIMU MTOYEK.

Pannee neuenue ocmpozo unghapkma muokapoa

Cmapmosas mepanus (nepsvie 3 cymox ocmpo20 ungdapkma muoxapoa)

B mnepBeie 24 wyaca mocine ocTporo uH(papkTa MUOKap/a Ha3HA4YaloT 5 MI' JIM3MHONpPUIIA
oJHOKpaTHO. Yepes 24 yaca (1 cyTKM) Ha3HAYAIOT 5 MT JIM3UHOIIPHUIIA OJTHOKPATHO, Yepe3 48 yacoB
(1Boe cyTok) — 10 Mr in3uHOIIpHIIa OJHOKpaTHO. Henb3s HaunHaTh JeueHue pu CUCTOJINYECKOM
AJl menee 100 mm pr. ct. [lantuentam ¢ HuzkuM cucronmueckum AJl (< 120 mm pT. CT.) B Havane
JieYeHUsT U B TEYEHHUE MEePBBIX 3-X CYTOK IOCJIE OCTPOro MH(papkTa MHOKapAa Ha3HAYAIOT
MEHBIIIYIO 103y JIM3UHONpUiIa — 2,5 Mr 1 pa3 B CyTKH.

Tloooepacusarowas mepanus

[TopnepxuBaroias go3a au3uHomnpuia cocrapiget 10 mr 1 pas B cyrku. Kypc neuenus — He menee
6 Henenb. B panbHelilmem clieyeT OLIGHUTH 11€71€cO00pa3HOCTh MPOJOIDKEHUS Tepanuu.
[TarueHTaM ¢ CUMIITOMaMH CEpJCYHON HEIOCTATOUYHOCTH PEKOMEHIYETCS MPOAOJDKATH MPUEM
JTU3UHOIIPUIIA.

B ciyuae pa3zButus aprepuanbHoOi runoTeHsuu (cuctoaudeckoe AJ[ < 100 MM pT. CT.) CYyTOUHYIO
103y JTU3WHONpPUIIA BPEMEHHO CHIXKAIOT 10 5 MT, IpU HEoOXoauMocTu — 1o 2,5 mr. B ciydae
JUTUTENIBHOTO BbIpaXKeHHOTO CHIKEeHUs A/l (cuctonmueckoe AJl Huxe 90 MM PT. CT. B TE€UEHHUE
Oonee 1 1) npuMeHeHue JIM3UHONPUIIA HEOOXO0AUMO PEKPATUTh.

Jluabemuueckas Hegponamus (011 CHUICEHUS ANbOYMUHYPUU Y NAYUEHMOB8 C CAXAPHBIM
ouabemom 1 muna ¢ HopmanvHuiM AJ/l, u nayuewmos c caxapuvim Ouabemom 2 muna c
apmepuanvbHou eunepmeH3uett)

HavanpHast nmo3a nusuHOmpuia coctaBiseT 10 Mr B CYTKH, KOTOPYI MpHU HEOOXOJUMOCTH
MOBBIIAKOT /10 20 MI' B CYTKM J0 JOCTHKEHHUS LEJEBBIX 3HAUCHUW AuacTonmdeckoro A/l
(mmactonuueckoe AJl HKe 75 MM. pT. CT. B MOJOXEHHH «CHAS» y TMAlUEHTOB C CaxapHBIM
JMabeTOM 2 THIIA).

[Tpu napymenun ¢ynkumu nouek (KK menee 80 mu/MuH) HauanbHasi 03a Oompenensercs B
3aBucuMocTH oT KK (cM. BbIIIe).

Oco0bIe I'pynnbl DaMCHTOB

Habﬂ/leHn’lbl NOJCUTI020 803pacma

VY nanueHToB MOKUJIOro BO3pacTa Mpenapar clieAyeT IPUMEHSATh C OCTOPOKHOCTBIO.
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BbezomacHocth u 3 dexTuBHOCTD npenapara JIu3uHonpmi y nereil B Bo3pacte 10 18 et He
YCTaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Cnoco0 rIpuMeHeHus

BuyTps, 1 pa3 B cyTku yTpoM, HE3aBUCUMO OT BPEMEHH MpHeMa MUIIH, IPEANOYTUTEIHHO B OJHO

U TO K€ BpeM.

4.3. IlpoTHUBONOKA3AHHS

® TUMNEPYYBCTBUTEIBHOCTh K JIM3UHONPUITY WIH JIIOOOMY U3 BCIOMOTAaTEIbHBIX BEIECTB,
MEepPEUYUCIICHHBIX B pa3zene 6.1;

® AHTMOHEBPOTHMYECKUN OTEK B aHAMHE3€, B TOM YHCJIE CBSI3aHHBIM C NPUMEHEHHEM
MHTHOUTOPOB aHTHOTeH3UHMpeBpamjatomero ¢epmenta (AIlD), wugnomaruyeckuit
AHTMOHEBPOTHYECKU OTEK, HACIEACTBEHHBIN AHTMOHEBPOTUYECKUN OTEK;

e OepeMEeHHOCTh ¥ MEPHUOJI IPYTHOTO BCKapMiiuBaHus (cM. pasaen 4.6);

® OJHOBPEMEHHOEC TPUMEHEHWE JIM3UHOMNpUJIA C QJIUCKUPEHOM U IpernapaTamu,
COJIEp>KaIlMMHK aTUCKUPEH, Y MAllHEeHTOB C CaXapHbIM JUa0eTOM W/HIIM YMEPEHHBIMU UITU
TSKEJIBIMU HAapYLIEHUSIMH (QYHKIIMH TOYeK (CKOpOCTh KiyooukoBoi ¢unbTpanuu (CKO)
menee 60 mu/mun/1,73 M? TIomau MMOBEPXHOCTH TeNa);

® OJIHOBPEMEHHOE MPUMEHEHHUE C aHTaroHucTaMu peuentopoB anruoteH3uxa Il (APA II) y
MAaIUEeHTOB ¢ AnadeTndeckor HedponaTHei;

® OJIHOBPEMEHHOE MPUMEHEHHE C HHTUOUTOPaMU HEUTPAIbHOM YHIOMEeNTH Ia3b] (HapuMep,
C TpemnapaTtaMu, COJEPKAlIMMH CAKyOUTPUI) B CBSI3U C BBICOKHMM PHUCKOM pPa3BUTHS

AHT'MOHCBPOTUYCCKOT'O OTCKA.

4.4. Ocolble yka3aHus M Mepbl MPeI0CTOPOKHOCTH MPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

e aprepuaibHas THUIOTEH3Ms, BYCTOPOHHHUN CTEHO3 ITOYEYHBIX apTEepUidl WIH CTEHO3
apTepyy eTWHCTBEHHOW TTOYKH;

® PCHOBACKYJISIpHAs TUTICPTEH3US,

e noudeyHas HepocTaTrouHOCTh (KK Menee 30 mu/mMun);

® COCTOSIHHE TTOCJIe TPAHCIIJIaHTAlluH TTOYKH;

® AOpTaJbHBIN WM MUTPAJILHBIN CTEHO3;

e runeprpoduyeckas 0OCTPYKTUBHASI KAPAUOMHONATHS;

® XPOHHYCCKaAsA cCpAcUHad HCAOCTATOYHOCTD,
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CHUCTEMHbIEe 3a00JieBaHMsI COEIMHUTENBHOM TKaHM (CUCTEMHas KpacHas BOJIYaHKa,
CKJIepOJepMUst u ap.), yrHETEeHue KOCTHOMO3I'OBOT'O KpPOBETBOPEHMUS,
UMMYHOCYIIPECCUBHAsl Tepanus, OJHOBPEMEHHOE IPHUMEHEHHE aUIONypUHOIa WM
NpOKauHAMMU/a, WM KOMOWHAIMS YKa3aHHBIX OCIOXKHSIOMNX (PAaKTOPOB (PUCK Pa3BUTHA
HEUTPOIICHUH U arpaHyJoIUTO3a);

[ICYEHOYHAsl HEIOCTATOUYHOCTb;

caxapHbIii quaber;

THIIEPKAITAEMUS;

OJTHOBPEMEHHOE MPHMEHEHHE C KaJuiicOeperalonmmMu TUypeTUKaMu, IpernapaTaMu
KaJIMsl, KaIMHCoIepKallluMH 3aMEHUTEIIIMU MTULIEBOHN COJIN;

OJTHOBPEMEHHOE MTPUMEHEHHE C MperapaTaMu JINTHS,

OTATOLIEHHBIN AJIJIEPrOJIOrMYECKUN aHAMHE3;

OJTHOBPEMEHHOE IpOBE/ICHUE JieceHCUOnIn3aluu aJlJIepreHoM u3 ana
HEePEeNOHYaTOKPbUIBIX;

OJIHOBPEMEHHOE IPOBEACHUE MpoLeaAyphl adepe3a JIUINONPOTEHNHOB HU3KOM IIOTHOCTH
(JITTHIT-adepesa) ¢ ucnonbp3oBaHuEeM JIEKCTpaH Cynbdara;

reMOJIaIi3 ¢ UCIOIb30BAHUEM BBICOKOTIPOTOUHBIX MeMOpaH (Takux kak ANG9®);
COCTOSIHUS, COIIPOBOKAAIOIIMECS CHIDKEHUEM oO0beMa nupKyaupyromeit kposu (OLIK) (B
TOM YHCJIE ITPU TePaNUU JUYPETUKAMH, COOJIIOJCHUN TUEThI C OTPAHUYEHUEM TIOBAPEHHOM
COJIM, AUAJIN3E, JMapee WIH PBOTE);

THIIOHATPHEMHUST;

nojarpa, TUIepypuKeMus;

OpUMEHEHHE BO BpeMs OOJIBIIMX XUPYPTrUUYECKUX BMEIIATENbCTB WIN MPU MPOBEICHUU
00111e# aHecTe3uN;

IpUMEHEHHE Y allMeHTOB HETPOUIHOM pachl;

MMPUMCHCHHUC Yy IMAIUCHTOB ITOKUJIOTO BO3pacTa (CTapI.HC 65 HCT).

Oco0ble yKkazaHus

ApmepuaﬂbHaﬂ 2UNOMeH3Usl

Yamie Bcero BeipakeHHOE cHUKeHHE AJl Bo3HuKkaeT npu cHkeHnu OLK, BeI3BaHHOTO Tepanueit

JUYypETUKaMH, YMEHBIIIEHHEM COAEPKaHUS ITOBAPEHHOM COJM B MHILE, AUAIA30M, JUapee Hin

PBOTOM, a TAaK)K€ y MALUEHTOB C TSKEJION PEHUH3aBUCUMOW apTEPUAIBHON TUIIEPTEH3UEN.

[Ipu XCH, ¢ OJHOBpPEMEHHOH IMOYEYHOW HEIOCTAaTOYHOCThIO WM Oe3 Hee, BO3MOXKHO

BbIpaxkeHHOe cHukeHne AJl. Yaie Bcero BelpakeHHOE CHIKEHUE AJl BBISBIISIETCS Y MAIUEHTOB
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JTUYPETUKOB B BBICOKHX [03aX, THIIOHATPHEMUN WM HapylieHHs (QYHKLIUU MOYEeK. Y TaKuX
NAIMEHTOB JIeYeHUe npenapaToM JIM3uHONpuI Halo HaYMHATH 110J] CTPOIrMM KOHTPOJIEM Bpada (C
OCTOPOKHOCTBIO IIPOBOJUTH 000D A03bI IIpenapara U JUypPETUKOB).

[TonoGHBIX mpaBui clenyeT MNpUAEPKUBATbCS INPU Ha3HAueHUM npenapara JIM3uHoOnpui
NalUeHTaM ¢ MIIEMUYEeCKOW OO0JIE3HBIO cepaua, LepeOpOBACKYISIPHON HEIOCTaTOYHOCTHIO, Y
KOTOPBIX pe3koe CcHmkeHue AJ] MoxeT mpuBecTH K HH(PAPKTYy MHOKapAa HIM HHCYJIBTY.
TpaH3uTOpHAsT TUIIOTCH3UBHAs peEakUUsl HE ABJAECTCA IPOTHUBOIIOKA3aHUEM J[UId IIpueMa
CIIEYIOIIEH O3Bl IIperapara.

[Tpu npumenenuu npenapata JIusuHonpmi y HekoTopbix nauueHToB ¢ XCH, HO ¢ HOpManbHBIM
WJIU CHIKEHHBIM AJl, MOXeT oTMedaThest cCHkeHrne AJl, 4To 0OBIYHO HE SBISETCA TPUUUHOMN JIJIst
IIPEKPALLECHUS JICYCHHUS.

Jlo nHauana sedenust npenaparoM JIMzmHONpuMi, MO BO3MOXHOCTH, CIENYET HOPMAaJIN30BaTh
KOHIIGHTpauuio Hatpust w/wiu BocmonHuTh OLK, TmarenbHo KOHTPOIUpPOBATH JeHCTBHE
HavyaJbHOM 036l Ipenapata Jluzunonpuin Ha AJl manueHra.

B ciydae pa3BuTHs CUMITOMaTHYECKOW apTepHaIbHON I'MIIOTEH3UU MOXKET ObITh HEOOXOIMMO
CHI)KEHHE JI03bl WIH IIPEKPALLEHUE IIPUEMA JIN3UHOIIPUIIA.

Apmepuanvras cunomensus npu 0OCMpom UH@GaApKme MUOKapoa

[Ipu octpom uH(papkTe MHOKapAa HeNb3s HAuMHATh TEPANHUIO JIM3UHONPUIIOM, €CIU H3-3a
MPEABIAYIIEro JICYEHUsI COCYAOPACIIUPAIOIIMMY IIPEnapaTaMyu CyIEeCTBYET PUCK NAJIbHEUIIEro
CEpbE3HOr0 yXYAUIEHUS TeMOJMHAMUYECKMX IOKasaTesled. OTO KacaeTcs NalUeHTOB C
cucronndeckuM AJl < 100 MM pT. CT. WM C KapAMOT€HHBIM LIOKOM. B mepBeie 3 nHs mocie
uH(papkTa ciaemayeT CHU3UTH J103y Ipemnapara, eciu cucroinueckoe AJl < 120 mwm pt. ct. [Ipu
cucronndeckoM AJl < 100 MM pT. CT. MOANEP/KUBAIOLLYIO 103y CIELYET CHU3UTH IO 5 MI WU
BpeMeHHO 710 2,5 mr. Ilpu ycToitunBoiil aprepuanbHoii runotensuu (cucroianueckoe Al < 90 mm
pT. CT. Ha IPOTsHKeHUU Oosiee 1 yaca) Tepanuio JU3MHONPUIIOM ClIeyeT MpekpaTtuthb. [lokazaHo
NPUMEHEHHE CTAaHJapTHOM Tepanmuu (TPOMOOJIUTHKH, aleTHICAIUIMIOBas KHUCIOTa (B J03aX,
NPUMEHSEMbIX B KaUeCTBE aHTUATPETaHTHOTO CPEJICTBA), 3-aApEeHOOIOKATOPEI).

Bo3MoxHO TpuMeHeHue npenapara JIM3uHOIpUi COBMECTHO ¢ BHYTPUBEHHBIM BBEICHUEM WIIH C
IIPUMEHEHNEM TE€PANIEBTUYECKUX TPAHCAECPMAIBHBIX CUCTEM HUTPOIIMIIEPUHA.

Aopmanvhbviii u Mumpanvhvlll Cmenosvl / 2unepmpo@uieckas KapouoMuonamus

Kak u B ciyuae c¢ napyrumu wusruOutopamu AllD, ausuHONpUI CleAyeT HPUMEHSTHh C
OCTOPOKHOCTBIO y MAIUEHTOB CO CTEHO30M MHUTPAJILHOTO KJIalaHa U OOCTPYKIMEH BBIHOCSIIETO

TpaKTa JIEBOTO JKeIyAouKa (IPU a0PTaIbHOM CTEHO3€ UJTU THIIEPTPOGUIECKON KapIUOMHOIIATHH ).
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Hapywenue ¢pynkyuu novex

VY mamuentoB ¢ HapymenueM Qynkiun nodek (KK menee 80 mur/mMuH) HavanmbHas g03a
JU3UHONPUIIA JO0JDKHA ObITh momoOpana B cootBercTBuu ¢ KK marumenrta (cm. pasmen 4.2).
PerynspHblii KOHTpOJIb Kajlusd M KOHLEHTPAalMM KpEaTMHWHA B IUIa3ME€ KpPOBU SIBISETCS
00s13aTeIbHOM TaKTUKON JICYEHUS TAKMX HalliEeHTOB.

Y namuentoB ¢ XCH aprepuanbHas THNOTEH3Us, BO3HHUKINAS BCJEJICTBUE IPUMEHEHUS
uHruouTopoB AII®, MOXeT NPUBECTH K JalbHEHIIeMy HapyIIEHUIO (YHKIMH MOYEK. Y TaKuX
HAlMEHTOB OMMUCAHBI CIIyYyal OCTPON MOYEUHON HEI0OCTaTOYHOCTH, OOBIYHO OOpaTHUMOH.

[Tpu cTeHo3e novevyHbIX apTepuil (B 0COOEHHOCTH MPH JIBYCTOPOHHEM CTEHO3€ WM IIPU HAJTU4YUU
CTEHO3a apTepUU EAMHCTBEHHON MOYKH), a TaKkKe IMPH HEJOCTATOYHOCTH KPOBOOOpPAIICHHS
BCJICJICTBHE HEJOCTAaTKa WOHOB HATPUS W/MIHM KHUIKOCTH, NMPUMEHEHHE JIM3MHONPHIIA MOXKET
IIPUBECTH K YBEJIWYCHHUIO KOHLIEHTPALMHM CHIBOPOTOYHOTO KPEAaTHMHHWHA M MOYEBHHBI B IIJIa3Me
KPOBH, HapyLIEHUIO (YHKLUHU HOYEK, OCTPOM MOYEYHOH HEeIO0CTATOYHOCTH, KOTOpas OOBIYHO
OKa3bIBAETCSI HEOOPATUMOM ITOCIE OTMEHBI IIpenapara.

IIpyn Hamuuuu PEeHOBACKYISAPHOW I'MIIEPTEH3UHU CYIIECTBYET BBICOKMM PHUCK Pa3BUTHUS TSKEIOU
apTepUaJIbHON THUIIOTEH3UM U IIOYEYHOM HEAOCTAaTOYHOCTU. JlJI1 TakMX NALUEHTOB JICYEHHE
cieflyeT HayMHATh IOJ TIIATEIbHBIM MEIULMHCKUM HAOIIOJACHHEM C MajblX /103, KOTOphIE
JOJKHBI OBITh TOYHO MO00paHbl. [I0CKONBKY JleueHue TUypeTUKaMU MOXET CIOCOOCTBOBATH
Pa3BUTHIO YKAa3aHHBIX BBILIE COCTOSIHUM, B TEUEHHE JIEUEHUSI IM3UHONPUIIOM IIPUEM TUYPETUKOB
JIOJDKEH OBITh IMpPEKpalleH, IpU 3TOM (QYHKILHUIO MOYEK CIeIyeT KOHTPOJIMPOBAaTh B TEUEHHE
NIEPBBIX HEJEINb.

Y HEKOTOpBIX MAIMEHTOB C apTEPUATILHOM rUIepTeH3HeN 0e3 IBHOro 3a00I€BaHMUS COCYI0B MMOYEK
IIPUEM JU3UHOIPUIIA, 0COOEHHO Ha (POHE TUYPETHKOB, BHI3BIBAET IOBBIILIEHNE YPOBHS MOUYEBHUHBI
B KpOBM M KpEaTHHHMHA B CBIBOPOTKM KpOBH; O3TH M3MEHEHHUS, KaKk IpaBWiIO, OBIBAIOT
HE3HAYUTEIBHBIMU U NPEXOIAIIMMUA. BeposTHOCTP MX BO3HMKHOBEHMS BBILIE y MALIUEHTOB C
HapylieHneM (pyHKIMY ovek. B Takux ciaydasx MOXKeT BOSHUKHYTh HEOOXOAUMOCTh B CHUYKEHU U
JI03bI W/WJIM MPEKPAIlleHnH preMa AMYpeTruKa U/ Ui JIM3UHOIpUJIa.

[Tpu ocTpom uH(papKkTe MUOKap/a TePaNHio JU3HHONPUIOM HE CIeqyeT HauMHATh MaIleHTaM C
NpU3HAKaMU HapylleHus (QyHKIMH MOYeK, TO €CTh NMPH KOHIEHTPALUWU KpeaTWHWHA B IIa3Me
kpoBH 177 Mxmonb/n w/unu nporeunypuu 500 mr/cytku. Ecnu ¢pyHKIuS novek HapyliaeTcs Ha
doHe mpuMEHEHHs JHU3MHOINpHIA (KOHUEHTpalus KpeaTHHUHA B IUIa3Me€ KPOBHM IMPEBBIIIAET
265 MKMOJIB/J WM yJIBauBaeTCs €€ 3HaUeHUE /10 Hayalla JIeYeHus ), He0OOXO0AUMO PEIIUTh BOIIPOC
00 OTMEHe mpernapara.

Peaxyuu eunepuyecmseumenvHocmu, aH2uoHe6poOmMu4ecKull Omex

AHTMOHEBPOTHYECKUI OTEK JIMIAa, KOHEYHOCTEH, TYO, S3bIKa, TJIOTKU W/UJIW TOPTaHU, KOTOPBIN
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MOJKET BO3HUKHYTHh B JIFOOOW TIEPHO JICUCHHs, PEIKO 'glf;kéqlﬁtgi:é'ﬁg%lfl&' -lr_lon'yqas:mnx

nedenue uaruOuTopamu AIID, BKIOYast TU3HMHONPWI. B Takux Ciiydasx JedeHue IpernapaToM
HEOO0XO/IMMO KaK MOXKHO OBICTpee MpEeKpaTUTh, W 3a MALUEHTOM YCTAaHOBHTb MEIUIIMHCKOE
HaOJII0/IEHUE /10 MOJTHON PEerpecCuu CUMITOMOB.

Jlaxxe B Tex cilydasx, KOT/ia OTEK 3aTparuBaeT TOJBKO S3bIK 0€3 MPU3HAKOB HAPYILIEHUS IbIXaHUS,
NalMeHTaM  MOXKeT TMOTpeboBaTbCcs  JJUTENbHOE  HAONIONEHUE, TIOCKOJIBbKY — Tepanus
AQHTUTUCTAMUHHBIMH TIpenapaTaMy M TIIOKOKOPTHKOCTEPOHIAMH MOXKET OBITh HelocTaToyHa. B
PEAKUX CIIy4asX aHTMOHEBPOTUYECKUU OTEK, CONMPOBOXKIAIOIINICI OTEKOM TOPTaHU WIIN SI3bIKA,
MOJKET IPUBECTHU K JIETAIbHOMY HUcXxoy. OTeK s3bIKa, HAArOPTaHHUKA UM TOPTAaHU MOYKET OBITh
IPUYMHOM OOCTPYKLIMM JbIXaTEJIbHBIX MYTEH, OCOOEHHO y NAI[MEHTOB, paHee MEPEHECIINX
XUPYPru4eckoe BMELIATEIbCTBO HAa OpraHax JbIXaHHs, MO3TOMY HEOOXOAMMO HEMEIJIEHHO
npoBOAUTH cooTBeTcTByrOmyto Tepanuio (0,3-0,5 wmm  1:1000 pactBopa snuHedpuHa
(ampeHanuHa) TOJKOXKHO) W/WIM  MEphl 10 OOECHEYCHUI0 CBOOOJHOM MPOXOJUMOCTH
JbIXaTeNIbHbIX MyTed. [lanueHT [nokKeH HaXOAWTbCA IO/  TUIATEIBHBIM  MEIUIUHCKUM
HAOJII0JIEHUEM J10 TIOJHOI0 U CTOMKOI'O MCUE3HOBEHUS CUMITOMATUKH.

B penkux cnyuasx Ha ¢one Tepanun unruouropamu AIID pa3BuBaeTcs MHTECTUHAIBHBIA OTEK
(aHTHOHEBPOTHUYECKUI OTEK KuIleuHuka). [Ipu 3ToM y manueHToB oTMeyaeTcst 00Jb B )KUBOTE KaK
M30JIMPOBAHHBI CUMIITOM HWJIM B COYETAaHHM C TOLUIHOTOM M PBOTOH, B HEKOTOPHIX cilydasix 0Oe3
IPEIIECTBYIOLIEr0 AHTHOHEBPOTHUECKOI0 OTEKA JIMIAa U TPU HOpMaJIbHOM ypoBHE C1-3cTepassl.
JluarHo3 ycTaHaBIMBAJCS C IOMOIIBIO KOMIIBIOTEPHOW ToMorpadguu OprolIHON o0sacTH,
yJIBTPa3ByKOBOI'O UCCIIEOBAHMSI WM IPU XUPYPrU4€CKOM BMeIIaTeNnbcTBe. CHMITOMBI HCYE3aNIN
nocJie npekpaiieHus npuemMa UHruoutopo AIID. Bo3MOXHOCTH pa3BUTHS WHTECTUHAIBLHOTO
oTeka HEOOXOJUMO YUYHMTHIBATh NpHU IMpoBeIeHUU T (EepeHIMaTbHON NUarHOCTUKU Oonei B
JKUBOTE Y MalMEHTOB, MPUHUMAIOIIUX HHTUOUTOPHI ATTD.

[TarueHTsl, y KOTOPBIX paHee OTMEYaJICs AHTMOHEBPOTUUECKUN OTEK, HE CBSI3aHHBINA C IPUEMOM
uHruoutopoB AII®, moryr ObITh B OoJsibllIell CTENEHM TMOABEPKEHBI PHUCKY pPa3BUTHUS
AQHTMOHEBPOTUYECKOTO OTeKa MpU MpUMeHeHUr HHruouTopos AIID.

VY nanueHToB HErpOUTHON PaChl, MPUHUMABIINX UHTHOUTOPHI ATID, aHTHOHEBPOTHUECKU OTEK
HaOJro1asICs yalle, 4eM y MpeacTaBuTeNel Apyrux pac.

OpHoBpemMeHHOe  mpuMeHeHue  uHruouropoB AIl® ¢ cakyOuTpuiom/BancapTaHOM
MIPOTUBOMNOKA3aHO M3-3a TIOBBIIIEHHOI'O PUCKA Pa3BUTHS aHTMOHEBPOTUYECKOTO oTeKa. JleueHue
caKyOMTpHIIOM/BaJIcCapTaHOM HE ClIeJlyeT HauMHAaTh paHee, 4eM uepe3 36 4acoB Mocie rnocieaHei
J103bl JIM3UHOIIpUIIA. JIeueHne IM3MHONPUIIOM HE TOJKHO HAaUMHAThHCS paHee, yeM uepes 36 4acoB
MOCJIE TOCJICTHEH T03bI CaKyOuTpuiIa/BajicapTaHa.

VYBenuueHne pucka pa3BUTUS AHTMOHEBPOTHMYECKOrO OTeKa HalON0ajioch y MaIlUeHTOB,

Crpanuna 8 u3 24



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 17.06.2025 N= 14945

OJIHOBPEMEHHO NpPHHUMAIONUX HHTruOuTOphl AIID 1/1': qlc&r-/rél %%5’1]&%%: 'cJe?icer'elll :IKaK

uaruouropsl mTOR  (Hanmpumep, TEMCHPOIMMYC, CHPOIHMMYC, 3BEPOJMMYC), HHTHOUTOPHI
qunenTuauiInentuaassl IV tuna (CUTaryMNnTUH, cCakcarJunTHH, BUIJATIUNTHH, JUHATJIUITHH),
3CTPaMYCTHH, WHTHOUTOPBI HEUTPaJIbHON SHAOMENTHAA3bl (PaLEKagoTpUi, CaKyOUTpwi) Hu
TKAHEBbIE AKTUBATOPBI IIJIa3MUHOTEHA.

Crnenyer mposiBISATH OCTOPOXKHOCTh HpPU Hayajie JICYCHUS PpaleKaJoTPUIIOM, HMHIHOMTOpaMu
mTOR (Hanpumep, cUpOIUMYC, 3BEPOIUMYC, TEMCUPOIMMYC) U BUJIJIATJIMITUHOM Y IAIIUEHTOB,
y>Ke MPUHUMAIOIUX HHTHOuTOphl ATTD.

Anaghunaxmouonwvie peakyuu npu cemoouanuze

AHa(unakTOMIHbIE pEaKUUU OTMEYAIOTCS Yy MAlMEeHTOB, IOABEPrHYTHIX TI'€MOAMAIU3Y C
HCIOIB30BAHAEM BBICOKOMPOTOUHBIX [MANM3HBIX MeMOpan (mampumep, AN69®), kotopsie
OJTHOBPEMEHHO MNpHUHUMAOT MHruOuTOopsl AIID. YV Takux NAMEHTOB CJIEIyeT PacCMOTPETh
BO3MOYKHOCTb IPUMEHEHMSI APYroro THIa MeMOpaHsbl I IWaJIi3a WIK APYroro THOoTeH3UBHOTO
CpencTBa.

Anagunraxmouodnvie peaxyuu npu nposedenuu JIIHIT-apepesa

B penkux cnyvasx npu nposeneHun adepesa JIITHII ¢ ucnons3oBanueM aekcTpaH cyibdaTa y
NAlMEeHTOB, MOJydarouMx MHruOuTOpsl AIID, MOryr pasBUTBCS KHU3HEYTPOXKAIOIIUE
aHaQWIaKTOUJHBIE peakuuu. [ mpenynpexaeHus pa3BUTHUS aHAPWIAKTOMIHOW peakuuu
clelyeT TNpeKpaTUTh NpuUMeHeHue uHruoutopoB AII® mepen kaxapiM ceaHcoM adepesa.
Hecencubunusayus

VY nanuenToB, npuHuUMaromux MHruoutopsl AII®, Ha (oHe aeceHCHMOWINM3HPYIOIIEH Tepanuu
(HampuMmep, IPOTUB s1/1a IEPENOHYATOKPBUIBIX ), Pa3BUBAIOTCS aHA(UIAKTOUIHBIE pEaKUu. ITOTO
MOKHO M30€KaTh, €CJIM BPEMEHHO NpEKpaTUTh jeueHue uHruouropamu AlID mepen xaxmoit
JleceHcuOnIn3anueil Ha TMMEHONTEpY, OJHAKO clydyailHoe npuMeHeHue HHruouTopoB AllID
MOYKET CIPOBOLIMPOBATh aHA(MUIAKTOUIHYIO PEAKIIMIO.

Hapywenue ¢pynkyuu neuenu

[Tpumenenue uHruOuTOpoB AII® MOXKET MPUBOAUTH K PA3BUTHUIO XOJECTATUUECKON KEITYXU C
IPOTPECCUPOBAHUEM BIUIOTH /10 (yJIBMHHAHTHOTO HEKpO3a MeYeHH M (B PEIKUX Cllydasx)
JeTaNbHOTO HUCXOAa. MexaHu3M pa3BUTHUS JAHHOTO CHHIpoMma HesiceH. [loaTomy HeoOXoaumo
MPEKPATUTh MPUEM IIpernapaTa MpH MOBBIIEHUN aKTUBHOCTH NIEYEHOYHBIX TPaHCAMHUHA3 B IJ1a3Me
KPOBH U MOSIBJIEHUH CUMIITOMOB XOJIECTa3a.

Heiimponenus/azpanynoyumos

N MaLUEHTOB, IIPUHUMAIOIINX UHTUOUTOPHI AllD, MOLyT pa3BHUBATLCS
HEUTPOTICHHS/arPaHyJIOIUTO3, TPOMOOITUTONICHUSI W aHEMHUsA. Y TAIMEHTOB C HOPMaJIbHON

(GyHKIIMEH TTOYeK ¥ B OTCYTCTBUH OCJIOKHEHUW HEUTPOTICHUS pa3BUBaETCs peako. HelTpomnenus
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W arpaHyJIOINUTO3 0OPATUMBI U TIPOXOJST IMOCTE npexpaﬂ&%‘%%“&ﬁ%&&%ﬂb“ 3)

C 0c000ii 0CTOPOKHOCTHIO HEOOXOAMMO MTPUMEHSTH JTU3UHOIPUI Yy TAIIUEHTOB C 3a00JICBaHUAMU
COCIMHUTEJIbHOW TKAaHHW (B TOM YHCIE C CUCTEMHOM KpacHOW BOJYAHKOH, CKJIEpOAEPMHEi), C
COCYIUCTBIMM IPOSIBJICHUSAMH, HPOXOAALIMM KypC JICUEHHs HMMYHOJEIPECCaHTaMH, C
YTHETEHHEM KOCTHOMO3TOBOI'O KPOBETBOPEHHUS, a TAKKe B KOMOMHALMYU C AJIJIONYPHUHOIOM HIIH
POKAaUHAMHUJIOM, OCOOCHHO NMPH HATWYHH HApYIIEHHs (PYHKIIMH MTOYEK.

VY TakuX MalMeHTOB, BCIEACTBUE OOJBIIOI BEPOATHOCTH PAa3BUTHUS BBIPAKCHHON HEUTPOIICHUH U
arpaHyJIOLIMTO3a, IOBBILIEH PHUCK pPa3BUTHS TKEIbIX HH(EKUMH, B HEKOTOPBIX CIydasx
YCTOMUMBBIX K WHTEHCUBHOM aHTHOMOTHKOTepanmuu. B ciydyae npuMeHeHMsl Ipenapara
JIn3zuHonpuia y TAKMX NAllUEHTOB PEKOMEHAYETCS IPOBOJUTH PETYIISPHBINA KOHTPOJIb JIEHKOLUTOB
KPOBH, IIPUYEM TTALIMEHTOB CIEAYET MPEAYIPEIUTh O HEOOXOAMMOCTH COOOIIATh Bpady O JIFOOBIX
IpU3HAKaX UH(EKLIUH.

sotinas 6noxaoa PAAC

Coobmanocs 0 ciay4asx apTepualbHOW TUIMOTEH3WH, 0OMOpOKE, MHCYIbTE, THIIEPKAINEMUH U
HapyImEeHUAX (YHKIMU TOYeK (BKIOYAas OCTPYIO TIOYEYHYIO HEJAOCTaTOYHOCTH) Y
BOCIIPUMMYMBBIX MAIMEHTOB, OCOOEHHO MPU OJHOBPEMEHHOM IPUMEHEHHUH C JIEKApCTBEHHBIMU
npenapaTamu, KOTOpbI€ BIUSIOT Ha 3Ty cucteMy. [loaTomy nBoiinas 6iokana PAAC B pesyinbrare
couetanust ”HTuOUTOpoB AIID ¢ APA Il winn anuckupeHoM HE PpEKOMEHTyeTCsl.
OpnHoBpeMeHHOE MpUMeHeHne UHruoutopoB AII® c npenaparamu, colepikaliMHu aliCKUPEH,
IPOTHBOIOKA3aHO y MAI[UEHTOB C CAXapHbIM J1a0eTOM W/WIM YMEPEHHOH WIIH TSHKETION MoYeuHOoH

Henocratounoctbio (CK® menee 60 mn/mun/1,73 M2

IUIOIIAM TIOBEPXHOCTH TeJa) U HE
pPEKOMEHAYETCs y APYTUX MalueHTOB.

OpnnoBpemeHHoe npumeHeHre UHruouTopoB AII® ¢ APA II nmporuBonoka3zaHo y ManueHTOB ¢
nrabeTHuecKoi HepomaTueil 1 He peKOMEHAYeTCs y APYTruX MalMeHTOB.

Pacosas npunaonexcnocmeo

Wuruburtopel AII® wyarie BBI3BIBAIOT pPa3BUTHE AHTMOHEBPOTUYECKOTO OTEKa Y MAllMEeHTOB
HErpOMJHOM pachkl MO CPaBHEHUIO C MAallMEHTAaMHU JIPYyrod pacoBOM NpuHauIe)kHOCTH. Kak u
npyrue uHruoutopsl AII®, nu3nHonpmsl MoxeT ObITh MeHee 3((HEeKTUBHBIM B CHIDKEHUH Al y
NaIMEeHTOB HErPOUHOM pachl, BO3MOXKHO, BCIEJCTBHE 00Jee BHICOKOW YacTOTHI JIUI] ¢ HU3KUM
YpPOBHEM pPEHHMHA B TOMYJSALWU IMallMEHTOB HETPOMJTHOW pachl, CTPaJalOUIUNX apTepuaibHOU
TUIIEPTEH3UEN.

Kawenv

[Ipu npumeneHnn uHrHOUTOpPOB AIID oTmeuancs kamens. Kamenb cyxoil, UIMTENbHBIMH,
KOTOPBIN UcYe3aeT Mociie mpeKparieHus eueHus naruontopom AlID. IIpu quddepennnansuom

JIMarHo3e Kalulsd HaJlO0 YYUTHIBATh W Kalllesib, BHI3BAHHBIN MpUMEHEHHUEM HHTHOUTOpoB AIID.
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(NOCNEQCBATENEHOCTE 0003)

XupypeuquKoe emeuamelbCmeo /061/1/;612 dHecHie3us

[lepen XxupypruyeckuM BMEIIATEIBCTBOM (BKIIIOYAs CTOMATOJIOTMYECKYIO XUPYPTHIO) CIEIyeT
UHPOPMHUPOBATH Bpaya/aHecTe3nonora o npuMeHeHnn HHruoutopo AIID. Ilpu oOmumpHBIX
XUPYPrUYECKUX BMELIATENIbCTBAX, a TAKXKe MIPU MPUMEHEHUH JPYTUX JEKapCTBEHHBIX CPEICTB,
BBI3BIBAIONIMX CHWXeHHe AJl, nusnHonpui, Oiokupys oOpazoBaHue aHruoreHsuHa lI, moxker
BBI3BATh BBIPAXKEHHOE HEMPOTHO3UpyeMoe cHIkeHue A/Jl.

T'unepranuemus

WNuruburopel  AIl® wMoryr BbI3BaThb TI'MIEPKAIMEMHIO, IIOCKOJIBKY OHM HHTHOHUPYIOT
BBICBOOOJK/ICHUE alIbJIOCTEPOHA. Y MAIIMEHTOB C HOpMaJIbHOW (pyHKITHEH movyek 3P heKT 0ObIYHO
HE3HAUNTENbHBIN, OJJHAKO y MAlUEHTOB C HApyIIeHUAMU (DYHKIMH MOYEK W/WIH Y MalUEHTOB,
NPUHUMAKOIIMX — Kaluiicoiepxkalipe MuIieBble J100aBKM  (BKJIOYas — Kajuiicoaeprkaliue
3aMEHHMTEIM CcOoJIM), KanuiicOeperamomue JAUYypeTHKH, TPUMETONPHM, KO-TPUMOKCA30I]
(TpuMeTonpuM + Cyib(paMeToKcas30id), U 0COOEHHO aHTAarOHUCTHI AJIbJ0CTEPOHA I OJIOKATOPbI
PELenTOPOB aHTHOTEH3MHA, BO3MOXKHO BO3HMKHOBEHHE THrepkanuemun. KammiicOeperaromye
JTUYPETUKN U OJIOKATOpPHI PELETITOPOB aHTHOTCH3MHA CIIEAyeT MPUHUMATh C OCTOPOXKHOCTBIO Y
HAlMEHTOB, MoJyyarolux MHruouropsl AIID, a Taxke cieayeT KOHTPOJIUPOBATh MMOYEUHYIO
(GYHKLUIO U colep)KaHHe Kalusi B ChIBOPOTKE KpoBU. Eciu mpueM NepeduciIeHHBIX BbILIE
npenapaTtoB Ha (oHe nedyeHus nHruoutopom AIID mpusHaeTcst HEOOXOIUMBIM, PEKOMEHIYETCS
PETYISIPHBIA KOHTPOJIb YPOBHS KaJIHs B CHIBOPOTKE KPOBH.

Tayuenmsi ¢ caxapuvim ouabemom

VY nauuMeHTOB ¢ caxapHbIM AMAa0ETOM, MPUHUMAIOMIMX TUIOIVIMKEMHUYECKUE CpEICTBA MU
MOJTYYaOIUX WHCYJIHH, HEOOXOAMMO TIIATEITFHO KOHTPOJIUPOBATH YPOBEHD TIIFOKO3BI B KPOBH B
TE€4YEeHHE MEPBOro Mecsla JeyeHus: tHruontopom AIID.

Jlumuu

Kak nmpaBuio, He peKOMEH1yeTCsl COYEeTaTh MPUEM JIUTHS U TU3UHOIIPUJIA.

THayuenmor nodcunozo eo3pacma

VY nanueHTOB MOXKWIIOTO BO3pacTa MPUMEHEHHWE CTaHIAPTHBIX 103 JTU3UHOIMpPHIIA MPHBOIHUT K
0oJiee BHICOKON KOHILIEHTpAIMM MpenapaTa B KPOBH, MO3TOMY TpeOyeTcs: ocobast 0CTOPOKHOCTh
IOpU ONpEeAENICHUH J103bl, HECMOTPS Ha TO, YTO PA3IM4YMil B aHTUTMIEPTEH3UBHOM JEHCTBUU
JU3UHONPUIIA Y TIOXKHIIBIX M MOJIOJIBIX TTAIIMEHTOB HE BBISBIICHO.

Tpancnaanmayus nouku

OnbIT NpUMEHEHUS JTU3UHONPUIIA Y TAIIMEHTOB, HEAABHO MEPEHECHINX TPAHCIUIAHTAIIMIO TTOYKH,
OTCYTCTBYET.

Anxozonw

B nepuon neueHuss He peKOMEHAYETCS YNOTPEONSTh alKOrojbHbIE HAMUTKH, TaK KaK 3TaHOJ
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{HEOOBATENEHOCTL 0003
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YCHJIMBA€T aHTUTMIICPTEH3UBHOE JICHCTBUE UHT 6I/ITODOBU£HT(D

BcrnomMorarennHble BEIECTBA

[Tpenapar JIusuHompui copep:kKuUT JnakTo3y. llanmeHTaM ¢ peako  BCTpedarollencs
HACJICICTBEHHON HENEePEeHOCUMOCTBIO IajlakTO3bl, 1e(UIMTOM JIaKTa3bl JoNaped WiIu IIHK030-

raJlakTO3HOM MalibabcopOLuel He clieAyeT MPUHUMATh 3TOT Mpernapar.

4.5. B3aumojgeiicTBue ¢ JAPYrHMH JIEKAPDCTBEHHBIMHM MpenaparamMu W JApyrue BH/bI
B3aNMOJAEHCTBUSA

JIBoiinag O6iaokaga PAAC

VY manueHToB € aTepoCKICPOTHYECKHM 3a00JE€BaHUEM, CEpACYHONW HEIOCTATOYHOCTHIO WIIH
caxapHbIM J1a0eTOM C MOpaKEHUEM OPTaHOB-MHIIECHEW, OJJHOBPEMEHHAs Teparns HHTHOUTOPOM
AII® u APA 1I cBsa3ana ¢ OoJjiee BBICOKOW YacCTOTOW Pa3BUTHUS apTEPHATbHON THUITOTEH3HH,
00MOpOKa, THUNEPKAIMEMUU U YXYALIIEHUS (QYHKIMH TOYeK (BKIIOYash OCTPYIO IOYEYHYIO
HEJ0CTAaTOYHOCTh) MO CPAaBHEHHIO C IPUMEHEHUEM TOJIbKO OJHOIO Ipernapara, BIUSIOLIEro Ha
PAAC.

JlBorinas Oyiokanma (Hampumep, npu coderannn uHruomtopa AIID ¢ APA II) momkHa OBITH
OTpaHHYEHA OTJEIbHBIMU CIY4YassMH C TIIATEJIbHBIM MOHHUTOPHUHIOM (YHKIIMH TIOYEK,
COJIepKaHUs KAJIAs U pEryisipHbIM KOHTposieM AJl.

OpnHoBpeMeHHOe mpuMeHeHue HHruoutopoB AIlD ¢ j1ekapCTBEHHBIMH  CpEACTBAMHU,
COJIepKALMMH AJIMCKUPEH, NMPOTUBONOKA3aHO Yy MAllMEHTOB C CaXapHbIM JHA0ETOM W/MIH C
YMEPEHHOH MM TSXeNol modedyHoii HemocTatouHocThio (CK® memee 60 wmm/mun/1,73 w2
IUIOIA/IM TOBEPXHOCTH TeJa) U HE PEKOMEHAYETCS y APYTUX MaleHTOB.

OpnnoBpemeHHOe npuMeHeHne HHrHouTopoB AII® ¢ APA Il npoTuBONOKa3aHO y MallMeHTOB C
nrabeTuyeckoi HepomaTuei u He peKOMEHAyeTCsl y APYTUX NallMeHTOB.

Kannﬁc6eperalomﬂe JUYPETUKH, Ipenaparhl Kajaus, KaTuhcoAaepKallie 3aMEHUTEIN MUIIEBON

COJIM M ApYIHue€ JCKAPCTBCHHBIC TIPCriaparhl, CIIOCOOHEBIE YBCINYUBATh COJACPKAHUEC KaJluigd B

CBIBOPOTKE KPOBHU

[Ipy OJHOBpEMEHHOM MPUMEHEHHM JM3MHONPWIA C KaJuiicOeperalomumMu IuypeTuKaMu
(CTUpPOHOJAKTOH, TpPUAMTEPEH, AaMUJIOPHJ, OIUIEPEHOH), MpenapataMM Kalusg  HIu
KaJIHCOIepKAIIMMHU 3aMEHUTEISIMU TTHIIEBONW TTOBAPEHHOM COJIM U IPYTMMH JIEKapCTBEHHBIMA
npenapaTamu, CIOCOOHBIMU YBEJIMYMBATH COJIEPIKAHIE KAJTUs B CBIBOPOTKE KpOBH (BKiIrouast APA
I, remapuH, TaKpOJUMYC, LMKIOCIIOpPUH; TpenapaTbl, COJAEp)Kallue KO-TPUMOKCA30I]
[TpuMeTOnpUM + cynb(haMeToKca30]), HOBBILACTCS PUCK PA3BUTHUS THIIEPKAITUEMHUH (OCOOCHHO
y TaIMEeHTOB ¢ HapyuieHusMH (GyHKnuu nodek). [losTroMy naHHBIe KOMOMHAIMM HA3HAYAIOT C

OCTOPOKHOCTBIO, TIOJT KOHTPOJIEM COJIEp>KaHUs Kajus B MJIa3Me KPOBU U (PYHKIIUHU MOYEK.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
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VY NOXMIBIX MAIMEHTOB N MAIEHTOB C HAPYIIEHHEM dﬁ%ﬁrﬂ«ﬁ%‘f E%ﬁéﬁeﬁﬁﬁﬁ ';'T-ig'neM

unruouropos  AIl® ¢ Tpumeronpum + cyib(aMeTOKCa30Jl CONPOBOXKAAICS —TSDKEIOH
I HHepKaHHeMHCﬁ, KOTOpasA, KakK CUHUTACTCH, ObUIa BBI3BaHa TPUMCTOIIPUMOM, IIO3TOMY
JU3UHONPUI ClENyeT IPHUMEHATh C OCTOPOXKHOCTBIO C IpenapaTamM, COAEpKalluMU
TPUMETOIIPUM,  DPETYISIPHO  KOHTPOJUPYS  COAEp)KaHWE Kajusig B IUIa3ME€  KPOBH.

KanuitnecOeperaroime 1uypeTuku

IIpy OJHOBpPEMEHHOM NPUMEHEHUM JIM3MHOIIPWIA C KaJuHHecOeperamomuMyu JuypeTUKaMu
TUITIOKAIMEMUs], BbI3BaHHASI X IPUMEHEHHEM, MOXKET ObITh YMEHBIIICHA.

Jlpyrue runoTeH3MBHBIE JIEKAPCTBEHHBIE CPEJICTBA

[Ipy  ONHOBPEMEHHOM TIPUMECHCHHHM C Ba3oAWJIaTaToOpamu, Oera-aJpeHO0I0KATOpAMH,
0JI0KaTOpaMu «MEJIJICHHBIX)» KaJIbIIUEBbIX KAHAJIOB, IUYPETUKAMU U IPYTUMU THUIIOTCH3UBHBIMU
JICKaPCTBEHHBIMHU CPEJCTBAMHU YCUJIMBACTCS BBIPAKEHHOCTh AHTUTUIIEPTEH3UBHOTO JCHCTBUS
JU3UHOTpUIIA.

IIpenapatel IuTHUI

[Tpy 0HOBpEMEHHOM NPUMEHEHUHU JU3UHONPUIA C MIperaparaMy JIMTUS BbIBEIACHHUE JIUTUS U3
opraHusma 3ameassiercs (pPUCK YCUJICHHs KapJMOTOKCHYECKOI0 U HEMPOTOKCUYECKOIO JeHCTBUS
autus). OgHOBpEeMEHHOE NPUMEHEHHUE JIM3UHONPIIIA ¢ IpenapaTaMy JIMTHS HE PeKOMEHAYeTCs.
B cnysae HeoOXoauMOCTH TNpPUMEHEHHMS JaHHOW KOMOWHAIUMU  CJlelyeT pEeryJspHO
KOHTPOJIMPOBAaTh KOHLIEHTPALIUIO JIUTHUS B IJIa3M€E KPOBH.

Hecrepounnple OpoTuBOBOCHAIWTENbHBIE npemnaparsl  (HIIBII), BkiIrouYas CENEeKTHUBHEBIE

I/IHI‘I/I6I/ITODBI MMKJIOOKCUTCHA3BI-2 (HOF-Z) W_BBICOKHE J03bl alleTUICATMIIMIOBON KHCIOTHI

(=3 r/cyTKn)

HIIBII (B ToM uncne cenexktuBHble UHrHOUTOPHI L{OI'-2) 1 aneTmicanuiuioBas KUCI0Ta B 103aX

6osee 3 I/CyTKH, CHI)KAIOT aHTUTUIIEPTEH3UBHBINA A3 PEKT TU3UHOIPUIIA.

Y HEKOTOpPBIX MAllMEHTOB C HapyIIEHHON (QYHKIMEH mouyek (Hampumep, Y MOKUIIBbIX HallieHTOB
WIM TAUEHTOB ¢ 00€3BOXKMBAHUEM, B TOM YHUCIE€ MPUHUMAIOIIUX TUYPETHUKH), MOITYYAIOIIUX
tepanuio HIIBII (B ToM umcne cenextuBHbiMH uHrHOuTOopamu I[lOI'-2), omHOBpemeHHOE
npuMeHeHre UHrHOuTopoB AII® nnu APA Il moxet BbI3BaTh AajbHENIIee yXyALIEHHE GYHKIUN
MIOYEK, BKJIIOYas pa3BUTHE OCTPOM MOYEUYHON HENOCTATOYHOCTH, M TUIEpKalneMuro. /laHHble
3¢ dexTsl 00b1YHO 0OpaTuMbl. OnHOBpeMeHHOe NpuMeHeHue uHruoutopo AIID u HIIBII
JIOJI’KHO TIPOBOJUTHCS C OCTOPOKHOCTHIO (OCOOEHHO Yy MOKHJIBIX MAllMEHTOB U y MAllMEHTOB C
HapylmeHHoN ¢yHkuuel mnouek). [lalmeHTbl AOKHBI TONydYaTh aJ€KBaTHOE KOJHMYECTBO
KHUJIKOCTH. PeKOMeHyeTCs TIIATeIbHO KOHTPOJIUPOBaTh (DYHKIIHIO ITOYEK, KaK B Hayase, Tak U B
IIPOLIECCE JICYCHHUS.

He mnporuBomoka3zaHo NPUMEHEHHE JHM3WHONPHIA B KOMOMHAIIMKM C aleTUJICATHITUIOBON
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ot 17.06.2025 N= 14945

(NOCNEQCBATENEHOCTE 0003)

KHCJIOTOM B KaueCTBE AHTHArperaHTHOT'O CpEaACTBa.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

I'MOorIMKeMHUYeCKre JCKApPCTBCHHEBIC CPECACTBA

OnHOBpEMEHHBIH MPUEM JTU3HHONPUIIA U HHCYJIMHA, & TAKXKE MEPOPATHHBIX THITOTIMKEMHYECKIX
CPE/ICTB MOXET NPUBOJUTH K Pa3BUTHIO TUMNOTIMKeMuH. HamOompmmii pHCK pa3BUTHS
HaOI0JaeTCcsl B TEYEHHE IEPBBIX HEJENb COBMECTHOTO NMPHUMEHEHHS, a TaKXKe y IMalleHTOB C
HapylmeHneM (yHKINUU TOYEK.

TpunUKINUEeCKHEe aHTUIEIPECCAHThl / HEWpoJenTUKU / cpeacrBa g ol0meidl aHecre3uu /

HapKOTHYCCKHEC CPEACTBA

[Tpu oqHOBPEMEHHOM NMPUMEHEHUH C TPULIUKIHYECKUMH aHTUCTIPECCAHTaAMU, HEHPOJICTI THKAMH,
CpeIcTBaMU JIs 00IIeH aHecTe3nn, bapOUuTypaTraMu, MUOpPEITaKCAaHTAMH HAOJFOIaeTCsl YCHIICHUE
AHTUTUIICPTCH3UBHOI'O HCﬁCTBHﬂ JIM3UHOITpHJIA.

Asnbda- u OeTa-aIpeHOMUMETUKHU

Anbda- u Oera-agpeHOMUMETUKH (CHMITATOMHUMETHKH), TaKMe Kak snuHedpuH (aapeHaauH),
U30MPOTEPEHON, J00yTaMWH, JONAaMHH, MOTYT CHW)KaTh aHTHTHIIEPTCH3WBHBIN d3(]dekt
JTU3UHOIPHUIIA.

baknoden

YcunuBaer aHTUTHNEpPTEH3UBHBIN dpdext wunrubutopo AllD. Crnegyer TIIaTeabHO
KOHTpoaHpoBath A/l 1, B cirydae HEOOXOIMMOCTH, KOPPEKTUPOBATh 03y aHTUTHIIEPTEH3UBHBIX
IpernapaTosB.

OTaHOoa

[Ipy oOmHOBpEeMEHHOM MPHUMEHEHUHM DSTAaHON YCHIIMBA€T AHTUTUIEPTEH3UBHOE JEICTBHE
JTU3UHOIPHUIIA.

DCTPOTEHbI

OcTporeHsl OcHabnsSOT aHTHUTUNEPTEH3UBHBIA 2(PGEKT JU3UHOIMPHIA BCIEACTBUE 3aJEPKKU
KUJKOCTH.

AJ'IJ'IOHVDI/IHOJ'I, IOpoKanHaMuJa, IMHUTOCTATHKHW, HMMMYHOJICIIPECCAHTHI, TINTFOKOKOPTHUKOCTECPOUIbI

(IIpH cUCTEMHOM IIPUMEHEHUH )

CoBmecTHOE TmpHMeHeHHe HHruoutopoB All® ¢  amionmypuHOIOM, MPOKAWHAMHJIOM,
[IUTOCTAaTUKAMH YBEJIMYMBAET PUCK PA3BUTUS HEUTPONIEHUN/arpaHyIo0IUTO3a.

IIpenapatsl 3010Ta

[Tpr oHOBpEeMEHHOM MPUMEHEHHH JIM3WHOIPHIIA W TPENapaToB 30J10Ta BHYTPUBEHHO (HATPHS
aypoTHOMAJIaT) OMUCAaH CUMITOMOKOMIUIEKC, BKIFOUYAIOIINI THIIEPEMUIO JIUIA, TOIIHOTY, PBOTY
u cHmkenue Al

CellIeKTUBHBIE I/IHFI/I6I/ITODBI O6D3THOFO 3axBaTa CEPOTOHUHA

CoBMecTHOE MPUMEHEHHE JM3WHOMPUIA C CEIEKTUBHBIMU MHTHOUTOpaMH OOpaTHOIO 3axBaTa
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 17.06.2025 N= 14945

CEPOTOHHMHA MOXKET PHUBOJIUTH K BRIPAXKCHHOMN J“HHOHaTbQ'eﬂ/ivraE"]‘"-' BATEINBHOCTS 0003)

Hurun6uropsl mTOR (mammalian Target of Rapamycin — MHIIEHb palmaMHUIHA B KJIETKAX

MJIGKOHI/ITaIOH_[I/IX) (HaHDI/IMeD, TEMCHUPOJINUMYC, CHPOJIUMYC, BBGDOHI/IMVC)

Y mnanueHToB, NMPUHUMAIOIMUX OJHOBpeMeHHO HHruouTopbl AII® u wmHrHOMTOpHl MTOR
(TeMcHUpOIMMYC, CHPOJMMYC, 3BEPOJIMMYC) HAOJIIOJANIOCh YBEIMYCHHE YAaCTOThI Pa3BHTHS
AHTMOHEBPOTUYECKOI'O OTEKA.

Nurunburops! gunentuauminentuaassl IV tumna (JAMII-1V) (tnuoTuHbl), HATPUMED, CUTANIUITHH,

CaKCarJIMnTHH, BUWIJArJIUIITUH, JUHAIJITMIITHH

Y  mamueHToB, MNPUHUMABIIMX OJHOBpeMEHHO HHruOuTOphl AlIl® w  HHrHOUTOPHI
qunentuauinentuaassl 1V tuna (rIuntusel), HaOIIOJAT0Ch YBETUYCHUE YaCTOTHI Pa3BUTHUS
AHTHOHEBPOTUUYECKOTO OTEKA.

OCTpaMyCTUH

VYBenuueHre 4acToThl pa3BUTUSL AaHTMOHEBPOTUYECKOIO OTEKA ITPU OJHOBPEMEHHOM MPUMEHEHUH
¢ uaruouropamu AIlD.

Muruburops! HeltpainsHoi daonentuaassl (HIII)

Co00111a710Ch 0 MOBBIILICHHOM PUCKE Pa3BUTHS aHTHOHEBPOTHUUECKOTO OTEKa IIPU OJJHOBPEMEHHOM
npuMeHeHurn UHruouTopoB AII® u paunekanorpuina (MHTrHOUTOp SHKE(DAINHA3bI, TPUMEHIEMBbIH
IS JISUCHHSI OCTPOM JHapen).

[Ipu oxHOBpeMeHHOM mpuMeHEeHHH UHTruOuTOopoB AIID c snekapcTBEHHBIMH Ipenaparamu,
CoJepXKalUMM  CaKyOUTpui1 (MHTHOUTOpP HENpWIM3MHA), BO3PAaCTaeT pPUCK  Pa3BUTHUSA
QHIMOHEBPOTUYECKOIO OTEKa, B CBSI3M C YeM OJHOBPEMEHHOE IIPUMEHEHUE YKa3aHHBIX
npenapaToB npoTuBonokasaHo. Muruburopsr AII® cnenyer Ha3HayaTh HE paHee, 4eM uepes3 36
4acoB I0CJIE OTMEHBI IPENapaToB, COJAEpKalIuX cakyOuTpui. IIpoTHBONOKa3aHO Ha3HAuYEHUE
IpenapaToB, COIepKaIlUX CaKyOUTpHII, MAlMeHTaM, MoTydarouM HHruouTopsl AIID, a Taxxke
B TeueHue 36 4acoB mocie OTMEHbI UHTHOUTOPOB ATID.

TxkaHeBBIC AKTUBATOPHI INTA3MUHOI'CHA

B 06C€pBaHI/IOHHBIX HUCCICIOBAaHUAX BBISBJICHA IOBBIIICHHAA qacToTa Pa3sBUTHUA
AHTMOHCBPOTHUYECCKOIO OTCKa Yy IMAlOUCHTOB, IMIPUHUMABIIUX HHFI/I6I/ITOpLI AH(I), IMOCJIC
INPUMCHCHUA  AJITCIUIA3bl  JJIA TpOM6OJ'IPITPI‘ICCKOI>i TCpalMu HIIEMHUYCCKOro HHCYJIbTA.

dapMaKkoKMHETHYECKHE B3ANMOJIENCTBUS

AHTaHI/IJII)I U KOJICCTUPAMHH CHHWIXXAIOT BCACBIBAHHUC JIM3WHOIIPpUIA B KCITYJOYHO-KUIICUHOM

TpaKTe.
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(NOCNEQCBATENEHOCTE 0003)

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTAIMSA

bepemeHHOCTB

[IpuMeHeHHe JU3WHOMPWIA TPU OEPEMEHHOCTH NPOTHUBOMOKa3aHo. I[Ipm ycTaHoBIEHUU
OepeMEHHOCTH MpHEM I[IpernapaTa HYXHO HPEKpaTUTh KaK MOXHO paHblie. JIu3zuHompui
MIPOHMKAET 4epe3 IuiareHTapHbii O0apwep. I[lpuem marnouropoB AIID Bo II u III Tpumectpe
OEpEeMEHHOCTH OKa3bIBAE€T HEOJIArOMPUSTHOE BO3ACHCTBHME HA TUIOJ (BO3MOXHBI BBIPAKEHHOE
cHmkeHue AJl, modeuHas HEIOCTATOYHOCThb, THIEPKAIMEMHs, THIIOIJIa3Usl KOCTEH depera,
BHYTPUYTpPOOHasi CMEPTh). DNMUIEMUOIOTHYECKUE JaHHbIE O PUCKE TEPATOr€HHOCTH, CBA3aHHOM
¢ npuemMoMm uHruOuTOopoB AII® BO Bpems [ TpumecTtpa OEpEeMEHHOCTH, HE SBIISIFOTCS
yOeIUTEIIbHBIMK, OJIHAKO HEOOJBIIOC YBEIIMYCHUE PUCKA HE MOXKET OBITh HUCKIIOYCHO. 3a
HOBOPOXJACHHBIMH U IPYTHBIMH JE€THMHU, KOTOPBIE MOJIBEPIIIMCH BHYTPHYTPOOHOMY BO3/ICHCTBHUIO
unruoutopoB AlID, pexomeHayercs BecTH HAOMIOJEHUE [JIs CBOCBPEMEHHOTO BBISABIICHUS
BBIPQXEHHOT0 CHUKeHUsI A ], onurypuu, runepKaiieMuu.

JlakTanus

Bo Bpems nedyenust nmpenaparoM JIM3UHONPHII HEOOXOJUMO OTMEHUTH I'PYAHOE BCKAPMIIMBAHUE

(HeT JAaHHBIX O IPOHUKHOBCHUU JIM3UHOIIPHJIA B TPYAHOC MOJ'IOKO).

4.7. BiusiHue Ha CIOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMH CPeACTBAMHM M PadoTarh ¢
MeXaHUu3MaMHu

Her naHHBIX 0 BIUSHUHU NpenapaTa Ha CHOCOOHOCTh K YIPaBJIEHUIO TPAHCIIOPTHBIMH CPEACTBAMU
U MEXaHU3MaMH, IPUMEHEHHOT'0 B TEPaeBTUYECKUX J103aX, OJJHAKO HEOOXOAUMO YUUTHIBATh, YTO
BO3MOKHO BO3HUKHOBEHHE I'OJIOBOKPYKEHHUS, II0ATOMY HEOOXOJUMO COOII0AAaTh OCTOPOKHOCTh

IIPU YIIPABJICHUU TPAHCIIOPTHBIMH CPEJICTBAMH.

4.8. Hexkenare/jibHbIE peakKUNU

TabanuHoe pE3IOME HEXKENATCIILHBIX PEeaKINH

Yactora moOOYHBIX peakiuii IpUBEeHA B BUJIE CIENYIOMEH Tpaganuu: ovens yacmo (> 1/10);
yacmo (> 1/100 no < 1/10); newacmo (= 1/1000 mo < 1/100); peoko (> 1/10 000 mo < 1/1000);
ouenv peoxo (< 1/10 000); wacmoma wneuzéecmna (He MOXET OBITH OIICHCHA HAa OCHOBE

UMEIOIIHNXCS TAHHBIX ).

CucremHo- Yacrora HexesatenbHble peakunu

OPraHHBIN KJacce

Hapymenus co | Penko CHuxenue reMorjao0nHa, CHIKCHHE

CTOPOHBI KpPOBU U reMaToKpuTa
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TuMpaTHIeCKOn Ouensb penko I OJ:LaBJIeI}Eé:' 513%@5&%65@7 %ET'HEI:(')" %\If}lc;gra.

CUCTEMBI aHEeMUS, JICHKOIICHUS, HEUTPOIICHUS,
arpa”yJIoIUTO3, TPOMOOIIUTONICHUS,
203UHOMUIINSA, SPUTPOIICHHS, TEMOJUTHUYECKAS
aHemusi, JuUMQaAICHONATUS, AYTOMMMYHHBIC
3a00J1CBaHUs

Hapymenus co | OueHb penko Anadunaktryeckas/aHadUIAKTOUHAS PEAKITUS

CTOPOHBI MUMMYHHOM

CUCTEMBI
OHJOKPUHHbIE Penxo HeanexBaTHas cekpenuss aHTHAWYPETUYECKOIO
HapylLICHUs rOpMOHa
Hapymenns Ouens penko [Munornukemust
MeTabonusma u
MUTaHUS
Hapymenns co | Yacro I'onoBokpyskeHue, ronoBHas 60Jb
CTOPOHBI HEPBHOH | Hewacro JlaGmiibHOCTB HaCTPOECHUS, napecTes3us,
CHCTCMEL U3MEHEHHUS BKYCa, HapyLICHUs CHa,
TaJUTIOLMHAIIUH, BEPTUTO
Penxo CryTaHHOCTh CO3HAHUS, HapylIeHHe OOOHSIHMS,
ACTECHUUYECKUI CHUHJIPOM, CYJOpPOKHBIE
MOJIEPTUBAHMSI MBI KOHEYHOCTEM u TYyO,
COHJIUBOCTD
OueHnb penko CumnToMsl Aenpeccuu, 00OMOpPOK
Hapymenns co | Hewacro WNHupapkT Muokapia, BO3MOKHO BTOPUYHBIN W3-
CTOPOHBI cepALa 3a BBIp@XEHHOro CcHmwxkeHus AJl y rpynn
MALMEHTOB TIOBBIINIEHHOTO PHUCKA, TaXWUKapAus,
OIIYIICHHUE Cep/IIIeOneHUs
Penko bpanukapaus, ycyryouienue CUMIITOMOB
CepACYHON HEIOCTaTOYHOCTH, Hapyuienue AV
IIPOBOAMMOCTH (aTpHOBEHTPHUKYISPHON
IIPOBOJMMOCTH), 00JIb B TPyIU
Hapymenns co | Hacro Optocrarnueckue 3¢ dexTs (BKITIOYAst
CTOpPOHBI COCYI0B TUIIOTEH3HIO)
Heuacto [lepeOpoBacKyIApHBIA ~ WHCYJIBT, BO3MOXKHO
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BIrOpHUHEIN 1334 BRIPAKEHROTO CRIDKEHAS ALy
TPYIIl  MAallMEeHTOB  TOBBIIIEHHOTO  pHUCKa,
cunzipoM Peitno

Hapymenus co | Yacto Kamens

CTOPOHBI

Heuacto Punut
JIbIXaTEJIbHOMN
CUCTEMBI,  opraHoB | O4eHb penKo Cunycur, OpoHxocHnasm, AJUIEPTUYECKUI

TPYIHONA KIETKH H

aJ'ILBGOJ'II/IT/BO?)I/IHO(l)I/IJ'IBHaH ITHEBMOHMNA, OJBbIIIKA

CpENOCTEHUs

Kenynouno- Yacro Hwnapes, psora

KHIIIEUHbIE Heuacto TomrHora, nucnencusi, 60JIb B )KUBOTE

HapyLUICHUS Penxo CyXOCTh CITU3HCTOM 000JIOYKHU MOJIOCTH PTA

OueHb penko [TankpeaTur, xenTyxa (renaTouesIospHast WK

XOJiecTaThu4yecKas), renaTur, MeYEHOYHas
HEJIOCTaTOYHOCTb, =~ MHTECTUHAJBHBIM  OTEK,
aHOpeKcus

Hapymenns co | Heuacro KoxHbIi1 3y, KOXKHas ChIIb

CTOPOHBI  KOXKH U | Penko I'unepuyBCTBUTENBHOCTE/aHTHOHEBPOTUYECKUI

MOAKOKHBIX TKaHEH

OTCK: AHTMOHEBP OTHYCCKUM OTCK JIM1a,

KOHEYHOCTEH, Try0, s3blKa, TOpPTaHU W/WIH

TJIOTKH, KpallTMBHULIA, aJIONICH U, IICOPpUA3

Ouens penko

[ToBwImIeHHOE MMOTOOT/ACIICHHUE, BACKYJIUT,
My3bIpyaTKa, (dhoToceHcubumM3aIms,
TOKCUYECKU I ANUAEPMaTIbHBIN HEKpPOJIU3

(cunmpom  Jlaiiemna), cunapom  CTHBEHCca-

JI>xoHCOHa, MyJIbTH()OPMHAs spuTeMa,

niceBnoauMpomMa Koxu*

Hapymenns co | Hacrora ApTpanrus/apTpuT, MUAITHS
CTOPOHBI MBIIIEYHOH, | HEU3BECTHA

CKEJIETHOMN nu

COEIMHUTEIIbHON

TKaHU

Hapymenus co | Hacro Hapymenne pyHKIMM moyex
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COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 17.06.2025 N2 14949
CTOpOHBI mouek u | Hewacro Vpemus, 6@1‘1')5:51_‘%%3; %Jeﬁlforcl';%fl‘gfﬁ'{lo'cﬁ :'
MOYEBEIBOISAIINX
. Ouensb penko AHYypUS, OTUTYPUSI, TPOTSUHYPHSI
nmyTei
Hapymenus co | Heuacto NmnoTtenuus
CTOPOHBI
pENpOAYKTUBHOMN
CHCTEMBI H MOJIOUHBIX | [ SO ['imexomactus
Keles
O6mue napymenus u | Hedacro AcTeHus, MOBBIIIEHHAs YTOMIISIEMOCTh
peakuuu B  MecTe
BBEJICHUS
JlaGopaTopHbIie u | Heyacto [ToBbIIICHNE KOHIIEHTPAIMA MOYEBUHBI B KPOBH,
WHCTPYMEHTAJIbHBIE TUIIEPKPEAaTUHUHEMHSI, TUIIEPKATUEMUs,
JTAaHHEIC IOBBIIICHHE aKTHBHOCTH «IICYCHOYHBIX
TpaHCaMUHa3
Penko lMunep6ounupyouHemus, TUIIOHATPUEMHSI,
noBbiieHrne COD, MOJI0KUTETbHBIE PE3yIbTaTh
TecTa Ha aHTUHYKJICApHbIC aHTUTENA

*Coo0maioch 0 CUMIITOMOKOMIUIEKCE, KOTOPBIM MOXET BKJIIOYATh OJIMH WM HECKOJBKO W3
CIEIYIOIIUX CUMIITOMOB: JMXOpPaJKa, BACKYIUT, MUAITHUS, apTpairus/apTpUT, MOJTOKUTEIbHAS
peakiusi Ha aHTUHYKJIeapHble aHTHTena (AHA), yBenndeHne CKOpOCTH OCEAaHUs SPUTPOIIUTOB
(COD), r03uHOPMIHS U JEHKOLUTO3, KOKHASI ChIMb, (POTOCCHCUOUTU3AIIHS WU JPYTHE KOKHBIC

IMPOABJICHUA.

COO6H.ICHI/IC 0 TOA03PEBACEMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmarh 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEaKIUsAX IOCIe PETUCTPAINH
JIEKapCTBEHHOTO Tpernapara ¢ 1ebi0 00eCTICUeHHs] HETIPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO Tmpemnapara. MeauIuHCKUM paObOTHHUKAM PEKOMEHIYETCS
co00IIaTh O JIIOOBIX MOI03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX JEKApCTBEHHOTO IMpernapara
Yyepe3 HallMOHABHBIE CHUCTEMBI COOOIICHHS O HEKEIATeNbHBIX PEAKIMSIX TOCYIapCTB — YICHOB
EBpazniickoro 3K0HOMHYECKOT0 CO03a.

Poccuiickas @enepanus

®denepanibHas Ciryx0a 1Mo Ha30py B chepe 3ApaBOOXPAHCHUS

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03
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DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKALMOHHON ceTn «MHTepHeT»:

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

4.9. Ilepeno3upoBka

CuMITOMBI

Bripaxkennoe cHmxkenue AJl, Kkoianc, HapymeHHE 3JIEKTPOJIUTHOrO OanaHca, MOYeqHast
HEJOCTAaTOYHOCTh, y4allleHue AbIXaHUsI, TaXUKapaus, ollylieHre cepaueOuenus, opaauxkapaus,
TOJIOBOKpPY)KEHHE, OECIOKONCTBO, Kallleslb, CYXOCTb CIM3UCTOW OOOJOYKH TIOJNOCTU PTa,
COCTOSIHWE  TpPEBOTH,  TOBBINIEHHAs  pa3Jpa)kKUTEIbHOCTh,  COHJIMBOCTb,  3aJICP)KKa
MOYEHCITYCKaHHUs, 3a110pP.

Jleuenue

Cneuuduueckuit aHTUIOT OTCYTCTBYeET. [IpomMbIBaHME KenyaKa, MPUMEHEHUE YHTEPOCOPOESHTOB
u crnabutenbHbIX cpenacts. [lokazano BHyTpuBeHHoe BBenaeHue 0,9% pactBopa HaTpus XJIOpUJA.
B caywae  ycTolumBOMl K  Jed4eHHI0O  OpagukapAuM  HEOoOXOJUMO — IPUMEHEHHE
aneKTpokapauocTumMymsaTopa. HeoOxomum koHTposnb AJl, BOIHO-3IEKTPONUTHOTO OajnaHca.

I'emonuanus r3pdexrTuBeH.

5. PAPMAKOJIOTUMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHE CBOICTBA

®apMakoTepaneBTUYECKass TIpYIIa: CpPeACTBa, ACHCTBYIOUIME HA PEHUH-AaHTMOTEH3HMHOBYIO
CUCTEMY; HUHTMOUTOPBI aHTMOTEH3UHITpeBpalatoniero gepmenta (AIID)

Kox ATX: CO9AA03

MexaHHN3M e CTBUS

Nurubutop AII® ymenbpmiaer oOpa3oBanue anruoreHsuHa Il u3 anrumorensuna I. CHukxeHue
colepxkaHusl aHruoreHsuHa Il Bemer K NpsSAMOMY YMEHBIICHHWIO BBIACICHHS AlIbIOCTEPOHA.
YMeHbIIaeT Aerpajannio OpaJWKUHUHA U YBEJIWYMBAET CHHTE3 NpocTariaHguHOB. CHMKaeT
obmiee nepudepudeckoe cocyaucroe conpotusienue (OIICC), AJl, npeqHarpysKy, AaBlieHUE B
JIETOYHBIX KamuwjuisipaX, BbI3BIBAET YBEIMYEHHE MHUHYTHOTO OObe€Ma KpOBHM M TOBBIIICHUE
TOJIPAaHTHOCTH MHOKapjaa K Harpy3ke y manueHToB ¢ XCH. Pacmmpser aprepum B Gosbiieit
cTerneHu, 4yeM BeHbl. Hekotopbie 3¢ddextsr oObscHstoTes Bo3neiictBuem Ha PAAC. Ilpu
JUINTEIbHOM TPUMEHEHWH YMEHbIIAeTcs TunepTpodus MUOKapJa W CTEHOK apTepuid
PE3UCTUBHOTO TUIA. YIIydlllaeT KPOBOCHA0KEHHNE NIIEMU3NPOBAHHOTO MHOKApAA.

Kinuanueckas 2¢dekTHBHOCTE U 0€301aCHOCTh

Nuruburopsr AII® yamuHSIOT NPOAOIKUTENFHOCTh XKU3HU y nanuenToB ¢ XCH, 3amemsior
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MPOrpeccupoBanre TUCHYHKIIUU JICBOTO KeJ[YI0YKa 'Q':'r;aaﬁ&i; ET'T%IEE%EEIEE 'lmlr{blzipKT

MHOKap/a 6e3 KIMHUYECKUX MPOSBICHUH CepIeYHOI HEJOCTATOYHOCTH.

Havano neiictBust mpenapara — yepe3 | wac, qocturaer MakcuMmyma uepe3 6—7 4acoB U
coxpansiercsa B TeueHue 24 yacos. [IpogomkutensHOCTh 3¢ (heKTa 3aBUCUT TAKKE OT BEITHMUUHBI
npuHaTol n03bl. Ilpu aprepuanbHoil runepreH3uu 3@exkr orMedaercss B NEpBbIE THHU IOCIE
Hauayia JeuyeHus!, cTabuIbHOe JEHCTBHE pa3BUBaeTcs yepe3 1—2 mecsma tepanuu. [lpu peskoit
OTMEHE JIM3UHOIIPUIIa He HAOII01aI0Ch BEIPaKEHHOTO MOBBIIIeHUs A/l

JIu3MHONpUJI yMEHBIIAET CTENEeHb AJIbOYMUHYpUHU. Y TALMEHTOB C THMIEprIMKeMUen
CHOCOOCTBYET HOPMAIU3AMH (PYHKIIUH IOBPEKACHHOTO III0MEPYJIipHOro 3H10Tenus. He Bausier
Ha KOHIICHTPALMIO TIIOKO3bl B KPOBU Y IMALIMEHTOB C CaXapHBIM JHA0ETOM M HE MPHUBOIHUT K
YUYaLIECHHUIO CJIy4aeB IMIOIIMKEMUH.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopbuus

Cpenusis creneHb abCOPOIMHM JIM3UHONPUIIA COCTABJISIET OKOJIO 25 %, mpu 3HAYUTEIBHOU
MEXUHANBHTyaTbHOH BapradbenbHocTH (6—60%). [Tuima He BusieT Ha BCachIBaHWE JTM3MHOMPHUIIA.

Pacupenenenue

[Tocne mpuema BHYTpb MakcumaibHasi KOHLIEHTpamus (Cmax) JU3MHONpUIA B IUIa3Me€ KPOBU
JocTuraercss 4epe3 7 4vacoB. JIM3MHONPHII HE CBS3BIBACTCS C O€lKaMu TUTa3Mbl KPOBH, 3a
uckioueHneM 1upkymupytomero AlI®. [lponumaemocts dvepe3 remMaTodHIEPaIMUEeCKUl U
TUTAlleHTapHbBIN Oapbep HU3Kasl.

BI/IOTDaHC(bODMaHI/IH

JluzuHOIIpUI HE META0OIM3UPYETCA.

DJIMMUHAIIHS

JIu3uHONpUI BBIBOAUTCSA ITOYKAMU B HEU3MEHEHHOM Buue. llocine MHOrokpaTtHoro mnpuema
3¢ (deKTUBHBIN EPUO/T TOTYBBIBEACHUS JTH3UHOINPIIIA cocTaiseT 12,6 4. KnupeHnc nusuHonpuia
Y 3I0POBBIX TOOPOBOJIBIIEB COCTABIsET MpUOIM3UTEeIbHO S0 Mit/MuH. JIM3MHOTIPUIT MOXKET OBITh
BBIBEJICH U3 OpraHu3Ma MOCPEACTBOM reMOINAIN3a.

(I)aDMaKOKI/IHCTI/I‘-IGCKaH-d)aDMaKOHI/IHaMI/I‘{eCKaﬂ 3aBUCHUMOCTD

Xponuueckas cepOeunas He0ocmamouHoCnb

VYV naunuentoB ¢ XCH abGcopOuusi ¥ KIMPEHC JIM3UHOIPHIIA CHUKEHBL. Y JaHHOW KaTeropuu
MAIMEHTOB a0COOTHAs OMOIOCTYTHOCTh JTM3UHOINIPUIIA CHUKAeTCsl mpuMepHo Ha 16 %; ogHako
AUC (momaaes moa KpUBOM «KOHIIEHTPALUSA-BpEMs») YBEIUYUBAETCS B cpenHeM Ha 125 % 1o
CPaBHEHHIO CO 3/10pPOBBIMHU J10OPOBOJIBIIAMH.

Ocmpuiii unghapxkm muoxapoa

VY manueHToB ¢ ocTpbiM HHpapkToM MuoKapaa Bpemsi JOCTHKEHUS Cmax (TCmax) TU3UHOIIPHIIA
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cocrtaBiisieT 8—10 gacos.

Iloueunasn nedocmamoynocmuy
Hapymenne ¢ynakuuu mouek mnpuBoguT K yBenumdeHnto AUC u meproaa TONyBBIBEICHUS
JIM3UHOIIPUIIA, HO OTH M3MEHEHMUS CTAHOBATCA KIMHUYECKH 3HAYMMBIMM TOJIBKO TOIZAA, KOIAa

CK® cumxaercs mmwke 30 mr/mun/1,73 M2

wionaaM nosepxHoctu Ttena. [lpu nerkoil u
ymepenHoil nmoueunoit HepocrarouHoctd (KK ot 31 mo 80 mun/mun) cpennee 3Hauenne AUC
yBenuuuBaetcs Ha 13 %, B TO Bpems Kak Ipu Tspkenol nouyeyHor HegocratouHoctu (KK ot 5 no
30 mn/mun) HaOmoaeTcs yBenuuenue cpeanero 3nauenus AUC B 4,5 paza.

Ileyenounas nedoocmamounocmo

VY nanueHTOB ¢ HUPPO30M MMEYECHU BCACHIBAHHE JHM3UHOIPUIIA CHUYKACTCS (MIPUOIM3UTEIBHO Ha
30 %), omnako skcriosunus npemapata (AUC) yBenuumBaercs (nmpubnusutenbro Ha 50 %) mo
CPaBHEHHIO CO 3[JOPOBBIMHU JOOPOBOJIBIIAMU M3-3a CHUKEHHS KIIMPEHCA.

Tayuenmsi noscunozo eospacma

YV nmanueHToB MOKUIIOTO Bo3pacTa (crapiie 65 JeT) KOHIIEHTPALUs JTU3UHOIIPUIIA B IIJIa3Me KPOBU

u AUC B 2 pasa BbllIIe, UM Yy AIMEHTOB MOJIOJIOTO BO3pPACTA.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. Ilepeuenb BCIOMOraTe/ibHbIX BellIECTB

JlakT03BI MOHOTHAPAT (Caxap MOJOYHBIN)

[emmono3a mukpokpucraundeckas (MKLI-101 ITpemuym)

Kpaxmain Kkykypy3HbIit

[ToBunon-K25

Kpaxmai npexenaTHHU3UPOBAaHHBIN

Kanbuus creapar

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 roja.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUHU

XpaHuTb 1pu Temmneparype He Boiie 25 °C.

6.5. Xapakrep u cofepkaHue NEPBHYHOH YIIAKOBKH

[To 10, 20 wm 30 TabmeTok B KOHTYPHYIO SYEMKOBYIO VYIaKOBKY U3 IUICHKH
NOJUBUHUIXJIOPUIHON, JHOO IUICHKH MOIMBHUHUIXJIOPUIHON/IOJUBUHUINIECHXIOPUIHOW H
(G oJIbTY aTIOMHUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.

Nmu mo 10, 20 wum 30 TabneTok B KOHTYPHYIO SYCHKOBYIO YIAKOBKY H3 MaTepuaia
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KOMOWHHUPOBAHHOTO Ha OCHOBE (POJIBIHU (TPEXCIONHBIN MI;ITeD'PI-!lH;':IB'KJT'}O‘IaTOLEHH'aJHOMHHI/Ié]'aVIO

oIy, MIEHKY U3 OPUCHTHPOBAHHOTO MOJMAMU/IA, TTOJTUBUHWIXJIOPUIHYIO TUICHKY) U (OJIBIU
AJTIOMUHHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

I, 2, 3, 4,5, 6, 8 uim 10 KOHTYpHBIX SYECHKOBBIX YMAaKOBOK BMECTE€ C HWHCTPYKLIHEH MO
MEAUIIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKJIA/IBIII) TOMELIAIOT B KAPTOHHYIO YIAKOBKY (T1aUYKy).
6.6. Oco0Oble Mepbl TMPEIOCTOPOKHOCTH NPH  YHUYTOXXKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WJIM OTX0A0B, TOJYYEHHBIX TOcJe TNpPUMEHEeHHus
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIIIUM C IPenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccus
000 «O308»

445351, Camapckas 001., . XKurynesck, yiu. [lecounas, a. 11.

7.1. IlpencraBuTtenb AepakaTessi pericCTPALMOHHOIO YA0CTOBEPEHHU

[Iperensnu morpebUTENEH HAIIPABIIATH 110 aAAPECY:

Ipu npouzsoocmee na npouszsoocmeaennou niowaoxke OO0 «O30H»:

Poccus

000 «O308»

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

E-mail: ozon@ozon-pharm.ru

Ipu npouzsoocmee na npouszeodcmeennoi niowaoke OO0 «O3on Dapmy:

Poccus

000 «O30H Papm»

445043, Camapckas 001., 1.0. Tomsstta, Tep. O93 IIIT, maructpans 3-4, 31. 11, ctp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUA
JITT-Ne(004198)-(PT-RU)
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9. JIATA TIEPBHYHOW PErUCTPATHIU-"“TIOHTREPHKAEHUS

PETUCTPALIUU, HEPEPETUCTPALIUN)

Hara nepBoii peructpauun: 28 aexadps 2023 r.

10. JATA IEPECMOTPA TEKCTA

OOmiass  xapakTepucTHKa  JIEKapCTBEHHOTo  mpemnapara Jlu3uHompuia  JOCTynmHa  Ha
UHPOPMALIMOHHOM ToOpTaie EBpa3suiickoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepueT» https://eec.eaeunion.org/.
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