COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 26.05.2026 N= 10388

OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Owmnarnudno3ud, 10 Mr, TabIeTKH, MOKPHITHIE TIICHOYHONH 000JI0UKOH.

Ommnarnudao3uH, 25 Mr, TaOJETKH, MOKPHITHIC TIJICHOYHON 0007I0YKOH.

2. KAUECTBEHHBIN U KOJUYECTBEHHbBIN COCTAB

JleiicTBytOIIIEE BEUIECTBO: AMIATIU(IIO3HH.

Omnarnudiiosud, 10 mr, TabaeTKU, MOKPLITHIE INIEHOYHOU 000JI0YKOM

Kaxxnas TabieTka, mOKphITast INIEHOYHOW 000J104K0M, coaepkuT 10 mMr smnarnudiio3nHa.

BemiectBa, HalMuue KOTOPBIX HAJ0 YYUTHIBATH B COCTABE JICKAPCTBEHHOI'O Ipemapara: JIaKTo3a,
Hatpuii (cm. pazaen 4.4.).

Ommnarnudio3uH, 25 Mr, Ta0JIEeTKHU, ITOKPLITHIE INIEHOYHOU 000JI0YKOM

Kaxxnas TaGieTka, MOKphITast INIEHOYHOW 000JIOUKOM, COACPKUT 25 MT smMnarindIio3nHa.

BemiectBa, HalMuue KOTOPBIX HAJ0 YYUTHIBATH B COCTABE JICKAPCTBEHHOI'O Ipemapara: JIaKTo3a,
Hatpuii (cm. pazaen 4.4.).

[Tonublii nepeyeHb BCIIOMOTaTeIbHbIX BEIIECTB MPUBEICH B pasjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku, MOKPHITHIE MIICHOYHOH 000I0YKOIA.

Kpyriibie 1BOSKOBBITYKIIbIE TA0IETKH, HOKPBITHIE TUIEHOYHOU 000JI0YKOM OT O€JIOT0 C KENTOBATHIM
OTTEHKOM JI0 CBETJIO-XKEJITOrO 1[BE€Ta; Ha IONEPEYHOM pas3pese AApo Oenoro Wiu mo4ru Oenoro
L[BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxazaHusl K NPUMEHEHHIO

Caxapabiid quaoer 2 tuma (C/1 2)

[Tpenapat Omnarnudao3uH MoKa3aH K MPUMEHEHHUIO Y B3POCIBIX B Bo3pacTe OT 18 jer u nereil B
Bo3pacte oT 10 mo 18 ner ¢ HeaaeKBAaTHBIM TJIMKEMUYECKHMM KOHTPOJIEM B JOINOJHEHHUE K
JTUETOTEPANUU U GPU3NYECKUM YITPAKHEHUSIM:

L4 B Ka4€CTBE MOHOTEPpAIINH;

. B KayecTBE KOMOMHMPOBAHHOW Tepamuu C JPYTUMHU TUIOTTUKEMHUYECKUMH IpernapaTrami,
BKJIKOYasi UHCYJIMH.

[Ipenapar Owmmarnudao3uH mnokazadH B3pociabiM TarueHTaM ¢ CJ[ 2 ¥ BBICOKMM CEp/CYHO-
COCYIUCTBIM PUCKOM™ B KOMOMHAIIMM CO CTaHAApPTHOH Tepamuell cepAaeyHO-COCYIUCThIX
3a00JIeBaHUH C 1IEJbI0 CHUKECHHUS:

. o011Ieii CMEPTHOCTH 32 CUET CHUIKEHUS CePACYHO-COCYIUCTON CMEPTHOCTH;

. CEPJIEYHO-COCYAUCTOM CMEPTHOCTH WJIM TOCHUTAIM3alUM 1O TIOBOJY CEpACUHOM
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HEAOCTATOYHOCTH.
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*BBICOKHI Cep/IeYHO-COCYAUCTHIM PUCK OTpeIeNieH KaK HaJIHIHe XOTs OBl OJTHOTO M3 CIIeIyIONHMX 3a00IeBaHUH
n/WaM cocTOsiHMiL: mmeMudeckas Oone3nb cepaua (MBC) (mHpapkT Muokapia B aHamHe3e, ITyHTHPOBaHHE
kopoHapHbix aptepuii, UBC ¢ mopaxkenueM omHoro kopoHapHoro cocyaa, UbC ¢ mopaxkeHneM HECKOIbKUX
KOPOHApHBIX COCYIOB); HWIIEMHYECKUH WM TEeMOpparMuecKkuii WHCYIbT B aHaMHe3e; 3a0oyeBaHus
nepudepuIeckux apTepuil (¢ CHMITOMATHKOM mim 6e3).

CepieuHast HEHOCTATOYHOCTD

[Tpenapatr OMmnarnuguo3uH MoKa3aH B3pOCIbIM MalMEHTaM C CHUMIITOMAaTHYECKOW XPOHUYECKOM
cepmeunoit HegocraTounocthio (XCH) (dyrkumonamsusie kimaccsl II-IV mo Hpio-Hopkckoit
knaccupukanuu (NYHA)) HezaBucumo ot ¢pakuuu Beiopoca neBoro xenynouka (OBJDK), ¢ nam
06e3 CJI 2 mist CHWKEHHsI pUCKa CEepPACYHO-COCYIUCTON CMEPTH W TOCIUTAIU3ANMH IO TIOBOIY
CEepACYHON HEAOCTATOYHOCTH.

XpoHndyeckas 00JI€3Hb ITOYEK

[Ipemapar DOmnarnudiao3uH MOKa3aH B3POCHBIM IMAIIMEHTaM C XPOHUYECKOW OOJE3HBI0 MOYEK
(XBII) nig cHuxKEeHUs prcKa:

. nporpeccupoBaHusi  3a0oyieBaHusl  (YCTOMYMBOTO  CHIDKEHHS  PAacueTHOH  CKOPOCTH
kiyooukoBoit ¢uibTpanuu (pCK®), Hactynnenus tepMmuHanbHoi ctanuu XbBII nim cmept
0 MIPUYMHE MOYECYHOM MATOJIOTUH) WIIH CEPJIEYHO-COCYAUCTON CMEPTH;

] TOCIHUTAIM3AIMH TI0 JTI000H IPUYHHE.
4.2. Pesxum 103MpOBaHus U cOCO0 NPHMMEHEHHUS

PexxuM o3upoBaHus

Bspocnvie

Mownomepanus uiu kombunuposannas mepanus C/ 2

Pexomennyemas HayanbpHas 1o3a cocrasisier 10 mr (1 Tabnerka no3uposkoii 10 mr) 1 pas B cyTku.

B cayuae ecnu cyrounast mo3za 10 Mr He oOecriedynBaeT aJIeKBaTHOTO TJIMKEMUYECKOTO KOHTPOJIS, Y
nauuentoB ¢ pCK® >30 mn/mun/1,73 M 71032 MOXET OBITH yBenuyeHa a0 25 mr (1 tabnerka
JIO3UPOBKOM 25 Mr) 1 pa3 B CyTKH.

MaxkcuMaibHasi CyTOYHas 103a COCTaBIISAET 25 MT.

[Ipu coBMecTHOM MpUMEHEHUH IpenapaTta IMOarandiIo3uH ¢ MIPOU3BOIHBIM CYIb(OHUIMOUYEBHUHBI
NI C HUHCYJIIMHOM MOXKET HOTpe6OBaTBC$I CHMKCHUC J03bI IMPOU3BOAHOTO
CyJb()OHMIIMOYEBHUHBI/MHCYJIMHA U3-3a PUCKA PA3BUTHS THIIOTJIMKEMUHN (CM. pazzaen 4.5.).

Cepoeunas Hedocmamo4yHoCcmb

Pexomennyemas cyrounast 1o3a npenapara cocraisier 10 mr 1 pas B CyTKH.

Xponuueckas bon1e3Hb NoUeK

PexoMmennyemas cyrounasi 1o3a npenapara cocraisier 10 mr 1 pas B CyTKH.

PeKOMeHdauuu 6 cjiyddae nponyckad npuema npenapama

[Tpu npomycke 10361 MAUMEHTY CeAYyeT IPUHSTH Mpernapar, Kak TOJIbKO OH 00 3ToM BcrioMHUT. He
clenyeT IpUHUMATh JBOMHYIO 103y B T€YEHUE OJTHUX CYTOK.

Oco0Oble T'PVYIITBI TAITUEHTOB

Hab}ueHMbl C NOYEeUHOU HeOOCMAmMoO4HOCHbIO

[Ipenapar DOmmarnudao3uH B A03upoBke 10 M MOXXHO TPUMEHSATH HE3aBUCHMO OT (DYHKIIUH
ITOYCK. OI[HaKO, N3-3a OrpaHUYCHHOIO ONbITA NPUMCHCHHA, HC PCKOMCHAYCTCSA HAaUUMHATH JICUCHUC
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npenaparoM OMNaraugIIo3uH y MauueHTOB, HAXOASAIUXCS Ha'ﬂ/fgﬂ'iﬂg.‘]': BATENBHOCTE 0001)

['mukemuyeckas 3QheKTHBHOCTh dMMaraudio3uHa 3aBUCUT OT (PYHKIIMH TOYEK M, BEPOSATHO,
OTCYTCTBYET Yy MAIlMEHTOB C TMOYEYHOM HENOCTAaTOYHOCTHbIO Tsikenon crenenu. Eciu pCKO
CHMYAETCS 110 3HaueHuit meree 30 mu/mun/1,73 M2, peKOMeHIyeMasi J103a Mmperapara J0JKHA ObITh
orpannueHa A0 10 Mr u mpu HEOOXOIUMOCTH CIEAYeT PAaCCMOTPETh BO3MOXKHOCTH HAa3HAYCHUS
JOTIOJTHUTEIBHOTO JICUEHHUSI ISl CHUKEHHUS YPOBHSI TJIIOKO3BI B KpOBHU (CM. pazjaein 4.4.).

Hab}ueHMbl C NeYeHOYHOlU HeOOCMAMoOYHOCMbIO

VY nmanueHToB ¢ MEYEHOYHON HEIOCTAaTOYHOCTBHIO JIETKOM U CPEIHEN CTENEeHM TSKECTH KOPPEKIIMHU
J03bl Tpenapara He TpeOyercs. DKCIOo3ulus SMIariudio3uHa y TAIMeHTOB C TMEYEHOYHOU
HEJIOCTATOYHOCTBIO TSDKEJION CTETNEeHW yBelInuuBaeTcs. KiImHWYecKkue NaHHbIE MO MPUMEHEHHIO
BMHaFHI/I(bJIOBI/IHa y ITaITMCHTOB C HG‘-I@HO‘-IHOﬁ HEAOCTAaTOYHOCTBIO TH)KG.HOI\/'I CTCIICHU OI‘paHI/I‘IeHBI,
B CBSI3U C YeM MPUMEHEHUE IIpernapara y TAKUX MalMeHTOB HE PEKOMEHIYETCS.

ﬂuua noaHCuUs020 so3pacma

Koppekuu 103bl 3Mnarnuduio3nHa B 3aBUCUMOCTH OT BO3pacTa He TpeOyercs. Y NalMeHTOB B
BO3pacTe 75 JET U cTapuie cleAyeT yUYUTHIBATh OBBIIIEHHBIN PUCK THIIOBOJIEMUH.

JleTH ¥ DOAPOCTKU
Chq2

Pexxum no3upoBanus y gereit ot 10 qo 18 et He oTimvaeTcs OT pekuMa J03UPOBaHUS Y B3POCIIbIX.

HNanable 1o npumeHeHutro npemnapara y aered ¢ pCK® <60 mn/mun/1,73 M? OTCYTCTBYIOT.
besonacHocth u addextuBHOCTh dMNarnuduiosnHa y nerei B Bo3pacte ot 10 mo 18 ner He
yCTaHOBIIEHBI. JJaHHBIE OTCYTCTBYIOT.

Cepoeunas HedocmamouHocmy

bezonacHocts u 3¢dexkTrBHOCTD AIMMarnudiIo3uHa Ui JCYCHHUs CepJeUHONW HEeIO0CTaTOYHOCTH Y
nere B Bozpacte ot 0 10 18 et He ycTaHoBIEHBI. JlaHHBIE OTCYTCTBYIOT.

XpOHuQQCKa}l bone3nb nouex

be3onacHocth u addexTuBHOCTD dMnariudosnaa st aedeHuss XbII y nereit B Bo3pacte ot 0 10
18 net He ycTaHOBJIEHBI. [JaHHbBIE OTCYTCTBYIOT.

Croco0 mpuMeHeHus

BuyTps.

[Ipenapat DOMnarinuguo3uH MOKET NMPUHUMATHCSI HE3aBHCHUMO OT MpHeMa MUIIM B Jr000e BpeMs
nHs. TabieTku ciaenyeT mporiaTkiBaTh IEIUKOM, 3aITUBast BOJIOMH.

4.3. [IpoTuBonoka3zanusi

. ['unepuyBCTBUTENBFHOCTD K AMMArIU(IO3UHY WU K JTI000OMY M3 BCIIOMOTaTEIbHBIX BEILECTB,
IIEPEYUCIIEHHBIX B pa3zaene 6.1.;

° caxapubiit auader 1 Tumna (CJ1 1);

. KETOaLUI03;
. [IEYEHOYHAsI HEJOCTaTOUHOCTb TSYKEJION CTENEHU;
. 0epeMeHHOCTh U MEePUO/I TPYTHOT0 BCKapMiIMBaHus (cM. pasaen 4.6.);

. netu u noapoctku 1o 18 ner 6e3 CJI 2;

. INpPUMEHEHHE Yy JIeTe M MOJIPOCTKOB A0 18 JeT s JedeHus cepledHOil HeAOCTaTOYHOCTH
WM XpOHUYECKOH 00ie3HU movek (cM pazzaen 4.2.).
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4.4. OcoOble yka3aHMsl 1 Mepbl NPeJ0CTOPOKHOCTH NIPH ndll;l\';'e;em: BATEJTEHOCTS 0001)
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. [TanneHTsl ¢ PUCKOM Pa3BUTHS TMIOBOJEMHHM (IPUMEHEHHUE TMIIOTEH3UBHBIX MPENapaToB CO
Clly4yasiMd apTepUalibHOW TMIIOTEH3UU B aHAMHE3E);

. 3a00JIeBaHUs KeNTyT0YHO-KHUIIIEUHOTO TPAKTa, IPUBOASIINX K TIOTEPE KUAKOCTH;

. BO3pacT cTapiie 75 neT;

. MPUMEHEHHE B KOMOMHALIMY C TIPOU3BOJHBIM CYIb()OHIUIMOUYEBUHBI HIIK HHCYJIHMHOM;
. MH()EKIMHU MOYETIOJIOBOM CHCTEMBI;

. JMeTa C HU3KUM COJIepKaHUEM YTJIeBOJIOB;

. KETOoall1/103 B aHaMHE3e;

. HU3Kas CeKPETOPHAsE aKTUBHOCTh O€Ta-KJIETOK MOKETYA0THON KEe3bl.
Keroaunnos

Cnyyan keToanuao3a, B TOM YKCJIEe OMAacHOIO JAJisl )KU3HH U C JIETAbHBIM UCXOJ0M, OTMEYAIIUCh Y
naruenToB ¢ CJ/l, momydaomux MHIHOUTOPBl HATPUW3aBUCUMOTO MEPEHOCUMKA TIIIOKO3bI 2 THUIA
(SGLT?2), Bxmrouas smmaraudao3uH. B HEKOTOphIX M3 OTHUX CiIy4aeB TMPOSBICHUS OBUIH
ATUIMUYHBIMU U BBIpAXKAJIUCh B YMCPCHHOM ITOBBIIICHUW KOHICHTPAIIUKU T'JIFOKO3bI B KPOBU (HI/I)KG
14 mmonb/n (250 mr/mr)). XOTs KeToamuao3 peke Bo3HUKaeT y mamueHToB 0e3 CJI, ciydam
BaGOHGBaHI/IH TaKXKeE GBIJII/I BBISBJICHBI Y TAKUX MMAITUCHTOB. HGI/I3B€CTHO, 6YI[€T JI1 BOBHUKHOBCHHC
KeToalu103a 6ojee BepOsITHBIM IIPU IPUMEHEHNUHU 00Jiee BHICOKUX 103 SMIarin(Io3uHa.

Puck xeroammmo3a JOMKEH YYUTHIBATHCS B CiIydae TIOSBICHUS TaKHX HeCHenu(UIecKuX
CUMIITOMOB, KaK TOIITHOTA, PBOTA, OTCYTCTBHE aIllIETUTa, OOJIb B JKUBOTE, BBIPAKEHHAS >KaXKIa,
3aTpyJHEHUE [IbIXaHWs, JE30PHCHTAlUs, HEOObIYHAs YTOMIISIEMOCTh WM COHJIUBOCTH. [lpm
MOSIBJICHUM TaKUX CHUMIITOMOB MAIlUEHT JOJKEH OBITh HE3aMETMUTEIIBHO 00CIIeIOBaH HA MPEIMET
KEeTOallM/103a, HE3aBUCUMO OT TIOKaszarejlied KOHLEHTpaluu TJIOKO3bl B  KpoBu. llpu
JUArHOCTUPOBAHHOM KETOAITM103€ WJIM TI0JI03PEHUH Ha HETO Teparus dMIariudI03uHOM JOJKHA
OBITH HEMEIJICHHO TIPEKpaIleHa.

Jleyenue cnegyer mpepBaTh y MalMEHTOB, TOCMUTAIM3UPOBAHHBIX JUJISl MPOBEIEHUS OOMIMPHBIX
XUPYPTUYECKUX MPOLEeNyp WIM TPH HAIWYUKA OCTPBIX CEphe3HBIX 3a0osieBaHuid. s Takux
MMalUEHTOB PEKOMEHJOBaH KOHTPOJIb KOHLIEHTPAallMM KETOHOBBIX Tell. [IpenmodrurensHO
M3MEpEeHNEe KOHILIEHTPAIlMM KETOHOBBIX TeNl B KPOBM, a He B Moue. JledeHue smmarinio3nHOM
MOKHO BO300HOBUTBH IIOCJIE€ HOPMAaJU3allMUd KOHIEHTPALUU KETOHOBBIX TeJl M CTa0WIM3alUU
COCTOSIHUS TallMEHTA.

[lepen HayamoMm mnpUMEHEHHUs SMIAriudIo3MHa CcleAyeT ONpeAeNuTh Hajludyhe B aHaMHe3e
nanueHTa (akTopoB PUCKA, MPEIpacoNaralimX K Ketoanuao3y. K unciny mainueHToB, y KOTOPBIX
BO3MOXKEH 00Jiee BBICOKUN PUCK KETOALM03a, OTHOCSTCS MAllMeHThI C HU3KUM Pe3epBOM (PYHKIINH
Oera-kneTok (Hampumep, manueHTsl ¢ CII 2 ¢ Hu3kuM coaepxkanueM C-TeNTHIA WU JIATEHTHBIM
ayrouMMyHHbIM CJI y B3pocibix (LADA) niu nauueHThl ¢ MaHKPEATUTOM B aHAMHE3€), MalluEeHThI
C COCTOSIHUSIMU, KOTOPBIE MPUBOAST K OTPAHUUYEHUSM B MUTAHUU WU THKEIOMY 00€3BOKHUBAHUIO,
MAIUEHTHI, AJI1 KOTOPBIX JA03bl HHCYJIMHA CHUKEHBI, U MAI[UEHTHI C TIOBBIIIEHHBIMU OTPEOHOCTIMU
B HHCYJIHMHE BCIEACTBHE OCTPBIX 3a00JEBaHUI, XUPYPrUYECKOTO BMEMIATEIhCTBA WM
3JI0yMOTPEOJICHHsT AKOTOJeM. Y TakuxX ManueHToB mHruoOutopsl SGLT2 crnemyer mpuMeHATH C
OCTOPOKHOCTBIO.

BozoOHoBnenune neuenus maruoutopom SGLT2 y manueHTOB ¢ KETOAluo30M B aHAMHE3e HE
PEKOMEHIYEeTCsl, €CJIM TOJBKO HE BBISBICH U HE YCTPAHEH APYIrOM sBHBIM Ipeapacroiararoiuin

(dakTop.
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OwMnarnudao3uH TpoTuBonoka3an mamueHtam ¢ CJI 1. ﬂa&g{lglémﬂgﬂwﬂﬁ I%[;VIII?I‘I;]QCI’-IIC]/IB(

uccieoBanui ¢ ydactueM nanueHToB ¢ CJ[ 1 BBISIBWIM yBEJIMYEHHE YAaCTOThI KETOAMI03a Y
MAIMEeHTOB, MOTy4aBIIMX sMOariudao3us B 1o3e 10 1 25 Mr B KauecTBe AONOJIHEHUS K HHCYIUHY
B CPaBHEHHH C IIJIAIe00.

IIpuMeHeHne vy TaIMEHTOB ¢ HApVIIICHUEM d)VHKHI/II/I IMOYCK

H3-3a OIrpaHUYCHHOI'O OIIbITa IMPUMCHCHUA HE PEKOMCHAOYCTCA Ha4YWHaTh JICYHCHHUC
BMHaFHI/Iq)JIOBI/IHOM Y NallUCHTOB, HAXOAAIIUXCA HAa JUATTNU3C.

['mmornukemudeckast 3(hPeKTUBHOCTD dMMaraudao3uHa 3aBUCUT OT (QYHKIIMHM MOYEK M, BEPOSITHO,
oTcyTcTByeT y nanuentos ¢ pCK® <30 mu/mun/1,73 m? (cm. pasaen 4.2.).

MoHHTOPHUHT (bVHKHI/II/I IIOYCK

PexomeHnoBaHa olleHKa (PYHKIIUU ITOYEK:

- 70 Hayaja MPUMEHEHHs SMIariudio3uHa W TEPUOJUYCCKA BO BPEMs JICUEHHUS, HE PEKe
1 pa3a B rog;

- 70 Hayajla MPUMEHEHHUs JII000ro COMYTCTBYIOIIETO JEKAapCTBEHHOIO Iperapara, KOTOpPBIi
MOJKET OKa3bIBaTh HETATUBHOE BIUSHUE HA (DYHKIINIO MTOYEK.

IIpuMeHeHnE V MAIMEHTOB ¢ PUCKOM Pa3BUTHS TUIOBOJCMHHU

Ha ocHoBanmm wMexanu3ma gedctBusi uHruoutopoB SGLT2, ocmoTuueckwii auypes ¢
COMYTCTBYIOIIEH TJIIOKO3ypUEH MOXKET MNPUBOJUTh K YMEPEHHOMY CHHUXEHHUIO apTEepHalbHOTO
nasienust (AJl). [loaToMy ciienyeT mpUMEHSTh IpenaparT ¢ OCTOPOKHOCTHIO y TAIMEHTOB, IJIS
KOTOPBIX CHIKeHHE AJ[ MOXXET MpeACTaBisATh OMACHOCTb, HANPUMEP, Y MAIlMEHTOB C CEPACUHO-
COCYAMCTHIMHM 3a00JIEBaHUSAMHU; Yy TMALMEHTOB, MPUHUMAIOIIUX THIIOTEH3UBHbIE MpernapaThl (C
AMU30/1aMH apTEpUAIILHON TUIIOTEH3UHU B AHAMHE3€) WM Y ITALIUEHTOB CTapIie 75 JeT.

B cnydae pa3BUTHS COCTOSAHMH, KOTOpPHIE MOTYT MNPHUBECTH K IOTEpPE KUAKOCTU (HAmpHUMED,
3a00JIeBaHNE KETYJOYHO-KUIIEYHOTO TPAKTa), y MAIMEHTOB, IOJYYAIOIIMX SMIAriugiIo3uH,
PEKOMEH/IOBaH TIIATEIbHBIH MOHHTOPHHI CTENEHH O0€3BOKMBaHUS (Hampumep, (U3NKaIbHOE
obcnenoBanue, usmepenue AJl, maboparoproe oOciieoBaHKEe, BKIOUYAsi OLIEHKY IeéMaTOKPHUTA) H
AJIEKTPOJIUTHOTO OaaHca. MokeT TOoTpeOOBaThCS BpPEMEHHAs OTMEHa SMIariaugo3uHa 10
BOCIIOJIHCHUSA IMOTCPU KUAKOCTHU.

JInIa moKMJIoro Bo3pacra

O¢dexr smnarnudao3rHa Ha BBIBEJCHHE TIIIOKO3bI MOYKAMHU CBSI3aH C OCMOTUYECKHM JTUYPE30M,
KOTOpPBIA MOXKET MOBJIMATh Ha rujapartanuto. llanueHTsl B BO3pacTe 75 JIeT M cTapiie MOTYT
IIO/IBEPraThCs IOBBIIIEHHOMY PHMCKY pa3BUTHA TunoBojemMuu. HexenarenbHble peakiu,
CBSI3aHHBIE C THUIIOBOJIEMHEH, OTMEYaTUCh Yy OONBLIEro 4YHciaa TNalMeHTOB, MOJy4YaBIINX
sMnarin@Io3uH, YeM Yy MalMeHToB, Nody4yaBmux miamnebo. [Toatomy ocoboe BHUMaHHE CleayeT
YAENATh TONOJHEHUI0 o00beMa B ciaydyae OIHOBPEMEHHOIO MPHUMEHEHHUS JIEKapCTBEHHBIX
MpernaparoB, KOTOPOE MOXKET MPUBECTH K TUIMOBOJIEMHUH (HAIpUMEp, TUYPETUKHU, MHTUOUTOPHI

AIlID).

OcokHeHHbIe MH(DEKIIMY MOYEBBIBOSIIINX IYTEN

Crnyyan OCIOXKHEHHBIX WH(MEKIIMHA MOYEBBIBOASIINX MYyTEH, BKIIOYAsl MHUEIOHEPPUT U YPOCETICHC,
OTMEYaINCh Y TAlNWEHTOB, NPUHUMABIIUX ASMOAriu(Io3uH. Y TalueHTOB C OCJIOXHEHHBIMU
MHOPEKIUAMH MOYEBBIBOJAIINX ITYTeH CJeIyeT pacCMOTPETh BPEMEHHOE IMpEpbIBAHHUE JICUCHHS
AMIArIu¢I03UHOM.

Hekporrnueckuii pacumut mpomexxkHoctu (raurpeHa OypHoee)

Crnydan HEKpOTHYECKOro (haclMUTa TPOMEKHOCTH (TaKKe H3BECTHOTO Kak raHrpeHa dypHbe)
ObUIM 3apeTUCTPUPOBAHbI Y >KeHIIMH W Myx4duH ¢ CJI, momywaBmmux umuHruburopsr SGLT2. Oto
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peaKoe, HO Cephe3HOE U MOTEHLUUATBHO YIPOXKAIOUIEE KU3HU %EEME,%G’&%EE%?&EB%%

XUPYPTHICCKOro BMCHIATCIILCTBA U JICUCHU A AHTHOUMOTHKAMHU.

[TanenTam cienyer peKOMEHAO0BaTh OOpaTHThCS K Bpady, €CIIM y HUX BO3HUKAET COYETaHHE
CUMIOTOMOB OO0JIM, YyBCTBUTEIBHOCTH, SPUTEMBl WM MPUILYXJIOCTH B O0JACTH MOJOBBIX OPraHOB
WM TIPOMEXKHOCTH, C JIMXOPAAKON MM HenomoranueMm. CrelyeT NOMHUTh, YTO HEKPOTHUYECKOMY
(bacuuuTy MOTYT MpEIIIeCTBOBATh YPOI€HUTAIbHbIE HHPEKIMU Wi aldcuecc mpomexxHocTu. [lpu
NoJI03peHNH Ha ranrpeHy ®ypHbe npueMm sMmariudo3nHa CleayeT MPEeKpaTUTh; HE0O0XOAUMO
Ha4yaTh HEe3aMEeJIUTEIbHOE JeueHue (BKII04as aHTUOMOTUKU U XUPYPTUUECKYI0 00paboTKY).

AMOyranuy HUKHUX KOHEYHOCTEHN

B 1monrocpodHBIX KIWHUYECKUX HCCIEeNOBaHUSIX apyroro wuHruoutopa SGLT2 nHabmomamoch
YBEJIMYEHUE YaCTOThl aMIyTallMil HUKHUX KOHEYHOCTEH (IIPEMMYILECTBEHHO TMajblEB CTOIM).
HewusBectHo, sBisieTcst u 310 3P deKTOM, XapaKTepHBIM JIJIsl BCETO Kiacca mpernapatoB. Kak u mis
Bcex nanueHToB ¢ CJI, Ba)KHO peKOMEHI0BAaTh PEryJISpHbIN NMPO(UIaKTHYECKHH yXO0/1 32 CTOIaMHU.

IlopakeHue meueHu

B xone KIMHUYECKUX MCCIeI0BaHUN OBLIH MOJYYEHbI COOOIIECHHS O CIIydasix MOPaXeHUs MEeYCHU Y
HAIEHTOB, IMOJy4yaBIIMX HSMIarauduiosud. [IpuumHHO-CIIEACTBEHHAsT B3aUMOCBA3b MEXKIY
NPUMEHEHHEM SMIarin(Io3uHa U MOpakeHUEeM MEYEeHU He YCTaHOBJICHA.

IloBbIIIIEHNE TEMATOKPUTA

HaGntoganuch cirydan NOBBIIICHHS TeMAaTOKPUTA Ha (POHE Tepariy SMIArIn(I03UHOM.

I/IH(bI/IJ'IBTDaTI/IBHaﬂ KapauoOMHUONaTuid U KapaAuoOMHOIIaTHUA TaKOHV6O

[TareHTH! ¢ MHOUIBTPATUBHON KapIMOMHUOINIATHEN U KapauoMuonarueil Takoiyoo crienuanbHo He
nccaeaoBauch. Takum oOpa3zoM, 3¢ (HEKTUBHOCTD y TAHHBIX MAIIHEHTOB HE YCTAaHOBJICHA.

Pe3ynpTaThl aHATU30B MOYH

N3-3a MexaHu3Mma JIEWCTBUS Ipenapara pe3yibTaThl aHAIM3a MOYM Ha IUIIOKO3Y y MAllMeHTOB,
MPUHUMAIOIIUX SMOArTU(I03HUH, OYIyT NOJOKUTEIHHBIMH.

Biansgane Ha pe3yabTaThsl KOJINYECTBEHHOTO onpenenenus 1,5-auruaponormroia (1,5-AG)

OneHka MIMKEMUYECKOr0 KOHTPOJS ¢ nmomoulpto aHanusza 1,5-AG He peKoMeHIyeTcs, TOCKOJIbKY
u3Mepenue 1,5-AG sBnsieTcs HEHAJEKHBIM METOAOM OLEHKH TIJIMKEMHUYECKOIO KOHTPONIS Yy
MAIMEeHTOB, Moiydaonmx UHruoutopsl SGLT2. PexomeHI0BaHO MpPUMEHEHUE aNbTEPHATUBHBIX
METO0B KOHTPOJIS TIIMKEMUHU.

BcnomorarennbHEIC BEIIECTBA

Jlakmosa

JlaHHBIN JIEKapCTBEHHBIN IpeENapar He CleAyeT IMPUHMMATh MMALMEHTaM C PEIKO BCTPEYAIOLICHCS
HACJICICTBEHHOW HENEPEHOCUMOCTBIO TaJIaKTO3bl, JIAKTa3HOW HEAOCTATOYHOCTBIO HIIU TJIHOKO30-
raJlakTO3HOH ManibabcopOre.

Hampuu

JlaHHBIN TIpenapaTt coaepkuT MeHee 1 MMoinb (23 Mr) Hatpust Ha 1 TaGneTKy, TO €CTh MO CYTH HE
COJIEPKUT HATpHSI.
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COOTBETCTBYET KCNEPTHOMY OTYETY

B3aHMMOJAEHCTBUSA

dapmakoaguHaMUUECKUE B3aUMOJIENCTBUS

Jluypemuxu

OMnarmu@ao3uH MOXET YCWIMBATh JUYPETUYECKHH A(PQPEKT THA3UAHBIX M «IETIEBBIX»
OUYPETUKOB, 4YTO B CBOIO OYEPEIb MOXET YBEIWYUTb DPHUCK pPa3BUTUSA JETHApPATALMA U
apTepUaIbHON TUIIOTEH3HH.

Hncynun u npenapamel, ycunusaioujue e2o cekpeyuro

WucynuH W mpemaparsl, YCHUJIMBAIOUIME €r0  CEKPELHI0, TaKhue Kak IPOU3BOJHBIC
CyJab(OHUIMOYEBUHBI, MOTYT YBEJIWYUBATh PHUCK THUIOIIUKeMUU. [lo3TOMYy CHUXKEHHE J103bI
MHCYJIMHA WIX TIPErnapaToB, YCHIMBAIOUINX €r0 CEKPeLHi0, MOKET MOTpeOOBaThCs BO M30EkKaHHE
pHUCKa Pa3BUTHUS TUIIOTIMKEMUU IIPU OJTHOBPEMEHHOM MPUMEHEHUU C SMIATrIN(I03UHOM.

DdapMaKOKMHETUYECKUE B3ANMOJIENCTBUS

Brusnue opyaux nekapcmeennvix npenapamos Ha dIMna2iugio3um

JlaHHbBIE in Vitro yKa3bIBAalOT HA TO, YTO OCHOBHBIM IyTeM MeTa0oiu3Ma sMmariudio3uHa y
YesioBeKa SABIISETCS TVIIOKYPOHHUAALUS C Y4acTUEM YpUIUH-5’-nudocoriokypoHo3mITpaHcdepas
UGT2B7, UGT1A3, UGTIA8 u UGTI1A9. Dwmnarnudio3uH sBISETCS CyOCTpaTOM IS
opranndeckux aHuoHHbIX mepeHocunkoB: OAT3, OATPIB1 u OATPIB3, HO He sBusercs
CcyOCTpaToM IJisi OpraHUYecKUX aHMOHHBIX NepeHocurnkoB 1 (OAT1) u opraHmYecKux KaTHOHHBIX
nepeHocunkoB 2 (OCT2). DOmnarnudiiosns sBisieTcss cyoctparom s raukonporenHa P (P-gp) u
OernKa, OINpeNeNsIoIero pe3uCTeHTHOCTh paka Mojo4yHoit xene3bl (BCRP). OpHoBpemenHoe
npuMeHeHue sMmnarmmduosnHa ¢ npoodeHenuaoM, uHruomropom ¢epmertoB UGT u OATS3,
MPUBOJMIO K YBEIIMYCHHUIO Ha 26 % MaKCHUMAalbHBIX KOHIEHTpAlui >Mmariu@io3nHa B IUIa3Me
KpoBU (Cmax) W yBeauMyeHHIO Ha 53 % IuIoWaay Moj KpUBOM «KoHIEHTpauus-spems» (AUC).
JlaHHbBIC U3MEHEHUS HE CYNTAIIMCH KIIMHUYECKH 3HAYNMBIMH.

Bmusane wnnyknum UGT (Hanpumep, WHAYKOHS pUAMIUIIMHOM WM (EHUTOMHOM) Ha
sMOaraugiIo3uH He u3ydanochk. OTHOBpPEMEHHOE MPUMEHEHUE U3BECTHBIX MHAYKTOPOB (PEpMEHTOB
UGT He peKOMEH/JIOBAaHO B CBSI3M C MOTCHIMAIBHBIM PUCKOM CHUXeHUs 3ddextuBHocTu. Ecmm
HEoOXOIMMO OJHOBPEMEHHOE TpUMEHEeHUue HWHIyKTopa naHHeiXx ¢epmentoB UGT, cruemyer
KOHTPOJIMPOBATh KOHIIEHTPALIMIO TJIFOKO3bI B KPOBHU I OIIEHKU OTBETa Ha SMIArindao3uH.

HccnenoBanue B3auMojeicTBuss ¢ rempuOpo3uiaoM, UHruOuTopoM mnepeHocunkoB OAT3 u
OATP1B1/1B3 in vitro, nokasano, 4To Cmax dMnaraudosnaa nossimanack Ha 15 %, a AUC — Ha
59 % mnocne OJHOBPEMEHHOTO IPHUMEHEHHUs IpenaparoB. JlaHHBIE M3MEHEHUS HE CUUTAINCh
KJIMHUYECKU 3HAYNMBIMH.

[TonaBnenue mnepenocunkoB OATP1B1/1B3 mpu ogHOBpEeMEHHOM NPUMEHEHUHU pHpaMIULIUTHA
MPUBOAMIO K yBeTHYeHHIO Ha 75 % Cmax 1 yBenmmuenuro Ha 35 % AUC smnarnuduiosuna. Jlanapie
U3MEHEHHUS HE CUUTAINCh KIMHUYECKU 3HAYMMBIMU.

Okcno3unus sMmnariauguo3nHa Obula OJMHAKOBOW KaK MpH OJHOBPEMEHHOM IMPUMEHEHHU
Bepanammia, HHruouropa P-gp, tak u 6e3, ykaspBas Ha TO, UTO MojaBieHue P-gp He okasbIBaeT
KJIMHUYECKHU 3HAYUMOT'0 BO3ACHCTBHS Ha SMIATIU(IO3HH.

ITo pesymbraTam UCCIEAOBAaHUM B3aUMOJEHCTBUA, (apMaKOKHMHETHKA SMOAriau@uo3uHa He
U3MEHSIAaCh IpPU OJHOBPEMEHHOM IPUMEHEHUM MeT(OpMHUHA, INIMMENUPUAA, IHOITIUTA30Ha,
CUTarJIMNTHHA, JIMHATJHUIITHHA, BapapuHa, BeparnaMuia, paMUIpuia, CAMBaCTaTHHA, TOPACEMUIA
U THIPOXJIOPOTHA3UAA.
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Bruanue smnaznugnozuna na opyaue i1exapcmeeHHbvle

COOTBETCTBYET 2KCNEPTHOMY OTYETY

OMnarnnudao3uH MOXKET YCUIIMBATh BBIBEICHUE JIUTHUS MMOYKaMH, U KOHLEHTPALUs JUTHS B KPOBU
MOXET CHUXaTbCsA. KOHIEHTpaluio JIUTHUS B CHIBOPOTKE KPOBU CIIEYET KOHTPOJIHUPOBATH Halle
rocJjie Hayaja Tepamnuu SMOariu@iIo3MHOM W H3MEHeHUil 103bl. 1 KOHTPOJs KOHLIEHTpaluu
JTUTHS CIIeAyeT HAMPABUTh MAIIMEHTA K Bpady, HIMEIOIIEMY OIBIT B HA3HAUYCHUH TPENapaToB JIUTHUS.

CornacHo pe3ynabTaTaM UCCIEI0BaHUH in vitro, SMINarau@o3uH He N01aBIsIeT, He MHAKTUBUPYET U
He uHaynupyer uzopopmbl CYP450. Omnarmupnosun He unrubupyer UGT1Al, UGTIA3,
UGT1AS8, UGT1A9 wmu UGT2B7. JlekapcTBeHHbIE B3aUMOJECUCTBUS C y4aCTUEM OCHOBHBIX
nzopopm CYP450 u UGT wmexny smnariau@io3uHOM U OJHOBPEMEHHO MPUMEHSIEMbIMH
cyOcTpaTaMu 1aHHBIX (DEPMEHTOB CUMTAIOTCS MAJIOBEPOSTHBIMHU.

OMmnarmu@ao3uH B TepaneBTUYECKHX N03ax He mozasiseT P-gp. Ilo maHHBIM uccrienoBaHuil in
vitro, sMrariaugao3uH, BEpOsITHO, HE BHI3BIBACT B3aWMOJICHCTBUS C JACHCTBYIOIIMMHU BEIIECTBAMH,
KOTOpHBIE SBISIFOTCS cyOcTparamu P-gp. OnHOBpeMeHHOE MPUMEHEHHE TUTOKCHHA, cyocTpaTa P-gp,
¢ ammnarnaudiozuaoM npuBoAwIo kK nosbimeHnio AUC Ha 6 % u noBbIeHHIO Crnax TUTOKCHHA HA
14 %. JlanHuble U3MEHEHUS HE CUYUTAIIMCH KIIMHUYECKH 3HAYUMbBIMH.

Ommnarnudao3uH He moaBiseT Takue nepeHocunku, kak OAT3, OATP1B1 u OATPIB3, in vitro B
KIMHUYCCKHN 3HAYUMBIX KOHI.[GHTpaI_[I/ISIX B ILJIadM¢E KpOBI/I, Hu, CJICOAOBATCJIBHO, HeKapCTBeHHble
B3aUMOJICHCTBUSA C CyOCTpaTamMH [@aHHBIX TIIE€PEHOCUYMKOB MaJIOBepOsiTHHL. McciaenoBaHus
B3aMMOJICHCTBHI, MPOBEACHHBIE C YYaCTUEM 3JIOPOBBIX JOOPOBOJBIIEB, YKa3bIBAIOT HA TO, UTO
sMrarmuQIo3uH HE OKa3blBaeT KIMHUYECKHM 3HAYMMOTO BIMSHHS Ha (apMaKOKHHETHKY
MGT(bOpMI/IHa, F.HI/IMGHI/IpI/II[a, IUOIrjinuTadoHa, CUTarJIUIITHHA, JIMHAIJIUIITHHAQ, CHMBACTATHUHA,
Bap(daprHa, paMUIIPHIIA, TUTOKCUHA, TUYPETHUKOB U TTEPOPATbHBIX KOHTPAIEIITHBOB.

JleTH U HOAPOCTKH

I/ICCJ'ICIIOBaHI/IH JICKApCTBEHHOTI'O BSaHMOHeﬁCTBHH IMPOBOAUIIN TOJIBKO Y B3POCJIBIX MAIIUCHTOB.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JAKTALMSA

bepemeHHOCTH

JlaHHBIE O TIPUMEHEHUHU >MMariIudIo3uHa BO BpeMsi OEpEeMEHHOCTH OTCYTCTBYIOT. MccienoBanus
Ha KMBOTHBIX MOKAa3bIBAIOT, YTO 3MIATIU(IIO3UH IMPOHMUKAET 4yepe3 IUIALICHTY Ha MO3HEM CpPOKe
OepeMEHHOCTH B OUY€Hb OIPAaHMYEHHOW CTENEHU, HO HE YKa3bIBAIOT Ha MPSAMOE MM KOCBEHHOE
OTPULIATENILHOE BIMSIHAE HA PAHHEE SMOPUOHAIBHOE Pa3BUTHE.

OpHako MccleA0BaHUs Ha )KUBOTHBIX MMOKa3alld HEOJIAronpusSTHOE BO3ICUCTBHE HA MOCTHATALHOE
pasButue. [Ipumenenue smnarnugiio3nHa Bo BpeMsi 6epeMeHHOCTH MTPOTUBOMOKA3aHO.

JlakTaius

JlaHHBIE O TNPOHUKHOBEHHH SMITAriau(io3uHa B TPYTHOE MOJOKO OTCYTCTBYIOT. JlocTymHbIe
TOKCHUKOJIOTHYCCKUEC JaHHBbIC, HOJIy‘-IGHHBIe Ha JKHUBOTHBIX, HpOI[eMOHCTpI/IpOBaJII/I, qTo
sMmarmu¢I03uH TPOHUKAET B MOJIOKO. Helb3s1 MCKITIOUNTD PUCK /11T HOBOPOXKICHHBIX JIeTel/nerei
rpyaHoro Bo3pacta. IlpumeHenue osmmarnuduo3nHa B MEPUOA TPYTHOTO BCKApPMIIMBAHMSA
MIPOTHBOIIOKA3aHO.

DepTHIbHOCTD

UccnenoBanue BiausHUs sSMmarindaosuHa Ha (QepTUIBHOCTh Yy 4YelloBeKa He mpoBoAwiu. B
WCCIICIOBAaHUSAX HAa >KMBOTHBIX HE OBUIO BBISBICHO MPSMOTO WM KOCBEHHOTO OTPHUIIATEIHLHOTO
BIUSIHUS Ha (PEPTUIBHOCTD.
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MEXaHM3MaMH

[Ipenmapar oka3bIBaeT HE3HAYMTEIBHOE BIMSHUE HA CIIOCOOHOCTh YHPABIATH TPAHCIOPTHBIMU
cpeacTBaMu U MexaHuzMaMmu. Crenyer cobio1aTh OCTOPOXKHOCTh BO M30€kaHHe THIOTIIMKEMUH BO
BpeMs YIpaBJICHUS TPAHCIOPTHBIMU CpPEACTBaMH M pPabOThl ¢ MEXaHW3MaMH, OCOOCHHO IIpH
MPUMEHEHUH SMONariugiao3uHa B KOMOWHAIMU C MpenaparaMy CyJlb()OHUIMOYEBUHBI W/WIN
UHCYJIUHOM.

4.8. HexxennaTenbHble peakiuu

Pesrome mpoduiist 6e300acHOCTH

Hayuenmor ¢ CJ[ 2

B xnuHMYeckre UcClieoOBaHus C LEIbI0 OIEHKH 0€30MacHOCTH 3MIarindao3uHa ObLTH BKIIIOUEHBI
15582 mammenta ¢ CJI 2, 10004 u3 HUX mody4aiud >MOArIu@IIO3MH B KaueCTBE MOHOTEpAIlUH, a
Takke B KOMOHWHAIUU C MET(GPOPMHHOM, MPOU3BOJHBIM CYIb()OHHIMOUEBUHBI, MUOTIUTA30HOM,
uHruouTopamu  gunentuauwinentuaasel-4  (JAI1-4) wm wuacymuHom. B 6 mame6o-
KOHTPOJIMPYEMBIX HCCIEIOBAaHUNA MPOAODKUTEIBHOCThIO 18-24 Mecana ObulO  BKJIIOUYEHO
3534 manmenTa, 1183 w3 Hux momydanu miane6o, 2351 — smmarnudno3un. OOmas yvacroTa
BO3HUKHOBEHUS HeXemnarenbHbIX peakiuii (HP) y manuenTos, noiayvaBmmx smnariaugao3us, Oblia
aHAJIOTMYHA TAKOBOM Yy TAIMEeHTOB, NpuHUMaBmUX Ianebo. Camoit uacror HP Obina
TUMOTJIMKEMHsI TP TPUMEHEHUU C TPOU3BOJHBIM CYIb(OHHIMOUYEBUHB WM WHCYJIUHOM
(cM. onmmcanue oTaenbHEIX HP).

Ilayuenmul ¢ xponuueckou cepoeuHol HedoCmamo4HOCHbIO

B nccnenosanuss EMPEROR 6nutn BriroueHs! nanueHThl ¢ XCH co camkennoi @BJIDK (N=3726)
WIN coXpaHeHHOH (pakuueil Beiopoca (N=5985), koropsie nomaydanu sMnarauguosud 10 mMr uimm
mane6o. [Ipumeprno y mosoBunbsl manueHToB Obu1 CJ[ 2. Camoii wactoit HP B 00BbeamHEHHBIX
HCCIIEIOBAHUIX EMPEROR-Reduced u EMPEROR-Preserved ObUla  THUIIOBOJIEMHS
(ommarnudaosun 10 mr: 11,4 %, mmanie6o: 9,7 %).

Hab}ueHMbl C )CpOHull€CKOL7 bo/1e3HbI0 nouex

B uccnenosanne EMPA-KIDNEY 6n1mu Britouensl nanueHTsl ¢ XbIT (N = 6609), momy4asime
10 mr smmnarnudno3una unu tianebo. Okono 44 % mnanuentoB umenu CJl 2. B uccnenoBanuu
EMPA-KIDNEY nosbix HP BuIsiBIEHO HE OBLIO.

OO6mmit mpoduiib 0e30MacCHOCTH MPUMEHEHUs SMIaraudao3uHa ObUT B IEIOM CXOXHUM IS
W3YYCHHBIX ITOKA3aHUH K TPUMCHECHHIO.

TabauyHOoE pE3IOME HEKENATENbHBIX DEAKIIAMN

HP, 3aperucrtpupoBaHHBIE Yy MAIlMEHTOB, TOJYYaBIIUX AHMIAIMQIO3MH B  IUIaredo-
KOHTPOJHMPYEMBIX  HCCICIOBAHUSX, paclpeielieHbl [0 CHCTEMHO-OpraHHBIM KJaccam H
tepmuHoniorun MedDRA wu mpeacrasnenst B tabmune Huxe (Tabmuma 1). HP mepeuuncnensr B
rpajaiyy 1o a0CONIOTHOM YacTOTe WX BO3HMKHOBEHHS. HanMeHOBaHUS, WUCIOIb3YyeMbIE IS
Ka)KJIOH KaTerOpPHH YacTOThI, IOJDKHBI COOTBETCTBOBATh CTAHIAPTHBIM TEPMHUHAM B COOTBETCTBUU
CO CJEAYIOIIUM MpaBUIIOM: o4yeHb vacto (=1/10), wacto (>1/100, o <1/10), newacto (=1/1000, HO
<1/100), penko (=1/10000, vo <1/1000), ouenp penko (<1/10000), yactora HeuszBecTHa (Ha
OCHOBAaHHMH UMEIOIIUXCS JAaHHBIX OLCHUTH HEBO3MOXKHO).
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YacToTa BO3HUKHOBEHMUS HexenarenbHble peakuun

Hugpexyuu u unsasuu

KaH,I[HZ[OSHLIﬁ BYJIbBOBAruHUT, BYJIbBOBAruHUT, OajaHuT U APYTUC T'CHUTAJIBHBIC

Yacro: nHbeknmn'; nHPEKIMU MOYEBBIBOAAMMX MyTel! (B TOM YHUCIIE THENOHEPPUT U
ypocericuc)>.
Penxo: HEKPOTU3HPYIONIHUH (acuuT NpoMekHOCTH (ranrpena dyprbe)>>.

Hapymeuuﬂ Memabonu3mMa u NUMaHus

TUIIOTJINKCMUA (HpI/I COBMECTHOM IIPUMEHCHU N C IIPONU3BOIHBIM

YCHBb 9aCTO:
Ose cro CYJIB(QOHMIMOYEBHHBI HITH MHCYITAHOM) .

Yacro: Kaxaa.

Heuacro: KeToaIII/I,HO?)Z.

Hapywenus co cmoponwi cocyoos

OueHb yacTo: cHHXeHUE 00beMa UpKyaupymomieii kposu (OLTK)!.

HapymeHuﬂ CO CMOPOHbL ofceﬂydquO-Kumewozo mpaxkma

Yacro: 3amnop.

Hapyweyuﬂ CO CMOPOHbL KOXHCU U NOOKOJNCHbIX MKAHE

Yacro: 3y/1 (TeHepaNT30BaHHbIH); KOKHAS CHIITb>.

Heuacro: KpanvBHHUIA%; aHTHOHEBPOTUYECKHI OTEK?.

Hapywenus co cmoponul nouex u Mouegbl800Auux nymet

Yacro: yBEJIMYEHHE MOYEBBIICICHHS .,
Heuacro: JIM3YypHs.
OuenHb penKo: TyOYJIOMHTEPCTUITUAIBHBIN HEQPUT.

JlabopamopHvle u uHcmpymeHmanvHvle OanHble

Yacro: IMOBBIIICHUE KOHIOCHTPALINU JIMITUIO0B B IJIa3ME KPOBH.

CHUIKCHHUEC CKOPOCTHU KJ'Iy60‘IKOBOI>i q)HHLTpaHI/II/Il; TMOBBIIIICHUE KOHICHTpAIUN

Heacro: Kp€aTHHUHA B IJIa3ME KpOBI/Il; TMOBBIIIICHUE TCMATOKpPHUTA.

JlononauTENHHAS MHPOPMAITUS TPUBEISHA B TIOApa3aeiiax HUXKE,
Ha ocHOBaHWY TaHHBIX TOCTPETUCTPAIIMOHHOTO TPUMEHEHHS;

HaGmomaercs y maruenToB ¢ CJ1 2.

Onucanue OTAEILHEIX HeXKETaTeIbHBIX PEeaKIINI

T unoenuxemus

YacToTa runmoraIuKeMuH 3aBUCENa OT MPUMEHSIBIIICICS COMMYTCTBYIOMICH Tepaniuy U OblJIa CXOTHOM Y
MAIMEHTOB, MPUHUMABIINX SMOArTU(IO3HH W TUIANed0 B BHAE MOHOTEpANUH, B JOIMOJHEHUE K
MeTOPMHUHY, K MHUOTIUTa30HYy ¢ MeThopMHMHOM U 0e3, B JONOJHEHUE K JIMHATJUMOTHHY H
MeT(OPMHUHY, a TaKK€ B KA4eCTBE JOMOIHEHHSI K CTAaHIAPTHOMY JICYCHHIO U TPU MPUMEHEHHH
smnaraugiao3uHa B KOMOMHAIMM C METGOPMHMHOM Yy TMAIMEHTOB, paHee He MOJIy4yaBIIUX
MEAMKAMEHTO3HOTO JICUEHUS, 10 CPABHEHUIO C MAlMEHTaMH, MOJIYYaBIIUMHU SMIATTU(IO3UH U
MeT(hOpMHUH B BHJE€ MOHoIpenapaToB. [loBbIlIeHHAs YyacTOTa TUIOTJIMKEMUN Ha0Iioanach mocie
MPUMEHEHHSI SMIArin(Io3uHa B JOMOJHEHHE K METHOPMUHY U MPEenapaTty CyIb(OHUIMOUYEBUHBI
(ommarnudaosun 10 mr: 16,1 %, smmarnudaosun 25 mr: 11,5 %, nnane6o: 8,4 %), B TONOJIHEHHUE K
0a3aJbHOMY MHCYJIHMHY ¢ MET(HOPMUHOM M 0e3 MeT(hOpMHUHA, C MIPENapaToM CyIb(POHUIMOYEBUHBI
u 6e3 (ommaraudao3un 10 mr: 19,5 %, smnarnudnosun 25 mr: 28,4 %, nnane6o: 20,6 % B TeueHue
18 Henenp JedeHus1, KOra KOPPEeKIUs 103bl MHCYIMHA He JoycKaiach; smnariaudao3ud 10 mr u
25 mr: 36,1 %, nane6o 35,3 % B 78-HeneNbHOM HCCIEAOBAHHUM), U B JIOTIOJHEHNWE K UHCYJIMHY B
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peKHME MHOTOKPATHBIX HHBEKIHHA C METHOPMUHOM U 6e§n(;h;nlg%§lﬁglﬁ_”§bl '%Igél,%m%,

COOTBETCTBYET KCNEPTHOMY OTYETY

smmarudno3ud 25 mr: 41,3 %, nnane6o: 37,2 % B TeueHue 18 Hemenb JECUCHUS, KOT/Ia KOPPEKITUs
7103l MHCYJIMHA HE JomycKanack; smnaraudiosud 10 mr: 51,1 %, smnarnudnosun 25 mr: 57,7 %,
miane6o: 58 % B 52-HexaenpHoM uccienoBanuu). B ucciaemoanmsax XCH EMPEROR 6nita
OTMEUYEHA CXO’Kasl 4YacTOTa Pa3BUTUS TMIOTIMKEMHUH MIPU MPUMEHEHHUH TIpernapara B JAOMNOIHEHUE K
MIPOM3BOIHBIM CYIb(OHUIMOUEBUHBI WM MHCYIUMHY (Amnarnuduosud 10 mr: 6,5 %, mmamnebo:
6,7 %).

Tsiorcenas euno2nukemus (cocmo;mue, mpe6yf0u4€e M@()ul/;uHCKOZO ememameﬂbcmea)

Pocta umcna ciy4aeB pasBUTHS TsDKEJIOH THUIOTIMKEMUW HE HAOMIONaIoch MPH  Teparuu
SMIarmuQI03MHOM IO CPaBHEHHIO ¢ IIanedo B KavyecTBE MOHOTEpanud, B JOINOJTHEHHE K
MeT)OpMUHY, B JOMNOJTHEHHME K METGOPMHUHY U MPOU3BOJIHBIM CYJIb()OHHIMOYCBHUHEI,
MUAOTJIUTa30HY ¢ METHOPMHUHOM WM 0€3, B JOMOJHEHHWE K JMHATJIUITHHY U METHOPMHUHY, B
JIOTIOJTHEHNE K CTaHJAPTHON Tepanmuu W MpH KOMOWHANWU SMOaraudio3nHa ¢ MeT(hOopMHHOM Yy
MalMeHTOB, paHee HE TMOJYYaBIIMX TEPAuH, MO CPABHEHUIO C TMAIMEHTAMH, IOJYYaBIIMMHU
sMnarnmugiao3uH W MeTGopMHH B BUAE MOHompenaparoB. [loBbIIEHHAs YacTOTa TSHKEIOM
TUTIOTJIMKEMHUH HaOII0aiach MOCIe MPUMEHEHHUsT dMIariudio3uHa B JOTOJHEHUE K 0a3abHOMY
MHCYJIMHY C MET(OPMHHOM U 0€3, ¢ mpenaparoM Cynb(poHmIMOUeBUHBI U 0e3 (ammnarnudao3un 10
mr: 0 %, ovmarmudmosun 25 wmr: 1,3 %, mmane6o: O % B TeueHue
18-HenenpHOro JIeueHusl, KOr/ia KOPPEeKIHs 103kl MHCYJIMHA HE JAOMycKajach; sMmnariauduosud 10
Mmr: 0 %, smnarmmdunosun 25 mr: 1,3 %, nnane6o: 0 % B 78-HeneabHOM HCCIEIOBAaHWU), U B
JIONIOJTHEHWE K HMHCYJIMHY B peXUMe MHOrokpaTHbIX umHbekuuid (MDI) ¢ merpopmunom u Ge3
Meropmuna (dammarnudaozun 10 mr: 0,5 %, smmarmudaosun 25 mr: 0,5 %, nnane6o: 0,5 % B
TedeHne |8-HemenpbHOrO JieUeHHWs, KOrJa KOppeKIHsl J03bl HMHCYJIMHA HE JIOMYyCKaach;
smmarmudno3ud 10 mr: 1,6 %, smmarnudaoszun 25 mr: 0,5 %, nnane6o: 1,6 % B 52-HeneabHOM
ucciaenosanun). B ucciaemoBanuax XCH EMPEROR, Tsokenas THIOIIHKEMHS HaOIrogandach C
OJIMHAKOBOM dacTtoToW y mamueHtoB ¢ CJI, koTopple momydanw SMmariu@iIo3uH U Ianedo B
KAaueCTBE JIOTIOJHEHUS K MPOU3BOAHBIM CYIh(OHUIMOUYEBUHBI WU HHCYIUHY (AMnaraudiao3ud 10
Mmr: 2,2 %, nane6o: 1,9 %).

Kanouoosnulii 8ynveosazunum, 8ynveogazunum, Oaianum u opyaue 2eHumaibHvle uHgpexyuu

Kanaumo3uelli BYJIHBOBAarMHUT, BYJbBOBATMHHUT, OQJaHUT W JPyru€ TECHHUTAIbHBIC WHOEKIUU
HaOII0IATNCh Yallle y MAMeHTOB, modydaBmux sMnaraudnosun (dmmarmuduozun 10 mr: 4,0 %,
smmarudiao3us 25 mr: 3,9 %) no cpaBHeHUIO ¢ rpynmoi mianebo (1,0 %). Takue nadexknun vame
OTMEYAIIUCh y KCHINWH, TMOJYYaBIIMX JMIArTH(IO3UH, 0 CPAaBHEHHUIO C TPYMION mianedo, a
paziIuuue B 4YacTOTE y MYXYHH OBLJIO MEHEE BBIPAKCHHBIM. | eHUTaNbHBIC MH(PEKIMH HOCHIN
caboBBIpaKeHHBIN WK yMepeHHbIi xapakrep. B uccnenosanusx XCH EMPEROR wacrora Takux
nHpeknui Oputa Bhime y nanueHtoB ¢ C/| (ammarmuduozud 10 mr: 2,3 %; mnane6o: 0,8 %), mo
cpaBHEeHHUIO ¢ Tpymnmnoil namuertoB 6e3 CJI (ammarmudmozun 10 mr: 1,7 %, nnanebo: 0,7 %) npu
Tepanuy SMIarIQIO3MHOM B CPaBHEHHH C T1a1e0o0.

Veenuuenue mouesvioenenus

VYBenuueHne MOYEBBIEICHUS (BKIIOYas TaKHE€ CHUMITOMBI, KakK IIOJUIAKUYpHUsS, TOJIHYpPHS,
HUKTYpHsI) HaOJIr01a7I0Ch Yallle y MalueHToB, MPUMEHBIINX Mmnaraudinosut (B 1oze 10 mr: 3,5 %,
B no3e 25 mr: 3,3 %), no cpaBHeHUIO ¢ Tpynmoi mianedo (1,4 %). YBeaudyeHne MOUYeBBIICICHUS
OBUIO B OCHOBHOM JIETKOM WJIM CpeIHEW HHTEHCHBHOCTH. YacToTa pa3BUTHS HUKTYpUH ObLIa
COIMOCTaBMMa B TPYIITIE MAIIMEHTOB, MPUHUMABIIHX IJIA1[e00 W B TPYIIE MAIMEHTOB, TPUHUMABIITUX
smnarmudnosua (<1 %). B wuccnenoBanmsix XCH EMPEROR yBenuueHue MOYeBBIIEICHUS
Ha0II0JAI0Ch ¢ OJMHAKOBOM YacTOTOM y MAIlMEHTOB, MOJYYaBIIUX SMMArTHQIO3UH U B TPyMIe
wiane6o (amnaraudiaosus 10 mr: 0,9 %, mnanebo: 0,5 %).
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COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 26.05.2026 Ne 10388
(MOCNEOOBATENLHOCT 0001)

Hnghexyuu mouesvigoosuux nymet

OO6mrast dactota pa3BUTHS WHQOEKIMH MOUYEBBIBOJAIIUX TYyTEH, 3aperUCTPUPOBAHHBIX KakK
HEeKellaTeNIbHBIE SBICHUS, ObUIA CXOMHON y TMAIMEHTOB, IMOJIYYaBIIUX IMMATTHQIO3UH 25 MT H
mnane6o (7,0 % u 7,2 %, COOTBETCTBEHHO), HO BBIIIC Y MAIIMEHTOB, MOTYYaBIIUX SMIAraudI03uH
10 mr (8,8 %). Tak ke, Kak ¥ B Cliy4ae IPUMEHEHHUs TuIane00, HHPEKIIUU MOYEBBIBOISIINX MTyTEH
gaime OTMEYAIWCh Yy TMAIMEHTOB, TMOJMYYaBIIUX OSMMArau(Io3uH, C XPOHUYECKUMH WIIU
PEIUIUBUPYIOIIMMHA UHPEKIUIMA MOYEBBIBOISIINX MyTe B aHaMHe3e. IHTEeHCHBHOCTH (JIerkas,
yMepeHHas, TsDKenas) WHQEKIUHA MOYEBBIBOMAIIMX IyTeH OblIa CXOAHOW Yy TAIMEHTOB,
MPUHUMAIOIINX dMIAarTu@Io3uH U miane6o. MH)eKmn MOYeBBIBOASIIMX MyTEH Yalle OTMEYaIiCh
y JKCHIIMH, TMOJY4YaBIIUX SMMAriu(Io3uH, MO CPaBHEHHWIO C TPYNIOW Iuianebo; pa3iuduid ¢
1anebo B rpymIe My>KYHH BBISIBIIEHO HE OBLIIO.

CHudrcenue 00vema yupKyaupyoueli Kposu

O6mas yacrota camkenust OLIK (Bkitouast cHmkenne AJl (B aMOylaTOPHBIX YCIIOBUSIX), CHUKCHHE
cucrtoimueckoro  AJl, 00e3BOXMBaHHME, apTEPUATBHYI0  THUIIOTEH3HWIO, THUIIOBOJIEMHIO,
OpPTOCTATHYECKYI0 THUIOTEH3MI0 H OOMOpOK) ObUIa CXOJHOW B Cllydae MPUMEHECHUS
smmariudiosuHa (B goze 10 mr: 0,6 %, B no3e 25 mr: 0,4 %) u miane6o (0,3 %). UacTora pa3BuTHUs
TUIOBOJIEMHH TIOBBIIIANIACH Yy MAIMEHTOB cTapuie 75 neT, moiydaBmux smmariauduosun 10 mr
(2,3 %) i smmarnudiao3us 25 mr (4,3 %) no cpaBHeHUIO ¢ anebo (2,1 %).

Cruoicenue CK® u nosvlruenue KOHYyernmpayuu KpeamurhuHa 6 njiasme Kposu

OO6mrast yacToTa IMOBBINICHUSI KOHIICHTPAIIUM KpPeaTMHWHA B Mia3Me KpoBU U CcHIKeHHS CKO y
MAIMEeHTOB ObllIa CX0Xka [ SMIariu@Iio3nHa U mianedo (TOBBIIICHHE KOHIIEHTPAIUY KpeaTHHIUHA
B ma3Mme KpoBu: sMmmariaudiao3un 10 mr 0,6 %, smnarmudnozun 25 mr 0,1 %, miane6o 0,5 %;
camkenne CK®: smmarmuduozun 10 mr 0,1 %, smmarmudnosun 25 mr 0 %, mnane6o 0,3 %).
HauvanbHoe moBbllIEHHE KOHIEHTPAMM KpeaTUHWHA W HadaibHOEe CHIbkeHne CK® y manueHTos,
MOJIYYaBIIUX SMIArTU(IO3uH, ObUTH B IEJIOM KPAaTKOBPEMEHHBIMH TIPU HEMPEPHIBHOM JICYCHHUH
WM OOpaTHMBIMH TIOCie OTMeHBl JedeHus. CooTBeTcTBeHHO, B wuccienoBannn EMPA-REG
OUTCOME y nanueHToB, Mojy4yaBIIUX 3MIArIu(IIO3UH, EPBOHAYATHHO OTMEYAIOCh CHUKCHHE
CK® (cpemnee msmenenue: 3 mia/mun/1,73 m?). 3atrem CK® coxpaHsgack Ha OJHOM YpPOBHE IIPH
npogomkenun sedeHus. Cpennsss CK® BoszBpamanach K HCXOAHBIM YPOBHSIM I10CJIE€ OTMEHBI
Tepanuu, yKas3blBas Ha TO, YTO OCTPble T'€MOJAMHAMUYECKHE H3MEHEHHUS MOTYT UIpaTh POJb B
JaHHBIX M3MEHEHMSIX (DYHKIMU MOYeK. DTO SBJICHHE Takke Habmoganock B uccienopanusx XCH
EMPEROR wu ucciaenosannu EMPA-KIDNEY.

Tosviuernue KOHYyernmpayuu JUNUOO0E 8 Cbl6OPONIKE KpoBU

Cpennuii TPOIEHT YBEJIWYEHUS TO CPAaBHCHHMIO C HCXOJHBIM YPOBHEM TIpH TNPUMCHCHUH
smnaraudiosuaa 10 mMr u 25 Mr mo cpaBHEHHIO C I1ane00, COOTBETCTBEHHO, COCTABIISUIT: OOIIHIA
xonecrepun — 4,9 u 5,7 % mno cpaBHenuto ¢ 3,5 %; xonecrepun JIIIBII — 3,3 u 3,6 % mno
cpaBHenuto ¢ 0,4 %; xonecrepun JIIIHIT — 9,5 u 10,0 % no cpaBHeHuto ¢ 7,5 %; TPUTITHLIEPU]IBI
— 9,21 9,9 % no cpaBaennto ¢ 10,5 %.

Veenuuenue cemamoxkpuma

Cpennue W3MEHEHHs TeMaTOKPUTa OTHOCUTEIIBHO UCXOIHOTO YPOBHs cocTaBisiiu 3,4 u 3,6 % nipu
npuMeHeHnn smmnarnudiao3naa B no3e 10 u 25 mr, cooTBeTcTBeHHO, 1m0 cpaBHeHuto ¢ 0,1 % B
cnydyae trane6o. B wuccnemoBanmn EMPA-REG OUTCOME 3HaueHus remMaTOKpHUTa
BO3BpAIIAJIUCh K UCXOIHBIM B TEUEHHE Tepuoaa HaOMIOIEHUs MPOAOKUTEIbHOCThI0 30 JHEi
MOCJIE TIPEKPAIECHUS JICUCHHS.

JleTH ¥ HOaAPOCTKH

B uccnenoBanun DINAMO npunsiin yuactue 157 nereit B Bo3pacte 10 set u crapme ¢ CJI 2, u3
KOTOpBIX 52 manueHTa MOoJydyald SMOariaudosud, 52 — nuHarauntuH U 53 — miane6o
(cm. pasnen 5.1.). B mnane6o-konTposmmpyemoit aze Hanbosee yactoir HP Oputa runornukemus (B
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COOTBETCTBYET IKCNEPTHOMY OTHETY
ot 26 ':lE:E':lEG Mz 10388 _
o0BeMHeHHO Tpyme amnaraudiaosuaa 10 u 25 mr: |21 %, B ﬁlg'y'rm-e“':rf}éﬂ%fﬂ_%%')* "il-gljol;:]m'e{u3

ATUX peakIui He OblIa TsHKENIONW M He TpeOoBaja JOMOJHUTEIBHOW METUIIMHCKOW TTOMOIIM JIJIst
ITalfucHTA.

B nenom, nmpodune 6e30macHOCTH Yy JA€TEH ObUI CXOMHBIM C MpoduiieM OE30MaCHOCTH Y B3POCIBIX
nanuenToB ¢ CJ] 2.

COO6I.HGHI/IG 0 MOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0mare O TMOA03pEBaEMBIX HEXKEIATENbHBIX PEAKIHSIX TOCIE PEruCTpariu
JIEKapCTBEHHOI'O Tperapara C Leblo o0ecredyeHrs HEeNpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«I0JIb3a — PHCK» JIGKAPCTBEHHOTO TpermapaTa. MeIUWIMHCKUM pa0OTHUKAM PEKOMEHIyeTCs
CO00IIaTh O JHOOBIX MOJ03PEBAEMBIX HEXENATENbHBIX PEAKIUAX JIEKAPCTBEHHOrO Mpenapara yepes
HAaIlUOHAJIBHBIC CUCTEMBI COOGH_IGHI/IH 0 HCXKCIATCIIbHBIX PCAKNUAX TOCyAapCTB — YJIICHOB
EBpa3uniickoro 3kOHOMHUYECKOTO COI03a.

Poccuiickas @enepanus

denepanpHas cayx0a Mo Haa30py B chepe 31paBoOOXpaHEHUS
Anpec: 109012, r. Mocksa, CraBsiHcKast miiomanib, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

DnekTpoHHas novra: pharm @roszdravnadzor.gov.ru uinu_npr@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHHKAITMOHHOM ceTn «HTepHeT»:

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

4.9. Ilepeno3upoBka

CHUMIITOMBI

Bo Bpemsi mpoBeneHHsT KOHTPOJMPYEMBIX KIMHUYECKHX MCCIICIOBAaHUM OJHOKPATHBIC 03B
smnarnuiao3una, gocturaBmue 800 Mr y 310pOBBIX JOOpPOBOJBLIEB, U MHOTOKpAaTHBIE JO3bI,
nocturapmue 100 mr y marmuentoB ¢ CJ 2, He TpOSBISUIM TOKCHMYHOCTh. HalOmromamreecs
yBeaneHHe OG’bGMa MOYH HE 3aBHUCCIIO OT BCJIMYHUHEI J03bI 1 HE 651.]10 KIMHNYCCKHU 3HAYUMBIM.

JlaHHBIC O TPUMEHEHUH y YeoBeKa 03 amnariudiiosnna, npesbimaronux 800 Mr, OTCYyTCTBYIOT.
JleueHnue

B ciIydyac IMEPCAOZUPOBKH JICYHCHHUE JOOJDKHO IMPOBOAUTHECA COOTBETCTBCHHO KIIMHUYCCKOMY
COCTOSIHHUIO ManueHTa. BeiBeaenue 3MHaI‘JII/I(1).HO3I/IHa C IMOMOLIBI0 reMOoaAraJIN3a HC U3YyUaJIOCh.

5. PAPMAKOJIOTHUYECKHUE CBOMCTBA
5.1. ®apmakoguHaAMHYecKHe CBOHCTBA

dapmakoTepaneBTHICCKAs rpymnma: CpencTBa TUTS JICYEHUS caxapHOTo nradera;
TUIIOTIIMKEMUYECKUE CPEJICTBA, KPOME MHCYJIMHOB; HHIMOUTOPHI HATPUH3aBUCUMOTO TIEpEHOCUHKA
TJIIOKO3bI 2-TO THIIA.

Kong ATX: A10BKO3.

MexaHu3M IeUCTBUS

OMnarnudao3ud  SIBISETCS OOpPAaTUMBIM, BBICOKOAKTHBHBIM, CEJIEKTUBHBIM U KOHKYPEHTHBIM
uaruouTopom SGLT2 ¢ BeaMYMHOW KOHIICHTPAIMHM, HEOOXOauMoH miis uHruOupoBaHus 50 %
aktuBHOCTH (pepmenta (ICsp), paBHoil 1,3 Hmosb. CenektuBHOCTH 3Mmnariuduosuna k SGLT2 B
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ot 26.05.2026 N= 10388

5000 pa3 mpeBBILIAET CEJIEKTHUBHOCTh K HanHfBaBHCHMOW':'f;eBEF%géﬁ%E%& =190 Ha

COOTBETCTBYET KCNEPTHOMY OTYETY

(SGLTT1), orBeTCTBEHHOMY 3a aOCOPOITHIO TITFOKO3BI B KUIIICYHHKE.

Kpome Toro, ObUIO yCTaHOBJIEHO, YTO SMIArIU(IO3UH 001aaeT BBICOKON CEIIEKTHBHOCTHIO B
OTHOIICHHUHU JIPYTUX MMEPEHOCUYUKOB TIFOKO3bI, OTBETCTBEHHBIX 32 TOMEOCTAa3 TIFOKO3bI B PA3INYHBIX
TKaHSIX.

SGLT?2 sBnsieTcsi OCHOBHBIM O€IKOM-TIEPEHOCUMKOM, OTBETCTBEHHBIM 3a PeabCOpOIHMIO TIFOKO3bI
U3 TIOYCUHBIX KIIYOOUKOB 0OPaTHO B KPOBOTOK.

OMnarnudao3uH YIydInaeT TIMKEMAYECKH KOHTPoJb y manueHToB ¢ CJI 2 myreM yMEHbBIICHHS
peabcopOIuu TIIOKO03bI B MOYKaxX. KoarudecTBO TI0K03bI, BRIIEISIEMON MTOYKAMH C TIOMOIIBIO0 3TOTO
MEXaHW3Ma, 3aBUCUT OT KOHIEHTparuu riatoko3sl B KpoBu U CK®. Murubuposanue SGLT2 y
narueHToB ¢ CJ1 2 u runeprivkeMueii MPUBOIUT K BBIBEICHUIO H30bITKA IIFOKO3bI TOYKAMHU.

B xone 4eTbipexHeAeNbHBIX KIMHUYECKUX HCCIIEOBAHUM ObLTIO YCTAaHOBJIEHO, YTO Y MALIUEHTOB C
C/1 2 BeIBeEHUE TUIIOKO3bl MIOYKAMHU YBEJIMYMBAJIOCH Cpa3y K€ IOCJIE€ MPUMEHEHUS NEPBOU J103bI
smnaraugiao3uHa; 3ToT 3PPEeKT IPOoAOIKAICT Ha MPOTSKEHUH 24 4acoB. YBETUYECHHUE BbIBEICHUS
TJIFOKO3bI ITOYKaMH COXPAaHAJIOCh 1O KOHIIA JICYHCHHA, COCTABJIAA IPU IMTPUMCHCHUHN 3MHaI‘JII/I(bJ103HHa
B n03¢ 25 Mr 1 pa3 B cyTku, B cpeaHem okojio 78 r/cyr. Y manuentoB ¢ CJI 2 yBenudyeHue
BBIBCJICHUS TJIFOKO3bI TOYKAMU MMPUBOJAUIIO K HEMCAJICHHOMY CHUIKCHUIO KOHICHTPAUU I'TTFOKO3bI B
1a3Me KpOoBH.

Omnarnmuduosus (B go3e 10 1 25 Mr) yMeHbIIaeT KOHIEHTPALKIO TIIOKO3bI B TIa3Me KPOBU KakK B
cllyyae IpHeMa HaToIlAK, TaK U MOCIe elbl.

MexaHu3M JeHCTBHs dSMOarmu(ao3uHa He 3aBUCUT OT ()YHKIIMOHAJIBLHOTO COCTOSIHUSL OeTa-KIIETOK
MO/KENYA0OYHONH JKeJe3bl W MeTaboju3Ma MHCYJIMHA, 4YTO CIOCOOCTBYET HHU3KOMY PHCKY
BO3MOXXHOTO  Pa3BUTHS  THUINOMIMKEMHH. bBBIIO  OTMEUEHO  TOJOXKUTEIBHOE  BIHSHHE
sMmmarmugIo3uHa Ha CyppoTraTHbIE MapKepbl (YHKIHH OeTa-KJIeTOK, BKItouas nHaekc HOMA-
(Mozenb AJis OIEHKH TOMEOCTa3a-f}) M OTHOIIECHWE MPOWHCYIMHA K WHCYInHY. Kpome ToOrO,
JIOTIOJTHUTENBHOE BBIBEICHHUE TIIFOKO3bI IOYKAMU BBI3BIBAET MOTEPIO KAIOPUIA, YTO COMPOBOXKIAETCS
YMEHbIIIEHHEM 00beMa JKUPOBOW TKAHU U CHIDKEHUEM MAacChl Tela.

I'moko3ypusi, HaOmojaromascs BO BpeMs INPUMEHEHUs HMMArIMQIO3UHA, COMPOBOXKIACTCS
HEOOJIBIINM yBEJTMUEHHEM JANYpe3a, KOTOPBIH MOXKET CIIOCOOCTBOBATh YMEPEHHOMY CHHKCHMIO

AL

OMmnarmu@ao3uH TakKe CHUXKAET peadCopOIMIo HATpHs M YBEIUYMBAET JOCTaBKY HATpUS K
JIUCTAbHBIM KaHalbllaM. DTO MOXET OKa3blBaTh BIMSHUE Ha DS (PU3NOIOTHYECKUX (YHKIIH,
BKJIIOYAsi, IOMUMO IPOYETrOo, YCHJICHHE OOpaTHOW KaHAIBIIEBO-KIyOOUKOBON CBS3M U CHUKCHHE
BHYTPUKIYOOUKOBOI'O JIaBJICHUS, CHHYKEHUE KaK MpeJ-, TaK U MOCTHArpy3Ku Ha cepJle, CHUKEHHE
CUMIATHYECKON AaKTUBHOCTH W CHWXXCHHE HAINPSHKCHHSI CTEHKH JIEBOTO JKETyJ0YKa, O YeM
CBUJIETENBCTBYIOT Oosiee Hu3kue 3HadeHUs: NT-proBNP, 4To MoXeT oka3bIBaTh IMOJOKUTEIHHOE
BIUSTHUE HA PEMOJICTHPOBAHUE CEPAIA, JABICHHUE HAIOJHEHUS W JUACTOIMYECKYI0 (YHKIIHIO, a
TaK)K€ COXpaHeHHe CTPYKTYphl U (QyHKIuH mnoyek. Jlpyrue 3¢ddexTsl, Takue Kak IMOBBIIICHUE
YpOBHSI T€MAaTOKpPUTA, CHIDKEHHWE Macchl Tena U AJl, MOTYT BHOCHUTH JOMOJHUTEILHBIN BKIAa B
CEPJICYHO-COCYAUCTHIC U TTOYEeUHbIE Y (HEKTHI.

Kimmanueckas 3dbdhekTHBHOCTE ¥ 0€30I1aCHOCTD
Cca?2

B kimmHMYeckux HCCIICAOBAHUAX, TAC TIPHUMCHAJICA 3MHaI‘J'II/I(1).H03PIH B BHUAC MOHOTCpAIINU;
KOMOWHHMPOBAHHON Tepamnmuu ¢ METPOPMHUHOM; KOMOMHHPOBAHHOW Tepamuu C METHOPMHHOM Y
MAIMEeHTOB ¢ BHepBble BbIABICHHBIM CJ] 2; KOMOMHHpPOBaHHOM Tepanmuu ¢ MET(HOPMUHOM H
MIPOU3BOJHBIM  CYJIb(OHUIMOUYEBHUHBI; KOMOMHMPOBAaHHOW TEpanmuu C MHOMJUTA30HOM =+
MEeT(GOPMHUH; KOMOMHUPOBAHHOM Teparnyy ¢ JMHATIUITUHOM Y MAllUEHTOB C BIIEPBbIC BBISBICHHBIM
CJ1 2; xoMOMHUPOBAHHOW TEPANUH C JTUHATJIMIITHHOM, JIOOABJISBIIUMCS K Teparuu METHOPMHUHOM;
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 26.05.2026 N= 10388

B CpPaBHCHHH C IUTAale00 y MAalMEeHTOB C HEaJcKBaTHBIM rhﬁ%ﬂ@%ﬂ%ﬁﬁeﬁﬁdj%ke

npreMa JIMHArJIUNTHHA U MeTQOopMIHa; KOMOMHUPOBAHHOM Tepanuu ¢ MeT(GOPMHUHOM B CPaBHEHHUU
C TJIMMEMUPHUIOM (HaHHBIE 2-JIETHETO WCCIICJOBAHMs); KOMOMHUPOBAHHON TEpanuu ¢ WHCYITHHOM
(peXUM MHOTOKPATHBIX HMHBEKIIMHA WHCYNIHHA) *+ MeT(QOpPMHH; KOMOMHUPOBAHHOW TEparuu C
0a3aJbHBIM MHCYJIMHOM; KOMOMHUpPOBaHHON Tepanuu ¢ uHruoutopom HIIII-4, merdpopmunom =+
JIPYrod  TUIOTJIMKEMUYECKUNA TEpOpabHBIA  JICKAPCTBEHHBINM Tpemapar ObUIO  JOKa3aHO
CTAaTHUCTUYECKH 3HAUYMMOE CHIDKCHHE TIHKUpoBaHHOTO Tremornoomna (HbAlc), ymeHbiienue
KOHIIEHTPALMH TIIOKO3bI TUIa3Mbl HATOLIAK, a Takke CHIkeHue AJl u macchl Tena.

Cepoeuno-cocyoucmulii puck

B xome wimmHmyeckoro wuccinengoBanusi EMPA-REG OUTCOME wu3yyanoch  BJIMSIHHUE
sMOaraugIo3MHa HA YaCTOTY CEpACYHO-COCYAMCTHIX COObITHI y marueHToB ¢ CJl 2 U BBICOKHM
CepICUYHO-COCYIUCThIM PUCKOM (OMpPENENICHHBIM KaK HaJluuuhe XOTs Obl OJHOTO M3 CIEAYIOIINX
3aboneBanuil w/mmu cocrosiumii: WMBC (uHpapkT MuoOkapga B aHaMHe3e, LIYHTUPOBaHHE
KopoHapHbIx aprepuid, UbC ¢ mopaxkeHueM omHoOro kopoHapHoro cocyna, MUBC ¢ nopaxeHuem
HECKOJIbKUX KOPOHApHBIX COCY/AOB), MIIEMUYECKUM WM TeMOpparuuyeckuil MHCYJIbT B aHAMHE3E,
3a00seBaHus nepudepudecKknx apTepril C CUMITOMATUKON WM 0€3), TOMyJaroIiX CTaHIapTHYIO
Tepamnuio, KOTOpas BKJIOYaia THIOTMIMKEMHYECKHE Tpernaparbl W Tpenaparbl Uis JICYCHUS
CEPJICYHO-COCYANCTHIX 3a0oJjieBaHMii. B KkauecTBe mNEpBUYHOW KOHEYHON TOYKH OIICHUBAIHCH
Cllyd4au CepACUYHO-COCYIUCTON CMEpTH, HH(pApKTa MUOKap[a 0e3 JIETAIBHOTO MCXO0Ja U MHCYIIbTa
0e3 JeTaapbHOro ucxoza. JJonoIHUTENbHBIMU 3apaHee ONpPeIeICHHBIMU KOHEYHBIMU TOUKaMH ObUIH
BBIOpAaHbI CEpACYHO-COCYIUCTass CMepTh, OOIIas CMEPTHOCTb, pa3BUTHE HEPPOMATUU WM
Iporpeccupyroniee  yxyameHue HedpomnaTud, TOCHUTANIM3alMs 10 TOBOAY  CEpACYHOM
HEJIOCTAaTOYHOCTH.

OMmarnudao3uH  yaydmiaa OOIIyI0 BBDKMBAEMOCTh 3a CYET CHIDKCHUS CJIy4aeB CEepJeUYHO-
COCy,Z[I/ICTOI\/'I CMepTI/I U CHHUXaJI pI/ICK rociavrajini3alumu 110 HOBO,Z[y CGp,Z[G‘IHOﬁ HCOOCTATOYHOCTHU.
Taxxke B xome ximHM4Yeckoro wuccienosauus EMPA-REG OUTCOME O0su10 1moka3aHo, 4TO
SMMarIi(IO3UH CHUXKAJI PUCK BOZHUKHOBEHHS HE(PPOMATUU WU MPOTPECCHPYIOMIETO YXYALICHUS
He(ponaTuu.

VY manmueHToB ¢ HCXOIHOW MaKpoaTbOyMUHYPHUEH yCTaHOBIICHO, YTO IMITATTH(IIO3UH CYIIECTBEHHO
Jaimie Mo CPaBHEHUIO C IUIANe00 MPUBOIWI K YCTOWYMBOW HOPMO- WJIM MHKPOAIBOYMHHYPHH
(otnomenue puckoB 1,82 [95 % AU 1,40; 2,37]).

Cepoeunas HedocmamouHocms

PannommsupoBanHoe, IBOIHOE ciemoe, Iuianebo-koHTponupyemoe uccienoBanne (EMPEROR-
Reduced) 6su10 nmposeaeno ¢ yuactuem 3730 manuentoB ¢ XCH (dbynkuuonansubie kinaccsl -1V
no kiaccupukamun NYHA) u caumwxennoit @BJDK < 40 % nng oneHku >PQPEeKTUBHOCTH H
O0e3omacHOCTH TpuMeHeHus smmariudaosuHa B go3e 10 mr 1 pa3 B CyTKuM B JOINOJHEHUE K
cranpapTHoid Tepanmuu XCH. IlepBMYHON KOHEYHON TOUKOM SABIAJIOCH BpEMs N0 NEPBOIO
MMOATBEPKJICHHOIO ClIy4yasli CEpIEYHO-COCYAMCTOM CMEPTH WM TOCHHUTAIU3ALMU 10 IOBOIY
CepJICYHON HEJ0CTAaTOYHOCTU. B KauecTBE BTOPHYHBIX KOHEYHBIX TOYEK OBUIH BKIIOUEHBI OO0IIee
YHUCJIO CJIy4aeB TOCMUTAIN3AIMH 10 TTIOBOJY CEPACYHON HEAOCTATOUHOCTH (MIEPBOM U MMOBTOPHBIX) U
HakJIOH KpuBoW m3MeHeHUss CK® OTHOCHTENbHO HCXOJIHOIrO ypoBHs. B Hauanme uccienoBaHus
tepanmus  XCH  Bxmouana  wHruOuTopsl  AIID/GnokaTopbl  penenTopoB  aHTHOTEH3WHA
[I/komOuHaIuio 010KaTOPOB perenTopoB aHruoteHsuHa Il m Hempunusuna uHruouropa (APHU)
(88,3 %), 6era-anpenodsiokaropsl (94,7 %), aHTarOHUCTHI MHUHEPATOKOPTUKOHUIHBIX PEIENTOPOB
(71,3 %) u nuyperuku (95,0 %). Becero 1863 mamuenTa ObUTH paHIOMHU3UPOBAHBI JUISI TTOTYICHHUS
smmarmudnosuHa 10 mr (mramne6o: 1867) W HaxoAWIWCh TMOJ HAOMIOJACHHEM C MEAUaHOW B
15,7 mecsues. Mccnenyemas nonysnsiiust coctosuia u3 76,1 % myxuud u 23,9 % KeHLuH, CpeaHui
Bo3pacT cocraBisl 66,8 roma (muamaszon: 25-94 ropma), Bospact 26,8 % TAlMEHTOB COCTAaBIISLI
75 ner u 6onee. 70,5 % wuccnenyeMoi MOMyIAUN OBUIM JTUIIAMH €BpoTeouaHON packl, 18,0 % —
MOHTOJIOUAHOM packl U 6,9 % — HerpouHO# packl win adppoamepukaniamu. [lpu pangomusanuu
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75,1 % manueHTOB COOTBETCTBOBAIH (PYHKIIMOHATHHOMY Kﬂ&cy:ﬂzr%:lélﬁzgﬂdﬁkanﬂHZNYﬁ-lA',

24,4 % — xnaccy Il u 0,5 % — xmaccy 1V. Cpennee 3nauenne ®BJIK cocransno 27,5 %. B
Hayane wuccienoBanust cpennee 3HadyeHue CK® cocraBmsiio 62,0 mu/mun/1,73 M2, a MeauaHa
cooTHomeHus1 anpOymuH/kpeatuHuH B Modye (CAKM) — 22 wr/r. IlpumepHO y MOJOBUHBI
maruenToB (51,7 %) CK® cocraBmana > 60 mia/mun/1,73 M2, y 241 % — ot 45 no
< 60 mu/Mun/1,73 M2, y 18,6 % — ot 30 no < 45 mn/mun/1,73 M2 U y 5,3 % — ot 20 no
<30 Mn/mun/1,73 M2, DMOarauduo3uH HPOAEMOHCTPHPOBA MPEBOCXOACTBO MO CPABHEHHUIO C
maanedo B CHIDKCHHUM PHUCKA CEPJICYHO-COCYAMCTOM CMEPTH WM TOCHUTAIM3AIMU TI0 TIOBOIY
cepaeuHoil HegoctarouHoctu (otHomenue puckos (OP) 0,75, 95 % AU (0,65; 0,86), p <0,0001).
Kpome Toro, smmarnudio3ud 3HAYMMO CHIDKAJ PUCK TOCTIMTAIN3AIMHU (TIEPBOM M MTOBTOPHBIX) T10
noBoay cepaeunoit Hemocrarounoctu (OP 0,70, 95 % HAU (0,58; 0,85), p = 0,0003) u 3HauumMo
3ameisin cHkenne CK® (pasnuna mexay rpynnamu Jiedenus 1,73 mu/mun/1,73 M> B MOJIB3Y
smnarnudiaosuna, p <0,0001). Pe3ynbTaThl B OTHOIIEHUH NTEPBUYHON KOMOMHUPOBAHHON KOHEUHOM
TOYKH B 11eJIoM cooTBeTcTBOBaIM OP menee 1 B mpeaBapUTENbHO OINPEACIICHHBIX MOATPYIIAX,
Bkitovast nanueHToB ¢ XCH ¢ CJI 2 u Ge3 Hero, ¢ HapyuieHHeM (YHKIHU MOYEK (CO CHIKEHUEM
CK® no 20 mu/mmu/1,73 M%) u 6e3 Hero. Bo Bpemsi Tepanuu cHuxkeHune CK® B nuHamuke
MIPOUCXOIUIIO MEJIEHHEE B TPYyIIIe IMIariiQIIO3nHa 110 CPABHEHUIO C TPyMIoi 1uiane6o. Tepamust
sMrarmugao3uHoM B ao03e 10 mMr 3HaumMo yMeHbInana CKopocTh cHikeHuss CK®, u maHHBbII
3¢ ekt ObLT OMHOPOAHBIM BO BCEX MPEIBAPUTEIHLHO OMPEICICHHBIX MOATPYIax. Y MalueHTOB,
MOJTYYaBIIUX AMOArIuQIIo3nH, oTMedanu HadaiabHoe cHmkeHne CK®, koTtopas mnpakTH4YecKu
BO3BpaIllajlaCh K UCXOJHOMY YPOBHIO MOCJI€ MPEKPALICHUs JIEUSHHS], YTO CBUJIETEILCTBYET O TOM,
yto octpble u3MeHeHuss CK® mox BausHHMEM HMmmarm@io3nHa MOTYT OBITH 0O0YCIOBIICHBI
reMOJIMHAMUYCCKUMU N3MCHCHUSIMHU.

PannomusupoBanHoe, nBOHHOE cienoe, mianedo-koHTponupyemoe uccienoBanne (EMPEROR-
Preserved) Obu10 nmpoBeneno ¢ yyactueMm 5988 mauuentoB ¢ XCH (pynkunonansusie kinaccsl [I-IV
no knaccudukanuu NYHA) u coxpanennoit ®BJDK > 40 % nns oueHku 3¢h(EKTUBHOCTH U
0e30macHOCTH TMpHUMEHEeHHs sMmariauduosuHa B no3e 10 mr 1 pa3 B CyTKM B JOMNOJHEHHE K
CTaHIapTHOW Tepanuu. [lepBMYHON KOHEYHOM TOYKOM SBISUIOCH BpeMsl 10 TE€PBOTO
MOATBEPIKICHHOTO CIydas CepACYHO-COCYAMCTON CMEPTH WM TOCHUTAIM3AIMA 10 TOBOIY
CEpJICYHON HEIOCTATOYHOCTH. B KauecTBe BTOPUYHBIX KOHEUHBIX TOYEK OBUIM BKIIIOUCHBI OOIIEe
YHCIIO CIy4aeB TOCMUTAINU3AIMMA 110 TIOBOAY CEPJCYHON HETOCTATOYHOCTH (TIEPBOM M MOBTOPHBIX) U
HaKkJIOH KpuBOMl m3MeHeHHs: CK® OTHOCHUTENBHO HMCXOIHOrO YpOBHs. B Haudane wuccienoBaHUs
tepamuss XCH  Brmowana  uHruburopel  AIlD/O6nmokaTtopbl  pelienTOpoOB  aHTHOTEH3UHA
[I/xomOuHaIuo G10KaTOPOB penentopoB aHruoteH3wHa Il m Henpunamszuna maruomtopa (APHUN)
(80,7 %), Gera-anpenobmokatopsl (86,3 %), aHTarOHUCTHI MUHEPATOKOPTUKOUIHBIX PELENTOPOB
(37,5 %) u muypetuku (86,2 %). Bcero 2997 nanueHToB ObUTH PaHIOMU3UPOBAHBI JIJIs1 TIOJTYUEHUS
smnarmudiosuaa 10 mr (mmame6o: 2991) u Haxogwiuch TMOJA HAONMIOJEHHWEM C MEIUAaHOW B
26,2 mecsana. Mccnenyemast momymsiius coctosiia u3 55,3 % myxuuH u 44,7 Y% XKeHIIWH, CPETHUI
Bo3pact cocraBisl 71,9 roma (muanaszon: 22-100 net), Bo3zpacT 43,0 % mnamueHTOB COCTaBIISI
75 net u 6onee. 75,9 % wuccnenyeMor monyasIUA ObUTH JTUIIAMU €BPOTICOUTHOM packl, 13,8 % —
MOHTOJIOUAHON packl U 4,3 % — HerpouaHoil pacel/appoamepuxanuamu. [Ipu pangomuzanuu
81,5 % nanuentoB cooTBeTcTBOBaNIM Kiaccy Il mo kmaccudpukanum NYHA, 18,1 % — xnaccy Il u
0,3 % — xnaccy IV. Ilonynsuusa uccnenoanus EMPEROR-Preserved Bkitouana maieHTOB C
OBJIK <50 % (33,1 %), ¢ ®BJIXK ot 50 mo <60 % (34,4 %) n ®BJIK >60 % (32,5 %). B nauaine
uccnenoBanus cpennee 3HaueHue CK® cocrasnsuio 60,6 mu/mun/1,73 M?, @ MeHaHa COOTHOIICHUS
anpoymun/kpeatuaud B moue (CAKM) — 21 mr/r. Ilpumepno y monoBusbl manueHToB (50,1 %)
CK® cocrasisiia >60 mu/mun/1,73 M2, y 26,1 % — ot 45 no <60 mn/mun/1,73 M, y 18,6 % — ot
30 mo <45 wmu/mun/1,73 M? u y 49 % — or 20 go <30 mn/mun/1,73 M2, Omnarnudro3un
MIPOJIEMOHCTPUPOBAT MPEBOCXOJICTBO MO CPABHEHHIO C TUIANE00 B CHIDKEHUU PHUCKA CEPICUHO-
COCYJMCTOM CMEPTH WJIM TOCTIMTAIM3AIIMH 110 TTOBOy cepaeuHoit Hepocrtarounoctu (OP 0,79, 95 %
I (0,69; 0,90), p <0,0003). Kpome Toro, smnarnuhao3uH 3HAYUMO CHIKAT PUCK TOCITUTATA3AINH
10 TMOBOJY CEPACUYHON HeaocTaTOYHOCTH (mepBoii u moTopHBIX) (OP 0,73, 95 % N (0,61; 0,88),
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p= 0,0009) u 3Hauumo 3amemisui cHuxeHue CKO (pa{:gll{';f&a-l %%&YT%EE%Tﬁ%;M}I

1,36 mi/mMun/1,73 ™M> B nosb3y smmaraudiao3una, p <0,0001). PesympTaThl B OTHOIICHHUH
MEePBUYHON KOMOMHHPOBAHHOW KOHEYHOH TOYKM OBUIM COMOCTaBUMBI B TIPEIBAPUTEIHHO
onpeneneHHbIX moArpynmax — HezaBucumo oT ®BJDK, nammuus CJ 2 u dysakmum nouek (10 CKO
20 mn/mun/1,73 M%). Bo Bpems Tepanuu camkenne CK® B IuHaMUKe NPOUCXOIUIO MEUICHHEE B
rpyIme sMnaringIio3nHa 1Mo CpaBHEHUIO ¢ Tpynmnoi mianebo. Tepanus sMnarau@iIo3uHOM B J103€
10 Mr 3HaunMo ymeHbInana ckopocTh cHwkeHuss CK®, u ganubiid 3¢¢ext OblT 0JHOPOJHBIM BO
BCEX MpPEJIBAPUTENILHO ONpEAENEHHBIX MOArpynmnax. ¥ MalydeHTOB, MOJy4YaBIIMX SMIArindio3ut,
oTMevanu HadanbHOe cHIbKeHue CK®, koTopast mpakTHYeCKH BO3BpaIlaliach K HCXOIHOMY YPOBHIO
MocJie MpeKpaleHus JeueHusi, YTo CBUJECTENBCTBYET O TOM, uTo ocTpble n3menenus CK® mox
BIUSTHUEM SMITArTH(IIO3UHA MOTYT OBITH 00YCIOBJICHBI TEMOIMHAMUYECKUMHU H3MEHEHUSIMHU.

Xponuuecmﬂ bone3nb noyex

Pannomu3npoBaHHOE ABOWHOE CIETOE MIIANe00-KOHTPOIMPYEMOE UCCIIeIOBaHNE dMIATTU(I03HHA
B o3e 10 mr 1 pa3 B near (EMPA-KIDNEY) 6b1u10 ipoBeieHo ¢ yaactuem 6609 nanuentos ¢ XbI1
(pCK® >20—<45 wmu/mun/1,73 M2 WITH pCK® >45-<90 mn/mun/1,73 M? C COOTHOIICHHEM
anpOoymMuH/kpeaTuHuH B Mode (A/Kp moun) >200 Mr/r) 1jst OIIEHKH CepACYHO-TIOYEUHBIX HCXOA0B B
KauecTBe JOMOJHEHUs K CTaHAapTHOM Tepanuu. Pa3zperanocs npoJoiKUTh JIEUEHUE Y TallUeHTOB,
HaxOoMSIUXCsA Ha auanuie. [lepBUYHOM KOHEYHOM TOUYKOW OBUIO BBIOPAHO BpEeMsS IO TEPBOTO
MOSIBJICHUSI TIPU3HAKA IPOrpeccupoBaHus 3abosieBaHus novek (ycroitunBoro cHmxenus pCK® Ha
>40% ot MoMeHTa paHpoMu3zauuu, ycroitumBoro pCK® <10 mn/mun/1,73 M2, TepMHUHAIBHON
CTaJNM MOYEYHOW HEAOCTATOYHOCTU WM MOYEUHOM CMEPTHU) WM CEPACUHO-COCYAUCTOM CMEPTH.
Jpyrue moOATBEpKIAIOIMME KOHEYHBIC TOYKHM BKIIOYAIW TOCTUTAIM3AIMIO TIO0 JIFOOOW TpUYWHE
(IepByI0 U MOBTOPHYIO), MEPBYIO FOCIUTAIU3ZAIUIO 10 MPUYUHE CEPACYHON HEJOCTATOYHOCTH WITU
CEPJICYHO-COCYAUCTYIO CMEPTh, a TAKXKE CMEPTHh MO 000l mpuunHe. bazoBas Tepanus BKIouyaia
cooTBeTcTByIolee npumenenue unruoutopa PAC (85,2 % wunruburopsr AII® umm OGmokarop
pELEenTOPOB AHTHOTEH3UHA).

B oOmeii cnoxxnoctu 3304 mammeHTa ObUIM PaHIOMHU3MPOBAHBI JJIS MpPHEMa SMIIAraugIo3uHa B
no3upoBke 10 mr (turare6o: 3305) 1 HaXOIUIUCH IO HAOIIOIeHHEM B cpefHeM 24,3 mecsia.

Hccnenyemas nomynsuus cocrosuia u3 66,8 % myxuuH u 33,2 % >KEHIIUH €O CPEIHUM BO3PACTOM
63,3 roma (mmamazon: 18-94 roma), 23,0 % Owvutn B Bo3pacte 75 ner u crapme. 58,4 %
UCCIIelyeMON MONYJSIIUK ObUIM TPEACTAaBUTEISIMH €BPONEOUIHON packl, 36,2 % MOHTOJIOMIHOU
pacsel 1 4,0 % HETpOUAHOU packl/adpoaMepruKaHIIAMHU.

Ucxonno cpennsisi pCK® cocraBnsna 37,3 mn/mun/1,73 M, y 21,2 % mnauuentoB pCK®D

>45 mo/mun/1,73 M2, y 44,3% ot 30 no <45 mn/mun/1,73 M T y 34,5 % — <30 ma/mun/1,73 M2, B
ToM umcie 254 mauuenta ¢ pCK® <20 mu/mun/1,73 m>. Menuannoe 3Hauenue A/Kp B Moue
coctaBisio 329 mr/r, y 20,1% nanuentoB A/Kp B Moue <30 mr/r, y 28,2 % A/Kp B moue ot 30 10
<300 mr/r u 'y 51,7 % A/Kp B moue >300 mr/r; y 41,1% naumuenroB nokaszarenbs A/Kp B moue
cocraBmsi <200  wmr/r.  IlepBuunbiMu  mpuumHamu  XbII  Obumm  namaGeruueckas
Hedponarus/quadeTnyeckass Ooine3Hb mouek (31 %), rnomepynspHble 3aboneBanus (25 %),
TUIIEPTOHUYECKAs/PEHOBACKYIIsIpHast 00yie3Hb (22 %) u apyrue/Hen3BecTHbIC 3a00neBanust (22 %).

OMnarnudao3uH MPOAEMOHCTPUPOBANl MPEUMYIIECTBO B CHUKCHHHM PHUCKA MPOrPECCHPOBAHUS
XBIT nnm cepreuno-cocyaucToir cmeptu Ha 28 % mo cpaBHeHuro ¢ miare6o (OP 0,72, 99,83 % AU
ot 0,59 no 0,89, 3nauenne p <0,0001). B npensapurenbHo 3arIaHUPOBAHHOM aHAJIU3€ JICUCHHE
SMIarmu(I03MHOM CHUXKAIO PUCK TepMHUHANBbHOU ctanuu XbII wim cepaedHo-cocyIucToln cMepTr
Ha 27 % mo cpaBHenuto ¢ mianedo (OP 0,73, 95 % IU ot 0,59 no 0,89, HOMUHANBHOE 3HAYEHUE P
= 0,0023). Kpome Toro, sMmariauao3uH 3HAYUTEIIPHO CHM)KAJI PUCK TOCTIMTAIM3AIUHN 110 JII000H
npuurHe (TIepBoi U MoBTOpHOMN) Ha 14 % no cpaBHeHuto ¢ muianebo (OP 0,86, 99,03 % U ot 0,75
1o 0,98, 3nauenue p = 0,0025).
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PesynpTathl A1 IepBUYHON KOMOMHUPOBAHHOW KOHGUHOM TO@&%‘EMJW%EJ@Q&E&&

BO BCEX IPEIBapHUTENBHO ONPEACICHHBIX MOATrpynmnax, Bkmtodas kareropun pCK®, ocHOBHYIO
npuunHy XbII, craryc nuabGera unu ¢oHoBoe mpumenenue mHruouropoB PAC. IlpeumymectBa
JiedeHus1 ObLTM O0Jiee BEIPAKEHHBIMHU Y MAIIUEHTOB ¢ 00JIee BBICOKMM YPOBHEM albOyMHUHYPHUH.

Omnarnuduo3uH  3aMemnsn  ckopocth  cHmwkeHus pCK® B TeyeHme roma  Ha
1,37 mn/Mun/1,73 m?/rox (95 % U 1,16, 1,59) mo CpaBHEHHUIO C TIUIane00, OCHOBBIBASICH Ha
IIPEBApUTENILHO ONpPEAeICHHOM aHainu3e Bcex n3Mepenuit pCK®, nonyuyeHHbIX HaYMHAs C BUBUTA,
IIPOBEIEHHOIO uepe3 2 MecsAlla OT Hayajla MCCIEJOBAaHUsA, 10 3aKIIOUUTEIBHOIO KOHTPOJIBHOTO
Busuta. Habmonaemblil 3¢ ekt ObUT MOCTOSHHBIM BO BCEX TIPYIIAaxX MAUCHTOB HE3aBHCUMO OT
anbOymunypuu, 3HadeHud PpCK® wmm cratyca nguabera. DT AaHHBIE JTOTIOJHUTEIHHO
MOJTBEPKIAIOT BBIBOJ O TOM, UYTO SMIArTH(IO3HH TaKKe MOXKET ObITh 3()(hEeKTUBEH y MAIIEHTOB C
MEHEEe BBIPQXCHHOUW allbOyMUHYpPHUECH.

JleT’ U HOAPOCTKH

Kmandgeckyro sddextuBHOCTh U Oe30macHOCTh dMmariauduo3nna B mo3e 10 Mr ¢ BO3MOXKHBIM
YBEJIMUYEHUEM J103bl 10 25 MI U JIMHAIJIMIITHHA B 103€ 5 MI' 1 pa3 B CyTKM MCCIIEOBAIU y E€TEH U
noapoctkoB ¢ CJI 2 B Bo3pacte oT 10 10 17 neT BKIIOYUTEIBLHO B PAHIOMU3UPOBAHHOM JIBOMTHOM
cienoM Tutanebo-kouTposmpyemom uccienoBannun (DINAMO) B mapajuienbHBIX Tpymnmax B
TedeHue 26 HeNeNlb ¢ MOCIHEAYIOUIUM IMEepUOJOM OLIEHKH Oe30MacHOCTH aKTUBHOTO JICYCHHS B
JIBOMHOM CJIETIOM PEXHUME /10 52 HEENb.

Bcero 157 mammentoB momydanu smmnarmudiaosud (10 wim 25 mr; N = 52), nuHarmunTaH
(N = 52) unm uanie6o (N = 53). bazoBas Tepanus B KauecTBe JOTOTHEHUS K TUeTe U (PU3HUECKUM
yIopaXHeHHUsIM BKIouana methopmuH (51 %), komOnHanuio MmetrdopMmunaa ¢ uacyauaoM (40,1 %),
uHcymuH (3,2 %) win orcyrctBoBana (5,7 %). McxoqHo cpeaHuil ypoBEHb INIMKHMPOBAHHOTO
remoriobuna (HbAlc) cocrasmsin 8,03 %. Uccnenyemas nmomynsmus cocrosiia u3 38,2 % MyK4uH
u 61,8 % xeHUMH, CpeAHUIN BO3pacT MalUEHTOB cocTaBisn 14,5 ner (amanazon: 10-17 mer);
MalueHTsl B Bo3pacte 15 ner m crapme cocraBmsuid 51,6 % wuccnenyemoi monynsauu, 49,7 %
ObUIM TIPEJICTABUTEISIMA €BPOINEOUTHON packl, 5,7 % — MoHrojaouaHod pacel u 31,2 % —
HerpoMJIHOH packl U appoamepukannamu. Cpeanuit UMT coctapusn 36,04 kr/m?, cpeqsss mMacca
tena — 99,92 xr. B wuccnenoBanue DINAMO Bxmoyanu Toiapko mnanueHToB ¢ pCK®
>60 mi/mMun/1,73 M2 OMmaraudao3uH TMPEBOCXOAMI TUianedo B cHWxkeHuu ypoBHa HbAlc mo
CPaBHEHUIO C UCXOIHBIM YPOBHEM J0 KOHLAa 26 Henenu (MepBUYHAs KOHEYHAsi TOYKA) HE3aBUCUMO
OT HEOTJIOKHOHM Tepaluu WU TpeKpamieHus jedeHus. Kpome toro, jgedeHune sMmarindao3uHOM
MPUBOAMIO K KIMHUYECKH 3HAYUMOMY CHHXKEHHMIO YPOBHS IIIOKO3bI B IJIa3M€ KPOBH HATOLIAK.

5.2. ®apmakoKkuHeTHYECKHE CBOHCTBA

dapMakOKMHETHKA SMIarivdio3nHa ObuTa BCECTOPOHHE M3y4YeHa Yy 3I0POBBIX TOOPOBOJIBIIECB U Y
marerToB ¢ CJ1 2.

AOGcopbrms

OmmnarnudIo3uH TOCie MprueMa BHYTPh ObICTpO BcachiBasICS, Cmax JOCTUTANAch uepe3 1,5 gaca.
3areM KOHIIGHTpamus SMIarivu@io3uHa B IUIa3Me CHIDKanach B JBe (as3wl: ¢ ObIcTpoil (a3oii
pacrnpeesieHust © OTHOCUTEIIBHO MEIJICHHOW KOHEUHOH (ha3oid.

[Tocne mpuema smnarnudiao3unHa B go3e 25 mr 1 pa3 B cytku cpennsis BennunHa AUC B nepuon
PaBHOBECHOM TIJIa3MEHHOW KOHIIEHTpanuu coctaisia 4740 Hmosb X 4dac/i, a BenuduHa Cpax —
687 HMOAB/TI.

dapMakOKMHETHKA dMIAraugI03uHa y 3I0pOBBIX A00poBOJbIeB U y narueHToB ¢ CJI 2 Obuia, B
LEJIOM, aHAJIOTUYHOM.

[lppuem mumm He OKa3bIBAaCT KIMHUYECKH 3HAYMMOTO BIMSAHUS Ha (apMaKOKWHETHKY
smnarnudao3uHa.
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(MOCNEOOBATENLHOCT 0001)

Pacnpenenenue

Kaxxymuiicst 00beM pacrpesiesieHrs B Iepro,l PABHOBECHOH IMJIa3MEHHOM KOHIICHTPAIIMH COCTaBIISLIT
npumMepHo 73,8 nmutpos. Ilociie nepopanbHOro NpUMEHEHUS 3J0POBBIMU JJOOPOBOJIBIIAMU MEUEHOTO
smnaraudosuna [“C] cBa3siBaHme ¢ GenkaMu MIa3Mbl COCTaBIAIO 86 %.

Buorpaunchopmariust

OcHOBHOW MyTh MeTaOosM3Ma SMIArauguio3nHa y 4YejJoBeKa — IIIIOKYPOHUJALUSA C y4acTHEM
ypuauH-5’-nudocho-rmoxyponosmnrpancpepas  UGT2B7, UGT1A3, UGTIA8 u UGTIAO.
HauOonee 4yacTo BBIABISIEMBIMH METaOOJUTAMM SMHOArIU(IO3HHA SBIAIOTCS 3 TNIIOKYPOHOBBIX
koHbtorata (2-O, 3-O u 6-O rmokyponun). CucTeMHOE BIMSAHUE KaXJI0ro MeTaboJinTa HEBEIHKO
(menee 10 % ot o0mIeTo BAUSHUS SMITariaugI03uHa).

ONUMMUHALMSA

[Tepuona monmyBBIBEACHUS COCTABISLT MpuMepHO 12,4 yaca. B cimydae mpuMmeHeHus1 sMmaringio3nHa
1 pa3 B CyTKM paBHOBECHas IUIa3MEHHasi KOHIEHTpAIUs JOCTUTalach nocie nsatoi no3sl. [locie
MepopanbHOr0 TNpPHMEHEHHs MedeHoro oswmmarmudnosuHa ['“C] y 370poBBIX 10OpOBONBIEB
BBIBOAWJIOCH TpuMepHO 95,6 % no3bl (uepe3 kumedyHuk 41,2 % u noukamu 54,4 %). Yepes
KHUILIIEYHHUK OO0JIbIllas YacTh MEUEHOTro Mperapara BHIBOAWUJIACH B HEM3MeHEeHHOM BHje. [loukamu B
HEU3MEHEHHOM BHU/JI€ BBIBOJMIIACH TOJIBKO MOJIOBMHA MEUEHOTO Mperapara.

Oco0Oble T'PVYIITBI TAITUEHTOB

Hapywenue ¢ynxyuu novex

V HamMeHToB ¢ MOYEYHOH HEeJOCTaTOYHOCTHIO Jierkoit (60< CK® <90 mu/mun/1,73 M?), cpenHen
(30< CK® <60 ma/mun/1,73 M?), TSOKEION (CK® <30 mi/mun/1,73 M?) CTEMEHH TSKECTH U y
MAallMEHTOB C TEPMHUHAIBHOM  CTaaMell Mo4YeyHoll  HemoctaroyHocTh 3HaueHuss AUC
sMnarii(Io3uHa YBEJIWYUBAIUCH, COOTBETCTBEHHO, HpuMepHo Ha 18, 20, 66 u 48 % mo
CpPaBHEHHUIO C TMAIMEHTAaMH C HOPMaJbHOM (QYHKIMEH TMOYeK. Y TMAIMeHTOB C TOYECYHOU
HEJIOCTaTOYHOCTBIO CPEAHEN CTENEHH TSKECTH U Yy MAMEHTOB ¢ TEPMHUHAIBHON CTAAUEN ITOYEYHOMN
HEJIOCTATOYHOCTH MaKCHMaJIbHas KOHIICHTpallus SMmariudio3nHa B Iuta3Me ObUla CXOAHa C
COOTBETCTBYIOIIMMHU 3HAUYEHUSMHU Y MAIMEHTOB C HOPMAIbHON (pyHKIMEH MoveKk. Y MaIMeHTOB C
MOYEYHON HEAOCTATOYHOCTHIO JIETKOM U TSXKEJIOW CTENEHHU TAKECTH MAKCUMallbHAs KOHIIEHTpaLUs
smnarrdao3uHa B 1uiazMe Obuta mpuMepHo Ha 20 % Bble, YeM y MAIMEHTOB C HOPMAaJbHOM
byHkuuer moyek. JlaHHBIE TOMYJISIIMOHHOTO (apMAKOKHMHETHYECKOTO aHaln3a IOoKa3ajdd, 4YTo
o0mwmii KaupeHe sMnarnudiIo3nHa yMeHbIIancs mo mepe cHmwkeHus CK®, uro mpuBogmio K
YBEIIMUYCHUIO BO3JICUCTBUSA Mpenapara.

Hapywenus ¢pynxyuu nevenu

VY NanueHToB € MEYEHOYHOW HENOCTATOYHOCTBIO JIETKOM CTENEHU, CPEAHEH TSKECTH M TSKEIOU
creieHn  (cormacHo  knaccuukaumm — Yaina-Ileo)  3Hauenuss AUC  smnarmudiuo3una
YBEITUYUBAIUCH, COOTBETCTBEHHO, TpUMepHO Ha 23, 47 u 75 %, a 3HaueHust Cmax, COOTBETCTBEHHO,
npumMepHo Ha 4, 23 u 48 % (110 CpaBHEHUIO C MAIIMEHTaMH ¢ HOPMAJIbHON (QYHKITUEH MTeYeHN).

Hnoexc maccvl mena, non, paca u 6o3pacm HE OKa3bIBAIM KIMHUYECKH 3HAYMMOTO BIIMSIHUS Ha
(bapMaKOKHHETHUKY SMIIArauQIIo3nHa

Jlemu u noopocmxu 0o 18 nem

®apMakOKMHETUKY M (hapMaKOAMHAMUKY OJHOKpPATHBIX 103 smmarinuduosuna (5, 10 u 25 mr)
n3ydanu y aerei u moapoctkoB ¢ C/] 2 B Bo3pacte ot 10 mo 17 nmet BrmounTensHo. Habmrogaemas
(dapMakokuHeTHKa U (papMaKOKMHETHKA-(papMakoJuHAMUKA (BBIBEICHHE TJIIOKO3BI C MOYOH) Y
B3pOCIBIX M JeTel ObUIM CONOCTaBUMBI IPU y4eTe 3HAYMMbIX KoBapuar. PapMakOKMHETHKY U
¢dapmakonuHamMuky (u3meneHue HbAIc OTHOCHTENBHO HMCXOAHOTO YPOBHS) SMIariugio3nHa B
no3e 10 Mr ¢ BO3MOXKHBIM YBEIIMYEHUEM JIO3bI 0 25 MT U3y4alid Yy JETeil U MOAPOCTKOB B BO3pACTE
or 10 mo 17 mer ¢ CJ| 2. Habmromaemas 3aBUCHMOCTb 3KCIIO3HIUS-OTBET ObLIa B LIEJIOM
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CONOCTAaBMMa y B3pOCIBIX U JETE€d U MOAPOCTKOB. | [Ipuem '%émgéﬂggt{%g Eﬁ%ﬁ%‘l :k

COOTBETCTBYET KCNEPTHOMY OTYETY

HKCHO3MLIMU B MpeleNnax [auana3oHa, HaOIrAaeMoro y B3pociblX NanueHToB. Habmomaemble
CpeAHHE TeOMETPUYECKHE 3HAYCHHs MHMHUMAJIBHBIX KOHIIGHTpAalUWil npenapata W CpeaHHe
reOMETPUUYECKUE 3HA4YEeHUs KOHLEHTpauuid uepe3 1,5 waca mocie mnpueMa Ipemnapara IpH
PaBHOBECHOM COCTOSIHUM cocTaBisud 26,6 u 308 umonb/n npu npueme smmariugiaosuHa 10 mr
1 pa3 B cyrku 1 67,0 1 525 aMoub/1 ipu iprieme smmariudao3nna 25 mr 1 pa3 B CyTKH.

5.3. lanHbIe JOKJIMHNYECKOH 0€30MaCHOCTH

B nccnenoBanusax o01iel TOKCHYHOCTH Y TPBI3YHOB M cO0AK MPU3HAKK TOKCUYHOCTH HAOIIOAAINCh
npu skcnio3uiun B 10 win Oonee pa3 MpeBHILAIONICH KIMHUYECKYIO 103y 25 Mr. BonbpIIMHCTBO
IPOSIBIIEHUH TOKCHYHOCTH COOTBETCTBOBAJIM BTOPOCTENEHHBIM (papMakoJUHAMUYECKUM 3 dexTam,
CBSI3aHHBIM C IIOTEPEM INIIOKO3bl C MOYOM, U BKJIIOYAJIM YMEHBUIEHHE MAacCChl Te€Jla U KOJIMYECTBA
KUPOBOM TKaHM B OpraHM3Me, YyBEIMUYEHHE IOTpeOJeHMs MUIIM, AHapero, 00e3BOXKHMBaHUE,
CHID)KEHHE KOHLIEHTPALlMM TJIIOKO3bl B CHIBOPOTKE KPOBU U YBEIMUEHHUE APYTUX CHIBOPOTOYHBIX
IOKa3aTeae, CBS3aHHBIX C IMOBBIIIEHHBIM METAa00NIU3MOM O€JIKOB, IJIIOKOHEOI€HE30M H
AJIEKTPOJIMTHBIM JUCOATAHCOM, U3MEHEHHUSI CO CTOPOHBI MOYEBBIACTUTEILHON CUCTEMBI, TAKUE KaK
HOJIUYPHUS U TIIOKO3YpHsl, @ TAKKE MUKPOCKOIIMYECKHE U3MEHEHNUS B MOYKaX.

KanneporeHHocTh

Onyxonu IMOYEK YacTO BCTPEUAIOTCS Y KPbIC U UX BO3HUKHOBEHHE Y YEJIOBEKAa MaJlOBEPOSITHO.
OMmnarmu@ao3uH HEe yBETUYMBAlI YacTOTY DPAa3BUTHS OIYXOJEH y caMOK MbIIMIeH B 033X [0
1000 mr/kr/cyt, dro npuOnu3uTeabHO B 62 u 158 pa3 BbIlIe KIMHUYECKOW JKCIIO3HMIMH TPH
npuMeHeHu! 103 25 u 10 Mr, cooTBETCTBEHHO. OMNarin(Io3uH BeI3bIBAI 00pa30BaHUE OMyXOJeH
MmoveKk y camioB Mbimei B go3e 1000 mr/kr/cyt, yto npubmausutenbHo B 45 u 113 pa3 Bblme
KJIMHUYECKOW SKCIO3MLMU TpU HpUMEHeHHH 103 25 u 10 Mr, coorBercTBeHHO. MexaHusm
00pa3oBaHMs ITHX OMYXOJICH 3aBUCUT OT €CTECTBEHHOM MPEIPACION0KEHHOCTH CaMIIOB MBIIIEH K
MOYEUHOW MATOJOTMH, U METaOOMUYeCKUH MyTh OTJIMYAETCS OT 4YenoBedeckoro. Cuuraercs, 4To
OITYXOJIM MOYEK Y CaMIIOB MBbIIIIEH HE XapaKTEPHBI 7S YeJIOBeKa.

I eHOTOKCUYHOCTD

BMHal"J'II/I(bJ'IOSI/IH HE ABJIACTCA '€HOTOKCHYHBIM.

TokcHryeckoe JeNCTBUE HA PENIPOAYKTUBHVIO CUCTEMY

JIOKJIMHUYECKUE HCCIIEeIOBaHMUS MOKa3bIBAIOT, YTO AMMIAriau¢Io3uH MPOHUKAET yepe3 IUIAlleHTy B
KOHIIE OCpEeMEHHOCTH B OYEHb OTPAHWYCHHOW CTENEeHH, HO HE YKa3bIBAIOT Ha MpsSMbIC WM
KOCBEHHbIE HeemaTelbHble 3((EeKThl B OTHOIIEHUHM pPaHHEro 3MOpHOHaNbHOro paszButus. I[lpu
HA3HAUYEHUHU B TMEPHUOJ OpraHoreHe3a SMNariu(IO3MH HE OKa3bIBaJl TEPATOTCHHOTO ICHCTBUS Y
KpBIC WJIH KpOJHKOB B go03ax 10 300 mr/kr, uro nmpubnauszutenbHo B 48 u 122 pa3 wim B 128 u
325 pa3 BbIlIe KIMHUYECKOW 103bI sMmariugio3nHa Ha ocHoBaHuM skcnosunuu (AUC) mpu
npuMeHeHuu 103 25 u 10 mr, coorBeTcTBeHHO. J[03b1 ASMITarin¢I03uHa, BEI3BIBABIINE TOKCHUESCKUE
WU3MEHEHHUS B OpraHU3Me MaTepH y KPbIC, TAKXKE BBI3bIBAINM MIOPOKHU PA3BUTHUS B BUJE UCKPUBIICHUS
KOCTEl KOHEUHOCTEW MPH SKCHO3MLIMM NMpUOIM3UTeabHO B 155 m 393 paza Bbllle KIMHUYECKOU
703bl TIpU IpuMeHeHuu 1103 25 u 10 mr, cooTBeTcTBEHHO. TOKCHMUYECKHE AJIi OpraHu3Ma MaTepu
7036l Yy KPOJUKOB TaKKe BbHI3bIBAIM MOBBIIIEHHE ASMOpHOQETANbHBIX MOTEPh B J103aX
npubmusurensHo B 139 u 353 pasza Bellle KIMHUYECKOW 103bI MpH NMpuMeHeHuH 103 25 u 10 mr,
COOTBETCTBEHHO.

B nccnenoBaHusx mpe- U MOCTHATATBLHOW TOKCUYHOCTH Y KPBIC HAOJI01a7I0Ch CHIKEHUE TIPUOaBKH
MacChl TeJIa Y TOTOMCTBA KPBIC MPU IKCTIO3UITUU IPUOIN3UTENBHO B 4 1 11 pa3 BbIlle KITUWHUYECKON
10361 py ipuMeHeHuu 25 u 10 Mr, COOTBETCTBEHHO.

B uccrnenoBaHur TOKCHYHOCTH Y MOJIOABIX OCOO€H KPBIC MPH Ha3HA4YeHHH >Mmmariaudiosuna ¢ 21
o 90 ACHBb IOCJIC POXKACHUA AWiIaTallud MOYCYHLIX KAaHAJIBICB U JIOXAHOK OT HE3HA4YUTEIILHOU a0
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JIETKOM CTCIICHU, HC MPHU3HAHHAA HCKCIATCIbHbIM 5BHGHI/IGI\I/Il,-lIF;KGE%&%‘I%ELTg%}IIBEBEPCQC%Lﬁ

KpbiC TOJNIBKO B 103¢ 100 wmr/kr/cyt, uto mpubau3uTenbHO B 11 pa3 Belllle MakCUMalbHOW
KIMHUYECKOU 03Bl 25 Mr. DTH M3MEHEHHs OTCYTCTBOBalM mocie 13-HenenbHOro mepuoja 0e3
MIpUMEHEHHUsI [Tpernapara.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeueHb BcioMoraTe/jibHbIX BelIeCTB

Snpo TabieTku

JIakT03BI MOHOTHPAT;

Henntonoza mukpokpucrammueckas (tun 102);
[M'uniposnosa (ruapOKCUITPONMIILIEIIION03a);
Kpockapmennosa natpus;

KpemHuust nuokcu1 KOJUTOUIHBIN;

Marnus creapar.

O06os0uka Ta0IETKH

T'omosoe nnenounoe nokpvimue

['unpomennosa (ruApOKCUTTPONTUIMETHIILICILTION03a);
Twurana qunokcun [E171];

Tanok;

Maxkporo (IIOIU3TUIIEHIIMKOIb);

Kpacurens xenesa okcun xentoiil [E172].

6.2. HecoBmecTuMOCTH

He npumenumo.

6.3. Cpox rogHoCTH (CPOK XpaHeHHUs1)

2 roja.

6.4. OcoOble Mepbl MPEJOCTOPOKHOCTH NIPH XPAHEHUH

[Ipu temnepatype Huxe 25 °C B OpurnHajIbHON yaKkOBKe (B Mavke) IS 3alIUThI OT CBETA.
6.5. XapakTep u cofepkaHue YNAaKOBKH

I[To 10, 25, 30 wm 50 Tabserok B KOHTYPHOW SYCMKOBOM yIIAKOBKE U3 IUICHKHU
MTOJTMBUHUJIXJIOPHIHON M (pOJIbIM aIFOMUHHMEBOM IMEYaTHOM JTakupoBaHHOU, M 1o 10, 20, 25, 30,
40, 50, 60, 70, 75, 80, 90, 100, 120, 125, 150, 175, 180, 200, 210, 225, 240, 250, 270, 300, 350,
400, 450 wmm 500 TabneTok BO (UIaKOHE MOJMMEPHOM M3 IOJHMATHIICHA HU3KOIO JaBJICHUS C
HaTsOKHOM  KPBIIKOW C  YIUIOTHSIONIMM 3JIEMEHTOM HM KOHTPOJIEM TIEPBOTO BCKPBITHS W3
MTOJIMATHIICHA BBICOKOTO JABJICHUS WM B OaHKE MOJMMEPHOMN M3 MOJMATUIICHA HU3KOT'O JTABJICHHS C
HaTsOKHOM  KPBIIKOW C  YIUIOTHSIONIMM 3JIEMEHTOM M KOHTPOJIEM TIEPBOTO BCKPBITHS W3
MOJUATUIIEHA BBICOKOTO JaBieHus. Ha ¢riakon unm OaHKy HakieeHa JTHUKETKa M3 OyMmaru
STHUKETOYHOHN WJIM MUCYEH, UK dTHKETKA CAaMOKJICAIIAsICS.

21
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Ilo 1, 2, 3, 4,5, 6,7, 8,9 um 10 KOHTYpHBIX quﬁKOEIEI');':jy?lgk%ggk%'TM'ngT&i%‘h&

noJiMMepHOMY WM 1o 1 OaHKe NOJUMEPHON BMeCTe € MHCTPYKIMEH 10 MEeIULHUHCKOMY
IIPUMEHEHHUIO JIEKAPCTBEHHOIO IIpenapara (JIMCTKOM-BKJIABIIIEM) B TAYKE U3 KAPTOHA.

6.6. Oco0ble MepbI MPeIOCTOPOKHOCTH NMPH YTHIM3ALUMN HCIOJIb30BAHHOIO JIEKAPCTBEHHOIO
npenapara WM OTXOA0B, MOJYYEHHBIX MOCJIe NMPUMEHEHHUs] JEeKAPCTBEHHOI0 Npenapara u
Apyrue MaHMIYJSIIMHU ¢ IpenapaToM

Het 0co06bIx TpeOoBaHUil K yTUIH3AIIH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUS

Poccuiickas @enepanus

AO «DapmnpoekT»

192236, r. Cankr-IlerepOypr, yn. Coduiickas, 1. 14, mut. A
Tenedon: +7 (812) 33193 10

7.1. IlpeacraBuTeNb JepsKaTe/isi PerHCTPANMOHHOIO YI0CTOBEPeHHUs

[IpeTen3un moTpeduTENEH HANPABIATH MO aAPECY:
Poccuiickas @enepanus

AO «DapMnpoekT»

192236, r. Cankr-IlerepOypr, yn. Coduiickas, 1. 14, mut. A
Tenedon: +7 (812) 33193 10

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. KATEI'OPHUS OTIIYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTerOpHH OTIYCKa MO pelenTy.

OOm1ast XxapakTepUCTUKA JIEKAPCTBEHHOTO Ipenapara IMOarin@ao3uH J0CTyITHA B €IMHOM PeecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEIACTB EBpPasuiICKOr0 JKOHOMHMYECKOIO COI03a M Ha
opunmansHOM caure YIIOJITHOMOYE€HHOT'O opraHa (oxcnepTHOM OpraHH3aLm)
https://Ik.regmed.ru/Register/EAEU_SmPC
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