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ot 20.05.2026 N= 10001

(MOCNEOCBATENEHDCTE 0001)

OBIIAA XAPAKTEPUCTHUKA JTJEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

JNanarnudiiosun, 5 Mr, TaOJIETKH, TOKPBITHIE TUICHOYHOW 000JIOUKOMA.
Hamarmuduiosun, 10 Mr, TaOIETKH, MOKPBITHIE INICHOYHOU 000JI0YKOM.

2. KAMECTBEHHBIN M1 KOJIMYECTBEHHBINA COCTAB

JlelicTByoIIIEe BEIECTBO: anarian(Io3uH.

Janarnudiio3uH, 5 Mr, Ta0JIETKH, TOKPBIThIE MICHOYHON 000JI0YKOM

Kaxnas Tabnerka, MOKpHITas IUICHOYHOW OOOJIOYKOM, COACpHUT 5 Mr Aanariuduo3uHa (B BUAE
MPOIAaH/IM0JIa MOHOTHAPATA).

BemectBa, HamMuue KOTOPHIX HAJIO YUYUTHIBATh B COCTaBE JIEKAPCTBEHHOIO Mpernapara: JJakro3a (Cm.
pasznen 4.4.).

Janarmduiosud, 10 mr, TabJIETKHA, DOKPBITHIE IIICHOYHONH 000JI0YKON

Kaxxnas TabneTtka, moKpbITas MICHOYHOU 000704K0#, comepkutT 10 mr manarnudio3una (B BuAe
MPOTMAaHIM0JIa MOHOTHAPATA).

BemecTBa, Han4KMe KOTOPBIX HA/I0 YUYUTHIBATh B COCTABE JIEKAPCTBEHHOTO MperapaTa: JIakro3a (CM.
paznen 4.4.).

[TonHbIii IepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaOneTku, NOKPHITHIE MJICHOYHOW 000IOUKOM.

Janarnmudio3ud, 5 Mr, TaOJIETKH, MOKPBITEHIE INIEHOYHON 000JI0UKOH
Kpyrible 1BOSKOBBINYKIIbIE TAOJIETKH, MOKPHITHIE IJIEHOUYHON 000JI0YKOM OT CBETJIO-XKENTOro 10
KEIITOTO IBETAa, Ha MOMIEPEUHOM pa3pese SAPO OT OETOro 10 MOUTH OENoTo IBETA.

Janmarmudurosud, 10 Mr, TaOJIETKH, IOKPLITHIE INIEHOYHON 000JI0YKOH
Kpyribie NBOSKOBBIYKIbIE Ta0JIETKH, MOKPHITHIE TIIEHOUYHON 000JIOYKOM OT CBETJIO-KENTOrO 10
YKEJITOTO 1IBETA, HA MOMEPEYHOM pa3pese AJIpo OT OEJIOTo J0 MOYTH OeToTo IBEeTa.

4. KIMHUYECKHUE JAHHBIE
4.1. ITokazaHusl K NPUMEHEHHIO

ITpenapat JJanarnudao3un nokasan K IpUMEHEHUIO Y B3pOCIbIX B BO3pacTe oT 18 jeT 1is ieueHus:
— caxapHoro nuabera (CJl) 2 Tuna B AONOJHEHHE K JUeTe M (U3NYECKHM YIPAKHEHUSIM IS
YJIy4IIEHUS TIIMKEMUYECKOTO KOHTPOJIS:
e B KayecTBE MOHOTEpanmuy, KOrJa TNpUMEHEHHe MeTPOpPMHHA HEBO3MOXKHO BBHIY
HENEepPEeHOCUMOCTH;
e B KOMOMHHPOBAHHOH Tepanuu ¢ METHOPMHUHOM, IPOU3BOIHBIMHU CYJIb(HOHUIMOUYEBHHBI (B TOM
yuciae, B  KOMOMHAUIMM ¢  MET(GOPMHUHOM), THA3OJUAMHAMOHAMHU, HMHTHOUTOpaMHU
munentuauinentuaassl-4 (AI1I1-4) (B Tom uncie, B KoMOMHAIMN ¢ MET(HOPMUHOM); arTOHHUCTOM
penenTopoB rimokarononoooHoro nonunentuaa-1 (I'TII-1) skcenaTnaoM NpoIOHTMPOBAHHOTO
NecTBUS B KOMOMHALINY ¢ METGOPMUHOM; ITpernapaTaMi HHCYJIMHA (B TOM YHciie, B KOMOUHALUN
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OTCYTCTBHMH aJIEKBATHOTO TJIMKEMUYECKOTO KOHTPOJIS HAa JAHHOM Teparuu;
® B CTapTOBOI KOMOWHUPOBAHHOW Tepanmuu ¢ MET(GPOPMHUHOM, IIPH LETECOOOPA3HOCTH TaHHOM
Tepanuu.
— CH 2 Ttuna y B3pOCHBIX MAIMEHTOB C YCTAHOBJIEHHBIM JIMAarHO30M CEpPJEeYHO-COCYAUCTOTO
3a0oJieBaHUs WU ABYMsI U Oosiee pakTopaMu CepeUHO-COCYAUCTOTO pUCKa™® JIJIsl CHIDKEHUS pUCKa
rOCHUTAIN3ALMH I10 IOBOY CEPAEUHOM HETOCTaTOUHOCTH;
* BO3pacT y My>K4HMH > 55 siet wiu > 60 51eT y )KeHIIUH U HAIMYue He MeHee OHOTo (aKkTopa pHuckKa:
JTUCIUIUACMUS, apTepuaibHas TUIEPTeH3Us, KypeHHE.
— CUMIITOMAaTHYECKOW XPOHUYECKOUN CEPIACUYHON HEAOCTATOUYHOCTH;
— XpOHUYECKOW OOJEe3HU IMOYEK C PHCKOM €€ MPOTPECCHPOBAHUS JJIs YMEHBIICHHS PHUCKa
YCTOMYHMBOTO CHIDKCHHS PAacUETHOW CKOpOCTH KiyOoukoBoi ¢uibTpammu (pCKD), HacTyrmieHus
TEPMUHAJIBHON CTaJAMM XPOHHMYECKOW IIOYEYHOM HEAOCTaTOYHOCTH, CMEPTH OT CEpACUYHO-
COCYAMCTOTr0 3a00JIeBaHus ¥ TOCIIUTAIN3AIUH 110 TIOBOY CEPJICYHON HETOCTATOYHOCTH.

4.2. Pesxum 103MpOBaHNs U cNIOCO0 MPUMEHEHUs!

Ilepen HawamoMm Tepanuu mnpemnaparoMm Jlanarnu@iao3uH cielyeT OLEHUTb COCTOSIHME BOJHO-
COJIEBOT0 OOMEHA U, IIPU HEOOXOJUMOCTH, BOCIIONIHUTH 00beM HUpKyIupytomei kposu (OLIK).

Pexum 1o3upoBanus

Caxapnouii ouabem 2 muna

Monomepanus: pekoMeHtyeMas 103a npenapata [lanarnugioszun coctasiser 10 mr 1 pa3 B cyTku.
Kombunuposannas mepanusa: pexomenayemas n1o3a npenapara Jlanarnudnosun cocrasisier 10 mr 1
pa3 B CYTKH B KOMOMHALIMHU ¢ MET(HOPMUHOM, ITPOU3BOAHBIMU CYJIb(OHUIMOUYEBUHBI (B TOM YHCIIE, B
KoMOuHamu ¢ MeThopMuHOM), THa3oIMIUHANOHaMHU, uHruouropamu JIII1-4 (B ToM uucne, B
KoMOuHanuu ¢ MmerdpopmuHOM);  aroHucroM  peuenrtopoB  ITIII-1  —  skcenarugom
MIPOJIOHTUPOBAHHOTO JCUCTBUS, B KOMOMHAIIMK ¢ MET(GPOPMHUHOM; NpernapaTaMi WHCYIHHA (B TOM
qucie, B KOMOMHAIMK ¢ OJJHUM WM JBYMS TMIIOTIMKEMUYECKMMH IperapaTaMy Ui epopagbHOro
IIPUMEHEHUS).

JUist CHYDKEHMS! pUCKa TMITOTIMKEMUHU TIPU TpUMEHEeHHH rnipenapara [lanarnudiao3un B coueTaHuu ¢
WHCYJIMHOM WJIH TIpenapaTaMy, CTUMYJIHPYIOIIUME CEKPELNI0 MHCYJINHA, TAKAMH KaK TPOU3BOIHBIC
CyIb(OHUIMOUEBUHBI, MOXET IOTpeOOBaTbCd CHU)KEHUE J03bl MHCYJIMHA WM IIperapara,
CTUMYJIMPYIOIIEro CEKPeLnIo HHCYMHA (CM. pazaensl 4.5. u 4.8.).

Cmapmosas kombOunuposanHas mepanus ¢ memgopmunom: pPeKOMEHAyeMmas J03a Mpernapara
Hanarnuduosun cocrasnser 10 mr 1 pa3 B cyTku, no3a merdpopmuna — 500 mr 1 pa3 B cytku. B
Cllyyae HeaJleKBaTHOTO MNIMKEMUYECKOT0 KOHTPOJIA 03y MET(OpPMUHA CIIETYET YBEIUYHUTh.

CH 2 muna y 63poCivbiX NaAyueHmos ¢ YCHMAHOBIEHHbIM OUACHO30M CepPOeYHO-COCYOUCTNO20
3a6o0ne6anus unu 08yMs u boaee paxmopamu cepOeyHo-cocyOUCmMo20 PUCKA OJis CHUNCEHUs PUCKA
20CNUMAnU3ayuu no N0BOOY cepoOeyHoOl HeOOCMamoOYHOCMU

Pexomenayemas no3a npenapara Jlanarnudguiosus cocrasiser 10 mr 1 pa3 B cyTKH.

XpoHnuueckas cepoeynas HeOOCMamMoyHOCMb

Pexomennyemas no3a npenapara Jlanarnudguio3us cocrasiser 10 mr 1 pa3 B cyTKH.

XpoHnuueckas 6one3nb novex

Pexomenayemas no3a npenapara Jlanarnudguio3us cocrasiser 10 mr 1 pa3 B cyTkH.

Oco0ble rpynIbl HAIIHEHTOB

Jluya nosicunoeo sozpacma

Koppexkmust 1036l TIpenapaTa B 3aBUCHMOCTH OT BO3pacTa He PEKOMEHTyeTCS.
Tlayuenmul ¢ noweuroll HedOCMamoyHOCMbIO

Koppekmun 10351 B 3aBUCHMOCTH OT (YHKITHH ITOYEK HE TPeOyeTCsl.
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narueHToB ¢ pPCK® < 25 mur/muH.

['mnornukemudeckoe nerictBue nanartuduosnHa y nanueHtoB ¢ CJ[ 2 Tumna 3aBUCHT OT (yHKIIMHA
noyeK ¥ cHuKaercs y nmanuenTos ¢ pCK® menee 45 mn/mun/1,73M? 1, BEpOSTHO, OTCYTCTBYET Y
MalFEeHTOB C TSKEJIONW MOYEUHON HEeT0CTaTOYHOCTBIO.

B ToMm ciyuae, ecinu HE0OX0UM JaJIbHEUIINI KOHTPOJIb TIIMKeMuu y nauueHTos ¢ CJI 2 tuna npu
nageHun pCK® namxe 45 Mi/MuH, HEOOXOAMMO Ha3HAYUTH JOMOJTHUTEIBHYIO THITIOTTMKEMUYECKYIO
Tepanuto (cM. paznenst 4.4.,4.8.,5.1.u 5.2.).

Tabauna 1. Pekomengauuu 1mo J03MPOBAHMIO Npenapara B 3aBHCHMOCTH OT IOKa3aTeJieil
CKo

pCK® (ma/mun/1,73 m?) PexoMenayemas 103a
pCK® 45 nnwm BoIIe Koppekmmu 10361 He TpedyeTcsl.
pCK® menee 45 no 25 Koppexkmmn no3e1 He Tpedyercs. [Ipumenenne npenapata Janarnudiao3ns He

PEKOMEHIYETCSl Al YJYUIICHHS TIMKEMHYECKOTO KOHTPONISA y B3POCIBIX
MAIMEHTOB C CaXapHbIM TUA0ETOM 2 THIIA.

pCK® menee 25 Hayunate Tepanuio He pexkoMmeHayercs. OHaKO MNAUUEHTHl MOTYT
MPOJNOJDKATh TEpamuio A  yMEHbIIeHHs pucka cHmwkeHns pCKO,
HACTYIUICHHS TEpPMHUHAIBHON cTagun XPOHHYECKOH MOYETHOH
HEIOCTaTOYHOCTH, CMEPTH OT CEpIeYHO-COCYAUCTOro 3aboJieBaHUS H
TOCHHUTAIM3ALMU 110 TIOBOY CepJeUHON HEI0CTaTOYHOCTH.

TepmuHanbHas ctanusa XpoHudeckoi | IIpoTusomnokasaHo.

TIOYEUHOU HEJIOCTaTOYHOCTH,
Tpebyrolas MpoBEeACHHS JUATIH3A

Iayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCMbIO

Koppekiust 10361 nipenapaTa y MalueHToB ¢ MEYSHOYHOW HEJJOCTATOYHOCTBIO JIETKOW MJIM CpEeIHEH
CTCIICHU TSKCCTU HC Tp€6yeTC$I. HaIII/IGHTaM C II€YEHOYHOU HEAOCTAaTOYHOCTBIO TSOKEJIOU CTEIIEHU
pEeKOMEH IyeTCs HavyajlbHas J103a npernapara 5 mr. [Ipu xopolei mepeHOCHMOCTH 70332 MOXKET OBbITh
yBenudeHa 10 10 mr (cm. paznenst 4.4. u 5.2.).

eTU
Nmeromuecs: Ha CEroHANIHUN JIEHb KIMHUYECKUE JaHHbIE MPUBEACHBI B pazaene 5.1., 5.2., ogHako
HEBO3MOKHO JJaTh PEKOMEHIALIUHU 110 PEKUMY JTO3UPOBAHUS.

Cooco0 nmpuMeHeHnst
BuyTpb, HE3aBHCUMO OT IpreMa MUIIH. TabIeTKu clieayeT IporaaThiBaTh [ETHKOM.

4.3. [IpoTuBonoKa3zanusi

— THUIEPYYBCTBUTEIBHOCTh K JAanariu(io3uHy WIH JIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MepEYMCIICHHBIX B pazzaene 6.1.

4.4. OcoOble yka3aHusl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

OOuiee ykazaHue
Hanarnuduosun He crnenyet npuMmensaTh nanuentam ¢ CJ[ 1 tuna (cm. moapasnen «/Inadetnyeckuii
KETOAIIHJI03) ).

HapvmeHHe d)VHKHI/II/I II0YCK

W3-3a orpaHMUEHHOTO OTBITa MPOTUBOMOKA3aHO HAYMHATH JICYCHHE Aanarin(Io3uHOM y TAIlEHTOB
¢ CK® < 25 mi/MuH.
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T0YeK ¥ yMeHbIIaeTcs y nanuenTos ¢ pCK® menee 45 mi/mun/1,73 M? 1, BEpOSTHO, OTCYTCTBYET Y
MAlMEHTOB C TSHKEJIOM IMOYEUHON HE0CTaTOYHOCThIO (CM. pasnensl 4.2., 5.1. u 5.2.).
B omnom uccrnenopannu y manueHtoB ¢ CJ1 2 Tuma ¢ HapylieHrneM QYHKIHH TTOYEK CPEHEH CTeTIeHN
tsxecTu (pCK® < 60 mn/mun/1,73 M%) HexenaTeabHbIE PEAKIMH B BUJIE TIOBBIIIEHUS KOHIIEHTPAIHH
KpeaTuHUHA, (ocdopa, MAPATHPEOUTHOTO TOPMOHA M aAPTEPUAIBHONW TUIIOTCH3UH B TPYIIIE
nanariaugo3rHa OTMEYAIMCh y OOJIbIICH 10N MAllMeHTOB, YeM B TpyIIie 1ianedo.

Hapymenne GyHKIIMY iedeHn

B kJIMHUYEeCKUX HCCIIEJOBAHMUSX MOJY4YeHbl OTpaHUYEHHBIEC JAaHHBIE O MPUMEHEHHH Ipernapara y
MAlMEHTOB C HapyIICHHEeM (QYHKIUU TEYCHH. ODKCHO3UIMUS Janariudio3nHa YBeJIUYeHa Y
MalMEeHTOB ¢ HAPYIICHUSIMH (QYHKIIUU MTEYEHU TSHKEIION cTeneHu (cM. pazaensl 4.2. u 5.2.).

[Mpumenenue y manueHToB ¢ pruckoM cHrxkenust OIK w/wim aprepralibHON THIOTEH3UH

B coorBercTBUM C MexaHM3MOM JEHCTBHUS Janariupio3uH YCHIMBAET AUYpe3, YTO MOKET
MPUBOAUTH K HEOOJBIIOMY CHIIKEHUIO apTEPUATIBLHOTO JIaBJICHUS, OTMEUEHHOMY B KJIMHHYECKHUX
uccaenoBanusax (cMm. pasmen S.1.). Hduypernueckuit 3¢phekT MokeT ObITh 0ojiee BBIPAKEHHBIM Y
MAlMEHTOB C OYCHb BHICOKOM KOHIICHTPALIUEH TITFOKO3bI B KPOBH.

Crnenyer coOnrofaTh OCTOPOXKHOCTh Y MAIMEHTOB, ISl KOTOPBIX BBI3BAHHOE Mamariugio3MHOM
CHUKEHUE apTEpHAIbHOTO JIaBJICHUS MOJXKET TMPEJCTaBIATh PHUCK, HANpUMEp, y TMAlUCHTOB,
MOJTyYaIOIIUX THIIOTEH3UBHYIO TE€pANHIO, C SMU30JaMH THIIOTEH3UH B aHAMHE3€ WU Y MOXKHIIBIX
MalUEeHTOB.

B cnydae HHTEpKYpPPEHTHBIX COCTOSIHUM, KOTOpbIe MOTYT HpuBecTy K cHibkeHuto OLIK (mampumep,
eIy JOYHO-KUIICYHbIE 3a00JIeBaHN), peKOMEHAyeTCs TiaTenbHbiid MoHUTOpUHT OLIK (Hampumep,
¢busukanbpHOEe 00CiIeI0BaHUE, U3MEPEHHUE apTEPUaIbLHOTO IaBlIeHUs, Ta00paTOPHBIE UCCIEAOBAHNUS,
BKJIIOYAs TEMATOKPUT W KOHIICHTPALIMM DJJIEKTPOIUTOB). BpemeHHOE NpeKpalieHue JeUeHUs
nanariaugIo3MHOM PEKOMEHJIyeTcs MalleHTaM, Y KOTOPBIX Ppa3BUBAECTCS THIIOBOJIEMHS, JI0 €€
Koppekuuu (cM. pazzaen 4.8.).

JnaGeTndyecknii KeToanuaos

Co00manoch 0 peiKuX Ciydasx JAUadeTUYeCKOr0 KEeTOAlW03a, BKIIOYAsh YIPOXKAIOIINE KU3HU U
JeTajbHbIE CIyYyau y MAllMeHTOB, MOIYy4YaBIIMX UHIMOUTOPHI HATPUH-TIIOKO3HOIO KOTPaHCHIOpTepa
2 tuna (SGLT2), Bximtouas nanarnudiao3ud. B psane ciayyaeB KIMHUYeCKasi KApTUHA COCTOSIHUA ObLIa
HETUIUYHOH, ¢ YMEpEeHHBIM, HUXe 14 MMoub/1 (250 Mr/ai), MOBBIIIEHUEM KOHIIEHTPALIUHU TITFOKO3bI
B KpOBH.

Puck nmabeTtmdeckoro Keroalnujo3a CIeAyeT YUYUThIBaThb MNpPU TOSBICHUU HecHnenu(puyecKux
CUMIITOMOB, TaKUX KaK TOIIHOTa, PBOTA, aHOpeKcHs, O0Jb B JKMBOTE, 4Ype3MepHasl Kax[a,
3aTPyJITHEHHOE [JbIXaHUE, CIIyTAHHOCTb CO3HAHMS, MOBBIIIEHHAS yTOMIISIEMOCTb WM COHJIMBOCTB.
[Ipy mosBIEHUH 3TUX CHUMITOMOB NAllMEHTOB CIEAYEeT HEMEUJIEHHO O0CIIe/]oBaTh Ha HaJIU4due
KET0al1/103a, HE3aBUCUMO OT KOHIIEHTPALMH IIFOKO3bI B KPOBHU.

Y nauMeHToB C MOJO3PEHHEM WM JUAarHo30M JUMab0eTHUYECKOro KeToaluo3a JeueHue
AanaraugI03uHOM ClIeAyeT HEMEIJICHHO NPEKPATUTh.

JleyeHue crnenyer MpPUOCTAHOBUTH Yy MAI[MEHTOB, TOCHUTAIM3UPOBAHHBIX B CBSI3U C OOIIMPHBIMU
XUPYPTUYECKMMH BMELIATEIbCTBAMU WJIM OCTPHIMH CEPbE3HBIMU 3a00JIeBaHMSAMU. Y ITHX
MAlMEHTOB PEKOMEHJYETCs KOHTPOJUPOBATH COJEpXaHUE KETOHOBBIX Tesl. l3mepeHue
KOHLIEHTPAallUM KETOHOBBIX T€JI B KPOBM NPEANOYTUTENBbHEE, 4YeM B Moue. JleueHue
nanariaugo3MHOM MOXHO BO300OHOBUTH MpPH HOPMAaJIU3allMyd KOHIIEHTpPAIMM KETOHOBBIX TEN U
CTaOMIIN3ALUN COCTOSTHUSA MAIEHTa.

[lepen HazHayeHHeM Janariuguio3vHa CleqyeT YUYUThIBaTh JaHHbIE aHAMHe3a MallMeHTa, KOTOpble
MOTYT NPEAPACIIOIAraTh K KETOAUa03y.

K rpynne Bo3MO>KHOTO MOBBIIIEHHOTO PUCKA Pa3BUTHS JAUA0ETHUECKOrO KETOAlKJ03a OTHOCATCS
NAIMEHTHI C HU3KUM pe3epBoM (YHKIMHU OeTa-KJIeToK (Harnpumep, naruentsl ¢ CJI 2 Tuna ¢ HU3kum
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MAlUMeHThl ¢ MaHKPEeaTUTOM B aHaMHE3€); MAalUeHThl ¢ 3a00JIeBaHHUSIMH, KOTOpPBIE TPUBOIAT K
OTPaHUYEHUIO TpUeMa MUIIH WIH TKEIOMY 00€3BOKHMBAHHUIO; MALMEHThl, Y KOTOPHIX CHMXKEHBI
JI03bI TIPENapaToOB MHCYJIMHA; U MAIMEHTHI C TOBBIIICHHON MOTPEOHOCTHIO B Mperaparax MHCYJINHA
M3-32 OCTPOro 3a00JIeBaHUS, XUPYPTUUECKOTO BMEIIATENbCTBA WU 3JI0YIIOTPEOICHUS aTKOTOJIEM.
CrnemyeT co0Ir01aTh OCTOPOKHOCTH TPU TpUMEHEeHUH HHTHOuTOpoB SGLT2 y TakuX MarueHToB.

VY nmanuMeHToB ¢ JuabeTHYecKUM KETOAlUI030M, BO3HHMKIIMM BO BpeMs JICUECHUS HHTHOUTOPOM
SGLT2, ne pekomenyercsi Bo3o0OHOBIeHHE Tepanuu HHruoutopom SGLT2, ecnu He ObLT BBISBICH
Y YCTPaHEH JIPYTO#l IBHBIN MPOBOIUPYIOIINHI (aKTop.

B uccnenoBanusax namariniao3vHa y MaUeHTOB ¢ caxapHbIM auabeToM | Tuma yacto oTMedancs
nuabernyeckuil keroanua03. Janarnudao3uH npoTUBOIIOKAa3aH i JeUYeHUsl OOJIBHBIX C CaXapHbIM
nraderoM 1 tuma.

Hekpotusupyroumii pacuuut npomexxHocTu (ranrpeHa OypHoe)

Coo0manoch 0 TMOCTPErHCTPALMOHHBIX CIy4asX HEKPOTHU3UPYIOUIETo (acuuuTa MPOMEKHOCTH
(Tarxoke Ha3pIBaEMOro ranrpeHoil @ypHbe) y KEHIIUH W MYXYUH, NPUHUMAIOIIUX HHTHOUTOPHI
SGLT2 (cm. paznen 4.8.). 310 peakoe, HO CEPhE3HOE U MOTCHIIMAILHO YIPOXKAIOIIEE KUZHHU SIBJICHUE,
KOTOpO€ TpeOyeT HEOTJIOKHOTO XUPYPrUuecKOro BMEIIaTeIbCTBA U IPUMEHEHHS] aHTUOMOTHKOB.
[TanmenTamM pekoMeHayeTcsi oOpaTUThCS K Bpady B TOM CiIydae, €ClId y HHUX MOSBHIUCH OOJIb,
YYBCTBUTEJIHLHOCTh IIPU MPUKOCHOBEHUH, SPUTEMa MM OTEK B OOJACTH T€HUTAIUN WU 00JIacTU
IMPOMCIKHOCTU B COYCTAHHUH C ﬂnxopamcoﬁ U HCEAOMOI'aHUEM. CnenyeT IIOMHHUTBH, 4YTO JII/I6O
yporeHutanbHass  uHQeknus, Jubo  alciecc  MPOMEKHOCTH  MOTYT  IPEIIIeCTBOBAThH
HEKPOTH3UPYIONIeMY (hacIuuTy.

[Tpu noxo3penun Ha ranrpeny OypHbe IpUMEHEHUE Aanarin(ao3uHa T0HKHO OBITh MPEKPAIICHO U
HAYaTO He3aMETUTEIIbHOE JICUCHHE (BKITIOYAsl aHTHOMOTHUKY U XHUPYPTrUIECKYI0 00paboTKy).

HHbexuy MOueBbIBOASIUX TYTEH

OKCKpelusl TJII0KO3bl C MOYOW MOXET OBbIThb CBsi3aHA C IOBBILIEHHBIM PUCKOM HH(EKIUU
MoueBbIBOAAIMX IyTed. IlosToMy mnpu neyeHuu mnuenoHeppuTa WM ypocerncuca Cileayer
paccMOTpeTh BO3MOKHOCTh MPHOCTAHOBKY TEPAIHU AANATTU(PIO3UHOM.

ITanmeHThl HOXKUIIOTO Bo3pacTa (> 65 jer)

VY noxwuielx manueHToB puck cHmkeHus OLIK MoxeT ObITH MOBBIIIEH, U UM Yalle Ha3HAYaIOT
MY PETUKU.

[Toxxmiible TanMEHTHl dYame WMEIOT HapylleHHe (QYHKIHWW TOYeK W/HMIM TOJY4aroT JIYCHHE
AHTUTUIIEPTEH3UBHBIMU IIperapataMy, KOTOpPbleé MOTYT BbI3bIBaTh M3MEHEHHUs (YHKIMU IOYEK,
TaKUMH KaK WHTHOMTOPBI aHruoTeH3uHInpeBpamiatomero ¢epmenta (AIID) wu  GrokaTopsl
peuenTtopoB auruorensuHa (bPA) Il Tuna 1. /Iy manmeHTOB MOXUIIOT0 BO3pacTa MIPUMEHHUMBI T€ XKe
PEKOMEH/Iallii B OTHOILIEHUHU (PYHKIIMM MTOYEK, YTO U Ul JPYTUX MAlUEeHTOB (cM. pasaensl 4.2., 4.8.
us.1.).

XpoHUYECKas cep/ieuHas HeJIOCTaTOYHOCTh

OneIT NpuMeHeHus nanaraudao3rHa y MalueHTOB ¢ XPOHUYECKOW CepJIeYHON HEIOCTATOYHOCTHIO
IV dQyHKIMOHATBHOTO Kiacca o kiaccudukanun Hpio-Mopkekoil KapIuoIorHdeckoil acconuamim
(New York Heart Association, NYHA) orpanuues.

NudbunprpaTnBHas KapIMOMUOIIATHS
[Tpumenenue ganarnudro3uHa y MalueHTOB ¢ MHPUIHTPATUBHONW KapAMOMHUOIIATHEH HE U3Yy4alloCh.

XpoHuueckasi 00J1€3Hb IOYEK

OmnbIT MpUMEHEeHHs Janariaudio3uHa s JeueHUss XpOHNYEeCKOH 00JIe3HH MOYeK y MalMeHToB 6e3
CJ 2 tuna u aneOyMUHYpUHU OTCYTCTBYET. llanieHTsl ¢ anpb0yMuHypueit MOTyT MOJy4UTh OOJIbIIe
MIOJIB3bI OT JICYSHUS Janarin@I03uHOM.
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OMY OTYETY

VBenn4yeHne ciay4yaeB aMITyTallud HIKHHX KOHEYHOCTEH (B MEpBYIO oyepenb, MajbIeB CTOIIBI)
HAOJI01AJIOCH B IOJITOCPOYHBIX KIMHUYECKUX UCCICIOBAHMSIX MMPUMEHEeHUST MHrHOuTOpoB SGLT2 y
narueHToB ¢ C/] 2 tuna. HeusBectHo, siBiisieTcs i 310 3 dexrom npenaparoB kinacca SGLT2.
[ManueHTam ¢ caxapHbIM AUA0ETOM 2 TUITA BAKHO PEKOMEH/I0BATh [TOCTOSHHBIN MPO(QUIAKTHICCKHUI
YXOJI 32 CTOIIaMH.

OHCHKa PE3YJIbTATOB aHaJIn3a MOYHU
BCJIGI[CTBI/IG MEXaHHu3Ma I[GﬁCTBHH nmpenapara pe3yJIbTaTbl aHAJIM3a MOYM HA INIIOKO3Y Y IMAllMCHTOB,
IIpUHHUMAroIux z[anarnmbnomH, 6y,HYT ITOJIOKUTCIIbHBIMU.

BcnomorarenbHble BelecTsa

Jlakmo3sa

[Tpenapar [lamarnndiao3uH COAEpKUT JakTo3y. JlaHHBIA JIEKapCTBEHHBIH Mpernapar HE CIeayeT
MIPUHUMATh MALMEHTaM C PEJKO BCTPEUAIOIIEHCsS HACIEICTBEHHON HEEPEHOCUMOCTBIO TaIaKTO3bl,
JIAKTa3HON HEIOCTATOYHOCTHIO WIIH TIIFOK030-TAIAKTO3HON MallbaOcopOIuei.

4.5. B3aumopeiicTBHe ¢ JAPYrHMH JIEKADCTBEHHBIMHM MpenapataMu W Jpyrue BHAbI
B3aUMO/IeHCTBUA

dapMakoIMHAMHYECKOE B3aUMOJICHCTBHE

Jluypemuxu

JlanmarnugIio3uH MOXKET YCHUIMBATh TUypeTHUecKuii 3 (HEKT THA3UTHBIX U «IIETIAEBBIX)» TUYPETHKOB
Y TIOBBIIIIATH PUCK PA3BUTHS 00C3BOKUBAHMSI M apTEPUAIBHON TUTIOTeH3HH (CM. pa3nern 4.4.).
Hncynun u npenapamol, nogvluiarowjue cekpeyuro UHCYIuHa

Ha ¢one mpuMeHeHWs] WHCYTMHA M IPENapaToB, MOBBIIAIOIINX CEKPEIHI0 HHCYJINHA, MOXKET
BO3HUKATh TUNOTTUKeMHUs. [[0ATOMY € LENbI0 CHMXKEHUSI PUCKA TUIOTIMKEMUU MPH COBMECTHOM
MPUMEHEHHH Janarin(Io3uHa ¢ THCYJIMHOM HITH IPENapaToM, TOBBIIIAOIIAM CEKPELNIO HHCYITHA,
MOJKET MOTpeOOBaThCsl CHIXKEHHME J103bl MHCYJIMHA WM Tpernapara, MOBBIIIAIONIETO CEKPEIHI0
uHCyuHA (cM. pazzenst 4.2. u 4.8.).

DapMaKOKMHETUYECKOE B3aMMOJCHCTBHE

Metabonu3m panarnugiio3rHa, B OCHOBHOM, OCYIIECTBISIETCS MOCPEICTBOM TJIFOKYPOHUIHON
koHbroranuu nox aeiicreuem UGTIA9.

B xoze uccnenoBanuii in vitro nanarinuguio3vH He THTHOMPOBaI H30E€PMEHTHI CUCTEMBI LINTOXPOMA
P450 CYPIA2, CYP2A6, CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP3A4, u He
unayuuposan uzogpepmentel CYP1A2, CYP2B6 nnu CYP3A4. B cBsi3u ¢ 3TUM HE 0XHJaeTcCs
BIMSIHUS Janariaudguio3nHa Ha MeTaOOJUYeCKUN KIMPEHC COIMYTCTBYIOIIMX MpenapaToB, KOTOpHIE
MeTaboIM3UPYIOTCS O] AEUCTBUEM ITHX U30(EPMEHTOB.

BiusHue Apyrux jekapcTBEHHBIX MpenapaToB Ha Aanariudio3uH
HccnenoBanus B3auMoIEHCTBUM C y4aCTHEM 3/10pPOBBIX JOOPOBOJIBLIEB, B OCHOBHOM, IPUHUMABIINX
OJTHOKpATHYIO 103y JAamariu@o3uHa, MOKa3aid, 4TO MET(POPMMH, MUOIIMTA30H, CUTAIJIMOTHH,
IJIMMENUpPHI, BOIINO03a, THUIAPOXJIOpOTHa3uia, OyMeTaHM], BajcapTaH WM CHMBACTaTUH HeE
OKa3bIBAIOT BIMSAHUS HAa (PapMAaKOKUHETHUKY Janarin@uo3nHa.
[Tocne coBMeCTHOrO MpUMEHEHMs naanaraudiao3uHa U pudaMIuLUHA, UHAYKTOpa pa3iMyYHbIX
aKTHUBHBIX TPAHCIOPTEPOB U (EPMEHTOB, METAaOOIM3UPYIOUINX JIEKAPCTBEHHBIE NpenapaTsl,
OTMEYeHO cHMXkeHHe cucTeMHol akcno3uun (AUC) nanarnudnosuna Ha 22 % npu OTCYTCTBUU
KJIMHUYECKH 3HAYMMOTO BJIMSHUS Ha CyTOYHOE BBIBEJCHHUE IIIIOKO3bI Moukamu. He pekomeHnayercs
KOPPEKTUpOBaTh 03y MpenapaTta. KinHu4yeckn 3HaUMMOTO BIUSHUS MIPU IPUMEHEHUU C IPYTUMU
MHIYKTOpaMHu (Harpumep, kapbamazenuHoM, (peHUuTOuHOM, (peHoOapOuTaIoM) HEe 0’KUIAETCS.
[Tocne coBmecTHOro npHMeHEHUs nanarmudo3nHa W Me()EeHaMOBOW KHCIOTHI (MHTHOWUTOpA
UGTI1A9) ormeueno yBenuueHue Ha 55 % CHCTEMHOH JKCHO3MIMH anariudio3nHa, HO 0e3
6
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KIMHUYCCKH 3HAYUMOI'O BJIUAHUA HAa CYTOUYHOC BBIBCACHUC FHM?:’B;' EQ&;E&‘TA—%@E&J&&%& Iﬂ

1y OTUETY

KOpPPEKTUpOBATh 103y Npernapara.

Bnusnue nanarnudiaosuna Ha pyrue JeKapcTBEHHbIE MPenapaThl

OnHOBpEMEHHOE MPUMEHEHHE Janmariu(IIo3nHa U MPEnapaToB JUTHS MOXKET MPUBECTH K CHUKCHHIO
KOHIIEHTPALIUH JINTUSL B CBIBOPOTKE KPOBH M3-32 BO3MOYKHOTO YCHIICHUS BBIBEICHUS JIUTUS C MOYOM.
MoskeT moTpedoBaThCsi KOPPEKIHUs J03bI Mpenapara JIATHUS.

B uccnenoBanusx B3auMoJIeHCTBUH € ydacTHEM 37J0POBBIX JOOPOBOJIBLIEB, B OCHOBHOM, OTHOKPATHO
MPUHUMABIINX J03y Tpernapara, Janarauio3uH He B Ha (apMaKOKUHETHKY MeT(opmuHa,
MUOTJINTA30Ha, CUTATJIUNTHHA, TJIMMENUpPHUAA, TUIPOXJIOpOTHa3uaa, OyMmeTaHuJa, BalicapTaHa,
nurokcuHa (cyocrpar P-gp) unm Bapdapuna (S-Bapdapun, cyderpar uzopepmenra CYP2CY), nnn
Ha AHTUKOAryJSIUOHHBIN 3¢ dexT, oleHuBaeMblii 1Mo MeXAyHapOJHOMY HOPMAaM30BAaHHOMY
ornomennto (MHO). [Ipumenenne omHOKpaTHOM J03b1 panariudiao3uHa 20 Mr ¥ cMMBacTaTHHA
(cyocrpata uzodepmenta CYP3A4) npuBoausno k nosbimenuto Ha 19 % AUC cumBacTtaTuHa U Ha
31 % AUC cumBacTaTUHOBOM KHUCIOTHL. [lOBBIIIIEHWE OKCMO3UIMUM CHUMBAcTaTUHA U
CUMBACTaTUHOBOI KUCJIOTHI HE CUUTACTCS KIIMHUYECKU 3HAYHMbBIM.

BiusHue Ha onpenenenue 1,5-aHrUAPOTIONUTONA

OueHka TJIMKEMUYECKOTO KOHTPOJISI C IOMOIIBIO ompeneiaeHus 1,5-aHruaporironuTona He
PEKOMEHTyeTCsl, TTOCKOIbKY M3MEpeHue 1,5-aHruapOorIIoNUTOoIa SIBISETCS HEHAJAC)KHBIM METOJI0OM
JUIA TAIMEeHTOB, MPUHUMAIMUX UHrHoutopbl SGLT2. JIns OIEHKH TIMKEeMHYECKOro KOHTPOJIS
CIEAYET UCIOJIb30BaTh aJIbTEPHATUBHBIE METO/IbI.

Jpyrue B3auMOAeCTBYS
BnusiHue KypeHus, IUETHI, MpUEMa PACTUTENBHBIX IpEnapaToB W YMNOTPEOJICHUs AIKOTOJs Ha
napameTpsl (PapMaKOKWHETUKH Janarin(io3nHa He U3y4asloch.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JAKTALMA

bepemeHHOCTD
OTCYTCTBYIOT IaHHBIC O IPUMCHCHHUH Jarnariu@io3nHa y OepeMeHHbBIX KEHIIUH. B TOKITMHIYECKHX

UCCIIEIOBAaHUSIX Ha KpbIcax Oblia BBISBIEHA TOKCUYHOCTB JJISI Pa3BUBAIOIICHCS MOYKH B HEPUOJ
BPEMEHH, COOTBETCTBYIOUIMI BTOPOMY M TPETbEMY TPHMECTpaM OepeMEHHOCTH dYeloBeKa (CM.
pasznen 5.3). Ilosromy mpuMeHeHHe Aanarin(iao3rHa HE PEeKOMEHAYETCS BO BTOPOM U TPEThbeM
TpUMecTpe OEpeMEHHOCTH.

ITpu noaTBepkIeHNN OEPEMEHHOCTH JIeUeHHE AanariauQIo3nHOM CleyeT IPEeKPaTUTh.

Jlakranms

HeusBecTtHo, BblaensieTcs JM Janarid(iIo3UH W/WIM €ro HEeaKTUBHbIE METa0OJUTHI B TPYIHOE
MOJIOKO.

JoctynHble (hapMakoAMHAMUYECKHNE/TOKCUKOJIOIHYECKHE HCCIEeI0OBAHNS HA JKUBOTHBIX MOKAa3aiH,
4TO Janariu@ao3uH/ero MeTaboNnuThl BBIACSAIOTCS B MOJIOKO, @ TAK)Ke UMEIOT (hapMaKoJIOTHYeCKU
orocpeioBaHHbIe APPEKTH Y BCKAPMIIMBAEMOI'0 MMOTOMCTBA (CM. pa3zen 5.3.), B CBA3M C YEM PUCK
IUTs1 HOBOPOJKJICHHBIX/MITAJICHIIEB HE MOKET OBITh UCKITFOUEH.

Janarnuduo3uH He clieAyeT MPUMEHSATh B IEPHOJ I'PYTHOTO BCKapMJIIUBAHMSL.

DdepTHiIbHOCTE
Bnusinue nanarnudno3uHa Ha GEepPTUIBHOCTD y YEJIOBEKA HE M3ydYanoch. Y CaMI[OB U CaMOK KPBIC
nanariuQIIo3uH He OKa3bIBAJI BIUSHUS Ha (EPTHIIBHOCT.

4.7. BiuusiHMe Ha CHOCOOHOCTH YNPAaBJAATHL TPAHCINOPTHBIMHM CpeacTBaMH M padorarh ¢
MEXaHU3IMaMHu
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TPAHCIIOPTHBIMHU CPCACTBAMU U MCXAaHU3MaMH HC ITPOBOANIIOCH.
4.8. HexkenaTesibHbIe peakuuu

Pesrome npodriist 0€301acCHOCTH

C/] 2 muna

B xnmuandecknx wuccnenoBanusx Oonee 15000 mammentoB ¢ CJI 2 Tuma moiydanu TEparuio
nanariimQIo3uHOM.

[TepBu4Has oreHKa 6€30MACHOCTH U IEPEHOCHMOCTH ObLIa IPOBE/ICHA B MPEABAPUTEIHHO 3aJaHHOM
o0beTMHEHHOM aHaimu3e 13  KpaTKoCcpouHbIX (o 24 Hemenb) IIANEOOKOHTPOIUPYEMBIX
UCCleIoBaHui ¢ yyactreM 2360 manueHToB, MOMyYaBIINX Aanariauduiosud B no3e 10 mr, u 2295
MalMEeHTOB, MOJTYYaBIIUX MJ1a1e0o.

B uccnenoBanuu cepiedHO-COCYANCTHIX UCX010B Aamaruduosnna npu CJl 2 tuna (uccinemoBanue
DECLARE, cMm. pasmen 5.1.) 8574 manmenta monydanu mganariuduiosud B go3e 10 mr, u 8569
MalUEeHTOB MOJIyYalld TUIane0o Mpu cpeaHel MpOoAOKUTEILHOCTH Tepanuu 48 MecaleB. B nenom,
CpEeIHsIS DKCIO3UIIMS Aanariudio3uHa coctapmia 30623 manueHTo-roaa.

Hau6omnee yacThIMU TOOOYHBIMY PEAKIIUSIMU, OTMEYCHHBIMU B KIIMHHYECKHUX MCCIIEAOBAHUSIX, ObLTH
IreHUTAIbHBIC HH(PEKIIUH.

Xponuueckas cepoeynas HedoCmamo4HoCmb

B uccnenoBanuu cepiedHO-COCYAUCTHIX UCXOI0B MPH MPUMEHEHUU Aanariu@io3nHa y MallueHToB
C XpPOHUYECKOW CepACUYHON HEAOCTATOYHOCTHIO CO CHIDKEHHOM (pakIueil BeIOpoca (Mcciae1oBaHne
DAPA-HF) 2368 nauuentoB nonyyanu ganariuguio3ut B goze 10 mr, u 2368 nanueHToB noayyaiu
ane0o Mpu CpeAaHel MPOJODKUTEILHOCTH Tepanuu 18 mecsmeB. B wmcciaenyemMyr Mmomyisiuio
Bonumi manueHtbl ¢ CJ[ 2 tuma m marmueHThl O6e3 nuabera, a Takke mamueHThl ¢ pCKD > 30
mi/mun/1,73 M2, B MCCIENOBAaHMH  CEPJEYHO-COCYIMCTBIX MCXOAOB IPH HPUMEHEHHH
nanariaugo3rHa y MalueHTOB ¢ XPOHUYECKOU Cep/IeYHON HETOCTaTOUHOCTbIO ¢ hpakifueil BeIopoca
nesoro xenynouka (PBJDK) > 40% (DELIVER) 3126 nanuenToB noiayyaiu Aanarin@iao3ul B 103€
10 mr, u 3127 manuMeHTOB MOdydYalu IIanedo Mpu CpeAHel MPOAOIKUTEIBLHOCTH Tepamuu 27
MecsaieB. B monmynsmuio nanueHTtoB BXxoawin mamueHThl ¢ CJl 2 tuma u 0e3 nuabera, a Takxke
namuentsl ¢ pCK® > 25 mi/mun/1,73 M2,

O6mmit mpoduns O6e30mMacHOCTH Janariu@Iio3uHa Yy TAIMEHTOB C XPOHUYECKOW CepIaedyHON
HEJ0CTaTOYHOCTHIO COOTBETCTBOBANI M3BECTHOMY MPOQIIIIO0 0€30MaCHOCTH Aanarindao3nHa.

XpoHnuueckas 6one3nb novex

B uccnenoBanuu no orenke 3¢ HeKTUBHOCTH Aanariu@io3nHa B OTHOIICHUH MTOYEYHBIX UCXOIO0B Y
ManueHToB ¢ XpoHuueckoil Oone3npto mnodyek (DAPA-CKD) 2149 namnueHtoB noydanu
nanmarnuduosuH B goze 10 wmr, u 2149 mnanueHToB modydanu Tianedbo TpuU  cpeaHei
MPOJIOJKUTEIILHOCTH Tepanuu 27 mecsieB. B uccnegyemyro nomymsiiuio BXoauau nanuentsl ¢ CJ1
2 tuna, 6e3 CJI 2 tuna, ¢ pCK® > 25 u < 75 mn/mun/1,73 mM? u ansOymunypueii (cOOTHOIIEHNE
anpOoymMun/kpeaTuHuH B Moue (A/Kp moun) > 200 u < 5000 mr/r). Jleuenne npogoinkanu, eciu pCKD
CHIDKaNIach MeHee 25 mi/mun/1,73 M2,

O6mmit mpoduiib 6e30macHOCTH AanariugIo3uHa y MAMEHTOB ¢ XPOHUYECKOW OOJIE3HBIO MOYEK
COOTBETCTBOBAJl U3BECTHOMY MPODUITIO0 OE30MaCHOCTH Janarinugio3uHa.

Pesrome HexenaTenbHbIX PeaKnui

HexenarenbHble  peakiMM, OTMEUYEHHbIE B  IUIALE00-KOHTPOIMPYEMBIX  HMCCIEIOBAHUSAX
nanarnmbnomﬂa U IIPpU TOCTPETUCTPALIMOHHOM Ha6J'IIO,Z[eHI/II/I, IOPUBCACHBI JAJICC II0 TCKCTY.
HexenarenbHble peakuuu He ObUIM J10303aBHCUMBIMU. YacToTa BOSHMKHOBEHHS HEXelaTeIbHBIX
peakuuil ompeensgach B COOTBETCTBUM ¢ Kiaccudukauumed BceemupHoit Opranuzanuu
31paBOOXpaHEHUS:

1
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(NOCNEOOBATENEHOCTE 0001)

odeHb yacto (> 1/10),

gacro (> 1/100, vo < 1/10),

Heyacto (> 1/1000, o < 1/100),

penko (= 1/10000, vo < 1/1000),

oueHb peako (< 1/10000),

4acTOTa HEU3BECTHA (HA OCHOBAHUH MMEIOUINXCS JAaHHBIX OIICHUTh HEBO3MOXKHO).

HUnghexyuu u unsazuu

4acTo — BYTbBOBAr MHHUT, GalaHUT M CBA3AHHBIE C HUMH T€HMTaJIbHbIE MH(EKIUU =
MOUEBBIBOJIAIINX myTeit >4,

HEYaCTO  — IPHOKOBBIE I/IH(i)eKI_[I/IOHHBIe 3a00NeBaHus |

OUYEHb PEJKO — HEKPOTUZUPYIOMIHNA (HacCIUUT MPOMEKHOCTH (raHnrpena OypHbe
Hapywenus memabonuzma u numanus

OYeHb YacTO — TUIOTJIMKeMus (IpU TNPUMEHEHMHM B KOMOMHAIlMM C MPOU3BOJHBIM
Cyb(OHUIMOYEBUHBI MU HHCYIHHOM)?;

HeuacTo  — cHmkenne OLIK??, sxaxnma’™;

penko — nuabeTnueckuil keroanuo3 (npu npuMmenenuu npu CJ1 2 tuna
Hapywenus co cmoponul HepaHoli cucmemul

9acTO — TOJIOBOKPYKEHHE.

HapymeHuﬂ €O cMoporbl :)fcefzyaoquo -KUWe4YHo20 mpakma

HEYacTo  — 3amop , CyXOCTh BO PTY

Hapywenus co cmoponul Kodtcu u n0OKONCHbIX MKAHel

4acTo — Chimb'%;

OUYEHb PEJIKO — AHTMOHEBPOTUYECKHI OTEK.

Hapywenus co cmoponvl mbiuieyHotl, KOCMHOU U COeOUHUMENbHOU MKAHU

4acTo — 6ONIb B CIIUHE .

HapymeHuﬂ CO CMOPOHbBL NOYEK U MOUeBbl8OOAUUX Nymell

9acTo’ — JW3ypusl, TONHypHs =6

HEYACTO  — HUKTYpHSA

OUYEHb PEIKO — TyOyJIOMHTEPCTUIIMATLHBIN HE(PHT.

Hapymeﬁuﬂ €O CMOpOHbL penpodykmueyou cucmembl U MONOUHbLY dcenes

HEYaCTO  — BYJbBOBATMHAILHBIN 3yJ1  , TEHUTAIBHbIN 3y

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble

YacTo — MOBBIIEHUE 3HAYEHMS TEMATOKPHTA’, CHUKEHHME MOYEYHOro KJIMpEeHca KpeaTHMHHHA Ha
HAuaJILHOM 3Tarle Tepanuu’, TUCITHITHAEMHS ;

HEYACTO ~— MOBBIIICHHE KOHIIEHTPAIlMU KPeaTMHHHA B KPOBU HA HAyalbHOM dTalle Tepanuu 2,
TIOBHIIIEHNE KOHIIEHTPAIH MOYEBHHEI B KPOBU , YMEHBIIIEHHE MAcChl Tena

* “HDEKIHS

)2,9.

)2,9,11

! Tlpencrapnensl naHHble NpMMeEHEHMs Tpenapara 10 24 Helenb (KpaTKOCPOYHAs Teparus)

HE3aBUCHMO OT MpUEMa JONOJHUTEIBHOTO TUIOTTIMKEMHUYECKOT0 Mpernapara.
2 CM. COOTBETCTBYIONIMIA MOApA3IeN HIKE [ MOMydeH s T0IOIHUTEIbHOM HHPOPMAIIUH.

3 By/IbBOBaruHMT, GANAHUT U CBA3AHHBIE C HUMHU TEHUTANbHbIE MHPEKIMH BKIIOYAIOT, HAPUMED,
CIIEAYIONINE 3apaHee OIpE/ACICHHBIE MPEANOYTHTENBHbIE TEPMHUHBL:  BYJIHBOBAarMHAIBHYIO
IpUOKOBYIO0 MH(QEKINI0, BarMHAIbHYIO HHQEKIHI0, OalaHuT, TPUOKOBYI0O HH(EKIMIO MOJIOBBIX
OpPTaHOB, BYJIbBOBarMHAIGHBIA KaHAWU/03, BYJIbBOBArUHHUT, KaHAWJO3HBIH OalaHUT, TEHUTAIHHBIN
KaH/1103, MH(EKINIO MOJOBBIX OPraHOB, MH(EKIHIO IMOJIOBBIX OPraHOB y MY>KUHH, WHQEKIUIO
MOJIOBOTO WICHA, BYJIBBHUT, OaKTEepHAaTbHBIA BalHHUT, a0CIIECC BYJIHBHI.

* Vndexuus MOUYEBBIBOAANINX MyTeil BKIIOYAET CIEAyIOMIME MPEANOYTHTENbHbIE TEPMUHDI,
MEPEYHCICHHBIE B TIOPSIKE YOBIBaHUS YACTOTHI: HMH(EKIHS MOYEBBIBOISIIMX ITyTCH, IHUCTHT,
MHOEKIUS MOYEBBIBOJAIIMX IyTel, BbI3BaHHas OakTepusimu poja Escherichia, wH)exuus
MOYETIONIOBOTO TPAKTa, ITUEJIOHEPPUT, TPUTOHUT, YPETPUT, HHPEKITUS MTOYEK U TPOCTATHT.
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(J10C BATENRHI 5 00071
5> Camxenne OLIK BKIOYaeT, HanpuMep, CIEAyIONNe 3apaHee|-|onpe HAbLIC TPCANOUTHTENBHBIE

TEPMUHBL: 00€3BOKUBAaHUE, THIIOBOJIEMHUS, apTepUaIbHAS THIIOTECH3USI.

® Tlomuypusi BKIIOYAaET HpPEINOYTHTENbHbIE TEPMHHBI: MOJUIAKAYpHUs, TOJUYpPUS M yCHUIIEHUE
Iypesa.

7 Cpennue U3MeHeHMs 3HaYeHHUs FeMaToOKpUTa OT HCXOHBIX 3HaueHui coctasumu 2,30 % B rpymme
nanarnuduosuna 10 mr o cpasaenuto ¢ — 0,33 % B rpynme miane6o. 3HaueHus reMaTokpuTa > 55 %
ormeuensl y 1,3 % mnamueHToB, nonyyaBmumx nanariaudio3ud 10 mr, mo cpaBuHenuto ¢ 0,4 %
MAIMEeHTOB, OTYYaBIINX IUIANe0o0.

8 Cpennee nsMeHeHue cielylomux HoKasaTelel B NPOLEHTAX OT MCXOAHBLIX 3HAYEHHIl B Ipymie
nanarnudozuna 10 Mr u rpymnme miane6o, COOTBETCTBEHHO, COCTaBUIIO: OOIIMK XosecTepuH 2,5 %
nio cpaBuenuto ¢ 0,0 %; xonecrepun JIIIBII 6,0 % no cpaBaenuto ¢ 2,7 %; xonecrepun JITTHII 2,9 %
1o cpaBHeHuto ¢ — 1,0 %; Tpurnuuepuast — 2,7 % no cpaBuenuto ¢ — 0,7 %.

o Cwm. pazaen 4.4.

10 HexenarenbHas peakiiust oTMedeHa IPH MOCTPErUCTPAMOHHOM Habmoaenuy. Chillb BKIIIOYAET
CIIeyIOIe MPEANOYTUTEIbHbIE TEPMHUHBI, NEPEUYHCICHHBIE B TOPSAKE YacTOThl Pa3BUTHUS B
KJIIMHUYECKUX UCCIIEIOBAHMSIX: ChIIlb, T€HEPAJIM30BaHHAs CblIlb, 3yAA1Ias Cblllb, MAKYJI€3HAsl ChIIIb,
MakyJomnamnyJjie3Has Cblllb, MYyCTYyJIe3Hasl Chillb, BE3MKYJIE3HAs ChINb, SPUTEMATO3Has Chilb. B
1ale00-KOHTPOIMPYEMBIX ~ KIMHUYECKUX HCCIEJOBAHUSAX M HCCIEOBAaHUSX C AKTUBHBIM
KOHTpoJieM (rpynna, monydaBiuas ganariaudio3u: n = 5936, konTponbHas rpymma: n = 3403)
94acTOTa Pa3BUTHS CHINHM ObUIa CXOKEH y MAaIMEeHTOB, mosrydaBmmx ganariauduosud (1,4 %), u
MAIUEHTOB B KOHTpOJbHOU rpymme (1,4 %).

' Ormedeno B uccnenoBaHMM CEpAEYHO-COCYAMCTBIX HCXOA0B y mamueHtoB ¢ CJI 2 Tuma
(DECLARE). YacTora ocHOBaHa Ha rO/I0BOM IOKa3aTele.

* OrMedeHsl y > 2 % manueHToB U Ha > 1 % damie, u y OOJbIIEro KOJIWYeCTBA MAMEHTOB (Kak
MUHUMYM, Ha 3) B rpymnne ganariauduozuna 10 Mr mo cpaBHEHUIO ¢ TPYIIO miane6o.

** OueHeHbl HCCIIe0BaTENIeM KaKk BO3MOXKHO CBS3aHHBIC, BEPOSTHO CBSI3aHHBIE WIIM CBSI3AHHBIE C
uccieayemMon tepanueil u ormeudeHsl y > 0,2 % mnanuentoB u Ha > 0,1 % vame u y Oosbliero
KOJIMYEeCTBA MAIMEHTOB (Kak MUHUMYM, Ha 3) B rpymnme ganariauduosnHa 10 Mr mo cpaBHEHHUIO C
rpynmnou miaue6o.

OnucaHue OTAEIbHBIX HEXKENATEIbHBIX PEAKIINN

Bynveosacunum, bananum u césa3annvie ¢ HUMU eHUMANbHblE UHGEKYUU

B oObenuHeHHBIX JaHHBIX MO Oe3omacHOCTH 13 wuccnenoBaHUil BYJIbBOBATMHUT, OallaHUT U
CBSI3aHHBIE C HUMU I'€HUTalIbHbIe HH(EKIUU oTMeueHbl Y 5,5 % u 0,6 % nanneHToB, NPUHUMABIINX
nanarnuduosud 10 mr u mianedo, COOTBETCTBEHHO. BonbIMHCTBO MHGEKIHMI ObUTH Cl1abo WiIH
YMEPEHHO BbIPA)KEHHBIMU; HAYaJIbHBIA KypC CTaHIApTHOU Tepanuu Obl 3(h(heKTUBEH, B CBSI3U C UEM
MAlUEHThl PEeKO MpeKpalad MpueM aanarindiao3uHa. OTH MHQEKIUH dYalle pa3BUBAINCH Y
xeHumH (8,4 % u 1,2 % npu npumMeHeHuu nanarnu@iao3uHa U Iuianedo, COOTBETCTBEHHO), a Y
MAlMEHTOB ¢ TAKUMU UHPEKLIUSIMU B aHAMHE3€ OHU Yallle PeUUIUBUPOBAIIH.

B uccnenosannn DECLARE k011uecTBO NAlMEHTOB C CEPbE3HBIMU HEXENIATEIBHBIMU SIBJICHUSIMU
B BU/JIE TEHUTAIbHBIX MHPEKIMI ObUI0 HEOONBIINM U cOaTaHCUPOBAHHBIM: 110 2 MAaIlMEHTa B TPYyIIe
nanarnugo3nHa U rpyIme mniamnedo.

B uccnenosanun DAPA-HF He Obl10 MalnyeHTOB ¢ CEphE3HBIMU HEXKETATENbHBIMU SIBICHUSIMH B
BUJ€ TEHUTAIbHBIX HMH(EeKuuid B Tpymnmne ganaraudio3nHa, B Tpynne mianedo cepbe3Hoe
HEeXeJaTelIbHOE SBJICHHE 3aperucTpupoBano y 1 maruenta. B rpynmne ganarmudnosuna 'y 7 (0,3 %)
MAIMEeHTOB OBbLIM OTMEYEHbI HEXeJaTeJbHbIE SIBICHUS, MPUBOAMBIINE K MPEKPAIICHUIO JIEUCHUS
BBHJly T€HUTAJIbHBIX MHPEKUMN, U HU Y OJHOTO MalueHTa B rpynmne mianedo. B uccienoBanum
DELIVER y 1 (<0,1 %) nmanueHTa B KaXJ10i IpyIIIe JEUEHUS] OTMEYEHO CEPhe3HOE HEeXKENaTeIbHOE
SBJICHUE B BUJE T€HUTANbHbIX MHpeKkuui. B rpynne nanarmudnosuna y 3 (0,1 %) manueHTOB
OTMEYEHBI HEXKEJIATENbHbIE SIBJICHUSI, IPUBOIMUBILNE K PEKPAILECHUIO JIEYEHNS BBUAY T'€HUTAIbHBIX
MH(pEKIMA, a B rpyIIe ianedo NaueHToB ¢ TAKUMU SBJICHUSIMH He ObLIO.
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COOTBETCTBYET 3K( THOMY QT

B wuccnenoBanun DAPA-CKD 6wuo 3 (0,1 %) arerTH | © COphesHEAMIT HEKEHaT RSN

SIBIICHUSIMU B BHJIE TCHUTAIBHBIX MH(EKIMI B TpyIe gamarmudio3nHa U HA OJHOTO MAaIlUeHTa ¢
TaKUMH SIBJICHUSIMU B Tpymne miane6o. B rpymnme nanarnudnosunay 3 (0,1 %) nanueHToB OTMEUEHBI
HEXKeIIaTeJIbHBIC SBJICHMS, IPUBOAMBIINE K MPEKPAIICHUIO JICUCHHS U3-32 TEeHUTAIBHBIX HHPEKITUH,
a B rpymnne Imianedo MalueHTOB € TaKUMH SBICHUSAMH He Obuto. O pPa3BUTHUU CEPHbE3HBIX
HEXKEIIATEIbHBIX SIBJICHUA B BUJC TCHUTAIBHBIX WH(QEKIHUHA W HEXKENATeNIbHBIX SBICHUN B BUJC
TeHUTAJIbHBIX HHPEKUUN, TPUBOAUBIINX K MPEKPAILIEHUIO JeueHus, y nanueHTos 0e3 CJI 2 tuna e
co00MIaJIOCh.

Hexpomusupyrowuii pacyuum npomesxrcnocmu (caneperna @ypuve)

Coo0manoch 0 MOCTPErHCTPALMOHHBIX CIy4asx pa3BUTHS TaHrpeHbl DypHbe y NalKEHTOB,
npuHuMaromux HHruouTopel SGLT2, Bimtovas namarinudiao3us (cMm. pasaen 4.4.).

B uccnenoanuu DECLARE y 17160 nanuentoB ¢ C/I 2 Tuna u MeauaHod IPOJOJKUTEILHOCTH
Tepanuu 48 MecsleB Bcero ObUIO 3aperucTpupoBaHo 6 ciayuyaeB ranrpeHsl @ypHwe: 1 B rpyme,
noJryyaBineil nanarnugao3ud, 1 5 B rpymnmne mianeoo.

l'unozcnuxemus

YacroTa pa3BUTUS THUIIOIJIMKEMUHM 3aBUCENla OT TuUMa O0a30BOM Tepamuu, HUCIOJIb3yeMOW B
KJIMHUYECKUX UCCieloBaHuAX y nauueHToB ¢ CJ1 2 Tumna.

B wuccnenoBanusx nanaraugo3vHa B KAauyecTBE MOHOTEpanMM, B KayecTBe J00aBIECHUS K
MeThOpPMUHY U B Ka4eCTBE AOOABICHUS K CUTArJIUNTHHY (C MEeTQOpMUHOM Win 6e3 MeThopMHUHa)
MPOJIOJKUTENBHOCTRIO 10 102 Hemenp 9acToTa CilydaeB JIETKOW THIIOTJIMKEMHUU OblIa CXOXKeH
(<5%) B rpymmax JedeHus, BKIouas Iuiane0o. Bo Bcex ucciemoBaHMSX Cilydad TsDKENOM
TUIOIIMKEMUM OBLIM OTMEYEHBl HEYacTO, M HMX 4acToTa OblIa COMOCTaBMMa MEXJIy TIpyliamMu
nanariudIio3nHa u rmiamneoo.

B nccnenoBanusx ganarnuguio3nHa B KauecTBe J0OABICHUS K IpenapaTy CyJIb()OHUIMOYECBHHBI WIH
npenapary HMHCYJMHAa OTMEYeHa Oojiee BBICOKas 4acToTa THIOriaukeMuu (cMm. pasgen 4.5.). B
UCCIieIoBaHNH 100aBJIeHus nanarmudao3nHa K rmuMenupuny Ha 24 u 48 Heziene He3HAUYUTEIbHBIC
SMM30/Ibl TUIIOTVIMKEMHUH PErMCTPUPOBAIIUCH Yallle B rpyIne Aanariauduiosuda 10 Mr u riimmenupuia
(6,0 % u 7,9 % cooTBeTCTBEHHO), yeM B rpymne ruianebo u raumenupuaa (2,1 % u 2,1 %
COOTBETCTBEHHO).

B uccnenoBanumn nob6asneHus pamnariv@iao3suHa K mpenaparaM HMHCYJIMHA SMU30/bl BBIPAXKEHHOMN
TUIIOTIIMKeMHHU ObLTH 3apeructpupoBansl y 0,5 % u 1,0 % narueHTos, Noxy4aBIIMX Janariu(ao3uH
10 mr u mpenaparsl uHCcynuHA Ha 24 u 104 Henmensix cooTBeTcTBEHHO, U y 0,5 % mnarueHToB,
MOJy4yaBIIUX IuTanebo M mpenapaTsl MHCyIuMHAa Ha 24 u 104 Henmenax. Ha 24 u 104 nenmensx
HE3HAYUTENIbHbIE AMU30/1bl TUIIOTIIMKEMUH ObLIN 3apETUCTPUPOBAHbI, COOTBETCTBEHHO, ¥ 40,3 % u
53,1 % mauueHTOB, MoMy4aBUIMX Aanariauduosud 10 Mr u npenapatsl HHCYynIMHA, Uy 34,0 % u 41,6
% maIMeHToB, NOMyYaBUINX IU1a1e0o0 U mpenapaTsl HHCYJIUHA.

B nccnenoBanun no0asienus ganarauguio3nHa K MeTGOpMUHY U Ipenapary Cyiab(OHUIMOUYEBUHBI
10 24 Hezaenb He ObUIO 3apEeruCTPUPOBAHO HHU OJHOTO AMHU30/1a TSHKEIION TUIIOTIMKEMHUU. D305
JIETKO} TUIIOTJIMKEMUH ObUIN 3aperucTpupoBansl y 12,8 % nanueHToB, Mojy4yaBIInX Janariu@ao3ut
10 Mr B coueTanuu ¢ METGOPMUHOM U IpenapaTamMy CyJb()OHWIMOYEBHUHBI, U Y 3,7 % MalueHTOB,
MOJyYaBIIUX IU1a1e00 B COYETaHUU ¢ MET(HOPMUHOM U NTPOU3BOAHBIMU CYJIb(OHUIMOUYEBUHBI.

B uccnenoBanuu DECLARE He oTMe4eHO MOBBIIIEHHOTO PUCKa Pa3BUTHS TSKEION THITOTIIUKEMUN
OpU TepanuM Janariu@iIo3MHOM IO cpaBHeHHMIO ¢ Mianebo. Ciaydan TSDKEIOH TUIOTIIMKEMUHU
3apeructpupoBanbl y 58 (0,7 %) maumeHtoB, moiydyaBmnx nganaraudiaosud, uy 83 (1,0 %)
NAIMEeHTOB, NOTYYaBIIUX 1aeoo.

B uccnenoanun DAPA-HF cnyuam tspkenod rumorimkemMuu 3apeructpupoBanbl y 4 (0,2 %)
NAIMEeHTOB KaK B rpynie ganarnuduosnHa, Tak U B rpynmne miamnebo. B uccnenosanuu DELIVER
Cllydad TSDKEJIOW THUIOINIMKEeMHHM 3apeructpupoBanbl y 6 (0,2 %) mnamueHToB B TpyIne
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 20.05.2026 N= 10001

nanarnuguosuda u 'y 7 (0,2 %) mauueHToB B TpyIl Hﬂaueégl:léﬂw&ﬂe%lﬁII'III/I—T}D-ll:Jﬁ/IIéeMIlIII/I

HaAOJI0AAIMCh TOJBKO y nmanueHToB ¢ C/1 2 Tuma.

B uccnenoanuu DAPA-CKD Tspkenas runorivkemus 3apeructpuponana y 14 (0,7 %) nanueHToB
B rpynmne nanarimudiao3una u'y 28 (1,3 %) nanuenToB B rpymie ianedo 1 HalIr01anack TOIbKO Yy
maruenToB ¢ CJI 2 tumna.

Cuuorcenue OLIK

B oOwbeauHeHHBIX MJaHHBIX TO Oe3omacHOocTH 13 wHcciaenoBaHUN HeXelaTelbHbIE peakluu,
ykasbiBatomue Ha cHmkeHne OIK (Bkmoyas cooOmieHus 00 00€3BOKMBAHUY, TUIIOBOJIEMUU WIIH
apTepHalibHOM runoTeH3un), orMedensl y 1,1 % u 0,7 % nanueHToB, IpUHUMABIINX AANarin(Io3uH
10 Mr u mane6o, COOTBETCTBEHHO; CEpPhE3HbIC HEXKeaTellbHble peakiuuu orMmeueHbl y < 0,2 %
MAMEHTOB, M OHU OBLIM COMOCTAaBUMBI B rpynnax aanariuduosuna 10 mr u miane6o (cM. paszuen
4.4.).

B uccinenosanun DECLARE konn4ecTBO MaueHToB C SIBICHUSIMH, YKa3bIBAIOIUMHU Ha CHH)KECHUE
OLIK, 6buto cOamancupoBaHo Mexay rpynmamu jedenus: 213 (2,5 %) u 207 (2,4 %) B rpynmnax
nanarnuduosrHa W 1ianedo, cooTBeTCTBEHHO. Cepbe3Hble HEKenaTellbHble SBJICHUS ObUIn
3apeructpupoBanbl y 81 (0,9 %) u 70 (0,8 %) nmanuentoB B rpymnmne nanarido3nHa U 1ianedo,
COOTBETCTBEHHO. SIBJeHMS B I1eiOM ObUlM cOalaHCUPOBAHBI MEXIY TpYyNIaMH JIEUYEHUsS IO
BO3PACTHBIM KaTEropusM, TPUMEHEHHUIO TUYPETUKOB, apTepPUATIbHOMY JIaBIICHUIO U TTPUMEHEHHUIO
MHTHOUTOpa aHTMOTEH3MHIIpEBpaIlamero ¢GepMenTa/0iokaropa peuenTopoB aHruoreHsuHa Il
tuna 1. Y nauuenTtos ¢ ucxoanoit pCK® < 60 ma/mun/1,73 M? B rpynne nanaraugao3uHa OTMEUEHO
19 ciydaeB cepbe3HBIX HEKENATENbHBIX SBICHUH, yKas3biBaromux Ha cHmkeHue OLIK, u 13 — B
rpymnmne mianeoo.

B uccnenoBanuu DAPA-HF sBnenus, ykaspiBatomue Ha cHmkenue OLIK, Obuin otmeuensr y 170
(7,2 %) manmentoB B rpymme mamarmduosuHa u 153 (6,5 %) B rpynmne miane6o. B rpymme
nanarnuduosruHa Obuto  Mesblie manueHtoB (23 ([1,0 %] mammeHToB) € cepbe3HBIMU
HEXENaTeIbHBIMUA SIBJICHUSIMA B BHUJI€ CHUMIITOMOB, yKa3biBatouux Ha cHumwxenue OLK, mo
cpaBHeHUl0 ¢ rpynmnoi tumane6o (38 [1,6 %] mamumentoB). Pe3ynbTaThl ObUIM OAMHAKOBBIMU
HE3aBHCUMO OT MCXOAHOro Hanuuus nuadera u ucxonHoil pCK®. B uccnepoBanuu DELIVER
KOJMYECTBO TMAIMEHTOB C CEPhE3HBIMH HEXEJAaTeJIbHbIMU SBJICHUSIMH B BHJE CHMIITOMOB,
ykasbiBatomux Ha cHkenue OLIK, coctasuio 35 (1,1 %) B rpynne nanarnudiao3usa u 31 (1,0 %) B
rpymnre mianeoo.

B uccnenoBanun DAPA-CKD koau4ecTBO MalUueHTOB C SIBICHUSMH, YKa3bIBAIOIUMHU HA CHIDKCHHE
OLIK, coctaBuio 120 (5,6 %) B rpynme nanariauduao3una u 84 (3,9 %) B rpynne miare6o. B rpynmne
nanarnaduosura y 16 (0,7 %) manueHTOB OTMEUYEHBI CEPhE3HbIE SIBJICHUS B BHJE CHUMIITOMOB,
ykasbiBatonux Ha cHikenue OLIK, n y 15 (0,7 %) nanueHToB B rpymmne miamnedo.

Jluabemuueckuu kemoayuoos npu C/[ 2 muna

B wuccneposannn DECLARE ¢ MeauaHoll NpOJOJDKUTENBHOCTH Tepanuu 48 MecsleB ciydan
nrabeTHYecKoro KeToaly103a ObUI 3aperuCTPUPOBAHbI y 27 MAIlMEHTOB B rpyIIe qanaringio3uHa
10 mMr u 12 nanueHToB B rpymnmne Iuiane6o. /[aHHbie sBI€HUS BO3HUKAIM PaBHOMEPHO B TEUEHUE
nepuona wuccienoBanus. B rpynme nanarnuduiosnHa w3 27 TMalNMEHTOB C  JIMa0ETUYECKUM
KETOAalN1030M 22 MOJydYaad COMYTCTBYIOIIYIO MHCYJMHOTEPANNIO HA MOMEHT Pa3BUTHUS SBIICHHUS.
[Ipeapacnonararorniye K pa3BUTHIO JUAOCTHYECKOTO KETOAIM 1032 (DAKTOPHI OBUTH 05KHIa€MBIMU IS
nonyssiuu ¢ CJ1 2 tuna (cM. paznen 4.4.).

B uccnenosanun DAPA-HF sBnenus nuabetnueckoro xeroanuo3a ObUTH 3apETUCTPUPOBAHBI Y 3
narueHToB ¢ CJI 2 Tuma B rpynne ganarnudiao3uHa, B TPyIIe Ianedo ciydaeB IuadeTHUecKOro
ketoanuno3a He Obuto. B mccnemoBanmn DELIVER cnywyam nuaGetmdeckoro keroaruao3a ObuH
3aperucTpupoBansl y 2 manueHToB ¢ CJ/I 2 Tuna B rpymnmne aanarnuduo3uHa, a B Tpymmne mianedo
Clly4aeB JUabeTUYECKOro KeTOalK103a HE 0TMEYAJIOCh.
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COOTBETCTEYET ZKCNEPT

B uccienoBanuu DAPA-CKD siBieHus THa0eTHYeCKOro kerdhlBHIERD Eh%efnclfpﬁﬁblsaﬁm a0 \%

OJTHOTO TMAIMEHTA B TPYyIIe Aanariudio3nHa, Ho OTMedanuch y 2 nanueHToB ¢ CJ1 2 Tuna B rpymnmne
iare0bo.

HUnghexyuu mouesvigoosiuux nymet

B o0bennHeHHBIX TaHHBIX 110 6e30macHOCTH 13 nccnenoBanuii MHPEKIIMN MOYEBBIBOIALINX TyTEH
Jaie OTMEUeHBI PH NpuMeHeHnH fanarnuduoszuna 10 mr, yem npu npuMeHenuu rwianedo (4,7 %
o cpaBHEHUIO C 3,5 %, COOTBETCTBEHHO; cM. paznen 4.4.). bonpmmHcTBO HHeKui Obun c1abo
WM YMEPEHHO BBIPKEHHBIMU; HA4aJIbHBIA KypC CTaHIApPTHOH Tepanuu ObLT () (HEKTHBEH, B CBSI3H C
4YeM MAalMeHThl PEeAKO TMpeKpalland IpUMeHeHue Aanarmu@iiodnHa. OTH UHPEKUUU Yarie
pa3BHBAIMCh Yy KCHINIWH, a y TAIMEHTOB C TaKUMH HWHQEKIWSIMH B aHAMHE3¢ OHHU 4Yallle
PELUAUBUPOBAIIH.

B wuccnenoBannu DECLARE ceppe3nbie ciaydan HWHQPEKIHA MOYEBBIBOJIAIIMX  IMyTEH
PErUCTPUPOBAIUCH MEHEe YacTo uid nanariudiao3una 10 mr no cpaBHenuro ¢ mianedo: 79 (0,9 %)
sByieHu# 1o cpaBHeHuto ¢ 109 (1,3 %) sBneHUsAMH, COOTBETCTBEHHO.

B wuccnenoanun DAPA-HF cepbe3nbie  HexenaTeNbHbIC SBJICHHS B BHUAC HHQEKIMMA
MOYEBBIBOAAIINX ITyTel OblIH oTMeueHbl y 14 (0,6 %) manuenToB B rpynne nanarimuduosuna u 17
(0,7 %) mauuentoB B rpymnme miane6o. B rpynne nanarnudiosuna u mianedo osuto mo 5 (0,2 %)
MAIUEHTOB C HEXEJIATSIIbHBIMU SBJICHHUSIME, IPUBOIUBITUMH K TTPEKPALICHHUIO JICUCHUS BCIICJICTBUE
pazButusa uHbekuud MoueBbBoAAmMX myTeil. B uccnemoBanmu DELIVER  cepbe3nbie
HE)KeJIaTeIbHbIC SIBICHHUS B BUJe HH(PEKINH MOUEBBIBOAAIINX IMyTel Oblin oTMeueHsl y 41 (1,3 %)
nanueHToB B rpymmne nanarnudiosuna u 37 (1,2 %) maumentoB B rpymme rianebo. B rpymme
nanarimuduosnaa y 13 (0,4 %) manueHToB OTMEYCHBI HEXENIATSIbHBIC SBIICHUS, TPUBOIUBIINE K
MIPEKPALEHUIO JICYCHHS] BCIEACTBHE Pa3BUTHsA MHGEKIUNH MOYEBBIBOIAIIMX MyTEH, a B TpyIIe
wrane6o —y 9 (0,3 %) mauueHToB.

B wuccnenopanuu DAPA-CKD cepbe3Hbie HEXenaTelbHbIC SBICHUS B BHUAC HMHQEKIMMA
MOYEBBIBOAAIIUX IyTe oTMmeueHbl y 29 (1,3 %) manuenToB B rpynmne nanariaudiao3wHa uy 18
(0,8 %) manmenToB B rpymme miane6o. B rpynne panarnudnosuna 6sut0 8 (0,4 %) manueHToB ¢
HEXKEIIATCIbHBIMU  SIBIICHUSIMU, TPUBOJMBIIUMHU K MPEKPAIICHUIO JICUCHHS W3-32 HH(EKIHiA
MoueBbIBoAAmuX myTel, u 3 (0,1 %) nanuenta B rpymie miane6o. Komuuectso nanuentos 6e3 CJJ
2 THma, Y KOTOPBIX BOZHUKIIM CEPhE3HBIC HEXKEIIATSIIBHBIC SIBJICHUS WM HEXKEIIATSIbHBIC SIBICHUS,
MIPUBOJIMBIINE K MPEKPAIICHUIO JICUeHUs U3-3a WH(PEKIN MOUEBBIBOIALIUX MyTEH, OBLIO CXOXKHUM
Mexay rpymnmnamu jedenus (6 [0,9 %] mo cpaBuenuro ¢ 4 [0,6 %] nmst cepbe3HBIX HEXKENATeIbHBIX
apineanit; 1 [0,1 %] mo cpaBHeHuro ¢ 0 g HeKeNaTENbHBIX SBJICHUM, MPUBOAUBLINX K
MIPEKPALLEHUIO JICUEHUS).

Tosviuenue Konyenmpayuy KpeamuHuna

HexenatenbHble peakluu, CBsS3aHHbIE C TIOBBILIEHHMEM KOHILEHTPALlMU KpeaTHHUHA, ObUIM
CTPYNIIMPOBaHbI (HallpUMep, CHUKEHHE MMOYEYHOro KIMpPEHCa KpeaTMHHHA, HapylleHHe (pyHKIUH
MOYEK, MOBBIIICHNE KOHIEHTPAIlMK KpeaTnHWHa B KpoBH U cHmkeHHe CK®). B o0benmnHeHHBIX
JaHHBIX MO Oe3onacHOCTH 13 MccienoBaHUM AaHHAS Tpylna peakuuil Obuia otmedeHa y 3,2 % u
1,8 % manuenToB, nmonydaBmux ganarad@osud 10 mMr u miamnedo, COOTBETCTBEHHO. Y MAIMEHTOB €
HOpMaJIbHOW (DYHKIIMEH MoYeK WK HapylleHneM (YHKINH IoYeK Jerkoi crenenu (ucxoano pCKd
> 60 ma/mun/1,73 M?) sTa rpynmna peaxiuii 6s11a 3apeructpuposana y 1,3 % u 0,8 % namueHTos,
nofryyaBIux Aanaraugino3ud 10 Mr u mianebo, COOTBETCTBEHHO. DTH PEAKIIUH Yallle OTMEYAIUCh Y
nanuenTos ¢ ucxonHoit pCK® > 30 u < 60 mn/mun/1,73 m? (18,5 % B rpynne nanariuduosusa 10
MT 110 cpaBHeHHIo ¢ 9,3 % B rpymre miaie6o).

JlonoTHHUTENbHAST OIEHKA IMAIMEeHTOB C HEXKENATEIbHBIMU SIBICHUSMH, CBA3aHHBIMU C (yHKIHEH
MOYeK, TOKa3aja, YTO y OOJNBIIMHCTBA ITHX MNAIlMEHTOB OTMEUYEHO W3MEHEHHE KOHIEHTpalUuu
KpeaTHHHHAa B ChIBOpPOTKE Ha < 44 Mxmoiub (< 0,5 MI/Aj) OTHOCUTEIHHO HMCXOJIHOTO 3HAYEHHS.
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Teparuy Wik 0OPaTUMBIM MOCIIE TPEKPAIICHHS TePAITHH.

B uccnenosanun DECLARE, BkiItOuaBIeM MOXKUJIBIX MAllMEHTOB M MAllMEHTOB C HapyIICHUEM
dynxnuu noyex (pCK® menee 60 mn/mun/1,73 m?), pCK® cHmsKkanach ¢ TedeHHEM BPEMEHH B 00euX
rpynmax yiedenus. Yepes 1 rox tepanuu cpeanee 3nadenne pCK® B rpynme namnarnudiao3uHa ObLI10
HEMHOT'0 HUKE, a uepes3 4 rojja Teparui — HEMHOT'O BBIIIIE 110 CPABHEHUIO C IPYIIOHN 11ameoo.

B uccnenoannun DAPA-HF, a takxe B uccinegoBanu DELIVER pCK® cHuxkanachk ¢ Te4eHUEM
BPEMEHH KakK B rpyIie nanariuiao3nHa, Tak U B rpynmne 1uianebo. B uccnenoBannun DAPA-HF
HauanpHOE CHIDKEHHe cpenHero 3Hadenus pCK® cocraBuno —4,3 mi/mums/1,73 M> B rpymnme
nanarmagnosuna u —1,1 mn/mun/1,73 M B rpynme mnane6o. Yepes 20 mecsnes nzmeHenne pCK®
OTHOCHTENBHO MCXOJHOTO 3HAYEHUs ObLIO CXOKMM B TPyNMax jnedeHus: —5,3 mu/mun/1,73 m* B
rpynme ganarauduosusa u —4,5 mn/mun/1,73 M? B rpynmne mnane6o. B ucciaenosanun DELIVER
cHmKeHue cpeanero 3Hauenus pCK® gepes 1 mecsan cocrasuno —3,7 mia/mus/1,73 M? B rpymme
nanarmadnosuna u —0,4 mn/mMun/1,73 m? B rpynmne mane6o. Yepes 24 mecsia nsmenenne pCK®
OTHOCHTENBHO MCXOJHOTO 3HAYEHUsS ObLIO CXOKMM B Ipynmax nedenus: —4,2 mu/mus/1,73 m> B
rpynie ganarauduosuHa u —3,2 wi/mMun/1,73 M2 B rpynie miane6o.

B uccnegoanuu DAPA-CKD pCK® cHuxkanacb € TEYEHHEM BPEMEHUM Kak B TpYIIIEe
nanarnugio3nHa, Tak ¥ B rpymme miane6o. Hauanenoe (Ha 14 nenp) cHmkenue cpenneir pCK®
cocraBuno —4,0 mn/mun/1,73 m?> B rpynne panarnuduosusa u —0,8 mn/mun/1,73 m? B rpymme
rane6o. Yepes 28 mecsieB m3menenne pCK® oTHOCUTENBHO UCXOAHOTO 3HAYECHUSI COCTaBHUIIO —7,4
mit/mMun/1,73 M? B rpynne nanarnuduosuHa u —8,6 mia/mun/1,73 M? B rpynne nnane6o.

Coo0111eHHE 0 TOA03PECBAEMbBIX HEXKEIATCIHHBIX PEAKIHIX

Baxxno cooOmare 0O MOJ03pPEBAEMBbIX HEXKEJIATEIbHBIX PEAKIUSIX IOCJIE€  PErHCTPALNH
JICKapCTBCHHOTO TIperiapara C Iebl0 OO0eCIeUeHUs HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHS
«oNb3a — PHUCK» JIGKAPCTBEHHOTO Ipernapara. MeTuIUMHCKUM pabOTHUKAM pEKOMEHAyeTCs
COO00IIATh O JIOOBIX MOI03PEBACMBIX HEXKEIATSIIbHBIX PEaKIHIX JICKAPCTBEHHOTO TIperapara uepe3
HAI[MOHAJIbHBIE CHUCTEMBI COOOIIEHUS O HEXKENaTeNbHbIX pEeakUUsX TOCylapcTB — YJICHOB
EBpazuiickoro 5KOHOMHU4ECKOr0 COI03a.

Poccuiickas @enepanns

®denepanbHas ciyx0a mo Haa30py B chepe 31paBoOXpaHeHUs

Anpec: 109012, r. MockBa, CnaBstHCKast 11011316, 1. 4, cTpoeHue |

Tenedon: 8 (800) 550-99-03

OnektpoHHas nmoura: pharm@roszdravnadzor.gov.ru, npr@roszdravnadzor.gov.ru

Caiit B MH(OPMAIIMOHHO-TEIEKOMMYHUKAITHOHHOMN CeTH «HTEepHET»:
https://www.roszdravnadzor.gov.ru

PecriyOnuka Apmenus

I'HKO «IleHTp 2KCcrIepTU3bI JEKAPCTB U MEAULIMHCKUX TEXHOIOTHID)

Anpec: 0051, r. EpeBan, npocnext Komuraca, 1. 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

OnexkTpoHHas nouta: info@ampra.am; vigilance@pharm.am

CaiiT B nH(pOpMaIIMOHHO-TEIEKOMMYHUKAMOHHON ceTn «HTepHeT»: https://www.pharm.am

Pecniybnuka benapych
MunuctepcTBo 3apaBooxpanenus Pecriyonuku benapych
Pecny6nukanckoe yHuTapHoe npeanpusitie «LleHTp sKcrnepTH3 ¥ UCHBITaHUN B 3/JpaBOOXPAaHEHUNY
Anpec: 220037, r. Munck, ToBapuiieckuii nepeyiok, . 2a
Tenedon: +375-17-231-85-14
OnektpoHHas moura: repl@rceth.by
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Caiit B nHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOMN CETH «HHT'&LQG&»?'EHEDE'W&%@&hEG ooo1)

Pecry6nmka Kazaxcran

PI'TI na IIXB «HaunonanbHbiil LleHTp 3KCHEpTU3bl JIEKAPCTBEHHBIX CPEICTB M MEIULIMHCKHX
m3nenuit»  Komurera wmenuuuHcKOoro ©  (papmareBTHUECKOro KOHTpoisi MuUHUCTepCTBa
3npaBooxpanenus Pecniyonuku Kazaxcran

Anpec: 010000, r. Acrana, paiton baiikonsip, yi. A. ImanoBa, a. 13

Tenedon: +7 (7172) 235-135

DnektpoHHas nmoura: farm@dari.kz

CaiiT B nH(pOpMAIIMOHHO-TEIEKOMMYHUKaMOHHON cetn «MHTepHeT»: https://www.ndda.kz

Keipreizckas PecryOnuka

JlemapTaMeHT JIEKapCTBEHHBIX CPEIACTB M MEIMUUHCKMX u3Jenuil npu  MuHucTepcTBe
3npaBooxpaHeHus Keiproizckoi PecriyOnmku

Anpec: 720044, r. bumikek, yia. 3-nuHus, 1. 25

Tenedon: 0800-800-26-26, + 996 (312) 21-92-86

OnexrponHas noyra: pharm@dlsmi.kg

CaiiT B nH(pOpMAIIMOHHO-TEIEKOMMYHUKAaMOHHOM ceTn «HTepHeT»: https://www.dlsmi.kg

4.9. [lepeno3upoBka

CuMOTOMBI

Jamarnuduiozun 0e30maceH U XOpoIlo MEPEHOCUTCS 3I0POBBIMH J0OPOBOJIbLIAMU MPU OJHOKPATHOM
npueme B 1o03ax 10 500 mr (B 50 pa3 Bbillle peKOMEHIyeMOoi J103b1). [ 110K03a onpeaensiiach B MO4e
roclie mprueMa mnpermnapara (kak MUHUMYM, B Te€YeHHe 5 aHel nociue npuema 10361 500 mr), mpu 5ToM
HE BBISBJIEHBI Cilydau 00€3BOXKHBAHUS, apTEPUAIbHON T'MIOTEH3HMH, 3JIEKTPOJIMTHOIO AucOanaHca,
KIIMHUYECKH 3HAYMMOTo BIUsHUA Ha uHTepBas QTc. YacToTa pa3BUTHS TMIIOTIIMKEMUH ObLIa CXOKen
C YacCTOTOW MpH MpHeMe Iuranedo. B KIMHUYECKHX MCCIEIOBAaHMIX Y 30POBBIX TOOPOBOJIBIEB U
nanueHToB ¢ CJ 2 Tuma, npuHUMAaBIIMX Mpenapar oJuH pa3 B cyTkd B Ao3ax 10 100 mr (B 10 pa3
BBIIIIE MAKCUMAILHON PEKOMEHIyEeMOM /103b1) B TEUCHHUE 2 HEJIEIb, YACTOTA Pa3BUTHUSI TUIIOTIIMKEMUN
ObLTa HEMHOTO BBINIE, YeM TMpH MpueMe Iianebo, U He 3aBucena OT A03bl. YacToTa pa3BUTHS
He)KeJaTeJIbHBIX SIBJICHUH, BKIII04as 00€3BOKUBAHKE WM apTepUaibHYI0 THIIOTEH3HIO, ObLIa CXOXKEeN
C YacTOTOW B TpymIe miuanedo, Mpu 3TOM HE BBISBICHO KIMHUYECKU 3HAYUMBIX, J0303aBHCHMBIX
M3MEHEHUH 1ab0opaTOPHBIX MOKa3aTeNel, BKII0Yasi CBIBOPOTOUYHYIO KOHIIEHTPALUIO AJIEKTPOJIUTOB U
O6romapkepoB (GYHKINHU MOYEK.

Jleuenue
B cnyuyae mnepemno3upoBKHM HEOOXOAMMO MPOBOAMUTH MOJIEPKUBAIONIYIO TEpanuio, YYUTHIBas
COCTOsIHME TanieHTa. BriBeienne namnarinugao3uHa ¢ TOMOIIBI0 TeMOIHalIi3a HE H3y4aloCh.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoguHAMHUYECKHE CBOIICTBA

dapmakoTepaneBTHUECKass ~ Ipymdma:  CpeiacTBa A JIeYeHUs  caxapHoro  jauabera;
TUIOMIMKEMHUYECKHE CPEJICTBA, KpOME MHCYJIMHOB; MHTUOUTOPHI HATPUIH3aBUCUMOTO MEPEHOCUUKA
[JIIOKO3BI 2-T'0 THIIA.

Kon ATX: A10BKO1

MexaHHn3M AelCTBUS
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Jlanarnugao3uH — MOLIHBIH (KoHcTaHTa MHru6ouposanus (Ki) 035 EMT AR AR 7 S8 it

MHTUOUTOpP HATPUK-TIIOKO3HOTO KoTpaHcmoprepa 2-ro tuma (SGLT2). MurubupoBanne SGLT2
nanariaugIo3MHOM BBI3BIBAET CHID)KEHHE peadcopOIuu TIIIOKO3bl U3 KIyOOUKOBOrO (huibTpara B
MPOKCHUMAJIbHBIX TMOYEUHBIX KAHAIBIAX C COMYTCTBYIONIUM CHIDKEHHEM pPeaOCOpOIMN HATpPHS,
NPUBOJS K BBIBEJACHUIO TIJIIOKO3bI IMOYKAMH W OCMOTHYECKOMY nuypesy. Takum o6pazom
nanaraugIO3UH yBEIWYUBACT JOCTABKY HATPUsS K JUCTAIBHBIM KaHAIbI[AM, YTO YCHIUBAET
KaHaJIbIEBO-KIIyOOUKOBYIO OOpaTHYIO CBSI3b M CHUXKAET BHYTPHUKIYOOUKOBOE NaBji€HHE. JTO B
COUYETAHHH C OCMOTHYECKUM JTUYPE30M MTPUBOIUT K YMEHBIIICHUIO TIEPErpy3KH 00BEMOM, CHIKEHUIO
apTepHaIbHOTO JaBJICHUS U YMEHBIICHUIO MPEIHArPy3KU U MOCTHArPY3KH, YTO MOXKET OKa3bIBaTh
ONaronpusITHOE BIUSHUE HA PEMOJICTMPOBAHUE CEpIIa U TUACTOIMYECKYIO (YHKIIHIO, a TaKKe
coxpansaTh pyHkuio nouek. B kimmandeckux uccnenopanusx DAPA-HF, DELIVER u DAPA-CKD
OBUTO TOKa3aHO, YTO OJIATONPUSATHOE BIMSHHUE HamariudIio3rHa Ha CEpJile W MOYKH 3aBHCHT HE
TOJIBKO OT CHW)KEHHUS KOHIIEHTPALMU TJIIOKO3bI B KPOBU M HAOJIO/Ia€TCS HE TOJIBKO Y MAIlMEHTOB C
CJ 2 tuna. [pyrue 3¢(eKThl BKIIOYAIOT MOBBIIICHUE TEMAaTOKPUTA U CHUYKCHHUE MACChI TEJa.
JlanarnugIio3uH CHIKaeT KOHLIEHTPALMIO TIFOKO3bI I1a3Mbl KPOBH HATOIIAK U I1OCIIE IpUeMa MHUILIN
3a CYeT YMEHBIICHHS peabcopOIu TITFOKO3bI B TIOYEYHBIX KaHAJbIaX, CIIOCOOCTBYS BBIBEICHHIO
TJIIOKO3bI TTOYKaMU. BeiBeneHue rioko3bl (Ioko3ypudeckuil 3¢dext) HabmogaeTcst yxe mocie
rpueMa epBoi 10361 MperapaTa, COXpaHIETCsl B TCUCHHE MOCISAYIOMUX 24 4acoB U MPOJI0JDKACTCS
Ha TPOTsDKeHHUU Bcell Tepanuu. KoiamuecTBO TIIOKO3bI, BBIBOAMMOI IMOYKAaMH 32 CUET 3TOTO
MEXaHH3Ma, 3aBUCHT OT KOHIICHTPAIIUH IIIFOKO3bI B KPOBH U OT CKOPOCTH KITyOOUKOBO# (pritbTpanuu
(CK®D). Takum 00pa3om, y MalMeHTOB ¢ HOPMAJIbHON KOHIIEHTpAlMel TIIOKO3bl B KPOBU Ha (poHE
MPUMEHEHHUs Janarin@iio3uHa OTMEYaeTCsl HHU3Kas CKIOHHOCTh K Pa3BUTHIO THIOTIMKEMUH.
Jamarnudo3uH He HapyllaeT HOPMAJIbHYIO MPOAYKLHWIO SHIOTEHHOW TJIIOKO3bI B OTBET Ha
runornukemuto. JleiictBue mamarnugao3WHa  HE  3aBUCUT OT CEKpEUMHU HUHCYJIHMHA W
YYBCTBUTEJILHOCTH K HMHCYIWHY. B KIMHUYECKUX HCCIENOBAHMIX JAanarivndio3uHa OTMEYalioch
yiydmenue pyHkun oeta-kinerok (tect HOMA, homeostasis model assessment).

SGLT2 cenexkTuBHO 3KcIpeccupyercs B moukax. Jlamarnuduio3uH He OKa3bIBae€T BO3ACUCTBUSA Ha
JIpYTUe TEPEHOCYUKU TIIOKO3bI, OCYIIECTBISAIONIME TPAHCIOPT TJIIOKO3bI K Mepudepudeckum
TKaHsM, 1 nposiBisier 0onee yem B 1400 pa3 Gonbiryio cenexktuBHOCTh K SGLT2, wem xk SGLTI1,
OCHOBHOMY TPAHCIOPTEPY B KUIIIEYHHKE, OTBEYAIOIIEMY 32 BCAChIBAHUE TIIFOKO3HI.

dapmakoauHaMudeckue 3P PeKTo

[Tocne mpuema manarnudozuHa 370poBbIMU J0OpoBosibllaMu W manueHtamu ¢ CJl 2 Tuma
HaOII0Aa0OCh  yBEJIMUYEHHE KOJIMYEeCTBa BBIBOAMMON mMoykamMu TIUIIOKO3bl. [lpu  mpueme
nanarnuduosuna B go3e 10 mr/cytku B Teuenue 12 neaens nanuentamu ¢ CJ 2 tuma npumepso 70 T
TJIFOKO3bI B CYTKHU BBIJIEIISIIOCH TOYKaMU (4TO cooTBeTCTBYeT 280 KKay/cyTku). Y nauueHToB ¢ C/I 2
TUIA, MPUHUMABIIMX Aanariu@ao3uH B no3e 10 mr/cyTku anuTenbHO (10 2 JIeT), BbIBEACHUE
TJIFOKO3BI TOAJEP/KUBATIOCH HA IPOTSHKEHUH BCETO Kypca TEPAINH.

BoiBesieHre TUIIOKO3bI IMOYKAMM TpU  TNPUMEHEHMM JAanarindiao3suHa Takke MPUBOIUT K
OCMOTHUYECKOMY JIMype3y M yBeIHueHHI0 o0beMa Mouu y nanueHtoB ¢ CJl 2 Tuma. YBenuueHue
o0bema mMoun y manueHtoB ¢ CJ/[ 2 Tumna, mpuHuMaBIIMX Aanariuduo3uH B go3e 10 mr/cyTkw,
COXpaHsUIOCh B TeUeHHe 12 Heuenab M COCTaBIsUIO MpUMEpHO 375 Mi/CyTku. YBenudyeHue oobeMa
MOYH COIPOBOX/AAJIOCHh HEOOIBIIUM U TPAH3UTOPHBIM MOBBIIEHUEM BbIBEJACHUS HATPUS MTOYKAMU,
YTO HE MPUBOAWIO K U3MEHEHHIO KOHIIEHTPALMH HATPUS B CBIBOPOTKE KPOBHU.

Kpome Toro, ormedanock KpaTkoBpeMeHHOE (B TeUeHHE 3—7 JTHEH ) yBEIHMUYCHUE YKCKPEIIHH MOYEBOM
KHMCJIOTBI C MOUYOH, CONPOBOXKAABILEECS YCTONUNBBIM CHUKEHUEM KOHIIEHTPALIUA MOUYEBOM KUCIIOTHI
B CBIBOPOTKE KpoBH. Uepes 24 Heleln CHUKEHHE KOHLEHTPAILMM MOYEBOW KUCIOTHI B CHIBOPOTKE
BapbupoBaio ot —48,3 1o —18,3 mxmouns/1 (o1 —0,87 10 —0,33 Mr/mn).

Knuanueckas 3¢ dhekTHBHOCTE M 0€30ITaCHOCTh

CJ 2 tuna
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CEPJIEYHO-COCYAUCTON MATOJIOTMM U OCIOXXHEHHH CO CTOPOHBI MOYEK SBJISIOTCS HEOTHEMIIEMOU
yacteio nedenus CJI 2 Turma.

Jnst oneHkd 3((GEeKTUBHOCTH KOHTPOJS TJIMKEeMHUH M 0e30MacHOCTH Aanariuduo3nHa ObLIo
npoBeeHo 14 OBOMHBIX  CHENBIX PaHIOMU3MPOBAHHBIX KOHTPOJIMPYEMBIX KIMHHYECKHX
uccaenaoBanuii ¢ yuactueM 7056 B3pocibix mamueHToB ¢ CJI 2 Tumna, B KOTopbix 4737 manueHToB
MOJTy4ajy Janaraudio3uH.

12 wuccnepoBaHui HpeaycMaTpUBAIM IEPUOJ JIEUEHUS IPOJOJDKUTENBHOCThIO 24 Hexenu, 8
HCCIICIOBAHUI — JIOTIOTHUTENIBHBINA MEPUOJI TOITOCPOYHOTro JieueHus ot 24 no 80 Hemenb (oOmias
IIPOJOJDKUTENBHOCTD HccaenoBanuil 1o 104 Henens), 1 ucciaenoBanue mperycMaTpuBaio MEPUOLT
JICYEHUS MPOJOJKUTENPHOCThIO 28 Hemenb, W eme | uccieloBaHUE — MEpPHOJ JICYCHHUS
IIPOJOJDKUTEIBHOCTBIO 52 HENEeNU € JOINOJIHUTENbHBIMU IEPUOJAMU JOJITOCPOYHOIO JIEUEHUS
MIPOIOJKUTENBHOCTHIO 52 1 104 Hepenu (001mas Mpoa0KUTEIIBHOCTD UcciienoBanus — 208 Heelnsb).
Cpenusia nponomkurensHocts CJ 2 Tvna y nauueHToB BappupoBaia ot 1,4 1o 16,9 ner.

VY 50 % nmanueHToB ObLIO HapylIeHHE (DYHKIIMHU MOYEK JIETKOM cTeneHu TshxecTd, y 11 % nmanueHToB
— HapyIlIeHue (QyHKIMU TOYEK CPETHEH CTeNeHN TshKecTh. 51 % manueHToB ObUT My»KCKOro 1mosna, 84
% mpuHaJIe)KaIU K €eBPOIEOUIHOM pace, 8 %o — K MOHIOJIOUJHOM pace, 4 % — K HerpougHou pace, a
4 % — k npyruMm pacoBbiM rpynnam. Y 81 % mnanuentoB 3HaueHue uHzaekca maccol tena (MIMT)
cocraBuio > 27. Kpome Toro, ObUIO MpoBeleHO ABa MJIane00-KOHTPOIUPYEMBIX HMCCIEIOBaHUS
MIPOJIOJKUTENIBHOCTRIO 12 Henensb y nmanueHToB ¢ C/] 2 Tuma ¢ HealeKBaTHBIM KOHTPOJIEM TMTHKEMUN
U apTepHalibHON TUIIEPTEH3HH.

Huis onenku >¢dekra manarnuduosnHa B no3e 10 Mr mo cpaBHEHHIO ¢ Ianeb0 B OTHOIICHUU
CepJICYHO-COCYIUCTBIX M TOYEYHBIX MCXOAOB OBUIO TPOBEIACHO UCCIEIOBAHUE CEPIACYHO-
cocyauctbix ucxonoB DECLARE, B xotopoMm npunsanu ydactue 17160 nanuentos ¢ C/I 2 tuna c
JIUarHOCTHUPOBAHHBIM CEPJICYHO-COCYAUCTHIM 3a00I€BaHNEM WJIH 0€3 Hero.

Koumponw enuxemuu

Monomepanus

Jnst oneHkH Oe30macHOCTH W APQPEKTHBHOCTH Aanariuduio3nHa B KadecTBE MOHOTEPANUU Y
NAIMEHTOB C HealeKBaTHbIM KoHTposieM CJI 2 Tuna OblIO NMPOBEIEHO ABOMHOE ciienoe Iianedo-
KOHTPOJIUPYEMOE HCCIIEIOBAHNE MPOJAOHKUTEIILHOCTRIO 24 Henlenu (C JOTIOTHUTEIBHBIM ITEPHUOI0M
neuenus). [Ipu npueme panarnuduiozuHa 1 pa3 B CyTKH ObIJIO OTMEUEHO CTaTUCTUYECKHU 3HAUUMOE
(p < 0,0001) ymensienue ypoBHs TiIukupoBaHHoro remoryioomHa (HbAlc) mo cpaBHeHuio ¢
npueMoM Iutare6o (tadbmauna 2).

B nononHuTensHOM mnepuoje jeudeHus cHuxkeHue ypoHs HbAlc coxpansmocs Bmiots ao 102
HezlenH (CKOPPEKTUPOBAHHOE CPeJHEEe U3MEHEHHE OTHOCUTENIBHO UCX0HOro ypoBHs: —0,61 % u —
0,17% nnst nanarnugiao3una 10 Mr u naanedo COOTBETCTBEHHO).

Ta6auua 2. Pe3yabraTel, noay4ennbie yepes 24 neaean (LOCF') B miane60-KoHTPOIMpYyeMOM
HCCIeJOBAHNYU NPUMeHeHus Janaringio3uHa B KauecTBe MOHOTEPANNHU

MoHoTepanus

Janaraudgiozun 10 mr Ilinane6o
N? 70 75
HbAlc (%)
Hcxonueiii ypoBeHs (cpennee) 8,01 7,79
V3MeHEHHE OTHOCUTENIBLHO UCXOJHOTO YPOBHS® 0,89 0,23
Pa3HOCTb OTHOCHTENBHO ILIa1e60> -0,664
(95 % aAN) (=0,96, —0,36)
% nanueHToB, focturmux yposass HbAle <7 %
3HaueHHue, CKOPPEKTHPOBAHHOE OTHOCHUTENIBHO  HCXOJHOTO 50,8° 31,6
YPOBHS
Macca tesa (kr)
Wcxonublil ypoBeHb (cpenHee) 94,13 88,77
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(OCAERRER IR HOCTo 0ot
JanaraudgJosun 10 mr IInanedo
V3MeHeHHEe OTHOCUTENBHO HCXOHOTO YPOBHS® -3,16 -2,19
Pa3HOCTH OTHOCUTEINBHO IIane60> -0,97
(95 % W) (=2,20, 0,25)
Ilpumeuanue:

! LOCF: nepeHoc JaHHBIX TOCIENHEr0 (10 MPUMEHEHHs HEOTIOXKHOH Teparmuu I MaIllueHTOB, Yy
KOTOPBIX OHA MIPUMEHSIIACH) HAOIIOICHUS BIIEPE/I.

2 Bee paHIOMU3UPOBAHHbIE MAIMEHTHI, IOMyYHUBIINE He MeHee | 03Bl HCCIIeLyeMOro Ipenapara B
JIBOMHOM CJIETIOM PEXHME B KPATKOCPOUHOM JIBOMHOM CIIEIIOM MEPUO/IE.

3 CpenHee 3HaueHHe, PACCUMTAHHOE METOJOM HAMMEHBIIMX KBAaJApaToB, CKOPPEKTHPOBAHHOE
OTHOCUTEIBHO UCXOHOTO YPOBHSI.

4 p <0,0001 ans paznuuus c miamnedo.

> BBU/y BBINOIHEHHS [10CJIEI0BATENILHOIO CTATUCTUUECKOTO aHAIM3a BTOPUYHBLIX KOHEUHBIX TOUEK
OLIGHKY CTaTUCTUYECKOM 3HAUUMOCTH HE MTPOBOIMIIH.

Kombunuposannas mepanus

B uccnenoBanuu He MeHbIel 3()(HEKTUBHOCTH ¢ aKTUBHBIM KOHTPOJIEM MPOAOKUTEILHOCTHIO 52
Hezlenu (C JONOJIHUTENbHBIMU NEPUOAAMU JICUEHUsI MPOAOJDKUTENbHOCTRI0 52 u 104 Henenn)
MPOBOAMIIM OIICHKY nanariudio3nHa B KadecTBe MOOaBICHHS K Tepanuu MeTHOPMUHOM IO
CPaBHEHHUIO C MPOM3BOJHBIM CYJIb()OHUIMOYCBUHBI (TJIMIIU3H]T) B KA4eCTBE JOOABICHUS K Tepaluu
MeT(hOPMUHOM Y MALMEHTOB ¢ HeaJleKBaTHBIM KOHTposieM riaukemuu (HbAlc > 6,5 % u <10 %). Ilo
pe3yJibTaTaM HCCIIeIOBaHUS OBLIO IOKAa3aHO CXOJHOE CpefaHee yMeHbIieHue ypoBHsS HbAlc
OTHOCHUTENIbHO MCXOJIHOTO YPOBHS BILIOTH 70 52 HEAETH MO CPABHEHUIO C Tepanued TITUIU3UI0M,
9TO CBUACTEILCTBYET O HE MEHbIIeH d(h(HEeKTHBHOCTH Tepanuu aanarivudiao3uHoM (Tadmuma 3).
Uepez 104 Henmenu CKOPpPEKTUPOBAHHOE cpenHee u3MeHeHue ypoBHS HbAlc oTHocuTensHO
ucxoaHoro ypoBHs coctaBuiio —0,32 % ms nanarnudnosuna u —0,14 % s rmmmmsuaa. Yepes 208
HeZellb CKOPPEKTUPOBAHHOE cpefHee u3MeHeHrne ypoBHa HbAlc OTHOCUTENBHO UCXOAHOTO YPOBHS
cocraBuio —0,10 % mnsa gamarmuduiozuna u 0,20 % mns rmunusuga. Yepes 52, 104 u 208 vepens
CTaTUCTUYECKU 3HAUYMMO MEHbIIAs IO MalMeHToB B rpynne gamarinuduosuna (3,5 %, 4,3 % u
5,0 % COOTBETCTBEHHO), MEepeHecIa Mo KpailHe Mepe OJIMH 3IHU30]1 TUIIOTJIMKEMUU 110 CPABHEHHIO C
rpynnoi rounusuaa (40,8 %, 47,0 % u 50,0 % cooTrBeTcTBeHHO). J{0Ng MAllMEHTOB, OCTABIINXCS B
uccnenoBanuu uyepe3 104 u 208 nenens, cocraBuna 56,2 % u 39,7 % B rpynne nanarnudiao3uHa, v
50,0 % u 34,6 % B rpynne rinunusnaa.

Tabnmuma 3. Pesyabrarhl, noaydennnie uepes 52 wuegean (LOCF!) B cpaBHHTENbHOM
HCCJIEOBAHMU € AKTHMBHBIM KOHTPOJeM II0 OleHKe [100aBjeHMs JaanariauduiosmHa u
TJIMIA3HAA K Tepanuu ¢ MeT(hOpMUHOM

IMoka3aTean HanaraudgJio3ud B T'aunu3zug B

no0aBJIeHHE K no0aBJIeHHE K
MeT(opMuHY MeT(opMuHy

N? 400 401

HbAlc (%)

Hcxonubiil ypoBeHb (cpenHee) 7,69 7,74

V3MeHEHNEe OTHOCHTENBHO UCXOIHOTO YPOBHS —-0,52 -0,52

Pa3HOCTh OTHOCHTENHHO TEpamuy TIWUMU3UIOM B COYETAHUHU C —-0,00*

MeThopMuHOM®

(95 % aAN) (-0,11,0,11)

Macca tesa (kr)

Hcxonubiii ypoBeHb (cpenHee) 88,44 87,60

V3MeHEeHHE OTHOCUTENIBLHO UCXOJHOTO YPOBHS® -3,22 1,44

Pa3HOCTP OTHOCHTENHHO TEpamuu TJIUMU3UJOM B COUYETAHUHU C —4,65°

MeTQOPMUHOM®
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COOTBETCTBYET 3KCIE OMY OTUE
ot 20.05.2026 N= 10001
Toka3zarean ﬂﬁﬁa’r’:r.mkﬁt&' =R SR . E—n——
ao0aBlIeHHe K ao0aBlIeHHe K
MeT(opMHUHY MeT(opMuUHY
(95 % W) (-5,14, 4,17)
Ilpumeuanue:

'LOCF: MEePEHOC JIAHHBIX MOCJICIHET0 HAOII0ICHHSI BIIEPE/I.

2 PanOMM3HPOBAHHEIE U TOJNYYaBIINE J€UeHHE TAIMEHThl C MCXOIHON OILEHKOH M KaK MUHHMYM
OJIHOM OIICHKOH 3((HEKTUBHOCTH TIOCIIC UCXOTHOTO YPOBHS.

3 CpenHee 3HaueHHe, PACCUMTAHHOE METOJOM HAMMEHBIINX KBAJAPATOB, CKOPPEKTHPOBAHHOE
OTHOCHUTEIILHO UCXOHOTO YPOBHSI.

4 He wmenpmas >(QEKTHBHOCTH 1O CPABHEHMIO C Tepaluell IJIMIMH3MIAOM B COYETAHHH C
MeT(HOpPMUHOM.

>p <0,0001.

[Tpumenenue nanarnuguo3uHa B KauecTBe 100aBICHUS K TePAuu MET(HOPMUHOM, TITUMEITUPUIIOM,
MeT(hOPMUHOM U MPOU3BOJAHBIM CYJIb()OHUIMOYEBUHBI, CUTATJIUIITUHOM (C METPOPMUHOM UK O€3
HEro) WM IpernapaToM HMHCYJIMHA MPHUBEJIO K CTaTUCTUYECKUM 3HAYMMOMY YMEHBLIECHHUIO YPOBHS
HbA 1c uepes 24 Henenu 1o cpaBHeHHIO ¢ ipruemMoM 1uiane6o (p < 0,0001; Tabmumpt 4, 5 u 6).
VYmensiienue ypoHs HbAlc, Habmonaemoe yepes 24 Henenu, HOCUIIO YCTOWYMBBIA XapakTep B
ucclenoBaHusIX 1o0aBneHus qanariuguio3rnta (K rIMMeNupyuay Wik penapaTy HHCYJIMHA) COTIacHO
JAHHBIM, TIOJYYEHHBIM BIUIOTH 10 48 Henenb Tepanuu (raumenupun) u 104 Henenb Tepanuu
(npenapart uHcynuHa). Yepe3 48 Henmenb npuMeHeHUs aanarivn@io3uHa B KauecTBe A00aBICHUS K
TEparuy CUTATIUITHHOM (¢ MeT(hopMUHOM MK O€3 HEro) CKOPPEKTHPOBAHHOE CPETHEEC U3MEHEHHE
OTHOCHUTENIbHO UCXOAHOTO YPOBHA AJis nanarnudio3una B 1o3e 10 mr u mianebdo cocraBuno —0,30
% 1 0,38 % COOTBETCTBEHHO.

B uccnenoBanuu ganarnudiio3nHa B KauecTBe H00aBICHUS K Tepanui METPOPMUHOM YMEHbBIIICHHE
ypoBHs HbAlc coxpansiiocs 25 Brutoth A0 102 Hexenn (CKOPPEKTHPOBAHHOE CpelHEe N3MEHEHHE
OoTHOCUTENbHO HcxoaHoro ypoBHs: —0,78 % u 0,02 % nana manarnudnosuna 10 mr u mnane6o
cooTBeTcTBeHHO). Uepe3 104 Hemenu uccienoBanus nanariudo3nMHa B KadyecTBe JOOABICHUS K
TEpanuy MpernaparoM MHCYJIMHA (B KOMOMHALMU C JONOJHUTEIbHBIMU THMIIOTIMKEMUYECKHUMHU
npenaparaMu Wik 0€3 HHUX) CKOPPEKTHPOBAHHOE cpeaHee ymeHblneHne ypoBHsS HbAIc
OTHOCHUTEJIBHO MCXO0JHOro ypoBHs coctaBuio —0,71 % u —0,06 % nns nanarnuduosuna 10 mr u
ianedo coorBercTBeHHO. Yepes 48 u 104 Henenu y manueHTOB, MOJIyYaBIIUX Janariuio3uH B
no3e 10 Mr, 103a npenapaTa HHCYJIMHA OCTaBajlach CTAOMIIbHOMN 110 CPAaBHEHHIO C HCXOJHBIM YPOBHEM
u B cpenHeMm coctaBisuia 76 EJl/cytku. B rpynme, momyuaBmied miane0o, HaOIIOAaIOCh CpeaHee
yBenuueHue Jo03bl npemnapara uHcynuHa Ha 10,5 El/cytkm u 18,3 EJl/cyTKHM OTHOCHTEIBHO
ucxonHoro ypoBHs (cpemusis no3a: 84 EJll/cytkm m 92 EJl/cytkum) uepes 48 u 104 wenenu
COOTBETCTBEHHO. /{0115 MallMeHTOB, OCTAaBIIMXCS B MccaenoBanuu uepes 104 nenenu, cocrasuina 72,4
% B rpyme, noxy4asiiei ganarnudaosun 10 mr, u 54,8 % B rpynie, nojgy4aBIien miaedo.

Tabanna 4. Pe3yabTarbl mane60-KOHTPOJMPYEMbIX HCCJIeI0BAaHWN AanarianduaosuHa B
Ka4yecTBe 100aBJICHHS K Tepanuu MeT()OPMHHOM WJIH CHTATJIUITHHOM (¢ MeT()OPMHHOM WJIH
0€3 Hero) NpoaoKHTEILHOCTLIO 24 neneau (LOCF?)

Kom0uHupoBaHHas Tepanus (100aBJeHNe)
Metdopmun’ Nuruonrop AINII-4
(cutarsuntun®)Emerdgopmun’
HJanaraudiosun | Ilnamedo HJanaraudJiozun Maauedo
10 Mr 10 mr
N2 135 137 223 224
HbAlc (%)
Vcxoublil ypoBeHb (cpeaHee) 7,92 8,11 7,90 7,97
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COOTBETCTEYET :-_' KCMNEPTHOMY OTYETY

ot 20.05.2026 N= 10001

Kontmmposal RO R B RAEHEC TS 000

Merdopmun’ Wuruéurop JIT1-4
(curarsunrun?)tverdopmun’
HJanaraudaosun | Ilimane6o Janarnudgiosun IInanedo
10 Mr 10 mr
H3MmeHeHHEe OTHOCUTEIBLHO HCXOIHOTO -0,84 -0,30 —0,45 0,04
ypoBHs®
Pa3HOCTH OTHOCUTEINBHO IIane6o0’ —0,54° —0,48°
(95 % A1) (=0,74, -0,34) (-0,62, -0,34)

% NanMeHTOB, IOCTHIIIHX YPOBHS
HbAlc <7 %

3HaveHue, CKOPPEKTHPOBAaHHOE 40,67 259
OTHOCHTENFHO MCXOAHOTO YPOBHS
Macca tesa (kr)

WcxonHBIil ypOBeHS (cpengHee) 86,28 87,74 91,02 89,23

H3meHenne OTHOCUTEIBLHO HCXOIHOIO -2,86 -0,89 -2,14 -0,26

ypoBHS®

Pa3HOCTH OTHOCUTEINBHO IIane6o’ -1,97° —1,89°

(95 % ) (=2,63,-1,31) (2,37, -1,40)
Ilpumeuanue:

HIIII 4 — gunenTuaunnentugasa 4.

"' Merdopmun > 1500 mr/cyTku.

2 Curarnuntud 100 Mr/cyTku.

3 LOCF: mepeHOC JaHHBIX TIOCJIEIHEr0 HabMIoAeHUs (10 TIPUMEHEHHs] HEOTIOKHOM Teparnuu Jjis
NAIMEHTOB, Y KOTOPBIX OHA IIPUMEHSIACh) BIEPE/.

* Bce paHIOMU3HPOBaHHbIE IALMEHTHI, TIOJYYHMBIINE HE MeHee 1 03l MCCIIELYEeMOro npenapara B
JIBOMHOM CJIETIOM PEXUME B KPATKOCPOUHOM JIBOMHOM CIIETIOM IIEPUOJIE.

> CpenHee 3Ha4YeHHE, PACCYUTAHHOE METOJIOM HAMMEHBIIMX KBAJpaToB, CKOPPEKTHPOBAHHOE
OTHOCHUTEJIBHO UCXOHOTO YPOBHSL.

® p < 0,0001 mis pasauuMs OTHOCHTENBHO TEpalUM IUIALe60 B COYETAHMH C HEPOPaIbHBIM
TUITOTIIMKEMUYECKUM MTPENapaToM.

7' p < 0,05 mna pasnmuuMs OTHOCHTENBHO TepaluM MNanebo B COYETAHHM C HEPOPATbHBIM
TUITOTIIMKEMUYECKUM MTPENapaToM.

Tabmmpa S. Pe3yabTarbl miane00-KOHTPOJIMPYEMbBIX HCCJIeIOBAaHWN Aanarian@aosnHa B
KayecTBe /100aBJIeHUs] K Tepanvu NPOU3BOAHBIM CYJb()POHNIMOYEBHHBI (IIMMENUPHUA) WIH
MeT()OPMHHOM M NMPOU3BOAHBIM CYJIb()POHNIMOYECBHHBI IPOJOIKHTEIbHOCTBIO 24 Hene/n

KomOuHupoBanHas Tepanusi (1o0aBJjieHue)
IpouszBoanoe IIpouszBoanoe
CY1b(OHNIMOYEBUHBI Cy1b(OHNIMOYEBHHBI B
(rauvenupun’) COYETAHHH ¢ MeT(hopMHuHOM?
Janarnudguiozun aauedo Janaraudgiozun [nauedo
10 mr 10 mr
N3 151 145 108 108
HbAlc (%)*
Hcxonubiii ypoBeHb (cpenHee) 8,07 8,15 8,08 8,24
W3menenne OTHOCHTEIIHLHO -0,82 -0,13 -0,86 -0,17
UCXOIHOTO YPOBHS®
Pa3HOCTh OTHOCHTENBHO IIIAIE60° —0,68% —0,698
(95 % W) (-0,86, -0,51) (-0,89, —0,49)
% MalMEHTOB, T0CTUTLIINX YPOBHS
HbAlc <7 % (LOCF)$
3Hauenue, CKOPPEKTHPOBAHHOE 31,78 13,0 31,88 11,1
OTHOCHTEJIFHO MCXO/IHOTO YPOBHS
Macca Teaa (kr) (LOCF)®
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COOTBETCTEYET :-_' KCMNEPTHOMY OTYETY

ot 20.05.2026 N= 10001

KomGnknposannai-tepdims (rooaprenme) - - = VU]
IIpoussoaHoe IIpousBoaHoe
CyJIb(POHHIMOYEBUHBI CyJIb(pOHHIMOYEBUHEI B
(raumenupua’) COYETAHHH ¢ MeT(hopMHuHOM?
Janmarnudguaosun Inauedo Janarnudaosun Inauedo
10 mr 10 mr
Hcxonubiil ypoBeHb (cpenHee) 80,56 80,94 88,57 90,07
H3menenne OTHOCHUTEIIEHO -2,26 -0,72 -2,65 -0,58
UCXOMIHOTO YPOBHS®
Pa3HOCTH OTHOCHTENBHO IIIAIe60’ —1,54% -2,078
(95 % AN) (2,17, -0,92) (2,79, -1,35)
Ilpumeuanue:

' Tnumenvpun 4 mr/cyTku.

2 Metpopmun  (nekapcTBeHHble  (GOPMBI € HEMENJIEHHBIM WM  HPOJOHIMPOBAHHBIM
BBICBOOOXKIeHHEM) B 1103¢ > 1500 Mr/cyTKH B COYETAaHMHM C MAaKCHMAILHON MEPEHOCUMOM 10301
(moiKHA ~ COCTaBNISATH HE  MEHee  IOJIOBUHBI ~ MaKCHUMAajJbHOM  JI03bI)  MPOHU3BOJAHOTO
CyIb(OHMUIMOUYEBUHBI B TCUCHNE KaK MUHUMYM & HEJEIb /10 BKIIIOUEHHSI B UCCIICIOBAHHE.

3 PanOMM3UPOBAHHbIE U NOJYYaBLINE J€YeHHE MAUEHThl C HCXOIHON OLEHKOH U KaK MUHHMYM
OJTHOM OLIEHKOW A(PPEKTHBHOCTH MOCIIE UCXOAHOTO YPOBHSL.

4 Cron6up! 1 u 2 — ananus ypous HbAlc ¢ npumenenuem meroga LOCF (cM. npumeuanue 6);
cronosl 3 u 4 — ananu3 ypoBHsi HbA Ic ¢ mpumenenunem metona LRM (cMm. mpumeuanwue 7).

5 CpenHee 3HayYeHHE, PACCYUTAHHOE METOJOM HAMMEHBIIMX KBAJpaToB, CKOPPEKTHPOBAHHOE
OTHOCHUTEIIHO UCXOHOTO YPOBHSL.

® LOCF: nepeHoc naHHBIX mHoclnenHero (MAalMeHTHl 0 HPUMEHEHHsS HEOTIOKHOH Teparuu)
HaAOJII0ICHUS BIIEPE]T.

7 LRM: npoJ0/bHBIi aHaIN3 TTOBTOPHBIX H3MEPEHHUIA.

8 p < 0,0001 s pasnauuMs OTHOCHTENLHO TEPANMH ILIANE00 B COYETAHMH C HEPOPAIbHBIM(-H)
THUIIOTJIUKEMHYECKUM(-H) TTpenapaToM(-aMu).

Ta6auua 6. Pe3yabrarel, noay4yennbie yepes 24 neaean (LOCF') B miiane6o-koHTpoOIMpyeMoM
HCCJIeI0BAHMU JanaringJ/io3dnHa B KayecTBe KOMOMHMPOBAHHON TepanmuM ¢ MHCYJIUHOM (B
KayecTBe MOHOTEPANlMM WJIM B KOMOMHALMH C NEPOPAJbHBIMM THMIOIJIMKEMHYECKUMH

npenaparamu)
IMoka3aresnb JanaraudJosund 10 mr B IMane6o B KOMOUHALIMY €
KOMOMHAIUH € HHCYJIHHOM HHCYJIMHOM *
+ nepopajbHble nepopaJibHbie
THNIOTJIMKEMUYeCKHe TUNOTJIMKEMHYeCKHe
npenaparni’ npenaparbl’
N? 194 193
HbA1lc (%)
WcxonHBI ypoBeHB (cpeaHee) 8,58 8,46
V3MeHEHHEe OTHOCHTENBHO UCXOAHOTO YPOBHS® -0,90 -0,30
Pa3HOCTH OTHOCHTENHHO TIare60’ —-0,60*
(95 % A1) (=0,74, -0,45)
Macca tesa (kr)
HcxonHbIi ypoBeHS (cpeaHee) 94,63 94,21
V3MeHEHNEe OTHOCHTENBHO UCXOIAHOTO YPOBHS -1,67 0,02
Pa3HOCTH OTHOCHTENHHO Mare6o’ —-1,68*
(95 % W) (=2,19,-1,18)
Cpennsisi cyrounasi 103a uncyiauna (EJ)°
Hcxonubiii ypoBeHb (cpenHee) 77,96 73,96
V3MeHEHNEe OTHOCHTENBHO UCXOIHOTO YPOBHS -1,16 5,08
Pa3HOCTH OTHOCUTEJNILHO IIALE00’ —-6,23* 11,0
(95 % AN (8,84, -3,63)
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COOTBETCTBY

g ettt ey mman
IMoka3atenb Tanarhudaozud 10-vr's = -raneto 8 'KoMoumamm ¢ |
KOMOUHAIMY C MHCYJIMHOM MHCYJIHHOM *
+ nepopasibHbIe nepopasibHbIe
THIOTJIMKEMAYECKHE THNOTJIMKEMHYECKHE
npenaparsi’ npenaparsi’
TTalMenTHI CO CHIKEHUEM CPEIHEN CyTOUHOM 10351 19,75

uHcynvHa He MeHee ueM Ha 10 % (%)

Ilpumeuanue:

' LOCF: nepenoc naHHBIX 1ocjIeHEro (10 MM B ATy HEPBOrO MOBLILEHHUs 1035l HHCYIUHA, TIPH
HE00X0IUMOCTH) HAOIIOICHHS BIIEPE].

2 Bee paHIOMU3UPOBAHHbIE MALIMEHTHI, IOMyYHUBLINE He MeHee | 03Bl HCCIIeLyeMOro Ipenapara B
JIBOMHOM CJIETIOM PEXHUME B KPATKOCPOYHOM JBOMHOM CIIEIIOM IIEPHO/IE.

3 Cpensee 3HaueHHe, PACCUMTAHHOE METOJOM HAMMEHBLIMX KBaApaTOB, CKOPPEKTHPOBAHHOE
OTHOCHUTEJILHO UCXOJIHOTO YPOBHS U HAIMYMS MEPOPATBHOIO TMIIONIMKEMUYECKOTO Mpenapara.

4 p < 00001 o pasnuuMs OTHOCHTENHLHO TEpPANMH IIanebo B COUYETAHMH C MHCYIMHOM =+
[I€pOPaJIbHBIN THIIONIMKEMUYECKUH ITpenapar.

5p<0,05 115 pasinyus OTHOCHTEILHO TEPAIUH I1ANe60 B COYETaHHH C MHCYJIUHOM + HepopaibHbIii
TUIOIIMKEMUYECKU ITpernapar.

® Tlopelienue 103bl NpenapaTa MHCYIMHA (BKIIOYas MHCYIMH KOPOTKOTO JEHCTBHS, MHCYJIUH
CpeaHel MPONOJKUTEIBHOCTH ACUCTBHUS M 0a3albHBIA MHCYJIWH) JOMYCKaJOCh TOJBKO B Clydyae
COOTBETCTBHUSl MALMEHTOB MPEIBAPUTEIBHO 3aJaHHBIM KPUTEPUSM KOHLEHTPALMU TJIFOKO3bl B
I1a3Me HaToIIaK.

7 Yiexomuo 50 % MalMeHTOoB MONyyYaid MOHOTEPAIHIO IpenapatoM UHcynuHa; 50 % MarueHToB B
JIOTIOJIHEHHE K TEpanuyd HHCYJIMHOM MNpUHUMaAIM | uiaum 2 mepopalibHbIX THUIIOTJIMKEMUYECKUX
npenapata: u3 3Toit rpynmnsl 80 % nmpuHUMaNH TOJIbKO MeThopMuH, 12 % npuHuUManu MeTQOpMHUH B
KOMOWHAIMH C IPOU3BOAHBIMH CYJIb()OHMIMOYEBHHBI, a OCTAJIbHBIC MAIIMEHTH IPHHUMAIIN IPyTHE
MepopajbHbIe T'MIOMIMKEMUYECKUE MTPEnaparhl.

Kombunuposannas mepanus ¢ mem@opmunom y nayuennos, parnee He noayyasuux mepanuio

B o0mieti cnoxxnocty 1236 manueHToB ¢ HeagekBaTHBIM KoHTposieM C/] 2 tuna (HbAlc > 7,5 % u
< 12 %), paHee He MOJyYaBIIUX TEPaNHIO, MPUHAIN Yy4acTHE B 2 HCCIIEIOBAaHUSIX C aKTHUBHBIM
KOHTPOJIEM TPOJODKUTENIBHOCTRI0 24 Henenu Juid OLEHKH 3((EeKTUBHOCTH M 0€30MacHOCTH
KOMOMHHPOBAaHHOW Tepanuu ganariauguio3nHoM (5 mr wiu 10 Mr) B coueTaHuu ¢ METGOPMHUHOM Y
MALMEHTOB, PAHEE HE TOIYYaBILINX TEPAIUIO, IO CPABHEHHUIO C MOHOTEpAIHEH.

Jleuenne panarnmudgioszuHom B no3e 10 mr B komOuHanuu ¢ merdopmutoM (B mo3e 10 2000 mr B
CYyTKH) O0O€CIEeUnI0 CTAaTUCTHUYECKH 3HauuMoe yiyuineHue ypoBHs HbAlc mo cpaBHeHuio ¢
MOHOTepanuel (Tabauia 7) u NpuBelio K 0ojiee BHIPaKEHHOMY CHUKEHHIO KOHIIEHTPALUH TITFOKO3bI
B mnasme Haromak (I'TIH) (mo cpaBHeHuio ¢ MoHOTepamueil) U mMacchl Tena (10 CPaBHEHHIO C
Tepanueil MeThopMHUHOM).

Tabnmuma 7. Pesyabrarhi, mosaydennnie uepes 24 wuexean (LOCF!) B cpaBHHTENbHOM
HCCJIEOBAHMU C AKTHBHBIM KOHTpOJIeM 10 OLeHKe KOMOMHHMPOBAHHOW Tepanmuu
ganarauga03uHOM U MeT()OPMHUHOM Y NANMEHTOB, PaHee He MOJIYy4YaBIINX Tepanuio

oka3arenn Janaraudaosun 10 mr B Janarnudgio3un Merdopmun
COYETAHMH C MeT(POPMHHOM 10 mr

N? 2112 2192 2082
HbA1lc (%)
HcxonHblil ypoBeHB (cpeaHee) 9,10 9,03 9,03
H3menenne OTHOCHUTEILHO -1,98 —1,45 —1,44
UCXOJIHOTO YPOBHS®
Pa3HOCTE OTHOCHUTENBHO Tepamnuu -0,53%
Janarnudro3uHoM®
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.05.2026 N2 10001
IMoka3zaTtens Janarmaudgaosun 1) mr B 1 'It'&irlapﬁtrﬂﬁligbﬁﬁ c 't'méﬁ-qﬂofin}hﬂ'-' ']
COYETAHMH C MeT(POPMHHOM 10 mr

(95 % AN) (0,74, -0,32)

Pa3HOCTP OTHOCHUTENBHO TEpamuu —0,54* -0,01

MeTQOpPMUHOM®

(95 % W) (0,75, -0,33) (-0,22, -0,20)
Ipumeuanue:

! LOCF: nepeHoc JaHHBIX TIOCIENHErO (10 MPUMEHEHHs HEOTIOXKHOH Teparmuu I MaIllueHTOB, Yy
KOTOPBIX OHA MTPUMEHSIIACH) HAOIFOICHUS BIICPE/I.

2 Bee paHI0MH3UPOBAHHbIE MALMEHTHI, IOMyYUBIINE He MeHee | J03bl HCCIIeLyeMOro Ipenapara B
JIBOMHOM CJIETIOM PEXXHME B KPATKOCPOUHOM JIBOMHOM CIICIIOM MEPUO/IE.

3 Cpensee 3HaueHHe, PACCUMTAHHOE METOJOM HAaHMEHBLINX KBaApaTOB, CKOPPEKTHPOBAHHOE
OTHOCUTEIBHO UCXOHOTO YPOBHSI.

4 <0,0001.

Kombunuposannas mepanus ¢ 3kceHamuoom npoioHSUPOBAHHO20 OelUCHEUs]

B nBOIfHOM cnemom HCClIeOBaHUHM C AKTHBHBIM KOHTPOJEM IPOJIOJKUTEIBHOCTBIO 28 Hememb
CpaBHUBAJIM KOMOMHUPOBAHHYIO TEPAIUIO AANArIU(IO3MHOM U HKCEHATUAOM IPOJIOHTUPOBAHHOTO
JEWCTBUS (arOHUCTOM pPElenTopoB rimokarononogoonoro menrtuaa-1 (I'TI-1)) ¢ monoTepanuei
nanarauIo3MHOM U MOHOTEpanuel SKCEeHAaTUA0M MPOJOHIMPOBAHHOTO IEHCTBUS y MALlUEHTOB C
HEaJIeKBaTHBIM KOHTPOJIEM TIMKEMHH NpH MoHoTepanuu Metdopmuaom (HbAlc > 8 % u < 12 %).
Bo Bcex rpynnax jeueHust Obu10 0TMEUEHO CHHXeHHEe ypoBHS HbAlc Mo cpaBHEHUIO ¢ MCXOIHBIM
ypoBHEeM. B rpynmne kKoMOMHUPOBAaHHOHN Tepanuu gamarin@io3nHoM B o3¢ 10 Mr u sKceHaTu oM
IIPOJIOHTUPOBAHHOI'O JIeHCTBUS OBUIO TOKa3aHO Oojee BblpakeHHOe CHIbKeHue ypoBHs HbAlc
OTHOCUTEIIFHO HCXOJHOTO YPOBHS IO CPAaBHEHUIO C MOHOTEpamued Janariugio3uHOM |
MOHOTEepanuen 3KCEeHaTH1I0M ITPOJOHIMPOBAHHOTO AeUCTBU (Tabauna 8).

Tabdauma 8. Pe3yabrarbhl HcC/IeI0BAHHMSA Tepanvuu JanarJau@uio3HHOM H 3KCEHATHAOM
NMPOJIOHTHPOBAHHOIO [1efiCTBUSA 10 CPABHEHUI) C MOHOTepamueidl AanarJau@I03MHOM H
MOHOTEpanved 3IKCEHATHIOM IMPOJOHTHPOBAHHOIO AeHCTBHA (MAIMEHTHI MONMYJISUHH C
Ha3HaYeHHbIM JiedeHueM [ITT]) B komOuHanuu ¢ MeTpopMHUHOM NMPOIAOIKUTEIHLHOCTHIO 28

Heaelb
oka3zarenn Hanarauduosun 10 mr 1 pa3 Janarnaudgiozun IJKceHATH]
CYTKH B KOMOMHALMH € 10 mr 1 pa3 cyTku B NPOJIOHTHPOBAHHOIO
JIKCEHATHAOM KOMOHMHAIUHU ¢ aeficTBus 2 mr 1 pa3 B
NMPOJTOHTMPOBAHHOIO miiane6o 1 pa3 B He/leJII0 B KOMOMHAIIUM
aeficTeus 2 mr 1 pa3 B He/leJII0 ¢ naanedo 1 pa3 B cyTkH
HeJIeJT 10
N 228 230 227
HbAlc (%)
HcxonHsrii YPOBEHb 9,29 9,25 9,26
(cpennee)
HM3MeHeHHe  OTHOCHTEIHLHO -1,98 -1,39 -1,60
MCXOJIHOTO YPOBHs!
Cpennss Pa3HOCTh B 0,592 -0,383
U3MEHEHUH  OTHOCUTENIBHO
HCXOJHOTO YpPOBHSI MEXIy
KOMOWHHUPOBAHHOM
Tepanueil u Tepanuen oaHUM
IIpenapaTom
(95 % A1) (=0,84, —0,34) (-0,63,-0,13)
% MalHEeHTOB, JOCTHTIINX 447 19,1 26,9
ypoBusi HbAlc <7 %
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Moka3aTean Janaraudgorosun 10 mr 1 pas| | Manatandosmn - P ' = "Sicterrarun -
CYTKH B KOMOMHALMH C 10 mr 1 pa3 cyTkn B NPOJIOHTHPOBAHHOI0
IKCEHATHAOM KOMOMHAIUM C neiictBus 2 mr 1 paz B
NPOJIOHTHPOBAHHOTO nJjanedo 1 pa3 B HeJleTI0 B KOMOUHAINA
aericrBud 2 mr 1 pa3 B HeJeJI10 ¢ maanedo 1 pa3 B cyTkH
He/1eJII0
Macca Tena (kr)
Wcxonnsiit YPOBEHb 92,13 90,87 89,12
(cpennee)
H3menenne  OTHOCHTEIBLHO -3,55 -2,22 -1,56
HCXOIHOTO YPOBHS'
Cpennss Pa3HOCTh B -1,332 -2,00?

H3MEHCHHH  OTHOCHUTCIHLHO
HUCXOJHOTO YPOBHS MEXAY
KOMOWHUPOBAHHOM
Teparuen 1 Tepanueit oJHUM
npenapaTom

(95 % JAN) (2,12, -0,55) (2,79, -1,20)

Ilpumeuanue:

N — kosiuecTBO nNauueHToB, I — 10BEpUTENBbHBIN HHTEPBAJL.

! CxoppexkTupoBaHHble CpefHKME 3HAYEHHMS, PACCUMTAHHBIE METOJOM HAUMEHBIIMX KBAaJIpaToB, U
pPa3HOCTh B M3MEHEHHHM OTHOCHUTEJIbHO HMCXOJHOIO YpPOBHS 4epe3 28 Heleiab CMOJCIUPOBAHBI C
MCTOJIB30BAaHUEM MOJIENIM CO CMemaHHbIMH 3(dekramu s moBTOpHBIX H3MepeHnii (MMRM),
KOTOpasi BKJII0Yalla BApUAHT TE€paruu, peruoH, cTpary ucxoaHoro yposus HbAlc (< 9,0 % umu > 9,0
%), HEACIIO JICUCHUSI Y B3aUMOJICHCTBUE «TEpamnusi-HEJENs» B Ka4ECTBE MOCTOSHHBIX 3HAYCHUHN U
3HaUYE€HHE UCXOJHOr0 YPOBHS B KAUE€CTBE KOBAPUATHI.

2p <0,001.

3p<0,01.

Bce 3nauenus P CKOPPECKTUPOBAHLI C HOHpaBKOﬁ Ha MHO>KECTBEHHOCTh. B cTaTucTHYECKMI aHAIu3
HC BKJIIOYAJINM U3MEPCHHA, ITOJTYUYCHHBIC IMOCJIIC MPUMCHCHUSA HCOTJIOKHOM TCparinu, a TakKKe 1ocJjIc
MPEKACBPEMCHHOI'O MPCKPALICHUA ITpUEMa UCCIICAYEMOT'0 IIpCriapara.

Konyenmpayus enoxosvl 6 niazme namowax

[Tpumenenue nanarnudno3uHa B 103¢ 10 Mr B KauecTBe MOHOTEPAIIMK UJIM B KauecTBE JOOABJIECHUS
K Teparnuu MeTQOPMHUHOM, TIIMMETHPUIOM, MET(HOPMHHOM U TIPOU3BOTHBIM CYIb(OHUIMOUEBUHBI,
CUTarIMOTUHOM (C MeT(opMUHOM WM 0e3 HEero) MM MpenapaToM HHCYJIMHA TPHUBEIO K
cratuctudecku 3Haunmomy cHmxkenuto ['TIH (ot —1,90 mo —1,20 mmonw/m) [oTr —34,2 no —
21,7 mr/an]) mo cpaBHenuto ¢ miamnedo (ot —0,33 no 0,21 mmons/a [oT —6,0 g0 3,8 mr/mi]). Stot
s dext Habmomancs yepe3 | Heaento JeYSHUsT U COXPAHSUICS B UCCIIEOBAHUAX, MTPOI0JKABIINXCS
no 104 venens.

KomOunupoBannas tepanus nanariidiao3nHoM B g03e 10 Mr u 9KceHaTH0M MPOJIOHTUPOBAHHOTO
JeWCTBUS MPUBOAMIA K CTaTUCTMUYECKH 3HaunMo OombiieMy cHuxkeHuto ['TIH uepes 28 Henens
nedenus: —3,66 mmonb/a (—65,8 mr/min) no cpaBHeHuto ¢ —2,73 mmonw/a (49,2 mr/mn) B rpymnme
MoHoTepanuu nanarnudiaozunom (p < 0,001) u —2,54 mmouns/a (—45,8 Mr/am) B rpyIine MOHOTEpanuu
skceraruaoM (p < 0,001).

B cremuansHoM uccnenoBanuu y nanuentos ¢ CJI 2 tuna ¢ pCK® > 45 u < 60 mun/mun/1,73 m>
Tepanus nanarnudrio3uHoM npuBena K cHwkeHuto ['TIH wepes 24 wemenu: —1,19 mmons/a (—
21,46 mr/nn) no cpaBuenuto ¢ —0,27 mmons/n (—4,87 mr/mn) B rpynmne miamebo (p = 0,001).

Konyenmpauus anokossl 8 niasme nocie npuema nuuiu
HpI/IMCHeHI/Ie I[al'[al“J'II/I(I)J'IOSI/IHa B 103€ 10 Mr B KadecTBe ,Z[O68.BJ'I€HI/I${ K TCpalliu TIIMMCIUPUIOM
IMPUBOJAUIIO K CTATUCTUYCCKH 3HAYUMOMY CHHIKCHUIO KOHICHTPAIIUU T''TFOKO3bI Y€PE3 2 gaca mocJe
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namarnuduosnHa B 1o3e 10 Mr B kauecTBe 100aBIEHUS K TePATUK CUTATTUITHHOM (C MET(HOPMHHOM
i 0e3 Hero) MPUBOIMIIO K CHIDKEHHIO KOHIICHTPAIIMH TIIFOKO3BI Yepe3 2 yaca Mmocie nprueMa Mmuiiu
qyepes 24 HeJeN JISYCHUSI, KOTOPOE COXPAHSUIOCh BILIOTH A0 48 Henenu. KomOuHMpOBaHHAS Tepamnus
nanarmuio3nHoM B o3¢ 10 Mr U 9KCEHATHUIOM IMPOJOHTHMPOBAHHOTO JIEHCTBHS NPUBOIMIA K
CTAaTHCTUYECKU 3HAYUMO OOJIBIIIEMY CHIDKEHHUIO KOHIIEHTpPAIllMW TIIFOKO3BI 4Yepe3 2 daca Iocie
npreMa MumM 4epe3 28 Helesb JCUSHHs 110 CPABHEHUIO C MOHOTEpanueld KaKbIM IpenapaToM B
OTHETBHOCTH.

Macca mena

[Tpumenenne nanarnudiao3uHa B no3e 10 Mr B kadecTBe M00aBIeHUS K Teparnud MET(HOPMHHOM,
TIIMMENUPUIOM, METQOPMHUHOM U MPOU3BOJIHBIM CYJIb(OHUIMOUYEBUHBI, CHUTAIJIUIITUHOM (C
MeT(HOPMUHOM WK O€3 HET0) WK IIperapaTaMyu HHCYJIHHA TIPUBOIIIO K CTATUCTUYCCKU 3HAUUMOMY
CHIKEHHUI0 Macchl Tenma uepe3 24 Henmenu (p < 0,0001, tabmunpst 4 u 5). OTH 3P deKkTs HOCHIH
YCTOMYMBBIM XapakTep B JOJTOCPOYHBIX HcclieqoBaHUAX. Uepe3 48 4vacoB pa3HOCTh 3HAYCHUH,
MOJIyYEHHBIX B IpyIine qo0aBieHus Aanarindao3uHa K Tepaniy CUTArIUITHHOM (C MeT(HOPMUHOM
wim 0e3 Hero) u B TpyIIe, MmoJydaBiiei miamnebo, cocraBuia —2,22 xr. Yepes 102 Hexenu pa3HoCcTh
3HAYeHUH, MOJIYYEHHBIX B Tpymrne a00aBieHuss nanariudio3nHa K Tepanud MeTHOPMUHOM H B
rpynne, TojydaBliei mane0o, W pa3sHOCTh 3HAUCHUH, IMOJYYCHHBIX B TpYyIIeE 100aBICHUS
nanariaugo3rHa K Tepalui HHCYJIMHOM | B TpyIIe, Mofy4dasiieil mianedo, cocrasuna —2,14 kr u —
2,88 KI' COOTBETCTBECHHO.

[Tpu npuMeHeHuH B KauecTBe A0OABICHUS K TEparuu MET(HOPMUHOM B UCCIIEJOBAHUH HE MEHbIIIEH
3¢ (HEKTHBHOCTU ¢ aKTUBHBIM KOHTPOJIEM Janariu(IIoO3WH MPUBOIAWI K CTATUCTHYCCKH 3HAYUMOMY
CHIDKEHUIO MAcCChI TeJa 10 CPAaBHEHHIO ¢ IPUMEHEeHHeM rnunu3uaa (Ha —4,65 xr uepes 52 neaenu (p
< 0,0001, Tabmuma 3), kotopoe coxpassuioch yepe3 104 m 208 memenb (5,06 xr u —4,38 kr
COOTBETCTBEHHO).

[Tpumenenue nanarimdio3uHa B 03¢ 10 Mr B kadecTBe KOMOMHHPOBAHHOW TEPAITHH C SKCEHATUIOM
MIPOJIOHTUPOBAHHOTO JIEHCTBUS MPHUBENIO K CTATHCTUYECKU 3HAYMMO OOJIBIIEMY CHUKEHHUIO MacChl
TeJa TI0 CPAaBHEHMIO C MOHOTEpANuel KaKIbIM MperapaToM B OTAEILHOCTH (Tabnuia 8).

B uccnenoBanuu ¢ yuactuem 182 nanuentos ¢ C/] 2 Tuna ¢ UCIONIb30BaHUEM JABYXIHEPreTHUECKON
PEHTTEHOBCKOW  aOcopOmuoMeTpuH Ui  OIICHKHM  KOJIMYECTBEHHOTO  COCTaBa  Tela
MPOJOIKUTENFHOCTHIO 24 HEeNeN! M0 TaHHBIM U3MEPEHUN C HCIIOIb30BAHUEM JBYXIHEPTreTHUECKON
PEHTTeHOBCKOM abcopOLMOMETpUH NPU MPUMEHEHNUHN Janariuduo3nHa B 1o3e 10 Mr B codeTaHuu ¢
MeTHOPMHUHOM IO CpPaBHEHHIO ¢ Ianed0 B KOMOWHAIUMU ¢ MET(HOPMHMHOM OBUIO TOKa3aHo,
COOTBETCTBEHHO, CHIDKCHHUE MAcCChl TeJIa U KUPOBOW MACCHI TEJa, a HE TOTEPs MBIIICYHONH MaCChI
WIM JKUJIKOCTH. B moppIccienoBaHUM C HCIOJB30BAHMEM MAarHHUTHO-PE30HAHCHOW Tomorpaduu
MPUMEHECHHE Aanariu@io3nHa B KOMOWHAIMU ¢ MET(HOPMHHOM TPOBOJAUIO K KOJIHMYESCTBEHHOMY
YMEHBIIIEHUIO BHUCIEPATbHON KUPOBOM TKAaHU MO CpPaBHEHUIO C TMpPUMEHEHHEeM Iutanebo B
KOMOWHAIMK ¢ MET(POPMUHOM.

Apmepuanvroe dasnenue

Ha ocHoBanuu ananu3a 0ObE€IUHEHHBIX JAaHHBIX 13 mane0o0-KOHTPOIUPYEMBIX UCCIEI0BaHUN 11O
3apaHee NpPEeAyCMOTPEHHBIM IMEPEMEHHBIM uYepe3 24 Helenu Tepanuu Janariu@io3uHOM B /103€
10 Mr ObLJIO TTOKa3aHO U3MEHEHNE CUCTONINUECKOTo apTepuanbHoro nasienus (CAJl) va —3,7 Mm pT.
CT. U JAMACTOJIMYECKOTro aprepuanbHoro nasneHus (HAJl) ma —1,8 MM pT. CT. OTHOCUTEIBHO
HCXOJHOTO0 YpOBHS 10 cpaBHeHUIo ¢ u3meHenneM CA /] va —0,5 mm pr. ct. u 1A/l Ha —0,5 MM pT. CT.
B rpymrne, noiydaniieil riane6o. CxoHble U3MEHEHUsT Habmoganuch BIuoTh 34 1o 104 Henenu
Tepanuu.

KomOunupoBanHas Ttepanus pganarauguozuHoM 10 Mr B KOMOMHAIMM C  JKCEHATHUIIOM
MIPOJIOHTMPOBAHHOTO AEMCTBUS MPUBOJMIIA K CTATUCTUYECKU 3HAUUMO OoJbiieMy cHuxeHuo CAJJ
yepe3 28 Henens (—4,3 MM PT. CT.) IO CPAaBHEHMIO ¢ MOHOTepanuen ganarnugnoznHoM (—1,8 MM pT.
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<0,01).

B 2 mmane6o-KOHTpONMMPYEMBIX HCCISAOBAHUSAX IPOJIOJDKUTEIBLHOCTRIO 10 12 Henmenb, B 0OIIeH
cioxxHocTH, 1062 nanuenra ¢ HeanekBaTHbIM KoHTposieM CJI 2 Thna u aprepuanbHON TMIIEPTEH3UU
(HECMOTps Ha MPEIIECTBYIONIYI0 cTabuibHyt0 Tepanuio uHruoutopom AlID wmnm Gnokaropon
peuentopoB anruorensuna II (BPA) B ogHom mccnenoBanun u uaruouropom AIID unu BPA B
COYETaHHUH C elle OJHUM AHTUTHUIEPTEH3UBHBIM IPENapaToM B JPYroM HCCIEIOBAHHUH) MOIy4aan
Tepanuo AanariauduozuHoM B go3e 10 mr unm mane6o. Yepes 12 Henennb B 000UX UCCIICTOBAHMSIX
npuMeHeHue nanariudiao3una B 03¢ 10 Mr B coyeTaHuu cO CTaHIAPTHON MPOTUBOANA0ETHUECKON
Tepanueil mpuBeno K ymyumieHuto ypoBHs HbAlc u cHmwkenuto CAJl, CKOppEKTHPOBAaHHOMY C
ydeToM 1anebo, B cpeaHeM Ha 3,1 u 4,3 MM pT. CT. COOTBETCTBEHHO.

B crnienpansHOM uccienoBanuy y nanuenTtos ¢ CJ1 2 tuma ¢ pCK® > 45 u < 60 mn/mun/1,73 m? uepes
24 nenenu tepanus ganariandio3snHoM npusena Kk cHmkeHuto CAJl B monoxenuu cuasi: —4,8 MM pr.
CT. IO cpaBHEHUIO ¢ —1,7 MM pT. cT. B rpynmne miamebo (p < 0,05).

Konmponv enuxemuu y nayuenmos ¢ napyuwenuem Qyukyuu nouex cpeonell cmeneHu msicecmu
(xponuyeckas 6one3nb novex cmaduu 34, pCK® > 45 u < 60 ma/mun/1,73 m°)

OddexTuBHOCTh Aanarnudao3uHa ObliIa OlEHEHa B CHIEIHATbHOM UCCIeIoBaHNH y nanueHToB ¢ CJI
2 tuna ¢ pCK® > 45 u < 60 mu/mun/1,73 M? ¢ HeaneKBaTHBIM KOHTPOJIEM IJIMKEMHMH MU
CTaHJIaPTHOM JieyeHUH. Tepanus nanarnugiIo3MHOM IpuBelia K yMeHblIeHuIo ypoBHsS HbAlc u
MAacChI TeJIa M0 CPaBHEHUIO ¢ TuIaedo (Tabnuma 9).

Tabmmpa 9. Pesyabrarhl, mosydeHHble 4Yepe3 24 HexeJd B ILIane00-KOHTPOJMPYEMOM
HCCJIeIOBAHMH NpuMeHeHust Aanarjauduaosuna y nanueHToB ¢ CJI 2 tuma ¢ pCK® > 45 n
< 60 ma/mun/1,73 m?

Janarmudaosun’ 10 mr Inane6o!

N? 159 161
HbA1lc (%)
Hcxonubiii ypoBeHb (cpenHee) 8,35 8,03
V3MeHEHHE OTHOCUTENBHO HCXOHOTO YPOBHS? -0,37 —-0,03
Pa3HOCTb OTHOCHTENBHO ILIa1e602 —0,34*
(95% A1) (=0,53,-0,15)
Macca Teaa (kr)
HcxonHBI ypoBeHB (cpeaHee) 92,51 88,30
Usmenenne (%) OTHOCUTENBHO UCXOIHOTO YPOBHS® -3,42 -2,02
PazHocTh B m3MeHeHNH (%) OTHOCHTENBHO IIANe60° —1,434
(95% A1) (=2,15,-0,69)

Ilpumeuanue:

"' Merdopmun umu MeTdopMHUHa MHAPOXIOPU]] BXOJUIH B CTAHAAPTHYIO Tepanuio 69,4 % u 64,0 %
NAIMEeHTOB B IpyIIie, Noidy4asiieil ganarnuduio3ut B 1o3e 10 Mr, 1 B TpyIne, noxy4asiiei miamedo,
COOTBETCTBEHHO.

2 CpenHee 3HayeHHE, PACCUMTAHHOE METOJOM HAMMEHBIIMX KBAIPAaTOB, CKOPPEKTUPOBAHHOE
OTHOCHTEIIEHO UCXOHOTO YPOBHS.

3 OmnpesenieH0O Ha OCHOBAHMM CPEHETO 3HAYEHMS, PACCUMTAHHOTO METOAOM HAMMEHBIIUX
KBaJ[paTOB, CKOPPEKTHUPOBAHHOTO OTHOCHUTEIIEHO NCXOJIHOTO YPOBHSL.

4p<0,001.

IHayuenmoi ¢ ucxoonwvim yposuem HbAlc > 9 %

Ha ocHoBanmu aHanmm3a JaHHBIX MAIMEHTOB C MCXOAHBIM ypoBHeM HbAlc > 9,0 % mo 3apanee

NPEeJyCMOTPEHHBIM TE€peMEHHBIM Tepanus jnanariudiao3suHoM B jgo3e 10 Mr mpuBoauia K

CTaTUCTUYECKU 3HAUNMOMY yMeHbllIeHuIo ypoBHS HbA1c yepe3 24 Henenu npuMeHEHHs B KauecTBe

MOHOTEpanuu (CKOPPEKTUPOBAHHOE CpeJHEe U3MEHEHHE OTHOCUTENIBHO MCXOIHOro ypoBHs: —2,04
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Tepanmuu METHOPMUHOM (CKOPPEKTUPOBAHHOE CpelHee HM3MEHEHHE OTHOCUTEIBHO HCXOJHOTO
ypoBHs: —1,32 % u —0,53 % s nanarnudao3uHa U 1mianedo COOTBETCTBEHHO).

Cepoeuno-cocyoucmule u noyeuyHwvle UCX00bl

UccnenoBanue BimsiHus nmamariaudio3uHa Ha cepaedHo-cocynucteie ucxoasl (DECLARE) —
MEXyHApOAHOE MHOTOLIEHTPOBOE PaHI0MU3UPOBAHHOE ABOMHOE CIIENOE TIalleO0KOHTPOIHPYEMOE
KIIMHUYECKOE HCCIeI0BaHUeE ITIsl ONPEIeIICHUS BIMSHUS Janariu@io3nHa Ha CepAeUHO-COCY IUCThIE
MCXOJbI MPH €ro J00aBIeHUH K TeKyIlled 0a30BOW Tepanmuu MO CpaBHEHHIO ¢ Iuianedo. Y Bcex
nanueHToB Obul CJI 2 Ttuna u nmubo nBa u Oosiee JOMONMHUTEIBHBIX (PAKTOPOB PHCKA Pa3BUTHUS
CEePJCYHO-COCYIUCTOTO 3a00eBaHMs (BO3paCT > 55 et y My>K4uH Wid > 60 JeT y )KCSHIIUH U OJTUH
win Oosiee u3 cieaylommx (akTOpoB: UCIUNUIEMHUS, apTepuaabHas TUIEPTEH3US WIU
TabaKOKypeHHe), INOO AMarHOCTUPOBAHHOE CEPACYHO-COCYTUCTOE 3a00ICBaHHE.

N3 17160 panmpomMu3upoBaHHBIX ManueHToB y 6974 (40,6 %) ObU10 AMArHOCTUPOBAHO CEPACYHO-
cocyaucroe 3aboneBanue, ay 10186 (59,4 %) takoBoe oTcyTcTBOBaNO. B 00mIel crokHOCTH 8582
MalKueHTa ObLIM PaHIOMHU3UPOBAHBI B TPYIITY NMpUMeHeHus nanarimduiosnaa B go3e 10 mr, a 8578
MAIMEHTOB — B TPYIITY IUIanebo0; Menana JJIMTEIbHOCTH HaOIIoqeH s cocTaBmiia 4,2 roa.
Cpennuii BO3pacT MalMEHTOB MCCIEAyeMOM momyisuuu coctaBui 63,9 rona, 37,4 % mnauueHToB
OBbLIH XEHCKOTO 1ToJ1a. B 0bmieit crnosknoctu 22,4 % nanuenTtoB crpananu CJ1 2 Tumna Ha IpOTsHKSHUN
< 5 ner, cpenusas nponoskurenbHocTs CJl 2 Tuna cocraBuia 11,9 ner. CpeaHee 3HaueHHE YpOBHS
HbA ¢ cocrasnsno 8,3 %, cpenuuit UMT — 32,1 kr/m?.

Hcxogno y 10,0 % manuieHTOB B aHaMHE3€ OTMedajach CepJiedHas HeqocTaTouHOCThb. CpemHss
pCK® cocraBuna 85,2 mn/mun/1,73 M. Y 7.4 % nanuentos pCK® 6511a Mmenee 60 min/mun/1,73 M2,
VY 30,3 % namnueHToB HabI0gaMaCh MUKPO- WM MakpoalbOymuHypus (cooTHomeHue A/Kp moun
> 30 1 <300 mr/r wim > 300 MI/T COOTBETCTBEHHO).

Hcxogno Oompmiass yacth mamueHToB (98 %) monmydans OIMH WM HECKOJIBKO
MPOTHBOMA0CTUYECKIX TpenapaToB, BKiIrodas merdhopmu (82 %), npenapats! uHCynuHa (41 %) u
MIPOU3BOJIHBIE CYNb()OHUIMOUYEBUHBI (43 %).

[lepBuuHbIE KOHEUHBIEC TOYKH BKJIFOUATIH BPEMsI 10 Pa3BUTHS MEPBOTO SIBJICHUS KOMOMHUPOBAHHOM
KOHEYHOW TOYKH, BKIIIOYABIIEH CMEPTh MO MPUYMHE CEPJICYHO-COCYAUCTON MAaTOJIOTUU, MH(PAPKT
MHUOKap/ia WJIA UIIEMUYECKUN HHCYJIBT (OCHOBHBIE CEPJIEUHO-COCYIUCTBIE COOBITHS), a TAKIKE BpEMS
710 pa3BUTHS MIEPBOTO SBICHIS] KOMOMHHUPOBAHHOW KOHEUHOM TOYKHU, BKITFOYABIIIEH TOCTIUTATH3AIUIO
M0 TIOBOJAY CEPJIEYHOM HEJOCTATOYHOCTH WJIM CMEPTh IO MPUUYHUHE CEePJAECYHO-COCYAUCTOTO
3a0oneBaHus. BTopuuHble KOHEYHBIE TOUKH BKJIIOYATM KOMOMHHPOBAHHYIO KOHEUHYIO TOYKY
MOYEUHBIX UCXO/I0B U CMEPTh 10 JIFOOOU MTPUYHHE.

OcHosHbie cepdeuno-cocyoucnmbvle codvlmus

Hanarnudiosus B o3¢ 10 Mr mpoieMOHCTPUPOBATT HE MEHBIIYIO 3P(HEKTHBHOCTH MO CPABHEHUIO C
mianedo B OTHOIIEHHMH KOMOMHMPOBAHHOW KOHEYHOW TOUYKH, BKIIOYAIOMICH CMEPTh MO MPHUYMHE
CEPJICYHO-COCYANCTON  MATOJOTHMH, WH(APKT MHUOKapAa WIA  UIIEMUYECKHH  MHCYJbT
(ogHocToponHee 3HaueHue p < 0,001).

XpoHuueckasn cepOoeunas HeOOCMAMOYHOCHb UMW CMepmb N0 NPUYUHE CepOedHO-cOCYOUCmOll
namoJiocuu

Hanarnudosun B g03e 10 Mr mpoaeMOHCTPUPOBAT MPEBOCXOJICTBO MO CPaBHEHHUIO C IUanedo B
MPEJOTBPAILICHUN TIEPBUYHON KOMOMHUPOBAHHON KOHEYHOM TOUKH, BKIFOUAIOIIEH IOCIIUTAIN3AIUI0
10 TTOBOY CEpACYHON HEJOCTATOYHOCTH WIIM CMEPTh IO MMPHYUHE CEPICUHOCOCYANCTON MAaTOIOTUN
(pucynoxk 1). Paznuuune s¢dpdexra Tepanuu ObIJIO JOCTUTHYTO 3a CUET TOCHHUTAIM3ALMU IO TOBOAY
CepACYHON HEJOCTATOYHOCTH O€3 pa3Nu4vs B OTHOIICHWH CMEpPTH IO MPHYMHE CEpACYHO-
COCYAMCTOM MaToNOruu (PUCYHOK 2).

[IpeumymiecTBo Tepanuu Aanarin@io3uHOM 10 CPaBHEHMIO C IU1ane0o HaOI0aaloCch y MallMeHTOB
C JMarHOCTHUPOBAHHBIM CEpACYHO-COCYIUCTHIM 3a0ojieBaHMEM M 0€3 TaKOBOTrO, C HMCXOJHOH
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.05.2026 N= 10001

CEpJICYHOI HETOCTATOYHOCTHIO UK 0€3 TaKOBOM, U ORLIO condg%ﬂ%%%ﬁ%ggﬂi@%ggﬁeﬁfﬁﬁ

BKJIIOYast BO3pacT, 1o, pyHkuuio noyek (pCK®P) u peruo.

Pucynok 1. Bpemsi 10 nepBoi rocnuTaJIN3aluM M0 MOBOAY CePAECYHOI HEJOCTATOUYHOCTH HJIH
CMEpPTH N0 NPUYHHE CePIAeYHO-COCYAUCTOMH NaTOJIOTHH
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T =
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1+ HanarnndnosnH 8
cpaeHeHuu ¢ nnayebo
OP (95% AWN): 0,83 (0,73, 0,95)
0 el

T T T T T T T T T T T
0 6 12 18 24 30 36 42 48 54 60

Mecauysl nocne paHaoMu3ayMu
MaymenTsl rpynnsl pucKka

Aanarnudnosaun: 8582 8517 8415 8322 8224 8110 7970 7497 5445 1626
Mnauebo: 8578 8485 8387 8259 8127 8003 7880 7367 5362 1573

Ipumeuanue:
«ITarmeHTsI TPYIIIBI PUCKA» O3HAYAET KOJIMYECTBO MAIMEHTOB I'PYMIIBI pUCKa B Havase nepuoaa. OP
— OTHOLIEHHE PUCKOB, [IV — noBEpUTENBHBIN HHTEPBAIL.

Pe3ynbrarhl, moayydeHHbIE 171 HEPBUYHBIX U BTOPUYHBIX KOHEYHBIX TOUYEK, TOKA3aHbl HA PUCYHKE 2.
[IpeumymiecTBo Tepanuu AanariudIo3WHOM MO CPaBHEHUIO C TUIaie00 B OTHOIIEHHUH OCHOBHBIX
CEepJCYHO-COCYIUCTHIX COOBITHI MOKa3aHo He ObUT0 (p = 0,172), B CBSI3U C Y€M COTTIACHO METO/UKE
MPOBEACHUS TMOITBEPKIAOIINX UCIBITAHUN HCCIETOBaHUS KOMOMHHPOBAHHONW KOHEYHOW TOUYKH
MOYEYHBIX UCXOJIOB M CMEPTH M0 JIF000# MPUYNHE HE BBHIMOTHSIIH.

Pucynok 2. D¢ dekr jieueHnsi B OTHOLIEHUM NEPBUYHBIX KOMOMHMPOBAHHBIX KOHEYHBIX TOYEK
U UX KOMIIOHEHTOB, a4 TAK:K€ BTOPUYHBIX KOHEYHBIX TOYEK U UX KOMIIOHEHTOB

28



COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 20.05.2026 N= 10001

RanarnblpHolim. | Fddeto' " | EoHolihite- | Codiohbet b

%) %) pHCKOE (959 AT
(N = 8582) (N = 8578)
nepamuue KOHEYHBI® TOYKH
locnUTanK3auMa No NoBody CepOeyYHOn HEJOCTATOMHOCTH & —8— 417(4,9) 496 (5,8) 0,83 (0,73, 0,95) 0,005
CMepThb NO NPHYHHE CGPAQHHD-CDCYAHCTOQ naTonoriu
KoMGMHMpPOBaHHAA KOHEYHAR TOYKA, BKNIOUAKOLLAA CMEpTh —- 756 ( 8,8) 803(94) 0,93 (0,84, 1,03) 0,172
No NPHYHHE cepaeyt yaucToro 3ab MHapKT
MHOKapAa/ MILEMHYECKHA HHCYNLT
KomnoHeHTel KoMBWHWpOBaHHEIX
KOH@4HbIX TOYeK
FocnuTanusauwa No NoBody CepaSYHON HEOOCTaTONHOCTH —8— 212 (2,5) 286 (3,3) 0,73 (0,61, 0,88) <0,001
CMepTs No NpUUMHe cepaeuHo-cocyaucToro sabonesanun . 245(29) 249 (29) 0,98 (0,82, 1,17) 0,830
MHOapKT MHoKapaa —— 393 (4,6) 441 (5,1) 0.89 (0,77, 1,01) 0,080
MwemuyecHmi MHCYNeT —— 235(2,7) 231(2,7) 1,01 (0,84, 1,21) 0,916
BTOpHUYHBIE KOHEYHBIE TOYKM
HomBHHHPOBAHHAR KOHEYHAR TOUKA NOYEYHBIX HCXOAOE - 370(4,3) 480 ( 5,6) 0,76 (0,67, 0,87) <0,001
KOMNOHEHTHI KOMBMHUPOBAHHOW KOHEYHOH TOMKK NONMEYHBLIX HCXOA0R:
Yeroiuneoe cHusedue pCKO —— 120(1,4) 221(2,6) 0,54 (0,43, 0,67) <0,001
TepMUHANEHARA CTALKA - 6 (<0,1) 19(0,2) 0,31 (0,13, 0,79) 0,013
NOYEYHOH HEAOCTATOMHOCTH
CwmepTs BCNeAcTBME OCNOMHEHWH - 6 (<0,1) 10(0,1) 0,60 (0,22, 1,65) 0,324
CO CTOPOHI NOYEK
CmepTe No N060H NpUuHHe —— 529(6,2) 570 (6,6) 0,93 (0,82, 1,04) 0,198
B nonbsy aanarnipnosuHa B nonb3y nnauebo
I I I I I LI
0,2 04 06 08 112 16
Ilpumeuanue:

KoMOuHMpoBaHHas KOHEYHAsI TOYKA MOYEUHBIX UCXO/0B BKIIOYAET: YCTONYMBOE MOATBEPKIACHHOE
camxenne pCK® Ha > 40 % n0 pCK® < 60 mu/mun/1,73 M? , ¥ (WIK) TEPMUHAIBHYIO CTAIHIO
MOYEYHON HeJocTaToyHOCTH (auanu3 > 90 nHell WM TpaHCIUIaHTAalMs MOYKH, yCTONYMBBIN
noATBep kaeHHbIA ypoBeHb pCK® < 15 mu/mun/1,73 M%), v (UIn) cMepTh BCIEACTBUE OCIOKHEHUIH
CO CTOPOHBI IOYEK MJIM CMEPTH 0 MPUUYHHE CEPICYHO-COCYAUCTOrO 3a00JIeBaHU.

3Ha4YEHUS P SABIAIOTCS ABYCTOPOHHUMH. 3HAYCHUS P JUIsl BTOPUYHBIX KOHEYHBIX TOUEK U OTACIbHBIX
KOMITOHEHTOB SIBJISIFOTCSI HOMUHAIIBHBIMH. Bpemsi 10 pa3BuTHs epBOTO SIBICHUS KOMOMHUPOBAHHON
KOHEYHOM TOYKH AaHAJIM3UPOBAIM C IOMOIINBI0 MOJENIH MPOMOPIHUOHAIBHBIX puckoB Kokca.
KomnnuecTBo mepBbIX SBIEHUN MO OTACIBHBIM KOMIIOHEHTAM KOMOWHHUPOBAHHON KOHEUHOW TOYKHU
SIBJISIETCS. (DAKTUYECKUM KOJIMYECTBOM IEPBBIX SBJICHUN KaXKJI0T0 KOMIIOHEHTA 1 HE CYMMUPYETCS C
KOJIMYECTBOM SIBJICHUN B KOMOMHUPOBAHHOW KOHEUHOM TOUKE.

JAWN — noBepuTENbHBIA HHTEPBAI.

Hegponamus

Tepanust gamarmu@IO3WHOM TPUBOAWIA K CHIDKCHHIO YaCTOTHI SIBJICHUH KOMOMHHPOBAaHHOW
KOHEYHOW TOYKH, BKJIIOYAIOIIEeN MoATBepxkIeHHOe ycTolunBoe cHkeHne pCK®, TepMuHanbHy0
CTaJUI0 TIOYEYHOW HEIOCTaTOYHOCTH, CMEPTh BCIEICTBHE OCIIOKHEHHH CO CTOPOHBI TOYEK HITH
CMEpPTh MO MPHUYUHE CEePAEYHO-COCYIMCTOro 3abosieBaHus. PasHuma Mexay rpynnamu Oblia
00yCIJIOBJIEHa CHW)KEHHEM 4MCIia SIBIEHHH KOMIIOHEHTOB KOMOMHHMPOBAHHONW KOHEYHOM TOYKH
MOYEUHBIX HCXOJIOB, BKIIOHaroled ycroiunBoe cHikeHHe pCK®, TepMHUHANbHYIO CTaJIuio
MOYEYHOW HEAOCTATOYHOCTH M CMEPTH BCJIEICTBUE OCIOXKHEHHUH CO CTOPOHBI TOYEK (PHCYHOK 2).
OtHomenue puckos (OP) nmo Bpemenu 1o pa3Butus Hedponatuu (ycroiunsoe cHikeHne pCKO,
TEpPMUHAIBHAS CTaJAWs TOYEYHOW HEJOCTATOYHOCTH WM CMEPTh BCIIEACTBHE OCIIOKHEHHH CO
cTopoHbI mouek) cocraBuino 0,53 (95 % HAU: 0,43, 0,66) nns nanarnudao3uHA O CPABHEHUIO C
ianeo.

Taoke Tepanus AanaraugIO3UHOM CHHUKAjJa PHUCK HOBBIX CIy4yaeB pa3BUTHS yCTOWYMBOM
ansoymunypuu (OP: 0,79 [95 % JAU: 0,72, 0,87]) u npuBoauia K 6ojiee BRIPAXKEHHOU pErpeccuu
makpoansoymunypuu (OP: 1,82 [95 % JIU: 1,51, 2,20]) no cpaBHeHHIO ¢ T1a1eoo.

XDOHI/I‘—IeCKaSI cepacyHasg HEAOCTATOYHOCTD
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COOTBETCTEYET 3KI
ot 20082

L L P LT

Hccneoosanue DAPA-HF: xponuueckas cepoeunas H eoocmali bR AR AL e b OO L

8b10poca n1e6oeo dcenyoouxa (PBJIK < 40%)

Hccnenoanue panarnu@uo3nHa U MpeAOTBpALLCHUS HEOIAronpUsATHBIX UCXOA0B MPHU CEpIEeUHON
HenocrarouHoct (DAPA-HF) — mexayHaponHoe MHOTOILICHTPOBOE PaHIOMHU3UPOBAHHOE ABOMHOE
cienoe Iane00-KOHTPOIUPYEMOE HCCIEOBAHUE Yy NAIMEeHTOB C XPOHUYECKOW CepedHOi
HenocrarouyHocThio (II-IV ¢ynkumonansubiil kimacc no kinaccupukanuu NYHA) co cHukeHHOU
bpaxnueit BeiOpoca neBoro xenyaouka (OPBJDK) < 40 % — mpoBoauiM ¢ 1elbl0 yCTaHOBUTH
3¢ (heKTHBHOCTH Janarindao3uHa M0 CPABHEHHIO ¢ TUIane00 B OTHOIICHUH CHIDKEHUS pUCKA CMEPTH
[0 TMpPUYMHE CEpPAEYHO-COCYAMCTOro 3aboieBaHMsl W  YXYIIUICHUS TEUEHUS CepAeyHOM
HEJOCTATOYHOCTH IIPpH JOOABICHUH Janariud)io3nHa K CTaHAAPTHOU TEpaIuu.

N3 4744 nanuenTtoB 2373 manueHTa ObUTM paHIOMHU3MPOBAHBI B TPYMIY Jdanariugio3uHa B J103€
10 mr, a 2371 manueHT — B rpynimy mianedo; meauaHa HabmoqeHus cocrapmia 18 mecsies. Cpenuuit
BO3pAaCT MAIlUEHTOB UCCIEAYEMON MOIMYJISAINN COCTaBIII 66 netT, 77 % ManueHTOB ObLTH MY)KCKOTO
1oJa.

Hcxonno 67,5 % mamuenTtoB 0butn oTHeceHHI Ko Il kimaccy mo NYHA, 31,6 % — x Il xnaccy u 0,9 %
— k IV knaccy. Menunana ®BJDK cocraBuna 32 %; B 56 % cinyuyaeB ceplieuHass HEJOCTaTOUHOCTD
HMMeJia UIIEMUYECKYH0 ITHOJIOTHIO, B 36 % — HEUIIEMUYECKYIO 3THOJIOTUIO U 8 % — HEU3BECTHYIO
stuosioruto. B kaxmoi rpynmne neuenus 42 % nanuentoB umenu B aHamuesze C/I 2 tuna, emie 3 %
MAUEHTOB B KXKIOW rpymie jeueHus: Obl1 OTHeceHbl K manueHntam ¢ CJ] 2 Tuna Ha OCHOBaHUU
ypoBHs HbAlc > 6,5 %, 3aperucTpupoBaHHOTO KakK IMPU BKIIOYCHUH B UCCIEAOBAHUE, TaK U MPHU
pangomu3auuu. IlanueHnTtsl monydanu cranpaptHyro Tepanuto: 94 % mnanuentoB ¢ CJ 2 Ttuna
noJtydanu tepanuto uuruonropamu AIl®, BPA unu aHrmoTeH3MHOBBIX PELIEITOPOB U HEMPHIN3UHA
unrubutopom (11 %), 96 % mnonywanu Oeta-agpeHobmokatopel, 71 % — OGiOKaTOpHI
MHHEPAJTOKOPTUKOUIHBIX penentopos, 93 % — nmyperuku; y 26 % mHanueHTOB ObLI
MMIUTAaHTUPOBAHHBIN KapInoBepTep-1ehuopuisITop.

B uccnenosanue 6bL1H BKIFOYEHbI namuentsl ¢ pCK® > 30 mi/mun/1,73 M? Ha MOMEHT BKIIFOUEHHS.
Cpennsis pCK® cocraBuna 66 mu/muu/1,73 M2 Y 41 % nauuentoB pCK® 6bina Menee 60
min/mun/1,73 M2, y 15 % narnuentos — menee 45 mn/mun/1,73 M2,

Cmepmb _no npuduHe cepoeyHo-cocyoucmozo 3a0onesanus U yxyouieHue meyeHus XpoHUYecKou
cepoeunol HedoCmamoyHoCmu

JamarnugIio3uH npoeMOHCTPUPOBAT MPEBOCXOICTBO MO CPABHEHUIO C MIIAIe00 B MPeA0TBPaIlleHUN
MEePBUYHON KOMOWHHUPOBAHHOM KOHEYHOM TOYKH, BKJIOUAIOIIEH CMEPTh MO MPHUYMHE CEepIeUHO-
COCYJMCTOM MMaToJIOrUH, TOCTIUTAIIM3AIUIO 0 TOBOIY CEPACUYHON HETOCTATOUHOCTH MIIA SKCTPEHHOE
oOparieHue 3a MOMOIIBIO B CBSI3U C YXYAIICHHEM TeYeHHs cepaeuHon Hepocrtatounoctu (OP: 0,74
[95 % AU: 0,65, 0,85]; p < 0,0001). Dddexr HabOdrOmANCT B CaMOM Hayaje M COXpAHAJICS Ha
MPOTSHKEHUH BCETO UCCIIEAOBAHUS (PUCYHOK 3).

Pucynok 3. BpemMsi 10 mnepBoro a0CTHKeHHMS] KOMOMHHUPOBAHHOW KOHEYHON TOYKH,
BKJIIOYAKOIICH CMEpPTh N0 NMPUYMHE CePAeYHO-COCYAMCTOH MATOJM0TMH, FOCIHUTAJM3ANMIO 0
MOBOJY CepAeYHOH HeJI0CTATOYHOCTH WJIM 3KCTPEHHoe o0palleHue 3a NMOMOIIbI0 B CBSI3H C
YXYALLICHHEM TeYeHHUs CepAeYHON HeJOCTATOYHOCTH
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.05.2026 N= 10001
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22 g DanarnudnosvH

NauneHTsl, ¥ KOTOpbIX BbinM
3aperncTpHpoBaHbl ABNEHHA KOMNOHEHTOR
KOMBUHHPOBAHHON HOHEUHOW TOUKH (%)
>
1

4 = J’ Danarnudnoans B cpasHernk ¢ nnayebo
2 - OP (95% [M): 0.74 (0,65, 0.85) 3unaueHHe p <0,0001
0 -

NayveHTsl rpyNnsl pMcKa
Hanarnugnoaun: 2373 2305 2221
Mnayebo: 2371 2258 2163

Ipumeuanue:

T T T T T T
9 12 15 18 21 24

MecAuel nocne paHaoMHIAUMH

2147 2002 1560 1146 612 210
2075 1917 1478 1096 593 210

DKCTpEeHHOE 00paleHNe 3a TOMOIIBIO B CBS3H C YXYAIICHHEM TEUCHUS CEpeUHON HEOCTATOUHOCTH
ObUIO OMpeNeNeH0 KaK CPOYHOE, BHEIUIAHOBOE O0CJeIOBaHUE BpadyoOM, HANPUMEP B OTACICHUU
HEOTJIOKHOM MOMOIIH, BBI3BAHHOE YXYIIICHHEM TEUEHHUs CEPJICUYHON HEIOCTATOYHOCTH, KOTOPOE
TpeOyeT nevyeHus (MOMHUMO TOJIBKO MOBBIIIEHUS J03bI IEPOPaIbHBIX TUYPETUKOB).

«ITarmueHTHI TPYIIBI PUCKAY» O3HAYAET YUCIIO MAIMEHTOB IPYIINBI PUCKA B HAYaJIe MEpUO/Ia.

Bce Tpu KOMITOHEHTa NMEPBUYHON KOMOMHHPOBAHHOW KOHEYHOW TOYKHU IO OTAEIIBHOCTH BHOCHUIIU
BKJIa/ B 3(deKT eueHus (pucyHoK 4). 3aperucTpupoBaHO HECKOJIBKO SKCTPEHHBIX OOpalleHui 3a
ITIOMOIIBIO B CBS3U C YXYAILIEHUEM T€UEHUS CEPIAECUYHON HEJOCTATOYHOCTH.

Pucynok 4. ekt jieueHnsi B OTHOIIEHHMH MEPBUYHOI KOMOMHUPOBAHHOM KOHEYHOH TOYKH,
ee KOMIIOHCHTOB, 2 TAKKe CMEPTH 10 J11000i1 NpUYuHe
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 20.05.2026 N= 10001

OP (95% W) [faumeHTsl, J [y;:!b;T;l 0 EA'-'-TgQEH";Q: TﬂgL;l;Ll lp

3aperucTpUpoBaHs! ABNEHWA PWCKOB
Mokazarenn KOMNOHEHTOB KOMOBWHMPOBAHHOW (95% OW)
KOHEYHOW TOYKK (HacToTa ABNeHMN)
KomBuenpoBaHHana KOHEeYHAA TOYKa, BKNKYALWAR Lanarnudnoaus Mnaue6o

CMEDTb N0 NPUYKHE CEPASHO-COCYANCTOrO (N=2373) (N=2371)
3afoneBaHnA, roCNUTanM3aLyqio no nosoay
CEPASYHON HENOCTATOYHOCTH MNK IKCTPEHHOE

ofpaileHne 3a NOMOLLLIO B CBR3M C yXyJlEHWeM —i— 386 (11,6) 502 (15,6) 0,74 (0,65, 0,85) <0,0001
TEYEHMA CEPAEYHON HEAOCTATOYHOCTH
Focnuranuaaums No NnOBOAY CepAe4HOR 2
HEAOCTATOMHOCTH —— 231(6,9) 318 (9.8) 0,70 (0,59, 0,83) <0,0001
3kcTpeHHoe obpalleHne 3a NOMOLYLI0 B )
CBASW C YXYAWEHWEM TeueHUA CepaeyuHoM 10(0,3) 2307 0,43 (0,20, 0,90) 0,0213
HEAOCTATOUMHOCTH
CmepTs N0 NpU4KHE CEPASYHO-COCYANCTOND —— 227 (6,5) 273 (7.9) 0.82 (0,69, 0,98) 0,0294
3abonesaHnn
CmepTs no nobon NprYmMHe —— 276 (7,9) 329 (9,5) 0,83 (0,71, 0,97) 0,0217
1 1 1 )
0,5 08 1 125 2
B nonbay aanarnudpnosuHa | 8 nonbay nnauebo

Ilpumeuanue:

DKCTpeHHOE 0OpaleHre 3a TOMOIIBIO B CBSI3U C YXY/IICHUEM TEYSHUS CEpCUHON HETOCTATOYHOCTH
OBUIO OTpeNeNeHO0 KaKk CPOYHOEe, BHEIUIAHOBOE OOCIeOBaHME BpAauoM, HAIPUMEP B OTIEICHUHU
HEOTJIO’KHOM TMOMOIIM, BBI3BAHHOE YXYALICHHEM TEUYEHUS CEpJCYHON HENOCTaTOUYHOCTH, KOTOPOE
TpeOyeT NeueHus (MOMHUMO TOJIBKO TOBHIIICHUS J03bI TIEPOPATHHBIX TUYPETUKOB).

KonnuecTBo mepBbIX ABIEHUN MO OTACIBHBIM KOMIIOHEHTaM KOMOWHHUPOBAHHON KOHEUHOW TOYKHU
SBIISICTCS (DAKTHYECKUM KOJMYECTBOM TIEPBBIX SBJICHHUHA KaKJIOTO KOMIIOHEHTA U HE CYMMHPYETCS C
KOJMYECTBOM SIBJICHUN B KOMOMHUPOBAHHOW KOHEUHOM TOUKE.

YactoTa BO3HUKHOBEHHUS SBJICHUW TMpEJCTaBICHA KaK YHCJIO YYaCTHUKOB, Y KOTOPBIX OBLIO
3apEruCcTPUPOBAHO SIBJICHHE KOMIIOHEHTOB KOMOMHUPOBAHHON KOHEeYHOU ToukH, Ha 100 maruenre-
JIET MOCJIEAYIOIIEr0 Ha0II0IEHNUS.

3HaueHus p A OTACIbHBIX KOMIIOHEHTOB KOMOMHUPOBAHHOW KOHEUHOM TOUKHU U CMEPTH IO JTH000H
MIPUYUHE SIBJISIOTCS HOMUHABHBIMHU.

[Tpumenenne nanarmudao3wHa TakKe NPUBOAWIO K CHIDKEHHIO OOIIETO KOJMYECTBAa CIIy4yacB
TOCHUTAIM3AIMH 10 TIOBOJIY CEPIeYHON HeI0CTaTOYHOCTH (IIEPBUYHON U MOBTOPHON) U CMEPTH 110
MPUYMHE CEPICYHO-COCYIUCTOM MaTONOTHH: 567 city4aeB B IpyIie nanarin@Iio3uHa 10 CPaBHEHUIO
c 742 cnyuyasmu B rpynne mianedo (otHocutenbHas vactorta: 0,75 [95 % [AU: 0,65— 0,88]; p =
0,0002).

[IpeumyiiecTBo Tepanuu  JganariuiIo3MHOM HAOMIONANOCh y TAalMEHTOB C  CepAeYHOM
HegocTaToyHocThio ¢ CJ] 2 Tuna m 6e3 TtakoBoro. IlpuMmeHnenne pamarnu@iio3nHa TPUBOIWIO K
CHIDKEHHMIO YacTOThl MEPBUYHOM KOMOMHHMPOBAHHON KOHEYHOM TOYKH, BKIIIOYAOIIEH cMepTh IO
NPUYMHE  CEPACYHO-COCYIUCTOM  MATONOTHH, TOCHHUTAJIM3AMI0 TIO0 TOBOLY CEepACYHOU
HE/I0CTaTOYHOCTH WJIM 3KCTPEHHOE OOpalleHHe 3a MOMOILIBI0 B CBA3HM C YXYJIUIEHHEM TEUEHUS
cepaedHoi HemocTarouHocTH y manueHToB ¢ CJ 2 tuna (OP: 0,75 [95 % AU: 0,63, 0,90]) u 6e3
takosoro (OP: 0,73 [95 % 11U: 0,60, 0,88]).

[TpeumyiiecTBo Tepanuu Janaryin@iIo3MHOM [0 CPAaBHEHMIO € IUIaled0 B OTHOIIEHHM MEPBUYHON
KOHEYHOW TOYKM OBLIO COMOCTaBUMBIM B JAPYTHMX KIIFOYEBBIX TOATPYNIaxX, BKIFOYAs
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ot 20.05.2026 N= 10001

COIyTCTBYIOILYIO TEPANUIO CEPACUHON HEOCTaTOYHOCTH, d)yrflglll_alfz)-lllggé;%ﬁgﬁgwﬁ&lpl&néﬂ i

COOTBETCTBYET ZKCNEPTHOMY OTUETY

PETUOH.

Hcxo0, coobwaemvlii nayueHmamu: CUMnmomMbl XpOHUYECKOL cepoeyHoll HedoCmamoyHocmu
O¢dexr nedyenus nanarmu(ao3MHOM B OTHOLICHUHM CHMIITOMOB CEPJEYHOM HEIOCTaTOYHOCTH
OLICHHBAJIU C MTOMOIIBI0 OOIIETO0 MoKa3aTessi CUMIITOMOB 110 KaH3acckoMy OMpPOCHUKY TSl O0JIBHBIX
kapauomuonaruen (KCCQ-TSS), xoTopblii 1O3BOJISIET NPOBOAUTH KOJIMYECTBEHHYIO OLIEHKY
YacTOThl U TSXKECTH CHUMITOMOB CEpIEYHONM HEJOCTATOYHOCTH, BKIIOYAs YTOMIISIEMOCTb,
nepudepuyeckre OTEKH, OJBIIIKY M OPTOMHO3. 3HAUeHUs Mokaszarens BapsupyroT oT 0 mo 100,
npuyeM 6osiee BHICOKHIT 0asl COOTBETCTBYET JIyUIlIEMY COCTOSIHUIO 3J0POBbSI.

Tepanusa nanarnudao3uHOM NMPUBOIMIA K CTATHCTUYECKU 3HAYMMOMY U KIMHHYECKH 3HAYUMOMY
MIPEUMYIIECTBY 10 CPaBHEHHUIO C TUIale00 B OTHOIIEHUU CUMITOMOB CEPJIEYHON HEJJOCTATOYHOCTH,
oueHuBaeMbIxX 1o u3MeHeHuto KCCQ-TSS uepe3 8 mecsleB OT UCXOAHOTO YPOBHS (BEPOSITHOCTh
npeumymiectsa: 1,18 [95 % AU: 1,11, 1,26]; p < 0,0001). YacTtoTa 1 TSKECTb CUMITOMOB BHECIIU
BKJIJ] B pe3yJIbTAT, MOMyUYEHHBIN 10 3 PekTuBHOCTH Tepanuu. [IpenMyInecTBo Ha0I01aI0Ch KaK B
YIIy4IIEHUU CHUMIITOMOB CEPACYHOM HEIOCTATOYHOCTH, TaK W B NPEJOTBPAIICHUU YXYIIICHUS
CUMIITOMOB CEpPJICUHOI HEIOCTATOYHOCTH.

[Ipu ananu3e JAaHHBIX PECHOHICHTOB JOJS MAlMEHTOB C KIMHUYECKU 3HAYUMBIM YIIyYIIEHUEM
KCCQ-TSS uepe3 8 mecsi1ieB 110 CpaBHEHUIO C UCXOJIHBIM YPOBHEM (KOTOPOE OIPENESUIOCHh KaK 5 U
Oornee OanoB) Obla BBIIIE B TPYyMIE JIEYCHHs HanariugI0o3MHOM MO CPAaBHEHUIO C TPYMIOH,
nosrydaBmied Torane6o. Jlons TManMeHTOB ¢ KIMHWYECKH 3HAYUMBIM YXYAIICHUEM (KOTOpoe
OTpeAeNsioch Kak 5 u Oonee OaymioB) ObLIa HIDKE B TPYIIE JIEUYEHHUS AAnariu@io3nHOM I10
CpPaBHEHHMIO C TPYIIIOHW, TNOdy4aBmed ruranebo. I[IpenmmymiecTBa Tepanuu aanariaugIIo3HHOM
COXPAHSJIUCh MIPH MPUMEHEHUHN 0oJiee )KECTKUX MOPOTOBBIX 3HAUEHUH i OONBIINX KIMHUYECKU
3HAYUMBIX U3MEeHEeHMH (Tabmmia 10).

Ta6amna 10. KonyecTBo U /10J151 NAMEHTOB ¢ KJIMHUYECKH 3HAYMMbIM YJy4YllleHHeM HWJIH
YXyALIEeHHeM 0011ero mokasarejss cuMnTromMoB no Kan3zacckomy onpocHuky st 00JIbHBIX
kapauomuonartueii (KCCQ-TSS) uepe3 8 mecsinieB

H3smenenune oTHocuTeabHo | Jamaraudaosun 10 | Inaue6o n' = 2062
HCXO/IHOTO YPOBHS 4epe3 8 mr n! = 2086
Mecs1eB
YayuuieHue n (%) c n (%) ¢ OTHOIIEHUE 3HaveHnne
yayuuiennem’ yayunienuem? mancos® (95 % p¢
An)

> 5 Oanos 933 (44,7) 794 (38,5) 1,14 0,0002
(1,06, 1,22)

> 10 6amioB 689 (33,00) 579 (28,1) 1,13 0,0018
(1,05, 1,22)

> 15 GamoB 474 (22,7) 406 (19,7) 1,10 0,0300
(1,01, 1,19)

Yxyamenue n (%) c n (%) ¢ OTHoweHue 3HauyeHue

yxyamenunem* yxyamennem* mancos’ (95 % p®
An)

> 5 damioB 537 (25,7) 693 (33,0) 0,84 <0,0001
(0,78, 0,89)

> 10 6amioB 395 (18,9) 506 (24,5) 0,85 < 0,0001
(0,79, 0,92)

Ilpumeuanue:

! Yucno namueHToB ¢ 3apeructpupoBaHHbM 3HaueHneM KCCQ-TSS wuom HalMeHToB cO

CMCPTCJIBbHBIM UCXOAOM 10 OKOHYaHHA 8 MCECALICB JICUCHU .
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2 Ypcnno MaruenToB, Y KOTOPBIX HaOMI01anoch yaydnI¢HHEe He Mehte Yo e o i ©5 5ol b

CPAaBHEHHMIO C HCXOJHBIM YPOBHEM. 3HAu€HHs IS MAIMEeHTOB CO CMEPTEIbHBIM HCXOJIOM JI0
OKOHYaHUs YKa3aHHOTO [IEpH0/ia BPEMEHH COOTBETCTBYIOT OTCYTCTBHIO YITyUIIIEHUS.

3 TIpu yiyuleHuy OTHOMIEHHE MIAHCOB > | 03HAYaeT NPEeUMYIIECTBO TePaty AanariudI03HHOM B
no3e 10 mr.

* Uycno maluMenToB, y KOTOPLIX HAOMIOAAn0Ch yXy/UIeHHe He MeHee deM Ha 5 umu 10 6ajios mo
CPAaBHEHMIO C HCXOJIHBIM YPOBHEM. 3HAu€HHUs AJs IMALHEHTOB CO CMEPTEIbHBIM HCXOJOM JI0
OKOHYaHUS YKa3aHHOTO MEPHUO0/Ia BPEMEHH COOTBETCTBYIOT YXYALICHUIO.

> TIpu yXy/ILIEHHH OTHOIICHHUE IIAHCOB < | 03HAaYaeT MPEeUMYIIECTBO TEPaty AanariuI03MHOM B
nose 10 mr.

% 3HaueHus p ABIAIOTCS HOMUHATBHBIMA.

Hegponamus

bru1o 3aperucTpupoBaHO HECKOJBKO SIBICHUN KOMIIOHEHTOB KOMOMHHPOBAHHOM KOHEYHOW TOYKHU
MOYEUHBIX UCXOJI0B (MOATBEPKIeHHOE ycToitunBoe cHuxeHue pCK® > 50 %, repMunanbHas ctaaus
MOYEYHOU HEIOCTATOYHOCTH WJIM CMEPTh BCJIEACTBHUE OCJIOKHEHUIN CO CTOPOHBI MOYEK); YacToTa
sBIeHuiA coctaBmia 1,2 % B rpymme, monxy4dasmieid qanarnudiuosus, u 1,6 % B rpymme, moxy4aBmei
wiarne0bo.

HUccneoosanue DELIVER: xponuueckas cepdeunas neoocmamounocms ¢ PBJDK > 40 %

Onenka manarnuIo3uHA IS YITYYIISHUsT Ka4eCTBAa KU3HH NAIlCHTOB ¢ XPOHUYECKON CepIIeTHON
HEJOCTAaTOYHOCThIO C coxpaHeHHOW (pakuuerr BbIOpoca (DELIVER) — wmexayHapoaHoe
MHOTOIIEHTPOBOE PaHI0MU3UPOBAHHOE JIBOMHOE CJENOe II1aleO0KOHTPOIUPYEMOE UCCIIEJOBAHUE Y
MalKueHToB Bo3pacTe > 40 JeT ¢ XpOHUYECKOH cepaeuHol HemoctaTouyHOCThiO (kiacc II-IV mo
NYHA) ¢ ®BJIX > 40% u npu3HakaMu CTPYKTYPHOTO 3a00JIeBaHUS CEp/illa, KOTOPOE MPOBEIU ISt
oTpeeNieHus] BIUSHUS JanariugIio3rHa 1o CPaBHEHUIO C IUIane0o0 Ha YacTOTy CIIy4aeB CMEPTH IO
MPUYUHE CEPJICIYHO-COCYAUCTON MATOJIOTHH U YXY/IIIIEHUE TEYCHHS CEPJIEYHON HETOCTATOUHOCTH.
N3 6263 nmanuenTtos 3131 manueHT ObU1 paHAOMU3UPOBAH B rpynmny ganaraudiaosuna 10 mr, a 3132
nanueHTa — B Ipyniy Iuianedo; Meanana IpoA0KUTEIbHOCTH HAOIIOAEHUS COCTaBUIIa 28 MECSLIEB.
B nccnenoanue Brimroumin 654 (10 %) manueHTa ¢ moI0CTpOl cepAeUHON HEOCTaATOYHOCTHIO (T.€.
PaHIOMHU3UPOBAHHBIE BO BPEMsI TOCTIMTAIM3AIMHU 10 TOBOJY CEPACYHON HETOCTATOYHOCTH WJIU B
tedenre 30 nHEH mocne BBIMHCKU U3 cTaluoHapa). CpeaHuii BO3pacT MAIlMEHTOB HCCIeNTyeMOn
MOMYJISAIIMK COCTaBUA 72 roaa, 56 % manueHToB ObUTH MY>KCKOTO nojia. Mcxomuo 75 % marueHToB
ObUTH oTHeceHbl oTHOCHIUCH Ko I kimaccy mo NYHA, 24 % —  III kmacey u 0,3 % — k IV kmaccy.
Menuana ®BJIXK cocraBuna 54 %. Y 34 % nauuentoB ®BJIK cocraBuia < 49%, y 36% — 50-59%
ny 30% —=>60%. B xaxxgoit rpynre neuenus y 45 % nanuenton B aHamHese 0b11 CJ1 2 Tuna. basoas
Tepanusi Bkitoyana WHTUOUTOpel AIID/BPA/aHrMOTEH3MHOBBIX pELENTOPOB M HEMPUIN3UHA
uHruouTop, Oera-agpeHoOnokatopsl (83 %), namyperuku (98 %) wu  OnokaTopsl
MUHEPAJTOKOPTUKOUIHBIX perentopoB (43 %).

Cpennsisi pCK® cocraBuna 61 wma/mun/1,73 m°. ¥V 49 % mnauuentoB pCK®D cocraBuna
< 60 mn/mMun/1,73 M2, a'y 23 % — < 45 ma/mun/1,73 M> u'y 3% — < 30 mun/mun/1,73 M2,
Jamarnugo3uH MpoJEeMOHCTPHPOBAT MPEBOCXOACTBO MO CPAaBHEHHUIO C IIANEd0 B CHIKEHUU
YaCTOTHI JIOCTHKEHUSI KOMOWHUPOBAHHOM KOHEYHOM TOYKH, BKIIOUAIONICH CMEPTh MO MPUYHUHE
CEepJICYHO-COCYIUCTOr0 3a00JI€BaHMSI, TOCMTUTAINU3AIMIO TI0 TIOBOAY CEPJICYHON HEIOCTATOYHOCTH
WU DKCTPEHHOE OOpalleHWe 3a TOMOIIBI0O B CBSI3U C YXYAIICHHEM TEUCHUSI CEpIACYHOU
Henocrarounoctu (OP: 0,82 [95 % JAU: 0,73, 0,92]; p = 0,0008) (pucyHox 5).

2

Pucynoxk 5. Bpemsi 10 mnepBOro [I0CTH:KeHHSsI KOMOMHMPOBAHHON KOHEYHOH TOYKH,
BKJIIOYAIOLIEH CMEPTh MO NPUYMHE CEePAeYHO-COCYAUCTOM MATOJOTHMH, FOCHUTAIU3ALMIO 10
NMOBOJY CepAeYHON HeJI0CTATOYHOCTH WJIM IKCTPeHHOe o0palleHHe 3a MOMOIIbI0 B CBSI3H €
YXYALICHHEM Te4eHHsl CePAEeYHOI HeI0CTATOYHOCTH
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MauMeHTLI rpynNBI pUCKa MecAubl nocne paHaoOMH3aLWUK

Aanarnunosun: 3131 3040 2949 2885 2807 2716 2401 2147 1982 1603 1181 801 389
Mnauebo: 3132 3007 2896 2799 2710 2608 2318 2080 1923 1554 1140 772 383

Ilpumeuanue:

DKCTpeHHOE 0OpaleHre 3a TOMOIIBIO B CBSI3U C YXY/IICHUEM TEUSHUSI CEPACUHON HETOCTATOYHOCTH
OBUIO OTpeNeNeHO0 KaKk CPOYHOE, BHEIUIAHOBOE OOCIeIOBaHME BpaudyoM, HAIPUMEP B OTIEICHUHU
HEOTJIOKHOM IOMOIIM, BBI3BAaHHOE YXYAIICHHUEM TE€UEHUs CEPJI€YHON HEIOCTATOUYHOCTH, KOTOPOE
TpeOyeT JeueHus (MOMHUMO TOJIBKO IOBBIIICHUS J03bI TIEPOPATHHBIX TNYPETUKOB).

«ITarmenThl rpynnbl pUCKa» O3HAYAET KOJUYECTBO NAMEHTOB I'PYIIbI PUCKA B HaYaje NepHUoa.

Ha pucynke 6 mpencraBieH BKJaJ TPeX KOMIIOHEHTOB IEPBUYHOM KOMOWHHPOBAHHON KOHEYHOU
TOYKHU B dPQEKT JCUCHHS.

Pucynok 6. D¢ dekr JiedeHnss B OTHOLIEHUH MEPBUYHOM KOMOMHMPOBAHHOI KOHEYHOM TOUYKHU
U ee KOMIIOHECHTOB
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 20.05.2026 N= 10001
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pUCKOB 3aperucTpupoBaHbl ABNEHMA PUCKOB
Mokaszarenu (95% AOWn) KOMMNOHEHTOB KOMOUHWpoBaHHoW  (95% W)
KOHEYHOW TOYKM (YacToTa ABNEHWN)
KomBuHMpOBaHHAA KOHeYHas TOYKa,
BK/IIOYAKOLLAA CMEPTE MO NPUYUHE Aanarnucpnoany  Mnaueo
Cep/eYHO-COCYAUCTOro 3a6onesaxus, (N=3131) (N =3132)
rocnuTanM3ayuio no NoBoAy cepaevHon
HEeAO0CTaTOYHOCTU UK IKCTPEHHOE obpalljeHue
3a NOMOLWBIO B CBA3M C yXyaAlWeHWnem TeveHun —— 512 (7,8) 610 (9,6) 0,82 (0,73, 0,92)
CepAe4HON HeA0CTATOYHOCTH

FocnuTanuzauma No NOBOA4Y CEpPAEHHON e — 329 (5,0) 418 (6,5) 0,77 (0,67, 0,89)
HEeAOCTATO4HOCTH
3KcTpeHHoe obpalyeHne 3a NoOMoLs —a———1— 60 (0,9) 78 (1,1) 0,76 (0,55, 1,07)

B CBA3W C yXyAWEHWEM TEYCHMA
cepaeunoﬁ HEAOCTATOYHOCTU

CMepr no npuyuMHe cepaeyHo-cocyaumcToro —— 231 (3,3) 261 (3,8) 0,88 (0,74, 1,05)
3aboneBanua
I I 1 1
0.5 08 1 125 2
B nonsay ganarnucnoaunHa | B nonk3y nnauyebo
Ilpumeuanue:

HKCTPEHHOE 00pallleHHe 3a TOMOIIIBIO B CBSI3H C yXY/IIIEHUEM TEUEHHsI CepJIeUHON HEJOCTAaTOYHOCTH
OBUIO ONpEenesIeHO KaK CPOYHOE, BHEIUIAHOBOE OOCIIEOBAHME BPAadyoOM, HAIpPUMEP B OTIEICHUU
HEOTJIOKHOM ITOMOIIM, BBI3BAHHOE YXYAIICHUEM TE€YEHHs CEpIACYHOM HENOCTaTOYHOCTH, KOTOPOE
TpeOyeT JiedeHus! (IIOMUMO TOJIBKO TOBBIIICHUS A03bI IEPOPATHHBIX JHYPETHKOB).

KonnyecTBo nepBbIX SIBIEHUH 10 OTAEIBHBIM KOMIIOHEHTAaM KOMOMHMPOBAHHOW KOHEUHOW TOUYKHU
ABISIETCA (PAKTMYECKUM KOJIMYECTBOM TEPBBIX SBJICHUN Ka)XXI0TO KOMIIOHEHTa i HE CyMMHUPYETCS C
KOJIMYECTBOM SIBJICHHI B KOMOWHHUPOBAHHON KOHEUHOW TOUKE.

YactoTa BO3HMKHOBEHHUS SIBICHMH IpEJICTaBlIeHAa KaK YHUCIO YYAaCTHUKOB, Y KOTOPBIX OBLIO
3aperucTPUPOBAHO SIBJIEHHE KOMIIOHEHTOB KOMOMHUPOBAaHHON KOHEYHOM ToukH, Ha 100 manueHTo-
JIeT MOCIEYIOET0 HAa0MI0JEHNUS.

AHanu3 cMepTH MO INPUYUHE CEPJIeYHO-COCYAMCTOro 3a00JE€BaHMs, NPEACTaBICHHONW 31€Ch B
KayecTBE KOMIIOHEHTa MEepPBUYHON KOHEYHOW TOYKH, TAK)Ke MPOBENIU NpU (HOPMAIbHOM KOHTPOJIE
OLIMOOK MEPBOro pojia, TJIe OHA BhICTyNalla B KAYeCTBE BTOPUUHON KOHEYHOW TOUKH.

Janarnu@o3uH MpoJEeMOHCTPUPOBAI MPEBOCXOACTBO IO CPAaBHEHHUIO C IUIALE00 B CHUYKEHUU
o0111ero yrcia coObITHI cepAeyHON HEAOCTATOUHOCTH (OIMpeIeNIIeMOro KaK epBUYHAas U TOBTOPHAs
rOCIUTANIM3alMsl MO0 MOBOJLY CEpACYHOM HEIOCTATOYHOCTH WJIM AKCTPEHHbIE OOpalleHus 3a
MIOMOIIIBIO B CBSA3M C YXYJIICHUEM TEUEHMs CepJIeYHOM HEJOCTaTOUYHOCTH) MU CMEPTH O MPUUYHHE
ceplieuHO-cocyaAucToro 3aboneBanus: 815 ciaydaeB B rpymrme, MoJydaBIledl ganariudIio3wH, MO
cpaBHeHMIO ¢ 1057 ciyyasimMu B TpyIine, noiay4asiiei mianedo (orHocutensHas yacrtora: 0,77 [95 %
J1: 0,67, 0,89]; p=0,0003).

[IpeumyiecTBo Tepanuu Janarin@iIOo3MHOM 10 CPAaBHEHHMIO € IUIaled0 B OTHOLIEHHM MEPBUYHON
KOHEUYHOH TOukH Habmtonanochk B moarpynmax nanueHToB ¢ ®BIDK < 49 %, 50-59 % u > 60 %.
D¢ ekt Tepanuu TaKxe ObLI COMOCTABUM B JPYTUX KITIOUEBBIX NOATPYIINaX, KJaccu(UIUPOBaHHBIX,
Hanmpumep, Mmo Bo3pacTy, noiy, kiaccy NYHA, ypoBHo NT-proBNP, momoctporo craryca
Cep/IeuyHOI He0CTaTOUHOCTU U Haimnuuto C/] 2 tuma.

HCXOO, 6'0051/{4616]1/117112 nayueHmamil. CUMRMOMbL XPOHUUECKOU cepdetmoﬁ He0oCmamo4HoCmu
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Tepanusa npanarnu@ao3uHOM TPUBOAMIA K CTaTH CTquCKI/II_| "SHMOM'V' IPEUMYIIECTRY - 110

CPaBHEHHUIO C TUIae00 B OTHOUICHHH CUMIITOMOB CEPJICYHON HEIOCTATOYHOCTH, OICHUBAEMBIX I10
n3MeHeHuto yepe3 8 mecsieB oT ucxoanoro ypoas KCCQ-TSS (BepostHocTs ipenmymectsa: 1,11
[95 % OAW: 1,03, 1,21]; p = 0,0086). YacTtoTa U TsSKECTh CUMIITOMOB BHECJIM BKJIAJ B PE3yJIbTaT,
MIOJTyYEHHBIH 110 3P PEKTUBHOCTU TEPAIUU.

[Tpu aHanmu3e pECIOHISHTOB J0JISI MAIMEHTOB CO CPETHUM (> 5 6AIIOB) WM CHIIBLHBIM (> 14 6aioB)
yxyamenueM 3HadeHuss KCCQ-TSS gepe3 8 MecsieB mo cpaBHEHHIO ¢ UCXOIHBIM YPOBHEM Oblia
HUKE B TpPYyNIE JIeUeHUs nanariudUio3MHOM: CpelHee yxyameHue Habmonanocs y 24,1 %
MAUEHTOB, MPUHUMABIINX Aanariugio3uH, o cpaBHeHUIo ¢ 29,1 % manueHToB, IPUHUMABIIUX
iane6o (otHomenue mancos: 0,78 [95 % AU: 0,64, 0,95]); cunbHOE yXyAllIeHuEe HAOII0AaI0Ch Y
13,5 % manweHToB, NMPUHUMABIIMX Aanariuiao3uH, 1Mo cpaBHeHUI0 ¢ 18,4 % marueHToB,
MpUHUMAaBIIKX I1anedo (otHomenue mancos: 0,70 [95 % JAU: 0,55, 0,88]). Homns manueHTOB CO
CaObIM WJIM CPETHUM yiIydlieHrueM (> 13 0aioB) Wi CUIIBLHBIM yiydmieHueMm (> 17 6amioB) He
OTJIMYAJIaCh MEX/y TPyIIIaMU JICUYCHHUSI.

Xponuueckas cepoeunas neoocmamounocms 8 uccieoosanusix DAPA-HF u DELIVER

B ananmze o0venunennbix nannbix uccinenoBanuit DAPA-HF u DELIVER otHomenue puckoB ist
nanarin@IiosuHa 1Mo CpaBHEHHUIO C IUIane00 B OTHOIICHUHM KOMOMHUPOBAHHOW KOHEYHOW TOYKH,
BKJTFOYAIOIIEH CMEPTh 0 MPUYUHE CEPICUHO-COCYAUCTON MaTOIOTUN, TOCTTUTAIM3AIMIO TI0 TIOBOY
CepJICYHON HENOCTATOYHOCTU WM SKCTPEHHOE OOpallleHHE 32 TOMOIIbIO B CBSI3U C YXYALICHUEM
TEUYCHHSI CepACUHON HeocTaTouHoCcTH, coctaBuio 0,78 (95 % JAU: 0,72, 0,85), p < 0,0001. Dddekr
JiedeHUs1 OBbLI COTIOCTaBUM I Bcero auamnazoHa 3HaueHuil @BJDK 6e3 ocmabnenus sddekra B
3aBHCHUMOCTH OT 3HaueHus OBJIK.

Ha ocHoBanuu ananu3a o0bequHeHHbBIX TaHHbIX uccaenoBanuiit DAPA-HF u DELIVER no 3apanee
MPelyCMOTPCHHBIM MIEPEMEHHBIM Ha YPOBHE MAIIMCHTOB MPUMEHEHHE anariuI03uHa TPUBOIIIIO
K CHIDKEHUIO PUCKa CMEPTH 10 MIPUYKHE CEeP/IeYHO-COCYAUCTOMN MATOIOTUH MO CPABHEHUIO C I1anedo
(OP: 0,85 [95 % HOAU: 0,75, 0,96], p = 0,0115). ITonoxutenbHbli APGEKT JICUCHHUS OBLI
MIPOJICMOHCTPUPOBAH B 000MX UCCIIEAOBAHUSX.

XpoHuueckas 00J€3Hb OYEK

HccnenoBanue Mo OLIEHKE BIMSHUS Janariu@io3rMHa Ha MOYEYHbIE MCXOJbl U CMEPTHOCTH OT
CepJICYHO-COCYIUCTHIX 3a00JIeBaHUI y NMAIIMEHTOB ¢ XpoHHUYecKoil 6one3npto nouek (DAPA-CKD)
—  MEXIYHapoJHOE MHOTOLEHTPOBOE pPAaHIOMHU3MPOBAHHOE JBOWHOE cjemnoe Iulanebo-
KOHTPOJIMPYEMOE HCCIIeI0BaHNE Y MAllMEHTOB C XpOHUUECKOH 0oie3Hbto nouek ¢ pCK® > 25 u < 75
min/mun/1,73 M? u ans6ymunypueii (A/Kp moun) > 200 u < 5000 Mr/r) — HOpoOBOAMIM s
OTpesieNICeHUs] BIMSHUS, KOTOPO€ OKa3bIBaeT Janarin@io3suH O CpaBHEHUIO ¢ Iulanebo Inpu
n00aBleHNM K CTaHIapTHOM 0a30BOM Tepanmuu Ha YacTOTY JOCTHXKEHHS KOMOMHHPOBAHHOW
KOHEUYHOH TOYKH, BKJIIOYaroIIe ycroiunBoe cHmkenne pCK® na > 50 %, TepMUHATBHYIO CTaIUIO
TI0YEeYHOM HeI0CTaTOYHOCTH (OMpe/enseMyro Kak croiikoe 3Hadenue pCK® < 15 mn/mun/1,73 M2,
JOJITOCPOYHOE JICYEHHUE JUAIU30M WJIM TPAHCIJIAHTALUS MOYKH), CMEPTh MO IMPUYUHE CEplIeYHO-
COCYJIUCTOTO 3a00JIeBaHUS UIIM CMEPTH BCIIEACTBHUE OCIOKHEHUI CO CTOPOHBI MTOYEK.

N3 4304 nmauuenToB 2152 nanuenTta ObUIM paHAOMU3MPOBaHbI B Ipynmy nanariaudio3una 10 mr, a
2152 panmeHTa — B Ipynmy Iuianebo; MeaMaHa mepuoja HaOmroneHus coctaBuia 28,5 mecsua.
Jleuenue npoaomkany, eciau Bo Bpems uccienoBanus 3HauyeHrne pCK® cHuxkanoch 10 ypoBHS HUXKE
25 mn/mun/1,73 M2, ¥ MOIJIM HPOJOIKATh B CIydyasX, KOraa Obl1 HeoOXoauM auanu3. CpemHuit
BO3pACT MAIMEHTOB HCCIEAyeMON MOMmyJsiiuu coctaBui 61,8 roma, 66,9 % manueHToB OBLIN
Myskckoro mnona. Mcxomano cpennee 3naueHne pCK® cocrasumno 43,1 mn/mun/1,73 M?, a MeanaHa
A/Kp moun — 9493 wmr/r. YV 44,1 % mnanuentoB 3HaueHue pCKD cocrtaBnsino ot 30 mo <45
mi/mun/1,73 M2, y 14,5 % mauuentoB — < 30 mu/mun/1,73 M2. Y 67,5 % nauuenros 6611 CJI 2 THma.
[TanimeHTHI IOMTyYany cTaHAApTHYIO Tepanuto; 97,0 % nanuenToB noaydaad HHruoutopsr AIID nmm
BPA.
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(noc B4 HOC TR Q0075
Ha ocHoBanuu pexoMeHIau HE3aBUCUMOI'0 KOMHUTETA 110 Ngmmmrﬁnm%cgéﬁm‘mhe

3aBEPILMIIA JIOCPOYHO IO TNPHUYMHE BBISABICHUS 3(()EKTUBHOCTH JICUCHHs, YCTAaHOBJICHHOM 10
MIPOBEJICHUS 3aIUIAHUPOBAHHOTO aHanu3a. Janarnudao3us npo1eMoOHCTPUPOBA MPEBOCXOJICTBO 110
CpPaBHCHHIO ¢ IUIae00 B MPEAOTBPAIICHUU TEPBUYHOW KOMOMHHPOBAHHOW KOHEYHOU TOYKH,
BKItovaromen ycronunBoe cHukeHne pCK® nHa > 50 %, TepMUHAIbHYIO CTagu0 IOYEYHOM
HE/IOCTaTOYHOCTH, CMEPTh MO TPHUYMHE CEePACYHO-COCYIUCTOro 3a00JieBaHUsI WIH CMEPThb
BCJIE/ICTBHE OCJIOKHEHHUI CO CTOpOHBI ouek. Ha ocHOBaHuU rpaduka, IOCTPOCHHOTO C MTOMOIIBIO
metona Kamnmana-Meiiepa ans BpeMeHH 0 NEPBOTO JOCTHKEHHS KOMOMHMPOBAHHOW KOHEUHOU
TOUYKH, 3(hPexT Tepanuu ObUT MPOJEMOHCTPUPOBAH HaUMHAs C 4 MECALIEB JICUCHUS U COXPAHSUICA J10
KOHIIAa UCCIIeIOBaHus (PUCYHOK 7).

Pucynoxk 7. Bpemsi 10 mnepBOro [I0CTH:KEHHSI KOMOMHMPOBAHHON KOHEYHOH TOYKH,
BKIOYawmeil ycroiiyusoe cHukeHue pCK® na > 50 %, repMUHATIBHYIO CTAAUI0O NTOYEYHOM
HEJOCTATOYHOCTH, CMePTh MO NPHUYHHE CEePAEYHO-COCYAUCTOro 3a00JIeBAHUS HJIH CMEPTh
BCJIEICTBHE OCJI0KHEHHUI CO CTOPOHBI MOYEK

24 1

9 - |

— = [nauebo

(%)
¢

16 = f Hanarnucnoann

M KOHEYHOW TOYKH

MayuenTsl, y KOTOPLIX BbinK
3aperMcTPUpPOBaHbl ABNEHWA KOMNOHEHTOB

xouﬁunnposauno
L=}
1

OP (95% AM): 0,61 (0,51, 0,72) 3wauenwne p < 0,0001

0= T T T T T T T T T
0 4 8 12 16 20 24 28 32 36
Mecnauybl nocne paHgoMU3ayum
MauweHTsl rpynnel pucka
Hanarnudcpnoamu: 2152 2001 1955 1898 1841 1701 1288 831 309 31
Mnauebo: 2152 1993 1936 1858 1791 1664 1232 774 270 24

Ilpumeuanue:
«ITarmenTsl rpynnbl pUCKa» O3HAYAEeT KOJIWYECTBO NAMEHTOB I'PYIIIbI pUCKA B HaYaje NepHoa.

Bce yeTbipe KOMIOHEHTa MEPBUYHON KOMOMHUPOBAHHOM KOHEYHOM TOUKH MO OTAEIBHOCTH BHOCHIIN
BKJIaJ B 3QdekT nedyeHus. Tepanus nanariaugo3MHOM TakKe MPUBOANIA K CHUXKEHUIO YaCTOTHI
SABJICHUI KOMOMHUPOBAHHOM KOHEUHON TOUKH, BKJIIOUaromiel ycrolunsoe cHnxenne pCK® na > 50
%, TEepMHUHAJbHYIO CTAJMI0 MOYEUHOM HEIOCTATOYHOCTH, CMEPTh BCJIEACTBUE OCIOXHEHHH CO
CTOPOHBI TOYEK, a TAKXKE YacTOTHI SBICHUH KOMOMHUPOBAHHON KOHEYHOW TOYKH, BKIJIIOYAIOIEH
CMEpTh IO IIPUYHHE CEPACUHO-COCYAUCTOrO 3a00JIEBaHUS U TOCIUTAIU3ALMIO [0 TIOBOY CEpAECUHON
He/0CTaTOYyHOCTH. Jleuenne nanarinu@ao3MHOM MPUBENO K YIYYIIEHUIO OOIIel BBDKUBAEMOCTH Y
MAIMEHTOB ¢ XpPOHUYECKOI 00JIe3HbIO MOYEK U CTAaTUCTUYECKH 3HAUMMOMY CHI)KEHHUIO CMEPTH I10
060 npuunHe (PUCYHOK 8).
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Pucynok 8. Dpdekr seyeHuss B OTHOIICHUN NMEPBUYHON M BTOPHYHBIX KOMOMHHMPOBAHHBIX
KOHEYHBIX TOYeK, UX OTeJIbHbIX KOMIIOHEHTOB, a TaK:Ke CMEPTH 110 JI1000i NpuYnHe

MNoxasarenw OP (95% awn) NaynenTsl, y KoTopux Bunn OP (95% Ou) 3uavenwre p
3aPEruCTPHUDOBANL RBISHUR
KOMNOHEHTOR KOMOUHMPOBAHHON
KOHEYHOW TOYKM (YaCcTOTA RBNCHWNA)
DNanarnudnoaus  MNnayebo
l'lepnu-man KOHeYHan Toyka (N = 2152) (N = 2152)
KomMOMHMPOBAHHAR KOHEYHAR TOuKA,
BRNIONAIOWAR yCTORUMBOE cHMxenne pCKD na
250%, TOPMHHANLHYIO CTAAMIO NOYENHOR
HEeQOCTATOMHOCTH, CMEpTL BCneacTEMe —u— 197 {4,6) 312(7,5) 0.61(0,51,0,72) <0,0001
OCNOMMHEHMI CO CTOPOHBI NOYEK MK CMEPTL NO
NPUYKHEe COPAeYHO-COCYAMCTON NaTONOIrMK
B‘I’OPH\INNO KOHEeYHbLIe TONKMH
KomMOMHMPOBAHHAR KOHOUHAR TONKA,
BXIIO4AIOWAR yCTORYMBOE CHUMeHne pCKO
HE 250%, TOPMMMARMHYIO CTAAMIO NONSUNOA —— 142 (3,3) 243 (5,8) 0,56 (0,45, 0,68) <0,0001
HEAOCTATOMHOCTH MK CMEPTL BCNeACTBWE
OCNOMHEHMH CO CTOPOHLI NOYEK
KoMOMHUPOBaHHAA KOHEUHAR TOUKA, BKMIOUaKOLWan
CMEpPTL NO NPUYKHHE CePACHHO-COCYANCTON
NATONOrUKM M FOCNUTANKIALMIO NO NOBOAY —— 100(2,2) 138 (3,0) 0,71 (0,55, 0,92)
CeplevHON HeJOCTATOMHOCTH
Cmeprs no noboi npuunte —a— 101 (2,2) 146 (3,1) 0,69 (0,53, 0,88)
KomnonenTsl KoMGHHHPOBaHHBIX
KOHONYHLIX TOHOK
Yerohumaoe chwkerme pCK® = 50% e 112 (2,6) 201 (4,8) 0,53 (0,42, 0,67)
TepmuHantHas cTams NoYeYHoOR
HeNOCTATONKOCTH L o 109 (2,5) 161 (3,8) 0,64 (0,50, 0,82)
Yeronsmenn ypogers pCKOD
< 15 mn/mu/ 1,73 ot — 84 (1,9) 120 (2,8) 0,67 (0,51, 0,88)
Jonrocpouroe neyenne ananuiom — 68 (1,5) 99 (2,2) 0,66 (0,48, 0,90)
TpancnnanTayua noskm 3(0,1) 8(0,2)
CMepPTL NO NPUNHHE COPAGHHO-COCYAKCTON el 65(1,4) 80 (1'7) 0,81 (0,58, 1’12)
naronormm
CmepTe BCNB/CTBUE OCNOMHENUA CO CTOPOHE NOYEK 2(0,0) 6(0,1)
I'ocnwanu_sauun no nosony —a— 37(0,8) 71(1,6) 051 (0,34,0,76)
CEP/IENHON HEJOCTATOMHOCTI
r T 1
0,34 0.7 1 1.2

B nonsay aanarnudnoanka

Ilpumeuanue:

B nonuay nnayebo

KosdecTBo mepBhIX SBJICHUN MO OTACIBHBIM KOMIIOHEHTAM KOMOWHHUPOBAHHON KOHEYHOW TOYKHU
ABIAETCS (PAKTHUECKUM KOJTUYECTBOM MEPBBIX SBICHUM Ka)KJI0TO KOMIIOHEHTA U HE CYMMHUPYETCS C

KOJIMYECTBOM SIBJICHUH B KOMOWMHUPOBAHHON KOHEYHOM TOYKE.

YacrtoTa BO3HUKHOBEHHUS SIBICHWN TMpEACTaBIeHa KaK YHCIO YYaCTHHUKOB, y KOTOPBIX OBLIO
3aperucTPUpPOBAHO SIBJICHHE KOMIIOHEHTOB KOMOWHHUPOBAHHON KOHEYHOM ToukH, Ha 100 manueHTo-

JICT MOCIICAYOIICTO Ha6JIIOIICHI/I$I.

OIleHKN OTHOIICHMSI PUCKOB HE TMPEJCTaBICHBI IS TOATPYNI C OOIIMM YHCJIOM SIBIICHUM,
COCTaBJISIONINM MeHee 15 B 00eux rpyImnax ucciae0BaHusl.

39



COOTEBETCTEYET 3KI(

ot 20,0520

[IpeumymiecTBo Tepanuu ganaran(o3MHOM OBLIO COHOCTaBMI:I-K;I-lg%%%E%EEy I)EIIT()IH—?E lec'réz)ﬁ

OMY OTYETY

6one3npto mouek ¢ CJI 2 tuma m Ge3 TakoBoro. [lpumenenue mamarnudIio3uHa MPUBOAMIO K
CHIDKEHUIO YaCTOThI IOCTHXKEHUSI IEPBUYHON KOMOMHUPOBAHHON KOHEYHOW TOUKH, BKIIOYAOIIEH
ycroitunBoe cHmxkenue pCK® na > 50 %, TepMUHANIBHYIO CTAIUIO MMOYEYHON HEIOCTATOUYHOCTH,
CMEpTh IO MPHUYMHE CEepIEUHO-COCYIUCTOM MATOJOTUU WM CMEpPTh BCIIEACTBUE OCIOKHEHUH CO
CTOpPOHBI MOYEK: oTHOIIeHue puckoB — 0,64 (95 % JAU: 0,52, 0,79) nns naruentoB ¢ CJ1 2 tuna u
0,50 (95 % JAU: 0,35, 0,72) nns 6onbubIx 06e3 CJ1 2 Tuma.

[IpenmytiecTBO Tepamuu JanaraugIo3MHOM MO CPABHEHUIO ¢ I1ane00 B OTHOIICHUU MEPBUYHON
KOHEYHOH TOYKH OBLIO COMOCTAaBUMBIM B APYTUX KJIIOUEBBIX MoArpymnmnax, Bkioyas pCK®, Bo3pacr,
TIOJI U PETHOH.

eTH

C/[ 2 muna

B ximnHMYeckoM ucciaeoBaHuu y JeTeid U moapocTkoB B Bo3pacte oT 10 no 24 ner ¢ CJl 2 tuna 39
MAIMEHTOB OBLIM PaHIOMHU3UPOBAHEI B Ipynmy aanarivdiuo3una B go3e 10 mr, a 33 manuenra — B
rpynny ianedo B KauecTBe KOMOMHHUPOBAHHOW Tepamuu ¢ MET(GPOPMHUHOM, MHCYJIMHOM HIIU C
KoMOuHanuen MeTdpopMrHa 1 nHCyIHA. Ha MoMeHT pannomusanuu 74 % manueHToB ObUIHA MITaIIIe
18 ner. CxoppekTupoBaHHOe cpeaHee u3MeHeHHe ypoBHs HbAlc ot mcxomgHoro ypoBHs no 24
HEJeNY IPU IPUMEHESHUH JanariugIo3uHa o cpaBHEHUIO ¢ miane6o coctasmio —0,75 % (95 % AU:
—1,65, 0,15). B Bo3pacTHO# rpymie miaaiie 18 1eT CKoppeKTUPOBAaHHOE Cpe/IHee N3MEHEHHUE YPOBHS
HbA 1c npu npumenennu namarin$iao3nHa 1o cpaBHEHUIO ¢ marebo cocrasmino —0,59% (95 % AU:
—1,66, 0,48). B Bo3pactHoil rpynmne ot 18 mer u crapiie cpeaHee m3menenue ypoHs HbAlc
OTHOCHUTEJILHO UCXOJIHOTO YPOBHA cocTaBuiio —1,52 % B rpynne, nosydasiueil ganarin@iao3us (n =
9), u 0,17 % B rpynme, nonyuaniieil mianedo (n = 6). IddekTuBHOCT, U 6€30MaCHOCTD OBLIU
AQHAJIOTUYHBl COOTBETCTBYIOLIMM  IIOKAa3aTeNsiM, HaOJIOJaeMbIM Yy  B3pOCJBIX IMAlEHTOB,
nosyqaromux ganarnuduosud. JlanpHeillnee moaTBep:kaeHHE O€30MAaCHOCTH U MEPEHOCUMOCTH
OBUIO TIOJy4EHO B JIOTIOJIHUTENFHOM IIEPHOZIE HCCIEAOBAHMS, NPEAHA3HAYCHHOM Ui OLEHKH
0€30IaCHOCTH, MPOJAOHKUTEIIBHOCTHIO 28 Heelnb (cM. pazaen 4.2.).

5.2. apmakoknHeTHYECKHE CBOIICTBA

AbcopOrus
[Tocne mpuema BHYTph Aanariu(io3uH OBICTPO U TOJHOCTHIO BCACKIBAETCS B HKEITYJOUYHO-KUIIIEYHOM

Tpakte. MakcuMaibHas KOHIEHTpauus pganariuduosnHa B miazMe KpoBu (Cmax) oObIYHO
JOCTHTAEeTCs B TEYEHUE 2 4acoB MOCIIe mpuemMa Hartomak. Cpeaane reoMeTpuieckne 3HadeHnst Cmax
u AUC g nanarnugio3nHa B paBHOBECHOM COCTOSIHUM TTOCTIE TpreMa aanariauduio3usa B go3e 10
Mr 1 pa3 B cyTku coctaBisiin 158 Hr/mi u 628 Hr 4/MIl COOTBETCTBEHHO.

AGcomoTHas GMOJOCTYITHOCTD JAanariniao3nHa npu nprueMe BHyTpsb B 1o3e 10 mr coctasiser 78 %.
[Iprem nuiuM ¢ BEICOKUM COJEpKaHUEM >kUpoB cHIbkaln Cmax nanarnudiao3uHa Ha 50 %, yanuHsn
Tmax (Bpems IOCTHXEHHMS MAaKCHUMalbHOM KOHLEHTpAIMM B IUIa3Me) MpUMEpHO Ha 1 yac, HO He
s Ha AUC 1o cpaBHEHHMIO ¢ MPHEMOM HATOMIAK. DTH W3MEHEHHs HE SIBIISIOTCS KIMHUYECKU
3HaYMMbIMHU. J[anaraugIio3uH MO>KeT MPUHUMATHCS KaK BO BpeMs IiprueMa MUIIH, TaK U BHE €ro.

Pacnopenencume

Hamarmuduozun npumepHo Ha 91 % cBsa3biBaeTcst ¢ Oenkamu. Y TAIMEHTOB C Pa3IMYHBIMU
3a00J1€BaHUSAMHE, HAPUMEP, C HAPYHICHUSIMUA (DYHKIIMU TIOYEK WJIM TIEYEHH, ITOT TOKa3aTeslb HE
u3MmeHnsuics. CpenHuii 00beM pacipeeneHus qanariugio3uHa B pPABHOBECHOM COCTOSTHUHM COCTABHLIT
118 1.

Bbuotpancdopmarus
Janarnuduio3un Metadonu3upyercs ¢ 00pa3oBaHUEM, TIIaBHBIM 00pa30M, HEAKTUBHOTO METab0IH1Ta
nanarnugno3uH-3-O-rmokyponuna. Janarmugno3ua-3-O-TaoKypoHU] U Apyrue MeTaboIUThl He
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neiicteueM  ¢epmenta  ypuaunaudocdar-rmokyponosunrpancdepassr  1A9  (UGT1A9),
IPUCYTCTBYIOIETO B IIEYEHU U MTOUYKax, U3odepmenTsl nutoxpoma CYP BoBiedeHbl B METa00IM3M
B MCHBILIEH CTEIICHH.

DJIMMUHALNS
Cpenunuit mepuo]1 noyBbiBeieHUs U3 11a3Mbl KpoBH (T12) y 310pOBBIX T0OPOBOJIBIIEB COCTABIISLI

12,9 yacoB mocie OAHOKPATHOrO IpueMa aanariudiao3uHa BHYTph B 03¢ 10 mr. Cpennuii o0mumii
CHCTEMHBIH KJIHMpEHC nanariu(io3nHa Nmpu BHYTPUBEHHOM BBEACHUHM cOCTaBisul 207 MII/MUH.
Janarnuguio3ut U ero MeTaboIUThl BRIBOJSATCS, IPEUMYIIECTBEHHO, TOUYKAMHU, U TOJIBKO MeHee 2 %
BBIBOJIMTCS B Hem3MeHeHHoM Buje. ITocne npuema 50 mr '*C-nanarnmdosusa 65110 00HAPYKEHO
96 % paaunoaktuBHOCTH — 75 % B Moue u 21 % — B pexanusax. [IpumepHo 15 % pannoakTUBHOCTH,
oOHapy>KeHHOH B (peKamusiX, MPUXOAUIOCH HA HEM3MEHEHHBIN JanarangIio3ut.

JInHeHOCTh (HETUHEHHOCTD)

Okcno3unus Aanariu@io3nHa yBeIHUMBaIach MPOMOPIHUOHAILHO YBEIMUSHHUIO 103l B IHANa30HE
ot 0,1 10 500 mr, a hapMaKOKMHETHYECKHUE CBOMCTBA JanarinugIo3uHa He U3MEHSIUCH C TCUCHUEM
BPEMEHHU IPU MHOTOKPATHOM €KETHEBHOM MPHUEME B TE€UCHHUE 110 24 HEelelb.

Oco0ble rpynnbl NaIMEHTOB

lloueunas nedocmamounocms

B paBHOBecHOM cocTostHuu (npueM aanariudao3uHa B o3¢ 20 Mr B TedeHue 7 JHEH) cucTeMHas
sKkcno3unus panarimduo3una y manuentoB ¢ CJ[ 2 Tuna u HapymieHneM (QYHKIMH MMOYeK JICTKOU,
CpeIHel Wiu TsDKENoM cTeneHu (OmpeenseMoil Mo KIupeHey orekcona) 6wi1a Ha 32 %, 60 % u
87 % Brpime, yeM y namuentoB ¢ C/l 2 Tuma m HOpManbHOW (PyHKIMEH MOYeK, COOTBETCTBEHHO.
KonnuecTBo riroKo3bl, BBIBOAMMON MOYKAMH B TEUEHUE CYTOK MpH MpUeMe aanarivudio3uHa B
PaBHOBECHOM COCTOSTHUH, 3aBHUCEJIO OT COCTOSIHHS (PyHKImH rmovek. Y manueHtoB ¢ CJl 2 tuna u
HOpMaJbHOU (PyHKIMEH MOYeK, U C HapylIeHueM (YHKIIMH MOYEK JIETKOM, cpeHel WM TKeIon
CTENIEHU B CYTKHU BBIBOAWIOCH 85, 52, 18 u 11 r riroko3b1, cooTBeTCcTBEHHO. Hen3BecTHO, OKa3bIBaeT
JIM TeMOJIMaIN3 BIUSHUE Ha SKCIIO3ULIMIO Aanarinudio3uHa. BnusHue cHbkeHus QyHKIIUHU TOYEK Ha
CUCTEMHYIO JKCIIO3WIIMIO TMIperapara OICHUBAIM Ha MOMYJISIMOHHON (apMaKOKUHETHUECKOM
monenu. CrporHosupoBanHas Mojenbio AUC Oblia BhIIIE Y MAIIMEHTOB C XPOHUYECKOW 00JIE3HBIO
MOYEeK IO CPAaBHEHHUIO C TAIlMEHTaMH C HOPMaJIbHOW (YyHKIMEH TOYeK W CYHIECTBEHHO HE
pasnuyanach y MAlMEHTOB C XpoHUYeckod Oonesnpto mouek ¢ CJI 2 Tuma wim 6e3 HEro, 4yTo
COTJIaCY€TCsl C paHee MOJYYSeHHBIMH JIaHHBIMU.

Ileuenounas nedocmamounocno

VY nanueHToB ¢ MeYeHOYHON HeJ0CTAaTOYHOCTBIO JIETKOW MITM CPEHEN CTeneHu TshKecTH (Kiaaccehl A
u B o Yaitna-ITs10) cpenuue 3nauenns Cmax u AUC panarnudno3uHa ObUIH, COOTBETCTBEHHO, HA
12 % u 36 % BbILIE 110 CPAaBHEHUIO CO 3J0POBBIMHU 100pOBOJIbLIAMU. J{aHHBIE pa3nuyusl HE SBISIOTCS
KIIMHUYECKH 3HAYMMBIMHU, TOITOMY KOPPEKTHPOBKH 03Bl Manarnugiao3rHa MpU MEYEHOYHON
HEJ0CTAaTOYHOCTH JIETKOW U CpeIHEl CTEeNeHH TSHKECTH He TpedyeTcs (cM. pa3aen 4.2.). Y nanueHToB
C MEYCHOYHON HE0CTaTOUYHOCThIO TshKenol crenenu (kinace C mo Yaiina-IIsio0) cpennue 3HaueHUs
Cmax u AUC nanarnudno3una Obuti Ha 40 % u 67 % BbIlle, COOTBETCTBEHHO, 10 CPAaBHEHHUIO CO
3I0pPOBBIMH JTOOPOBOJIBIIAMH.

Jluya noowcunoco 6o3pacma (= 65 nem)

He oTmeuanoch KIMHUYECKH 3HAYMMOTO YBEJIMUYEHHUS SKCIO3UIMHU y MallMeHTOB B Bo3pacte a0 70
neT (ecnu HE YYHTHIBATh JApyrue (akTophl, TOMHMO BO3pacTa). TeM He MeHee, MOXKHO OXKHIaTh
YBEJIMYEHUS IKCIO3UIINH 32 CUET CHIKEHUS (PYHKIIMU MTOYEK, CBSI3aHHOTO ¢ Bo3pacToM. JlaHHbIE 00
SKCHO3UIINYU y MAIMEHTOB B Bo3pacte crapiie 70 JeT HeJOCTATOYHBI.

Llon

V xennuH cpennee 3HadeHrne AUC B paBHOBECHOM COCTOSTHUM Ha 22 % TPEBBINIAECT aHATOTUYHBII
MOKAa3aTeNb Y MY>KUHH.
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Pacosas npunaonescrnocmo (MOCNEOOBATENBHOCTE 00017)

KinuHu4eckn 3HaYMMBIX PA3JIMYUP CUCTEMHON SKCIO3ULUU Y MPEACTAaBUTENEH €BPOIEOUTHOM,
HErpOMIHOM U MOHTOJIOUJHOM PaC HE BBIABIICHO.

Macca mena

OtmeueHbl Oosiee HM3KME 3HAYEHUs SKCIO3ULIMM INPU IOBBIIIEHHOW Macce Tena. [loatomy y
ITALUEHTOB C HU3KOM MAacCOW Tela MOXET OTMEYaTbCsl HEKOTOPOE ITOBBILICHUE KCIO3ULIUH, A Y
NAIMEHTOB C IOBBILIEHHOM Maccoil Tejla — CHWXKEHME SKCHo3uuuu aanariauduosuHa. OgHako
JAHHBIC Pa3JINYUs HE SBIIIIOTCS KIMHUYECKHA 3HAYUMBIMH.

eTu
dapmakoKMHETHKA U (hapMakoAWHAMUKA (TJIOKO3ypusi) rpu npuMeHenuu y aereit ¢ CIl 2 tuna B
Bo3pacte oT 10 go 17 ner ObUIM aHAJIOTUYHBI COOTBETCTBYIOIIMM IOKAa3aTelsiM, HaOJIIOJaeMbIM Y
B3pocCibIX nanuentos ¢ CJ1 2 tuna.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenb BcnoMoOraTe/ibHbIX BelIECTB

Anpo

emnrono3a Mukpokpuctammmueckas, Tun 102
JlakTo3a 6e3BogHAS

Kpocnosunon

Kpemuust nokcu1 Koo aAHbIN

Maruus creapat

[IneHovHast 060J109Ka

I'oToBas cucTeMa TUIEHOYHOTO TIOKPBITHSI JKEITOTO I[BETA, B TOM YHUCIIC:
MTOJTMBUHUJIOBBIA CITUPT YaCTHYHO THIPOJIM30BAHHBIN

tutana quokeun (E171)

MaKpOroJ

TaJIbK

xene3a okeu sxentoiit (E172)

6.2. HecoBmecTUMOCTH

He nmpumenumo.

6.3. Cpok ronHocTu (CpoK XpaHeHHs )

2 rona.

6.4. OcoOble MepbI IPEOCTOPOKHOCTH NP XPAHEHUH
XpaHUTh IpU TeMIepatype He Bbimre 25 °C.

6.5. Xapaxkrep u coaep:kaHue YIIaKOBKH

ITo 10 TaGnerok B KOHTYpHOM A4YEMKOBOH yHakoBKe M3 JIaMHHATa XOJOJIHOTO (HhOpMOBaHHUS
(OpHeHTHpOBaHHBIN MOJMAMU, MSTKasl 3aKajJeHHas alfoMUHHEBasl (oJibra, MOJIUBUHIWIXJIOPHUI) U
ru0OKoil yIakoBKHM Ha OCHOBE ()OJIbTU aIFOMUHHEBOM.

ITo 3 KOHTYypHBIE TYEHKOBBIE YITAKOBKH BMECTE C JINCTKOM-BKJIJIBIIIIEM B IMAYKy U3 KapTOHA.
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6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPH YTUIH3ALMHU H@Ebﬁl?&&ﬁﬁoﬂ%ﬂﬁﬂ&ﬁéﬁmm 0

npenapara WM OTXO0H0B, MOJYYEHHBIX MOC/Je NMPUMEHEHHs JIEKAPCTBEHHOI0 Mpenapara, u
Apyrue MAHMIYJSLHMU € IPenapaTom

Becph ocraBmmiics JIeKapCTBEHHBIM Mpenapar U OTXOAbl CIEAYET YHUUYTOXUTH (YTUIM3UPOBAThH) B
COOTBETCTBUM C TpeOOBAHUSAMHU 3aKOHOJATEIbCTBA TIOCYAAapCcTB — 4iIeHOB EBpasuiickoro
9KOHOMMYECKOT'O CO03a.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus

@enepalibHOE TOCYJApPCTBEHHOE YHUTapHOE mnpeanpustue «MOCKOBCKHIM 3HIOKPUHHBIN 3aBO/I»
(OT'VIT «K SGHIODAPM»)

109052, r. MockBa, BH.Tep.I. MyHULIMIANBHBIN OKpyT Huskeropoackuid, yi. HoBoxoxisosckas, 1. 25,
ctp. 1

Temn.: +7 (495) 678-00-50

dakc: +7 (495) 911-42-10

Anpec aneKTpoHHOU mouThl: mez@endopharm.ru

7.1. [IpeacTaBuTENb IEPKATENS] PETHCTPALMOHHOTO Y10CTOBEPEHHS

[Iperensun notpeduTesiell HaMpPaBIATh MO AAPECY:

Poccuiickas ®@enepanns

@denepalibHOE TOCYJAPCTBEHHOE YHUTapHOE mpeanpustie «MOCKOBCKHM 3HIOKPUHHBIN 3aBO/I»
(OT'VYIT «KOGHIODAPM»)

109052, r. MockBa, BH.Tep.I. MyHULIMNIANIbHBIN OKpyT Hukeropoackuid, yi. HoBoxoxioBckas, 1. 25,
ctp. 1

Ten.: +7 (495) 678-00-50

®axc: +7 (495) 911-42-10

Anpec 31eKTpoHHOM mouThl: pv@endopharm.ru

PecniyOnuka Apmenus

3A0 «Papmarex»

0064, r. Epesan, yi. Papowu, a. 111

Ten.:+374 010 741410

AJpec 2NeKTpOHHOM MouThL: pv(@pharmatech.am

Pecny6nuka benapych

TOO «Adalany

050057, r. Anmartsl, yin. TumupsizeBa, a. 42, nas. 23, od. 202
Ten.: +37529-55-12-510

Anpec anekTpoHHO# nouTkl: pv(@adalan.kz

Pecny6nuka Kazaxcran

TOO «Adalany»

050057, r. Anmarsl, yin. Tumupszesa, 1. 42, nas. 23, od. 202
Ten.: +7 (727) 269 54 59, +7 (701) 217 24 57

Anpec 37eKTpoHHOI mouThl: pv(@adalan.kz

Koipreisckas PecrryOnuka
TOO «Adalany
050057, r. Anmartsl, yin. TumupsizeBa, a. 42, nas. 23, od. 202
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Temn.: +996 557 870 101 ||-|l:|:.-IE,J.'::EF'-'TEJ_”:H':I: T:l ':|:|:|1 |

Anpec 37eKTpoHHOI mouThl: pv@adalan.kz

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUA OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KaTETOPUU OTIYCKa [0 PELENTy.

OO01wast XapakTeprCTHKA JEKapCTBEHHOro npernapaTa Jlanaringio3nH T0CTyIHA B €IMHOM PeecTpe
3aperHCTPUPOBAHHBIX JICKAPCTBCHHBIX CpeACTB EBpa3uilckoro SKOHOMHYECKOrO COr03a W Ha
obuIHaTLHOM caiite YIOJIHOMOYEHHOT'O opraHa (9KcTepTHOI OpraHu3aInH)
https://lIk.regmed.ru/Register/EAEU_SmPC.
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