COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 27.11.2025 N= 23530
(NOCNEOCBATENEHOCTE 0004)

OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA
OMITATJIM®JIO3WH I''TIMKBUTABC, 10 Mr, TabneTKH, MOKPHITHIC TUICHOYHOH 000JI0YKOH.
OMITATJIM®JIO3WH I''TIMKBUTABC, 25 Mmr, TabieTKH, MOKPHITHIC TUICHOYHOH 000JI0YKOH.

2. KAYECTBEHHBI 1 KOJIMYMECTBEHHBIN COCTAB
JleiicTByrOII€€ BEIIECTBO: IMIATIIN(I03HH.

OMITATJIMDJIO3UH I''TMKBUTABC, 10 Mr, TabJIETKH, IOKPBIThIE IIIEHOYHOH 000JI0YKOH

Kaxnmas Tabmerka cogaepkut 10 mr smmnariudIio3uHa.
BcnoMorarenbHble BeliecTBa, HATMYME KOTOPHIX HAJ0 YYHUTHIBATH B COCTABE JICKAPCTBEHHOTO
npenapara: jakrosa (cMm. pazaen 4.4.).

OMITATJIMDJIO3UH I''TMKBUTABC, 25 Mr, TabJIETKH, IOKPBIThIE IIIEHOYHOH 000JI0YKOH

Kaxxnas Tabnerka cogepkut 25 mMr smmnarindIio3nHa.
BcnomorarensHble BelecTBa, HaIMYUE KOTOPBIX HAJ0 YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenapara: jakrosa (cMm. pazaen 4.4.).

IMonubIi NEPCUCHb BCIIOMOT'aTCJIbHBIX BCUICCTB IIPUBCACH B pa3/JiCjIic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabyieTku, MOKPHITHIE TUICHOYHOU 000JI0YKOM.

OMITATJIMDJIO3UH I''TMKBUTABC, 10 Mr, TabJIETKH, ITOKPBITHIE IIIIEHOYHON 000J0YKON

prrﬂble, JABOSKOBBIITYKJIBIC Ta6J'I€TKI/I, IOKPBITHIC IUIEHOYHON OO0O0JI0YKOH CBETIO-KEITOTO
OBCTA. Ha MONCPCUYHOM Pa3pc3C AApO 0e10T0 MIIM IOYTH O€EIoro OBCTA.

OMITATJIMDJIO3UH I''TMKBUTABC, 25 Mr, TabJIETKH, ITOKPBITHIE IIIEHOYHON 000J0YKOH

OBaJ'IBHBIe, ABOSKOBBIITYKJIBIC TaGJ’IeTKI/I, IOKPBITBIC IUIEHOYHON 00O0J0YKOH CBETIO-KEITOTO

OBCTA. Ha MMONCPCUYHOM Pa3pc3C AApO 0e10T0 MIIM IOYTH O€EIoro OBCTA.

4. KIMHUYECKHUE JAHHBIE
4.1. IMoka3zaHus K NpUMeHEHUI0

CaxapHslil 1uaber 2 Tuma
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Jiist Tepanuu caxaproro auabera 2 tumna (C/] 2) y B3pocnbix u gereit B Bo3pacte 10 net u crapiie

C HCAJACKBATHBIM TIIMKCMHWYCCKHUM KOHTPOJICM B AOIIOJIHCHHC K AUCTOTCpAIIUU U (1)I/IBI/I‘I€CKI/IM

YHPpaXKHCHUSAM:
* B KQ4C€CTBC MOHOTCpAIINH;
® B Ka4CCTBC KOM6I/IHI/IpOBaHHOI\/’I Tepanuru C ApYyruMu ruliorJIMKEMUYCCKUMU IIpCliapaTaMu,

BKJIFOYAsi HHCYJIMH.
[Ipenapar mokasan B3pocibiM narueHTam ¢ CJI 2 1 BBICOKUM CepJIeYHO-COCYUCTBIM PUCKOM* B
KOMOHMHAIIMU CO CTAaHJIAPTHOW Tepamued CepIedHO-COCYAMCThIX 3a00JeBaHU C IEIbIO
CHIDKEHUS:

. o0I1Iel CMEPTHOCTH 3a CUET CHIDKEHHSI CePACYHO-COCYIUCTON CMEPTHOCTH;

. CepJIEYHO-COCYAMCTON CMEPTHOCTH MM TOCHHUTAJIM3alMM 10 TIOBOAY CEpICHHOM
HEJ0CTAaTOYHOCTH.

* Bricokuii cepeqHO-COCYUCTBIA PUCK OMpENeieH KaK Halu4yhe XOTs Obl OJHOTO W3
clenyronux 3a00JeBaHnui W/UIM COCTOSTHUM: uiemudeckas 6oinesnb cepana (MbC) (nndapkr
MHOKapJa B aHamHe3e, IIyHTHpOBaHWE KOpoHapHbIX aprepuii, UBC ¢ mopaxeHuem omHOTO
KoponapHoro cocyna, MbC ¢ mopaxxeHneM HECKOJIbKMX KOPOHAPHBIX COCYJIOB); MUIIIEMHYECKHIA
WIH TEeMOpPPAaruvecKuii HMHCYJIBT B aHaMHe3e; 3a00JeBaHMs TMepUPEpUUYECKUX apTepuit (c
CHMIITOMATHUKOM UM 0€3).

CGDI[G'—IHEU[ HCAOCTATOYHOCTH

[Ipenapar moka3zaH B3pOCIbIM MallUEHTAM C CHUMIITOMAaTUYECKOW XPOHHUYECKON cep/euHOn
HepoctatouHocThio (XCH) (dbynknuonansueie kinacceel II-IV mo xmaccupukanmm NYHA)
He3aBUCUMO OT (ppakinu BeIOpoca sieBoro xexyaouka (PBJIXK), ¢ wm 6e3 CI 2 mist cHuKeHHs
pUCKAa  CEpJIEYHO-COCYJUMCTOM CMEPTH UM TOCHUTAIM3AlMM 1O MOBOAY CEpPACUHOMN
HEJIOCTATOYHOCTH.

XpoHudeckas 00JIE3HD ITOYEK

[Ipenapar moka3zaH B3pOCIBIM IAlIMEHTAM C XPOHUYECKOW Ooiie3Hpro modek (XBII) s
CHIKEHHUS pUCKa:

* mporpeccupoBanus 3a001eBaHus (YCTOMYUBOTO CHUKEHUSI PACUETHON CKOPOCTH KITYOOUKOBOU
¢unpTpannu (pCK®D), Hactymienus tepMuHaibHOW cramuu XBII wim cMepTu mo npuvuHe
MOYEYHOU MATOJIOrUH) UK CEPJIEYHO-COCYTUCTON CMEPTH;

* TOCIIUTAIM3AIUH TI0 JIF000M MPUYHHE.
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4.2 Pexxum 103upoBaHus v cnocod npuMeHeHu st

PexxumM 103upoBaHMs

Monomepanus unu KoMOUHUPOBAHHASA Mepanus caxaphoz2o ouabema 2 muna

Pexomennyemast HauanbpHast go03a coctaisger 10 mr (1 Tabnetka gosuposkoit 10 mr) 1 pa3 B
CYTKH.

B cnydae ecnu cyrouHnas 1o3a 10 Mr He obecriednBaeT aeKBaTHOTO TIIMKEMHUYECKOTO KOHTPOJIS,
y nanuentoB ¢ pCK® >30 mu/mun/1,73 mM? no3a MoxkeT ObITh yBenudena 10 25 mr (1 tabnerka
J03UpOBKOH 25 mr) 1 pa3 B cyTKu.

MakcumarnbHas CyTouHas 71038 COCTaBISET 25 MT.

I[Ipu coBmectHoM mnpumeHenun mnpenapata OMIIATJIMOIIO3UH TJIMKBUTABC c
MIPOU3BOHBIM CYJIb(OHUIMOYEBUHBI WIN C HHCYJIMHOM MOXET IOTPEeO0BATHCS CHIKEHUE J103bI
MIPOU3BOJHOTO CYJIb()OHMIMOUEBUHBI/MHCYJIMHA W3-3a PUCKA Pa3BUTHUSA TUIOTIMKEMHH (CM.
paznen 4.5.).

Cepoeunas HedocmamouHocms

Pexomennyemast cyrounas jo3a npemnapara coctapisgeT 10 mr 1 pa3 B CyTKHu.

Xponuueckas 601e31b nouex

Pexomennyemas cyrounas no3a npenapara coctasiser 10 mr 1 pa3 B cyTku.

Pexomenoayuu 6 cnyyae nponycka npuema npenapama

[Tpu mpormycke 1036l NAIMEHTY CIIeAYeT NPUHATH Mpenapar, Kak TOJIbKO OH 00 3TOM BCIIOMHHUT.
He cnenyer npuHuMars JBOMHYIO 103y B TEYEHHUE OJIHUX CYTOK.

Oco0bie T'pYIIIbI NAIMCHTOB

Iayuenmul ¢ napyuienuem yHKyuu novex

[Ipenapat B no3upoBke 10 M MOKHO MPUMEHSTHh HE3aBUCUMO OT (DyHKIMH novyek. O1HaKo, U3-
32 OrPaHUYEHHOIO OIbITa MPUMEHEHUS, HE PEKOMEHIYETCs HauMHaTh JIEUYEHHUE MpernapaToM
OMITAT'JIM®JIO3UH I'NIMKBUTABC y nanueHToB, HaXOQIUXCs HA AUATIU3E.
['mukemuveckast 3¢(EeKTUBHOCT IMMArTH(IO3MHA 3aBUCUT OT (DYHKIUU MOYEK U, BEPOSATHO,
OTCYTCTBYET y TAIMEHTOB C TMOYEYHOW HEIOCTATOYHOCTHIO Tspkenoi creneHu. Ecom pCKO
CHIDKaeTcs 10 3HaueHuii Mmenee 30 mu/mun/1,73 M2, pekoMeHyeMas 103a npenapara J0KHA
ObITh orpanuueHa 70 10 Mr u mnpu HEoOXOJMMOCTH CJEIYeT PacCMOTPETh BO3MOXKHOCTb
HA3HAYEHUS JOTMOJHUTENILHOTO JICUEHUS JJIl CHUOKEHUSI YPOBHSI IJIFOKO3bI B KPOBH (CM. pazien

4.4.).
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Iayuenmul ¢ napyuwenuem yHKyuu neveHu

VY nanueHToB ¢ NeYeHOYHON HEJOCTATOYHOCTBIO JIETKOM U CPEAHEN CTENEHH TSHKECTH KOPPEKLIUH
JI03bl TIperapaTa He TpeOyeTcs. DKCIO3UIMs AMMArin(io3uHa y MalueHTOB C MEYEeHOYHOU
HEJIOCTAaTOYHOCTBIO TSHKEJION CTeneHu yBenuuuBaeTcs. KilmHuyeckue JaHHbIe 110 IPUMEHEHUO
sMOarau@o3uHa y TMAMUEHTOB C TEYCHOYHOW HEJOCTATOYHOCTBIO TSDKENOW CTENeHH
OTpaHUYECHBI, B CBSI3M C YEM MPUMEHEHHUE Mpenapara y TaKuX MalueHTOB HE PEKOMEH1yeTCsl.
Tlayuenmur noowcuno2o eospacma

Koppexkinu 10361 sMnarnudiao3nHa B 3aBUCUMOCTH OT BO3pacTa He TpeOyeTcs. Y MaIlleHTOB B
BO3pacTte 75 JeT U crapiie cleAyeT YUUThIBaTh MOBBIIIEHHBINH PUCK THITOBOJIEMHH.

JleTr ¥ HoapOoCTKU

Caxapnuiti ouabem 2 muna

PexomennoBannas HauaibHas go3a npemnapata OMITATJIM®JIO3UH TJIMKBUTABC
coctaBisier 10 Mr oaMH pa3 B CYTKH. Y TMalMEHTOB € XOPOIIEH MEepeHOCUMOCTHIO
smnariauduosuHa B jgo3e 10 Mr oauH pa3 B CYTKH, HYXJIAIOIIMXCS B JOIMNOJHHUTEILHOM
IJIMKEMUYECKOM KOHTPOJIE, 103y MOKHO YBEIMUYUTH JI0 25 MT O/IMH Pa3 B CYTKHU.

JlanHbie 0 MpuMeHeHHo npenapara y aereit ¢ pCK® < 60 mi/mun/1,73 M2 1 y feteit B Bo3pacTte
10 10 et oTCyTCTBYIOT.

Cepoeunas nedoocmamouHocms

besonacHocts u addexkruBHocTh mpenapata  OMIIATJIM®IIO3UH TJIMKBUTABC nns
JIEUEHUsI CepJIeYHON HEJIOCTATOUYHOCTHU Y JeTel B Bo3pacTe /10 18 et He yCTaHOBJICHBI.
Xponuueckas 6one3nb nouex

besonacHocts u addexkruBHocTh mpenapata OMIIATJIMOIIO3UH TJIMKBUTABC nns
nevyenust XbI1 y nereit B Bozpacte 10 18 €T HE yCTaHOBIIEHBI.

Cnoocob npruMeHEeHHUs

Bnytps.
[Ipenapar SMITATJIM®JIO3UH INIMKBUTABC MoxeT npuHUMAaThCS HE3aBUCUMO OT IIpHeMa

MUK B JIF000€ Bpems THsI. TaOleTKu clieyeT MporiaThiBaTh ETMKOM, 3aITUBast BOJIOM.

4.3. IIpoTuBoONOKa3aHUsA
o ['Mnep4yBCTBUTENBHOCT, K  JACHCTBYIOIIMM  BelIeCTBaM WIH K JIOOOMY W3
BCIIOMOTATEJIbHBIX BEUIECTB, MEPEUUCICHHBIX B pasaene 6.1.

° Caxapunbiii auader 1 tuma (C/] 1).



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 27.11.2025 N= 23530
(NOCNEOCBATENEHOCTE 0004)

o Keroamnmos.
o HenepenocumocTs 1aKTO3bI, AE(UIUAT JAKTa3bl, CHUHAPOM TIFOKO30-TAJAKTO3HOM

Manba6cop6u1/m (B COCTaB IIpfriapaTra BXOAUT JIAKTO3bI MOHOFI/II[paT).

. [leyeHOYHAs HENOCTATOYHOCTh TSKEIOM CTEIICHHU.

. bepeMeHHOCTh 1 TIEpUOJT TPYTHOTO BCKApMITBAHMS.

. Jetn u moapoctku 10 18 met 6e3 CJ1 2.

. [Tpumenenue y nereit 1 mopocTKOB 10 18 JeT st TeueHnst CepAeYHOM HeJOCTATOYHOCTH

unu XbBIT (cm. paznen 4.2.).

44. Oco0ble ykazaHHusl H MepbI MPeJ0CTOPOKHOCTH NMPU NPUMEHEHUH

[Ipenapar ciexyer HmpUHUMATh C OCTOPOKHOCTBIO TpPHU: TPUMEHEHHMM B KOMOMHALMU C
MIPOU3BOAHBIM CYJIb(OHUIMOYEBUHBl WIM MHCYJIMHOM, JHUETe C HHU3KUM COJIepKaHUEM
YTJIEBOJIOB.

Oco0ble yKa3aHus

Kemoayuoos

Crydan KeToanuao3a, B TOM YUCJIe OMACHOTO IS KU3HH | C JIETATBHBIM HCX0JI0M, OTMEYAJIUCh
y naruentoB ¢ CJl, moiydaronmx HHrHOUTOPBl HATPUI3aBUCUMOTO MEPEHOCUYHKA TIHOKO3bI 2
tumna (SGLT?2), Bkirodas sMnarin@Iio3uH.

B HEKOTOPBIX M3 3TUX CIy4YaeB MPOSBIICHUSI ObUIM aTUMHYHBIMHU U BBIPAXKAIUCh B YMEPEHHOM
MOBBINNIEHWH KOHIICHTPAIIMK TJIOKO3bl B KpoBu (HWxke 14 mmonw/n (250 wmr/mm)). Xots
KETOAIM 103 PEXKE BOSHUKACT Y MAIIMEHTOB 0€3 caxapHOTro auadeTa, cirydan 3a00JIeBaHuUsS TaKKe
OBLTH BBISIBJICHBI Y TAKUX MalMeHTOB. HemsBecTHO, OyIeT 11 BOSHUKHOBEHHUE KEToAln103a Ooiee
BEPOSITHBIM ITPU MPUMEHEHUH 00JIee BRICOKHUX J103 AMIArinudI0o3uHa.

Puck keroammmo3a JOKEH YUYUTBHIBATHCS B CIydae TMOSBICHHUS TaKUX HECTEIH(DUUSCKUX
CHUMIITOMOB, KaK TOIIIHOTA, PBOTA, OTCYTCTBHUE aNIeTuTa, 00JIb B )KMBOTE, BRIPAKEHHAS JKaXKa,
3aTpyJHEHHE JBIXaHUs, €30PHECHTAIUS, HEOObIUHASl yTOMIIIEMOCTD UJIH COHJTUBOCTb.

[Ipu mosiBIEHNM TaKUX CHMIITOMOB TMAIlMEHT JOJDKEH OBITh HE3aMeUIMTEIHLHO 00CIe0BaH HA
MpeaMeT KEeToalu03a, He3aBUCUMO OT TOKa3aTeleld KOHIICHTPAIlMU TJIFOKO3bl B KpoBuU. [lpu
JMAarHOCTUPOBAHHOM KETOAIM03€ WM TIOJO3PEHUH Ha HEro Tepamusi 3MMariugio3uHOM
J0JKHA OBITH HEMEJIEHHO MpeKpaIieHa.

Jleyenue cienyeT npepBaTh y NAlMEHTOB, TOCIIUTATU3UPOBAHHBIX VISl IPOBEACHUS OOITUPHBIX

XUPYPrUYECKUX HPOILEeAyp WM MPU HAIWYUH OCTPBIX CEpbe3HbIX 3aboseBaHui. [ Takux

5



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 27.11.2025 N= 23530
(NOCNEOCBATENEHOCTE 0004)

MalMEHTOB PEKOMEHJ0BaH KOHTPOJb KOHIIEHTPAalMU KETOHOBbIX Tei. llpeamoururensHo
M3MEpEeHHE KOHIICHTPAIUU KETOHOBBIX TEJ B KPOBH, a HE B Moue. JleueHne smnaraugio3nHom
MOKHO BO300HOBHUTBH TMOCJTE HOPMAJIU3alMU KOHIIGHTPALMUM KETOHOBBIX TEJl W CTaOWIM3aIHH
COCTOSIHUS MAalLMEHTA.

[lepen Hauanom mnpuMeHeHHs SMIarivudIO3MHA CIIEIyeT ONPEACIUTh HAJHMYMe B aHAMHE3E
nanuenTa (pakTopoB pHICKa, MPEeApaclojaraloiMx K KeToanuaosy. K dmciny manueHtoB, y
KOTOPBIX BO3MOXKEH 00jee BBICOKMH PHUCK KETOalM[03a, OTHOCSATCS MAalMEHThl C HU3KUM
pe3epBoM GyHKIHMH OeTa-KiIeTok (Hampumep, namueHTsl ¢ CII 2 ¢ Hu3kuMm cogepxkanueM C-
MenTuaa wWid JareHTHbIM ayTouMMyHHBIM CJI y B3pocibix (LADA) wiM manueHTsl ¢
MAaHKPEAaTUTOM B aHAMHE3€), MAMEHThI C COCTOSHUSMH, KOTOPbIE IPUBOJAT K OTPAHUUYCHUSIM B
MUTAHUU WU TSDKEJIOMY 00€3BOXKMBAHMIO, MAIIMEHTHI, /Ul KOTOPBIX 103bl MHCYJIMHA CHUKEHBI,
U MALKEHTHI C MOBBIIIEHHBIMH MOTPEOHOCTSMH B MHCYJIMHE BCIIEJCTBHE OCTPHIX 3a00JI€BaHUM,
XUPYPrUYECKOTr0 BMEIIATENIbCTBA WM 3JI0YHNOTPeOJIeHUs ajKkorojeM. Y TaKuUX IallueHTOB
uaruoutropsl SGLT2 cneayet mpuMeEHSTh C OCTOPOKHOCTHIO.

BozoOnoBnenne nedenusi uHruoutTopom SGLT2 y manueHToB ¢ KeToarua030M B aHaMHE3€ He
PEKOMEHTyeTCsl, €CJIM TOJIbKO HE BBISIBJICH M HE YCTPAaHEH JPYroil SIBHBINM Mpeapacnosararimii
daxrop.

Ommarnudno3ud npotuBonokasan manuentam ¢ CJI 1. JlanHsie U3 nmporpamMmbl KJIMHUYECKUX
uccienoBanuid ¢ yyactueMm nauueHToB ¢ CJ{ 1 BBIIBUIM yBENIMYEHUE YACTOTHI KETOALMI03a Y
MaIMeHTOB, TOJy4aBmUX SMnaraudao3ud B no3e 10 m 25 Mr B KauecTBe JOTMOJHEHUS K
WHCYJIMHY B CPaBHEHUH C IU1a1e0o.

Iayuenmul ¢ napyuwienuem GyHKYuu novex

N3-3a orpaHM4eHHOro OMNbITa NPUMEHEHUS HE PEKOMEHAYETCS HauuHATh JICYCHUE
AMIArIu(IIO3NHOM y MAMEHTOB, HAXOSAIINXCS HA TUAITH3E.

lunornukemudeckass 3¢GGEKTUBHOCTh SMMArin(iIo3MHa 3aBUCUT OT (QYHKIUH TOYEK W,
BEPOATHO, OTCYTCTBYET y nanueHtoB ¢ pCK® < 30 mu/mun/1,73 m? (em. pasuen 4.2.).
Monupumopune ¢hynxyuu nouex

PexomenoBaHa orieHKa GyHKIIMU TTOYEK:

- 10 Hayaja MPUMEHEHHUs HMNarin(Io3uHa U IepuoIMYecKy BO BpeMs JeueHusl, He pexe 1 paza
B TOJI;

- JI0 Hayaja MPUMEHEHUs JII00Oro COMYTCTBYIOLIErO JIEKAPCTBEHHOIO IpernapaTa, KOTOPBIH

MOXKCET OKa3bIBaTh HCTATUBHOC BJIMAHHUC HA q)YHKL[I/IIO ITOYCK.
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Ipumenenue y nayuenmoe ¢ puckom pazeumusi 2Unogoiemuu

Ha ocHoBanmm w™exaHu3ma jaerictBusi uHruouropoB SGLT2, ocMmoTmueckuit amypes c
COIMYTCTBYIOLIEH TIFOKO3YpPHEH MOXKET MPUBOJUTH K YMEPEHHOMY CHUKEHHUIO apTE€pUaIbHOIO
nasieHus (A/l). [loaToMy cienyer npuMeHsTh npenapar ¢ OCTOPOKHOCThIO Y MAIllUEHTOB, AJIs
KOTOpBIX CHIKEeHUE AJl MOKET MPeACTaBIIATh OIACHOCTb, HAIIPUMED, Y NALUEHTOB C CEPJCUHO-
COCYIUCTBIMU 3a00JICBAaHUSIMH; Y TAIIMEHTOB, MPUHUMAIOIIUX THIIOTCH3UBHBIC Mpenapartsl (¢
AMU30JaMU apTepUATbHON THIIOTEH3UH B aHAMHE3€) WJIM Y MAIIMeHTOB cTapiie 75 JeT.

B cinywae pa3BuTHS COCTOSIHMM, KOTOpbIE€ MOTYT NMPUBECTU K MOTEPE KUAKOCTH (HAIpUMED,
3a00JIeBaHUE KEIYJOYHO-KUIIEUHOTO0 TPAKTa), Y MAIMEHTOB, MOJYYarollUX 3MIMarindIo3uH,
PEKOMEH/IOBAaH TIIATEIbHBI MOHUTOPUHT CTENEHH 00E3BOKMBAHUS (HAmpuMmep, (HU3HKAIBHOE
oOcnenoBanue, uamepenue A/l, mabopatopHoe o6cieoBaHme, BKIIOUAs OIICHKY TeMaTOKPUTA) |
ANEKTPOJUTHOTO OanaHca. MoxkeT moTpeboBaThCsl BpEMEHHass OTMEHa SMIariu@io3uHa o
BOCTIOJTHEHHUSI TOTEPH KUJKOCTH.

Iayuenmul noswcunozo 6ospacma

Dddext smmarnugao3nHa Ha BEIBEICHUE TITFOKO3bI TOYKaMU CBSI3aH C OCMOTHYECKUM JINYPE30M,
KOTOPBI MOJKET MOBJIMATH Ha rujpartanuio. [lanneHTsr B Bo3pacTe 75 JIeT W CTaplie MOTYT
MO/IBEPraThCsl MOBBIILIEHHOMY PUCKY pa3BUTHUs runoBojemuu. Hexxenarensusie peakuuu (HP),
CBSI3aHHBIE C THUIIOBOJIEMHEW, OTMEYaNUCh Yy OOJIBIIEr0 4YHWClia NalMeHTOB, MOJy4YaBIIMX
sMIariauQIIo3uH, YeM y MalueHTOB, NodyJYaBIuX mianebo. [Toatomy ocoboe BHUMaHUE CIeTyeT
YAENATh IONOJHEHHI0O O00beMa B CiIyd4ae OJHOBPEMEHHOIO IPHUMEHEHHUS JIEKapCTBEHHBIX
MPerapaTroB, KOTOPOE MOXKET MPUBECTH K THIIOBOJIEMHUH (HAMIPUMEp, TUYPETHUKU, HHTHOUTOPHI
aHTHOTEH3UHITpeBpaniaroIiero pepmenra (AI1D)).

Ocnocnennvle uH@eKyuu Mo4ebl800AWUX nymell

Cnyyan OCIOXXHEHHBIX HMH(EKIMI MOYEBBIBOJSAIIMX MyTEH, BKIIOYAs MUEIOHEPPUT U
YpOCETICUC, OTMEYaINCh y MAIMEHTOB, MPUHUMABIIUX HMMArIU(IO3UH. Y TMalUeHTOB C
OCJIOKHEHHBIMH HMH(DEKIMSIMH MOYEBBIBOAIINX IyTeH CIEAYyeT PAacCMOTPETh BPEMEHHOE
[IpEepPBIBAHUE JICUYSHHS SMIIATIU(PIO3UHOM.

Hexpomuueckuii hacyuum npomescnocmu (ecanepena OypHuve)

Crydan HEKpOTHYECKOTO (pacIiuiTa MPOMEKHOCTH (TaKKe M3BECTHOTO Kak ranrpeHa dypHbe)
ObLIN 3aperUCTPUPOBAHBI Y *KEHIIMH U MyX4uH ¢ CJI, momydasmmx uaruoéuropsl SGLT2. Oto
penKoe, HO Cepbe3HOE M IMOTEHLMAJIbHO YIpOJKaIollee XHU3HU SBJIEHHE, KOTOpoe TpedyeT

CPOYHOT'0O XUPYPIrui€CKOIro BMCIIATC/ILCTBA U JICUCHHUA AHTUOHMOTHUKAMH.
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[Tanmentam cremyeT peKOMEHI0BaTh OOPATUTHCS K Bpauy, €CIM y HUX BO3HUKAET COUCTAHHE
CHUMIITOMOB 0OJIM, YyBCTBUTEIILHOCTH, SPUTEMBI MJIH MIPHUITYXJIOCTH B 0OJIACTH MOJIOBBIX OPTaHOB
WJIU IPOMEKHOCTH, C JIMXOPaJKOW Wi HegoMoranueM. CieayeT IOMHUTh, YTO HEKPOTUYECKOMY
(dacuuTy MOTYT MPEIIIeCTBOBATh YPOTCHHUTAIbHBIE MH(PEKIMU WIM a0CIecc MPOMEXKHOCTH.
[Ipu monmo3penun Ha ranrpeny @DypHbe, mpuem sSMnariudiIo3uHa CIEAyeT NPEKPATUTh;
HEOOXOJMMO HayaTh HE3aMEIMTENIbHOE JeueHUe (BKIIIOYasi aHTUOMOTHKH U XUPYPTUYECKYIO
00paboTKy).

Amnymayuu HUMCHUX KoHeuHocmel

B 10ArocpodHpIx KIMHUYECKUX HCCIeNoBaHUAX Apyroro uaruomropa SGLT2 nabmromanoch
YBEJIMYEHHE YACTOThl aMIyTallMid HUKHUX KOHEUHOCTEH (MPEMMYILECTBEHHO MajbLEB CTOII).
HewussecTHo, siBnsieTcst i1 310 3(hPeKToM, XapaKTepHBIM JIJIsi BCETO Kiacca mpemnapatoB. Kak u
utst Beex manueHToB ¢ CJI, BaKHO peKOMEHI0BATh PEryJIsipHBIA MPOPUIAKTUISCKUN YXOJ 3a
CTOTIAMH.

Topasicenue neuenu

B xo/1e KnmuHuYecKrX uccienoBannuii ObUIN MOTy4YeHbI COOOIIEHUS O CIIydasX MOPaKeHHS TICUCHH
y MalMeHTOB, MOJydYaBmIUX SMnariudio3us. [IpuanHHO-CIeCTBEHHAsS B3aMMOCBSI3b MEXIY
MPUMEHEHUEM SMIATTU(I03MHA U TIOPAKESHUEM MTEYCHH HE YCTAHOBJICHA.

Tlosvluenue cemamokpuma

Habmroanuce cirydan NOBBIIICHUSI TeMAaTOKpHUTa Ha (pOHE Tepanuu SMIarinQI03nHOM.
HUngpunempamusnasn kapouomuonamus u kapouomuonamus Taxoyyoo

[TarmenTs ¢ HHGUIBTPATUBHON KapAuOMHONIaTHEN 1 KapanomuonaTrel Takoiy0o crneruranisHo
He uccaenoBaIuch. Takum 00pazom, 3¢(HEeKTUBHOCTD Y IaHHBIX MAIIMEHTOB HE YCTAaHOBJICHA.
Pezynomamur ananuzoe mouu

N3-3a mexanu3Ma JeHCTBUA MpenapaTa pe3yJbTaThl aHAJIM3a MOYM Ha TJIHOKO3Y Yy MAlUEHTOB,
MPUHUMAIOLINX AMIATTH(IIO3UH, OyIyT MOJOKUTEIbHBIMH.

Brusnue na pezynomamer konuuecmsennoeo onpedenenus 1,5-aneuopoenoyumona (1,5-AG)
OrneHka rMIKeMUYeCKOro KOHTPOJIS € TOMOIIB0 aHaim3a 1,5-AG He peKOMEHIyeTCsl, TOCKOJIbKY
m3mepenue 1,5-AG sBiseTcs HEHaJEKHBIM METOJOM OLIEHKU TJIMKEMHUYECKOTO0 KOHTPOJI Yy
MaIMeHTOB, Mmoxy4aronux nHruoutopsl SGLT2. PekomeH0BaHO MPUMEHEHHE aTbTEePHATHBHBIX

MCTOJ0B KOHTPOJIA T''IMKCMUU.
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BcnomorarenpHbIe BEIIESCTBA

I[aHHBIfI npemnapaTr COACPIKUT JIAKTO3Y. HpI/I HaCJ'Ie,I[CTBeHHOI\/’I HCTICPCHOCHUMOCTH T'aJIaKTO3blI,
,I[e(bI/II_II/ITe JIaKTa3bl UJIM TIH0K030-TaJaKTO3HOMU MaJIBa6COp6I_II/II/I IMPUMCHSATH OTOT IIpCIiapaT HE

CJICAYCT.

4.5. B3aumogeiicTBue ¢ APYrHMHM JIeKAPCTBEHHBIMM IpenapaTtaMH W JApyrue BHUIbI
B3aUMO/JICCTBHS

dapMaKoJIMHAMUYECKUE B3aUMOJACHCTBUS

Jluypemuxu

OMnarnugio3uH MOXKET YCHIUBATh AUYPETUYECKHAd 5()(PEKT THA3HIHBIX U «IIETICBBIX»
JMYPETUKOB, YTO B CBOIO OYEpPEIb MOXKET YBEIUYUTh PHUCK PA3BUTHUS JETHApaTallud U
apTepUabHON TMIIOTEH3UU.

Hucynun u npenapamul, ycunusaiowjue e2o cekpeyuio

WucynuH u  nmpenaparbl, YCHJIMBAIOUIME €ro CEeKpelHio, TaKhue KaK IPOU3BOJIHBIC
CyIb(OHUIMOYEBUHBI, MOTYT YBEJIMWYMBATH PUCK TUMOIIMKEeMHH. [I03TOMYy CHIKEHUE 03Bl
MHCYJIMHA WK NIPEenapaToB, yCHINBAOIIUX €r0 CEKPELHI0, MOXKET MMOTPeOoBaThCs BO M30€KaHHe
PUCKa Pa3BUTHUS THUIIOTIMKEMUH TIPU OJHOBPEMEHHOM MPUMEHEHHUH C IMITArIA()I03HHOM.

dapMaKOKMHETHYECKUE B3aNMOJEHCTBHUS

Bruanue opyeux nexapcmeeHHvIX npenapamos Ha dIMNa2nugio3um

JlaHHbIe in Vvitro ykas3bplBalOT Ha TO, YTO OCHOBHBIM IyTeM MeTa0oJu3Ma 3MMarinao3nuHa y
YyeJoBeKa SBJISIETCS [IIIOKYPOHU AL c y4acTueM ypUIUH-5'-
madocho-rmokyponosuntpancpepas  UGT2B7, UGT1A3, UGTIA8 wu UGTI1AO9.
OMnarnugIo3uH SBISIETCS CyOCTpaTOM il OpraHUYECKUX aHHMOHHBIX MepeHocunkoB: OAT3,
OATP1B1 u OATPIB3, HO He sBusercs cyOCTpaToM JUisi OpPraHHMYECKHUX aHHUOHHBIX
nepeHocunkoB 1 (OAT1) wu opraHMyeckux KaTUOHHBIX mnepeHocuukoB 2 (OCT2).
OMnarnudio3uH ABIseTcs cyocTparom ais rmukonporenna P (P-gp) u 6enka, onpenensromero
PE3UCTEHTHOCTh paka MoyouHod xkene3pl (BCRP).  OpHoBpemeHHOE  TNpUMEHEHUE
smnarauduo3uHa ¢ npodenenuaoM, uHruouropom depmento UGT u OAT3, mpuBomuio k
YBEITUYCHHIO Ha 26 % MaKCUMaJIbHBIX KOHIEHTpAIMii sMnarindao3nHa B miazmMe KpoBH (Cumax)
U yBenu4eHHIo Ha 53 % momanu noj KpuBoM «koHUeHTpauus-Bpems» (AUC). Jlannbie

HU3MCHCHHA HC CUUTAJIMCh KIMHUYCCKH 3HAYMMbBIMHU.
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Bmusane wanykmun UGT (manpumep, MHAYKIMS pUGaAMIUIMHOM Wi (EHUTOMHOM) Ha
sMOarau@io3uH He wu3ydanoch. OIHOBPEMEHHOE IPHMEHEHHE W3BECTHBIX HHIYKTOPOB
depmentoB UGT HE pEeKOMEHIOBAaHO B CBSI3M C NOTEHIHAIBHBIM PHUCKOM CHW)KCHUS
spdexkruBHOCTH. Ecam HeoOXOaMMO OJHOBPEMEHHOE MPUMEHEHHWE HHIYKTOpa JIaHHBIX
depmentoB UGT, cnemyer KOHTPOIMPOBATH KOHIIEHTPALMIO TIIOKO3bI B KPOBH ISl OLICHKH
OTBETa Ha HYMHIArIU(IIO3UH.

UccnenoBanne B3auMoAEHCTBHS C TeMPpUOpPO3UIOM, MHTUOMTOpOoM mepeHocunkoB OAT3 wu
OATPI1B1/1B3 in vitro, noka3ano, 9to Cmax dMIaraudo3nHa moseimanack Ha 15 %, a AUC -
Ha 59 % nocne 0IHOBPEMEHHOTO IPUMEHEHHsI IIpenaparoB. JlaHHbIE U3MEHEHHs HE CUUTAJIHNCh
KITMHUYECKHU 3HAYHMBIMHU.

[Tonasnenne nepeHocunkoB OATP1B1/1B3 npu onHOBpeMEHHOM NMPUMEHEHUH pUdaMIHIITHA
MPUBOAMIIO K yBeIMUeHUIO HA 75 % Cmax W yBenmuenuro Ha 35 % AUC smmarnudiao3uHa.
JlaHHbIE U3MEHEHHUS HE CUUTAIIUCH KIMHUYECKH 3HAUUMBIMU.

Okcno3unus sMnariddiao3nHa Obljla OJMHAKOBOM Kak IMpH OJHOBPEMEHHOM IPUMEHEHUU
BepanaMmuia, nHruoutopa P-gp, Tak u 6e3, ykasbiBas Ha TO, YTO NoJiaBieHue P-gp He oka3biBaeT
KJIIMHUYECKU 3HaYMMOTI'0 BO3ACUCTBUS HAa SMIATIU(IO31H.

[lo pe3ynmpTaTam HCCIEIOBAHUN B3aWMOJCHUCTBUS, (PapMaKOKMHETHKA SMIAraudo3nHa He
U3MEHsIach NMPU OJHOBPEMEHHOM NPUMEHEHHU MeT(OpMHUHA, TIIMMENUpHa, MUOIVIMTAa30Ha,
CUTAIJINITUHA, JIMHATJUITHAHA, BapdapuHa, Bepanmamuia, paMUNpUiIa, CHMBACTaTHHA,
TOpaceMu/ia ¥ TuApoXJIOpOTHAUIA.

Bruanue amnaznughnozuna na opyeue nekapcmeenuvie cpeocmea

OMnaraugIo3uH MOXKET YCUITUBAThH BIBEICHUE JIUTHUS TIOYKAMH, U KOHIIEHTPAIUS JIUTUS B KPOBU
MOJKET CHIKAThCs. KOHIIEHTpaIHIo JTUTHS B CBIBOPOTKE KPOBH CJIEYET KOHTPOJIMPOBATH Yallle
MocJie Havyasa Tepanuu SMMarin@I0o3uHOM U U3MEHEHUH J03bl. [IJis KOHTPOJIS KOHIICHTPAIH
JUTHS CJIEyeT HANpaBHTh MAIMEHTa K Bpady, MMEIOLIEMY OMBIT B Ha3HAYCHUH IPENapaToB
JIUTHS.

CornacHo pe3yiapTaTaM HCCIEAOBAaHUM in  vifro, SMHAarIu(IO3MH HE MOJABISIET, He
WHAKTUBUPYET W He wuHAynupyeT wuzopopmel CYP450. Dmmnarmudiao3nH He UHTUOMpYeT
UGT1A1, UGT1A3, UGT1AS8, UGT1A9 unmu UGT2B7. JlekapcTBeHHbIE B3aUMOJICUCTBUS C
yuactueM ocHOBHbIX H30(opM CYP450 u UGT mexny sMnarau@ao3MHOM M OJHOBPEMEHHO

MPUMEHSIEMBIMU CYOCTpaTaMH JIaHHBIX (PEPMEHTOB CUMTAIOTCS MAJIOBEPOSTHHIMU.
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OMnarnudIio3uH B TEPANEeBTUYECKUX /103aX He moxaasiser P-gp. 1o nqaHHbIM uccienoBanuii in
vitro, SMHIarau(io3uH, BEpOSATHO, HE BbHI3BIBACT B3aUMOJCHCTBUS C JICHCTBYIOIIUMU
BEIIECTBAMHU, KOTOPHIE ABIISIIOTCS cyOcTpaTamu P-gp. OmHOBpeMeHHOE MPUMEHEHHE JUTOKCHHA,
cyoctpata P-gp, ¢ smnarnudguoznnom npuBoauio K noseimeHnio AUC Ha 6 % ¥ TIOBBIIICHUIO
Cmax aurokcuHa Ha 14 %. JlaHHble M3MEHEHHUsI HE CUMTAJIUCh KIMHUYECKH 3HAYMMBIMHU.
OMnarnudIio3uH He moaaBisieT Takue nepenocunk, kak OAT3, OATP1B1 u OATP1B3, in vitro
B KJIMHUYECKH 3HAYMMBIX KOHIIEHTpAlMsIX B IUIa3Me KPOBH, U, CJIEI0BATEIbHO, JIEKAPCTBEHHBIE
B3aMMOJICHCTBUS C CyOCTpaTaMu JaHHBIX NIEPEHOCUNKOB MAIOBEPOSITHBI.

UccnenoBanusi B3aMMOJICHCTBUI, TPOBEJECHHBIE C YYacTHUEM 3JI0POBBIX JIOOPOBOJIBIICB,
YKa3bIBAIOT HA TO, YTO AMMArIH(IO3UH HE OKa3bIBae€T KIMHUYECKH 3HAYUMOIO BIIMSHUS Ha
(apMaKOKMHETUKY MET(POPMHHA, TTUMENUPHUIA, TUOTIUTA30HA, CUTATJIMITUHA, JTUHATJIMITHHA,
cUMBacTaTuHa, BapdapuHa, pamMunpuia, JWTOKCHHA, JUYPETHUKOB U IEpPOpasbHBIX

KOHTPAauCTUBOB.

4.6. DepTUIBHOCTD, 0EPEMEHHOCTD M JAKTAIMS

bepeMeHHOCTB

JlanHble O TpPUMEHEHMH OHMMariudio3uHa BO BpeMs OEpEeMEHHOCTH OTCYTCTBYIOT.
HccnenoBanus Ha )KUBOTHBIX MTOKA3bIBAIOT, YTO SMMATIN(IO3MH IPOHUKAET Yyepe3 IJIAleHTY Ha
MO37HEM CpOKe OEpEeMEHHOCTH B OYE€Hb OTPAHMYCHHOH CTENEeHH, HO HE YKa3bIBAIOT HA MPSMOE
WIM KOCBEHHOE OTpHUIATENbHOE BIIMSHUE HA paHHee 3MOpuUOHabHOE pa3BuTHE. OIHAKO
WCCIICJIOBAHUSI HA JKMBOTHBIX IIOKa3aJlid HEOJAronmpuUsTHOE BO3/CHCTBHE HA MOCTHATAIBHOE
pasButue. [Ipumenenue smmarnudao3nHa BO BpeMsi 06pEMEHHOCTH MPOTUBOIOKA3aHO.
Jlakranus

JlaHHbIE O TMPOHWKHOBEHUM AMMArTU()IO3MHA B TPYIHOE MOJOKO OTCYTCTBYIOT. JlOCTyIHBIE
TOKCHUKOJIOTUYECKUE JAHHbIE, TMOJYYEHHbIE Ha IKUBOTHBIX, MPOJEMOHCTPUPOBAIH, YTO
SMOArauQIo3uH TPOHUKACT B MOJOKO. Henb3s HCKIIOYUTh PUCK JUIS HOBOPOXKICHHBIX
netei/aereir rpyaHoro Bo3pacta. llpumeHeHuwe sSMmaraudo3MHa B MEPUOA  TPYAHOTO
BCKapMJIMBAHUS IPOTHUBOIIOKA3aHO.

PepTUIBHOCTD

HccnenoBanue BiusiHUS SMIariuduio3nHa Ha (QEepTUIBHOCTh y 4YeJOBeKa He MpoBoauin. B
HCCJIEJIOBAHUSAX HA )KUBOTHBIX HE OBLJIO BBISIBICHO MPSMOTO MM KOCBEHHOTO OTPUIATENILHOTO

BIIUSIHUS HAa (PePTUIILHOCTb.
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4.7. BiusiHUMe HA CNOCOOHOCTH YNPABJATH TPAHCIHOPTHHIMHU CPeICTBAMH U PadoTaTh C
MeXaHM3MaMH

[Ipemapat oka3pIBaeT HE3HAUMTEILHOE BIMSHHE Ha CIOCOOHOCTH YIPABIATH TPAHCTIOPTHBIMH
cpeacTBamu M MexanusMaMu. CrieyeT coOM01aTh OCTOPOKHOCT BO M30€KaHNE TUTIOTJIMKEMUAN
BO BpEMSl YIIPABJICHHS TPAHCIOPTHBIMHU CPEJICTBAMHU U PabOTHl ¢ MEXaHU3MaMHU, OCOOCHHO IPH
MPUMEHEHUHU SMNarauQio3nHa B KOMOWHAIIMKM C MpernapataMu CyIb(OHUIMOYEBHHBI W/WIH

HWHCYJIMHOM.

4.8. HexenaTenbHble peakuuu

Pesrome npoduiist 6e30mmacHOCTH

Ilayuenmol ¢ caxapuvim ouabemom 2 muna

B ximMHMuYeckWe wucclneAoBaHHMS C 1EIbI0 OICHKM O€30MacHOCTH sMnariudio3uHa ObuH
BiroueHbl 15582 mammenta ¢ CII 2, 10004 u3 HuHX mody4anu SMmariudio3uH B KadyecTBe
MOHOTEpAIuy, a TAaKKe B KOMOMHAIIMN ¢ METGOPMHUHOM, MPOU3BOAHBIM CYIh(HOHUIMOUYEBUHEI,
MUAOTIUTA30HOM, WHTHOUTOpamu munentuaunnentuaassi-4 (HAIII1-4) win wHCcynuHOM. B 6
1a11e00-KOHTPOIMPYEMBIX HCCIEIOBAHUN TPOJODKUTENbHOCTRI0O 18 — 24 Mecsama ObLIO
BKuitoueHo 3534 nammenta, 1183 u3 Hux momydanu mianebo, 2351 — smnarnuduosus. O0mas
yacToTa BO3HMKHOBeHHs HP y mammeHnrtoB, mosydaBmux smmariudiio3uH, ObUla aHaJOTHYHA
TAaKOBOW y MAaIMEHTOB, MpUHUMAaBIIKX Iw1ane6o. Camoit yactoit HP Obuta rumornukeMust mpu
MIPUMEHEHUH C TIPOM3BOIHBIM CYJIb(OHIUIMOYECBUHBI MIIM HHCYJIUHOM (CM. OITUCAHUE OTACIIbHBIX
HP).

Tayuenmul ¢ xporuueckou cepOeyHol HeOOCMamoOyYHOCMbIO

B uccnenoparmss EMPEROR Obumn Brimrouens! narueHThl ¢ XCH co cHmwkeHHOU (pakiuei
BbIOpoca (N=3726) unu coxpaHeHHOW ¢pakimeir BeiOpoca (N=5985), koTOpbIE MOTydYaTH
smnarauduosud 10 mr wim mnamne6o. [Ipumepno y nonoBunsl manueHToB Obu1 CJ 2. Camoii
gactoi HP B 00benuHenHbx uccieaoBanusix EMPEROR-Reduced 1 EMPEROR-Preserved
ObL1a runoBosiemust (Ammariudosun 10 mr: 11,4 %, nnanebo: 9,7 %).

Tayuenmol ¢ xponuueckoii 6one3HbI0 NOUEK

B uccnenosanne EMPA-KIDNEY 611 BritoueHs! narueHTsl ¢ XBIT (N = 6609), nonyvasiime
10 mr smmarmuduiosnaa win miane6o. Okono 44% nanuentoB umenn CJ1 2. B uccnenoBanuu

EMPA-KIDNEY noBbix HP BrIgBIIEHO HE OBLIO.
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OO6mumit podusie 6€30MaCHOCTH MPUMEHEHHUs 3MHariudao3uHa ObUT B IICJIOM CXOXKHM JIS
M3YYCHHBIX TIOKAa3aHH K TPUMEHEHUIO.

Tabanunoe PE3IOME HEXKEIATCIbHBIX PEaKIUM

HP, s3apeructpupoBaHHbIE Yy TAIMEHTOB, TMOJYYaBIIUX OSMIAraudiIo3uH B 1wianedo-
KOHTPOJIMPYEMBIX ~HCCIIEOBAHUAX, PACIPENIENCHbl [0 CHCTEMHO-OPTaHHBIM KJlaccaM H
tepmunosniorud MedDRA u npencraenens! B Tabauie Hwke (Tadnuna 1). HP nmepeuncnens! B
rpajialiiy 1Mo adCOMIOTHON YaCTOTEe X BOZHUKHOBEHH. YacToTa onpeaesieTcst Kak: 04eHb 4acTo
(= 1/10), gacto (ot > 1/100 mo <1/10), newacto (ot > 1/1000 mo < 1/100), peaxo (ot > 1/10000
10 < 1/1000), ouens penko (< 1/10000) nnu HEW3BECTHO (HA OCHOBAaHUM UMEIOIIMXCS JTAHHBIX
OIIEHUTHh HEBO3MOJKHO).

Ta6muna 1. HexenarensHble peakiyu, 3aperucTPUPOBAHHBIC B KJIMHUYECKUX MCCIICIOBAaHUSIX U

MOCTPETUCTPAIIMOHHOM TIEpUOIe HAOIIOACHHUS.

Knaccugu- | Ouennb Yacrto Heuacro Penxo Ouennb
KalMsd 10 | 4acTo peaxo

opraHam H

cucTeMaM
Nndexmuu un Kaunu- HekpoTu-
WHBa3UH1 JIO3HBIN 3UPYIOIIUI
BYJIbBO- dacruut
BarvHMT, MIPOMEXK-
BYJIbBOBA- HOCTH
THHHAT, (ranrpeHa
OamaHuT U dypHbe)>.
npyrue
FeHUTAJIbLHEBIE
vHpeKmn' .
Nudexnun
MOYEBEIBO/IS

WUx  myTei!
(B TOM umcIie

MU EJII0-
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HepuUT u

ypocerncuc)?.

Hapymenus | ['unormnu- Kaxna. Keroanuno3
MeTabonm3ma | kemusi  (1pu 2,
Y TIUTaHUs COBMECTHOM

MpUMEHe-

HUU c

MPOU3BO-

HBIM

cynbhoHUII-

MOYEBUHBI

WIA HMHCYIIU-

HOM)'.
Kenynouno- 3armop.
KUIIEYHbIE
HapyLIeHUs
Hapymenus 3yn KpanuBauia
CO CTOPOHBI (remepanuzo- | 2.
KOXH u BaHHBIN). Amnruone-
MOJIKO>KHBIX Koxnast BPOTHUYECKHUI
TKaHekH CBINB>, oTeK>.
Hapymenus | CHmwkxenue
CO CTOPOHHI | 0OBEMa
COCYyZ10B HUPKYITH-

pyromei

KpPOBHU

(OLIK)'.
Hapymenus Veenuuenue | Huzypus. TyGymno-
CO CTOPOHBI MOYEBBI/IE- WHTEPCTHUIIH-
MOYEK u nenus’. QJIBHBIH
MOYEBBIBO- HedpurT.
JSIIUX TyTel
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Jla6opa-
TOpHBIC U
UHCTPYMEH-
TaJbHbBIE

JaHHBIC

TloBbIICHHE
KOHIICHTpA-
LM JIMIINAJIOB
B 1a3Me

KpPOBH.

CHuxeHnue
CKOpOCTH
KITyOO4YKOBOM
buabTpa-

mun!.

IToBrIlIEHHE
KOHIICHTpa-
104707
KpeaTuHUHA
B Ia3Me
KpOBH'.
IloBpIIICHHE

reMaTOKPHTA.

1 — JlononuurenbHas nHGopMalys NpUBEICHA B Opa3ienax HIKe.
2 — Ha ocHOBaHMU JaHHBIX NOCTPETUCTPALUOHHOIO IPUMEHEHUS.

3 — Hab6mronaercs y manrieHToB ¢ C/] 2.

Onucanue OTACIBHBIX HCXCIATCIbHBIX [zeammﬁ

T'unoenuxemus

Yacrora THIOTIMKEMUU 3aBUCENAa OT MPUMEHSBIIEHCS CONMYTCTBYIOIIEH Tepanuu W Oblia
CXOJHOM y MalUeHTOB, NPUHUMABIIMX AMMOANIU(IO3UMH U Mianedo B BUAE MOHOTEpAINUHU, B
JIOTIOJIHEHUE K MET(POPMHUHY, K MHOTIMTA30HY ¢ MeThopMHHOM u 0€3, B JONOJHEHHE K
JMHATJIMIITUHY U MET(HOPMHUHY, a TaKKe B KaUeCTBE JONOJHEHHsI K CTAaHJAaPTHOMY JICUECHHUIO U
pU IPUMEHEHUH AMIarindo3nHa B KOMOMHAIIMK ¢ MET(HOPMUHOM y TAIMEHTOB, paHee He
MOJTyYaBIIMX MEJAMKAMEHTO3HOI'O JICUEHUs, 10 CPAaBHEHHUIO C IalMEHTaMH, MOJy4YaBIIMMHU
sMnariau@o3uH U MeTHopMUH B BUJIe MOHOTIpenapaToB. [IoBbIIIIEHHAS YaCTOTA TUMTOTIIMKEMHH
HabJII0Ja1ack MOocie MPUMEHEHUs 3MIaringI031Ha B JONOJHEHHE K METGOPMUHY U MpenapaTy
cynabporunmodeBuHbI (Ammariudao3us 10 mr: 16,1 %, smmarmudaozun 25 mr: 11,5 %, miane6o:
8,4 %), B nomoimHeHWe K 0Oa3ajlbHOMY HHCYJIHHY ¢ MeTGOpMHHOM U 0Oe3 MeTPpopMuHa, C
npernaparom cyibGoHUIMOUEBUHBI U 0e3 (amnarauduosun 10 mr: 19,5 %, smnarnudguiosun 25
Mmr: 28,4 %, nnane6o: 20,6 % B TeueHue 18 Hemenb IeUCHUS, KOTJa KOPPEKITUS J03bl MHCYIHMHA

He nomyckanachk; ammnaraudaosun 10 mr u 25 mr: 36,1 %, mnane6o 35,3 % B 78-HeneapHOM
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WCCIICJIOBAHNU), U B JIONOJHEHHE K HHCYJIWHY B PEXKHUME MHOTOKPATHBIX HMHBEKIUN C
MeTpopmMuHOM U 6e3 (ammnariudnozun 10 mr: 39,8 %, smnarnudnosun 25 mr: 41,3 %, nnamnebo:
37,2 % B Teuenue 18 Henenb JeUeHUs, KOTra KOPPEKUMS J03bl MHCYJIMHA HE JOIYCKAJach;
smmarymdosun 10 mr: 51,1 %, smnarmudao3un 25 mr: 57,7 %, niane6o: 58 % B 52-HeneabHOM
uccinenosanun). B uccnenopannsx XCH EMPEROR 0Obiia oTMeueHa cxoskast 4acToTa pa3BUTHS
TUNOTJIMKEMUAN  TIpU  TPUMEHEHWHM  TIpernapara B JIONOJHEHHE K  MPOU3BOIHBIM
CyNIb()OHMUIMOYEBUHBI WM UHCYIMHY (OMmaraudiao3ud 10 mr: 6,5 %, nnamebo: 6,7 %).
Taowcenas eunoznuxemus (cocmosnue, mpebyrouee MeOUYUHCKO20 BMeuamenbCmeda)

Pocta uucna ciydaeB pa3BUTHS TSDKEIOW THUIOTIMKEMUW HE HAOIIOMAIOCh TMPU TEPAUH
AMIArIM(IO3MHOM TI0 CPaBHEHHUIO C IUIANE00 B KAa4eCTBE MOHOTEPAIMH, B JIOMOJIHCHHUE K
MeThOpMHUHY, B JOMOJHEHHWE K METHOPMHHY U MPOU3BOJHBIM CYIb()OHUIMOUEBHUHBI,
MAOTIUTA30Hy ¢ METHOPMHUHOM WM 0€3, B JOMOJHEHNE K JIMHATIUNTHHY U METQOpPMHUHY, B
JIOTIOTHEHUE K CTaHJAAPTHOW Teparnuu U Mpu KOMOWHAIIMY SMIIaraugiao3uHa ¢ METPOPMUHOM Y
MaIlMEeHTOB, paHee He TMOJIYYaBIIMX TEpanuu, MO0 CPaBHEHUIO C TMAIMEHTaMH, MOJIyYaBIIUMH
smmariudao3uH U MeTpopmMuH B BHIE MoHompernaparoB. [loBbIIeHHas YacToTa TSDHKENOM
TUTNOTJIMKEMUN HAOJII0Jaach TOCHE MPUMEHEHUs SMIariu@o3nHa B JIOTIOJHEHUE K
0a3aJIbHOMY HMHCYJIUHY C MEeTQOpPMHHOM U 0e3, ¢ mpenapaTtoM CyIb(OHUIMOYEBHHBI U 0€3
(ommarmudnosud 10 mr: 0 %, smnarnudnosun 25 mr: 1,3 %, mnane6o: 0 % B Teyenue 18-
HEJENBHOTO JICYSHHsI, KOTJla KOPPEKIHs M03bl MHCYJIMHA HE JOIMYCKalach; dMMariu(Io3nH
10 mr: 0 %, smmarnudnoszun 25 mr: 1,3 %, mnanebo: 0 % B 78-HeaeIbHOM HCCIEI0BAaHNUN), U B
JIOTIOJIHEHUE K WHCYJIUHY B PeXHME MHOTOKpaTHbIX nHBbeKImi (MDI) ¢ merdhopmunom u 6e3
MerhopmuHa (3mmariaudiao3ud 10 mr: 0,5 %, smnaraudao3un 25 mr: 0,5 %, wianebo: 0,5 % B
Te4eHHe 18-HeAempHOrO JIeYeHMs, KOTJa KOPPEKIHs JJ03bl WHCYJIMHA HE JO0MYyCKalach;
smmarymdmosun 10 mr: 1,6 %, smnariudiosun 25 mr: 0,5 %, nmnane6o: 1,6 % B 52-HeneapHOM
nccnegosannn). B uccnenosanuax XCH EMPEROR, Tsokenas rHnorjimkeMust Ha0JIr01ajgach ¢
OJIMHAKOBOW 4acToTol y marnueHtoB ¢ CJI, KoTopsie mosydanu sMmarin@io3nH u mianedo B
KauecTBE JIOMOJHEHUS K TPOU3BOIHBIM CYJIb()OHUIMOUYEBUHBI MM UHCYIHHY (AMIarinQIIo3un
10 mr: 2,2 %, imane6o: 1,9 %).

Kanouoosuwiii 8ynveosacunum, 6ynveosacunum, Oaianum u opyeue 2eHumaivHbvle UH@exkyuu
Kanaumo3Helii ByJIbBOBaruHUT, BYJIHBOBATMHHUT, OAJIAHUT U JAPYTrUE€ TCHUTAIbHBIE HH(EKIHH
HaOJII0AJIMCH Yallle Y MaIleHTOB, Moay4daBmux smnariauduosun (ommariudiaosud 10 mr: 4,0 %,

smnariaudiosus 25 mr: 3,9 %) no cpaBHeHuto ¢ rpynmnoi miane6o (1,0 %). Takue undexuuu
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qamie OTMEYaIUCh Y JKEHIIMH, TMOJYYaBIIUX SMIArIU(IO3WH, O CPAaBHEHUIO C TPYIIOH
1anefo, a pa3IMyue B 4aCTOTE Y MY>KUMH ObLIIO MEHEE BEIPKEHHBIM. | eHUTaIbHbIC HH(DEKIHH
HOCUJIM cIa00BBIPAKCHHBIM WM yMmMepeHHbIH Xapaktep. B uccnenoBanusx XCH EMPEROR
gacToTa Takux WHQeKiuil Obuta Bbime y manueHtoB ¢ CJI (ammarmudnosun 10 mr: 2,3 %;
wiane6o: 0,8 % ), mo cpaBHeHUIO ¢ Tpymnmoil manueHToB 6e3 C/I (ammnarnudunosun 10 mr: 1,7 %,
miare6o: 0,7 %) npu Tepanuu SMIAriugI03HHOM B CPaBHEHUH C TUIAIE00.

Veenuuenue moueswvroenenus

VYBenuueHne MOYEBBIACICHUS (BKJIIOYAs TaKWe CUMITOMBI, KaK TOJUIAKAYpHUs, TOJIHYPHS,
HUKTYpHs) HAOJIIOANIOCh Yallle y MalMeHTOB, MPUMEHSBIIUX SMrariu@o3us (B no3e 10 mr:
3,5 %, B noze 25 mr: 3,3 %), no cpaBHeHMIO ¢ Tpymmoi manedo (1,4 %). YBennuenue
MOYEBBIJICTICHHS] ObLJIO B OCHOBHOM JIETKOM WJIM CpPeIHEW MHTEHCUBHOCTH. YacToTa pa3BUTHUS
HUKTYpUHM Obljla COTIOCTaBMMa B TPYIINE MAlMEHTOB, NMPUHUMABIIUX IUIale00 W B TPYIIIE
MaIlyMeHToB, NMpuHUMaBmuX sMmmnarmmduosun (< 1 %). B uccnenoBannax XCH EMPEROR,
YBEJTUYCHHE MOYEBBIBEHUSI HAOII0IAJIOCh C OJMHAKOBOW YaCTOTOM y MAallMEHTOB, TOJYyYaBIINX
smmariudao3uH u B rpynne mianedo (Ammnarnudmaosun 10 mr: 0,9 %, mnane6o: 0,5 %).
HUnghexyuu mouesvisooawux nymet

OOmas yactota pa3BUTHUA HMH(MEKIHMA MOYEBBIBOAAIIMX ITyTeH, 3aperduCTPHUPOBAHHBIX Kak
HEeXeJaTeNbHbIE SBJICHUA, ObLTa CXOHOW y MallUeHTOB, MOJTYYaBIIUX AMIATIUGIO3UH 25 MT U
mwrane6o (7,0 % wu 7,2 %, COOTBETCTBEHHO), HO BBIIIE Yy NAIMEHTOB, IOJIY4aBIIUX
smmariudaosun 10 mr (8,8 %). Taxke kKak U B ciiydae NMpUMEHEHUs Iuianebo, MHGEKIuu
MOUEBBIBOSIINX MyTEH dYalle OTMEYAIUCh y MAlMEHTOB, IMOJYYaBIIMX ASMOAriau(IIO3uH, C
XPOHHUYECKUMHU WA PEIHUIUBUPYIOUIUMH HH()EKIMSIMH MOYEBBIBOAAIIMX IyTeH B aHaMHE3e.
NHTeHCUBHOCTD (JIeTKas, yMepeHHas, Tspbkenas) MH(EKIUHA MOYEBBIBOSIIMX MyTed ObLia
CXOAHOM y TAalMEeHTOB, MPHUHUMAOIUX HSMOarauduosuH u 1iane6o. Wubekuun
MOUEBBIBOSIINX IMyTeH Yalle OTMEUYAIHMCh Yy >KCHIIMH, MOJIYYaBIIUX ASMOArauQIIO3uH, MO
CPaBHEHUIO C TPYIION TU1anedo; pa3induii ¢ 1ianedo B TPYIe MYXYHUH BBISIBJICHO HE OBLIO.
CHuoiceHue ob6vema yupKyaupyrowe Kposu

Oobmas yacrota cHmwkeHnuss OLIK (Bkmtouas cHmwkenue AJl (B aMOyJaTOpHBIX YCIOBUSIX),
cHWXKeHHe cucrommueckoro AJl, 06e3BoKMBaHUE, apTEPUATIbHYIO THIIOTEH3HIO, THIIOBOJIEMHUIO,
OpPTOCTAaTHYECKYI0 THUIOTEH3WI0 ©u OOMOpOK) ObUIa CXOAHOM B cllydyae MPUMEHEHUs
smmariudaosuna (B go3ze 10 mr: 0,6 %, B mo3ze 25 mr: 0,4 %) u mane6o (0,3 %). YacroTa

PpasBUTHA THUIIOBOJICMHMU IIOBbIIAJACH Yy HNAOHUCHTOB CTapuic 75 JICT, IIOJIy4YaBIIHUX
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smmarymdnosun 10 mr (2,3 %) wim smnaraudao3ud 25 mr (4,3 %) mo cpaBHEHUIO C TUIae0o
2,1 %).

CHuoicenue cxkopocmu  knyboukosou guivmpayuu (CK®@) u noegvluenue KoHyeHmpayuu
KpeamuHnuna 8 niame Kposu

OO1mras yacToTa MOBBIIICHUSI KOHIIEHTPALMU KPEaTHHHHA B I1a3Me KpoBH U cHmkeHuss CKD y
MaleHToB Obljla cXoXa i sMmmarimdio3nHa u 1mianedo (MOBBIIICHUE KOHICHTPAIMH
KpeaTuHWHa B TuIazMe KpoBu: smmariaudiaosus 10 mr 0,6 %, smnarmuduosun 25 mr 0,1 %,
miare6o 0,5 %; camwkenne CK®: smmarmudnosun 10 mr 0,1 %, smnarmudiao3ud 25 mr 0 %,
miare6o 0,3 %). HauanpHOE MOBBINIEHWE KOHIIEHTPAIIMN KPEaTUHUHA W HAa4aJIbHOE CHIDKCHHE
CK® y manueHTOB, MOJy4aBIIUX SMOArIUQIIO3UH, ObUIM B LEJIOM KPAaTKOBPEMEHHBIMU TPU
HEIMPEPHIBHOM JICYEHUH WIM OOpaTUMBIMH IOCJIE€ OTMEHBI JedeHus. COOTBETCTBEHHO, B
uccinenoBanun EMPA-REG OUTCOME, y mnamueHTOB, MOJYYaBIIMX AMOAriaudIo3uH,
nepBoHauaibHO oTMedasoch cHkeHne CK® (cpennee uamenenue: 3 mu/mun/ 1,73 M2). 3aTeM
CK® coxpansiiach Ha OJJHOM ypoBHE Mpu npoaosnkennn jiedenus. Cpenusis CK® BosBparnianach
K UCXOJTHBIM YPOBHSIM TOCIIE OTMEHBI TEPANHH, YKa3bIBask HA TO, YTO OCTPhIE TEMOJIMHAMHYECKHE
W3MEHEHHUSI MOTYT UIpaTh POJb B JAHHBIX U3MEHEHHUAX (PYHKIIUM MOYEK. DTO SBIICHUE TaKXKe
naomoganock B uccienopanusx XCH EMPEROR u uccaenosanuu EMPA-KIDNEY.
Tlosvluenue konyenmpayuu 1UnUO08 8 CblBOPOMKe KPOBU

CpenHuii TPOIEHT YBEIMYECHUS 10 CPABHEHHIO C HCXOJHBIM YPOBHEM IPH TNPUMEHEHUU
smmariudaosuna 10 Mr u 25 M 110 CpaBHEHHIO C 1U1ae60, COOTBETCTBEHHO, COCTABIISII: OOIIHIA
xonectepud — 4,9 % u 5,7 % 1no cpaBHeHuto ¢ 3,5 %; xonecrepun JIIIBII — 3,3 % u 3,6 % no
cpaBuennto ¢ 0,4 %; xomecrepun JIIIHIT — 9,5 % u 10,0 % mo cpaBuenurwo ¢ 7,5 %;
Tpurnuuepuabl — 9,2 % u 9,9 % no cpasuenuto ¢ 10,5 %.

Veenuuenue cemamoxpuma

Cpennue u3MeHEeHUs] TeMaTOKpUTa OTHOCUTENIbHO HCXOIHOTO YPOBHS cocTasisiiau 3,4 % u 3,6 %
MpU IPUMEHEHHUH SMITariuguio3nHa B jgo3e¢ 10 Mr u 25 Mr, COOTBETCTBEHHO, TI0 CPAaBHEHUIO C
0,1 % B cnyuae mnane6o. B uccnenoanuu EMPA-REG OUTCOME 3Hauenusi reMaToKpuTa
BO3BpAIIAJIMCh K UCXOJHBIM B TCUCHUE NEPHOJIa HAOJIOICHUS MPOIOJDKUTEILHOCTRIO 30 aHEH
MOCJIe MIPEKPAIICHHS JICISHHUSI.

JleTn 1 HoapOoCTKU

B uccnenoannn DINAMO npunsumm yaactue 157 nereit B Bozpacte 10 net u crapme ¢ C2, u3

KOTOpBIX 52 ManueHTa Mojydanu sMiaraudiao3ut, 52 — quHarmunTud U 53 — mianebo (cm.
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paszaen 5.1). B mnane6o-koHTponupyemoii (haze Haubosee yacroit HP Obuta runornvkemust (B
o0beuHeHHOH rpymnne smnariaudaosuna 10 mr u 25 mr: 21 %, B rpynne miaunebo: 9,4 %). Hu
OJJHa M3 3TUX peakuuil He Oblaa TsHKeIoW M He TpeOoBaja JOMOJHUTEIBHON MeTUIMHCKON
MIOMOIIY IS TTALUEeHTA.

B nenom, npo¢uis 6e30macHOCTH y JieTeit ObLUT CXOAHBIM ¢ TpoduiieM 6€30IaCHOCTH Y B3POCIIBIX

maruerToB ¢ CJ1 2.

COO6H.I€HI/I€ O IMOAO03PEBACMBIX HCKCIIATCIIbHBIX PCAKITHMAX

Baxxno cooOmare 0 T10M03peBaEMbIX HEXKENATEIbHBIX PEAKIUAX TII0CJIE€ PETUCTPAINH
JIEKapCTBEHHOTO Tpernapara ¢ Mejbio 00SCIeUCHHs HEPEPHIBHOTO MOHUTOPHHTA COOTHOIIICHUS
«T0JIb3a — PUCK» JIEKAPCTBEHHOTO TMpemapara. MeaunuHCKUM pabOTHHUKAM PEKOMEHIyeTCs
coo0marp 0 JHOOBIX MOJ03PEBAEMBIX HEKENIATENbHBIX PEAKIMAX JIKAPCTBEHHOTO Ipernapara
Yyepe3 HallMOHAIBHBIE CHCTEMbI COOOIIEHHUSI O HEXKENATEIbHBIX PEAKIUAX TOCYapCTB — YICHOB
EBpazuiickoro 3koHOMHUYECKOT0 COr03a.

Poccuiickas ®enepaiusi.

®denepanpHas ciryx0a 1Mo Haa30py B cepe 3ApaBOOXpaHEHUS.

Anpec: 109012, r. Mockga, CnaBstHckast Tuiomass, a. 4, ctp. 1.

Tenedon: +7 (800) 550-99-03

DnextpoHHas noyta: pharm @roszdravnadzor.gov.ru
Caiir B WH()OPMAITMOHHO-TEJIEKOMMYHUKAITMOHHON CeTu «HTEepHeT»:

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

4.9. Ilepeno3upoBka

CHMITTOMBI

Bo BpeMmsi mpoBeneHHS KOHTPOJIHMPYEMBIX KIMHUYECKHUX HCCIECIOBAaHUN OJIHOKpATHBIE O3Bl
smnarauduo3una, gocturasiire 800 Mr y 370pOBBIX JOOPOBOJBIEB, © MHOTOKPATHBIEC J03bI,
nocturasmue 100 mr y manmentoB ¢ CJI 2, He MposBIsUIM TOKCHYHOCTH. HalOmromaBmieecs
yBEIMYEHHE 00beMa MOUYHM HE 3aBUCENIO OT BEJTMUMHBI JIO3bl U HE OBUIO KIMHUYECKU 3HAYHMBIM.

JlaHHble O TPUMEHEHWH Y 4deloBeka 103 »smnaraudiao3uHa, mpessimatomux 800 wr,

OTCYTCTBYIOT.
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Jleuenue
B ciywae nepeno3upoBKM JIEUEHHE MOHKHO IMPOBOAUTHCS COOTBETCTBEHHO KIMHUYECKOMY

COCTOSAHMIO ITIalIMCHTA. BBIBG,I[GHI/IG 3MHaFJ’II/I(1)J'IOSI/IHa C IMIOMOLIBIO TEMOAHAJIN3a HE N3Yy4aJIOCh.

S. ®APMAKOJOT'MYECKUE CBOMCTBA

S.1. DapMaKOAMHAMHMYECCKHE CBOCTBA

dapmakoTepaneBTHUECKass TpyImma: CpeacTBa s JIGYEHHs  caxapHOro jauabera;
TUIOTJIMKEMUYECKHE  CPEJICTBA, KpPOME HMHCYJIMHOB; WHTHOUTOPHl  HATPUH3aBUCHUMOTO
MIEPEHOCUNKA TJIFOKO3bI 2-T0 THIIA.

Kon ATX: A10BKO03

MexaHu3M AeicTBUS

OMnarnugo3uH SBISETCS OOpPaTUMBIM, BBICOKOAKTHBHBIM, CEJIEKTHUBHBIM M KOHKYPEHTHBIM
uaruouropom SGLT2 ¢ BenmuunHON KOHIIEHTpAIUU, HEOOXoaumon aiist naruouposanust 50 %
aktuBHOCTH (hepmenTta (ICso), paBHoii 1,3 HMomb. CenextuBHOCTS dMnaraudaosnna k SGLT2 B
5000 pa3 mpeBbIIAET CENEKTUBHOCTh K HATPUI3aBHUCHMOMY IMEPEHOCUMKY TJIIOKO3bI | THIa
(SGLT1), orBeTcTBEHHOMY 32 aOCOPOIIHIO TIFOKO3bI B KUIIICUHHUKE.

Kpome Toro, ObI10 YyCTaHOBJIEHO, YTO AMOATIUGIO3UH 00a/1aeT BBICOKOW CEEKTUBHOCTHIO B
OTHOILIEHUHM JPYTUX IEPEHOCUMKOB TJIIOKO3bl, OTBETCTBEHHBIX 3a TOMEOCTa3 TIJIOKO3bl B
Pa3IMYHBIX TKAHSIX.

SGLT2 sBnsieTcsi OCHOBHBIM O€JIKOM-IIEPEHOCUYMKOM, OTBETCTBEHHBIM 3a peabcopOruio
TJIFOKO3BI U3 TIOYEUHBIX KIIYOOYKOB 0OpaTHO B KPOBOTOK.

OMnarnugIIo3rH yIyqlaeT TIMKeMUYeCKUi KOHTPOIIb Y nmanueHToB ¢ C/] 2 myTeM yMeHbIIeHUs
peabcopOuun TII0K03bI B MOYKax. KoMu4ecTBO TIHOKO3bI, BBIACIIIEMON MOYKAMHU C TOMOIIBIO
3TOr0 MEXaHU3Ma, 3aBHCHT OT KOHIIEHTpAlUU TIIOKO3bl B KpoBu M CK®. MHrubuposaHue
SGLT2 y manmentoB ¢ CJ[ 2 u runeprivkeMueld IpUBOJUT K BBIBEICHUIO M30BITKA TIIFOKO3BI
MOYKAMHU.

B xo/1e ueTpipexHeIeNbHbIX KIMHUYECKUX UCCIIeI0BaHUM ObIJIO YCTAHOBJIEHO, YTO Y MAlMEHTOB
¢ C/I 2 BeIBeeHME TIIIOKO3bI MOYKAMH YBEIUYHMBAJIOCH Cpa3y K€ IMOCJIe MPUMEHEHUs MEPBOU
n0361 AMMarando3una; 3TotT 3G(EeKT NmpoaoHKaIca Ha TMPOTSHKEHUH 24 4acoB. YBEITUYCHHE
BBIBE/ICHUS TJIFOKO3bl MTOYKAMU COXPAHSJIOCH JI0 KOHIIA JICUEHUS, COCTABIISISI TP PUMEHEHUH

smmariidao3rna B g03e 25 Mr 1 pa3 B cyTkH, B cpefHeM okosio 78 r/cyt. Y namuentos ¢ CJ1 2
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YBEJIMYEHHE BBIBEICHUSI TJIOKO3bl TIOYKAMU TPUBOAMWIO K HEMEJICHHOMY CHU)XCHHIO
KOHIICHTPAIIMH TJIFOKO3bI B TJIA3ME KPOBH.

OwmnarnudnosuH (B 1o3e 10 Mr u 25 Mr) yMmeHbIIaeT KOHIICHTPAIMIO TIIOKO3bI B I1a3Me KPOBU
KaK B ClTy4yae MpueMa HaTOIIAK, TAK U MOCIIE €JIbI.

Mexanu3M aeicTBUsl dMMariaudao3nHa He 3aBUCHT OT (YHKIIMOHAIBHOTO COCTOSHUSI OeTa-
KJIIETOK TO/DKETYA0YHOH Kee3bl 1 MeTa00IM3Ma HHCYIIMHA, YTO CIIOCOOCTBYET HU3KOMY PUCKY
BO3MOKHOTO  pPa3BUTHUS THUIOIVIMKEMUU. bBBUIO OTMEYEHO TMOJO0XKHUTEIbHOE  BIIHUSHHE
sMnariau@o3uHa Ha CypporaTHeie MapKepbl pyHKIHUM O6eTa-KiIeTok, BKiatovas naaekc HOMA-B
(Monenb Ui OIEHKHM roMeocTasa-f) M OTHOIICHHWE MPOMHCYJIMHA K MHCYNIHHY. Kpome ToOrO,
JIOTIOJIHUTENILHOE ~ BBIBEJCHUE TJIOKO3bl IMOYKAMH BBI3BIBACT MOTEPI  KAJIOPHUM, YTO
COIIPOBOXKJIAETCSI YMEHBIIEHHEM OObeMa JKUPOBOM TKAaHM M CHIKEHHEM MAacChl Teja.
['mroko3ypus, HaOmojaromascs BO BpeMs MPUMEHEHUS SMIariuQuio3nHa, COINPOBOXKIACTCS
HEeOO0JIBIINM YBEJIIMUEHUEM JUYype3a, KOTOPbIH MOKET ClIOCOOCTBOBAaTh YMEPEHHOMY CHUKEHHUIO
ALl

OMnarmugIo3uH TakkKe CHUXKACT peadCopOInio HATpUsS M YBEJIMYUBAET JOCTABKY HATPHS K
JMCTaJIbHBIM KaHaJbIaM. JTO MOXET OKa3bIBaTh BIUSHUE Ha PsiJi PU3HOJIOTHUECKUX (DYHKIHH,
BKJIFOYAsi, TOMUMO TPOYETO, YCUIICHHE 0OPaTHON KaHAIbIIEBO-KIIyOOUKOBOW CBSI3H M CHHKEHHE
BHYTPUKJIYOOUKOBOTO J1aBJICHMs, CHW)KEHHME KaK NpeJ-, TaK W IOCTHAarpy3Kd Ha cepue,
CHIDKEHUE CHUMITATUYECKON aKTHBHOCTH M CHM)KCHUE HAMPSKEHHS CTEHKH JIEBOTO JKEITYJ04YKa, O
YeM CBHUJETENbCTBYIOT Oonee Hu3kue 3HaueHus NT-proBNP, uyto Moker oka3bIBaTh
MOJIOKUTEIIGHOE ~ BIMSIHUE HAa PEMOJCIMPOBAHUE CEPAlLA, JIaBIICHUE HAIMOJHEHUS W
JIMACTOJIMYECKYI0 (YHKIHIO, @ TaKXKe COXpaHEHHE CTPYKTYpbl W (QYHKIMH movek. [[pyrue
3¢ (deKThl, Takue Kak MOBBIIICHHE TeMAaTOKPUTA, CHWKEHHE Macchl Tena U AJl, MOTYT BHOCHUTD
JIOTIOJTHUTEIIbHBIN BKJIAJ] B CEPACYHO-COCYIUCTHIE U MOYCYHBIE YPPEKTHI.

Kimmanyeckas 3 heKTUBHOCTE M 0€30I1aCHOCTh

Caxapnuiti ouabem 2 muna

B KJIMHHYECKMX HCCICIOBAHUAX, TJI€ NMPUMEHSJICS SMIArau(IO3MH B BHIE MOHOTEpPAITUH;
KOMOWHHPOBAHHOW Tepanuu ¢ MeTPOPMUHOM; KOMOMHUPOBAHHOM Teparnuu ¢ METHOPMHUHOM Y
MAaIMeHTOB C BIepBbie BhIABACHHBIM CJI 2; KOMOMHHPOBAHHOHM Tepamuu ¢ MET(HOPMUHOM H
MPOU3BOJHBIM  CYJIb()OHHIMOYEBUHBI, KOMOWHHPOBAHHOW Tepamud C THOTJIMTA30HOM +
MeT(HOPMHUH; KOMOWHHPOBAHHOW TEPAlMU C JIMHATJIWIITHHOM Y TAIMCHTOB C BIIEPBbIC

BbIsIBIEHHBIM C/ 2; KOMOMHUPOBAHHOM TepaIuy ¢ JIMHATIUIITHHOM, J100aBISBIINMCS K TEpAIUU
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MET(GOPMHUHOM; B CpPaBHEHHUHU C IUIae00 y TMAIUEHTOB C HEAJICKBATHBIM TJIUKEMHUYECKHM
KOHTpOJIeM Ha (pOHE mpueMa JIMHATJIMIITHHA U METPOPMHUHA; KOMOMHHPOBAHHOW TEparuu C
MeTHOPMHUHOM B CpaBHEHHWHW C TJIIMMEHUPHJIOM (JIaHHBIE 2-JICTHETO HCCIICAOBAHMS);
KOMOMHHUPOBAHHOM TEeparuu ¢ MHCYJIWHOM (PEKHM MHOTOKPATHBIX WHBEKIMA MHCYJIHMHA) +
METPOPMUH; KOMOMHHPOBAHHOW Tepanmuu C Oa3abHBIM HHCYJIMHOM; KOMOMHHUPOBAaHHOM
teparmuu ¢ uaruoutopom JII1-4, MmeTpopMuHOM + TpYyroil rUMOTIMKEMUYECKHIA TIEpOPaTbHBIHI
JIEKapCTBEHHBI  TpemapaT OBLIO  JIOKAa3aHO  CTAaTUCTUYECKH  3HAUYMMOE  CHUKEHHUE
TIIMKUPOBaHHOTO remoriobuna (HbAlc), ymeHblieHHE KOHIEHTPAIMU TIIOKO3bI ILUIA3MBI
HATOIIlaK, a TaK)Ke CHIDKeHue AJl 1 Macchl Tena.

Cepoeuno-cocyoucmsiii puck

B xoxe xnuHuyeckoro wuccinenoBanuss EMPA-REG OUTCOME wusyuanocs BiMsiHUE
sMmarindio3rHa Ha YaCTOTY CEPJIEYHO-COCYUCTHIX cOObITHH y mareHToB ¢ CII 2 1 BBICOKUM
CEPJICYHO-COCYTUCTHIM PUCKOM (OTIPEICICHHBIM KaK HaJU4ue XOTs Obl OJHOTO U3 CIEIYIOIINX
3aboneBanuii u/mim cocrosiuuii: UBC (MHpapkT MuOKapma B aHamMHe3e, IIYHTHPOBAHHE
kopoHapHbix aprepuii, UBC ¢ nopaxenuem ogHoro koponapaoro cocyna, UbC ¢ nopaxenuem
HECKOJIbKUX KOPOHAPHBIX COCYJIOB), UIIIEMUYECKUI UITK TeMOpParn4ecKuii HUHCYJbT B aHAMHE3E,
3a0oyieBaHUsl MEPUPEPUUYECKUX apTepHil C CHMITOMATUKONM wiu 0e3), MOJy4arouux
CTaHJIAPTHYIO TEPANUIO, KOTOpasi BKJIKOYaja FUIOTJIMKEMUYECKUE Npenaparbl U MpenapaThl Jis
JICYEHUSI CEePJCUYHO-COCYIUCThIX 3aboyieBaHuil. B KadecTBe NEpBHYHOW KOHEYHOH TOYKH
OIICHUBAJIMCH CIIy4aW CEPJCYHO-COCYTUCTON cMepTH, MH(papKkTa MHOKapjaa 0e3 JeTaabHOro
UCXOJa W MHCYyNbTa 03 JIETANbHOTO HMcXoja. JlOMONHUTENFHBIMUA 3apaHee OIpeleICHHBIMU
KOHEYHBIMH TOYKAMH OBLIM BBIOpAHBI CEPJICYHO-COCYIUCTAass CMEPTh, OOIIass CMEPTHOCTb,
pa3BuTHE HePpPOMATUU WM TMPOTPECcCUpyIollee yXyaIeHne HepponaTiu, TOCIUTATIU3AIUS 0
MOBOJIY CEPJIEYHON HETOCTATOYHOCTH.

OMnarnudio3uH  yaydiiaa — OOI[yrd BBDKMBAaGMOCTh 34 CYET CHIDKCHHUS — CIIy4aeB
CEPJIEYHO-COCYITUCTOM CMEPTH W CHWXKAJI PUCK TOCHUTAIM3ALMK MO IOBOAY CEPACYHOM
HeocTaTouHOCTH. Takxke B Xone knmuHndeckoro uccienoBanus EMPA-REG OUTCOME 6510
MMOKa3aHo, YTO OSMNArau(iO3WH CHWXAJT PHUCK BO3HUKHOBCHHS HedpomaTuv  WIH
MPOTPECCUPYIOIETO YXYAIICHUs HeQPOTIaTHH.

Y manMeHToB € MCXOJHOW MakpoalbOYMUHYpPHEH YCTaHOBJICHO, YTO HSMIAriu(IoO3uH
CYIIECTBEHHO 4Yallle IO CpaBHEHUI0 C TIUIaled0 NPUBOIWI K YCTOMYMBOHM HOPMO- WIIH

MuKpoanbOymunypuu (otHomenue puckos (OP) 1,82 [95 % 11U 1,40; 2,37]).
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Cepoeunas nedocmamouHocms

PangoMusupoBaHHoe,  [BOWHOE  ciemnoe,  IJIane00-KOHTPOJIUPYEMOE  HCCICIOBaHHE
(EMPEROR-Reduced) 66110 poBeneno ¢ yuactueM 3730 nmaruenToB ¢ XCH (pyHKUIMOHATBHBIE
kinaccel II-IV mo knmaccudukanmu NYHA) um camwkennoit @BJIK < 40 % g oneHkH
3¢ (HeKTUBHOCTH M 0€30MacHOCTH MPUMEHEeHHs dMmarirdao3nHa B 1o3e 10 mr 1 pa3 B cyTku B
nonoiaHeHue k cranaaptHor tepanun XCH. [lepBuyHOI KOHEUHON TOYKOM SBISIOCH BPEMS J10
MEPBOTO TOATBEPKJIECHHOTO Cydasi CEpJIeYHO-COCYJIUCTOM CMEPTH WJIM TOCIUTAIU3alUU TI0
MOBOJYy CEpPACYHOW HEJOCTATOYHOCTH. B KauecTBE BTOPUYHBIX KOHEUYHBIX TOYEK OBLIH
BKJIFOYEHBI OOIIEe YMCIIO CIy4aeB TOCHUTAIM3AIMHU TI0 TIOBOJY CEPACUYHON HEIOCTATOYHOCTH
(epBoii ¥ MOBTOPHBIX) U HAKJIOH KpuBOW n3MeHeHus: CK® oTHOCHUTEIBHO UCXOJHOTO YPOBHS.
B nauane uccnenoBanusa tepanust XCH Britouana uaruoutopsl AIID/6mokaTopsl pernenTopos
anrnoreH3uHa [I/komOuHaIuio OJOKaTOpPOB pernenTopoB aHruoTeHsnHa Il u HempuausnHa
uaruouropa (APHU) (88,3 %), Oera-agpenobnokaropsl (94,7 %), aHTarOHUCTHI
MUHEPATOKOPTUKOMAHBIX penentopoB (71,3 %) u nuyperuxu (95,0 %). Beero 1863 namuenta
OBUTM paHJOMHU3HPOBAHbI JUIid TojdydeHus smnariudiosuHa 10 mr (mmane6o: 1867) wu
HaxXOIMJIUCH 1101 HAOII0IeHUEM ¢ MetaHoi B 15,7 mecsiieB. Mccnenyemas monyssius cocTosiia
u3 76,1 % myxuuH u 23,9 % >xeHUIMH, CpeTHUi BO3pacT cocTaBisii 66,8 roaa (nuamas3oH: 25 —
94 roma), Bo3pact 26,8 % manmeHToB cocTaBisul 75 sner u Oornee. 70,5 % wuccnemyemoit
MOMYJSIIUKA OBLIM JUIAMH eBporeonaHoi pacel, 18,0 % — moHronouaHoit pacel u 6,9 % —
HErpouaHONW packl win adpoamepukanmamu. l[lpu pangommszamuu 75,1 % mnanueHTOB
COOTBETCTBOBAIN (pyHKIMOHAIBHOMY Kiaccy I mo knaccupukamu NYHA, 24,4 % — xnaccy 111
u 0,5 % — knaccy IV. Cpennee 3nauenune ®BJIK cocrasnsno 27,5 %. B nauane ucciaenoBanus
cpennee 3Hauenne CK® cocrasmsamo 62,0 mu/mun/1,73 Mm%, a MeauaHa COOTHOILECHUS
anp0ymun/kpeatuuH B Moue (CAKM) — 22 mr/r. [lpumepHo y monoBuHbI naiueHToB (51,7 %)
CK® cocrasmsna > 60 miu/mun/1,73 M2, y 24,1 % — ot 45 1o < 60 m/mun/1,73 M2, y 18,6 % — ot
30 go < 45 ma/mun/1,73 M> u 'y 5,3 % — or 20 no < 30 mu/mun/1,73 M2 Dmnarnuduozun
MPOJIEMOHCTPUPOBAJ MPEBOCXOJCTBO IO CPaBHEHHIO ¢ TIUIalebo B CHIKCHHH pHUCKA
CEPJICYHO-COCYTUCTON CMEPTU WJIM TOCMUTAIU3ALUU 110 MOBOAY CEPACYHON HEIOCTATOYHOCTH
(OP 0,75,95% AU (0,65; 0,86), p <0,0001). Kpome Toro, sMnariugio3uH 3Ha4UMO CHIKAJ PUCK
rocnuTanu3aluuy (MepBod M MOBTOPHBIX) MO MOBOAY cepiaeuyHoil Hepocratounoctu (OP 0,70,
95% N (0,58; 0,85), p = 0,0003) u 3naunmo 3amemisui cHmwkeHne CK® (pasHuia mexmy

rpynnamu nedenns 1,73 mu/mun/1,73 m? B mons3y smnarmudiiosuna, p <0,0001). Pesynbrars! B

23



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 27.11.2025 N= 23530
(NOCNEOCBATENEHOCTE 0004)

OTHOIIIEHUH TIEPBUYHON KOMOWHUPOBAHHOW KOHEYHOH TOYKH B IIeJIOM cooTBeTrcTBOBasin OP
MeHee | B mpeaBapuTeNbHO ONPEEICHHbIX NoArpynnax, Bkiatovas nanqueHToB ¢ XCH ¢ CI1 2 u
0e3 Hero, ¢ HapymeHueM QyHkiuu nmovek (co cHmwkenneM CK® mo 20 mu/mun/1,73 M?) u 6e3
Hero. Bo Bpemst tepanuu cHmwkenne CK® B AMHAMHKE MPOUCXOAUIIO MEMJIEHHEE B TPYIIIE
sMHariauQIIo3uHa Mo CPaBHEHUIO ¢ rpymnmnoii mianedo. Tepanus smmarnidao3uHoM B 1o3e 10 mr
3HaYMMO yMeHbInana ckopoctb cHmxkeHns CK®, u nanusrit a3¢ ekt ObUT 0THOPOJIHBIM BO BCEX
MPEBAPUTEIBHO OIPEJEICHHBIX MOArpyNNax. Y IMalueHTOB, MOJIYYaBIINX AMMArIA(IO3HH,
orMeuany HavyajabHoe cHmkeHue CK®, xkoTopas mpakTH4YeCKH BO3BpallajlaCh K HUCXOJHOMY
YPOBHIO II0CJIE€ MPEKpAaIleHUs JeUEHUs, YTO CBUIETEIbCTBYET O TOM, YTO OCTpPbIE U3MEHEHUS
CK® non BmusHMeM >Smmariu@io3uHa MOTYT OBITh OOYCIOBICHBI T'€MOJWHAMHUYECKUMU
W3MEHEHUSIMHU.

PangomusupoBanHoe,  J1BOiiHOe  ciemoe,  IJ1ane00-KOHTPOJIMPYEMOE  HCCIe0BaHHe
(EMPEROR-Preserved) ©Opimo mpoBeneno ¢ ydactueM 5988 mamumentoB ¢ XCH
(bynkumonanbubie kiaccsl II-IV no kmaccuduxamum NYHA) u coxpanennoit ®BJIK > 40 %
TUTsT O1IeHKH A((HEKTUBHOCTH U O€301aCHOCTH TpUMEHEHUs smmariaudio3uHa B 1o3e 10 mr 1 pas
B CYTKH B JIOTIOJIHEHHE K CTaHJAapTHOU Tepanuu. [lepBUUHON KOHEYHOMN TOUKOM SIBIISIIIOCH BPEMS
JI0 TIEPBOT'O MOATBEPKACHHOIO CIIydasi CEpACUHO-COCYAUCTON CMEPTH MJIM TOCHUTAIU3ALMH 1O
MOBOJy CEpACYHOW HEJOCTaTOYHOCTH. B KauecTBe BTOPHUYHBIX KOHEYHBIX TOYEK OBLIH
BKJIFOUEHBI O0IIl€e YMCIIO CIy4yaeB TOCIHTAIM3AIMA MO MOBOJY CEPJCUYHON HEAOCTATOYHOCTH
(mepBO# U MOBTOPHBIX) M HAKJIOH KpuBOH n3MeHeHUs: CK® OTHOCHUTENIBHO UCXOHOTO YPOBHSI.
B nauane uccnenoBanus tepanusi XCH Britouana uHruouTopsl AIID/6okaTops! penentopos
anrnoteH3nHa [I/komOunaruto 6mokatopoB APHU (80,7 %), Gera-aapenodmokaTopsl (86,3 %),
AQHTarOHUCThl MHUHEPATOKOPTUKOUAHBIX peuentopoB (37,5 %) mu auypetuku (86,2 %). Beero
2997 nanueHToB ObUIM paHJOMHU3HMPOBAHBI sl Mony4eHus ammariauduo3una 10 mr (miamebo:
2991) 1 HaxOAMIMCH MOJ HAOIIOACHUEM C MeIHaHol B 26,2 mecsua. Mccnenyemas momysiust
cocrosina u3 55,3 % wmyxuuH u 44,7 % XKeHlMH, cpelHul Bo3pacT coctaBisl 71,9 roma
(mmamazon: 22 — 100 ner), Bo3pacT 43,0 % mamueHToB cocTaBisul 75 net u 6onee. 75,9 %
HCCIIeyeMOU MONYJSIUK ObLTH JIMLIAMHU €BPONICOUTHOMN packl, 13,8 % — MOHTOJIOUTHON pachl U
4,3 9% - wmerpomaHoi pacel/adpoamepukannamu. [lpm pangommzamuu 81,5 % mnarueHTOB
cootBeTcTBOBAIHN Kiaccy Il mo Huto-Hopxckoii knaccndukammn (NYHA), 18,1 % — kinaccy [l
0,3 % — xnaccy IV. llonynsauus uccnenoBanrst EMPEROR-Preserved Bkirodana maiueHTOB €

DBIDK <50 % (33,1 %), ¢ ®BJDK ot 50 110 <60 % (34,4 %) u ®BIIK >60 % (32,5 %). B nauane
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uccrnenosanus cpeanee sHauenne CK® cocransno 60,6 mu/mun/1,73 m?, CAKM — 21 mr/r.
[Ipumepno y nonoBunsl nauueHToB (50,1 %) CK® cocrasnsiia > 60 mu/mun/1,73 M2, y 26,1 % —
ot 45 10 < 60 M/mun/1,73 M2, y 18,6 % — ot 30 1o < 45 m/mun/1,73 M> u'y 4,9 % — ot 20 10 <
30 mu/mun/1,73 M2 DMuaraudiao3uH OpoOAEMOHCTPHPOBAN MPEBOCXOJICTBO MO CPABHEHHIO C
1anedo B CHMYKCHUU PUCKA CEPIIEYHO-COCYTUCTON CMEPTH WM TOCIUTAIM3AINN 110 MOBOTY
cepaeudoit Hemoctatounoctu (OP 0,79, 95% 1 (0,69; 0,90), p <0,0003). Kpome ToOTO,
SMMIArau(Io3uH  3HAYUMO CHW)KQJI PUCK TOCIHUTAIM3AIMM IO TOBOAY  CEpACYHOM
HenocTaTouHoCTH (TIepBoi u moBTopHHBIX) (OP 0,73, 95% /1IN (0,61; 0,88), p = 0,0009) 1 3HaunmMo
sameisn camkenne CK® (pasnuia mexay rpynnaMu nedenus 1,36 mu/mun/1,73 M2 B 10163y
smnarauduosuna, p <0,0001). Pe3ynbprarel B OTHOLIEHWH NEPBUYHONM KOMOMHHUPOBAHHOM
KOHEYHOM TOYKH OBUIM COIMOCTaBUMBI B TPEABAPUTEIILHO OINPEICICHHBIX MMOATrpyMmax -
neszapucumo ot OBJDK, mammuns CI 2 u ¢pyrkumu nouek (1o CK® 20 m/mun/1,73 m?). Bo
Bpemsi Tepanuu cHkeHue CK® B jauHaMuKe NOpPOUCXOAWIO MEJJIEHHEee B TpyIIe
sMmarindIo3uHa o CpaBHEHUIO ¢ Tpymnmou mianebo. Tepamus smmnarimidio3naom B 1o3e 10 mr
3HaUYMMO yMeHbIana ckopocTh cHkeHus: CK®, u nannbiit 3pdext Ob1 0JHOPOIHBIM BO BCEX
MPEBAPUTEIILHO OTPENICICHHBIX MOATPYMMax. Y MalMEHTOB, MOJYYaBIIMX 3IMMAraugIo3uH,
oTMeuany HavyaiabHoe cHmkeHue CK®, xkoTopas mpakTH4YeCKH BO3BpallajiaCh K HUCXOJHOMY
YPOBHIO TOCJI€ TIPEKpPAICHUs JICUEHHUs, YTO CBUIETEIBCTBYET O TOM, UYTO OCTpPbIE MU3MEHEHUS
CK® non BiusHuMeM HSmmariau@io3uHa MOTYT OBITh OOYCIOBICHBI T'€MOJWHAMHUYECKUMU
HW3MEHCHHSIMU.

Xponuueckas 6one3nb nouex

PanpomusupoBannoe JIBOMHOE crernoe 1a1e60-KOHTPOJIMpPyeMoe HCCIeIOBAHNE
smnariudiosuna B no3e 10 mr ogus pa3 B neHs (EMPA-KIDNEY) G110 mpoBeieHo ¢ yuacTHeM
6609 naruento ¢ XBII (pCK® >20 — <45 mu/mun/1,73 m?; win pCK® >45 — <90 mi/mun/
1,73 M? ¢ cooTHOLIEHHEM anbOyMuH/KpeaTuHUH B Moue (A/Kp mMoun) >200 MI/r) mis OLEHKH
CepJCYHO-TTOYEYHBIX MCXO0J/I0B B KAYECTBE JIOTIOJIHEHUS K CTaHJIApTHOUW Tepanuu. Paspemianock
MPOJOJIKUTH JEUCHUE Y MAIMEHTOB, HAXOAAIIMXCSl Ha auanuze. [lepBuyHON KOHEUYHON TOUKOM
OBLJI0 BEIOPAHO BpeMs 10 TIEPBOTO MOSBJICHUS ITPU3HAKA POTPECCUPOBAHUS 3200 ICBaHUS TIOYCK
(ycrontunBoro cHwkeHuss pCK® na >40% ot mMoMeHTa pa”poMusanuu, ycroiunsoro pCK®
<10 mu/mue/1,73 M2, TEPMUHAIBHON CTAANU TOYEYHOW HEJOCTATOYHOCTH WU MOYECYHOU
CMEpPTH) WJIM CEPJACUHO-COCYAMCTOM cMepTH. Jpyrve MnoATBEepKJalIIMe KOHEYHBIE TOUYKH

BKJIFOYAJIM TOCHUTAIM3AIMI0 TO J000H mnpuynHe (NEpBYyI0 U TOBTOPHYIO), TIEPBYIO
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TFOCMUTAIU3ALNIO IO MPUYUHE CEPACYHON HEJOCTATOUHOCTH I CEPJIEYHO-COCYTUCTYIO CMEPTh,
a TaKKe CMepTh Mo Jbol mnpuumHe. ba3oBas Tepamus BKIIOYaNa COOTBETCTBYIOIIEE
npumenenue uHrubouropa PAC (85,2% wunruburoper AIID wunu OmokaTop peuenTopoB
AHTUOTCH3WHA).

B o6mieit cnosxxnoctu 3304 manueHTa ObLTH paHAOMU3UPOBAHBI TS TIpUEMa dMITari(I031HA B
no3upoBke 10 mr (turame6o: 3305) u HaXOIMIUCH O] HAOOIeHHEM B cpeHeM 24,3 Mmecsia.
Uccnenyemas nomyssiiust coctosiia u3 66,8% mysxxuut u 33,2 % »EHITMH CO CPETHUM BO3PACTOM
63,3 roma (mmamazon: 18 — 94 roma), 23,0% Obutm B Bo3pacte 75 neT u crapmie. 58,4%
MCCIIeYEMOM MOMYIISIIIUN ObUTH MPECTaBUTEISIMU €BPONICOUIHON packl, 36,2% MOHTOJIOWTHOM
pacsl u 4,0% HerpouiHOM pacbkl/adpoaMepruKaHIIAMHU.

Ucxomno cpeusis pCK® cocrasmsana 37,3 mo/mun/1,73 m?%, y 21,2% mnaumentop pCK®D
>45 m/mun/1,73 M2, y 44,3% ot 30 no <45 ma/mun/1,73 M2 u 'y 34,5% - <30 mu/mun/1,73 M2, B
toMm yucie 254 nanuenta ¢ pCK® <20 mn/mun/1,73 M2, MenuaHHOe 3HAYCHHE A/Kp B Moue
coctaBisuio 329 mr/r, y 20,1% namuentoB A/Kp B moue <30 mr/t, y 28,2% A/Kp B moue ot 30
10 <300 mr/r nu'y 51,7% A/Kp B moue >300 mr/r; y 41,1% nauuenton nokaszareiab A/Kp B moue
cocraBis <200  wmr/r.  ITlepBuunbiMu  mpuumHamu  XBII  Obumn  auabernyeckas
HedponaTust/muaderndyeckass Oone3ns mouek (31%), rmomepynsipHbie 3aboneBanus (25%),
TUNEpTOHUYECKas/peHOBacKysspHass Oone3nb (22%) w npyrue/Hen3BecTHbIE 3a00JIeBaHUS
(22%).

OMnaraugo3uH MpoJEeMOHCTPUPOBAJ MPEUMYIIECTBO B CHUKEHUU PHCKa MPOTrPECCUPOBAHUS
XBII nnu cepaedno-cocyauctoit cmeptu Ha 28% 1o cpaBHenuto ¢ mianedo (OP 0,72, 99,83%
JAN or 0,59 no 0,89, 3nauenue p < 0,0001). B npenBaputenbHO 3alJIaHUPOBAHHOM aHAIIU3€
JieYeHue SMMarmu(IO3MHOM CHIKAJIO PHUCK TepMuHanbHOW cramuu XbBIl wimm cepuedno-
cocynuctoii cMepT Ha 27% mo cpaBHenuto ¢ mianebo (OP 0,73, 95% AU ot 0,59 no 0,89,
HomuHagbHOE 3HaueHue p = 0,0023). Kpome Toro, sMnarnugio3nt 3HAYUTEILHO CHIKAJ PUCK
TOCMUTAM3ALUY IO 000K mpuyuHe (MepBOW U MOBTOPHOM) Ha 14% 1O cpaBHEHHUIO ¢ Iaredo
(OP 0,86, 99,03% U ot 0,75 no 0,98, 3nauenue p = 0,0025).

Pesynprarel ans  mepBUYHOM KOMOWHUPOBAHHOW KOHEYHOW TOYKM B IEJIOM  OBUIH
COIJIACOBAaHHBIMHU BO BCE€X MPEABAPUTENILHO OIPE/EICHHBIX MOArpYyNNax, BKIOYas KaTeropuu
pCK®, ocnoBuyto npuunny XbII, cratyc nuabera wim ¢(oHOBOE MPUMEHEHHE WHTHOUTOPOB
PAC. TlpeumymiecTBa yiedeHusi ObUTH OOJie€ BBIPAKEHHBIMH Yy TAIMEHTOB C 00Ji€e BBICOKUM

YPOBHEM allb,OyMUHYPHH.
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OMnarnuduo3uH 3aMeisiil ckopocTh cHikeHus: pCK® B Teuenme roma wa 1,37 mur/mun/
1,73 m*/ron (95% JIU 1,16, 1,59) no cpaBHEHUIO ¢ mIanedo0, OCHOBLIBASCH HA IIPEABAPUTEIILHO
orpeieIeHHOM aHanu3e Bcex m3mepenuit pCK®, monydeHHbIX HAaunHAs ¢ BU3UTA, IPOBEICHHOTO
yepe3 2 Mecslla OT Hayala HWCCIEAOBaHUS, JIO 3aKIIOYHTEIHHOTO KOHTPOJIBHOTO BH3UTA.
Habmromaempiit 3¢ dext OblT MOCTOSHHBIM BO BCEX TpyNIax MAlUEHTOB HE3aBHCHMO OT
anpOymunypum, 3HadeHuit pCK® wnmm craryca paumabera. DTH JaHHBIE JONOJHUTEIHHO
MOATBEPKIAIOT BEIBOJ] O TOM, YTO SMIArTH(IIO3UH TAKKE MOKET ObITh 2((EKTUBEH y MAIIIEHTOB
C MEHee BBIPRXCHHOU aTb0yMUHYPHEH.

JleTH ¥ MOAPOCTKHU

Kmuanueckyto s dexTuBHOCTS 1 6e30macHOCTh SMmnariudio3uHa B 103 10 Mr ¢ BO3MOKHBIM
YBEJIMYEHHEM JI03bl 10 25 MI' M JIMHArJMITHHA B J103€ 5 MI' O/IMH Pa3 B CYTKU HCCIEI0BAIU Y
nerei u nojapoctkoB ¢ CJI2 B Bo3pacte oT 10 g0 17 neT BKIIOYUTEIHHO B paHI0MU3UPOBAHHOM
JBOMHOM cJienoM 1uiainie6o-koHTposupyemoM uccienoBannun (DINAMO) B mapassiesnbHbIX
rpynnax B Te4eHue 26 HeAenb ¢ MOCIEeAYIOIIUM MEPHOJOM OIIEHKH 0€30MacHOCTH aKTUBHOTO
JICYCHHsI B IBOMHOM CJICTIOM PEKUME 710 52 HEeb.

Bcero 157 narmenToB nosydanu smmnarindiao3ud (10 mr umm 25 mr; N = 52), munarnuntus (N
= 52) wim mnane6o (N = 53). ba3zoBas Tepanus B Ka4eCTBE JIOMOJHCHUS K JUCTE U (PU3HUSCKIM
ynpaxkHeHusM Bkioudana MerdhopmuH (51 %), komOuHanuio MeThOpMHHA C WHCYJIUHOM
(40,1 %), uucynun (3,2 %) umm orcyrcrBoBana (5,7 %). Ucxogno cpennuit yposen» HbAlc
cocraisin 8,03 %. Uccnenyemast momyssiiust coctosiyia u3 38,2 % myxuuH U 61,8 % xeHIuH,
CpeaHuH BO3pacT MmarueHToB coctarisit 14,5 net (nuama3on: 10 — 17 ner); [lanuenTts! B Bo3pacte
15 net u crapiue cocraBisiiu 51,6 % uccnenyemoii nonynsauu, 49,7 % ObLIN IPEICTaBUTEISIMU
€BpOINeouHON packl, 5,7 % — monronougHo pacel U 31,2 % — HErpouaHON pacel H
adpoamepuxannamu. Cpeanuit UMT cocrasisin 36,04 kr/m?, cpennsis Macca tena — 99,92 kr. B
uccienosanre DINAMO Bkinrouanu Tonbko nanuentos ¢ pCK® > 60 mu/mun/1,73 m2.
OMnarnudio3uH NpeBocxoawi Iurtanebo B cHmwxkeHun ypoBHs HbAlc mo cpaBHeHHIO ¢
HCXOJIHBIM YPOBHEM 10 KOHIa 26 Henenu (NEpBUYHAs KOHEYHAs TOYKA) HE3aBHCHMO OT
HEOTJIOKHOW Teparnuy WU MpeKpalieHus JiedeHnns. Kpome Toro, nedeHne sMnarangio3nHOM

MPUBOJUJIO K KIMHUYCCKH 3HAYMMOMY CHMIKCHUIO YPOBHS I''TFOKO3bI B I1IJIa3ME€ KPOBU HATOIIAK.
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5.2 DapMaKOKHMHETHYECKHE CBOICTBA

dapMakOKHHETHKA SMITArM(I031HA OblJIa BCECTOPOHHE M3YYEeHA Y 3JI0POBBIX I0OPOBOJIBLIEB U
y nmauuenTos ¢ CJ1 2.

Abcopbuus

OMnarnudIio3ruH Nocie mpueMa BHYTph ObICTPO BcachiBaiCs, Cmax SMIarnugio3nHa B mia3Me
KPOBH JIOCTHTaNach uepes 1,5 yaca. 3areM KOHIEHTpaIs YMIariu@IIo3uHa B Ia3Me CHIKAIach
B 1B€ (ha3bl: ¢ ObICTpOI (Pa30ii pactpeneseHusI 1 OTHOCUTEILHO MEJJICHHON KOHEUHOH (ha3ou.
[Tocne npuema smmnarnudiao3una B go3e 25 mr 1 pas B cytku cpeanss Benuunna AUC B nepuon
PaBHOBECHOM TJIa3MEHHOM KOHIIEHTpaIuu coctasisuia 4740 HMomb X yac/i, a BenuunHa Cmax —
687 HMOJIB/.

dapmakokuHETHKA HMIArandI03uHa y 3I0pOBbIX J0OPOBOJbIEB U y nanueHToB ¢ C/] 2 Oblna, B
IE€JIOM, aHAJIOTUYHOM.

[Ipuem nuoM He OKa3bIBaeT KIMHUYECKHM 3HAYMMOIO BIMSAHMS Ha (QapMaKOKUHETHKY
sMmmarindIo3uHa.

Pacnopenenenue

Kaxymmiics oObem pacmpeneneHusi B TNEPUOJ PAaBHOBECHOW TUIa3MEHHOM KOHIIEHTPAINH
cocraBimsul  mpumepHo 73,8 mmtpoB. Ilociae mepopalibHOTO TNPUMEHEHHS  30POBBIMH
106poBobIaMu MedeHoro sMmarudaosuna ['*C] cBa3piBaHue ¢ GEIKaMHU IIa3Mbl COCTaBIISIIO

86%.

Buorpaucdhopmars

OCHOBHO# TyTh MeTa0OIM3Ma SMIArIuQIIO3nHA Yy YeJOBeKa — TIIOKYPOHUAANUS C y4acTHEM
ypunus-5'-mudocdo-rmokyponosunrpanchepas UGT2B7, UGT1A3, UGTIA8 u UGTI1AO9.
Haubonee yacto BBISBISIEMBIMU META0OIUTAMU dMITArIA(DIO3MHA SBISIOTCS 3 TIIOKYPOHOBBIX
koHbiorara (2-0, 3-O u 6-O rmokyponua). CHCTEMHOE BIIMSTHUE KaXXI0T0 METab0IMTa HEBEIHKO
(menee 10 % ot 001Iero BIUSHHS SMIArIU(IO3UHA).

DJIMMUHAILAS

Ilepuon monyBbIBEIEHUST COCTaBisil mnpuMmepHo 124 wyaca. B ciyyae mnpumMeHeHus
smmnaraudo3uHa 1 pa3 B CyTKH paBHOBECHAs TUIa3MEHHAs KOHIICHTPAIHsI TOCTUTAJIach TOCTe
naToit 10361, [Tocie mepopantbHOro MpUMEHEHHs MedeHoro sMuarauduosuna [4C] y 310poBbIx
TO0OPOBOJIBIIEB BBIBOJIUIOCH MpUMEpHO 95,6 % no3wl (depe3 kumieuyHuk 41,2 % u moykamu
54,4 %). YUepes KuIIEUHUK OOJIBIIAs YaCTh MEYEHOTO TperapaTa BHIBOAMIACH B HEU3MEHEHHOM

BUJC. TToukamu B HEM3MEHEHHOM BHUJIC BBIBOIUJIACH TOJIBKO IMOJIOBUHA MEUYCHOT'O IIpeIriapara.
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Oco0bie T'pYIIIbI NAIMCHTOB

Iloyeynas nedocmamounocmo

V NanueHToB ¢ MOYEYHOM HEN0CTATOYHOCTEIO Jlerkoi (60 < CK® < 90 mi/mun/1,73 M?), cpeaneit
(30< CK® < 60 mu/mun/1,73 m?), taxenoit (CK® < 30 mi/mun/1,73 M?) CTeNeHH TSKECTH U Y
MalMEeHTOB € TEPMHUHAIBHOM cTaguel modeyHol HexoctarouHocTu 3HadueHus AUC
sMHIariauQIo3uHa YBEIMUNBAINCh, COOTBETCTBEHHO, TpUMepHO Ha 18 %, 20 %, 66 % n 48 % 1o
CpPaBHEHHUIO C TMalMEHTaMHU C HOPMaJIbHOW (YHKIHMEH Mo4yeK. Y MalMeHTOB C MOYEYHOM
HEJIOCTAaTOYHOCTBIO CPEIHEH CTENEeHH TSKECTH U y NAIMEHTOB C TEPMHUHAJIBHOW CTaaHei
MOYEYHOM HEeAOCTaTOUHOCTH Cmax SMmariumdiao3MHa B IUla3Me  Oblla  CXOJHA C
COOTBETCTBYIOIIMMH 3HAYCHUSIMHU Y TAIIMICHTOB ¢ HOpMaJbHON (DyHKIMEH moYeK. Y MarueHToB
C MOYEYHON HEIOCTATOYHOCTHIO JIETKOW M TSHKENON cTeneHu THKeCTH Cmax SMMAriangio3nHa B
mazMe Obuta mpuMepHo Ha 20 % BbINIE, Y€M Y MAlMEHTOB ¢ HOPMaIbHOU (DYHKIIMEH IMOYEK.
JlaHHbIE MOMYJSIUOHHOTO (apMAaKOKMHETHYECKOrO aHajlM3a IMOKa3ajH, YyTO OOLIUIl KIMpEHC
smmariudao3rHa ymeHbmancs no mepe cHwkeHuss CK®, 4To mpuBOAMIO K YBEIMYEHHUIO
BO3/ICHCTBHUS Ipenapara.

Ileuenounasn neoocmamounocmeo

VY nmanueHToB ¢ NEYEHOYHOW HEIOCTATOYHOCTHIO JIETKOM CTENEHH, CPEIHEN TSHKECTH U TSKEIIOM
creneHn (cormacHo kinaccudukanuu Yaitng-Ileto) 3nadenuss AUC  smmnarmmdiiosuna
YBEIUYHUBAINCh, COOTBETCTBEHHO, MpuMepHO Ha 23 %, 47 % u 75 %, a 3HaueHUs Cmax,
COOTBETCTBEHHO, MpUMEpPHO Ha 4 %, 23 % u 48 % (10 CpaBHEHUIO C MallMEHTaMU C HOpMaIbHOMN
byHKLMEH edyeHn).

Hnoexc maccor mena, non, paca u 6o3pacm He OKa3bIBaIM KIMHAYECKU 3HAYMMOTO BIUSHUS Ha
(hapMaKOKHHETUKY SMIIArIn(I031HA.

Jletu ¥ moapocTky a0 18 ner

dapMaKOKMHETHKY U (hapMaKOAMHAMUKY OJHOKPATHBIX /103 sMmariudio3una (5 mr, 10 mr u 25
Mr) usydanu y aeredl u mogpoctkoB ¢ CJI2 B Bo3pacte or 10 mo 17 €T BKIIOUUTENBHO.
Ha6nromaemass gapmakokuHeTnka u  (papMakokuHETHKa-(hapMaKoguHAMUKA (BBIBEIACHHE
TJIFOKO3BI C MOYO#) Y B3POCIIBIX U IeTel ObUIM COMTOCTABUMBI IIPHU Y4€TE 3HAYMMBIX KOBapHaT.

dapmakokuHeTUKY # (dapmakoguHamMuKy (m3menenne HbAlc OTHOCHUTENBHO HMCXOIHOTO
ypoBH:1) dMmarindao3unHa B 103¢ 10 MI ¢ BO3MOKHBIM YBEIIMYCHHUEM 036l 0 25 MT U3ydYalld y
neteil u moapoctkoB B Bo3pacte ot 10 mo 17 nmer ¢ CJHI2. HabGmromaemass 3aBUCHUMOCTD

SKCHO3UIMSI-OTBET Oblja B IEJIOM CONOCTaBMMAa Y B3pOCIBIX U JeTed M mojpocTkoB. [Ipuem
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sMnariau@o3uHa BHYTPh MPUBEN K JKCIO3MIMU B TMpeAeNiax Auana3oHa, HaOI0JaeMoro y
B3pOCIIBIX TAIMeHTOB. HaOmtomaemble cpeHHE TE€OMETPHUYECKHUE 3HAYCHUS MHHUMAJIBHBIX
KOHLIEHTpAalMil mpenapaTta U CpelHue TeOMETPUUECKIE 3HaUEHUsI KOHUEHTpauuii uyepe3 1,5 yaca
MocJjie MpueMa Mpenapara Mpu PaBHOBECHOM COCTOSIHUM COCTaBsUIM 26,6 HMoaws/n1 u 308
HMOJIB/J TIpu Tipueme smmariuao3nna 10 Mr oguH pas B cyTku U 67,0 HMOIB/T 1 525 HMOIB/1

npu npreMe dMnariudIo3uHa 25 Mr oIMH pa3 B CYTKH.

5.3. JlaHHBbI€e JOKJIMHHYECKOH 0€30IacHOCTH

B wuccnenoBanusix o0meld TOKCMYHOCTH Yy TpPBI3YHOB M COOaK MPU3HAKU TOKCHYHOCTH
HaOI0JaNMMCh TIpH dKcro3unuu B 10 wim GoJee pa3 MpeBbIIAIONICH KIMHUYECKYIO 103y 25 MT.
BosnbumHCTBO NpOSIBJICHUN TOKCUYHOCTHU COOTBETCTBOBAJIH BTOpPOCTENIEHHBIM
dbapmakoguHaMudeckuM dhdexTam, CBA3aHHBIM C MOTEPEH TIIOKO3bI C MOYOW, W BKIIOYAIH
YMEHbILIEHUE MacChl TeJla U KOJIMUYECTBA )KMPOBOU TKAaHU B OPraHU3Me, yBeJITMUYEeHUE NOTPEOICHUS
MUIIY, AUapero, 00e3BOKUBAaHUE, CHUKEHHE KOHIEHTPAIMH TJIIOKO3bl B CHIBOPOTKE KPOBH U
YBEJIMYEHHE APYTUX CHIBOPOTOUYHBIX MOKa3aTeNel, CBSI3aHHBIX C IMOBBIILIEHHBIM METa0O0IU3MOM
OENKOB, TJIIOKOHEOTEHE30M U 3JIEKTPOJIUTHBIM JAUCOAlaHCOM, M3MEHEHHUS CO CTOPOHBI
MOUEBBIICJIUTEILHOM ~ CUCTEMBI, TaKHUe Kak TMOJMYypUS M  TJIIOKO3ypUs, a TaKKe
MUKPOCKOITMYECKHE U3MEHEHUS B MTOYKaX.

KaHuep OIr€¢HHOCTDb

OnyxoJM MMoYeK 4acTo BCTPEYAIOTCS y KPhIC U MX BOSHHMKHOBEHHE Yy YEJIOBEKa MaJOBEPOSTHO.
OMnarnugio3uH HE yBEIUMYMBAJ YacTOTY Pa3BUTHs OMYXOJEeH y cCaMOK MbIIIEH B J03aX 0
1000 mr/kr/cyt, uto mpubnu3uTeabHo B 62 u 158 pa3 Bbllle KIMHHYECKOW HKCHO3UIMHA TPU
npuMeHeHuu 103 25 mr u 10 Mr, cooTBeTCTBEHHO. DMMAarin(IO3uH BBI3BIBAI 00pa30BaHHE
oIyxoJjel moyex y camios Meliei B g1o3e 1000 Mr/kr/cyt, uto npubausutenasbHo B 45 u 113 pas
BBIIIE KIMHUYECKOW SKCHO3UIMHU NpU NMPUMEHEHUU 103 25 Mr u 10 Mr, COOTBETCTBEHHO.
Mexanu3m 00pa3oBaHMs ITHX OIYXOJIEH 3aBUCUT OT €CTECTBEHHOH MPEAPacIoiOKEHHOCTH
CaMIIOB MbIIIEH K T0YEYHOU ATOJIOTUH, U META00IMYECKUN TyTh OTJINYAETCS OT YEJIOBEYECKOTO.
CuuTaercs, 4To OMyXOJIHM MOYEK Yy CAMIIOB MBIIIEH HE XapaKTEPHbI JJIs YEJIOBEKA.

I'eHOTOKCUYHOCTD

9MH3.FJ'II/I(1)J'IOBI/IH HC ABJIICTCA I'CHOTOKCHUYHBIM.
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Tokcuyeckoe AeCTBUE HA PENPOAYKTUBHYIO CUCTEMY

JIOKJIMHUYECKUE UCCIIeIOBaHMSI TIOKA3bIBAIOT, YTO SMITArIM()I0O3HH MPOHUKACT Yepe3 IIAEeHTY
B KOHIIE O€PEeMEHHOCTH B OYEHb OTPAaHMUYEHHOW CTENEHH, HO HE YKa3bIBAIOT HA NPSMBIC WIH
KOCBEHHBIE HeXelaTeNbHbIe 3()(EeKTh B OTHOIIEHUH PaHHETO YMOPUOHAIBHOTO pa3Butus. [Ipu
HA3HAYCHUU B TIEPUOJI OPTaHOTEHE3a SYMIATIU(IIO3UH HEe OKa3bIBaJ TEPATOTEHHOTO JICHCTBHS y
KPBIC WJIM KPOJIMKOB B 103aX 70 300 mr/kr, uto npubnusurensHo B 48 u 122 pa3 wiu B 128 u 325
pa3 BbIIE KIMHUYECKOW [03bI sMmariudiao3nHa Ha ocHoBaHuM 3Kkcnozunmu (AUC) mpu
npuMeHeHuu 103 25 mr u 10 mr, cooTBeTcTBeHHO. J[03bI AMIaraugio3nHa, BBI3BIBABIINE
TOKCUYECKHE M3MEHEHHUsI B OPraHU3Me MaTepU Yy KPbIC, TAKXKe BBI3BIBAJIM IOPOKHU PA3BUTHUS B
BU/JIC UCKPUBJICHUS KOCTEH KOHEYHOCTEH MPH IKCIO3UIUH MPUOIU3nUTENbHO B 155 1 393 pasa
BBIIIIE KJIMHUYECKOM J103bI TP MPUMEHEHHUHU 1103 25 MT U 10 Mr, cOOTBETCTBEHHO. TOKCHUECKHe
JUI OpraHM3Ma MaTepu J03bl Yy KPOJMKOB TAK)K€ BBI3BIBAJIM IMOBBILICHHE 3MOpHO]ETaIbHBIX
noTeph B A03ax npubiu3nutenbHo B 139 u 353 pasa Bbllle KIMHUYECKOH 103bI IPU IPUMEHEHUH
1103 25 Mr 1 10 MTI, COOTBETCTBEHHO.

B wuccnenoBanHusix mpe- M MOCTHATaJbHOW TOKCHUYHOCTH Yy KpBIC HAONIOAAJIOCh CHHUXKEHHE
puOaBKHM MaccChl TeJla y MOTOMCTBA KPbIC ITPH IKCIIO3UIUH NPUOIN3UTENBHO B 4 1 11 pas3 Bblle
KJIMHUYECKOH 10361 IpH TpuMeHeHuu 25 Mr U 10 Mr, COOTBETCTBEHHO.

B nccnenoBannu TOKCMYHOCTH Y MOJIOJIBIX 0COO€H KpbIC TIPY Ha3HAUEHUH dMMariudio3nHa ¢ 21
1o 90 AeHb nocie poXKACHHUS JUIATALKS OYEYHBIX KaHAIBIEB U JIOXaHOK OT HE3HAYUTEIbHOM
70 JIETKOW CTEINeHHW, He NMpPU3HAHHAS HEXeJaTelbHbIM SIBJICHHEM, HaOJ0/anach y MOJOIBIX
ocobeii KpbIc TONbKO B 03¢ 100 Mr/kr/cyT, uro npubau3uTenbHo B 11 pa3 Bbllie MaKCUMaIbHOM
KJIMHAYECKOM 703bl 25 Mr. DTH W3MEHEHUs OTCYTCTBOBAJIM nocie 13-HenenbHOro nepuoaa 6e3

MNpUMCHCHHUA IIpCIiaparta.

6. ®APMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepedyensb BcrioMoraTejbHbIX BelECTB

OMITATJIMDJIO3UH I''TMKBUTABC, 10 Mr, TabJIETKH, IOKPBIThIE IIIEHOYHOH 000JI0YKOH

JlakTo3b1 MOHOTHIPAT

Hennrono3a Mmukpokpucramanyeckas 102
[M'unposnosa (ruipoKCUIPONUIILEIUTION03a)
Kpockapmennosa HaTpust

Kpemuust nuokcua KoJUTOUHBIN
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Marnus creapat
IInenounas obonouxa:
['mmpomeninosza 2910
Twrana quokcun (E171)
Tanpk

Makporon 400

Kpacurens xxeneza oxkcun xentoiil (E172)

OMITATJIMDJIO3UH I''TMKBUTABC, 25 Mr, TabJIETKH, IOKPBIThIE IIIEHOYHOH 000JI0YKOH

JlakTo3b1 MOHOTHIPAT

Henntono3a mukpokpucramanyeckas 102
lMunposio3a (ruapOKCUTTPONTUALIEIUIIONI03a)
Kpockapmennosa HaTpust

Kpemuust nuokcua KoJUTOUTHBIN
Marnus creapat

IInenounas obonouxa:

I'mmpomeninosa 2910

Twurana quokcupg (E171)

Tanbk

Makporon 400

Kpacurens xeneza oxcnn xentoiii (E172)

6.2. HecoBmecTMOCTE

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHus1)
2 rona.
6.4. Oco0bie Mepbl PEeIOCTOPOKHOCTH NMPH XPaHEHU U

XpaHuTh npu Temneparype He Bbiie 25 °C B OpUTHHAJIBHON yIAaKOBKE (KOHTYpHas siYeiKkoBas

YIIaKOBKa).
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6.5. XapakTep U coep:KaHue ePBUYHON YIIAKOBKH

OMITATJIMDJIO3UH I''TMKBUTABC, 10 Mr, TabJIETKH, ITOKPBITHIE IIIIEHOYHON 000J0YKOH

I[To 10 Tabmerok B YNAaKOBKY SUEHKOBYIO KOHTYPHYIO, COCTOSIIYK) €3 IUICHKH
nonuBuHWIXIopuaHOU wim [IBX/TIBJIX u ¢ponabru anroMHHHEBOH.

[To 3 win 6 ynakoBOK SYEHKOBBIX KOHTYPHBIX BMECTE C JIMCTKOM-BKJIQJBIIIEM MOMEIIAIOT B
MayKy KapTOHHYIO.

OMITATJIMDJIO3UH I''TMKBUTABC, 25 Mr, TabJIETKH, IOKPBIThIE IIIEHOYHOH 000J0YKOH

I[To 15 Tabnerok B YNAaKOBKY SYEHKOBYI0 KOHTYPHYIO, COCTOSIIYK) U3 IUICHKH
noymBUHWIXI0puaHON nin [IBX/TIBIX u ponbru amtoMHUHHEBOM.
[To 2 win 4 ynakoBKH SYEHKOBBIX KOHTYPHBIX BMECTE C JIMCTKOM-BKJIAJIbIIIEM MOMEILAIOT B

MayKy KapTOHHYIO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TPH YHUYTOKEHHMH HCIOJb30BAHHOTO
JIEKAPCTBEHHOI0 TMpenapara WJIH OTXO0J0B, MOJY4YEeHHBIX MOCJe NpPUMeHEeHHUs
npenapaTta u Apyrue MaHUIMYJISAIUU ¢ TPenapaTomM

OcoOble TpeOOBaHUS OTCYTCTBYIOT.

7. JAEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

OtkpeiToe akiuoHepHoe obmectBo "dapmcrangapt-Jlexcpeacrsa" (OAO "®dapmcranmapT-
JlekcpencTra")

Anpec: 305022, Kypckast 06:1., T. Kypcek, yn. 2-s Arperathas, a. 1a/18

Ten./dake: +7 (4712) 34-03-13

OnextponHas noyrta: leksredstva@pharmstd.ru

7.1. IpencraBuTenb AepKaTessi perucTPAHOHHOTO YA0CTOBEPEeHHA

IIpereH3uu HOTDGGI/ITGJ'IGI\/’I HaIpaBJIATH I10 aApECy.

Poccuiickas ®@eneparus

OtkpeiToe aknuoHepHoe odmiectBo "®apmcranpapt-Jlekcpencrsa" (OAO "®dapmcranmapt-
JlekcpencTna")

Anpec: 305022, Kypckast 06:., T. Kypcek, yin. 2-s Arperathas, a. 1a/18

Ten./pake: +7 (4712) 34-03-13

OnextponHas nmo4yTta: leksredstva@pharmstd.ru
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8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JATA NEPBUYHOHN PEI'ICTPALIMA (IMOATBEPXKIEHUS
PETUCTPALUU, HEPEPEI'MCTPALIUN)

[laTa mepBoi perucTpanuu:

10. TATA IEPECMOTPA TEKCTA

Ob6mas xapaktepuctuka yekapcreHHoro mnpemnapata DMITATJIM®OIIO3MH T'NIMKBUTABC
IOCTYynHa Ha WHQOPMAIIMOHHOM TMopTaiie EBpasuiickoro 5SKOHOMHYECKOTO COM03a B

nH(}OpPMAITMOHHO-KOMMYHHKaIMOHHOM ceTn «MHTepHeT» http://eec.eaeunion.org/
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