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CeMmBenKa

Perucrpaunonusblii Homep:

Toproeoe HanmenoBanue: CeMBelnka

MesxayHapoJHOe HENATeHTOBAHHOE HAHMEHOBAHHe: CEMArIyTH/l

JlekapcTBennasi popma: pacTBOp /ISl MOAKOIKHOTO BBEICHMs

Cocras

1 M1 npenapara COAEPIKUT:

oeticmeyloujee eeujecmeo: cemaraytha — 1,34 mr;

6cnomozamenvhvie eeujecmed: TUHATpUs ruapodocdara JUrHApar, NPOMUIEHIIMKONb, (EHOI,
XJlopucTOBOIOpoAHast kucnota IM pactBop, HaTpus ruapokeua 1M pactBop, BoAa s
UHDBEKLIMH.

Onucanune: OGecLBETHBIH WM MOYTH OECLIBETHBIN NPO3PaYHbIA pacTBOP.
dapmakoTepaneBTHYeCKasi TpPyNma: CpeACTBa /Ui JIeYyeHWs caxapHoro auabera;
TUNOTIMKEMUYECKHE CpPEeJICTBA, KPOME MHCYJIMHOB; aHaJOrW IIOKaroHomnoaoOHoro nenruaa-l
(T'TITI-1).

Kon ATX: A10BJO06.

dapMakoJI0orHYecKHe cBOiCTBA

Cemarnytua siensiercs: aronuctom perenrtopos I'TII-1 (I'TITI-1P), npon3sBeaeHHBIM XUMHUYECKHM
cunresom. Cemarnytua npeactasiset coboit ananor I'TII-1, nmerommii 94% roMo0ru4HOCTH €
yenoseyeckuM [TITT-1. Cemarnytun naeiictByer kak aronuct ITIII-1P, xoropwelii ceneKTHBHO
ceasbiBaercs u akruBupyet ['TITT-1P. I'TITT-1P cmyxut Muinensto asa natusnoro I'TITI-1.

I'TIT1-1 sBnsiercs pU3HONOrHYECKAM TOPMOHOM, OKa3bIBAIOILMM Cpa3y HECKOJbKO 3(peKToB Ha
PeryIsiiii0 KOHIEHTPALMK IMIOKO3bl M amNETHT, a TaKKe Ha CEPAeYHO-COCYAUCTYIO CHUCTEMY
(CCC). BnusiHMe Ha KOHIEHTPALMIO IVIFOKO3Bl M AaMMeTHT CHeUM(pHUYECKH OMNOCPeI0BaHO
['TIT1-1P, pacnonoKeHHBIMHU B MODKEITY0YHOM JkKejle3e U roJloBHOM Mo3sre. PapMakoornyeckue
KOHUEHTpPALMK CeMariyThJa CHHKAIOT KOHIEHTPAlMIO IVIIOKO3bl B KPOBM M Maccy Tela
nocpeacTBoM codetanus s¢pdekros, onucanHbix Huke. [TII-1P npencraiaeHsr Taxke B
crieruuyeckux 001acTIX cepila, coCy10B, UMMYHHOH CHCTEMBI M TIOYEK, I/Ie UX aKTUBALUSA
MOJKET OKa3bIBaTh cepaedHo-cocyauctsie (CC) 1 MUKPOLMPKYIATOPHBIE DPPEKTHI.

B orauuune ot HatuHoro I'TII-1, mpoasieHHbIH neproa MosyBbIBEAEHUS ceMariyTuaa (OKoJo
1 Helenu) TO3BONISIET TPUMEHATH ero mnoakokHo (n/k) 1 pa3 B Heaemo. Cpsa3piBaHME C
anb0YMHUHOM SIBIISIETCS OCHOBHBIM MEXaHW3MOM JUIMTENIPHOTO JAEHCTBMS CEMariyTHaa, 4To
NPUBOJIUT K CHW)KEHHMIO BBIBEIEHMs €ro NMOYKaMH M 3allMIIaeT OT MeTaboJMYecKoro pacnaja.
Kpome Toro, cemarmytua crabuieH B OTHOIIEHMH  paclIEIUIeHHs  (EpMEHTOM
JUNEeNTHANINENTHa301-4.

CemariyTui CHWXKAET KOHLUEHTPALMIO TIIOKO3bl KPOBM IOCPEACTBOM INIHOKO303aBUCHMOM
CTUMYJISILIMMA CEKPELIMM MHCYJIMHA M TOJABJICHUs CeKpeluM ritokaroHa. Takum obpasom, mpu
MOBBILIEHUN KOHLEHTPALMHU TIIOKO3bl KPOBU MPOMCXOAMT CTUMYJIALIMS CEKPELIMH MHCYIMHA M
MoJaB/IeHHEe CEKpPEeLMH IIOKaroHa. MexaHu3M CHM)KEHMs YPOBHS IVIIOKO3bl BKJIIOYA€T TaKke
HeOOJIBIIYIO 3a/IePIKKY OTOPOXKHEHHs JKeJTy/Ka B paHHe# nocTnpanananeHoit dase. Bo Bpems
TMIOIIMKEMHM  CEMariyTH/ YMEHbIIAeT CEeKpelMI0 MHCYJIMHAa W HE CHMXKAET CEKPeLHIO
IJIIOKaroHa.



CemarnyTi CHIWXKaeT oOLIyI0 Maccy Tella M Maccy KMpPOBOM TKaHM, yMeHbluas notpebneHue
sHepruu. JlaHHBIH MeXaHM3M 3aTparuBaeT oOllee CHMKEHHE alleTHTa, BKIIOYas yCHUIICHHE
CUTHAJIOB HACBILIEHMs M ociablieHre CUrHaloOB ToJiofa, a TakkKe YIydlleHHe KOHTPOJs
noTpeONieHns] UL U CHW)KeHME TArM K nuiie. CHUKAeTCsl TaKKe MHCYJIMHOPE3UCTEHTHOCTD,
BO3MOXKHO, 3a CYeT YMEHblIeHMs Macchl Tena. [loMumo 3Toro, cemarnyTuja CHUXKaer
NpearioyTeHne K TpHeMy MMM C BBICOKMM COZAEp)KaHWEeM >KMpoB. B ucciepoBanusax Ha
’KMBOTHBIX OBIIO TOKa3aHO, YTO CEeManTyTWA noriaomaercs crequduyeckuMu obmacTsiMu
rOJIOBHOTO MO3Tra, YCHJIMBAET KJIFOYEBbIE CUIHAJIbl HACBILEHHUS M 0CIabseT KJIFOUYeBble CUTHAIIBI
rosiofa. Bo3melcTBYs Ha M30JIMPOBaHHBIC YYAaCTKH TKaHEW TOJIOBHOTO MO3ra, CeMarityTuj
AKTHBUPYET HEWpPOHBI, CBSI3aHHBIE C YyBCTBOM CHITOCTH, M MOJAABISET HEHPOHBI, CBA3AHHBIE C
YyBCTBOM T0JIOZIA.

B xnuauueckux wuccnepoBanusax (KWM) cemarmyTua oxaszeiBai IMOJIOKHUTENBHOE BIIMSAHHUE Ha
JMIUIB TIa3MBl KPOBH, CHMIKANl CUCTOJIMYECKOe apTepuaibHoe aaBieHue (AJl) m ymeHsinan
BOCMAJIEHUE.

B wuccnenoBaHMSX Ha  JKMBOTHBIX — CEMariyTH/ TOJABISA]  Pa3BUTHE  aTepoOCKIIEpo3a,
npeaynpexaas AajbHeillliee pa3BUTHE AOPTAJbHBIX ONAIIEK M yMEHbIIas BOCMNAJEHHE B
Onsikax.

DapmakoOuHamMuKa

Bce ¢apmakoauHamuueckue ucclefoBaHMs ObuiM mpoBeleHbl mocsie 12 Henens Tepanuu
(BKJIIOUAsT TIEPUOJ] YBEIMYEHHs JJ03bl) B PAaBHOBECHON KOHLIEHTpalmu cemarmytujaa 1 mr 1 pas B
HEZIEIO.

Vposenv enuxemuu namowjak u nNOcCmnpanouaIbHolll ypo6eHs 2IUKeMUU

CemaryyTujl CHWKaeT KOHLIEHTPALMIO NIFOKO3bl HATOIIAK M KOHLIEHTPALMIO NOCTIPaHHalIbHOM
nmoko3el. ITo cpaBHeHMio ¢ muauebo Tepanus ceMariyTHAOM | Mr y NalMEHTOB € CaXapHBIM
nuaberom 2 tuna (CJI2) npuBena K CHWXKEHUIO KOHLEHTpPAUMM IVIIOKO3bl € TOYKH 3pEHMs
abCOJIFOTHOTO M3MEHEHHsl OT WCXOJHOTO 3HaueHMs! (MMOJIB/J) ¥ OTHOCUTEIBHOTO CHWDKEHHs TI0
cpaBHeHHIO ¢ TUTane6o (%) B OTHOLICHWM: KOHLEHTpAaLMW IIOKo3bl Hatomak (1,6 mmons/n;
22%); KOHILIEHTpaLMK [IIOKO3b1 yepe3 2 yaca nocie npuema nuuy (4,1 mmons/n; 37%); cpeanei
CYTOYHOM KOHUEHTpauuu rmoko3sl (1,7 mmonb/n; 22%) M NOCTINpaHAMANbHBIX ITHKOB
KOHLEHTpaluk rmoko3sl 3a 3 mnpuema numu (0,6-1,1 mmonw/n). CemarnyTup cHuKan
KOHIEHTPALIMIO TIIFOKO3bI HATOLIAK MOCIIe BBEACHUS NMEPBOI 103bI1.

DyHuryus Gema-k1emox nooAHcenyOOYHOU JHcene3bl U CCKPeYUs UHCYIUHA

Cemarnytua yaydmaer QyHKUMIO OeTa-KIeTOK MopKenya0uHOH kene3bl. [locne BHyTpUBEHHOTO
CTpYHHOro BBeAeHHs TIMoKo3bl maupeHTaM ¢ CJI2 cemaryTua mo cpaBHEHHIO ¢ Iuianebo
yiy4inana TepByl0 W BTOpYK (azy HHCYIMHOBOTO OTBETa € TPEXKPATHBIM U JIBYKPaTHBIM
MOBBIIICHUEM COOTBETCTBEHHO M YBEJIMYMBAJ MAaKCUMaJbHYI CEKPETOPHYX aKTMBHOCTh
OeTa-KJIETOK TO/KETY0UHON JKese3bl Mocje TecTa CTUMYJISUMM apruHuHoM. Kpome toro, nmo
CpaBHEHHUIO ¢ I11a1e00 Tepanys ceMarTyTHAOM YBEJIMUMBAET KOHLEHTPALMK HHCYJIMHA HATOLIAK.
Cekpeyus enoxazona

CemarnyTuji CHIWKAeT KOHLEHTpPALMIO DJIIOKaroHa HaToOIAK M IOCTIpPaH/AMAJIbHYIO
KOHIIEHTpaluio rmokaroHa. Y mauueHtoB ¢ CJI2 cemaniyTuJ NpUBOAUT K OTHOCHMTEJIEHOMY
CHIDKEHHMIO KOHLIEHTPAlM{ DJIOKAroHa M0 CPaBHEHUIO ¢ Muauedo: KOHLEHTpalMM IIOKaroHa
Haromak (8-21%), nocTnpanauanbHOro rmokaroHoBoro orsera (14—15%) u cpeaneit cyTouHoi
KOHIIEHTpaLuH rokarona (12%).



I nroxo3o3asucumas cekpeyuss UHCYIUHA U 2NII0KO303A6UCUMAA CeKpeyus 2IloKacoHd

CemarnyTuJ CHH)Kal BBICOKYIO KOHLEHTPALMIO IVIIOKO3bl B KPOBM, CTUMYIHPYs CEKpELHIO
WHCYJIMHA U CHM)KAsl CEKPELMIO NIIOKaroHa IMI0KO303aBUCUMBIM ¢r1ocoOoM. CKOpOCTh CeKpeLuu
WHCYJIMHA TIOoclie BBEJAECHUS ceMarmytuia nanveHtam ¢ CJI2 Oblia comocTaBMMa ¢ TakoBOM y
3710pPOBBIX JOOPOBOJIBLEB.

Bo BpeMst MHAYLMPOBAHHOM T'MNONIMKEMHUN CEMariyTH/l 110 CPAaBHEHHUIO ¢ Iianedo He U3MEeHsT
KOHTPPETYISTOPHBI OTBET MOBBILICHUS KOHLEHTpAlMM IVIOKaroHa, a TaKKe He ycyryomsn
cHIKeHHe KoHUeHTpauun C-nentuaa y nauuentos ¢ CI12.

OnopooicneHnue dcenyoxa

CemarnyTu BbI3bIBal HEOOJBIIYIO 3a/€PXKKY PAHHEro IOCTIPAHIUAIBHOTO ONOPOKHEHHS
JKeJTy/IKa, TeM CaMBIM CHMXKasi CKOPOCTh MOCTYIUIEHUS TOCTIPAHANATIBHOM IVTIOKO3bI B KPOBb.
Macca mena u cocmas mena

Habmonanocs 6obliee CHIKEHHE MAcChl TeJla NPU NPUMEHEHUM CeMariyTH/a 10 CPaBHEHHIO C
M3yYEHHBIMM TpernapaTamu cpaBHeHUs (Mauedo, CUTAIMOTUHOM, SKCEHATHAOM 3aMEJIEHHOIO
BeIcBOOOXKAEeHUst (3B), aynarmyTuaoM W MHCYIMHOM miaprud) (cMm. pasaen «KnuHuueckas
sddexruBHOCTL M OGezomacHocTb»). IloTeps macchl Tena nNpu NPUMEHEHHMH CeMariyThaa
NPOUCXOM/IA TNPEUMYIIECTBEHHO 3a CYET MOTEPH >KMPOBOH TKAaHHW, INPEBBLIAIOIIEH IMOTEPIO
MBILIEYHON Macchl B 3 pasa.

Annemum, nompeénenue xanopuii u 6160p NPOOYKMOE NUMAHUA

ITo cpaBHeHHMIO ¢ Tuianebo cemarmyTHA CHU3WI noTpebnenue kanopuii Ha 18-35% Bo Bpems
Tpex TOoC/eJ0BaTeIbHBIX IPUEMOB NULIM ad [ibitum. IToMy cnocoOCTBOBAIM CTUMYJIMPOBAHHbIE
ceMariyTHJOM [OJaBJIE€HHUE aNMeTUTa KaK HATOLIAK, TaK M IOC/E NpUeMa NUILH, YIIydIleHHBIH
KOHTPOJIb MOTpeONeHus NUILK, oclabieHue TATH K eie, 0COOEHHO ¢ BBICOKMM COJEPKaHUEM
JKHPOB.

Jlunudvl Hamowyax U NOCMNPAHOUATLHBIE TUNUOLL

ITo cpaBHeHuIO ¢ Mmianedo ceManTyTH CHMXKaJ KOHLEHTpAalMy TPUIIIMLEPHIOB U XOJECTEpHHA
JIMIIONIPOTEUHOB OuyeHb HU3Koi minotHocTH (JITTOHIT) naromak Ha 12% u 21% coOTBETCTBEHHO.
[TocTnpanauanbHoe yBEIMYEHHWE KOHUEHTpauuu TpuravuepuaoB v xonecrepuna JIIIOHII B
OTBET Ha NMPUEM IHIIH C BEICOKUM COJEpIKaHUEM )KUPOB CHU3MIOCH Oosee ueM Ha 40%.
Dnexmpoguzuonozus cepoya (3Pc)

JleiicTBue ceMamIyTHAa Ha TMpPOLIECC PENoJspu3alMd B cepiue ObUI0O NpPOTECTUPOBAHO B
uccienosanun D®Pc. IlpumeHeHne ceMarnyTuaa B 103aX, NMPEBHILAIOLIIMX TeparneBTUYECKHE
(B paBHOBECHOM KOHLIEHTpalMu 10 1,5 Mr), He MPUBOAMIO K YUIMHEHUIO CKOPPEKTUPOBAHHOIO
unteprana QT.

Knunuyeckas sgpgpexmuenocmo u 6esonacnocms

Kak ynyulieHHe TIIIMKEMHYECKOro KOHTpoJis, Tak M cHikeHue CC 3abonepaemMocTH M
CMEPTHOCTH SIBIISIIOTCS HEOThEMIIEMO uacThto nedenus CJ12.

D¢ddexruBHocTh U Oe3omacHocTh ceMarnyTuaa B go3ax 0.5 mMr w1 Mr oueHuBanuch B
IIECTH PaHJAOMU3UPOBaHHBIX KoHTponupyemblx KW 3a ¢asel. M3 mux nare KM B xauecTse
OCHOBHOM 1LIeJIM OLeHHBaIN 3(PpPEeKTUBHOCTh IMTMKEMHYECKOTO KOHTPOJISl, B TO BpeMsl Kak OJHO
KU onenuano B kadectse ocHoBHO# 1ienu CC ucxon. B nononHenue 6vinm nposeaeHs! asa KM
cemarnyTuaa 3 ¢asbl ¢ y4acTHEM SAMNOHCKHX MalMEHTOB.

B nononHenue ObLIO TpoBeneHO ucciegoBanue 3b dasbl 1t cpaBHeHMs 3(PQEKTUBHOCTH U
Oe3omacHOCTH cemarayTuaa B aozax 0,5 mr u 1 Mr oauH pas B HeAeIIO ¢ AyJariyTHAOM B J103aX
0,75 Mr 1 1,5 Mr oiuH pa3 B HeJIe0 cOOTBETCTBEHHO. Takoke Obiio nposeneHo KW 3b dasel ¢



1enblo u3ydeHus: 3pPeKTUBHOCTH M 0e30MmacHOCTH CeMariyTHJa B KauyecTBe JIONOJHEHHS K
JIe4eHUIO MHTMOMTOPOM HATPHIi-3aBUCUMOTO NepeHocYrKa MioKo3sl 2 tuna (SGLT2).

Tepanus cemariyTHAOM NPOAEMOHCTPUPOBAIA YCTOHYMBOE, CTATUCTUYECKH MPEBOCXOAsALIEE U
KJIMHUYECKM 3HAYMMOE YJIydlleHHe TIoKaszarels IIukupoBaHHoro remornobuna (HbAjc) u
CHWJKEHME MAcChl Tesla Ha CPOK [0 2 JIeT MO CPaBHEHWIO C Miauebo U JIeYeHUEM ¢ aKTHMBHBIM
KOHTpOJIeM (CHTarIMITUHOM, HHCYJTMHOM TJIapruH, SKceHaTthaoM 3B u 1ynariyTuaiom).

Bospacrt, nos, paca, STHUYeCKasi MPUHAAJIEKHOCTb, UCXO/HBIE 3HAYE€HHUs MHJEKCA MacChl Tela
(UMT) wu maccel Tena (Kr), AnuTenbHocTh caxapHoro auabera (CJI) wm  nodeunas
HEJ0CTAaTOYHOCTD HE NMOBIHSAIN Ha 3P PEKTUBHOCTH ceMartyTH/a.

Kpome Toro, 6b110 nposeaeHo KU 3b dassl ¢ 1enbto u3yuenus AeHCTBUA/BIMAHUS CEMarIyTHIA
M0 CPAaBHEHUIO C HWHCYIMHOM acmapr, oba B KayecTBe JOMOJHEHMAs K MeT(opMuHy H
ONTUMM3UPOBAHHOM Tepanuu uHcynuHoM rnaprus 100 EJL.

Monomepanus

Mouorepanus cemarmytuaom B fo3ax 0,5 mr u 1 mr 1 pas B Heemo B teyenue 30 Henens no
CpaBHEHHIO ¢ Tanebo MpuBesia K CTATUCTUYECKH Oojiee 3HAYMMOMY CHMKEHMIO IOKasaTesie
HbAc (-1.5%, -1,6% mnpotue 0% COOTBETCTBEHHO), IMIOKO3bl Iasmbl Hartowak (I'TIH)
(-2,5 wmmons/n, -2,3 mmoab/n npotuB -0,6 MMOIB/T COOTBETCTBEHHO) M MacChl Tela
(-3,7 xr 1 -4,5 xr npoTuB -1,0 Kr COOTBETCTBEHHO).

Cemaznymud _no_cpasHeHuro ¢ _cumaznunmunom, o06a 6 xombunayuu ¢ 1—2 nepopanoHulMu

cunoznuxkemuyeckumu  npenapamamvu  (ITTTI) (memdopyvurnom w/unu _npenapamamu__2pynnbl

MUA30IUOUHOUOHA)

Tepanus cemarnytiuaom 0,5 mr u 1 mMr 1 pa3 B Hezemo B TedyeHHe 56 He/lelb N0 CPABHEHHUIO C
CUTArJIMIITHHOM TIpHBeJia K YCTOMYMBOMY M CTaTHCTHYeCKM Oosiee 3HAYMMOMY CHHXKEHMIO
nokaszareneir HbAic (-1,3% wu -1,6% npotue -0,5%, coorBercteenHo), I'TIH (-2,1 mmons/n u
-2,6 MMoJb/1 mpoTuB -1,1 MMoIB/N cooTBeTCTBEHHO) M Macchl Tena (-4,3 Kkr u -6,1 kr npoTus
-1,9 Kr COOTBETCTBEHHO).

Tepanus cemarnytuaoMm 0,5 Mr u 1 Mr no cpaBHEHHIO ¢ CUTAIJIMIITUHOM 3HAYMUTEIBHO CHMIKAA
cucronuyeckoe AJl or ucxoaHoro 3Hayenus B 132,6 mm pr.er. (-5,1 MM pr.cT. U -5,6 MM pT.CT.
MPOTHB -2,3 MM PT.CT. COOTBETCTBEHHO). MI3MeHeHuii qnactonuyeckoro AJl He npoucxoamso.
Cemaznymuod no cpasHeruio ¢ OViaznymuoom, 06a 6 Komounayuu ¢ Memaopmunom

Tepanus cemarmytuaom 0,5 mMr no cpapHenuto ¢ aynantytujaom 0,75 mr, ob6a 1 pas B Henemo Ha

npotsbkenun 40 Hedenb, NpuUBeNa K YCTOWYMBOMY M CTaTUCTHUYECKH MPEBOCXOASAIIEMY
cawxkenuro nokasareneir HbAic (-1,5% nporus -1,1%), ITIH (-2,2 mmonw/n mnpoTus
-1,9 mmonb/n) u Macesl Tena (-4,6 Kr npoTUB -2,3 Kr') COOTBETCTBEHHO.

Tepanusi cemaryTHaoM 1 Mr no cpaBHEHMIO ¢ AynartyTéaoMm 1,5 mr, oba 1 pa3 B Hememo Ha
nporsokenun 40 Heaenb, npuBeNa K YCTOWYMBOMY M CTaTMCTHYECKHM TPEBOCXOAALIEMY
cHwkeHuto nokaszareneii HbAi. (-1.8% mnporus -1,4%), TI'TIH (-2,8 wmmons/n mnportus
-2,2 MMOJIB/1T) ¥ Maccel Tena (-6,5 Kr npoTuB -3,0 Kr) COOTBETCTBEHHO.

Cemaznymud no_cpaenenuio ¢ _skcenamudom 3B, oba 6 kombunayuu ¢ mempopmunom uiu
Mem@OPMUHOM COBMECIHO ¢ NPOU3BOOHBIM CYbAOHUIMOYEBUHBL

Tepanus cemarmytuaom | mr 1 pa3 B Helemo Ha NPOTHXKEHUH 56 Helelb 10 CPaBHEHMIO €
skceHatuaom 3B 2.0 Mr npuBena K YCTOWYMBOMY M CTAaTMCTHUeCKH Oosiee 3HaAYMMOMY
cHmwkeHuto nokazareneii HbAic (-1,5% mnporus -0,9%), I'TIH (-2,8 mmonw/n npoTtus
-2,0 MMoJB/11) ¥ Maccsl Tena (-5,6 Kr npoTuB -1,9 Kr) COOTBETCTBEHHO.




Cemaznymud Nno CPAGHEHUIO ¢ UHCYIUHOM _2napun, oba 6 komounayuu ¢ 1—2 IITTITI

(MoHOmepanus MQM(bODMuHOM uiu Memd)ODMuH ¢ NPOU3BOOHLIM CWlbd)OHquMO‘leBUHbl)

Tepanus cemarnytuaoMm B ao3ax 0,5 m 1 mr 1 pas B HeAeMO MO CPaBHEHMIO C MHCYJIMHOM
riaprun B Tedenue 30 Hemenb TpHBeNa K CTaTUCTHYECKH Ooliee 3HAYUMOMY CHIKEHMIO
nokaszareneit HbAic (-1.2%, -1,6% nporue -0,8% cOOTBETCTBEHHO) M Macchl Tena (-3,5 K,
-5,2 kr npotus +1,2 kr coorBercTBeHHO). CHmwkenne nokasarens I'TIH Owino cratucruyecku
6osee 3HAYMMBIM /8 CeMariyTHaa | Mr [0 CpPaBHEHWIO C WHCYJIMHOM MIapruH (-2,7 MMOIb/J
npotus -2,1 wmmonw/n). He naGmonanoch cratucTudeckd Ooniee 3HAYMMOIO  CHMKECHHUS
nokasarens I'TIH qa cemarmytuzaa 0,5 mr (-2,0 MMoJb/11 poTHB -2,1 MMoIe/1).

Jlons MalMeHTOB, Y KOTOPHIX HAOMOAANNCh TsDKeNIble WM MOATBepKAeHHbIe (< 3,1 MMonb/i)
SMHU30[bl TUIOIIMKEMMH, Oblla HWKe TMpu npuMeHeHun cemarmytuaa 0.5 mr (4,4%) u
cemartytuza 1 mr (5,6%) no cpaBHeHHIO ¢ MHCYIUHOM riapruH (10,6%).

Bonbie naumeHtoB gocturnu nokasarens HbAic < 7% 06e3 TskenblX WIM NOATBEPKAECHHBIX
SMM30/10B runoriMkeMun u 6e3 HaGopa Beca mpu npumenenuu cemarnytuaa 0,5 mr (47%) u
cemarnytuja 1 mr (64%) no cpaBHeHHIO ¢ MHCYJIMHOM raaprud (16%).

Cemaenymud no cpasnenuio ¢ niayebo, 0ba 6 komburayuu ¢ 6a3anLHLIM UHCYIUHOM

Tepanus cemarmyruaoM B 1o3ax 0,5 u 1 mr no cpaBHenuto ¢ miauebo B teyeHue 30 Hexenb
npHBesia K CTaTUCTHYecKH Oosiee 3HaYMMOMY CHMKeHMIo mokazareneit HbAic (-1,4%, -1,8%
npotuB -0,1% coorBerctBenno), I'TIH (-1,6 mmons/n, -2,4 mmons/n npotus -0,5 Mmonb/n
COOTBETCTBEHHO) M Macchl Tena (-3,7 kr, -6,4 xr npotuB -1,4 kr cooTBeTcTBeHHO). YacTtoTa
TSDKEJIBIX WUTH TIOATBEPIKAECHHBIX SMM30/10B I'MIIOIIMKEMUM CYIIECTBEHHO HE pas3iiMyalach MpH
npyMMeHeHuH cemarnyTuaa M miauebo. Jlons nauuenToB ¢ nokasarenem HbAj. < 8% Ha
CKPUHUHTE, COOOLIMBIIMX O TSDKEJIBIX MM NOATBepKACHHBIX (< 3,1 MMoNb/1) 3nu3oaax
TUNOITIMKEMUH, OblIa BBILIE NPU NPUMEHEHUH CeMarIyTHJa IO CpaBHEHMIO ¢ rmuanebo |
COMNOCTaBUMA C J10JIei nalueHToB ¢ nokasareneM HbA . > 8% nHa ckpunuHre.

Cemaenymud no cpaghenuro ¢ niayebo 6 xavecmee OONONHEHUS K Mepanuu_uHeubumopom

SGLT2 (8 xauecmee monomepanuu wiu 6 KOMOUHAUUU ¢ NPOUZBOOHLIMU CYIbDOHUIMOYECEUHDL

wnu mempopmunom)
Tepam/lﬂ CeMariyTuoM B J103€ 1 mMr oguun pa3 B HEACIHO B Ka4E€CTBE AOINOJIHEHUSA K TEpalluu

unruburopom SGLT2 (B KauecTBe MOHOTEpanuM WIM B KOMOMHALMM C TIPOM3BOIAHBIMH
Cynb(OHUIMOYEBUHBI WM MeT(HOPMHHOM) IO CpaBHEHMIO ¢ Tuianebo pas3 B HEAEMIO B TeYeHHE
30 Henenb MpHBesa K CTaTUCTUUECKH 3HAYMMOMY CHIDKeHHIo nokazareneit HbA ¢ (-1,5% nporus
-0,1% cootBerctBeHHO), ['TIH (2,2 MMonb/a npotuB 0 MMOJB/JI COOTBETCTBEHHO) M MacChl Tela
(-4.7 xr npotus -0,9 K COOTBETCTBEHHO).

Cemaenymud no _cpagHeHulo ¢ UHCYIUHOM _Acnapm 6 Kauecmee OONOIHeHUs K _mepanuu

UHCYIUHOM 21ap2UH 8 KOMOUHAyuu ¢ MempopmuHom
B 52-nepenvHoe otkpbiToe KM 6b110 panaomuzupoBano 1748 naumeHToB B cooTHoeHuu 1:1 ¢

Hea/leKBaTHO KoHTposiupyembiM CJ12 nocne 12-HeienbHOro MnoAroTOBUTENBHOIO Iepuoja Ha
Tepanuu WHCYIMHOM IIIApruH U MeTHOpPMUHOM Ul mpuMmeHeHus cemarnytuaa (0,5 mr, naubo
1,0 mr) 1 pa3 B HejemoO WM MHCYJIWHA acnapt 3 pas3a B CyTKH. BitoyeHHas nomyisuus uMena
CpeIHIOI TpOAOKUTENbHOCTh aAuabera 13,4 roma m cpeanmii moxaszarens HbAj. 8,6% c
ueneBbIM nokasareneMm HbA ¢ 6,5-7,5%.

Ha 52-i1 nenene nokasarens HbA | chusuncs Ha 1,5% npu npumenenun cemarnytuaa v Ha 1,2%
Ha Teparuy UHCYJIMHOM acrapr.

KonuyecTBO 3MU30[0B THKENBIX TMINOIIMKEMMH B 00euX rpynnax Tepanud OblIo HU3KHUM
(4 snu30/1a NpW IPUMEHEHUH CeMarnyThaa U 7 SMU30/10B Ha TePanMK HHCYJIMHOM acnapr).



CpenHsis MCXOAHAs Macca Tejla cHu3Mnach Ha 4,1 Kr mpy TNPUMEHEHHH CeMariayTuaa |
yBelMyniach Ha 2,8 Kr Ha Tepanvd MHCYJIMHOM acmapT, a pacyeTHas pasHMIA B JICYCHHH
cocrasuna -6,99 xr (95% JIU or -7.41 no -6,57) na 52-ii neaene.

Kombunayus ¢ monomepanueti npou3e00HuiM cyib@OHUIMOYCEUHbL

Ha 30-ii nenene KU (em. moapasnen «Ouenka Bnusns Ha CCC») Oblna npousBe/ieHa OLEHKa
noarpynnel w3 123 panMeHToB,  HaXOAALIMXCS  HAa  MOHOTEpAnHH  NPOU3BOIHBIM
cynsounnmoueBunsl. Ha 30-it Heaene nokasarens HbAjc cHusnics Ha 1,6% wu Ha 1,5% npu
npuMeHeHuH cemartyThaa B ao3ax 0,5 Mr u 1 Mr cooTBeTcTBeHHO M yBenuuuics Ha 0,1% npu

NpUMEeHEeHUH m1anedo.

Kombunayus ¢ npedsapumenvho cmewiantvbim uncyaunom +1-2 IITTTI

Ha 30-ii negene KM (cm. moapasaen «Ouenka Bausiuug Ha CCCy) Oblna npousseieHa OLEHKa
noarpynnsl w3 867 NalLMEHTOB, HAXOAAIIMXCA Ha TEpanuu MPeABApUTETbHO CMEIIaHHBIM

vHCYIMHOM (B KomOuHaumu wim 6e3 2-x TII'TTI). Ha 30-it nenene nokasarens HbA e chusuics
Ha 1,3% u na 1,8% npu npumeneHun cemartytuaa B 103ax 0,5 Mr 1 1 Mr cooTBeTCTBEHHO M
camsmiics Ha 0,4% npu npumeHeHun ranebo.

Coomuoutenue nayueHmos, 00CMULUUX yen1e6020 cHuicenus nokazamens HbA .

Jlo 79% nauueHToB JOCTUIIM LieJiell JieueHus B OTHOLICHUH cHIkeHus nokasarens HbA . < 7%
W 71018 TaKUX TaUMeHTOB Oblla 3Ha4YMTebHO OOJNbIle NMpPU NPUMEHEHMM CeMariyThaa Io
CPaBHEHHIO C MNALMEHTaMH, MOJYYaBLIMMHM CHTArIMNTHH, dKceHatwa 3B, MHCYIMH riaprus,
aynarnyTaa W mane6o. Jons nauueHToB, AocTHriMx mnokasarens HbAc menee 7% 6e3
TSDKEJIBIX WM TIOATBEPXKACHHBIX SIM30/0B TUMNOrIMKeMuH M 0Oe3 Habopa Beca, Oblna
3HAYMTEIbHO OOJblIe MPU NpUMeHeHMH cemartytuia B ao3ax 0.5 mr m 1 mr (mo 66% u 74%
COOTBETCTBEHHO) 110 CPABHEHHIO C TMAaLMEHTaMH, MOJY4YaBLUIMMHU CUTAMIUNTHH (27%), SKceHaTu
3B (29%), uncynun rnaprus (16%), nynarmytun 0,75 mr (44%) n nynarnytun 1.5 mr (58%).
Macca mena
MoHoTtepanust cemaryTHaOM 1 Mr uiaM Tepanus B KoMOMHaumMu ¢ 1-2 JeKapCTBEHHBIMH
npenaparaMd MNPHBOAMIA K CTaTUCTHYECKM OOJbIIEMY CHMIKEHMIO Macchl Tena (noreps
cocTaBisia o 6,5 Kr) no cpaBHEHHIO ¢ Tepanueil mnianebo, CUTaIMITUHOM, SKCeHaTHaoM 3B,
MHCYJIMHOM ITIapruH Win aynarnytuaoM. CHKeHHe Macchl Tena OBIIo YCTOMYMBBIM Ha CPOK J10
2-X JIeT.
[Tocne ogHOro roja Tepamuu norepu maccesl > 5% u > 10% nocturno Gosbluee KOJIMYECTBO
nauueHToB, nonmy4aBmux cemarmytun 0,5 mr (46% u 13%) u 1 mr (mo 62% n 24%), no
CPaBHEHHIO ¢ MAlMEHTaMM, HAXOJMBLIMMHUCA HA TEPANMM aKTMBHBIMM IIpenapataMy CpaBHEHMs
CUTArTMIITUHOM U 3kceHaTrioM 3B (10 18% u 10 4%).
B KW pnurensHocTeio 40 Henens notepu Macebl > 5% u > 10% nocturio Gosbiiee KOJIM4ECTBO
nauueHToB, nonyyaswnx cemarnytia 0.5 mr (44% u 14%), no cpaBHEHHIO C MALMEHTaMM,
noayyasmumu aynarmytaa 0,75 mr (23% u 3%). Ilorepu maccel > 5% u > 10% nocturno
Goiblee KOJMYECTBO TALMEHTOB, MNOMy4aBMX ceMarnytua 1 mr (mo 63% u 27%), no
CPAaBHEHHIO € MaLMEHTaMHU, NoyyaBiiuMu aynaraytaa 1,5 mr (30% u 8%).
B CC KU norepu maccel Ttena > 5% u > 10% nocturno Gonbliee KOMUYECTBO MALMEHTOB,
nonydaBmux cemarmytua 0,5 mr (36% u 13%) u 1 mr (47% u 20%), no cpaBHEHHIO €
namnueHTaMu, nojy4vasimmu miauedo 0,5 mr (18% u 6%) u 1 mr (19% u 7%).
I'TTH u nocmnpanouanvHoe yeenuyeHue KOHYeHmpayuu 2noKo3bel
Bo Bpemsi Bcex Tpex e€KeJHEBHBIX NpueMoB nuimu cemarnytua 0,5 mr u 1 mr mokasan
3Ha4YMTeNIbHOE CHIKeHue KoHueHTpauuu ['TIH 10 2,8 MMonb/n M cHMKEHUE MOCTIPaHANAIBHOTO
MPUPOCTa KOHLUEHTPALMK TIFOKO3bI 10 1,2 MMOAB/N (pa3HHLIa MEXIY 3HAYEHMsSMHU 10 W mocie
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elbl, TMOJy4eHHas TMOcCIe TpeX MNpUeMOB mnumM) (B JOMOJNHEHHE CM.  paszieln

«DapMaKoIMHAMHUKaY).

Dynkyus bema-Kknemox no0NHCenyOOYHOU Hcelesbl U UHCYIUHOPESUCEHMHOCTb

B xozme Tepanuu cemarnytuaom 0,5 mr u 1 mr npousounno ymyymenue GyHKIMH OeTa-KIeToK
NO/LKETYJOYHOM JKene3bl M YMEHbLIEHHWE WHCYJIMHOPE3UCTEHTHOCTH, 4YTO IOATBEPKAAETCS
OLIEHKOM TroMeocTaTHYeckuX Mozeneld (yHKUMH OeTa-KIeTOK MOMKETY0YHOW Kese3bl
(HOMA-B) u wuncymuHopesucteHtHocTH (HOMA-IR) (B nomonHenuwe cm. pasjedn
«DapmakoAMHAMUKaY).

Jlunuowt

Bo Bpems KW cemarnytuaa nabmopanock ymyuiieHue npoduist JUMNKAOB KPOBM HATOLIAK,
NperMYILECTBEHHO B rpynne, noiayyaBiieil ao3y 1 mr (B [JOMOJHEHHWE CM. pasjel
«DapMakoiMHAMHKa» ).

QOuenka eruanui na CCC

3297 nauuentoB ¢ C/12 u Beicokum CC puckom OblIM paHIOMHM3UpPOBaHBI B 1BOMHOE cienoe KU
JUIMTeNnbHOCThIO 104 Henenu Ha nostyyenue cemantytuaa 0,5 Mr wim cemantytuaa 1 Mr oauH pas
B Hexemo nubo maauebo 0,5 mr wam 1 mr B jgomonHeHue K craHaaptHoi Ttepanuu CC
3ab0sieBaHUI B TeUEHHE NOC/IEAYIOIIUX JBYX JIET.

Tepanus cemarnyTHIOM TpUBENa K CHWKEHUIO Ha 26% pUcKa NepBUYHOIO KOMOMHHMPOBAHHOIO
ucxoa, BKModaromero cmeprs no npuunHe CC naronoruu, uHpapkr muokapaa (MM) 6e3
CMEpPTENIFHOTO MCX0[a M MHCYNBT 0e3 cMepTenbHOro ucxoia. B mepmyto ouepenp 310 6b110
00yCIJIOBJICHO 3HAYUTENIBHBIM YMEHBIIEHHEM YacTOThl HHCYJIbTa 6e3 cMepTeabHoro uexoaa (39%)
¥ He3HauWTeJIbHBIM yMeHblueHueM yactorhl MM Ge3 cmeprenbHoro ucxoza (26%), no 6es
u3MeHeHui B yactore cMmeptd no npuuyrHe CC naronoruu. 3HaYMTENBHO CHM3MIICA PHUCK
peBacKy/IspU3alMid MHOKapaa WIM nepudepudeckux aprepuil, B TO BpeMsl Kak pHUCK
HecTaOWIbHOM CcTeHOKapAuu, TpeOylolieil rocnuranu3auMu, M PUCK TOCHMTAJM3alMKU 110
NPUYMHE CEPACYHON HEI0CTATOUHOCTH CHU3UIIMCH HE3HAYMTEIBHO.

MHUKpOLMPKYISATOPHBIE MCXOAb! BKIOYANM B cedi 158 HOBBIX WM yXy[LIMBLIMXCS CIIy4acB
Hedponariyd. OTHOCHUTENbHBIM PUCK B OTHOLICHWM BPEMEHM 10 BO3HMKHOBEHHWs He(ponaTthu
(HOBBIE ClTyyau pa3BUTUS MEPCUCTUPYIOLIEH MaKpoaabOyMUHYPUH, IEPCHCTUPYIOLIEE YABOEHHE
CBIBOPOTOYHOM KOHLIEHTpAlMH KpeaTMHHWHA, HEOOXOAMMOCTh B IOCTOSHHOM 3aMECTUTEBHOM
NOYEYHOM Teparnuu U CMepTh 10 NpuyrHe 60se3HK nouek) cocrasui 0,64.

B nononnenue k cranaaprHoii Tepanuu CC 3a0oneBanuii Tepanus ceMantyTHA0M B go3ax 0,5 mr
1 1 Mr o cpaBHeHuo ¢ mauedo 0,5 mr u 1 mr B Teuenue 104 Heaenb npuBena K 3Ha4UTEILHOMY
¥ YCTOWYMBOMY CHIDKEHHMIO OT MCXOAHBIX 3HayeHui nokazarens HbAic (-1,1% u -1,4% npotus
-0,4% u -0,4% COOTBETCTBEHHO).

ApmepuanvHoe oasnenue

HaGmonanoce 3HauuTeNnbHOE CHHXKEHHME CpPEAHEro cucronmyeckoro AJl nmpu npUMEHEHHH
cemarnytaa 0,5 mr (3,5-5,1 MM pr.ct.) U cemarnytuaa 1 mr (5,4-7,3 MM pT.CT.) B KOMOHUHALIUH C
[II'TTI wnu GazanpHbIM MHCYIMHOM. He oTMedanoch 3HaYMTENbHOM pa3HMLBI 10 MOKa3aTessm
auactonuyeckoro AJl Mexay ceMartyTH/IOM U TpenaparaMi CpaBHEHMS.

DapmaKoKuHemuKka

[Ipenapar noaxoaut aAns BBeaeHus | pa3 B HeJeno, TaKk Kak IEPHUOJ  TOJyBBIBEAECHHs
ceMariyTHaa paBeH npuoiu3uTensHo 1 Heaene.

Abcopoyus

Bpems noctukenuss MakcumanbHON KOHUEHTpaLUnH (Crax) B Miasme coctaBuio ot 1 1o 3 auen
rocJie BBEEHHUS O3B IIpernapara.






