COOTEBETC TEi_'hi ET 3KCIE F'_T HOMY OTUETY

ot 27.11.2025 N= 29531

OBILASI XAPAKTEPUCTUKA JEKAPCTBEHIFOFG TTPEIEAPAT & 1002

V JlaHHBIA JIEKapCTBEHHBIA Mpenapar MOJICKUT JAOMOJHUTEIBHOMY MOHHUTOPUHTY. ITO
MO3BOJIUT OBICTPO BBISIBUTH HOBYIO HH(OpManuio mo Oe3omacHocTd. Mbl oOpamiaemcs K
paboOTHUKAM CHCTEMBI 3PAaBOOXPAHEHHUS C MPOCHOO COOOIIAaTh O JFOOBIX IMOA03PEBAEMBIX
HEXKEJNATeNbHBIX peakiuax. Ilopsamok cooOumeHns 0 HeXeIaTeIbHbIX PeakIUsIX MPEICTaBICH B
pasaene 4.8.

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA

Cemxapo, 2,5 Mr/103a, pacTBOp AJIsl TOJKOKHOTO BBEICHUSI.
Cemxapo, 5 Mr/mo3a, pacTBOp Uisi HOJKOKHOTO BBEICHUSI.
Cemxapo, 7,5 Mr/m03a, pacTBOp AJIsI TOJIKOKHOTO BBEICHUSI.
Cemxapo, 10 Mr/mo3a, pacTBop JUIst MOAKOKHOTO BBEICHHUS.
Cemxapo, 12,5 mMr/no3a, pacTBop JJsl IOJJKOKHOTO BBEJICHHUSI.
Cemxapo, 15 Mr/mo3a, pacTBop JUist MOAKOKHOTO BBEACHHUS.

2. KAYECTBEHHBIN U KOJJUYECTBEHHBIN COCTAB

JleiicTBytoliiee BEIIECTBO: TUP3EHaTUI™.
Cepxapo, 2.5 Mr/no3a, pacTBop Ui HOAKOKHOTO BBEACHUS

Kaxxaplit M1 pacTBOpa JU1sl HOJKOKHOIO BBEEHUS cofepxuT 4,17 mr tup3enartuia.

Kaxxgast MynpTHI030Bast 0JJHOpa30Basi MIMPULI-PYUKa TSI MHOTOKPATHBIX HHBbeKIUi Punactpa IV,
win Geropharm Autopen I, unu Geropharm Autopen II o6vemom 2.4 mn comepxur 10 mr
THUp3enaTua.

Kaxnas no3a cogepxut 2,5 mr tTupzenaruaa B 0,6 M pactBopa.

Cemxapo, 5 Mr/no3a, pacTBOp Jijisi HOJIKOXKHOTO BBEJICHUS

Kaxxapiii Mt pacTBOpa IS TIOJJKOKHOTO BBEJIEHUS COACP UT 8,33 MT TUp3enaTua.

Kaxxgast MymsTHI030Bast 0;JHOpa30Bast MINPHIT-PYIKa TSI MHOTOKPATHBIX HHBEKIINH PuracTpa IV,
wm Geropharm Autopen I, mmu Geropharm Autopen II o6vemom 2,4 mn comepxkur 20 mr
TUp3enaTHaa.

Kaxxgas mo3a conepkut 5 mr tup3enatuaa B 0,6 M pactBopa.

Cemxkapo, 7,5 Mr/no3a, pacTBOp JUIS IMOJIKOXKHOTO BBEJICHUS

Kaxxapiit M1 pacTBopa Jij1sl OJKOKHOTO BBEIEHUS COAep UT 12,5 Mr Tup3enatuia.

Kaxnas MynpTH1030Bast OAHOPA30Basi MIMPHII-PYIKa JJIsi MHOTOKPATHBIX HHBbeKIHiA PunacTpa IV,
wm Geropharm Autopen I, wim Geropharm Autopen Il o6semom 2,4 M comepxkut 30 mr
TUp3enaThia.

Kaxxnas mo3a conepxut 7,5 mr tupzenatuaa B 0,6 M1 pacTBopa.

Cemxapo, 10 mr/no3a, pacTBOp /sl MOJAKOXKHOTO BBEICHUS

Kaxzip1ii M1 pacTBOpa JUIsl MOAKOXKHOTO BBEIEHUS COEPKUT 16,67 Mr THp3enaTuia.

Kaxnas MynpTH1030Bast OAHOPA30Basi MINPHUII-PyUKa JJIs1 MHOTOKpATHBIX HHbeKIMi Punactpa IV,
win Geropharm Autopen I, wnu Geropharm Autopen II o6vemom 2,4 mia comepxur 40 mr

TUp3CIIaTuaaA.
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Cemxapo, 12.5 Mr/no3a, pacTBop Ul MOAKOXXHQLO BBEJICHUS

Kaxzp1ii M1 pacTBOpa JUIsl MOAKOXKHOTO BBeieHUs conepkut 20,83 mr Tup3enaTua.

Kaxxgast MynsTHI030Bast 0JJHOpA30Basi MINIPUII-PYIKa ISt MHOTOKPATHBIX HHBEKIINH Puractpa IV,
umn Geropharm Autopen I, maum Geropharm Autopen II oobemom 2,4 mi comepxut 50 mr
TUp3enaTHaa.

Kaxxnas no3a comepxut 12,5 mr tupsenaruna B 0,6 M1 pactBopa.

Cemxapo, 15 Mr/no3a, pacTBOp JUlsl MOJIKOKHOTO BBEJICHUS

Kax b1t M1 pacTBOpa JUIS MOJAKOXKHOTO BBEICHUS COICPKUT 25 MI' TUp3enaTuia.

Kaxxgast MynsTHI030Bast 0JJHOpA30Basi MINPUII-PYIKa TSI MHOTOKPATHBIX HHBeKIINH Punactpa IV,
wm Geropharm Autopen I, umu Geropharm Autopen II o6vemom 2.4 mn comepxkutr 60 mr
TUp3enaTH/Ia.

Kaxxnas no3a conepxut 15 mr tupzenatuaa B 0,6 mi pactBopa.

BcnoMoraTenpHbie BEIIECTBA, HAIMYHE KOTOPHIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npenapara: HaTpuid, OEH3UIOBBIN ciupT (cM. pazzaen 4.4.).

*Tup3enaT]l ABISCTCS arOHHCTOM PELENTOPOB TirokaroHomnomobnoro mentuaa 1 (ITII-1P) u
PELENTOPOB TIFOKO303aBUCUMOr0 MHCYIHHOTporHOro nonunentuaa (I'UII-P), npousseneHHbIM
XUMHYECKUM CUHTE30M.

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

PacTBOp 1)1 OKOXKHOTO BBEICHUS.
becuBeTHBIN WK CJIETKa KEeJITOBATOr0 1IBETA IIPO3PAYHBIN PACTBOP.

4. KIIMHUYECKHUE JAHHBIE
4.1. Tloxka3aHusi K NPUMEHEHUIO

[Ipenapar Cemkapo MokazaH K TPUMEHEHHUIO Y B3POCIIBIX B BO3pacTe OT 18 JieT /yist IeueHus:
Caxapubiii quadet 2 tuna (CJ12)
[Tpenapar Cemxapo mokasaH Jyisi JISYEHUsI B3POCIBIX C II0X0 KOHTpodupyeMbiM C/[2 B kauecTBe

JIOTIOJTHEHMS K JIeTe U (pru3nyeckoi akTUBHOCTH:
e B BHJE MOHOTEpaIluu, €cld MeTPOPMUH HE MOJIXOIUT H3-3a HENEPEHOCUMOCTU WIH
IIPOTUBOIIOKA3aHNH;

¢ B JOIIOJHCHUC K APYTHUM JICKAPCTBCHHBIM IIpCIiapaTaM JJIs JICUCHUS CI[2

KoHTposs Maccel Tena

[Mpenapat Cemxapo moka3aH B KauyecTBE JOTIOJTHUTEIBHON TEPANUK MPH COOIIOJICHUH JHETHI C
MOHMKEHHBIM COJIEpP)KaHUEM KAJIOpUH M YBETUYEHUH (PU3NYECKON aKTUBHOCTH JJISI CHIDKEHUS
Macchl Tella U KOHTPOJISL MacChl TeJa Y B3pOCIBIX cTapiie 18 JIeT ¢ MCXOAHBIM MHIEKCOM MacChl
tena (MUMT):

e > 30 xr/m? (0XKHUpeHue);
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e > 27 xr/M? 0 < 30 kr/™M? (n30BITOUHAS
CBSI3aHHOTO C M30BITOYHBIM BECOM COITYTCTBYIOIIETO 3a00JIeBaHus (HAIPUMED, TUIIEPTOHUS,
JUCITAIIACMUS, OOCTPYKTHBHOE COHHOE aITHOd, CEePJCYHO-COCYIUCThIC 3a00JIeBaHMUS,
npenuabder umu CJ12).

4.2. PesuM 103MPOBAHMA U CNIOCOO MPUMEHEHUSs

PexxuM 1o3upoBaHus

Hauanbnas no3a Tupszenatuja COCTaBiIgeT 2,5 MI OJUH pa3 B Henento. Yepe3 4 Hepenu n03y
CJIeMyeT YBEIMYHTh 10 5 MT' OJMH pa3 B Henemto. [Ipn HeoOX0MMOCTH YBETMYEHUE JO3bI MOYKET
MIPOU3BOJUTHCS C IIAroM 2,5 MI MUHUMYM 4epe3 4 Heie IPUMEHEHUS TeKYIIEeH 103bl.

Tabmuna 1. Cxema yBenuueHHS 10361

Henensn Jlo3za, Mr
1-9a —4-a 2,5 MT OJIMH pa3 B HEJEIIO
5-1—8-1 5 Mr OJIMH pa3 B HEJICIIO
9-1—12-5 7,5 MT 0IMH pa3 B HEJEIIO
13-9 - 16-1a 10 Mr ozivH pa3 B HEZIEIIO
17-s5— 20-s 12,5 Mr oguH pa3 B HEACIIO
21-9—24-9 15 Mr oivH pa3 B HEZIEIIO

PexomMenryemble noiep kUBaroIIue J03bl COCTABIAOT S5 Mr, 10 Mr u 15 mr.

MakcumanbHas 103a COCTaBisieT 15 Mr oJIuH pa3 B HEJEINIO.

[Ipu nobGaBneHny THp3enaTuja K MpUMEHSEMOMY MeT()hOpMUHY W/WIM MHTHOWTOPY HATPHIA-
[JIIOKO3HOTO KoTpaHcnoprepa 2-ro tuna (SGLT21) Texyuryro n1o3y merdpopmuna u/mnu SGLT21
He TpeOyeTcsi KOPPEeKTUPOBATh.

[Tpu noGaBnenun THp3eNaTHaa K CyIECTBYIOIIEN Teparuy IPOU3BOIHBIMHU CYIb(OHUIMOYEBUHBI
U/WIN MHCYJIMHA MOXHO PacCMOTPETh BO3MOKHOCTh YMEHBIIEHUS J03bI CYJIb()OHMIMOUYEBUHBI
WIM MHCYJIMHA JUI CHYU)KEHMs pUCKa runoriukeMu. CaMOKOHTPOJIb YPOBHSI INIFOKO3bI B KPOBU
HEOOXOIUM Il KOPPEKTUPOBKH [103bl CYJb()OHMIMOYEBHMHBI M HMHCYIHMHA. Pekomenayercs
MOATAIMHBIN MOAXOJ] K CHUKEHUIO HHCYIHMHA (CM. pa3nensl 4.4 u 4.8).

IIponyck 10361

B cnyuae nmpomycka 10361 IIpenapar cieayeT BBECTH KaK MOXKHO ObIcTpee B TeueHue 4 nHel ¢
MOMEHTa 3aIlJIaHMPOBAHHOTO BBECHMS J103bl. Eciu mporwio 6osee 4 nHei, cieayeT NpomycTUTh
IIPOMYIIEHHYIO 03y ¥ BBECTH CIEAYIOLIYIO 103y B 3aIUIAHHPOBAHHBIN JIeHb. B KaxkaoM citydae
HaIMEeHTHl MOTYT BO30OHOBUTH UX OOBIUHBIA OJTHOKPATHBIN eXeHeeNbHbIN TpaduK BBeICHUS.
[Tpu HEeOOXOAMMOCTH JIEHb €KEHENETBHOTO BBEJACHNUS MOKHO U3MEHHUTD IIPH YCIOBUH, YTO MEKIY
JIBYMsI BBEICHUSIMU TIperapaTa pa3HHIla COCTABIsET HE MEHee YeM 3 JTHS.
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Oco0ble rpyInbl NALUEHTOB

Tlayuenmul nodtcunozo 6ospacma
Koppekunu no3er mpenapara Cemkapo y MAIMEHTOB MOXKHIOTO Bo3pacTa He TpeOyercs (CM.
paznenst 5.1 u 5.2). JlocTynHbl OrpaHUYEHHBIEC JaHHBIE O MPUMEHEHUH TUP3€ENaTh/ia y TalueHTOB
B Bo3pacte > 85 JjerT.

Bospacm, non, paca, macca mena

Koppekuuu 10361 B 3aBUCHMOCTH OT BO3pacTa, [0J1a, pachl UM Macchl Tella He TpedyeTcs (CM.
pasnenst 5.1 u 5.2).

Tayuenmsi ¢ HapyweHuem gyHKyuy novex

Koppekuun 10361 y MauuMeHTOB C MOYEYHOW HEIOCTAaTOYHOCTHIO, BKIIKOYAs TEPMHUHAIBHYIO
craauto noueyHoir HegoctatouHoctu (TITH), He TpeOyercsa. OmMbIT MpUMEHEHUsT THpP3ENaTUaa y
MAlMEeHTOB C MOYEYHOW HEA0CTaTOYHOCThIO Tskenod creneHu u TIIH orpanuuen. Cruemyer
c00JIF0/1aTh OCTOPOKHOCTH MPHU JICUCHUH TAHHBIX MMAIIMEHTOB TUP3EHaTHIOM.

Tlayuenmsi ¢ Hapywenuem ynKyuu neveHu

Koppekuuu [03b61 y NHalMeHTOB C HapylmieHMeM (QyHKuuM medeHu He Tpedyercs. OmbIT
MIPUMEHEHHUs TUP3EMATHAa y MALUEHTOB C MEYEHOYHOW HEJOCTATOYHOCTBIO TSAKEIOW CTENEHU
orpanuyeH. CieayeT IposBISTb OCTOPOXKHOCTb MPU JICUCHUH JTAHHBIX MMAIIMEHTOB TUP3EMaTHI0M
(cm. paznen 5.2).

CTU
bezonacHocTh 1 3 pexTuBHOCTH Mpenapara Cemkapo y AeTeld B Bo3pacte 10 18 yietT Ha qaHHBIN
MOMEHT HE YCTaHOBJIEHBI. JlaHHbBIE OTCYTCTBYIOT.

Cnoco6 IIPUMCHCHUA
HpenapaT BBOJAT IIOAKOZKHO B 001acTh KHNBOTAa, 6enpa W 11jic4ya. HpenapaT MOXHO BBOAUTH B

T000€e BpeMst CyTOK, HE3aBUCUMO OT TpreMa rmuii. O0JIacTh I HHBEKIUU CIIEAYET MEHSATh TIPU
Ka>XX10M BBCJICHHU. Ecmu MAaIMCHTY TAKKEC BBOJUTCA MHCYJIMH, EMY CICAYCT BBECTHU MHBCKIHIO
npenapara Cemkapo B APYTyr0 001acTh 711 HHBEKIIUH.

HaHI/IeHTI)I " JiMhga, OCYHIECCTBIAIONNUE YXOJ 3a IMalluCHTaMH, OOJI?KHbBI OBITH O6y‘-IeHI)I TEXHHUKE
MOJIKOYKHBIX MHBEKIIMI TIepe]] BBeJeHHeM npenapara Cemxapo.

[Tepen BBenenueM npenapara Cemkapo mainueHTaM HeoOX0IMMO BHUMATEIBHO 03HAKOMUTHCS C
MpUJIaraeéMoi B JINCTKE-BKIIAJIBIIIE HHCTPYKIHEH 110 MPUMEHEHHUIO.

JlononaurtenpHy0 HH(DOPMALIKIO O TIPOIleIype BBEICHHUS IIpenapara cM. B pazzene 6.6.

4.3. IIpoTHBONMOKa3aHMA

- ['unepuyBCTBUTENHHOCT K TUP3EMATUIY WX K TIOOOMY M3 BCIIOMOTATEIHHBIX BEIIECTB,
MIEpPEYUCIICHHBIX B pa3zene 6.1.

- MenynnsipHbiii pak mutoBuaHOH xene3sl (MPIIK) B anamHe3e, B TOM YKCIlie CEMEHHOM

- MHuoxecTBeHHas SHAO0KpUHHAs Heorutazust (MOH) 2 tuma

- Caxapusrit nuaber 1 tuna (CI1)

- JlnabeTHvecKuii KeTOau103
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Puck passutis C-KI€TOYHBIX OOYXO0JEH MIUTOBUIHON KeJIE3b]

Y KpbICc 000HX MOJIOB TUP3EMATH/] BBI3BIBAI I0303aBUCUMOE U 3aBHCALIECE OT MPOIOJIKUTEIBHOCTH
JICYECHUs1 YBEJIIMYEHHE 4YacTOThl BO3HHUKHOBEHHS OMYyXO0iM C-KJIETOK IIUTOBHUJIHOMN JKe€e3bl
(aZleHOMBI 1 KapIIMHOMBI) B IBYXJIETHEM MCCIIEIOBAaHUH TP KIMHUYECKH 3HAYMMOM BO31EHCTBUU
m1asmel. HemsBecTHO, BbI3bIBAECT U THp3enatuy C-KIETOYHbIE OIYXOJIM IUTOBUIHOM JKENE3BI,
Brirouass MPIIDK, y nrogei, MOCKOJIbBKY 3HAYUMOCTh HHIYIIMPOBAaHHBIX TUp3enaTtujgom C-
KJIETOYHBIX OIYyXOJE€H IIMUTOBUAHOM JKEJE3bl TIPBI3YHOB Ul YEJIOBEKAa OKOHYATECIBHO HE
YCTaHOBJICHA.

Tup3enatu NpOTUBOIOKA3aH MALUMEHTaM C JIMYHBIM MM ceMelHbIM aHamHe3oM MPIIDK mnun
nauenTam ¢ MOH 2 Ttuna. IIpoKOHCYIbTHpPYITE MAlMEHTOB OTHOCUTENIBHO MOTEHIMAIBHOTO
pucka MPILDK npu ucnonb3oBaHum THp3enaTuaa 1 HHPOPMHUPYHTE UX O CUMITOMAX OIMyXOJen
IMIUTOBUIHOW >KeJle3bl (Hampumep, oOpazoBaHHe Ha miee, AucGarus, OIBIIIKA, MOCTOSHHAS
OXPHUIUIOCTb I0J0Ca).

PerynspHblii MOHUTOPUHI YPOBHS KaJbLIUTOHMHA B CBIBOPOTKE KPOBH WJIM YJIBTPa3BYKOBOE
MCCJIEOBAHNE IIIUTOBUIHOM 7KEJIE3bI UMEIOT HEOIIPEIETICHHOE 3HAYEHUE JIJIsl PAHHETO BBISBIICHUS
MPIIDK y nmanueHTOB, MONY4arOIIKUX TUp3eNnaTuy. Takoi MOHUTOPHUHI MOXET YBEIMYUTH PUCK
HEHYKHBIX IPOLEAYp H3-3a HU3KOH CIEeHUu(UYHOCTU TecTa Ha KaJbLUTOHUH CHIBOPOTKH U
BBICOKOH (DOHOBOIT 3200I€BAEMOCTH IIIUTOBHIHOM KeJie3bl. 3HAYUTEIILHO MOBBIICHHBIC 3HAUCHUS
KAJIBLINTOHMHA B CBIBOPOTKE KpPOBM MOryT ykaseiBaTh Ha MPIIK, a y manuentoB ¢ MPIDK
YPOBEHb KaJbIIMTOHWHA OOBIYHO >50 Hr/m. Eciam mpu uM3MepeHHWH YpOBHS KAJIBLUTOHUHA B
CBIBOPOTKE KpPOBU OOHAPYKEHO IIOBBIIIEHHE, NAIMEHT JOJDKEH NPOWUTH JIOMOJIHUTEIIBHOE
oOcneoBanue. IlanueHTsl ¢ y31aMu IIUTOBUAHON Kele3bl, 0OHApyKEHHBIMH MPU (PU3NIECKOM
OCMOTpE WJIM BU3YyaJIM3allMy 1IeH, TAKXKe JOJDKHBI IPOUTH fajbHellee o0cie0BaHue.

OcTpblil NaHKpeaTuT

[IpumeHeHne TUp3enaTHaa He W3yYald y TAIMCHTOB C MAHKPEATUTOM B aHAMHE3E, MOITOMY
JAHHBIM TAITUEHTAM CJICIYET C OCTOPOKHOCTHIO MPUMEHSTH THP3CTIATH I,

Coo6manocs 00 OCTpOM MAaHKPEATUTE Y MAIIMEHTOB, MPUHUMABIINX TUP3ETIATH/I.

[TarueHTHl JAOKHBI OBITH MPOMH()OPMHUPOBAHBI O CHMIITOMAax OCTPOro IaHkpeatuTa. [lpu
MONO3PEHUH Ha TAHKpPEaTHT TNpPUMEHEHWE Tup3enaThaa cleayeT mpekpatutb. [lpu
MOJATBEPXKJICHUU JMAarHO3a MAHKPEaTUT BO30OHOBIATH MPUMEHEHHE THp3eraTuia He CIeAyeT.
[Ipy OTCYTCTBMM JpYyruX WPU3HAKOB M CHMIITOMOB OCTPOrO TMaHKpPEaTHTa IMOBBIIICHUE
AKTUBHOCTH (DEPMEHTOB MOKETYTOYHON Kele3bl He SBISIETCS MPOTHOCTHYECKUM (HaKTOpOM
pa3BUTHUS OCTPOTO MaHKpeaTuTa (cM. paszaen 4.8).

lunornukemMus

VY nanueHToB, NoIy4arouX THP3ENaTh] COBMECTHO € MpenapaTaMu, YCUINBAIOIIMMU CEKPELUI0
UMHCYIMHa (Hanpumep, CyJb()OHMUIMOYEBHHBI) WM HMHCYJIMHOM, MOXET HaOII0aThCs
MOBBILICHHBI PUCK Pa3BUTUS THUMOMNIMKEMHH. PHCK TMIOITIMKEMMH MOXHO CHU3HUTH ITyTEM
CHIDKEHHSI J103bl CTUMYJIATOpA CEKPELMH MHCYJIMHA WIM CaMOro MHCYNHHA (CM. pasnensl 4.2 u
4.8).

Bausnue Ha sxenynouHo-kumeyHblid TpakT (KKT)

THpBeHaTI/II[ CBA3BIBAIOT C HCKCIIATCIIbHBIMU PCAKIIHUAMU CO CTOPOHBI H(KT, BKJItO4as TOIIHOTY,

5
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00€3B0)KUBAHHMIO OPTaHU3Ma, YTO MOXKET BBI3BATh YXyAUICHUE QYAKINN IOYEK, BKI0UAL OCTPYIO
MOYEUHYI0 HEIOCTaTOYHOCTh. [lanMenToB, momydaronmx Tup3enaru, cieayer HHPOpMUpOBaTh
0 MOTEHIMAJIbHOM PUCKE 00€3BO’KMBAHMSI M3-3a HEXeaTeNbHbIX peakuuil co cropons! JKKT u
IOPUHATH MEpbl MPEAOCTOPOXKHOCTH, UTOOBI M30€kaTb T'MIIOBOJEMMHM U  HapyLIEHUH
JIEKTPOJIUTHOrO OanaHca. JTO OCOOEHHO ClelyeT YYMTBHIBATh Y JIMI[ HOXHJIOTO BO3pacTa,
KOTOPbIE MOT'YT ObITh 00JI€€ [TOIBEPIKEHBI TAKMM OCIIOKHEHUSIM.

Tsoxenble 3a0oneBanus XKKT

Tupsenatus He u3ydyaycs y HalMeHTOB C TspkenbiMu 3abosieBanusMu JKKT, B Tom uucie npu

TSKEIIOM racTpoliapese, y TakKUxX IalUeHTOB €ro CiaeayeT IPUMEHATh ¢ OCTOPOKHOCTBIO.
OcTtpoe NoBpekKICHNE TOYEK
Tup3enaru BEI3BIBACT HEXeNaTelbHble peakiuu co cTopoHsl JKKT, BKiItO4as TOMIHOTY, pBOTY U

JTUapero. DTH SIBJICHUS MOTYT IIPUBECTU K 00€3BOKUBAHUIO, KOTOPOE B TSKEJIBIX CIIyYassX MOKET
BBI3BaTh OCTPOE MOBPEKICHUE TTOYCK.

VY MmanueHToB, MOJyYaBIINX arOHUCTHI PEIENTOPOB IItokaronomnoooxoro nenruga-1 (ITIIT-1),
MOCTYMNAJId TMOCTMAPKETHUHIOBBIE COOOIICHHsI 00 OCTPOM MOBPEXKICHUHM MOYEK M yXYALICHUH
XPOHUYECKOW ITOYEYHON HEIOCTATOYHOCTH, YTO HMHOTJAA MOXET IMOTpPeOOBaTh MPOBEIACHUS
remMoguaim3a. HekoTopple W3 3TUX SBICHUH OBLUIM 3aperHCTPUPOBAHBI y TMAIMEHTOB 0e3
M3BECTHBIX COITYTCTBYIOIIUX 3a00JIEBAaHUH MOYEK. BOJBITUHCTBO 3apETUCTPUPOBAHHBIX CITYYacB
MIPOU3OIILIO Y MAIMEHTOB, KOTOPBIE UCTIBITHIBAIM TOLTHOTY, PBOTY, IUAPEI0 WK 00€3BOKUBAHUE.
Koutponupyiite GpyHKIMHM MOYEK B Hayaje JICUCHUS WM MPHU MOBBIIIEHUH 1036l THp3ENaTUIa y
MAlMCHTOB C TOYEYHOM HEJOCTAaTOYHOCTHIO, COOOINAMIIMX O CEePhE3HBIX HEXKEIaTEIbHBIX
peakusax co croponsl KKT.

OcTphle 3a00JIEBAHUS JKETYHOTO MMY3bIPs

B xone uccnenoBanuii aronuctoB perientopoB ['TII-1 u mocTMapKETHHIOBBIX HCCIICAOBAHUIX
€0001aI0Ch 00 OCTPBIX SBJICHUIX 3a00JIEBAHUI KEITIHOTO MYy3BIPs, TAKMX KaK KETYHOKAMEHHAsI
00JIe3Hb WJIM  XOJICHUCTUT. B  TU1ane00-KOHTPOIMPYEMBIX KIMHHYECKHX WCCIICOBAHHSIX
THUp3emaTuia coo0IaIoch 00 OCTPOM 3a00JIEBAHUH >KETYHOTO MY3bIps (XOJIETUTHA3, KEeITYHas
KOJIMKAa W  XOJCMHUCTIKTOMHS). OCTpble COCTOSHUS CO CTOPOHBI KEIYHOTO  ITy3BIps
ACCOLIMHMPOBAIIUCH CO CHMKEHHEM Macchl Tena. [Ipu mogo3peHnn Ha KeTYHOKaMEeHHYIO 00JIe3Hb
MOKAa3aHbl IMarHOCTUYECKUE UCCIIEIOBAHUS KETTYHOTO MY3BIPS U COOTBETCTBYIOIIEE KIMHIHUECKOE
HaOII0IeHUE.

Junaberndeckas peTUHONATHUS

Tupsenarun He u3ydyayucs y HMAllMEHTOB ¢ HEMPOIU(EpaTUBHON NHaOETHUECKON peTHHOMATHEH,

TpeOyromie HEOTIOXKHOW Tepanuu, MNpoaudepaTuBHON AuaOeTUUYECKOW pEeTHHONMATHEeH Win
IUabeTUYECKUM MAaKYJSIPHBIM OTEKOM, Yy OJTHX I[IallUEHTOB €ro CjeayeT MpPUMEHATh C
OCTOPOKHOCTBIO ITPH COOTBETCTBYIOLIEM KOHTPOJIE.

Acnupanys B coueTaHuu C 001iel aHecTe3ue uin rayookoi cepanuen

Coo01manocs o cirydasx JeroyHO! aclupalny y MaueHToB, MOJyJYaBIIuX arOHUCTHI PELENTOPOB
['TITI-1, moaBepraBIMXxcs 0OMIEH aHeCTe3UH WK TIIYyOOKO# ceganuu.

[Tpu nmpoBeieHUN ONepaTUBHBIX BMEIIATENILCTB MO 0011el aHecTe3nel mim riyooKol cenanuen
y HNalMEeHTOB, NOdyJYaroumx aronucTel penentopos ['TII-1, Bo3MOXkeH puck pa3BUTHSI JIETOYHON
aclMpalyy U3-3a 3a/Iep’KKU OMOPOKHEHUS XKemyaKa (cM. pa3zaen 5.1) u mpucyTCTBUS OCTaATOYHOTO
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(MOCNEQOBATENEHOCTE 0003)

JKCITYAOYHOT'0 COACPIKUMOTO.

[TarmmenTsl cTapiie 85 jgeT

HMmeroTcs IuIlb OrpaHUYCHHBIC NAHHBIC NPUMCHCHHUA THP3CIIATHAA Y TAOUCHTOB B BO3PAaCTC OT
85 mer n crapuie. CJ'ICI[yeT IIPUMCHATH TUPICIIATH/ C OCTOPOXKHOCTBIO Y MAIIUCHTOB B BO3PACTE OT
85 et n CTapme, TaK KaK HEJIb3d HCKIKOYaTh Ooiee BBICOKYIO UYBCTBUTCIIBHOCTE HEKOTOPBIX
ITOXXHJIBIX IMMTAaTMECHTOB.

BcnomorarennHble BEIECTBA

[Ipenapar Cemxapo conepxkut meree | MMoib (23 Mr) HaTpust Ha OJHY 03y, TO €CTh, IO CYTH,
HE COJICPKUT HATPUSI.

[penapar Cemkapo COmEp HUT OCH3WIOBBIA CrUPT (9 Mr OCH3UIOBOTO CIIUPTA B OJHOM M
pacTBopa). BeH3MIOBBIN CITUPT MPOTHUBOMOKA3aH HEAOHOIICHHBIM M HOBOPOXKICHHBIM. MOeT
BBI3BIBATh TOKCUYECKUE M aHA(DWIAKTOUTHBIC PEAKIIUH Y MJIAJICHIICB U JeTeH JI0 3 JIeT.

4.5. B3aumopeiicTBMe ¢ JAPYIrMMH JIeKADCTBEHHBIMH IMpenapaTaMd M [pyrue BHAbI
B3auMOAeliCTBUA

Tupsenarun 3aep>KUBaeT ONOPOKHEHUE JKETYAKA U, TAKUM 00pa3oM, MOKET BIUATh HA CKOPOCTh
BCAChIBaHMsI OJIHOBPEMEHHO INMPUHHMAEMbIX IEPOPATIbHBIX JIEKAPCTBEHHBIX IPENapaTroB. DTOT
3¢ HeKT, MPUBOIAMNIN K CHIDKEHHIO MaKCUMaTbHOIN KOHIEHTpAHH (Cmax) B 3a1€piKKE MEIUAHBI
(tmax), HanOoOJIEE BEIPAKCH B HAUYAJIC JICUCHHS] THP3CHATHIOM.

Ha ocHoBaHuu pe3yibTaToB MCCIIEI0BAHUS MapaleTaMosla, KOTOPbIH UCIOJIb30BajIcs B KaUeCTBE
MO/JICJIBHOTO JIEKaPCTBEHHOI'O Iperapara Uil OLEHKH BIMSHUS TUP3ENaTyaa Ha ONOPOXHEHUE
KeNmyaka, HeOoOXOAUMOCTH KOPPEKTHPOBKM  J03bl Juld  OOJBLIIMHCTBA  OJHOBPEMEHHO
PUHUMAEMBIX IEPOPATIBHBIX JIEKAPCTBEHHBIX CPEJCTB HE YCTaHOBIEHO. OJIHAKO pEKOMEHAYETCS
OTCJICKMBATh MAallMEHTOB, IPUHUMAIOLIUX IEpOpajbHbIe JIEKAPCTBEHHbIE IMpENnapaThl C Y3KUM
TepaneBTUYECKUM HHAEKCOM (Harpumep, Bap(apuH, TUTOKCHH), OCOOEHHO B Hayaje JeueHUus
TUp3ENaTHIOM M TOCie YBEIMYeHUs A03bl. PHCK 3aMeasieHHOro NEHCTBUSI TAaKXKE CIeIyeT
YUNTHIBaTh B OTHOLIEHUHM NEPOPATIBHBIX JEKAPCTBEHHBIX MpENnaparoB, A KOTOPHIX Ba)KHO
ObIcTpOE AEHCTBHE.

Iapayemamon

[Tocne onmHOKpaTHOro MpUMEHEHHUsS TUp3enaruga B 03¢ 5 Mr Cmax MapareraMmona B IUIazMe
cHmkanace Ha 50 %, a tmax 3aaepxkuBasiack Ha | yac. BiusHue Tup3enaTnia Ha NEPOPAIBHYIO
abcopOuuio mapaneramosa HaXOAUTCS B 3aBUCUMOCTH OT J03bl U BpeMeHu. [Ipu nprumMeHneHun
Hu3Kkux 1103 (0,5 u 1,5 mr) HaOm0AamoCh JUIIF HE3HAYUTEIBHOEC M3MEHEHHE KOHIICHTPAIUU
napaneramosna. Ilocie mnpuMeHeHUs 4YeTbIpeX IOCIEeI0BaTEeNIbHBIX €KEHEAENbHBIX 103
tup3enaruna (5/5/8/10 mr) BnusHusA Ha Cmax U tmax TaparieTaMosia He HabIoAaI0Ch. BinsHue Ha
o6myto koHuentpanuio (AUC) orcyrcrBoBaino. [Ipu oqHOBpeMEHHOM MPUMEHEHUH TUP3eNaTHia
U Maparieramosa KOppeKIHH J03bI IOCIEAHEro He TpeOyeTcs.
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[TpuemM KOMOWHUPOBAHHOTO MEPOPAIBHOTO K( HTr)auenTnBa' -}g ’8‘3‘55 Ka-lr-EﬂTllamrm(]:-Tnaunonla +
0,25 Mr HoprecTumara, mporpenapara HOp3JIreCTpOMHUHA) B MPUCYTCTBUU OJHOKPATHOM J03bI
tup3enaruia (5 Mr) IpUBOJIUI K CHUKEHUIO Cmax MEPOPATIBHOTO KOHTPALICTITUBA U ILJIOMIA U MO/
dapmakokunetnueckoit kpuBoil (AUC). [Tokazarens Cmax STHHUIACTPAANOIA CHIKAJICS Ha 59 %,
a AUC — Ha 20 % npu 3anepxke tmax Ha 4 yaca. [Tokazatesnb Cmax HOP3JIFECTPOMUHA CHUXKAJICS HA
55 %, a AUC —Ha 23 % npu 3aaepxke tmax Ha 4,5 yaca. [lokazatenb Cmax HOprecTuMaTa CHUKaJcCs
Ha 66 %, a AUC — Ha 20 % npu 3anepxkke tmax Ha 2,5 vaca. JlaHHOE CHUXKEHHE KOHUECHTPALIMKU
MOCJIE OJHOKPAaTHOTO NPUMEHEHUs THUP3€MaTH]Ia HE CUYUTAETCA KIMHUYECKH 3HAYMMBIM.
Koppekuuu 10361 IEpOpaIbHBIX KOHTPAIICITHBOB HE TPEOyeTCs.

4.6. @epTUIBHOCTH, 0€PEMEHHOCTH U JIAKTAIUS

bepemeHHOCTD
I[aHHBIe (6] HpI/IMeHeHI/II/I TI/Ip3eHaTI/II[a 6epeMeHHBIMI/I JKCHIIIMHAMHN OTCyTCTBYIOT HNIN

orpannyeHsl. VcciaenoBaHWsT Ha  KMBOTHBIX — IIPOJEMOHCTPUPOBAIH  PENPOAYKTHBHYIO
TOKCHYHOCTH Ipernapara. Tupsenartua He peKOMEHAYETCs IPUMEHSTh OEpEMEHHBIM JKEHITMHAM U
KCHIIMHAM C PENpOAYKTHBHBIM IOTEHIMAJIOM, KOTOpPBIE HE HCHOJNB3YIOT CpeACTBa
KOHTpauenuuu. Eciu manueHTka roTOBUTCS K OepeMEHHOCTH, JMOO0 OepeMEHHOCTh YKe
HACTyNHJIa, TEPANMIO TUP3EMaTHIAOM HEOO0XOAWMO NpeKpaTuth. M3-3a JIUTETHHOTO IMEepHOAa
IMOJIYBBIBCACHUS TCpAlIUIO TUP3CIIaTUI0M H€O6XOI[I/IMO IMPCKPATUTh KaK MUHUMYM 3a 1 MeEcH1L a0
IUIAHUPYEMOT'0 HaCTYIUIEHUs OepeMeHHOoCTH (cM. pa3zen 5.2.).

HCDI/IOII I'PYAHOI'O BCKapMJIMBaHUA

I/IH(bOpMaI_II/ISI O BBIACJICHUH TUP3CNIaTUZAA C I'PYAHBIM MOJIOKOM OTCYTCTBYCT. He moxer OBITBH
HCKIIIOYCH PUCK I HOBOPOXKACHHOI'O pe6eHKa. HCO6XOZ[I/IMO IPHUHATDb PCIICHUEC O ITPCKPAILICHUHU
KOPMJICHUA I'PYABIO WJIN HNPCKPALICHUN TCPpAIIUA TI/Ip3eHaTI/I,Z[0M/BO3,I[ep)KaHI/II/I OT HEC, NCXOJ U3
MOJIB3BbI TPYAHOTO BCKapMJIMBAHUA JJISA pe6eHKa U MOJIB3bI TCpAlTNU IJId KCHIITUHBI.

DdepTUabHOCTD

HeticTBue Tup3enaTuaa Ha GepTHIIBHOCTD Y JIIOJIeH Hen3BecTHO. ViccnenoBanus ¢ mpuMeHEeHuEM
THUP3EMaTH/ia Ha )KUBOTHBIX HE BBISIBIIIU MIPSIMOTO BPEAHOTO BO3JEHCTBUS HA (DEPTUITHLHOCTD.

4.7. Bausinme Ha CNOCOOHOCTD YHIpaBJsATh TPAHCHOPTHBLIMHA CPEACTBAMHU MU paGOTaTb C
MEXaHU3MaMHU

Tupsenatu He BIUSET UM HE3HAYUTEIHHO BIUSET HA CIOCOOHOCTH YIPABIATH TPAHCTIOPTHBIMU
CpeIcTBaMU WM paboTy ¢ MexaHu3Mamu. [Ipu COBMECTHOM MPHUMEHEHHHM C TpenapaTtaMu
Cynb()OHIWIMOYEBHHBI WJIM WHCYTUHOM PEKOMEHAYETCS COONIIOaTh MEphbl MPEIOCTOPOKHOCTU
JUTSL TIPEIOTBPAIICHUS TUIIOTTTUKEMHUH TIPH YIIPaBICHUH TPAHCHIOPTHBIM CPEICTBOM U paboTe ¢
MexaHu3Mamu (cM. paznen 4.4).

4.8. HexenatejJbHbIe peaKIuu

Pesrome mpodmnsg 6e30macHOCTH
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KCITYyJOUYHO-KHUIIICYHBIC

paccTpoucTBa.
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JlaHHbIE

HCKCJIATCIbHBIC PCAKIIMU B LICJIOM UMCIIU NPCUMYIICCTBCHHO JICTKYIO WM YMCPCHHYIO CTCIICHU

TshKecTH. YacToTa BOBHUKHOBEHUS TOIIHOTHI, TUAPEr U PBOTHI ObLIa BHIIIE MPU MOBBIIICHUH 03B
Y CHIYKAJIMCh C TEUCHUEM BpeMeHH (CM. pasfieisl 4.2 u 4.4).

TabauyHOoE pe3roMe HEXKENATEIbHBIX DEAKIINI

HpC,I[CTaBJ'IeHHBIe HCXKECIIATCIbHBIC PCaKIWH, BO3MOXKHBIC Ha (bOHe TEpallii THUP3CIIATUOOM,

pacripesieiieHbl B COOTBETCTBHH
BO3HUKHOBCHHMS: OYEHb 4acTo (>

CUCTEMHO-OPraHHbIM

KJaccaM C yKa3aHHEM 4YacTOThI HX
1/10), gacro (> 1/100, vHo < 1/10), mewacto (> 1/1,000, HO

< 1/100), penko (> 1/10,000, Ho < 1/1,000) ouens penko (< 1/10,000) u gactoTa Hemu3BecTHA (Ha
OCHOBAaHHHM UMCIOIIUXCA JAaHHBIX OLICHUTH HCB03MO)KHO).

QOuensb yacTo | Yacro | Heuacro Penxo
Hapywenus co cmopoHbl UMMYHHOU CUCTEMbL
peaKIuu TUIep- aHaUIaKTHIeCKast
qyBCTBUTEIHFHOCTH peakiust’
AHTUOHEBPOTUUECKUI
orek (orek KBunke)?
Hapywenus memaboauzma u numanus
TUINOTJIMKEMUS ™ 11y TUNOTIIMKEMUS ™ Tipu TUIOTIIMKEMUS ™ Tpu
HNPUMEHEHUH C NPUMEHEHUH C NPUMEHEHUH C
npenaparaMmu METQOPMUHOM H MeTGOpMUHOM
cyapdouummodeBunsl | SGLT2i
WY HHCYJTHHOM
CHUKEHHE arnmeTuTal YMEHBIICHNE MaCChI
Tenal

Hapywenus co cmoponwl nepgnoti cucmembl

| ronoBokpysxenue?

| JIUCTEB3US

Hapywenus co cmoponul cepoya

YBEJIMYCHUEC YaCTOTHI

pedrokcHas 005Ie3Hb

CEepJICYHBIX
COKpallleHU
Hapywenus co cmoponul cocydos
| rumoTensms 2 |
Kenyoouno-kuueunvle HapyuieHus
TOIIHOTA JTUCTICTICUS KEITYHO-KaMeHHast
0oJe3Hb

Jrapest B3JIyTHE JKUBOTA XOJICIIUCTHT
pBota® OTPBIKKA OCTpBI TAHKPEATUT
60I1b B KHMBOTE® METEOPH3M
3anop® ractpoa3ogareanbHas

Hapyweuuﬂ CO CNMOPOHbL KOJMHCU U NOOKOJNCHBIX MKAHEL

BBINAJICHHUE BOJIOC
(anonenwus)?

Obwue HapywieHus u peakyuu 8 Mmecme 68e0eHus

‘ YTOMISIEMOCTB?

00JIb B MECTE BBEAECHUS
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OueHb YaCTO Yacro Heuacto = | |- 4U<0 T Spede
PCAKIUT B MCCTe (MOCTEQOBATENEHOCTE 0003
NHBCKIINN

Jlabopamopmvie u uncmpymenmanvrvle OaHHble
MOBBIIIEHUE YPOBHSI
JINNIA3bl B KPOBU
TIOBBIIICHUE YPOBHA
aMuiIasel B KPOBU
MOBBIIIIEHUE YPOBHSI
KaJbIIUTOHNHA B
kposu’

# JlaHHBIE M3 TOCTMAPKETHHTOBBIX MCCIICIOBAHHIA.

* OmnpenesieHUe TUITOTIMKEMHH OIMCAaHO B Ioxpaszaeie «ONHucanue OTACTIbHBIX HEXKEJIATSIIbHBIX PEaKIUi».

2 YeTanocTh, BKIIIOYACT B ce0st TAKHUE TOHATHSL, KaK YTOMJISIEMOCTh, aCTEHHsI, HEJIOMOTaHHE M BSUIOCTb.

! HexenarenbHas peakiys, KOTopas HabJIFOIaeTCs TObKO y manuentos ¢ CJ12.

2 HexenaTenbHas peakiys, KOTOpas B OCHOBHOM HaOIIOJalach y MALMEHTOB ¢ M30BITOYHOM Maccoll Tenma Wim
oxxupenueM, ¢ CJI2 unu 6e3 Hero.

% B uccre0BaHMAX MO KOHTPOJIIO MAcChl TeNla 4acTOTa BCTPEYAEMOCTH — OYEHb YacTo; B Uccienosanusx CJI2 —
4acTo.

4B uccneI0BaHMsX MO KOHTPOJIKD MACChl TENA YACTOTA BCTPEYAEMOCTH — 4acTO; B uccienosanusx CJ[2 — HewacTo.

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKIII/If/'I

Peaxyuu eunepuyscmeumenvrnocmu

I[To pe3ynpTaram psija niaanedo-KOHTPOIUpyeMbIX nccieaoBanuii CZA2 coob1manoch 0 peakiusix
TUIIEPUYBCTBUTEIIBHOCTU HA TUP3€NaTU[l, MHOI/IAa TSKEIbIX (HanmpuMmep, KpanuBHULA U 3K3eMa);
pPEaKIMU TMIIEPUyBCTBUTEIBHOCTU ObUIM 3aperUCTpUpOBaHbl y 3,2 % MalKMeHTOB, MOIY4aBIINX
TUp3enatua, B cpaBHeHMM ¢ 1,7 % mnanueHtoB, noiy4aBmux maneto. Ilpy nmpumeHeHun
TUp3enaTh/ia o cayvasx aHaQHIAKTUYECKOM peakliuu U aHTMOHEBPOTUYECKOM OTEKe COO0IIaoch
penko.

[To pe3ynbraTam psjga ImIane00-KOHTPOJIUPYEMBIX HMCCIEIOBAHUN COOOINANIOCh O PEAKIMIX
TUIepYyBCTBUTENLHOCTH HA THp3eNaTH I y nanuentos ¢ UMT > 27 xr/m? npu CJI2 umu 6e3 Hero,
MHOTJa TSKENbIX (HalpuMep, ChIlb U JEPMATHUT); PEaKUMM THIIEPUYBCTBUTEIBHOCTH OBLIN
3apeructpupoBanbl y 5,0 % NanueHToB, NPUHUMABIIUX TUP3E€NaTHI, B cpaBHEHMH ¢ 2,3 %
NalMEeHTOB, IPUHUMABILIUX I1a1e00.

T'unoenuxemus y nayuenmos ¢ C/[2
HUccnedosanus no C/12

Knunnyecku 3HaunmMas runoriukemMusi (ypoBeHb INIIOK03bI B KpoBH < 3,0 MMoJIb/i1 (< 54 mr/mn))
WJIU TsDKeNasi THUIOTJIMKeMUs (Tpedyrolnasi MOMOIIU Jpyroro juia) Hadmoaanace y 10 — 14 %
(0,14 — 0,16 sBEHWIA/MIAIMEHT-TO/) MTAIMSHTOB PU MPUMEHEHUH THP3ENaThIa, 100aBIsIeMOro K
npenaparam cyibGoHmIMOYeBUHBI Uy 14 —19 % (0,43 — 0,64 coOBITHI/TAIMEHT-TOT) TAI[EHTOB,
npu 100aBICHUN THp3enaTHa K 0a3aabHOMY UHCYIIUHY.

YacToTa KJIMHUYECKH 3HAYUMBIX CIy4aeB THIOTJIMKEMUN NIPU MPUMEHEHUH TUP3ENaTuaa B BUJIE
MOHOTEpaNnuyd WIA COBMECTHO C JPYTUMH IEpPOpPabHBIMH  MPOTHBOANAOETUYECKUMU
npenapatamu cocrasisia 10 0,04 coOwrTuit/manueHT-ron (cM. noapaszaen «TadnuyHoe pesome
HEeXENaTebHBIX peakiuii» u pasnens 4.2, 4.4 u 5.1).

10



B xmmnnyeckux uccnepoBanusx ¢aszer I y 10 (0,2 % na‘tﬂ/leHTHa ‘OJ['M'éLIJe' It _'12]3HI/ISOI[OB
. 6 J§ ",.:lu IBATEINEHOCTE 0003
Tsokenon runorimkemun. M3 stux 10 manuenmron.S ( 7o) neHTOB HOJIYYAIN Tenanmo
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mpernapaToM WHCYIUH TIapTUH WU CYITb(OHHIMOUYEBUHOMN, Y KaXKJIOTO MalueHTa ObuIio mo 1
AIU301Y.

Hccnedosanus no konmponro maccol mena

B mnane6o-kontponmpyembix uccienoBanusx CJI2 III ¢das3el KOHTposisi Macchl Tena ObLIH
3apErUCTPUPOBAHBl CIy4yal THUIOTIUKEMUU (YpOBEHb TIJIOKO3bI B KpoBH < 3,0 MMOJIB/A
(<54 mr/an)) y 4,2 % nauueHToB, MOJIy4aBIIUX TUp3enaTul, 1y 1,3 % mnauueHToB, MOJIy4yaBIInX
wiane6o. B gaHHOM HccnenoBaHWU y MAIMEHTOB, MOJIYYaBIIUX THP3ENaTH] B KOMOWHAIMH C

npenapaTtamMi, CTUMYJIUPYIOIIMMU CEKPELUHI0 HWHCYIMHA (Hampumep, Cyab()OHMIMOYEBHHOI),
yactora runorinukemun Oputa Boime (10,3 %) mo cpaBHEHHIO ¢ MAIMEHTaMH, MOJIyYaBIIUMHU
TUP3ENaTH/I U He TOTYYaBIIUMH CyIb()OHUIMOYEBHHY (2,1 %).

Hu onHoroO cityuas TSKENoM CTeleHu THIIOTIMKEMUH 3apETUCTPUPOBAHO HE OBLIO.

Heowcenamenwvuoie peakyuu co cmoponwvl KKT

B mnane6o-xkontponupyembix uccienoBanusx CH2 Il ¢as3el  xenyqoyHO-KUIIEYHBIC
paccTpoiicTBa YBEIMUYMBAIUCH B 3aBUCUMOCTH OT J03bl IPUMEHEHHUS TUp3enaThaa B 03¢ 5 Mr
(37,1 %), 10 mr (39,6 %) u 15 mr (43,6 %) B cpaBHenuu c 1utane6o (20,4 %). TomHoTa
Habmoganace y 12,2 %, 15,4 % wu 18,3 % no cpaBaenwuto ¢ 4,3 %, a nuapes —y 11,8 %, 13,3 % u
16,2 % mo cpaBHenuio ¢ 8,9 % mpu mpuUMeHEeHUU Tup3enartunaa B go3e S mr, 10 mr u 15 mr B
cpaBHeHHH ¢ 1uiane6o. HexenatensHble peakuunu co cTopoHbl KKT Obuin mpenmyInecTBEHHO
nerkoit (74 %) wnu ymepennoit (23,3 %) crenenu tsxectd. YacToTa TOIIHOTHL, PBOTHI U AMApEU
ObLy1a BBIIIE B IEPHO/] MOBBIIICHUS O3Bl U YMEHBIIAIACh B JUHAMHUKE.

B rpynnax, nonydaBmux tup3enatus B 1o3e S5 Mr (3,0 %), 10 mr (5,4 %) u 15 mr (6,6 %), 6onbiie
MAIMEHTOB TOJHOCTHIO TMPEKpaTWIM MPUMEHEHHE IMpernapaTa u3-3a KelyI0YHO-KUIIEUHBIX
SBIICHUH TI0 CpaBHEHMIO ¢ Tpynmnoi mianebo (0,4 %).

B mnane6o-koHTponupyeMsix uccnenosanusx 111 assl y manmentos ¢ UMT > 27 kr/m? mpu CJI2
Wi 0e3 HeTro TMOoKa3aTelln eIy I0YHO-KHUIIICUYHBIX PACCTPOHCTB TOBBIIIAIUCH TIPU TPUMEHEHUU
tupsenaruaa B 1o3e 5 mr (51,3 %), 10 mr (55,2 %) u 15 mr (55,6 %) B cpaBHEeHUHU ¢ Taedo
(28,5 %). TomnoTa Habmoganace y 22,1 %, 28,8 % u 27,9 % no cpaBuenuro ¢ 8,3 %, a nuapes y
16,9 %, 19,3 % u 21,7 % no cpaBHenuto ¢ 8,0 % npu nmpuMEHEHUU TUpP3ENaTuja B J03€ 5 M,
10 Mr 1 15 Mr COOTBETCTBEHHO B CpaBHEHHH C Mianebo. HexxenaTenbHble peakIi CO CTOPOHBI
XKKT Obutn nmpeumyIiecTBeHHO Jerkoil (63 %) nau ymepeHHoit (32,6 %) CTENeHu TSHKECTH.
YacToTa TOIMIHOTHI, pBOTHI M IMapeH ObLIa BBIIIE B TIEPUO/ MOBHIIICHUS J103bl M YMEHbIIATACh B
JTUHAMUKE.

B rpymnmnax, nonyyaBmux tupisenatun B go3e S mr (2,0 %), 10 mr (4,5 %) u 15 mr (4,3 %), 6omnbiiie
MAIUEHTOB TIOJHOCTHIO TIPEKPATWJIM TPUMEHEHHWE IperapaTa W3-3a KeyJI0YHO-KHAIIEYHBIX
SIBJICHHUH 110 CpaBHEHUIO ¢ rpymmoi miamedo (0,5 %).

Heowcenamenvhule peakyuu co CmopoHbvl HCen4Ho20 ny3vipsi

[To pe3ynpTaram psja miaane6o-KOHTpoaupyeMblx uccrnepoBanuii 111 ¢gassl y nanmentos ¢ UMT
> 27 kr/m? ipu CJ12 wiiu 6e3 Hero o61as 4acToTa pa3BUTHS XOJIEHUCTHTA M OCTPOTO XOIeHCTUTA
cocrasuia 0,5 % u 0 % 11t TpUHUMABIIMX TUP3ENaTUA U T1ane0o0, COOTBETCTBEHHO.
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COOTBETCTBYET 3KCINEPTHI 'H-' OTYETY

MAIMEHTOB, MPUHUMABIIUX Tup3enatun, u 1,0 % MmanueHToB, MPUHUMABIIMX TUIANE00. DTH
OCTpBIC SBIICHUS B )KETYHOM IYy3bIpe OBLIU MPSIMO MPOTIOPIIMOHATBHBI CHIYKCHHUIO Beca.

HmmyHnoeennocmo

VY 5025 nanueHToB, Moay4YaBIIuX TUP3EMAaTH I, B KITHHUYeCKuX ncciaeaopanusax 111 dazer mpu CI12
OLICHUBAJIM HAJIMYKE aHTHUTEN K JiekapcTBeHHoMY npenapary (AJIII). U3 nux y 51,1 % pa3Bunuch
MOTEHLMAJIBHO CBsi3aHHBIE C MpoBoAuMBIM JieuenueMm AJIIl B Teuenuwe nepuopa neueHus. Y
38,3 % o0cnenoBaHHBIX MAIIMEHTOB MOTEHIIUAIBLHO CBSI3aHHBIC C POBOAUMBIM JsieueHuem AJIIT
obun nepcuctupyoummu (AJII npucyrcrBoBanu B Tedenue 16 u 6onee nepens). Y 1,9 % u
2,1 % wuMenuchr HEUTpaIM3YIONIME AaHTUTEJIAa K AaKTUBHOCTUM THP3€MaTHIa B OTHOLIECHUU
pPELENnTOPOB  TJIIOKO303aBUCUMOT0 HMHCYJIUHOTponHoro mnonunentuaa (IUIT) w  TTIII-1
coOTBeTCTBEHHO, a 'y 0,9 % u 0,4 % umenucey HelTpanusyromue anturena Kk HarusHomy U1 u
I'TITI-1 cootBeTcTBeHHO. JlaHHBIX 00 M3MeHeHHH dapmakokuHeTHYeckuX (PK) mapamerpos unun
BIUSHUH Ha 3 ()EKTUBHOCTH THP3EMaTraa, CBsI3aHHbIX ¢ pazButueM AJIII monydeHno He ObLIO0.

VYV 6206 mauuenTos, nomay4yaBwux tupzenarua, ¢ UMT > 27 Kr/M? npu CJI2 unu 6e3 Hero B
KImHU4eckux uccnenaoBanusax (assl I onennBanocs nanuune AJII. 13 vux y 56,1 % pa3Bunuch
MOTEHIIMAIBLHO CBS3aHHBIE ¢ NpoBOAUMEBIM JiedeHueM AJIIl B TeueHue mepuona nedyeHus. Y
43,1 % o0cnenoBaHHBIX NAIIMEHTOB NOTEHIMAIBHO CBSI3aHHBIE C MPOBOAUMBIM JeueHuem AJIII
ot nepcuctupyronmmu (AJII npucyrcTBoBanu B Teuenue 16 u 6omnee venens). Y 2,2 % u
2,4 % wuMeNnuCh HEUTPAIM3YIONIME AaHTUTEJIa K AaKTUBHOCTHM THP3€MaTHIa B OTHOILICHUU
peuentopoB ['MII u I'TIII-1 coorBercTBeHHO, a y 0,8 % u 0,3 % umenuch HeUTpaIU3yroLIUeE
antutena Kk HatuBHoMy ['UIT u I'TIII-1 cooTBeTCTBEHHO.

Yacmoma cepOeunvix cokpaujeHut

B nnane6o-konTponupyembix uccneaoanusax CJ12 11 ¢assl neyenne Tup3enatugom 00yCcIOBHIO
MaKCHMaJbHOE CpPEJHEE YBEIMUYEHUE YaCTOThl CEpACUYHBIX COKpalleHuil Ha 3 — 5 ymapoB B
MUHYTY. MakcuManabHOE Cpe/lHee YBETUUYEHHUE YaCTOThl CEPACUHbIX COKPAILEHUI Yy MallMeHTOB,
NPUHUMABIINX IJ1a11e00, COCTaBWIIO 1 yiap B MUHYTY.

[TpoieHT NanMeHTOB, y KOTOPBIX HAOII0JaJIOCh W3MEHEHHE HCXOAHOM YacTOThI CEPIEeYHBIX
cokpaiieHuii > 20 ynapoB B MMHYTY B Te€UeHHME 2 WM Oosiee MOCIeI0BaTEeIbHBIX BU3UTOB,
cocrasuna 2,1 %, 3,8 % u 2,9 % npu npumeHeHuun tupzenatuaa B noze 5 mr, 10 mr u 15 mr
COOTBETCTBEHHO 10 CpaBHEHMIO ¢ 2,1 % npu npuMeHeHuu mianeo.

Heb6omnboe cpennee yBennyenne PR-uHTepBana Habmoan0ch Npyu NpUMEHEHUH THP3eNaTuaa B
CpaBHEHHMHM c Ianebo (cpeaHee yBenudeHue oT 1,4 mMc 10 3,2 MC U cpefjHEe YMEHbLIEHHE Ha
1,4 mc coorBercTBeHHO). Pa3nuuuii B 4YacToTe BO3HUKHOBEHHS] ApUTMUU M HapylIEHUI
IIPOBOAMMOCTH CepAlla MpH JIEYEHUH TUp3enaTuaoM B no3ax 5 mr, 10 mr, 15 Mr u nnane6o
(3,8 %, 2,1 %, 3,7 % u 3 % COOTBETCTBEHHO) HE HAOJII01ATIOCh.

B nnare60-koHTpoupyeMbIx uccnenopanusx 111 ¢passl y mamuentos ¢ UMT > 27 kr/m? npu CJ12
win 6e3 Hero JieueHne TUP3ENaTHI0M 00yCIOBUIIO MAKCUMAIbHOE Cpe/IHEe YBEIIMUEHUE YaCTOThI
CEpJEYHbIX COKpAalEHU Ha 3 — 5 ynapoB B MHMHYTY. MakCHUMalbHOE CpEJHEE YBEIMUEHUE
YaCTOThl CEPJICUHBIX COKpAIIEHUH y MAIlMeHTOB, MPUHUMABIIMX Iutanedo, cocraBwio 1 yaap B
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COOTBETCTBYET 3K(
oT 27112025 Nz 2
MHEYLY: CIIEQOBATENEH

-[EPTHOMY OTHETY

[TpolieHT TAIMEeHTOB, Y KOTOPBIX HAaOII0aIOCh MAMCHCHITE | BCXD il qaCTOTHT CepICUHBIX
cokpameHuii > 20 ygapoB B MUHYTY B T€UYEeHHE 2 WM Ooyiee MOCIeIOBATEIbHBIX BU3HUTOB,
coctraBuia 1,0 %, 2,4 % u 3,3 % npu npumeHeHuu TUp3enaTtuaa B no3ze S5 mr, 10 mr u 15 mr
COOTBETCTBEHHO 10 cpaBHEeHHMIO ¢ 0,7 % Tpu MpUMEHEHHUH T11a1e0o0.

Heb6onpmoe cpennee ypenuuenue PR-unTepBana Ha0110/1a710Ch MPU IPUMEHEHUH THp3eNaTHaa U
miane6o (cpennee yBenumdenue ot 0,3 mo 1,3 mc u Ha 0,6 MC COOTBETCTBEHHO). Paznmuuuii B
YaCTOT€ BO3HHUKHOBEHHUS ApUTMUU W HAPYIICHWH TNPOBOJUMOCTH CepJlla IpH JICUCHUU
Thp3enatuaoM B go3ax 5 wmr, 10 mr, 15 mr m mrane6o (3,9 %, 3,1 %, 3,6 % u 3,3 %
COOTBETCTBEHHO) HE HAa0JI10/1aJ10Ch.

Peaxyuu 6 mecme 6gedenus

B mnane6o-kouTpommpyembix uccnempoBanusx C/12 111 a3l gacToTa BCTpEYaeMOCTH PEAKIINH B
MecTe BBE/ICHUS Oblia BBILIE MPHU NpUMEHeHUU Tup3enaruaa (3,2 %) mo cpaBHEHHUIO C IuIanedo
(0,4 %).

B mrane6o-konTponupyemsix uccienoBanusx Il ¢assr y manuentos ¢ UMT > 27 kr/m? mpu CJI2
win 0e3 Hero 4YacToTa BCTPEYAEMOCTH PEaKI[MU B MECTe BBEACHHsI ObLIa BhIIIE IPU IPUMEHEHUU
tup3enatuia (7,2 %) no cpaBHeHuto ¢ miane6o (1,8 %).

B nccnenosanusx 111 ¢hazer Hanbosee pacnpocTpaHEHHBIMU PU3HAKAMH ¥ CHMITTOMAaMH PEAKIIHN
B MECTE€ BBEACHMS SIBISUIUCH — dpUTEMa U 3yA. MakcuManbHas TSDKECTh pEaklUMi B MecTe
BBEJICHUS y MalMeHTOB ObLia jierkoi (91 %) unu ymepennoit (9 %). Peakiuu B Mecte BBeCHUS
He OBLIM PaclieHEHBI KaK Cephe3HbIE.

Depmenmul NOOHCETYOOUHOU dicelle3bl

B xome mnanebo-kontponupyembix uccienopanuit CH2 I da3pl nedeHue Tup3enaTuaom
00yCIIOBIMBAJIO CPEIHEE YBEIIMYCHHE MTaHKpeaTHueckoi amuiasbl oT 33 10 38 % u nmunassl ot 31
no 42 % 1o CcpaBHEHUIO C HCXOJHBIM YpPOBHEM. Y TMAalMEHTOB, MOJTYy4YaBIIMX IuIanebo,
HaOJIOAJIOCh YBEJIMYEHNWE YPOBHS aMIJIa3bl MO CPaBHEHUIO C MCXOJIHBIM ypoBHeM Ha 4 %,
W3MEHEHUS YPOBHS JUTA3bl HE HAOIIOAAJIOCH.

B mnane6o-koHTpompyeMsix uccnenosanusx 111 gassr y manmentos ¢ UMT > 27 kr/m? mpu CJI2
uian 0e3 Hero JeYeHHe TUP3EMaTUIoM OOYCIIOBIMBAIIO CPEHEE YBEIMUYCHHE MaHKPEATUUECKON
amunasbl oT 20 1o 24 % u nunaszel oT 29 10 35 % 1No CpaBHEHUIO ¢ UCXOOHBIM YPOBHEM. Y
MAIMEHTOB, MPUHUMABIINX TIae00, HA0II0AAI0Ch YBEINYEHHE YPOBHS aMHJIA3hI 10 CPAaBHEHUIO
C UCXOJIHBIM ypoBHeM Ha 3,8 % u nunassl Ha 5,3 %.

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HCKCIIATCIbHBIX PCAKIIUAX
Baxno COO6H_IaTB 0 TOAO3PCBACMBIX HEKECJIIATCIIbHBIX PECAKIHAX ITOCJIC PETUCTPpalluU IIpeliapaTta C

LEeNbl0 O0EcreyeHus] HENpPEepPHIBHOIO MOHUTOPUHIA COOTHOILIEHUS «I0JIb3a — PHUCK»
JIEKapCTBEHHOI'0 Mpernapara. MeIuIuHCKUM paOOTHHKAM PEKOMEHIYeTCs CO00IaTh O JIF0ObIX
MIO103PEBAEMBIX HEKEIATENBHBIX PEAKLIHSIX [P NPUMEHEHNH JIEKAPCTBEHHOIO MperapaTa 4epe3
HAI[MOHAJIbHBIE CHCTEMBI COOOIIEHUS O HEeXeJaTeNbHbIX pPEAKIHUSIX TOCYJapCTB-YICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr'0 COI03a.

Poccuiickas @enepanus.

®denepanbHas ciiy:x0a 1o Haa30py B cepe 3ApaBOOXpaHEHUS.
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4.9. Ilepeno3upoBkKa

CHUMOTOMBI
VY nmanueHToB MOTYT BO3HHUKATh HEXeJlaTelbHbIe peakiuu co ctoponbl JKKT, BkiItouast TOIHOTY.

Jleuenue

B ciyuae mepeno3MpoOBKH CIIeAyeT HadaTh COOTBETCTBYIONICE IOICP)KUBAIOIICE JICUEHHUE
COTJIaCHO KJIMHHUYECKUM IPOSIBICHUAM W CHMITOMaM marenta. CruennpruuecKuii aHTHI0T TIPH
HIepEI03MPOBKE THP3EMaTHIa OTCYTCTBYET. IIpH JaHHBIX CHMIITOMAaX MOMKET IOTPEOOBATHCS
JUTMTENILHBIN TTepUO HAOIIOICHUS U JICYCHHS, YIUTHIBAs TIEPUOJ TIOJyBBIBEICHHS TUP3EIaTH A
(oko110 5 JIHEH).

5. ®APMAKOJIOTHYECKUE CBOMCTBA
5.1. d®apmakoauHamMH4ecKHe CBOIiCTBa

dapmakoTepaneBTHUECKass  Ipymma: CpeAcTBa sl JIEYEHHMs  caxapHOro  auadera;
TUIIOTIMKEMUYECKUE CPECTBA, KPOME UHCYJIMHOB; APYTUe FMIONIMKEMUYECKHUE CPEACTBA, KpOMeE
WHCYJIMHOB.

Kox ATX: A10BX16.

MexaHu3M J1eHCTBUS
Tupzenatun ssnsercst aronucroMm peuentopoB ['MIT u T'TIII-1 mmurtensHoro aeictBus. Oba

pelLenTopa MNpUCYTCTBYIOT Ha - U [B-D)HIOKPUHHBIX KJIETKaX MOJDKETYJ04YHOM Kele3bl, cepla,
COCYJIUCTON CHCTEMbI, HIMMYHHBIX KJIeTKax (JIelikoluTax), B KHIIEYHUKE U MOoYkax. Penentopsl
I'AIT Takke NpUCYTCTBYIOT Ha aIUIIOLATAX.

Kpowme Toro, peuenrtopsr I'MIT u I'TITI-1 skcnpeccupyroTcss B 00J1acTAX MO3ra, yYaCcTBYIOIIHUX B
peryJsiLiiX aIIeTuTa.

Tup3senarun o6anaeT BBICOKOW CEIEKTUBHOCTHIO B OoTHomeHun penentopoB ['MIT u T'TITI-1
yenoBeka. Tup3enarua obnajgaer Boicokoit apduunocThio K perientopam kak ['UIT, tak u I'TITT-1.
AKTHBHOCTb TUp3enaTtuzaa B otHomeHuu pernentopa I'MII aHanormyHa akTUBHOCTH HAaTHBHOIO
ropmona ['MI1. AktuBHOCTE THp3enaTuaa B oTHowmeHuu peuenropa I'TIII-1 Hke o cpaBHEHUIO
¢ HaTUBHBIM TopMoHom ['TITI-1.

Konmponv enuxemuu

Tup3enaru yaydmaer KOHTPOJIb TNIMKEMUH 3a CYET CHUYKEHHSI KOHIIEHTPAILMK TIFOKO3bI B KPOBU
KAaK HaTOIAK, TAK ¥ MOCJIE IpreMa MUK y nanueHToB ¢ C/[2 3a cyeT HECKOJIBKUX MEXAHU3MOB.
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PeZle}Zl{uﬂ annemuma u 3Hepzemuqe01<ub7 obome

Tup3enartu]l CHUXAET Maccy Tejla U Maccy
YMEHBIIIEHUEM MAaCChI TeJla U KUPOBOW MACCHI BKIIIOUAIOT B c€0sl CHUKEHHE TOTPEOICHUS TTUIIN
3a cyer peryyduuu anmeruta. [1o JaHHBIM KIMHUYECKUX HUCCIEIOBaHUM, TUP3EMATU]] CHUXKAET
noTpedsieHue YHEPTHH U alleTUT 3a CYET YCHIJICHHS YyBCTBA CHITOCTU U HACBHIIICHUS, a TaKXkKe
IIPUTYIUICHUS YyBCTBa rOJI0/1a.

dapmakogngamuyeckue 3P HeKTel
Cekpeyusi uncyiuna
Tup3enatu] MOBBIMIACT YYBCTBUTEIBHOCTD [-KJIETOK IOJDKEITYIOYHOM JKelle3bl K Iroko3e. OH

obecrevnBaeT TIII0K0303aBUCUMOE YCHIICHUE TTEPBOM M BTOPOH (a3bl CEKpeIuy HHCYIIMHA.

B xone kmmmn-uccnenoBanus (KOH(GOKaIbHAS JIa3epHAsk YHAOMHUKPOCKOIUS) TUIIEPTIIUKEMUH Y
narueHToB ¢ CJ12 Tup3enaTtu CpaBHUBAIMU C TUIANE00 M CENIEKTHBHBIM arOHHUCTOM pelenTopa
['TITI-1 cemarnyTuaom B 103€ 1 M B OTHOILIEHUHU CEKpELMU UHCYIHHA. Tup3enarua B 103e 15 mr
MOBBIIANI CKOPOCTh CEKPELIMH MHCYJIMHA IIepBOI U BTOpoii a3l Ha 466 % u 302 % oT ucxoaHOTrO
YPOBHS COOTBETCTBEHHO. [Ipu mpuMeHeHuu riamnedo n3MeHEeHUH B CKOPOCTH CEKPELIUY MHCYIINHA
B IIEPBOM U BTOPO# (pa3ax He HAOIIOAANOCH.

YyecmeumenbHOCMb K UHCYIUHY

Tup3enaru/1 NOBBINIAET YYBCTBUTEIHLHOCTh K HHCYJIUHY.

Tup3senarun B 103¢ 15 Mr noBbIiall 49yBCTBUTEIIBHOCTh BCEIO OpraHU3Ma K MHCYJIWHY Ha 63 %,
YTO U3MEPSIIOCHh IO M-3HAYEHUIO, TOKA3ATEI0 MOTIIOMIECHHS TIIFOKO3bI TKAaHIMH C TPUMEHEHUEM
TUTIEPUHCYJIMHEMHUUYECKOTO IYTIIMKEMUUYECKOT0 KIAMII-MeToAa. M-3HaueHue Mpu NMPUMEHEHUU
1ane0o He U3MEHSIIOCH.

Tupsenarug CHUXKAET Maccy Tella Yy MalMeHTOB C OXKUPEHHEM M M30BITOYHON Maccoi Tena, a
Takke y nanueHToB ¢ CJI2 (He3aBUCMMO OT Macchl Tena), YTO MOXKET CHocOOCTBOBATh
MOBBIIICHUIO YYBCTBUTENBHOCTH K MHCYnMMHY. CokpaiieHue mOoTpeOJeHUsT MU IpH
NPUMECHEHUN THUP3ETaTHIa CIOCOOCTBYET CHIKCHHIO Macchl Tena. CHIDKEHHUE MAacChl Tella B
OCHOBHOM O0YCIIOBJIEHO YMEHBIIIEHUEM KUPOBOM MACCHI.

Konyenmpayusa enioxkazona

Tup3enatun CHIXKaJI KOHIEHTPAIMIO TJIOKaroHa HATOIMAK M TOClie TpHeMa  IHIIU
TJIFOK0303aBUCUMBIM 00pa3om. Tupsenatun B mo3e 15 Mr cHEKajd KOHIIEHTPAILMIO TIIIOKaroHa
Hatomak Ha 28 % u AUC rmrokarona nocie npuemMa cMelaHHou nuiy Ha 43 % 1o cpaBHEHUIO
C OTCYTCTBHEM M3MEHEHHUH B TPYIIE M1amedo.

Onopooicnenue sicenyoka

Tup3enaru/1 3aepKUBAET OMOPOKHEHUE KEITYAKA, YTO MOKET 3aMEJISATh MOTJIOIIEHHE IIFOKO3bI
MOCJIE €/IbI M OKA3bIBATh MOJIOKUTEITHFHOE BIMSHUE HA TTOCTIPAHIUATBHYIO TIIMKEMHUIO. 3aepiKKa
OTIOPO’KHEHUS KEITy/IKa, BEI3BaHHAS TUP3EMATHUIOM, YMEHBINAETCS B TUHAMUKE.

Knuanueckas 3¢ddekTuBHOCTE 1 0€30ITaCHOCTD
c/?
besomacHocth u 2(PEeKTUBHOCTH THUp3eNaTHAa OIECHUBAIM B XOJE€ TMSITH TJI00AIBHBIX

pPaHIOMHU3UPOBAHHBIX KOHTponupyeMbix uccienoanusx Il ¢assr (SURPASS 1-5), ocHoBHOI
LEJIBI0 KOTOPBIX ObUT KOHTPOJIb TTUKEMUH. B ricciae1oBaHUAX MPUHSIN yyacTre 6263 manueHToB
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COOTBETCTBYET 2KC _EF'TH OMY OTUETY
¢ C/12, nonyuaBmux tepanuio (4199 nanueHTos Honyqanﬁl nedf:l'fme ﬂzﬂp&e ﬂl: H 0! _}' 1§lr(|)quHHe

T‘HJI/IX HCHCBBIX HOKEBaTeHCI/I

IICJIM BKIIOYalId KOHTPOJIb MAacCChl T€j1a, IPOUNCHI IAIIMCHTOB, 10

CHUKEHHUS BECa, YPOBEHb TJIIOKO3bI B CHIBOPOTKE HATOIIAK M MPOUEHT MalUEHTOB, JOCTUTIINX
I[EJIEBOTO MOKa3arens TIuKkupoBaHHoro remoriioonaa (HbA1c). Bo Beex msitu uccnenoanusx 111
¢da3bl oneHuBaICA TUp3enaTua B 1o3ax 5, 10 u 15 mr. Bece nanueHTsl, mojydaBIife TUP3ETAaTH]I,
HaYMHAJIM JISYCHHUE C 03Bl 2,5 MT' B TeueHHUe 4 Heleb. 3aTeM 103y TUP3eIaTh/Ia yBEIMIMBaJIN Ha
2,5 Mr Kakapie 4 HeJleu JI0 JOCTIKEHHS Ha3HAYeHHOH JTO3EI.

B kauectBe OCHOBHOM 1IIeIM B XOJIe BCEX HCCIACAOBAHUN JIEYCHUE THUP3EMATHIOM
MIPOJICMOHCTPUPOBAJIO  YCTOMYHMBOE, CTATHCTHYECKHM 3HAYMMOE M KIMHUYECKU 3HAYUMOC
cHmkeHune ypoBHsi HbAlc o cpaBHEHUIO ¢ UCXOJHBIM YPOBHEM U IO CPABHEHUIO C JICUCHUEM
manedo MM aKTUBHBIM KOHTPOJIBHBIM JICUEHUEM (CEMaryiyTuJ, MHCYJIUH ACTIYIeK U UHCYIUH
rIapruH) Ha iepuoA 10 1 roga. B oqHoM U3 uccienoBanuil ykazanublie 3 (HEKThl COXPaHSIICH JI0
2 net. Taxxke OBUIO TPOJEMOHCTPUPOBAHO CTATUCTHYECKH 3HAYMMOE U KIMHUYECKH 3HAYMMOE
CHIDKEHHE MacCChl TeJla [0 CPABHEHHIO C HICXOAHBIM ypoBHEM. Pe3ynbrarel uccnenoBanuii 111 dass
MIPEICTABJICHBI HIDKE HAa OCHOBE TOJIYYCHHBIX JJAHHBIX O JICUCHUH 0€3 MPUMEHEHUs HEOTIIOKHON
Tepanuu B MOJUGUIIMPOBAHHON MONYJSAIMN HadaBluXx Jeuenue nanueHToB (mITT), cocTosmeit
U3 BCEX PaHJOMM3MPOBAHHBIX MAIMEHTOB, KOTOPbIE MOJY4YWIM MO KpaiHed Mmepe 1 mo3y
HCCIIeAYEeMOro Ipernapara, 3a MCKIIOYEHHEM MallMeHTOB, MPEKPATHBIIMX JIEUEHHWE B paMKax
HCCIICAOBAHUS BCICACTBHE OIIMOOYHOI0 BKIIOUYCHUS B HCCIICAOBAHUE.

SURPASS-1 — Monomepanus

B nBoitHOoM cnenom 1uiane0o-KOHTpoJMpyeMoM uccieaoBanuu B TedeHue 40 uemennb 478

MAlMeHTOB C HEaJIeKBaTHBIM KOHTPOJIEM TJUKEMHU C TIOMOILIBIO JUEThI U  (PU3HUECKHX
yIpaXHEHUH ObLTU paHAOMHU3HPOBAHBI B TPYIILI ¢ MPUMEHEHHUEM THUp3eNaTuaa B J03€ 5 M,
10 Mr wun 15 Mr oguH pas B Henemto win 1utane6o. CpeHuid BO3pacT MalMeHTOB COCTaBIsLI 54
rona, 52 % cocTaBisid My>KYiHBL. Ha HCXOIHOM ypOBHE CpeHsis MPOJOHKUTEILHOCTD qruadera
y HallMeHTOB cocTaBisuia 5 jiet, a cpeaunit UMT coctasnsn 32 kr/m? (tabmuma 2, pucyHok 1).

Tabmuma 2. SURPASS-1: pe3ynbTatsl Ha Henene 40

Tupsenatua | Tupsenatun | Tupsenatun| Ilaanedo
Swmr 10 mr 15 mr

MoaudpuunupoBannas | TT momyasius (n) 121 121 120 113
HbA:. (%0) Ucxonubrit ypoBeHB 7,97 7,88 7,88 8,08

(cpennee)

H3MeHeHne oT -1,87% -1,89% -2,07% +0,04

HCXOJTHOTO YPOBHSI

OTinune ot anebo -1,91%* -1,93** -2,11** -

[95 % U] [-2,18,-1,63] |[-2,21,-1,65]| [-2,39, -1,83]
HbA. Hcxoaublii ypoBeHb 63,6 62,6 62,6 64,8
(MM0J1b/MOJIB) (cpentee)

H3MeHeHue oT -20,4% -20,7%# =22, 7% +0,4

HCXOJIHOTO YPOBHSI

Otinuune oT mwianedo -20,8** -21,1%* -23,1** -

[95 % JIN] [-23,9,-17,8] |[-24,1,-18,0] | [-26,2, -20,0]
Manuentsl (%), <7% 86,8** 91,5** 87,9*%* 19,6
JIOCTHTIIHE <6,5% 81,8 81,47 86,21 9,8
YpoBHA HbAlc < 5,7 % 33,9** 30,5** 51,7** 0,9
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Iaoko3a UcxoHblii ypoBeHb 85 | 8h- T;' 216 :_'_' -1 86
CHIBOPOTKH (cpennee) (NOCNEOCBATENEHOCTE 0003)
KPOBH HATOIIAK W3menenue ot -1,4# -Z,b# -Z, T +U, 7
(MMOIB/1T) HCXOJAHOTO YPOBHSI
Otanyue oT rianedo -3,13** -3,26** -3,45** -
[95 % ﬂH] [_3’711 _2’56] [_3’841 _2’69] [_41041 _2!86]
Iaoko3a Hcxonnblii ypoBeHb 153,7 152,6 154,6 155,2
CHIBOPOTKH (cpennee)
KPOBM HATOLAK H3menenue ot '43,6##l '4-5,9##'L -49,3## +12,9#
(mr/mr) HCXOJIHOTO YPOBHSI
Otinune ot mianebo -56,5** -58,8** -62,1** —
[95 % JIN] [-66,8, -46,1] | [-69,2,-48,4] | [-72,7, -51,5]
Macca tena (kr) |Mcxoausiii ypoBeHb 87,0 85,7 85,9 84,4
(cpennee)
H3MeHeHHuE OT -7,0% -7,8% 9,5 0,7
HCXOJAHOTO YPOBHSI
Otanuue oT rianedo -6,3** -7,1%* -8,8** -
[95 % ﬂH] [_7’81 _4’7] [_8’61 _5;5] [_10131 _712]
Manuentsl (%), >5% 66,9'" 78,07 76,771 14,3
JAOCTUTTIIHE . . .
i i i
TOTepH Macehl >10% 30,67 39,87 47,47 0,9
Teaa >15% 13,27 17,07 26,7 0,0
“p <0,05, **p <0,001 B OTHOIIEHKUH IIPEBOCXO/ICTBA, C IIONPABKON HA MHOYKECTBEHHOCTb.
p <0,05, Tp <0,001 no cpaBHeHuUIO ¢ MIane6o, 6e3 MOIPaBKK HA MHOKECTBEHHOCTb.
#p <0,05, # p <0,001 o cpaBHEHHIO C HCXOIHBIM YPOBHEM, 6e3 MOIPaBKU HAa MHOKECTBEHHOCTb.
85
87.5 -
8.0~5 - e g — —a— — —a799% E: - Ll . - — = g— — —a— — —u865kg
=\? 7.5 E
] £ as
E‘: 7.0 E
g 65/ g o SR e792kg
) . S T~ -~ %784kg
55 750
] 4 8 12 16 20 24 32 40 0 4 8 12 16 20 24 32 40
Heneas Heneas
~=Tupz5mr =¥=Tapz10 ur =#=Tupz 15 mr = W = [L1anedo =o=Tup3 5mr =V¥=Tupz 10 mr =#=Tupz 15 ur = W = Iaaneo

Pucynok 1. Cpennuit nokazatens HbAic (%) u cpeansis macca tena (Kr) OT HCXOJIHOTO YPOBHS
1o Henenu 40

SURPASS-2 — Kombunuposaunas mepanus ¢ Mem@opMuHom
B OTKpBITOM IBOHHOM CJEIIOM WCCIEAOBAHMHM C HCIIOJIB30BAaHUEM Ipernapara CpaBHEHUS (B

OTHOIIIEHUU Ha3HA4YeHUsl 103kl THp3enatuaa) B TedeHue 40 Hemenb 1879 marmueHToB ObLTH
PaHAOMU3HPOBaHbI B TPYIIIBI C IPUMEHEHHEM THUp3enatuaa B fo3e S5 mr, 10 mr unu 15 mMr oaux
pa3 B HEJENIO WIK ceMariyTuja B 03¢ 1 Mr oAMH pa3 B HENEeNio, B 000UX rpynnax ManueHTbl
MOJIyYalld Ipernapar B coyeTaHuu ¢ MetgopmMuHoM. CpelHui BO3pacT MaUeHTOB COCTaBIsul 57
net, 47 % cocTaBisid My>XUMHBI. Ha HCXOAHOM ypOBHE CpeIHsIsl IPOAOIDKUTEILHOCTD JHadeTa y
TAIUEHTOB cocTaBlsna 9 jeT, a cpeauuit UMT coctabnsan 34 kr/m? (Tabmuma 3, pucyHoK 2).
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Taganua 3. SURPASS-2! pelynifari i hemese 40
o T F i ¥

Tnp3e L r -tl:n. LT TLAT 15y C_ o -
Swmr 10 mr 15 mr 1 mr
MoauduuupoBannas | TT nomyasiuus 470 469 469 468
()
HbA: (%) Vcxonnslii ypoBeHb 8,33 8,31 8,25 8,24
(cpenuee)
U3MeHeHue oT -2,09% -2,37% -2,46% -1,86%
HCXOJHOI'0 YPOBHS
Paznuune ¢ -0,23** -0,51** -0,60** -
CeMariIyTuaoOM
[95 % U] [-0,36, -0,10] | [-0,64,-0,38] | [-0,73, -0,47]
HbA. UcxonHbiil ypoBEHb 67,5 67,3 66,7 66,6
(MMOJIb/MOJIB) (cpennee)
V3MeHeHue oT -22,8% -25,9% -26,9" -20,3"
HCXOIHOI'O YPOBHS
Pasmnune ¢ -2,5%* -5,6** -6,6** N/A
CeMariyTuaoM
[95 % O] [-3,9, -1,1] [-7,0,-4,1] [-8,0, -5,1]
Manuentsl (%), <7% 85,5* 88,9** 92,2** 81,1
JAOCTUTTIIHE <6,5% 74,07 82,17t 87,1 66,2
ypoBHst HDA¢ <57% 29,317 44, 7%* 50,9** 19,7
I'1oko3a Ucxonuerit ypoBeHb 9,67 9,69 9,56 9,49
CHIBOPOTKH (cpenuee)
KPOBM HATOLIAK HU3meneHue ot ‘3,11## ‘3,42## ‘3,52## ‘2,70##
(MMoOB/1) HMCXOAHOI'O YPOBHS
Paznuune ¢ 0,417 0,72 -0,821 —
CeMariyTuaIoM
[95 % U] [-0,65, -0,16] | [-0,97,-0,48] | [-1,06, -0,57]
I'1oxo03a Ucxonuerit ypoBeHb 174,2 174,6 172,3 170,9
CbIBOPOTKH (cpeanee)
KPOBM HATOIIAK HU3meHeHue ot ‘56,0## ‘61,6## ‘63,4## ‘48,6##
M/ HCXOJHOI'O YPOBHS
( ) Paznuuue ¢ -7,3t -13,07f -14,771 —
CeMariyTHaIoM
[95 % U] [-11,7,-3,0] | [-17,4,-8,6] | [-19,1,-10,3]
Macca Tena (kr) |VicxonHslil ypoBeHb 92,6 94,9 93,9 93,8
(cpenuee)
W3MeHeHue oT -7,8% -10,3" -12.4% -6,2%
HCXOAHOI'0 YPOBHS
Pazmuune ¢ -1,7%* -4,1** -6,2** —
CeMariyTUaoOM
[95 % AUN] [-2,6, -0,7] [-5,0, -3,2] [-7,1, -5,3]
IMauuentsl (%), >5% 68,67 82,4' 86,21 58,4
aocrurume >10% 35,8 52,9 64,9 25,3
MOTePH MACChI : = =
Tena >15% 15,2 27,7 39,9 8,7

*p <0,05, ** p <0,001 B oTHOMUICHHH TIPEBOCXO/ICTBA, C MONPABKONW HA MHOYKECTBEHHOCTb.

p <0,05, ¥p <0,001 1o cpaBHenuo ¢ 1 Mr cemarnyTuaa, 6e3 IONPaBKU Ha MHOYKECTBEHHOCTb.

#p <0,05, # p <0,001 1o cpaBHEHMIO C HCXOMHBIM YPOBHEM, 0€3 MOMPABKU HA MHOXKECTBEHHOCTD.
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Pucynok 2. Cpenuuit nokazarens HbAi1c (%) u cpeansis macca Tena (Kr) OT HCXOIHOTO YPOBHS
1o Henenu 40

SURPASS-3 — kombunuposanuas mepanus ¢ memgpopmurom ¢ SGLT2i unu 6e3 neeo

B OTKpbITOM HCCeOBaHUM C aKTHBHBIM IpErapaToM CpaBHEHUs B TedeHue 52 Henmenb 1444
nanueHTa ObUTH PaHJOMU3UPOBAHBI B TPYIIBI ¢ IPUMEHEHHEM TUp3enaTuaa B go3e 5 mr, 10 mr
win 15 Mr oMH pa3 B HEJENI0 WK pernapara HHCYJIMH JETIYACK, B 000UX rpynnax MalueHTh
MOJTy4YaJTH Tpenapar B codetanuu ¢ Metdpopmunom, ¢ SGLT21 wim 6e3 Hero. Y 32 % manueHToB
npumensuicss SGLT21 Ha ucxoHOM ypoBHE. Ha MICXOAHOM YpOBHE Y IMAIlUEHTOB UMEIACh CPEIHSISA
TIPOIOIKUTENEHOCT AuabeTa B TeueHue 8 1et, cpenuuii UMT — 34 kr/m?, cpennuii Bo3pact — 57

net, 56 % 13 HUX COCTaBIISUIN MY>KUHUHBI.

[MTarMeHThl, NMOTyYaBIINE MpernapaTr WHCYJIUH JErIyldeK, Ha4MHAIM ¢ 103kl 10 eaMHUI/CYyTKH,
KOTOPYIO KOPPEKTUPOBAIU C UCIOJIH30BAHUEM aJITOPUTMA JIJISl TOCTHXKCHUS II€JICBOTO YPOBHS
TIFOKO3bI B KPOBU HATOIIAK <5 MMoib/1. CpeHsis 103a mperapara HHCYJIUH JeTIyJeK Ha HeJene
52 cocraBuia 49 eaunuiy/cytku (Tabmuia 4, pucyHok 3).

Tabmuma 4. SURPASS-3: pe3ynbsraTsl Ha 52 Henene

Tupzenatua | Tupzenatua | Tupsenarua 15 | TurpoBanHbIit
Swmr 10 mr Mmr HHCYJIMH
AerJyuex
MoauduuupoBannas |TT 358 360 358 359
nomyJsinms (N)
HbA:. (%) Ucxonasri 8,17 8,19 8,21 8,13
YPOBEHB (cpeaHee)
U3MeHeHwne OT -1,93% -2,20%% -2,37% -1,34%
MCXO/IHOTO YPOBHS
Pasnuune ¢ -0,59** -0,86** -1,04** -
npernapaTom [-0,73,-0,45] | [-1,00,-0,72] | [-1,17,-0,90]
WHCYIIUH JIeTITy/IeK
[95 % U]
HbA. Ucxonapii 65,8 66,0 66,3 65,4
(MMoOJIb/MOJIB) | YPOBEHD (CpeliHee)
UsmMmeHeHuE OT -21,1% =24, 0% -26,0% -14,6%
HCXOJIHOTO YPOBHS
Paznuune ¢ -6,4** -9,4** -11,3** —
npenapaTom [-7,9,-49] | [-10,9,-7,9] | [-12,8,-9,8]

19



COOTBETCTBYET SKCNEPTHOMY OTHETY

HHCYJINH JCTIIYICK 9T &y I I:g"_ EL L R -
[95 % JIN] (MOCNEOCBATENEHOCTE 0003)
TanuenTobI <7% 82,4** 89,7** 92,6** 61,3
(%), <6,5 % 71,47 80,3"" 85,3"" 44.4
JOCTHTIIIHE <57% | 258 38,6 48,47 54
ypOBHS
HbAlc
I''1oxo03a Hcxonubrii 9,54 9,48 9,35 9,24
CBIBOPOTKH YpOBeHb (CpejiHee)
KpOBH U3MeHeHne OT -2,68" -3,04% -3,29% -3,09%
HATOINAK UCXOJHOIO YPOBHSI
(MMoUTB/ i) Pasnuuue ¢ 0,417 [0,14, 0,05 -0,20 —
IpeTapaToM 0,69] [-0,24,0,33] | [-0,48,0,08]
UHCYJIMH JIETITyIeK
[95% U]
I'imroxo3a Hcxonnaerit 171,8 170,7 168,4 166,4
CBIBOPOTKH YPOBEHH (cpeaHee)
KPOBH H3MeHeHue oT -48,2% -54,8% -59,2%% -55,7%#
HATOIIAK UCXOHOIO YPOBHSI
(mr/mr) Paznuune ¢ 757 [2,4, 0,8 -3,6 -
npemnapaTomMm 12,5] [-4,3,5,9] [-8,7, 1,5]
UHCYJIMH JIETITyIEK
[95% U]
Macca Teja Hcxonaeiii 94,5 94,3 94,9 94,2
(xr) YPOBEHb (CpeHee)
W3MeHeHue oT -7,5% -10,7%# -12,9%# +2,3%
UCXOIHOIO YPOBHS
Pasznmuune ¢ -9,8** -13,0** -15,2** -
npenaparomMm [-10,8,-8,8] |[-14,0,-11,9] | [-16,2,-14,2]
UHCYJIMH JETIIyACK
[95 % JIN]
ManueHThbI >5% 66,077 83,7'" 87,8 6,3
(%0), >10% 37,4 55,7'f 69,4 2,9
JAOCTUTTIIHE >15% 12 57 28,31f 42 5tf 0,0
norepu
Macchl TeJla

*p <0,05, ** p <0,001 B oTHOMUICHHH TPEBOCXO/ICTBA, C TONPABKOW HA MHOYKECTBEHHOCTb.
p <0,05, ¥p <0,001 1o cpaBHEHUIO ¢ MpenapaToM MHCYIMH AerIyaeK, 03 IONpPaBKK Ha MHOKECTBEHHOCTb.
#1 <0,05, # p <0,001 10 cpaBHEHHUIO ¢ MCXOJHBIM YPOBHEM, 6€3 HONMPABKH HA MHOKECTBEHHOCT.
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Pucynok 3. Cpennee 3nauenne HbA1c (%) u cpensis macca Tena (Kr) OT HCXOJTHOTO YPOBHS JI0
Henenu 52
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COOTBETCTBYET 3KCMEPTHOMY
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243 malueHT LUCTPUPYCMBIX_ C- nmvrommo

OTYETY
Henpepuienbviii MoHumopune noxko3vl
[Tpu onenke 24-4acoBbIX TPOQUICH TIIOKO3BI )

CJIETIOTO HETIPEPHIBHOTO MOHUTOPHHTA TIFOKO3bI, OBIIIO MTOKA3aHO, YTO Y MAIIUEHTOB, TIOTYYaBIIHX
Thp3enaru B teueHue 52 uenenb (B no3e 10 mr m 15 Mr), npoaomKUTENbHOCTh yaepKaHUs
YPOBHsI 3HaY€HUs TJIFOKO3bI B HOpMajabHOM auanazone (71-140 mr/mi, 3,9-7,8 Mmoms/n) Obuia
3HAYUMO BBIIIE Y€M Yy TMalMEHTOB, MoyydyaBmuX UWHCYIHH gernynek (73 % u 48 %
COOTBETCTBEHHO).

SURPASS-4 — Kombunuposannas mepanus ¢ 1-3 nepopanvtvimu npomugoouabdemuyeckumu
JIeKAPCMBEeHHbIMU cpeocmeamu: mempopmut, cyrvdoruwimovesurvt uiu SGLT2i

B oTKpBITOM HCCIIEIOBAaHUH C aKTUBHBIM TPENapaToM CPaBHEHHSI MPOJIOKUTEIBHOCTRIO 10 104
Hezenb (OcHOBHasi KoHeuHas Touka — 52 Hezpenu) 2002 nanuenTa ¢ C/12 v NOBBIIEHHBIM PUCKOM
CEPJICYHO-COCYIUCTHIX SIBJICHUNW OBUIM pPaHAOMHU3HPOBAaHBl B TPYMONBl C MPUMEHEHUEM
TUp3enaTuaa B go3e 5 mr, 10 Mr wiu 15 Mr oiuH pa3 B HEJEI0 WK NpenapaTa HHCYJIHH TJIapTUH
OJIMH pa3 B ieHb Ha oHe npuema metdopmuna (95 %) u/mnu cynbponunmoueBunsl (54 %), u/unu
SGLT2i (25 %). Ha wucxoaHOM ypoBHE y MAIlMEHTOB MMENIACh CPEIHSSA MPOIODKHUTEIBHOCTD
nuabeta B Teuenue 12 ner, cpenanit UMT — 33 KT/M?, cpeaHuii Bo3pact — 64 rona, 63 % u3 HUX
COCTaBIISUTM MYXYMHBI. llanyieHTsl, mojy4aBIIMe Mpenapar WHCYJAWH TJIAPTUH, HAYMHAIN
pPUMEHEHHUE C 10361 10 eMHUI/CYTKH, KOTOPYIO KOPPEKTUPOBAIH C HCIIOIH30BAHUEM AJITOPUTMA
JUTSL TOCTHKCHHSI T[EJICBOTO YPOBHSI TJIFOKO3BI B KPOBU HATOMIAK <5,6 MMoib/i. CpemHsisi 103a

npenaparta WHCYJIMH TJIapTHH Ha Hepene 52 coctaBuia 44 enuHUI/CYTKH (Tabiauma 5, pucyHok 4).

Tabnuma 5. SURPASS-4: pe3ynbTaThl Ha Heaene 52

Tupsenatua | Tupsenatun | Tupzenaruy | THUTPOBaHHBINM
Swmr 10 mr 15 mr HHCYJIMH
IJIApTHH
Moauduuupoannas | TT monyasuus 328 326 337 998
(n)
HbA:. (%0) Hcxonubliii ypoBeHb 8,52 8,60 8,52 8,51
(cpenHee)
W3MeHeHue oT 2,247 -2,43%% -2,58% -1,44%%
HCXOAHOI'0 YPOBHS
Pasznuune ¢ -0,80** -0,99** -1,14** -
MpernapaToM HHCYJIUH [-0,92, - [-1,11, - [-1,26, -
TJaprud 0,68] 0,87] 1,02]
[95 % JAU]
HbA. Hcxomubiit ypoBeHb 69,6 70,5 69,6 69,5
(MMoan/Moab) | (cpeHee)
H3MeHeHue oT -24 5% -26,6™ -28,2% -15,7%%
HCXOJTHOTO YPOBHSI
Pasnuune ¢ -8,8** -10,9** -12,5** -
npenaparom uucynaus | [-10,1,-7,4] |[-12,3,-9,6] [-13,8, -
IJIaprUuH 11,2]
[95 % U]
IMauueHTHI <7% 81,0** 88,2** 90,7** 50,7
(%0), <6,5% 66,07 76,0 81,17 31,7
AOCTHUTIIHNE <57% 23,077 32,77 43,17 34
YPOBHS
H bAlc
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I10k03a VcXOHBIH ypPOBEHD 9,57 9,750T =f.11.9)672 M- 49931937
CBIBOPOTKH (cpensee) (NOCNEOOBATENEHOQCTE 0003)
KpOBH H3MeHeHHuE OT -2,80% -3,06% -3,29% -2,84%
HATOIAK MICXOJIHOTO YPOBHS
(MMOIB/.1) Pasznuuue ¢ 0,04 -0,21 0,447 -
npenapaTom uHcyauH | [-0,22,0,30] |[-0,48, 0,05] [-0,71, -
TJIapruH 0,18]
[95 % JIN]
I'imoko3a Hcxonnblii ypoBeHb 172,3 175,7 174,2 168,7
CHIBOPOTKH (cpennee)
KPOBH H3MeHeHue oT -50,4%# -54,9% -59,3% -51,4%
HATOIIAK WCXOJIHOTO YPOBHSI
(/) Paznuune ¢ 1,0 -3,6 -8,0" -
npenapaToM UHCYJINH [-3,7,5,7] [-8,2,1,1] [-12,6, -3,4]
TJIapTHH
[95 % JIH]
Macca UcxonHbiil ypoBEHb 90,3 90,7 90,0 90,3
TeJia (Kr) (cpennee)
U3MeHeHne OT -7,1% -9,5% 211,77 +1,9%
WCXOJIHOTO YPOBHS
Pasznmuune ¢ -9,0** -11,4** -13,5** -
npenaparom uHcynuH | [-9,8, -8,3] [-12,1, - [-14,3, -
TJIApPrUH 10,6] 12,8]
[95 % JIH]
HanueHTHI >5% 62,9 77,6 85,3"" 8,0
(%0), >10% 35,97 53,0 65,6 15
AOCTHUTIIIHE >15% 13,87f 24,0 36,577 0,5
NoTEPH MaCChl
Teaa

“p <0,05, **p <0,001 B OTHOIIEHUH IIPEBOCXOACTBA, C IIONPABKON Ha MHOKECTBEHHOCTb.
p <0,05, 7p <0,001 1o cpaBHEHMIO ¢ MpENapaToM MHCYIMH TIIAPIHH, 063 HONMPaBKH HA MHOKECTBEHHOCT.
#p <0,05, # p <0,001 Mo cpaBHEHHIO C HCXOTHBIM YPOBHEM, 6€3 IIONPABKU Ha MHOKECTBEHHOCTb.
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Pucynoxk 4. Cpennee 3nauenue HbAic (%) u cpennss macca Tena (Kr) OT UCXOAHOTO YPOBHS J10
Henenn 52

SURPASS-5 — kombunuposauuas mepanus ¢ mumposannbimM 0a3a1bHbIM UHCYIAUHOM, C RPUEMOM

Mmempopmuna unu bes ne2o

B nBoiiHOM criemnoMm mmiane0o-KOHTpOIUpyeMoM uccienoBanun B TedueHue 40 Hemenb 475
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ManuceHTOB C HCCOOTBCTCTBYIOIIIUM KOHTPOJICM TIJIMKCMUU, ﬂ

raprud Ha QoHe npuema mMeTdhopMuHa Win G

COOTBETCTBYET 3KCMEPTHOMY

OTUETY
VIHm}aBtLrﬁe ngﬁal%_ail MHCYJTHH

€3 _HET 0, rgBUH/I D%—IHOMPI'%HDOB&HBI B FDWUBI C

IpUMEHEHHEM TUp3enaTuaa B 1o3e 5 mr, 10 Mr niau 15 Mr ofuH pas B Heeno wiu miane6o. /{0361

npenapara HUHCYJIMH I'JIapruH KOPPECKTUPOBAJIMCH C UCITIOJIb30BAHUCM AJITOpUTMA IJIA JOCTUKCHU A

IEJICBOTO YPOBHS IJIIOKO3bI B KPOBH HATOINIAK <5,6 MMoJIb/JI. Ha HCX0THOM ypOBHE Yy NAllMEHTOB
MMeJIach CPEeAHssS MPOIOJDKUTEIBHOCTh quadbeTta B TedeHue 13 met, cpenanii UMT — 33 KI/M2,
cpennuit Bo3pact — 61 ro, 56 % W3 HUX COCTaBIISLIM MY>KUuHBI. OO0IIas pacueTHas MeAuaHHas
J103a IpernapaTa WHCYJIMH TJIapTUH Ha UCXOTHOM YPOBHE COCTaBIsuIa 34 euHUIIbI/CyTKU. CpemHss
J103a Tpernapara WHCYJIMH rapruH Ha Henene 40 cocraBmia 38, 36, 29 u 59 enuHMI/CYyTKH IS

Tup3enaTuaa B o3e 5 mr, 10 mr, 15 mr u miane6o cooTBeTCTBEHHO (Tabnuia 6, pUCyHOK 5).

Tabnuma 6. SURPASS-5: pesynbsraTsl Ha Henene 40

Tupsenarun Tupsenarun | Tupsenatug Inanedo
Swmr 10 mr 15 mr
MoauduuupoBannas | TT nomyasiuus 116 118 118 119
(n)
HbA (%0) Hcxonnslii ypoBeHb 8,29 8,34 8,22 8,39
(cpenuee)
H3MeHeHue oT -2,23% -2, 59% -2, 59% -0,93#
HCXOJIHOT'O YPOBHS
Otnnune ot ianedo -1,30** -1,66** -1,65*%* -
[95 % U] [-1,52,-1,07] |[-1,88,-1,43] | [-1,88, -1,43]
HbA¢ Hcxonnplit ypoBeHB 67,1 67,7 66,4 68,2
(MMoas/mMoanb) | (Cpeanee)
W3MeHeHue oT -24 4% -28,3% -28,3% -10,2#
HMCXOAHOI'0 YPOBHS
Otnuune ot miaedo -14,2** -18,1** -18,1** -
[95 % U] [-16,6, -11,7] |[-20,6, -15,7] | [-20,5, -15,6]
IManueHTHI <7T% 93,0** 97 ,4** 94,0** 33,9
(%0), . - .
NOCTHIIIHE <6,5% 80,0tT 94,7Tt 92,3tT 17,0
ypoOBHsI <57% 26,17 47 87 62,47 25
HbA:.
I'10x03a Hcxonublii ypoBeHb 9,00 9,04 8,91 9,13
CHIBOPOTKH (cpeanee)
KpoBH HaTomaxk | I3MeHenne ot -3,41% -3,77% -3,76% -2,16%
(MMOJIB/T) MCXOJHOT'0 YPOBHS
OT1nnyne ot mianedo -1,25** -1,61** -1,60** -
[95 % AUN] [-1,64,-0,86] |[-2,00,-1,22] | [-1,99, -1,20]
I''1oxo3a Hcxonublii ypoBeHb 162,2 162,9 160,4 164,4
CLIBOPOTKH (cpennee)
KPOBH HATOLIAK Nszmenenue ot '61,4## ‘67,9## '67,7## '38,9##
(mr/mr) HCXOAHOI'0 YPOBHS
OT1nnyne ot mianedo -22,5** -29,0** -28,8*%* -
[95 % U] [-29,5, -15,4] |[-36,0,-22,0] | [-35,9, -21,6]
Macca Tena Hcxonnplit ypoBeHBb 95,5 95,4 96,2 94,1
(xr) (cpenuee)
UsmMmeHeHuE OT -6,2% -8,2% -10,9% +1,7%
HCXOJIHOTO YPOBHS
Otinune oT mIanebo -7,8** -9,9** -12,6** -
[95 % U] [-9.4, -6,3] [-11,5,-8,3] | [-14,2, -11,0]
>5% 53,977 64,6 84,67 59
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TauuenTbI >10 % 22,6]" _ 46,97 &7 1L.ABPgR 29560 09
(%), >15% 7,01 16,6 TELUEA TR1TEHUIL TIo Ulglg)
JIOCTHTIIHE

norepu

Macchl Tesia

“p <0,05, **p <0,001 B OTHOIIEHUH IIPEBOCXOICTBA, C IIONPABKON HA MHOKECTBEHHOCTb.
p <0,05, Tp <0,001 o cpaBHEHMIO ¢ MIaEe60, 63 IOIPaBKK HA MHOYKECTBEHHOCTb.
#p <0,05, # p <0,001 o CpaBHEHHIO C HCXOTHBIM YPOBHEM, O€3 MOIPABKU Ha MHOKECTBEHHOCT.
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Pucynok 5. Cpennuit nokazatens HbAic (%) u cpeansist macca tena (Kr) OT HCXOJIHOTO YPOBHSA
1o Henenu 40

Koumponv maccor mena

B Tpex MexayHapoAHBIX PaHIOMM3UPOBAHHBIX JBOMHBIX CIJIENBIX IUIALE00-KOHTPOIUPYEMBIX
uccaenoBanusax III ¢aszer (SURMOUNT-1, SURMOUNT-3, SURMOUNT-4) mpoBoauiack
orieHka 3¢ (HpeKTUBHOCTHU U 6€30MaCHOCTH TUP3EMaTHAA B OTHOILICHUH KOHTPOJIS Beca B COUCTaHUU
CO CHMKCHHEM MOTPEeOJIeHUs KATOPH U MOBBIIIEHHEM (PU3UUYECKOI aKTUBHOCTHIO y TIAITUEHTOB C
oxxupernem (MMT > 30 kr/m?) unn u36erTouHoit Maccoii Tena (MMT > 27 kr/m? o < 30 kr/m%) u
[0 MEHbILEH Mepe OJIHUM COMYTCTBYIOIIMM 3a00J€BaHUEM, CBSI3aHHBIM C U30BITOYHBIM BECOM
(Hampumep, TUCIUMNHUAEMUs, KOTOPYIO JiedaT WM HE JieuaT, THIePTOHHS, OOCTPYKTUBHOE arlHO?
CHA WJIM CepJIeYHO-COCYIUCThIE 3a00JI€BaHU ), @ TAKXKE C MPeAradeTOM WIIK HOPMOTJIMKEMHEH, HO
0e3 caxapHoro auabeta 2 Tuna. B uccnegosanus 6s110 BitoueHO 3900 B3pOCIbIX NAIIMEHTOB, U3
KOTOpbIX 2518 1o pe3ynpTaTaM paHA0MHU3aIUU OJIy4alld TUP3ETIATH]L.

Tepanus Tup3enaTuaoM NPOAEMOHCTPUPOBAIA KIIMHUYECKH 3HAYMMOE U YCTOMYMBOE CHUKEHUE
Beca 1o cpaBHeHHUIO ¢ 1anedo. Kpome toro, B uccnenoBanun SURMOUNT-1 Gonee BhICOKHUIA
MPOLIEHT MAallMEHTOB JOCTUTaJ CHHKEeHUsS Beca > 5 %, > 10 %, > 15 % u > 20 % npu npumMeHeHuun
TUp3enaTh/ia Mo CPaBHEHMIO ¢ TU1anedo.

D¢ bdekTUBHOCT, M 0€30MacHOCTh THUp3enaTuia JUisi KOHTpoJia Beca y manueHtoB c¢ CJI2
OLICHUBAJIUCh B PAHJOMHU3UPOBAHHOM  JBOMHOM  CJIENIOM  IUIALE00-KOHTPOIUPYEMOM
nccnenoBanuy passl 3 (SURMOUNT-2) u B moarpymnme nanuenTos ¢ UMT > 27 kr/m? B pamMkax
ISTH paHaoMU3MpoBaHHbIX HccaenoBanusax ¢assl [II (SURPASS-1 — 5). B atu uccnenoBanus
6bUTH BKMIOYeHBI 6330 manuentoB ¢ UMT > 27 kr/m? (4249 paHIOMH3UPOBAHBI JUIS JTEYCHUS
tup3enatuaom). B uccnenoannn SURMOUNT-2 nedenne TUp3emaTuioM MPoIEMOHCTPUPOBATIO
KJIMHUYECKH 3HAUMMOE U YCTOMYMBOE CHI)KEHHUE Beca 110 CPaBHEHMIO ¢ rpynmoi mianedo. [Joms
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HALMEHTOB, JOCTUrIMX > 5 %, > 10 %, > 115 % u > 20 bz ‘cgﬂ)]cefﬂ/m Bgca"l'ilrnﬂ neueHn
MOCNELOBATENEHO! il
THP3ENaTuIoM, OblIa 3HAYUMO OOJIBIIE MO CP

HOATPYII TMAallMEHTOB C OXUPEHUEM WM U30BITOUYHBIM BecoM B uccienoBaHusix SURPASS
(cocraBmsirommx 86 % ot oOmed mnonymsauuu uccienoBanuid SURPASS 1 — 5) nmokazan
YCTOMYHMBOE CHUKEHHE Beca, a TaKKke 00Jiee BBICOKUN MPOIEHT MallMeHTOB, JOCTUTIINX IIeJIeBhIX
MoKa3aresel CHUKEHHsI Beca 10 CPAaBHEHHIO C aKTUBHBIM IIpernapaToM CpaBHEHUs/T1aneoo.

Bo Bcex wucciaemoBanusx SURMOUNT wucnomp3oBajiach Ta K€ CXEMa MOBBIIIEHUS O35l
Tup3enaruaa, 9ro u B ucciegopanuu SURPASS (nauunas ¢ 2,5 Mr B TeueHue 4 Helemb, 3aTeM
J103a Mpenapara yBeJIu4uBaiach ¢ arom 2,5 Mr Kaxkasle 4 HeZieNu 10 JOCTH)KEHUS Ha3HAYeHHOU
JIO3BI).

SURMOUNT-1

B pamkax ABOWHOTrO CJIENOTo IUIane00-KOHTPOINPYEMOTO UCCIICIOBAaHUS B TEUYCHUE 72 HEIelb
IpUHAIK yyacTue 2539 B3pocibix naruenTos ¢ oxuperueM (MMT > 30 kr/m?) unu u36bITO9HBIM
Becom (UMT > 27 xr/m? no < 30 kr/m?) u mo kpaiiHeil Mepe C OJHHM COIYTCTBYFOIIHM
3a00JIeBaHUEM, CBA3AHHBIM C Maccol Tena, ObUIM paHIOMU3HPOBAHBI B TPYMIbI C MPUMEHEHUEM

TUp3enaTuaa B 03¢ 5 mr, 10 Mr winm 15 Mr ouH pa3 B HeJeN0 WiK 1iaie6o. Becem manuentam
ObLIa PEKOMEH/I0BaHa JUETA C MOHM)KCHHBIM COJIeP KaHUEeM KaJOPHi U MOBBIIICHHAs (GU3HYeCKast
AKTUBHOCTH Ha MPOTSHKEHUU BCETO HMCCleAoBaHus. Ha Hadano mccienoBaHusl CpeHUN BO3pacT
MAIUEHTOB COCTaBISUT 45 JietT, Toust ®KeHIuH 67,5 %, nois nanueHToB ¢ npeanadberom 40,6 %.
Cpennuit UMT B Hauale uccie0BaHUSA COCTABIAN — 38 Kr/M? (Tabauia 7, pUCyHOK 6).

Tabmuna 7. SURMOUNT-1: pe3ynbraThl Ha Heaemne /2

Tupszenaruy | Tupsemarun | Tupsemarun | Ilnaume6o
5 mr 10 mr 15 mr
MoauduuupoBannas ITT 630 636 630 643
nonyJisiams (N)
Macca Tesa
Hcxonnblit ypoBeHB (KT) 102,9 105,9 105,5 104,8
V3MeHenne 0T HCXOMHOTO ypoBHS (%) -16,07f -21,47F -22 51t 24
Otiuune (%) ot mwiane6o [95 % U] -13,5%* -18,9** -20,1** -
[-14,6,-12,5] [-20,0, -17,8] [-21,2,-19,0]
U3menenue (Kr) OT HCXOJIHOTO yPOBHS -16,17f =222t -23,61f =241t
Omimuwne (kr) ot miane6o [95 % ] -13,8% -19,8%# -21,2% -
[-15,0,-12,6] |[-21,0,-18,6] |[-22,4,-20,0]
IanuenTsl (%), 1OCTUIIIIME CHUKEHUSI MACCHI TeJla
>5% 89,4 96,2” 96,3 27,9
>10% 73,4% 85,9 90,1™ 13,5
>15% 50,2% 73,67 78,2" 6,0
>20% 31,6 55,5 62,9 1,3
OKpYKHOCTH TaJIMH (CM)
Ucxonnslit ypoBeHb 113,2 1149 1144 114,0
3MeHeHre OT HCXOIHOTO YPOBHS -14,67F -19 47t -19,97f -3,471
Orimune ot mnane6o [95 % JAN] -11,2%# -16,0™ -16,5™ -
[-12,3, -10,0] | [-17,2, -14,9] | [17,7,-15,4]

fp <0,001 110 CpaBHEHHUIO C UCXOHBIM YPOBHEM.

**p <0,001 mo cpaBHEeHUIO ¢ M1ane00, ¢ MOMPABKOH HA MHOXKECTBEHHOCTD.
#p <0,001 no cpaBHeHHIO ¢ mnane6o, 6e3 HONPaBKH HA MHOKECTBEHHOCT.
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ot 27.11.2025 N= 29531

(N0CNENCBATENEHOCTS 0003)
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Pucynok 6. Cpennee n3ameHnenue maccol tena (%) ¢ HICXOAHOTO YPOBHS 10 Heenu 72

B uccnegoanun SURMOUNT-1 no3sr tup3enatuzaa no 5 mr, 10 Mr m 15 mr ans pasHbIx
MAIMEHTOB MPUBOIHIIN IO CPABHEHUIO C TUIAIE00 K 3HAYUTEITHHOMY YITyUIICHUIO CUCTOINYECKOTO
aprepuasibHoro gasienus (-8,1 MM pT. cT. B cpaBHEHUu ¢ -1,3 MM pT. CT.), TPUIVIMLIEPUIOB
(-27,6 % B cpaBHeHuu ¢ -6,3 %), X0JIeCTEpHHA JIUIOMPOTEUHOB HEBBICOKOH TuoTHOCTH (-11,3 %
B cpaBHeHUH ¢ -1,8 %), XonecreprHa JIMIONPOTEUHOB BHICOKOM MIIOTHOCTH (7,9 % B cpaBHEHUU
¢ 0,3 %) 1 KOHLIEHTpaLUK HHCYIUHA HaTomak (-46,9 % B cpaBHeHuu ¢ -9,7 %).

Cpenu mnamueHToB ¢ mnpeaumaberom Ha wucxoanom ypoBHe (N = 1032) B wuccnemoBaHuu
SURMOUNT-1 95,3 % nanueHnToB, NOIy4aBIINX THP3ETATHI, IPUIILUIA K HOPMOTJIIMKEMHH Ha 72
HeJee 1o cpaBHeHuto ¢ 61,9 % nmanueHToB B rpyme mianedo.

SURMOUNT-2

B 72-nenenpHOM JIBOMHOM CJENOM IIAie00-KOHTPOJIMPYEMOM HCCIeI0BaHUU 938 B3pOCIBIX

naruenToB ¢ oxuperneM (MMT > 30 kr/m?) umu ¢ n366ITouHO# Maccoit Tena (MMT ot 27 kr/m?
710 < 30 kr/M?) 1 CJI2 6bITM pPaHAOMU3UPOBAHBI B TPYIITY ¢ IPUMEHEHHEM TUp3enatiaa 10 Mr uiu
15 Mr ozuH pa3 B HezleNo Wi B rpymniy 1uiane6o. Ianuentsl, nmeroue yposeHs HbAic 7-10 %,
BKJIIOYEHHBIE B HCCIEIOBaHME, MOIydYald JEeYeHHE JHUOO0 TOJBKO IUETOM U (U3NYECKUMHU
yIpaKHEHUSIMH, JTHOO OJHWM WIJIM HECKOJIBKUMH TEPOPATFHBIMU AHTUTHIIEPTIIMKEMAYECKIMU
npenapatamu. Bcem manpieHTaM OBUIO pEKOMEHJIOBAHO CHIIKCHHE KaJOPUHHOCTH PallMOHA U
yBeIM4YeHNEe (PU3NIECKON aKTUBHOCTH HA MPOTSDKEHUH Bcero mccienoBanus. CpenHuii Bo3pact
ManueHToB coctaBmi 54 roaa, 51 % — sxenmunsl. Cpenanit UMT B Havane uccienoBanust ObUT
36,1 kr/m? (Tabnuna 8, pucyHok 7).

Tabmuua 8. SURMOUNT-2: pe3ynbTaThl Ha Henene 72

Tupzenarux 10 mr Tup3enarua 15 mr Inanedo
MomuduuupoBaHHast 312 311 315
ITT nonyasiuus (n)
Macca Teja
Vcxoausiii ypoBeHb (Kr) | 101,1 99,5 101,7

26



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

V3MeHEeH e OT UCXOIHOTO -13,47f -5 ST T ZUED = S30gight
ypoBHst (%) (NOCNEOCBATENEHOCTE 0003)
Orinaue (%) ot riane6o -10,1* 124 =
[95 % JTH] [-11,5,-8,8] [-13,7, -11,0]

HW3meHenue (Kr) oT -13,51 -15,67t -3,.2
HCXOHOTO YPOBHS

Ormnaue (kr) oT mane6o -10,3# -12 4% -
[95 % U] [-11,7,-8,8] [-13,8,-11,0]

MauuenTs! (%6), I0CTUILIINE CHUKEHHSI MACCHI TeJIa

>5% 81,6™ 86,4 30,5
>10% 63,4 69,6™ 8,7
>15% 41,47 51,8 2,6
>20% 23,0™ 34,07 1,0
OKpyKHOCTB TaJINHU (CM)

VcxonHBIi ypOBEHB 114,3 114,6 116,1
H3MeHeHHe OT HCXOIHOTO -11,2fF -13,8'f -3,41
YPOBHS

Otauuue ot mane6o -7,8" -10,4™ -
[95 % JTH] [-9,2, -6,4] [-11,8,-8.9]

HbA1c (MM0JIB/MO.TB)

HcxonHbIiA ypoBEHB 64,1 64,7 63,4
H3MeHeHHe 0T UCXOAHOTO -23,41F -24, 31 -1,8f
YpOBHs

OT1nuyue ot riane6o -21,6™ -22,5™ —
[95 % JIH] [-23,5, -19,6] [-24,4, -20,6]

HbA:. (%)

HcxonHbIiA ypOBEHB 8,0 8,1 8,0
V3MeHeHHe 0T HCXOTHOTO 22,11 -2,21% -0,2f
YPOBHS

OTu4ue oT mIane6o -2,0™ 2,1 -
[95 % JIH] [-2,2,-18] [-2,2,-1,9]

Mauuents! (%), nocturmue ypous HbA1.

<7% 90,0™ 90,7 29,3
<6,5% 84,1™ 86,77 15,5
<57% 50,2™ 55,3 2,8
DOCT" (MM0JIB/JT)

HcxonHbIid ypoBEeHB 8,8 9,0 8,7
V3MeHeHHe 0T HCXOTHOTO 22,71 2,97t -0,1
YpOBHs

OT1nuyue ot riane6o -2,6™ 2,77 —
[95 % JIH] [-2,9, 23] [-3,1, -2,4]

DOCT (mMr/mn)

HcxonHblid ypoBEeHB 157,8 161,5 156,7
H3MeHeHHe 0T HCXOAHOTO -49,2ff 51,71 24
YPOBHS

OTiIU4ue OT IIane6o -46,8™ -49,3" -
[95 % JIN] [-52,7, -40,9] [-55,2, -433]

p < 0,05 o CpaBHEHMIO C HCXOHBIM YPOBHEM.
"p < 0,001 mo cpaBHEHHIO C MCXOHBIM YPOBHEM.

“p < 0,001 1o cpaBHEHUIO ¢ T1aNE60, ¢ NOMPABKOM HA MHOKECTBEHHOCT.
#n < 0,001 o cpaBHEHUIO ¢ MIaNEe60, 6e3 IMONPABKU HA MHOKECTBEHHOCT.
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Pucynok 7. Cpennee uzmeHnenue maccel Tena (%) oT MCXOJHOTO YPOBHS 10 72-i Helenu

B uccnenosannn SURMOUNT-2 B rpynnax naiueHToB, MOJIY4YaBIIMX TUP3€ENaTul B 103ax 10 mr
u 15 Mr Habmo1a10Cch 3HAUUTENBHOE YIyUIIEHUE TI0Ka3aTeled CUCTOIMYECKOI0 apTepHaIbHOIO
nasieHust (-7,2 MM pT. CT. IpoTuB -1,0 MM pT. CT.), TpurinuepuoB (-28,6 % nportus -5,8 %), He-
JITIBII (-6,6 % mpotus 2,3 %) u JITIBII (8,2 % nportus 1,1 %) no cpaBHeHHIO ¢ TI1a11€00.
SURMOUNT-3

B pamkax 84-nemenpHoro wuccienoBaHus, 806 B3pOCHBIX MAlUEHTOB C OXKUPEHUEM
(UMT > 30 kr/m?) umu ¢ u36srrounsiv Becom (UMT ot > 27 kr/m? 10 < 30 Kr/M?) ¥ KAK MUHEMYM

OJIHUM COITYTCTBYIOLIUM 3a00JI€BaHHEM, CBSI3aHHBIM C U30BITOYHBIM BECOM, B TeUeHUE 12 Henenb
nepea  HMCCIEAOBAHMEM  Y4acTBOBAIM B IMOATOTOBUTENBHOM  3Tale,  BKJIKOYAIOLIEM
Hu3kokanopuiinyro nuety (1200-1500 kkan/neHs), MOBBIIIEHHYIO (PU3NYECKYI0O aKTUBHOCTh U
4acToe KOHCYJIbTUPOBAHHUE MO BOIPOCAM MUILEBOro noBeAaeHus. [lo okoHuanuu 12-HenenbHOro
MOATOTOBUTENIHHOTO TIepHoia 579 marueHToB, JOCTUTIITUX CHUKEHUS Beca Ooiee ueM Ha 5,0 %,
OBLIM paHJAOMHU3HUPOBaHbI B TPYIIY THUp3ENaTHIa B MaKCUMalbHO nepeHocuMoil nose (MIILJ)
10 Mr wim 15 Mr oauH pa3 B HEAENI0 WM Tulaniebo B TedeHUe 72 HeAenb (IBOWHOE cliernoe
uccienoBanue). IlanueHTsl coOmoganu JUeTy € TOHM)KEHHBIM COJIEpKAHUEM KaJopuil u
MOBBIIIEHHON (PU3NUECKON aKTUBHOCTHIO Ha MMPOTSXKEHUU BCEro uccienoBanus. CpenHuil BO3pacT
MalMEeHTOB HAa MOMEHT PaHAOMM3alUU cocTaBiisl 46 net, 63 % — xenmuubl. Cpenanit UMT Ha
MOMEHT PaHIOMHU3aIMH COCTaBI 35,9 kr/M? (Tabnuma 9, pUCYHOK 8).

Tabmuma 9. SURMOUNT-3: pe3ynbraTsl Ha Hepemne 72

Tup3enmatug MILJ Inauedo
Moauduuuposannas | TT momyasiuust (N) 287 292
Macca Teja
BazoBas nuaua’ (kr) 102,3 101,3
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Uzmenenue (%) OT HCXOIHOTO ypoBHS' 03140 1 1 202p W 295303
{(AOCAEOOBATENEHOCTE 0003
Otnuune (%) ot mwiane6o [95 % ] 2457 1-26.1,-228 — :
HW3meneHue (Kr) 10 CPaBHEHHIO C HCXOIHBIM YPOBHEM? -21 5 3,51
Otnuuue (Kr) o cpaBHeHHHO ¢ mianedo [95 % U] -25,0% -
[-26,9, -23,2]
Hauuents! (%), I0CTUIIIHE CHUMKEHHE MACCHI Tea
>5% 94,4™ 10,7
>10% 88,0™ 48
>15% 73,9” 2,1
>20% 54,9 1,0
Mauuents! (%), coxpanupine > 80 % Macchbl Teaa, 98,6 37,8
NOTEPSHHOI B TeyeHne 12-HeaeJbHOro NepHoIa BBeAeHUs
npenapara
OKpyXHOCTH TaJUH (CM)
basoas muHus’ 109,2 109,6
M3MeHeHNe 0T UCXOJAHOro YpoBHs® -16,81f 11
Oriuue ot mwiane6o [95 % U] -17,9™ -
[-19,5,-16,3]

Panmomuzanus (Henens 0)

p < 0.001 o cpaBHEHMIO C MCXOHBIM YPOBHEM'.

“p < 0.001 o cpaBHeHHIO ¢ MIaEe60, ¢ MOIPAaBKOM Ha MHOKECTBEHHOCT.
#n < 0.001 o cpaBHEHHIO ¢ MIaNE60, 63 MONPABKK HA MHOKECTBEHHOCT.

5.0
0.0V

5.0 v )

-10.0 -

-15.0

W3meHeHne maccel Tena (%)

-20.0

-25.0 -

-30.0 |
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U
-12 0 24 48 72

Hepens oTHOCHTENBEHO PaHAOMMU3ALMM

Obpas #uaHun
P 2 naufnen'ra —4&@— TwpsenamaMTd  — Jl— Mnauebo

Pucynok 8. Cpeanee nsmenenue maccel tena (%) ¢ 12-it mo 72-10 Heaemnu.

29



ot 27.11.2025 Ne 295

(NOCNEOOBATENEHC

31

-Tb 0003)

SURMOUNT-4
B 88-HemenpHOM HccleOBaHUM €  y4yacTHe

(UMT > 30 xr/m?) unu ¢ n36sITounoii maccoit Tena (MMT ot > 27 xr/m? no < 30 kr/m?) u kak
MUHUMYM OJHUM COITYTCTBYIOIIUM 3a00JICBaHHEM, CBSI3aHHBIM C W30BITOYHBIM BECOM, OBLIH
BKJIFOUCHBI B 36-HEICIbHBIN MTOATOTOBUTEIBHBIN MIEPUO/], BKIIFOYAFOIINI TEPATHIO THP3ETIaTHIOM.
B Hauane noAroToBUTENILHOTO MEPHOIA CPEAHSS Macca Tejla mauueHToB cocrasisuia 107,0 kxr, a
cpeqnuii UMT — 38,3 Kr/M2. B KOHIIE TI0ITOTOBHUTEIBHOIO nepuojaa 670 manueHToB, TOCTUTIIUX
MII/] tup3enatuga B go3e 10 mr wmm 15 mr, ObulM paHAOMHM3WUPOBAHBI ISl MPOIOJIKEHUS
JICYCHUST TUP3EMATHIOM OJWH pa3 B HENEJIO WIM Tepexojaa Ha Iianedo B TeYeHHE 52 Heaelb
(nBoiiHas cnenas (Qasza). Ha mnpoTsokeHWM BCEro HUCCIENOBAaHUS TAIUCHTHl  MOJNydYaid
PEKOMEH/IAIIMHU TI0 CHUKCHHIO KAJIOPUIHOCTH PallMOHA U YBEIIMUEHUIO (DU3HUECKON aKTUBHOCTH.
Ha momenT pannomuzainuu (36-s Henensl) CpeiHU BO3pacT nalueHToB coctapisit 49 ner, 71 %
— keHuuHbl. CpefHsisi Macca Tejla Ha MOMEHT paHJOMH3alluUd COCTaBiisia 85,2 Kr, a CpelHuid
UMT - 30,5 kr/m?,

[TaniueHThl, MPOJOKUBIIKME JICUCHUE THUP3EMATHUIOM B TEUCHUE JIOMOJHHUTEIBHBIX 52 HEaelb
(B oOmieit cioxHOCTH 110 88 HEAeNb), COXpaHWIM M TMPOAOKHIM CHIJKCHHE Beca IOCie
MEePBOHAYAILHOTO CHUKEHHUSI BECa, JOCTUTHYTOTO B TeUeHUE 36 He/1eb OATOTOBUTEIBHOM (Da3bl.
Cumxenue Beca 0blI0 060s1e€ 3HAYUTENBHBIM U KIIMHUYECKH 3HAYUMBIM IO CPABHEHHIO C TPYIIION
mane6o, B KOTOpor HaOJI01a7I0Ch 3HAUUTEIIbHOE BOCCTAHOBJICHUE MACCHI TeJla, MOTEPSIHHOM BO
BpeMsl TOATOTOBUTENbHON (a3bl (Tabmuma 10 m pucynok 9). Tem He Menee, HabmomaeMas
CpeIHsIs Macca Tela MalMeHTOB, oyJaBIIuX manedo, Ha 88-i Hexene Oblia HIbKe, YeM B HaJalie
HOJATrOTOBUTENILHOH (ha3bl (pUCYHOK 9).

Tabmuma 10. SURMOUNT-4: pe3ynbTatsl Ha Henene 88

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Tupsenatug MIIJ IInaue6o
MoauduuupoBannas | TT nonyasiuus (N) TOJbKO NAUHEHTbI 335 335
Ha 36 Hemes1e
Macca TeJia
Bec (xr) na menerne 0 (HCXOIHBIH YPOBEHB) 106,7 107,8
Bec (xr) Ha 36-i1 Henene (paHIOMI3ALIN) 84,5 85,9
Uzmenenue (%) no cpaBuenuto ¢ 36-i neperneit mo 88-1o Hemento -6,77t 14,87t
Otnnune (%) 1o cpaBHeHuIo ¢ wianedo Ha 88-it nenene [95 % -21.4™ -
An] [-22,9, -20,0]
W3menenwue (kr) mmo cpaBHEHHIO ¢ 36-if Henmeneit mo 88-10 Hexenro 5,77 11,97t
OTtinuue (Kr) 0 CpaBHEHHUIO ¢ uiaedo Ha 88-it Hemene [95 -17,6" -
% JIN] [-18,8,-16,4]
IManuenTs! (%6), AocTHrIIUe CHIZKeHHsI Macchl Tedia ¢ 0-if mo 88-10 Heneno
>5% 98,5™ 69,0
>10% 94,0™ 444
>15% 87,1™ 24,0
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COOTBETCTEBYET 3KCNEPTHOMY OTUYETY

>20 % |:|T72;;(3_”‘*1 T 202p 255 116
——
Manuents! (%), coxpannpmue Ha 88-ii Hegene > 80 % 934 135 :
MAacchl TeJIa, OTEPSIHHOM B Tedenue 36-HeaeIbHOro nepuoaa
BBeIEHHUs npenapara
OKpy:KHOCTH TaJIuHu (CM)
Ucxonusiii yposens (Hexes 0) 1149 115,6
Panomusanus (Henens 36) 96,7 98,2
V3MeHeHus 110 CpaBHEHHIO ¢ pangoMusanueit (Henens 36) -4,67 8,3
Orniaue ot mane6o [95 % U] -12,9™
[-14,1,-11,7]

'p < 0.001 1O CPaBHEHHUIO C UCXOTHBIM YPOBHEM.
"p < 0.001 Mo cpaBHEHUIO ¢ TUIae6o0, ¢ MONMPaBKOW Ha MHOYKECTBCHHOCTb.
#p < 0.001 Mo cpaBHEHHMIO ¢ MIaIc00, 63 MONPaBKK Ha MHOKECTBEHHOCTb.

5.0

0.0 4

-5.0

-10.0

-15.0

W3meHenne Maceb! Tena (%)

-20.0

-25.0 |

T T T T T T T T T

— T
0 4 8 12 16 20 24 28 32 36 40 52 64 7%
Bpems (Hegenu)
—¥—Tupsenatua Lead-in —@— TupzenarnaMTQ  — #- - Mnauebo

Pucynoxk 9. Cpennee usmenenue maccol Teina (%) ot ucxoaHoro ypoBHs (Heaens 0)
1o Henel 88

Puck 6occmanoenenus eeca 0o yposua >95 % om ucxoonozo eeca (nedens () na 88-ii neoene
uccne0osanus

AHaJu3 BpEMEHH 10 HACTYIUIEHUs COOBITUS TOKA3ajl, YTO MPOI0JIKEHUE JICUEHUSI TUP3ENaTHI0M
B T€UECHUE JBOMHOIO CIIENOro MepHojia CHIKAJIO PUCK BO3BpalleHUs K Macce Tena 6onee 95 %,
HabOmoaBLIeiics Ha Henene 0, A1 TeX, KTo yxe 1notepsi He MmeHee 5 % c Henenu 0, mpuMepHO Ha
99 % 1o cpaBHeHHIO ¢ TUTaiedo (otHomenue pruckos 0,013 [95 % JIU, 0,004 - 0,046]; p < 0,001).

Bnusnue na cocmas mkanei opeaHusma

M3MeHeHHss B coOCTaBe TKaHEW OpraHu3Ma OIICHWBAIM B JOMOJHHUTEIBHOM WCCIIEIOBAHUU
SURMOUNT-1 mMeTonoM IBYX?HEpreTM4eckoil peHTreHoBckoi abcopOiuomerpuu ([JOPA).
Pesynbratel uccnenoBanuss meronoMm JIDPA  mokasanu, uYTO NpPUMEHEHUE THp3enaTuia
COIIPOBOXKIANIOCh 0oJiee 3HAYUTEIbHBIM CHIDKEHHEM JKHPOBOM Macchl MO CpPaBHEHUIO C
0€3>KMpOBOI Maccoit Tena, YTo MPUBEJIO K YIYULICHUIO COCTaBa TKAHEeH opraHu3Ma B CpaBHEHUH
¢ wiare6o vyepe3 72 Heaenu. bonee Toro, CHIKEHUE OOIIEH KUPOBOM MACCHl COTIPOBOXKIAIOCH
YMEHBIICHHEM KOJIMYECTBA BHCIEPATHHOTO JXKUpa. JlaHHBIe pe3yIbTaThl TIO3BOJISIFOT YTBEPK/IATh,
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SO E A RS hsS

CMEPTHOMY OTUETY

JKUPOBOM TKaHU, B TOM YHCJIE BUCLEPAIBHOIO JKUPA

Yayuwenue gpusuuecxkozo ¢ynxyuonuposanus

VY ManueHToB ¢ OKHPEHUEM WM U30BITOYHBIM BECOM 0e3 nuadera, MoTydaBIIUX THUP3EHaTHI,
OBUIH ITPOJEMOHCTPUPOBAHBI HEOOJIBININE YITYUIICHHS KA4eCTBA )KU3HHU, CBA3aHHBIE CO 3/I0POBBEM,
BKIIIOYass (u3nveckoe (QYHKIMOHUPOBAHWE. YIIYYIICHHUS Yy TAlNUEHTOB, TNPHHUMABIINX
TUp3enatua, ObUTH OoJiee 3HAYMTENFHBIMU, YeM Yy TONXy4aBmuX Iuiane6o. KavecTBo ku3HH,
CBSI3aHHOE CO 37I0POBBEM, OICHHBAJIOCH C UCIOJIB30BaHUEM 00mmero Kparkoro omnpocHuka st
OLIEHKH COCTOSIHUS 370pOBbs 36v2, penakius (SF-36v2).

Obcnedosanue cepoedHo-cocyOuUCmou Cucmembl

Cepaeuno-cocynuctbiit (CC) puck OLIEHHBAIM MOCPEACTBOM METaaHAIN3a MAallUeHTOB, UMEBIINX
Mo KpailHell Mepe OJIHO TshKENoe HexenaTesbHoe cepaeuHo-cocyauctoe sapienue (THCCH).
CocraBHas koHeuHas Touka THCCSH-4 Bximoyana cMepTh OT CEpPAEYHO-COCYIUCTBIX
3a0oNeBaHU, HECMEpTENbHbIM HH(MAPKT MHOKapJa, HECMEPTEIbHBbI HWHCYIBT WU
TOCIUTAIU3AIHIO TI0 TOBOY HECTAaOUILHOM CTEHOKApIUU.

CornacHo pe3ynbTaTaM epBUYHOTO METaaHaIN3a PETUCTPALIMOHHBIX uccienoBanuii ¢azsl 11 u 11
y naruentoB ¢ CJ12 tuma Bcero 116 manuentoB (tupsenatun: 60 [n = 4410]; Bce mpemnaparbl
cpaBHeHus: 56 [n = 2169]) npouwu no KpaHel Mepe 0JHO 00CiieJOBaHUE C IOATBEPKICHHEM
THCCSI-4: pe3ynbTaThl MOKa3zajad, 4TO TUpP3E€NaTU] HE ObLI CBA3aH C MOBBILICHHBIM PUCKOM
ABJICHUH €O CTOPOHBI CEpPIEUYHO-COCYIUCTOW CHCTEMbl IO CpPAaBHEHUIO C HECKOJbKUMU
npenapatamu cpaBHenus (UCC: 0,81; IU: ot 0,52 o 1,26).

JlonomHUTEIBHBIN aHaM3 OBLI TpoBelIeH crenuanbHo it ucciaenoBanus SURPASS-4,
BKJIIOUABIIETO MAI[MEHTOB C YCTAHOBJICHHBIM CEPAEYHO-COCYAMCTHIM 3aboneBanueM. Bee 109
nanueHToB (tupsenatui: 47 [n = 995]; uncynun rnaprus: 62 [n = 1000]) npouun no kpaitHeit
Mepe oaHy 3kcneptusy ¢ noarsepxkaeauemM THCCS-4: pe3ynbrarhl moka3aiu, 4TO TUP3EMATH]l He
OBLT CBSI3aH C TOBBIIIEHHBIM PUCKOM SIBIIEHUN CO CTOPOHBI CEPJACYHO-COCYAUCTON CHCTEMBI MO
cpaBHEHUIO ¢ npernapatoM uHCyauH raaprud (UCC: 0,74; IU: ot 0,51 mo 1,08).

B Tpex mmane6o-koHTponupyeMmbix uccinenoBanHusx I ¢a3pl mo KOHTpod0 Maccel Tena
(SURMOUNT 1-3) B o0mieii CloXHOCTH y 27 MalMeHTOB MPOU30ILI0 KaK MHHHMYM OJHO
noareepxkaeHHoe THCCS (TZP: 17 (n = 2 806); mnane6o: 10 (n = 1 250)); yactota coObITHIT
ObL1a OAMHAKOBOM AJIs TUIale00 U TUp3emaTuia.

Apmepuanvroe dasnenue

B mnnane6o-koHTponupyeMbix ucciaenoBanuax Il ¢asel y maumentoB ¢ CJ/I2 mpumeHneHue
TUp3€enaTha NPUBOJWIO K CHMKEHUIO CHUCTOJIMYECKOIO M JHMACTOJIUYECKOrO apTepUabHOTO
JaBJICHUS B CpeliHEM Ha 6—9 MM PT. CT. U HA 3—4 MM pT. CT. COOTBETCTBEHHO. Y MallMEHTOB,
IPUHUMABILIUX 1100, HAOI0JAI0Ch CPEJHEE CHUPKEHUE CUCTOIMUYECKOTO U INACTOIMYECKOTO
apTepUaIbHOTO JABJIECHUS HAa 2 MM PT. CT. 110 K&K OMY [OKa3aTelIto.

B Tpex mnane6o-koHTponupyeMbix wuccienoBanusx Il ¢a3pl mo KOHTpodo Maccel Tena
(SURMOUNT 1-3) siedyenue THp3ENaTUIOM MIPUBEIIO K CPETHEMY CHIDKCHHUIO CHCTOJIMYECKOTO H
JMACTOJIMYECKOTr0 apTEPUaIbHOIO JIAaBJIEHUSA HA 7 MM PT. CT. U 4 MM PT. CT., COOTBETCTBEHHO. Y

ManucHTOB, IMOJIY4YaBIINUX HJ'IaI_IC60, CpCAHCC CHHUIKCHUC CUCTOJIUYCCKOIO U JUACTOJIUYCCKOI'O
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apTepUabHOIO JABJIEHUSI COCTaBUIO <1 MM PT.|CT.

-[EPTHOMY OTHETY

Yposenw anokosvl 6 cvigopomke kposu Hamowjax

B wuccnenopanusix SURPASS-1-5 npumeneHue Tup3enatuja OPUBOJWIO K 3HAYUTEIBHOMY
CHI)KEHUIO YPOBHS IUIFOKO3bI B KPOBU HATOILAK IO CPABHEHHUIO C UCXOJHBIM YPOBHEM (M3MEHEHUS
OT HUCXOJIHOIO YpPOBHSA JO NEPBUYHOH KOHEYHOM TOYKM COCTABISUIM OT -2,4 MMOJIB/A [0
-3,8 MMOJIB/JT). 3HAUNTENIbBHOE CHUKEHHE TIF0KO3bl B KPOBH HATOIIAK IO CPABHEHUIO C HCXOIHBIM
YPOBHEM MOXHO ObUIO HAOMOAaTh yxe yepe3d 2 Hexenu. JlanbHeilliee yinydllleHHE YpPOBHs
IJIFOKO3bI B KPOBH HATOLIAK HaOI0Ja10ch 10 42 Hesenb, 3aTeEM COXPAHSAIOCh B TEYEHHUE CaMOTo
JUTUTENILHOTO Tieproa uccienoBanus — 104 Henenb.

TocmnpanouanvHbulii ypogeHs 2110K03bl

B uccnenoBanusax SURPASS 1-5 npumenenue tup3enartuja NpUBOAWIO K 3HAYUTEIBHOMY
CHI)KEHMIO CPEIHEr0 YpPOBHS TJIIOKO3bI Yepe3 2 yaca Mocie MpueMa NUIIM (CpelHee 3HaueHUe
TPEX OCHOBHBIX IPUEMOB MHILHU B JIEHb) 0 CPABHEHUIO C UCXOAHBIM YPOBHEM (M3MEHEHMS OT
UCXOJIHOTO YpPOBHSI [0 MEPBUYHOW KOHEYHOW TOYKM COCTaBISUIM OT -3,35 MMOIb/I 10
-4,85 MMOIB/M).

Tpuenuyepuovi

B uccnenoBanusix SURPASS 1-5 tupsenatun B go3ax 5 mr, 10 Mr v 15 Mr npuBOAMII K CHUGKEHUIO
YPOBHSI TPUIIIMLIEPHUIOB B CHIBOPOTKE KpoBH Ha 15-19 %, 18-27 % u 21-25 % cOOTBETCTBEHHO.
B pamkax uccnenoBanus B TeueHue 40 Helenb [0 CPaBHEHHUIO C CEMAaridyTUIOM B a03e 1 Mr
TUp3enatua B qo3ax 5 mr, 10 mr u 15 Mr nmpuBOAMI K CHIDKEHHIO YPOBHS TPUTIHUIICPUIOB B
ceiBopoTke Ha 19, 24 u 25 % COOTBETCTBEHHO B CpaBHEHUHU CO CHIXKeHHEM Ha 12 % mpu
IPUMEHEHHUHU ceMarylyTuja B Jjo3e | Mr.

B pamkax miane0o-konTpoaupyemoro uccinenoBanus 111 a3l B Teuenue 72 Henenb y nalueHToB
C OKMpeHHEeM Win n30bITouyHON Maccoi Tena 6e3 CJI2 yiedeHue TUp3enaTHIoOM B J033aX 5 M,
10 Mr u 15 Mr npuBOAMIIO K CHUKEHHMIO YPOBHS TPUTIHUIIEPUIOB B CBIBOPOTKE KpoBH Ha 24 %,
27 % u 31 % COOTBETCTBEHHO B CPaBHEHUH CO CHUKEHHEM Ha ypoBHE 6 % Ipu NpUMEHEHHUH
1aneoo.

Jona nayuenmos, oocmuewiux yposus HbAic < 5,7 % 6e3 kiunuuecku 3Ha4uMOou 2uno2iukemuu
B 4 uccrnenoanmsax 6e3 couetaHus tup3enatuaa ¢ 6azanbHbM HHCYIUHOM (SURPASS-1-4) ot
93,6 % 10 100 % nanueHToB AoCTUTIM  HOpManbHOWM  rukemun HbAi < 57 %
(< 39 MMOIIB/MOITB), BU3HUT B MEPBUYHON KOHEUHOU TOUYKE C JIEYCHHEM TUP3EMaTHUAOM MPOXO U
0e3 KTMHUYeCKH 3HauuMol runornukemud. B uccnenoBanuun SURPASS-5 y 85,9 % nanuenTtos,
MPUHUMABIINX TUP3EHaTU]l U JOCTUTIINX YpoBHS HbA1c < 5,7 % (< 39 MmMoab/MOITB), HE UMENIOCh
KIIMHUYECKH 3HAYMMOM TUITOTJINKEMHH.

Bospacm, non, paca

Bo3spacr, mon, paca, STHHYecKasi MPUHAJICKHOCTh, PETHOH, a Takxke ucxomuasii UMT, HbAj1e,
MPOJIOJDKUTENIFHOCTh  MabeTa W YpOBEHb HapylmieHWs (QYHKIWA TOYEeK HE BIWSIIM Ha
s dexTuBHOCTH TUp3enaTuaa npu jeuenun CJI2.

Bo3spacr, non, paca, sTHHYECKasi NPUHAATIEKHOCTb, peruoH, ucxoausli UMT, a Takke Hanuuue
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BEcCa.

5.2. dapmakoKkHHeTHYeCKHe CBOIiCcTBa

Tupsenarux coctouT u3 39 aMHUHOKHUCIOT M UMEET IPUCOEAWHEHHBIM KOMIIOHEHT XUPHOMI
JIBYXOCHOBHOW KHCIOTHI C20, KOTOPBIM OOeCreYrMBaeT CBsA3bIBAaHUE bOYMHWHA W TPOJICBACT
NEPUOJ] TOTYBbIBEACHHUS.

AOGcopOuus
MaxkcuManbHasi KOHIICHTpAIMs THP3EMaThaa JOCTUTaeTCs yepe3 8—72 vaca mociie NpUMEHEHUs

103bl. PaBHOBeCHasI KCIIO3UIUS JOCTHTACTCs Yepe3 4 Hellenu MPUMEHEHHsI OJIMH pa3 B HEJEIIO.
DKCIO3UIIMSI TUP3ETaTH/Ia YCHIINBACTCS MTPONOPIIMOHAIBEHO J03€.

[Tpr MOAKOXKHOM BBEACHHM TUpP3EMATHIA B TEPEAHIO OPIOIIHYIO CTCHKY, OSIpO WM ILICYO
JOCTUTAETCS CXOAHASI HKCIIO3ULIUSI.

AGcomoTHas OMOOCTYITHOCTh THP3EMATHAA ITPH ITOKOKHOM BBeZIcHHH cocTtaBmiia 80 %o.

Pacupenenenue

Cpennuii kaxxymuiics o0beM paciipeiesieHus] TUpP3enaTua B paBHOBECHOM COCTOSHUU TOCTIE
MOAKOXXHOTO BBeAeHus1 y mauueHToB ¢ C/I2 cocraBnser npumepHo 10,3 1, a y manueHToB ¢
oxupeHuem — 9,7 1.

Tup3senaTu1 KMEET BHICOKYIO CTEIICHb CBSI3bIBAHUS C allbOyMUHOM IUT1a3MbI (99 %).

Buorpancdhopmariusa

Tupsenatun MerabonusupyeTcs IyTeM MPOTEOIN3a IMENTUIHOTO OCTOBA, O€Ta-OKHCICHUS
KOMIIOHEHTA )KUPHOM IBYyXOCHOBHOM KucioTel C20 U ruapoausa aMmuaa.

OIMMUHALKSA
Habmrotaemblii cpeHII KIMpPEeHC THp3enaTyaa B MOMyIsauu coctaiseT okoino 0,06 1/4, mepuos

MOJTYBBIBEJICHUSI COCTABIISIET OKOJIO 5 JHEU, YTO MO3BOJSIET MPUMEHSTh €r0 OJNH pa3 B HEAETIO.
Tupsenatun BBIBOAUTCS 3a cueT MeTabonu3ma. MeTaOonuThl TUp3emaTHia BBIBOJSATCS B
OCHOBHOM C MOYOHM M KaJIOM. TI/Ip?:eHaTI/III B HCU3MCHCHHOM BHJAC€ B MOYC HJIMU KaJIC HE
0OHapy>KHBaAETCHI.

Bo3spacrt, o, paca, STHHYeCKas IPHHAIICKHOCTh, Macca Teaa

BOSp&CT, I1oJ1, paca, STHUYCCKAas NPUHAAJICIKHOCTE WM MacCa TE€Jia HC OKa3bIBAIOT KIIMHUYCCKU
3HAYMMOI'0 BO3ACHCTBHUS Ha OK TUp3CIaTuaa. Ilo maHHBIM (I)apMaKOKI/IHCTI/I‘-ICCKOl"O aHaJIn3a
MOIMYyJIANUH, SKCIIO3ULUA TUP3CHaTU[lda YBCIIMYUBACTCA C YMCHBIICHHUEM MACChI TCJIa, OAHAKO
BIIMSIHUE Macchl Teja Ha OK TUp3CTIaTUuZia HC MPEACTABIIACTCA KIMHUYCCKU 3HAYNMBIM.

[loyeyHas HEJOCTATOYHOCTh

IToueynass HemoctaTouHOCTh He Biuser Ha DK Ttupszenatmpma. @K Ttupsenatupa mnocie
OJIHOKPATHOTO MPUMEHEHHUsI 5 MI' OIICHUBAJIM y MAIMEHTOB C Pa3JINYHON CTETEHbIO HAPYUICHUS
byHKIMM ToYeK (Jerkas, ymepeHHas, Tskenas, TIIH) mo cpaBHeHuio ¢ mnalueHTamMu C
HOpMaJIbHON (PYHKIMEH MOoYeK, KIMHUYECKH 3HAUMMBbIX Pa3JInyuil He HaOII01aI0Ch. JTO TaKxkKe

34



COOTBETC TEn'ET SKCTIEFTHOMY OTYETY

OBLIO MPOJEMOHCTPUPOBAHO y marueHToB Kak ¢ CJ12, Tak u iz 1Kl m/} noqu Ha
P PHpOBATO ¥ A2 T B HE XE.HTEH(HQ( i

OCHOBAaHHHM JAaHHbBIX KIMHHUYCCKHUX MCCICAO0OBAH

IIeueHouHas HEAOCTATOYHOCTD

Hapymenne ¢ynkuum neuenun He Biauser Ha DPK Ttupsenmatmma. @K Tupsenatupa mocie
OJIHOKPAaTHOI'O IPUMEHEHUS 5 MI' OLICHUBAJIN y MALMEHTOB C Pa3JINYHON CTENECHBIO HAPYLICHUS
(GyHKLIUU NeYeHU (JETKOM, YMEpEHHOM, TAXKeJIoH) 110 CPAaBHEHUIO ¢ MalMEeHTaMU ¢ HOPMaJIbHOM
(byHKLMeH eYeHn, KITMHUYECKU 3HaUMMBbIX pa3iInuuil He HaOIr0/1a10Ch.

C€THu
TI/Ip3CHaTI/II[ HE U3y4daJICd y TaHUCHTOB ACTCKOI'0 BO3pacTa.

5.3. lanHbIe TOKJIUHUYECKOH 0€30MaCHOCTH

JIOKIMHUYECKHEe JaHHble, OCHOBAHHBIE HAa MCCIENOBAaHUAX MO0  (hapMaKOIOrMYecKOon
0€30I1aCHOCTH, XPOHUYECKOM TOKCHMYHOCTH M TE€HOTOKCHYHOCTH, HE BBIABWIM pPHUCKA IS
4eJI0BeKa.

HccnenoBanue KaHIIEPOI€HHOCTH B TEUEHHUE ABYX JIET ObLIO MPOBEICHO HA CaMIIaX M CAMKax KPbIC
B nmo3ax 0,15, 0,50 u 1,5 mr/kr (uro B 0,12, 0,36 u 1,02 pa3a npeBbimaeT MakKCHMAaJIbHYIO
pexomenayemyro 103y s yenoseka (MP/IH) cornmacno AUC), BBOAUMBIX IIOJIKOXKHO JBa pa3a B
Hezento. Tup3enaTu BeI3bIBal yBeandeHue uncia C-KIeTOYHBIX OMYXO0JeH IUTOBUAHOMN KeJe3bl
(ameHOMBl M KapLMHOMBI) BO BCEX J103aX IO CPAaBHEHUIO C KOHTpPOJIEM. 3HAu€HUE STHUX
pe3ysabTaTOB [yl YeJIOBEKA HEU3BECTHO.

B xone uccnenoBaHus KaHIEPOreHHOCTH Ha TPAHCT€HHBIX Mblax rasH2 B TeueHue 6 mecsuen
Tup3enatua B 1o3ax 1, 3 u 10 MI/kr npu moJKo>KHOM BBEJICHHH JIBa pa3a B HEJIENIO HE BbI3bIBAJ
YBEJIMUEHHUSI YacTOTHl BO3HUKHOBEHMS TUIEPIUIA3UU WIM Heomula3uu C-KJIETOK HIMTOBHUIHOU
JKeJIe3bl BO BCEX UCCIIEJOBAHHbBIX J103aX.

HccnenoBanus ¢ NpUMEHEHUEM TUp3€NaTH/ia Ha )KMBOTHBIX HE BBISIBUIIM IPSIMOIO HETaTUBHOTO
BO3/ICICTBUS HAa (PEPTHIIBHOCTb.

B uccnenoBaHusix penpoayKTUBHOW TOKCHYHOCTH ObUIO TMOKa3aHO, YTO THUpP3EMaTH] BbI3bIBAJ
3aMeJUIEHHE POCTa IUIO/Ia U OTKJIOHEHMSI Pa3BUTHS IUIOAA IIPU BO3ACUCTBUNA HUKE MAKCHUMAJIbHO
PEKOMEH/I0BaHHOM 1036l AJIs 4enoBeka, mo mnokazaremo AUC. Y moromcTBa HabIr0AaI0Ch
YBEJIMYEHUE YaCTOThI BO3HUKHOBEHHUS ie(hopMaliiii BHEIIHUX, BHYTPEHHHX OPraHOB M CKEJeTa, a
TaKXe U3MEHEHUS B pa3BUTHH BHYTPEHHUX OPraHOB U CKeleTa. Y KPbIC U KPOJIMKOB HAOII01aJI0Ch
COKpAaIllEHUE pOCTa IUIoAA. Bce HeraTMBHBIE MNPOSIBICHHS B OTHOIIEHHWU PENPOAYKTUBHOMN
GyHKIIMM HaOIIOAAUCH PU IPUEME TOKCHUYHBIX 103, KpaTHO MPEBBIIIAIOIINX TEPAIEBTUUYECKHE.

6. ®PAPMAIIEBTHUECKHWE CBOWCTBA
6.1. TlepeyeHb BCIOMOraTe/IbHBIX BElECTB

Hunatpus runpodocdar renraruapar
ben3unosslil ciupt
I'munepon
®denoun
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COOTBETC TEn'ET SKCTNEPTHOMY OTYETY

Harpus xmopun 0T < ”'1E1-;TIL-I|E.-J._:| HJ_' _ -.":' 31 0003

[1E
XnopoBojopoiHas kuciora pasBeaeHnas 10 % u/uau HaTnm{ U zflmccnna l‘)aCTBOI‘) 0 % (s

koppekuuu pH)
Bona qi1s uBbeKImn

6.2. HecoBMecTHMOCTDH

B cBs3u ¢ OTCYTCTBUEM I/ICCJ'IC,Z[OBaHI/Iﬁ COBMECTUMOCTH, I[aHHBIfI HeKapCTBeHHBII;'I mpemnapar HE
CICAYCT CMCIIMBATDL C APYTUMHU JICKAPCTBCHHBIMU IIpCIIapaTaMu.

6.3. Cpok rognoctu (CpoK XpaHeHHUs )
2 rona.

Ilocne nepgozo ucnonvzosanus

Hcnons3yeMyro WU IIEPEHOCUMYIO B KAUeCTBE 3aMlaCHOM MINPHUIl-PYUKY C TIPErapaToM XPaHHUTh
npu Temneparype He Boiie 30 °C une 6omnee 30 gHeil.

ITocne ucnoabp3oBaHusd 3aKpbIBAaTh IIIPUI-PYUYKY KOJITAYKOM IJId 3alllUThI OT CBETA.

6.4. QOco0Oble Mepbl NPETOCTOPOKHOCTH NMPH XPAHEHUH

Xpanutp npu temmeparype ot 2 10 8 °C (B XOJOIUIBHHUKE), HO HE PAIOM C MOPO3HIBHOM
kamepoii. He 3amopaxuBaTh.

XpaHUTh B OPUTHHAIBHON yIaKOBKe (ITauke) /Ui 3allUThI OT CBETA.

VYcnoBus XpaHeHUs OCJIe IEPBOTO MCIIOJIb30BAaHNUS JIEKAPCTBEHHOTO IIperapara cM. B pasjiene

6.3.
6.5. XapakTep u cojiep:kaHue NePBUYHON YIAKOBKH

ITo 2,4 mn B GecliBEeTHBIE CTEKJISIHHBbIE KAPTPUIKKU HEHTpanbHOro crekia (1 ruapoauTuyeckuit
KJacc) ¢ IUTyHXepaMH pEe3MHOBBIMH M3 OpoMOyTHiKaydyka, OOKaTaHHbBIE KOJIauKaMu
KOMOWHUPOBaHHBIMH U3 AIFOMUHUS C JUCKaMU PE3MHOBBIMU M3 OpOMOYTHUIIKAyUyKa.

KapTpumx ycraHaBIMBaIOT B IUIACTUKOBYIO MYJIBTHJIO30BYIO OJIHOPA30BYIO LIMPUI-PYUKY UIs
MHOT'OKpaTHbIX UHbeKIui Punactpa IV, unu Geropharm Autopen I, unu Geropharm Autopen I,
MO3BOJIAIOINLYIO BHOCUTH J103bI 2,5/ 5/ 7,5/ 10/ 12,5/ 15 mr/no3a. Ha kopryc kax a0 MIpUi-pydku
HAKJIEUBAIOT 3TUKETKY U3 TUICHKH MOJUITPOITUICHOBOH.

[Io 1 mnpenBapuTeNbHO 3alOJHEHHOW MYJIbTHI030BOM OJHOPA30BOM MIMPHUI-PYyYKE IS
MHOTOKpaTHbIX UHBeKUUH Punactpa IV, unu Geropharm Autopen I, unu Geropharm Autopen I
u | mayke KapTOHHOM, cozeprkaieit 4 OHOPA30BbIX UTJIb, C TMCTKOM-BKJIAIBIIIEM, BKIIOYAIOLIEM
MHCTPYKIIHUIO MO UCTOIBb30BAaHUIO IITPUL-PYUKH, TOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH NPH  YHHYTOKEHUH  HCIOJb30BAHHOIO
JICKAapCTBEHHOI0 TMpenapara HWJIHM OTXOAO0B, IOJYYECHHBIX I0CJ€e TPHMEHEHHSA
JIEKAPCTBEHHOI0 Npenapara, u ipyrue MaHUNMyJIsIUM C penapaToM

Becb ocTtaBmmMiics JIEKapCTBEHHBIM IIpenapara W OTXOJbl CIEAYeT YHHYTOXHTh B
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COOTBETC TEi"~'ET JKCNEPTHOMY OTYETY
YCTaHOBJIEHHOM IOPSIKE. ot 27.11.2025 N= 29531

EIHTEJ_II:H'_ CThH 0003)

HUraer u APYyruc OTXOoAbl OOJIKHBI YTUIIU3U ')OBaTBCﬂ' cornacfa:lb MECTHBIM HOl‘)MaTI/IBHBIM

TpeOOBaHUSM.

[TarueHTy clemayeT peKOMEHI0BaTh BHIOPACHIBATH UTIY MOCIE KaXJIOW MHBEKIIUUA W XPAHHUThH
mmnpui-pyuky Punactpa |V, mmu Geropharm Autopen I, mnmm Geropharm Autopen II 6e3
NPUCOCTUHEHHOM WTIIBI. JTO MOMOXKET MPEJOTBPATUTh 3aKYIOPKY WIJ, 3apaKCHUE, pa3BUTHE
UHQEKIMH, BRITEKaHUE PACTBOPA M BBEJICHHE HEBEPHOM J03bI Mperapara.

[npun-pyuka Punactpa IV, wmm Geropharm Autopen I, mmu Geropharm Autopen II
npeHa3HauYeHa TOJIBKO ISl MHIMBUIYAILHOTO UCTIOIh30BAHUSI.

VYKazaHusi OTHOCHUTENBHO DPEXHMa JO03MPOBaHUS M croco0a MPUMEHEHHUs IMpernapara CM. B
paznene 4.2.

WHCTPYKIMS [0 MCTOIb30BaHUIO mmpuil-pydek Punactpa IV, wim Geropharm Autopen I, wiu
Geropharm Autopen |1

[leH-uHbEeKTOp MpeAcTaBIseT COOOM MpeABapUTEIbHO 3aMOJHEHHYI)  MYJIbTHIAO030BYIO
OJIHOPA30BYIO MIMIPHUI-PYUYKY JUIs MHOTOKpaTHbIX HHBeKIMi Punactpa |V, wiu Geropharm
Autopen I, wmm Geropharm Autopen II (manee «lllnpun-pyuka»), coaepKamnryro
TUIOTIMKEMHYECKOE CPEJICTBO, aHAJOT TIF0KO303aBUCMMOT0 MHCYJIMHOTPOIIHOTO MOJUMENTH 1A

(GIP) u rimokarononono6Horo nentuga-1 (GLP-1) — tupsenaru.

Cemxapo (2,5 mr/no3za; 5 mr/no3a; 7,5 mr/nosa; 10 mr/go3a; 12,5 mr/noza; 15 mr/mno3a) - pactBop
JUTSI TIOAKOKHOTO BBEACHUS B IIPEABAPUTENBHO 3aNIOTHEHHON MNpUI-pyuke. OHA MIIPUI-PyUdKa
COJICPXKUT He MeHee 2,4 M1 pacTBOpa.

Ha xaxnoif mmpui-pyuke Cemxapo MOKHO BBIOpATh TOJIBKO OJHY J03Y: 2,5 MT, WIH 5 MT, WU
7,5 mr, i 10 mr, uimm 12,5 mr, w15 mr.

OpnHa TpenBapUTENIHO 3arloJHEHHAS IMINPUI-PYYKa KaKIOH TO3UPOBKH COMCPKHUT 4 H03BI
npenapata Cemxapo:

2,5 mr/mo3a - 2,5 mr B 0,6 mu1, 10 mMr Tup3enaruaa B 2,4 M pacTBopa

5 mr/no3a - 5 mr B 0,6 mu1, 20 mMr Tup3enaruna B 2,4 MJ1 pacTBopa

7,5 mr/mo3a - 7,5 mr B 0,6 mu1, 30 mMr Tup3emnaruaa B 2,4 M pacTBopa

10 mr/no3a - 10 mr B 0,6 mut, 40 Mr Tup3enaruaa B 2,4 MJ pacTBopa

12,5 mr/no3a — 12,5 mr B 0,6 mut, 50 Mr Tup3enaruaa B 2,4 M1 pacTBopa

15 mr/no3a — 15 mr B 0,6 mu1, 60 Mr Tup3enatuaa B 2,4 M1 pacTBopa

HInpun-pyyka npeaHa3HayeHa sl UCIOJIb30BaHUs C OJHOPA30BBIMU MHBEKIIMOHHBIMU UIJIAMU
WellFine, Dexfine u Verifine. B ynakoBky npenapara Cemxapo BriatodeHs! urisl WellFine 4 mm
32G (Dexfine 4 mm 32G wunu Verifine 4 mm 32@G), B konuuecTBe 4 mIT.

[Tpenapat Cemkapo MOKHO BBOAMTH IPU TTOMOIIH UIJI ATTUHOM 10 8§ MM.

[Tepen xax10# MHBEKIIMEH HEOOXOIMMO UCIOIB30BATh HOBYIO UIITy. Ilocie MHBEKIIMN XPaHUTh
U TPaHCIOPTHPOBATh IUMPUL-PYYKY HeoOxoaumo 0Oe3 wuribl! 3DTO  mOpeAaoTBpaliaer
HEMPOXOIUMOCTb UTJI, 3arpsi3HEHHE, 3apakeHue, BRITEKaHUE PACTBOPA U BBEJICHHE HEKOPPEKTHOU
JI03bI TIpenapara.
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VTUIM3UpoBaTh MBI HEOOXOAMMO COIIACHO MGCTHBII\|4| “Tp€GoBa
L ColDA,

paBuiia O0PAIEeHHUS C MOTEHIINATBHO HH(PUIIMPORAHHAIMU MATCPUATIAMU.

[TpuMeHeHre MNPUL-PYUYKH JOHKHO IPOBOAUTHCS TOJIBKO OAHUM uesoBekoM. HInpuin-pyuka He
JIOJKHA T1€PENAaBAThCS TPETbEMY JIUILY.

Ecmun mpenapar Cemkapo B IINPHI-PYYKE BBHITTISAUT HWHAYE, YeM OECLBETHBIA IMPO3pauyHbIN
pacTBOp, TO €0 PUMEHSTH HEIIb3S.

He mnonsepraiite pyuku BozaeiicTBuro Hu3KuX (Humxke +2°C) um Bbicokux (Beime +30°C)
TeMiieparyp. He momMemaire mmpun-pydku B MOPO3WIBHYIO Kamepy. LInpuu-pydyku Hemb3s
3aMOpPaKUBaTh!

Hcnonb30BaHHbIE IIINPUL-PYYKHA [OJJIEKAT YTUIM3ALMM W HE JIOJDKHBI  IIOBTOPHO
9KCILTyaTUPOBATHCSA (HENb3s IOBTOPHO 3aNOIHATH IITPUII-PYUKY).

TpancropTupoBaTh MIMPHUI-PYYKU TPU BBICOKUX/HM3KHUX TEMIEpaTypax BO3[yXa Jydlle B
CIIeIMaIbHOM TEPMOIICHaJIe/CyMKe (HarpuMmep, opuruHabHbIN TepmorieHas [ EPODAPM).
XpaHuTe WNPUL-PYUKY U UTJIBI B HEJOCTYIHBIX JIJISl BCEX, U B OCOOCHHOCTH ISl JIeTel, MecTax.
He mpiTaliTech caMOCTOSITENIBHO PEMOHTUPOBATH MIMNPULI-PYUKY. B ciiydae mojgoMku coodmuTe B
OpraHHU3aIIo, MPUHUMAIOUIYI0 TMPETEH3UU MOTpPeOuTeNel, yKa3aHHYIO B JIMCTKE-BKJIAJbIIIE
npenapata. Tenedon napopmarmonnoit nuauu nomomu 'EPODAPM: § (800) 333-43-76.

HNHcTpyKUIMsA M0 MPUMEHEHHI0 MPeIBAPUTETbHO 3aM0JTHEHHOH MYJIbTH/1030BO#
0/THOPA30BOii INPHUL-PYYKH IJIST MHOTOKPATHBIX HHbeKuii Punacrpa 1V, niu
Geropharm Autopen I, uiim Geropharm Autopen II ¢ npenaparom Cemkapo 2,5 mr/no3a,
5 mr/no3a, 7,5 mr/no3a, 10 mr/no3a, 12,5 mr/no3a, 15 mr/no3a, pacTBop AJisi HOJAK0KHOT0
BBeJICHHS

Hepez[ HepBOﬁ I/IH"beKI_II/IG‘,ﬁ HeO6XOI[I/IMO BHUMATCIIbHO MPOYNUTATh U U3YUUTH HUHCTPYKIHIO I10
HCIIOJIB30BAHUIO MMPEABAPUTCIIBHO 3alIOJTHCHHBIX OAHOPA30BLIX HIIIPHUILI-PYYCK.

Heo0xonnMo NpoOKOHCYJIBTUPOBATHCS C JIEHYAIUM BpayoM (CHELMATUCTOM) MO NMPUMEHEHUIO
mmnpui-pydku. Ilompocure mpoaeMOHCTPUPOBaTh MPAaBUIBHOE MCIIOJIB30BAHKUE IIITPHUI-PYUKH.
IlepBast uHBEKLIMS IpeNapaTa J0JKHA IIPOBOJAUTHCS MO KOHTPOJIEM Bpada UIN MEJCECTPHI.

BuumarenbHO npounTaiiTe 3TUKETKY Ha HMINPUI-PydKe U yOeauTech B TOM, 4TO Bbl ncnonb3yere
MMEHHO TOT JIEKapCTBEHHBIN IIpenapar, KoTopslii Bam Ha3Haumi1 Bpad, B Hy)kHOUM Bam no3uposke,
a Tak)ke MPOBEpPhTE CPOK T'OJHOCTHU Ipernapara. 3aTeM IMOCMOTPUTE Ha IMPEICTaBICHHbIE HUXKE
WITIOCTPAIMM, YTOOBl O3HAKOMHTBHCS C XapaKTEPUCTUKAMU U COCTABHBIMM YacCTSIMM ILIPHIIL-

pYyUKH.

[lepen HavamoM HCMONB30BaHUS IINPHUI-PYYKH HEOOXOAMMO HCCIIENOBaTh €€ Ha Haluudue
BUJUMBIX MEXaHMUYECKUX MOBPEXACHUH, TOATEKOB (CBHUJETENBCTBYIOIUX O HAPYLIEHUH
FepMETUYHOCTH KapTpuaka). Eciau Bel He yBepeHbl, YTO HINpHUI-PYYKa HCIpPaBHA U y Hee
OTCYTCTBYIOT NOBPEXJCHHS, HUKOI/IA HE MOJB3YWTECh MNPHUL-PYyYKod. Bcerma mposepsiite
LIIPUL-PYUKY IIepe]] KaKI0¥ UHBEKIUEH.
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PYYKH U BIMSHHUE MPOYMX BHEIIHUX (PAKTOPOB (IEPMHUUYCCKOE BO BI/ICTBI/IC IPSAMBIC COMHETHELE
JTy4H, MEXaHMYECKOE TIOBPEXKACHUE U TIp.). Eciu mpon3onuio noBpexaeHne, He00X0IMMO HaYaTh
HCIIOJIB30BaTh HOBYIO LIIPUII-PYUKY.

Cna0oBuaaMi NALMEHT UM MALUEHT, Y KOTOPOro UMEIOTCS Cepbe3Hble IPOOIEMbI CO 3pEHUEM,
U OH HE MOXET pa3IMYUTh LU(PbI HA CYETYUKE J03bl, JOJDKEH HUCIOIb30BaTh IINPHUI-PYUKY O]
KOHTPOJIEM MEIUIMHCKOrO IEPCOHANIA, POACTBEHHUKOB HJIM YEJIOBEKA C XOPOILUMM 3pEHUEM,
npoleAmux o0y4eHne o BBEACHUIO IpenapaTa MnpeIBapuTeIbHO 3al0JIHEHHON MITPUL-PYYKOM.

Jluia, oCcyIecTBISIONINE YXO/ 32 OOJBHBIM, JJOJDKHBI 00pAIIaThCs C UCIOJIb30BaHHBIMU UTJIaMU
C 0CO0OH OCTOPOXXKHOCTBIO, YTOOBI TPEJAOTBPATHTH YKOJBI WIJIOW H TEPEKPECTHOE
WH(pHUIMPOBaHHE.

Hpe)lBapI/ITe.J'ILHO 3allOJITHEHHAaS INNPUI-PY4YKa € IpernmapaTom

Cenxapo

Konnayok
Aepxatens
KapTpuaxa

LWINPUL-PYYKY
Cuérumnk posbi
YKasatens f03bl
— CenekTop
[RO3MPOBKM

Kopnyc

Sejaro® ]
— — . Ji || | cemmapo’

o
4

b=

BHYTpeHHAA Hacaaka
L
[ —
Wrna
BawumTHan Haknenka

BHewwnn Hacapka

X

2

Meperopopaka
ArukeTtka
WNPUY-pYYKN
Myckosas kHONKa

°
H
=&}

BHewHuli 8ud npedeapumesibHO 3arosIHeHHOU WpuU-pyYKu

x

I.  TloaroroBka IINPHI-PYYKH C HOBOH HIVIOH K HCIIOJIb30BAHUIO

s )

1. [IpoBeppTe Ha3BaHHWE HA JTHUKETKE
mmnpui-pydku. HeoOxoaumo yoeautsces, 4to B

Sejaro®
Cepixapo’

pyukKe COJIEPKUTCS npenapar
Cemxapo 2,5;5;7,5; 10; 12,5; 15 mr/no3a. 3to
0COOCHHO Ba)XHO, €ClM TpHUMEHseTe Oolee

OJIHOTO MHBEKIIMOHHOIO Mpenapara.
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3. Yb6enurech, 4TO pacTBOp B IIINPHII-
pydKe OECIBETHBIN WM CJIETKa KEITOBATOTO
1BeTa Tpo3payHblii pactBop. [locmorpute B
OKOWIKO JIepKaTellss KapTpupKa  IIIpUIl-

pYUKH.

Ilpumeuanue: Eciu pacmeop MmymHulil, He
becysemmuvlii  UIU  ecmb  NOCMOPOHHUE
npumecu, maxyr WNApUY-py4Ky UCno1b308ambs
Henwss!

5. IIpu moMonM BHEMIHEW HACAKU HUIJIbI
YCTAaHOBUTE €€ TOYHO Ha JIep)Karellb
KapTpumxka. HagexxHo 3akpyTute ee, 4TOOBI
WIJ1a IJIOTHO JIepXKajaach Ha WINPUL-PYUKE.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 27.11.2025 N2 29531
(NOCNEAQCBATENEHOCTE 0003)
2. VYiepxuBaiTe IMMOPUI-PYYKY OJHOMU

PYKOH M CHUMUTE KOJIMAYyOK CO IINPULI-PYUKH,
MOTSAHYB 3a HETO APYroil pyKoil.

4. Bo3pMuTE HOBYIO MWIly M yAaJIUTe
3aIIUTHYIO HaKJIEHKy C BHEIIHEH Hacalkd
UTJIBL.

Ipumeuanue: Hcnonwvsytime ueivt cmpozo 6
COOMBEMCMBUU C PEKOMEHOAYUAMU 8PAYA.
Ilpu xascooii unvekyuu UCnonb3yiime HO8YH0
uemy, umobwvl ceecmu K MUHUMYMY DPUCK
66e0eHUs HEenpasuibHoU 003bl npenapama,
UHGUYUPOBAHUS U MPABMAMUAYUU MKAHEIL.
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7. CHUMHTE BHYTPEHHIOKO HAacaaky H

HIIPUL-PYUKY
uryioil BBepx. Ciierka nocTy4uTe najubleM 10

BbIOpOCcHTE. Y aep)KuBaiTe
JepKATENI0 KapTpUIKa, YTOOBI Iy3BIPHKH
BO3/lyXxa  IOJHSUIUCH  BBEpX.
MEJTKOTUCTIEPCHBIX MTy3bIPHKOB JJOMYCTHUMO.

Hannune

Ipumeuanue: Hena cmanosumcsa 6uUOUMOU
(obHadxcaemcs)
Buympenneii nacaoxu.

no Mepe  yoaneHus

COOTBETCTBYET ZKCNEPTHOMY OTUETY
oT 27.11.2025 N= 29531

(NMOCNEOOBATENEHOCTE 0003)

6. CHuMHUTE HapY>KHBIH KOJITAYOK HIJIbI,
HO He BblOpackiBaiiTe ero. OH NoHanOOUTCA
YTOObI

IIOCJIC 3aBCPILICHUA WHBCKI MU,

0€3011acHO CHATD UTIIY CO IMPHUI-PYUKH.

[7
iy

HpI/I YCTAaHOBKE HIJIbI Ha ACPIKATCIIb KApTPUPKAa MOXCET IMOABUTHCA KaIllJlsd Iperiapara, 3TO

HOpMAJIbHOC SABJICHUC, OJHAKO BCC

paBHO HEOOXOJUMO TPOBEPHUTH

IIPOXOXKACHUE

(mocTyrieHHe) mpemnapara 4epe3 WUrIly, eClIM HCIONb3yeTCs HIMpPUIl-PYyYKa B TEPBBIM pas.
[IpucoeaunsiiTe HOBYIO WUy K IIMPHUI-PYYKE HEMOCPEACTBEHHO MeEpel WHBEKIMEeH, Kornaa

ManueHT Oy1eT TOTOB.
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COOTBETCTEBYET 3KCNEFTHOMY OTYETY
! 37 11.2025 M= 29511
. Tposcpa nposomcneun (nocr{wnemus) e b KL AT 0o

%I/IMC'HCHI/IBM IINPUI-PYYKH
HEOOXOJMMO  IPOBEPUTH  MPOXOXKACHHE
(moctyruieHue) — mpenapara  4epe3  HIy.
[TpokpyTuTe CcenexTop A03UPOBKH 10 CUMBOJIA
IOPOBEPKH  NPOXOXKICHUS  (IIOCTYILUICHHS)
npernapara «*» TakuM 00pa3oM, 4T0ObI CUMBOJI

coBmajaan ¢ ykasareiem no3bl. [lpu Habope
CHUMBOJIa IPOBEPKU BbI AOKHBI ycblmath 1

(OZIMH) IETYOK.

IIpumeuanue: Ecnu cenexkmop 003upoeku
BbiGpaH nPOCKOYUIL He0OX00UMbIL CUMBOII,
cUmBoOn
NpoBepKH npokpymume €20 6 NPOMUEONOLONCHOM
e bl L LE HaAnpasieHuu ons moeo, umobwl
npenapara
CKOpPEeKMuUpo6amy — NONOJNCEHUE — CUMBOILA
nposepKi.
' N\
g O
I
) —
Q. ViepxkuBas — NINPUI-PYYKY  UIJION
BBEPX, HAKMMAWTE Ha IIyCKOBYK) KHOIKY W
yAep)KUBATE €€ B OTOM  IOJIOKEHHH.
Cenekrop JIO3MPOBKM M3JACT INETYOK, B
JI03UPOBOYHOM OKHE MOSBUTCS 3HAUEHUE HOJIb
«0». Ha koH1Ie uriel 1oikHa nosiBUTHES 1 (2) J\
KaIlIs [pernapara. N\
=]
. S

Ecnu nocne npoBepku MpoxoxieHus (IOCTYIUIEHH ) penapaTa Karuisi He MOsIBUJIach Ha KOHIE
UTJIbl, HEOOXOJIUMO MOBTOPUTH JAeHCTBHS NMyHKTa «ll», HO He Oomee 6 pa3. Eciam kamis
npernapara Tak ¥ He MOSBUIACh, HEOOXOAMMO 3aMEHUTh UIIy U MOBTOPUTH JAECUCTBHS MyHKTA
«I1» ITpoBepka mpoxoxaeHusi (MOCTYIUIEHUS) Mpenapara yepe3 Uriy» emie pa3. Eciou karuis
pacTBopa Tak M He MOSBUJIACh, HEOOXOAUMO YTHIIM3UPOBATh LIMPUI-PYUYKY U HCIOJIB30BAThH

HOBYIO.
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UIJIA XOPOWLIO IIPOIYCKAET IperapaTr, a Ha KQHIE nmm nos{ Jach KAIIs I‘)aCTBODa TO

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

rapaHTUpyeT BBeJACHUE Mpenapara. Eciiu uriia noBpexieHa Wi 3aKyrnopeHa, Karisi pacTBopa
HE MOSBUTCS, Npenapar He OyJeT BBEJCH, JaXKe €CIHM CEJIEKTOpP JO3UPOBKU U CUETUYUK J103bI
OyayTt nBuratbcs. [lanMeHT MOXKET HE BBECTH HEOOXOAuMyIo 103y, u 3¢hdexT mpemnapara
Cemxapo He 6yaet nocturayt. Heo6xoaumo o6s3aTesibHO IPOBEPSITH MPOXOXKICHUE ITpernapaTa
yepes Urily nepej nepBod HHbEKIIUEH.

I11. YeranoBka 10361

[lepen xaxmoil MHBEKIMEH HEOOXOAMMO MPOBEPATH KaKylO J03y Mpenapara (Mr) ManueHT
Ha0paJl 110 CYETYUKY J03bI M YKa3aTeto 103bl. He oprueHTHUpyHTECh Ha MICITYKH IIPHUI-PYUYKH,
HE CJIeNyeT MX CYMTaTh. Ha mmpuil-pydyke MOXXHO BBIOMpaATh TOJBKO OJIHY 103y IMperapara
Cemxapo: 2,5 mr, win 5 mr, wm 7,5 mr, win 10 mr, wma 12,5 mr, uoa 15 mr. Beibop
OCYIIECTBJISIETCS CEICKTOPOM A03bl. [Ipu mpaBmiibHOM Habope J03bI B JO3UPOBOYHOM OKHE
yKazaTenb J03bl MOKKET HMHAUKATOpP «-1», KOTOpBIA COOTBETCTBYET 1 103€ mpemnapara
Cemxapo 2,5 mr, wim 5 mr, unu 7,5 mr, win 10 mr, wim 12,5 mr, win 15 mr. Eciu B mmnpui-
pyuke coaepxxkutcs menee 2,5; 5; 7,5; 10; 12,5 v 15 Mr, cueTyuk 10361 OCTAHOBUTCS MPEXKIIE,
YEeM TOSIBUTCS MHIUKATOP « 1.
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L 4

BbibpaHa
nosa2,5mr

BbiGpaHa
posa5wmr

BbiGpaHa
nosa75wmr

BbiGpaHa
Aoszal10 mr

Bbi6paHa
po3al2,5wr

COOTBETCTBYET ZKCNEPTHOMY OTUETY
oT 27.11.2025 N= 29531

(MOCNEODBATENBEHOCTE 0003)

10. [ToBOpauuBaiiTe ceneKTOp 036l 10 TEX
Mop, MOKa OH HE TMOKaXeT HeO0OXOIUMBIi
UHAMKATOp «-1», COOTBETCTBYIOUIMM J03€
npenapara 2,5 mMr, uid 5 mr, wid 7,5 mr, wiu
10 mr, wm 12,5 mr, wim 15 mr. BeiOpannas
Jl03a JIOJDKHA HAXOJMTHCS TOYHO HAMPOTHUB
yKa3aTes 103bl.

Ilpumeuanue: Ecau unouxamop 003vl Obll
8b10pan HeNnpaguibHo, NOBOPOMHBIM
0BUdICEHUEM CelleKmopa 003bl 6nepeod Uil
HA3a0 YCMaHosume NpasUbHbulll UHOUKAMOP
003bl.
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11. st onpeeacHus 0CTaTOYHOT'O
KOJINYECTBAa nperapara, HEOOXOIMMO
HCIOJIb30BaTh CYETYMK J03bI: ITOBOpAYMBas

CEJIEKTOP J103bl IO OCTAHOBKH CUETUYMKA J1O3bI.
Eciu B 103MpOBOYHOM OKHE OH IOKAa3bIBACT
«-1», B IIpuL-pydyKe ocTagoCch HE MEHEE 2,5;
5; 7,5; 10; 12,5 unu 15 mr npenapara. Ecnu
CUCTUHMK JA03bl OCTAHOBMIICA OO0 TOIro, Kak
MOSIBUJIOCH «-1», TO 3TO O3Ha4aeT, 4To B
LINPUI-PYUKe HE/I0CTaTOYHOE
KOJINYECTBO YTOObI

OCTaJIOCh
npcerapara, BBCCTHU

MOJIHYI0 1103y 2,5; 5; 7,5; 10; 12,5 nnm 15 wmr.

COOTBETCTBYET ZKCNEPTHOMY OTHETY

T T 1l

S
CTe|0003)

t.

MoXHO
BBECTH

MOMNHyIo 403y
2,5wr

MoxxHo
BBECTH

MONHYIO 103y
5Mr

MoxxHo
BBECTH

NOJNHYIO A,03Y
7,5wmr

MoxHo
BBECTH

NONHYIO A03Y
10 Mr

MoxxHo
BEBECTH

NONHYI0 A03Y
12,5 mr

A

Baoicuo! He ucnOﬂbsydme wnpuy-pyuKy, eciu ocmajlocCob HeO0OCmAamoyHoe KoJU4ecmeo

npenapama 015 6e0enus NOAHOU 003bl. Flcnonv3ytime HOBYIO WNpuy-pyuKy.

IV. BBenenue npenapara

12. OpHuM HeENpepbIBHBIM  JBH)KEHUEM
PYKH BBEAUTE UTITy MOJ KOXKY.

Ipumeuanue: Hcnonvsyume MexHuKu
UHBEKYULl, PEKOMEHOOBAHHbIE 6PAYOM  UNU

CPEeOHUM MEOUYUHCKUM NEePCOHATIOM.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
oT 27.11.2025 N= 29531

(NMOCNEOOBATENEHOCTE 0003)

13. Y6enutech, 4YTO J0O3UPOBOYHOE OKHO

HaxoaguTcCA B II0JIC 3pCHUA YCI0BCKaA,

MMpOBOASAIICTO UHBCKIUIO.

Haxmure Ha  MycKOBYIO  KHOIKY H
yAepKuBaiiTe ee, moka 3HadeHue «0» He
COBMAJIET ¢ yKa3zareneM J03bl. [Ipu HaxaTtuu
Ha KHOIIKY MallMeHT MOKET YCIbIIATh HIH
OIIYTUTH HICITUOK.

Henp3sa A0TparuBaTbCAa nnajabnnaMu a0

CUCTYHMKA O03bl B JO3MPOBOYHOM OKHE - 3TO

MOXKET IIp€pBaTh HHHECKIUIO.

'# ™\
m MepnenHo cuuTaiire: 14. V nepakuBaiiTe Uy 1O KOXKEN mociie

TOro, KaKk CUCTYMK J03bI BCPHYJICA K «0» n

1-2-3-4-5-6-7-8-9-10 .
. MeIJICHHO cunTaite 10 10.

Ipumeuanue: Ecnu uzeneus ueny uz-noo Koicu
pawnvlie, NAYUEHM MOJCem Y8UOembv, Kak
npenapam gvlmexaem u3 uenvl. B smom ciyuae
06yoem 66edeHa HENONHAsL 003a Npenapamd.

15. OCTOpO)KHO H3BJICKUTC UIIy HU3-II0J
KOXMH.

Ilpumeuanue: Eciu 6 mecme uHwbekyuu
nosA6UNACh  KPOBb,  HEOOXO00UMO  CllecKd

[

npusxcams K mecmy YKoJa 6AMHBIU MAMNOH.
He maccupoeams  Mecmo  YKOJd. Ilocne
3a6epuleHusl UHBbEeKyuu nayuenm moorcem

yeu()emb Kanjiw pacmeopa HA KORYe ucivl.

Omo HoOpmanvHO U He Guusem HA 003) S J
npenapama, KOmopas 66e0eHd.

V. YTuan3auus urJbl

Baoicno! Iocne kascooii unvekyuu npenapama éce2oa yoanaiume ueny co wnpuy-pyuku. Imo
Modcem  npedomepamums  3aKVHOPKY Uell, 3dcpA3HeHue, UHQuUyupoeauue, GvlmeKaHue
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.

pacmeopa u 68edeHue HenpasuibHOU 003bl npenapanﬁa X E,.'J.CE] 'f]%: et uposamy

WnpuY-pyyKy Heooxooumo 6e3 ueivt! e o
16. [Tocne 3aBEPIICHHS WHBEKITUH

OCTOPOKHO HaJIEHbTE BHELIHIOIO HACaJKy Ha
UTIy 0 ynopa.

17. OtkpytuTe wurily u BbeIOpoCUTE €€
BMECTE C BHEIITHEH HACaIKOM, COOI0aast MEphI

MpeaoCTOPOKHOCTHU.

Ipumeuanue: Iipu ymuauzayuu
UCNONIL308AHHBIX U]l COOM0OAUme MeCmHbie
mpeboB8aHusl, HOPMbL U NPABUILA 0OPALYEHUs C
NnOMeHYUaIbHO UHDUYUPOBAHHBLMU

Mmamepuaiamu.

18. Hanenpre konmadox HINPUI-PYyYKH U
XpaHUTE IIMNPUL-PYYKY 10 CIEAYIOLIETO
HCIIOJIb30BaHUs COTJIaCHO YCIIOBHSIM

XPaHEHUs1, YKa3aHHBIM B JINCTKE-BKJIAJIbIIIE HA
JIeKapCTBEHHBIH Mpemnapar.
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COOTEBETC TEi"~"ET SKCNEPTHOMY OTUYETY
#T 27112025 N= 29531

VI Yxonsa mpert RO 1 OBATENLHOCTS 0003)

Co wmmpui-pydkoit creayer oOpamaThCs aKKypaTHO. HEOpEeKHOE WM HENpaBUIbLHOE
oOpalieHre MOXKET CTaTh IPUYMHON HENPABUIIBHOM JT03UPOBKH TipenapaTa Cepkapo, YTO MOKET
NPUBECTH K CIIMIIKOM BBICOKOW WJIM CJIMIIKOM HHM3KOW KOHIICHTPALMU TIFOKO3bI KPOBH WIIH
BBI3BaTh JUCKOM(DOPT B 00JIACTH )KUBOTA (TOIIHOTA, PBOTA, THAPEs).

HeobOxonnMo mpenoxpassTh IINPUI-PYUKY OT IHOMAJAHUS IbUIM, 3arpPSI3HEHUN U KHUIKOCTH.
3anperiaercss MbITh LINPUI-PYUKY, IOIPYKaTh €€ B KUAKOCTH. [To Mepe 3arpsi3HeHus 1mmpui-
PYUYKY MOXHO IIPOTUPATh BIIAXKHON TKAHBIO, CMOYEHHOW MATKUM MOIOIIUM CPEICTBOM.

Ecny mmpun-pyuka noasepriack (pu3nyeckoMy Bo3JeicTBHIO (yaap, MeXaHU4ecKas BUOparus,
TEPMUYECKHUE SIBJICHUS M Tp.) WIM MAalMEHT COMHEBACTCA B €€ HCIPAaBHOCTH, HEOOXOIMMO
IPUCOEANHUTD HOBYIO MIJIy M IIPOBEPUTH MIPOXOXKIACHHE (MOCTYIJICHUE) IIpenapara nepes] TeM,
KaK cJielaTh HHBEKLHUIO.

3amnperiaercss OCTaBIATH MIMPUI-PYUKY B MECTaX, IJle OHa MOXET IMOJABEPrarbcs BO3/ICHCTBUIO
CJIMIIKOM BBICOKHMX WJIM CIMIIKOM HU3KHX TeMIeparyp (B aBTOMOOMIIe, Ha TIOJJOKOHHUKE U TIP.).
3anperiaercss IpOBOAUTh HHBEKLUIO ITpenapaTa Cemkapo, eciid OH OBl 3aMOPOKEH.

Hcnonp30BanHy0 (MyCTYI0) HINMPHI-PYYKY HEOOXOAMMO BBIOPOCHTH. BBIOpachiBaTh IMyCTYIO
HINPHUI-PYYKY C OTCOECJUHEHHOM MIJIONM HEOOXOAMMO B COOTBETCTBUHM C PEKOMEHIALUSAMH,
JAHHBIMH BpauoM, MeJICECTPOH, (papMalieBTOM UM MECTHBIMU TPEOOBAHUSAMH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMU S
Poccniickas @enepanys

000 «'EPOOAPM»

191119, r. Caukt-IlerepOypr, yi. 3BeHUTOpoACKas, 1. 9

Tenedon: (812) 703-79-75 (MHOTOKaHAJILHBIN )

®axkc: (812) 703-79-76

Anpec snexTponHO# mouTsl: inform@geropharm.ru

7.1. TlpencraBuTe/ib Aep:KaTessi perucTPalliOHHOIO Y/10CTOBEPEHH s

[IpereH3un HOTDe6I/ITeJ'IeI71 HalnpasJIATH 110 aApECy.

Poccuiickas ®enepanus

000 «'EPOD®APM»

Anpec: 196608, r. Caukt-IletepOypr, 1. [lymkun, SueBckuit mpoesn, 1. 4, ctp. 1
Tenedon: +7 (812) 493-55-01

dakc: +7 (812) 493-55-69

Tenedon ropsaueit nuaun: 8-800-333-43-76

Anpec anekrponHoit moutsl: iInform@geropharm.ru; farmakonadzor@geropharm.com
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COOTBETCTBYET 3KCINEPTHOMY OTYETY
8. HOMEP PETHCTPALIMOHHOI'O YIQCTOBEPEHMSE -1 12025 H= 25531
H 8 (NOCHNEOQOBATENEHOCTE 0003)

JITI-Ne(009704)-(PT-RU)

9. ITATA TEPBUYHOW PETUCTPAIIMN (MMOATBEPKIEHHWS PETHCTPALINM,
MEPEPETUCTPALINN)

Hara nepoii peructpanuu: 11.04.2025 r.
10. JATA IEPECMOTPA TEKCTA

OO0mast xapaKTepUCTHKA JICKApCTBEHHOTO mpernapara Cemkapo JOCTylHA Ha HHPOPMAITMOHHOM
noptaiie EBpa3uiickoro 3KOHOMHYECKOTO COr03a B MH()OPMAIIMOHHO-KOMMYHHKAIIHOHHON CETH
«MuaTepueT» https://eec.eaeunion.org.
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