OBILIAA XAPAKTEPUCTHUKA JIEK/

COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 16.04.2026 N= 7833

\pCTHEHHBRE BT

V JlaHHbIN JIEKapCTBEHHBIN Mpenapar MOJICKUT JOTOTHUTEIFHOMY MOHUTOPUHTY. DTO MO3BOJIUT
OBICTPO BBISIBUTH HOBYIO WH(pOpPMAIMIO 1O 0€30MacHOCTH. MBI oOpamaeMcsi K CIeIUaIuCTaM
CHUCTEMBI 37IpaBOOXPAHEHUsI C MPOChOOH COOOIIATh O JIFOOBIX TOJ03PEBAEMBIX HEKEIATEIbHBIX
peakimsx. [Topsqok cooOIeH s 0 HeXenaTeIbHbIX PEaKIUIX MPEICTaBIICH B pa3zeie 4.8.

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA

Tupnunes, 2,5 mr/no3a, pacTBOp AJIs MOJIKOXKHOTO BBEICHUS.

Tupnunes, 5 Mr/ao3a, pacTBOp JUIsl IOAKOKHOTO BBEIACHHUSL.

Tupnunes, 7,5 Mr/ngo3a, pacTBOp Uil HOJKOKHOTO BBEJICHHUS.

Tupmunest, 10 mr/no3a, pacTBOp IS TOJIKOKHOTO BBEJICHHS.

Tupnunes, 12,5 mr/no3a, pacTBOp JUIsl TOJKOXXHOTO BBEJICHHS.

Tupnunes, 15 mr/nosa, pacTBop i OJAKOKHOTO BBEICHUS.

2. KAYMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytoliee BEMECTBO: TUP3EIATHU,

Tupnuges, 2,5 MI‘/,Z[O?»a, PacTBOP JJIA NOAKOKHOT'O BBECACHUA

Kaxxpiit M1 pacTBOpa /1J1s1 IOJKOKHOTO BBEIEHUS coaepKuT 4,17 mr tup3enartuia.

Kaxnas mmpun-pydka oobemom 2,4 mit conepkut 10 Mr TupsenaTua.

Kaxxnas mo3a comepxur 2,5 mr tupsenaruaa B 0,6 M1 pactsopa.

Kaxxnas mnpun-pyuka conep>kur 4 103el 110 2,5 Mr.

BemecTBa, Hanmu4KMe KOTOPBIX HA/I0 YUYUTHIBATH B COCTABE JIEKAPCTBEHHOIO MTpenapaTa: OeH3WIOBbIN

CIHPT, HATpHil (cM. pa3nen 4.4).

Tupnunest, 5 Mr/mo3a, pacTBOp JUISL MOIKOXXHOTO BBEICHUS

Ka>1<m>1171 MIJI paCcTBOpa IJIA MTOAKOKHOTI'O BBCACHUSA COACPIKUT 8,33 MI' TUp3CIIaTuaa.

Kaxmast mmpui-pydka oosemom 2,4 mit conepxkut 20 Mr THp3enaTuia.

Kamnaﬂ A03a COACPIKUT 5wMr TUp3CNIaTUua B 0,6 MIJI paCcTBOpa.

Kaxnas mmpui-pydyka coaepKut 4 10361 IO S5 MT.

BCIJ_IGCTBE[, HaJIMYUC KOTOPBIX HA0 YUYUTLIBATH B COCTABC JICKAPCTBCHHOT'O IIPCIiapara: OCH3UIIOBBIM

CIUpT, HaTpui (cM. pazaen 4.4).

Tupnuaes, 7,5 MI‘/)I038., PacTBOP JJIA NOAKOKHOT'O BBEJACHHUA

Kasxp1id M1 pacTBOpa JIJIS TIOJIKOKHOTO BBEJICHUS COJEPKUT 12,5 MT THp3enaTuia.

Kaxxnas mmpui-pyuka oosemom 2,4 M copepxut 30 Mr Tup3enaTuia.

Kaxxnas mo3a comepxkur 7,5 mr tupsenaruaa B 0,6 M1 pactBopa.

Kaxxnas mmpui-pydka coiepkut 4 103bl 0 7,5 MT.

BemecTBa, Hanmu4KMe KOTOPBIX Ha/10 YUYUTHIBATH B COCTABE JIEKAPCTBEHHOIO MIpenapaTa: OeH3WIOBbIN

CIHPT, HATpHil (cM. pa3zen 4.4).
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Tupmnunes, 10 Mr/no3a, pacTBOD JUIS MOAKOXKHOTO BBEICHUS

Kaxp1if M1 pacTBOpa A7 MOAKOXKHOIO BBEIEHUS COAECPXKUT 16,67 Mr THp3enaTuia.
Kaxnmas mmpun-pydka oobsemom 2,4 mit coneput 40 Mr THp3enaTuia.

Kaxnas noza cogepxut 10 mr tupzenaruna B 0,6 ma pactBopa.

Kaxnast mmpun-pydka conepxut 4 10361 mo 10 mr.

BemecTBa, Hamu4KMe KOTOPHIX HA/I0 YUYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO MIpemnapaTa: OCH3MWIOBBIN
CIUpT, HaTpuil (cM. pazaen 4.4).

Tupaunes, 12,5 mMr/no3a, pacTBoOp JUIsl IOAKOXKHOI'O BBEICHUS

Kasxpiii M1 pacTBOpa JIIst IOJKOXKHOTO BBeneHus conepkut 20,83 mMr Tup3enaruma.
Kaxxnas mmpui-pyuka oosemom 2,4 Mt copepxut S0 Mr Tup3enaTuia.

Kaxxnas mo3a comepxkut 12,5 mr tup3enatuaa B 0,6 Mt pacTBopa.

Kaxnas mnpun-pydka conepxut 4 1o3sl no 12,5 mr.

Bemiecta, Hanmuue KOTOPBIX HAZ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO IpernapaTa: OSH3UIOBBIN
CIHPT, HATpHil (cM. pa3znen 4.4).

Tupnunest, 15 Mmr/no3a, pacTBop IUIid IMOAKOKHOTO BBEACHUS

Kaxp1if M1 pacTBOpa /7151 MOAKOKHOT'O BBEICHUS COAEPIKUT 25 MI' TUp3enaTHaa.
Kaxnas mmpun-pydka oobemom 2,4 mit conepkut 60 Mr THp3enaTuia.

Kaxnas noza cogepxut 15 mr tupsenaruna B 0,6 mi pactBopa.

Kaxxnas mmpui-pyuka conepxut 4 103sl 1o 15 mr.

BemecTBa, Hanmu4re KOTOPHIX HAI0 YUYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO Mpemnaparta: OCH3MIOBBIMA
CIUpT, HaTpuil (cM. pazaen 4.4).

IlonHbIit NEpCUCHL BCIIOMOTI'aTCJIbHBIX BCIHICCTB IIPUBCACH B pa3/1CJIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

PaCTBop JJIs1 ITIOJKOXHOI'O BBEACHUS.

OT 1mpo3payHOTO A0 CJEeTKa OMAJeCHUPYIOMIErO PacTBOpa OT OECIBETHOTO JI0 CBETIO-XKEITOTO
IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHUIO

Caxapublii guaber 2 tuma (CJ12)

[Ipenapar Tupnauaes nokasaH A JEYEHHs B3pOCIBIX B BO3pacTe OT 18 ner ¢ miuoxo
koHTpoupyembiM CJ/12 B KauecTBe JOMOTHEHUS K IUETe U PUINICCKON aKTUBHOCTH

L B BHJC MOHOTCpalnn, <€CJIn MeT(i)OpMI/IH HEC IOAXOOWUT H3-3a HCICPECHOCUMOCTHU WU
HpOTI/IBOHOKEBaHI/II\/’I;

e B JIONOJHEHME K JIPYTUM JIEKapCTBEHHBIM IIpenapaTam Jiis jiedenust CL2.
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KoHTposs Maccel Tena

HpenapaT TI/IpJ'II/II[eH IIOKa3aH B Ka4C€CTBC I[OHOHHHTCHLHOﬁ TEepalu 1pu CO6J'II-OI[6HI/II/I JUCTBI C
MMOHMKCHHBIM COACPKAHUEM Kanopnﬁ U YBCIIMYCHUU (1)I/I3I/I‘-ICCKOI\/'I AKTUBHOCTHU JIsI CHUMIKCHUS

MacCChbl T€JIa U KOHTPOJISI BE€CA y B3POCIIBIX CTapHic 18 ;et ¢ HNCXOIHBIM HHIACKCOM MACCHI TCJla
(UIMT):

e > 30 kr/m? (0XupeHne);
W

o >27xr/m? 1o < 30 kr/M? (U30BITOUHBII BeC) IIPH HAJTHYUU KAK MUHEMYM OJHOTO CBSI3AHHOTO C
M30BITOYHBIM BECOM COITyTCTBYIOIIETO 3a00JieBaHMs (HAIIpUMEp, THIIEPTOHUS, TUCIUITUACMUS,
OOCTPYKTHBHOE COHHOE aIlHO?, CEPICYHO-COCYANCThIC 3a00eBanus, npeaauadet i CJ12).

4.2. Pe:xuM 103MPOBaHUS U CNIOCO0 MPUMeEHEHHU S

PexxuMm 103upoBaHus

HavanpHas no3a TupsenaTuna cocTaBisieT 2,5 Mr omuH pa3 B Hememo. Uepes 4 Hemenu 103y
ClleflyeT YBEIMYHUTh 0 5 MI' OJUH pa3 B Hejaemro. [Ipn HeoOXOMMOCTH yBEJIWYEHUE J03bI MOXKET
MIPOM3BOJUTHCS C IAroM 2,5 M MUHUMYM 4epe3 4 HeJlenu MPUMEHEHUsI TEKYIIEeH 03bl.

Tabnuma 1. Cxema yBenuueHUs 1035

Henensn Jo3a, mr

1-9—4-a 2,5 Mr oniiH pa3 B HEJIEITIO
5-1—- 8- 5 Mr oJIMH pa3 B HEJIEIIO
9-9—-12-9 7,5 MT OZIUH pa3 B HECIIO
13-1— 16-5 10 Mr ouH pa3 B HEJEINIO
17-1 — 20-a 12,5 mr onmH pa3 B HEIEITIO
21-a9—24-5 15 mr ouH pa3 B HEAENIO

Pexomenayemple o iep>KUBaOIINUE 1036l COCTABIAIOT S5 Mr, 10 Mr u 15 mr.
MakcumanbHas 03a COCTaBJIsSIET 15 MT OMH pa3 B HEACIIO.

IMlpu noGaBnenun Tup3enmaTHaa K NPUMEHSEMOMY MeT(HOPMHHY W/WIM WHTHOWUTOpY HATpuUii-
TIIIOKO3HOTO KoTpaHcnoptepa 2-ro Tuna (SGLT2i) Texyuryto no3y merdopmuna n/wim SGLT2i He
TpebyeTcsi KOPPEeKTHPOBATb.

[Tpu mobGaBiieHMM TUp3enaTHIa K CYIIECTBYIOMIEH TEparuy MPOU3BOIHBIME CYIb(OHUIMOUYEBUHBI
W/WJIA WHCYJIMHA MOYKHO PAacCMOTPETh BO3MOXKHOCTh YMEHBIIICHUS JI03bI CYIb()OHMIMOUYEBUHBI WIIH
WHCYJIMHA JUIsl CHWDKCHHS pucka THroriukeMud. CaMOKOHTPOJh YpPOBHS TJIOKO3BI B KPOBH
HEOOXOJUM JUIsl KOPPEKTHPOBKH J03bI CyJNh()OHUIMOYEBHHBI W WHCYJIWHA. PekoMeHnmyercs
MOATANHBIN MOX0/] K CHUKEHUIO MHCYTUHA (CM. pasnensl 4.4 u 4.8).

IIponyck 0o3vl

B ciywyae mporrycka 103bl mipenapar clielyeT BBECTH KaK MOXHO ObIcTpee B TedeHue 4 JHEH ¢
MOMEHTa 3alUIaHUPOBAHHOTO BBeAECHMS J03bl. Ecnu mpouuio Gonee 4 gHei, cieayeT MpOmyCTHTh
MIPOIYIIEHHYIO /103y M BBECTH CJEAYIOUIYIO /103y B 3alVIAHMPOBAaHHBIM JeHb. B kaxmom ciydae
MAIUEHTHl MOTYT BO3OOHOBUTH UX OOBIYHBIN OJJTHOKPATHBIN eXeHeNeTbHbIN IpadK BBEICHUS.

H3menenue edxcenedenvrnoeo epagura npuema

[Ipy HEOOXOMMMOCTH JCHBb €KEHEIETLHOTO BBEJICHHS MOYKHO M3MEHUTH MPHU YCIOBUH, YTO MEXKTY
JBYMs BBEJCHUSIMU TIpenapara pa3HHIla COCTABIIAET HE MEHEe ueM 3 JIHS.

3
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Oco0ble TPYIIIBI TTAIMEHTOB

.]]UL!CZ nooaicus0co so3pacma

Koppekuun no3bl mpenapata Tupiuaes y HAalMEHTOB MOXKUIONO Bo3pacta He Tpedyercs (CMm.
pazaenst 5.1 u 5.2). JlocTyHbI OrpaHUYCHHBIC IaHHBIC O TIPUMCHEHHU TUP3EIATH/IA y MAIUCHTOB B
BO3pacTe > 85 JieT.

Bospacm, noJ, paca, macca meja

Koppekuuu 10361 B 3aBUCUMOCTH OT BO3pacTa, I0Jia, pachkl WM MacChl Tela He Tpeldyercs (cwm.
pazzensl 5.1 u 5.2).

H(lt;ueHMbl C NOYe4Hol HedoCmMamo4HoCmbIO

Koppekuuu 10361 y NAalIUEHTOB € MOYEYHOU HEJOCTATOYHOCTHIO, BKIIIOUYAsl TEPMUHAIBHYIO CTAIUIO
noueyHoi HenoctatrouHocT (TIIH), He TpeOyercs. OnbIT npuMEHEeHUs TUp3enaThia y NallieHToB
C TIOYEYHON HEIOCTaTOYHOCTHhIO Tspkenmoi cremeHu u TIIH orpanmuen. Crienmyer cobmtonaTh
OCTOPOYKHOCTD IPH JICYEHUH JTAHHBIX MAIIMEHTOB TUP3EMATHIOM.

Hauueﬂmbz C NeYeHOYHOU HeOOCMAMOYHOCHbIO

Koppekuuu 103p1 y NalMeHTOB ¢ HapylLIeHHEM (YHKIMU NeyeHu He Tpedyercs. OnbIT IpUMEHEHUs
TUp3€NaTHIa y IalMEHTOB C II€YCHOYHOM HENOCTATOYHOCTBIO TSDKEIOW CTEIEHU OIPaHUYEH.
CrnenyeT nposiBISATh OCTOPOXKHOCTh MPH JICYEHUH JIaHHBIX MAlMEHTOB TUP3EMNaTUAOM (CM. pas3jaesn

5.2).
CTH

bezonacHocth U 3 dexTUBHOCT npenapara Tupaunges y aereil B Bo3pacte oT 0 go 18 ner Ha
JTaHHBI MOMEHT HE YCTaHOBJICHBI. [laHHbIE OTCYTCTBYIOT.

Cnoco0 nmpuMeHeHus

[Ipenapat BBOAAT NMOJIKOXKHO B 00JacTh KMBOTa, Oenpa wiu mieda. [IpenapaT MOXKHO BBOJUTH B
n1r000e BpeMs CyTOK, HE3aBUCHMO OT npuema nuiu. O6siacTh i MHBEKIUH CIIEIYeT MEHSITh pU
KaXJOM BBeAeHUU. Eciii manueHTy TakKe BBOJUTCS MHCYJIHMH, €My CIEAYeT BBECTH HMHBEKIHUIO
npenapara Tupnuzaes B Apyryro 00JaacTh A HHBEKIUH.

HaIII/IeHTBI " Jinga, OCYHICCTBIIAIOMIMC YyXOA 3a MAalMCHTaMM, OOJIKHBI OBITh 06yquH TCXHUKE
IIOJKOKHBIX I/IH’beKHI/Iﬁ nepea BBCACHUCM IIpeIiapara TI/IpJ'II/I)ICSI.

[Tepen BBenenueM mpemnapara Tupiujes nareHTaM HEOOXOJIMMO BHUMATEIBHO O3HAKOMUTBCS C
MpUJIaraeéMou B JUCTKE-BKJIaAbIIIE HHCTPYKIIUEHN IO IPUMEHEHHUIO.

JlomotHUTETBHY0 HH(OPMAIIHIO O TIPOIIeIype BBEICHUS Tperapara cM. B pasuedie 6.06.
4.3. IlpoTuBoONOKA3aAHUS

e ['UnmepyyBCTBUTENBHOCTh K THUp3EMAaTUAy HJIM K JIOOOMY M3 BCIOMOTAaTEIbHBIX BEIIECTB,
MIEPEYMCIICHHBIX B paszeine 6.1.

e  MenaymisapHblid pak nUToBUAHON *Keme3bl (MPII)K) B anamMHe3e, B TOM YHCIIE CEMEHHOM.
e  MHuoxecTBeHHas YHAOKpHHHAS Heorutasus (MOH) 2 tuma.
e  (Caxapnsrii quadet 1 tuma (C/1).

e JInaGeTHuecKuii KeToaIuma03.
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Puck passutus C-KISTOYHBIX OIYXOJIEH NMTOBUIHOMN JKEIIE3hI

VY KkpbIC 000UX IOJIOB TUP3EMaTU BbI3bIBAJI 10303aBUCUMOE U 3aBUCAIIEE OT MPOJOJIKUTEILHOCTH
JIeYeHHsl yBEIMUEHUE YAaCTOThl BOSHUKHOBEHHsI Oy X0 C-KJIETOK IUTOBUIHOM jkese3bl (aJeHOMBI
U KapLHMHOMBI) B JBYXJIETHEM HCCIIEIOBAaHUM MpPHU KIMHUYECKH 3HAYUMOM BO3JCHCTBUM ILIa3MBI.
HeunsBectHo, BbI3bIBacT M THp3enaTu C-KIETOYHBIE OIMYXOJW IIMTOBUIHOW JKEJE3bl, BKIIOYAs
MPILDK, y mroned, NOCKONbKY 3HAYMMOCTh HMHIYLMPOBAaHHBIX THp3enaTtuioM C-KJIETOYHbIX
OILyXOJIEH UTOBUIHON JKEJIE3bl TPBI3YHOB JJIA YEI0BEKAa OKOHYATEIIBLHO HE YCTAHOBJICHA.

Tup3enatu NpOTUMBOIIOKA3aH MalUEHTaM C JIMYHBIM WiIM ceMelHbiM aHamHe3oM MPIIDK wim
naguestTam ¢ MOH 2 tuna. [IpokoHCynbTHpYHTE NAaLMEHTOB OTHOCUTENIBHO IOTEHLUAIBHOIO
pucka MPUDX npu ucnonb3zoBaHuu Tup3enatuia U UHGOPMHUpPYHTE UX O CHUMIITOMAax OITyXOJeH
IIMTOBUIHOW Kene3bl (Hampumep, oOpa3oBaHMe Ha Iuee, aucharus, OABIIIKA, IOCTOSHHAsS
OXPUILIOCTb I'0JI0CA).

PerynspHbli MOHMTOPUHI YPOBHS KaJbLUTOHMHA B CBIBOPOTKE KPOBM MWIIM YJIBTPa3BYKOBOE
HCCIE0BaHUE NIUTOBUAHON KeJIe3bl MMEIOT HEOIPEACIICHHOE 3HAYEHHUE ISl PAHHETO BBISBICHMS
MPIDK y manuMeHTOB, NOJydYarolUX THp3enaTtuy. Taxkoil MOHUTOPHUHI MOYKET YBEIHYUTH PHUCK
HEHY’KHBIX MIPOLEAYp M3-3a HU3KOU crieu(UIHOCTH TECTAa HA KAJBIUTOHNH ChHIBOPOTKH U BHICOKOM
¢oHOBOI 3a00JIeBa€MOCTH  IIUTOBUIHOW JKejie3bl. 3HAUMUTENBHO IOBBIIICHHBIC 3HAYCHUS
KJIBLIUTOHWHA B CBIBOPOTKE KpOBU MOTryT ykasbiBarh Ha MPIDK, a y manmumentoB ¢ MPIK
YpOBEHb KaJbIMTOHMHA 00bIYHO > 50 Hr/n. Ecnm npu u3MepeHuM ypoBHS KaJbIUTOHMHA B
CBIBOPOTKE KpOBHM OOHApy’>KE€HO TMOBBIIIEHUE, MAlMEeHT JOHKEH IPOWTH JOMOJHUTEIbHOE
oOciieoBanue. [lanmeHTsl ¢ y3/1aMu HMIMTOBHJIHOW >Kesie3bl, OOHAPYKEHHBIMH NPHU (PU3NIECKOM
OCMOTpE WJIM BU3YyaJIU3alluu 1I€U, TAKXKE JTOJKHBI IPONTH JajibHeiee o0cie10BaHue.

OCTphIil HAHKPEATUT

HpI/IMeHeHI/Ie TUp3CIIaTUAa HE HU3Yy4YaJIW Y MNAaOUCHTOB C IMAHKPECATUTOM B AHAMHE3C, IMO3TOMY
JaHHBIM IMalTUCHTaM CJICAYCT C OCTOPOKHOCTBIO MIPUMCHATH TUP3CIIATUI.

Coobmanocs 06 0CTpOM MaHKpEaTUTe y NalUeHTOB, MPUHUMABIINX THP3EHATH]I.

[TanieHTsl TOJKHBI OBITH TPOMH(POPMHPOBAHBI O CHUMITOMAaxX OCTPOro TaHKpeaTtwrta. [lpm
IIOZ03PECHNUH Ha IMAHKPEATUT IPUMEHEHUE TUP3ENaTUAA ClIeyeT npekpaTuTh. [Ipyn nmoareepxacHun
JIMarHO3a TaHKPEeaTUT BO30OHOBJATH NMPUMEHEHWE THUp3enatuia He ciemyer. [Ipu oTcyTCTBHH
APYyrux IpPU3HAKOB M CHUMIITOMOB OCTPOTO IMAaHKpCAaTHUTa IMOBBIIICHHUEC AKTHBHOCTHU (bepMeHTOB
MOJUKETTYJOYHON  JKele3bl He SBISETCS MPOTHOCTHYECKMM (DaKTOpOM pa3BUTHS  OCTPOTO
naHkpearura (cM. paszzen 4.8).

' unornmukeMust

VY nmarueHToB, MOJyYaroUuX TUP3ENaTh]l COBMECTHO C IpenapaTamu, YCHIMBAIOIIUMU CEKPEIHUIO
WHCYIIMHA (Harpumep, CyIb(HOHUIMOUYEBHHBI) U HHCYJIHMHOM, MOXKET HaOIIOAaThCsI MTOBBIIICHHBIH
PUCK DPa3BUTHs TUNOTIUKEMHH. PUCK THUNOTIMKEMHH MOXHO CHU3UTHh IYTEM CHUXEHUS J103bl
CTUMYJISITOpA CEKpeLy WHCYJIMHA UM CaMOTo MHCYTUHA (cM. pasnensl 4.2 u 4.8).

Binsgune Ha xxenynouno-xkumeddsld TpakT (OKKT)

Tup3enatu CBSI3BIBAIOT C HEXeNATeIbHBIMU peakiusimMu co cTopoHbl JKKT, BKIOYas TOUIHOTY,
pBoTy U jauapero (cM. paszaen 4.8). DOTU HeXKeNaTelbHbIE pEeaKIMd MOTYT NPHUBECTH K
00€3BOKMBAHUIO OPTaHU3Ma, YTO MOKET BBI3BATh YXYJIICHUE (PYHKIUU TOYEK, BKIIOYAS OCTPYIO
MOYCYHYI0 HEJIOCTATOYHOCTH. [alieHToB, MOMydYalonuX THP3EMIaTHI, cleayeT WH(HOPMHUPOBATH O
MOTEHIMAILHOM PHUCKE O00€3BOKMBaHUS W3-3a HEXeNaTeNbHBIX peakiuii co cropoHsl KKT u
MIPUHSTH MEPBI IIPETOCTOPOKHOCTH, YTOOBI N30€KaTh TUIIOBOJIEMUN U HAPYIIEHUH 3JIEKTPOIUTHOTO
Oanmanca. ITO OCOOCHHO CIIENYEeT YYHUTBHIBATH y JIUI] TOXHIOIO BO3PAacTa, KOTOPhIE MOTYT OBITh
0oJiee MOABEPIKEHBI TAKUM OCIIOKHEHUSIM.
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Tsoxensie 3a00meBanusa JKKT

COOTBETCTBYET ZKCNEPTHOMY OTUETY

TI/Ip3CHaTI/II[ HC HM3YyYaJICAd y MNMALUCHTOB C TAKCIIBIMU 3a00JI€BaHUSIMU >KKT, B TOM YHCJIC IIpU
TSAKCIIOM raCTpomnape3C, y TaKMxX MMalquCHTOB €TI0 CIACAYCT NPUMCHATb C OCTOPOKHOCTBIO.

OcTpoe NOBPEKJICHHUE TTOYEK

Tup3enatug BbI3BIBAECT HEXKeJaTeapHble peakuuu co ctopoHsl JKKT, BKiO4as TOMIHOTY, PBOTY H
Iuapero. OTH SIBIEHUS MOTYT MPHUBECTH K 00€3BOXKMBAHUIO, KOTOPOE B TSKEIBIX CIIydasX MOXKET
BBI3BaTh OCTPOE MOBPEKICHUE ITOYEK.

VY nanMeHToB, MONYYaBIIMX aroHUCTHI PEIENTOPOB IIOKaroHonogoOHoro mentuaa-1 (I'TITT-1),
MOCTYyNAJIM TOCTMApKETUHIOBbIE COOOIIEHHS 00 OCTPOM MOBPEKIACHUM IOYEK U YXYJIUICHUH
XPOHUYECKOM MOYEYHOM HEJOCTAaTOYHOCTH, YTO HHOIZA MOXKET NOoTpeOOBaTh MPOBEACHUS
remoauanusa. Hekoropbie U3 3TuX sIBJIEHUI ObUIN 3apEerMCTPUPOBAHbI Y MAIIUEHTOB 0€3 N3BECTHBIX
COITyTCTBYIOIMX 3a00s1eBaHuil MoYeK. BoibIIMHCTBO 3aperucTpUpPOBAHHBIX CIIyYaeB MPOU3OIILIO Y
MAUEHTOB, KOTOPBIE UCIIBITHIBAIM TOIIHOTY, PBOTY, JUapero uin ooe3BoxxkuBanue. Kontponupyiire
(GyHKIMM TOYEeK B Hayaje JICYEHUS WM NPH TOBBIIICHUU J03bl THP3ENaTHIA Yy HAlMEeHTOB C
[IOYEYHOM HEJOCTATOYHOCTBIO, COOOIIAIOIINX O CEPbE3HBIX HEXKEIATENbHBIX PEAKIUAX CO CTOPOHBI
XKT.

OcTpble 3200JIEBAHMS KEITIHOTO MV3BIPS

B xone uccnenoBanuit aronuctoB peuentopoB I'TIII-1 M mocTMapKeTHHIOBBIX HCCIIEOBAHUSIX
coo011a10ch 00 OCTPBIX SBIEHUSX 3a00JEBAaHUI KETYHOIO Iy3bIPs, TAKMX KaK >KEITUHOKAMEHHas
O0one3Hb WM  XOJNEHMCTUT. B  miuane0o-KOHTPOIUPYEMbIX KIMHUYECKUX  HCCIIEAOBAaHUIX
TUp3enaTuaa coodIanoch 00 OCTpOM 3a00JEBAaHUM KEITYHOIO Iy3bIps (XOJENUTHA3, KeTuHas
KOJIMKa W XOJeUUCTIKTOMHsI). OcTpbleé COCTOSHUS CO  CTOPOHBI  KEITYHOTO  Iy3bIps
ACCOIIMHMPOBATINCH CO CHIDKEHHEM Macchl Teia. IIpu momo3peHnn Ha KeITYHOKaMEHHYIO OOJIe3Hb
MOKa3aHbl AUArHOCTUYECKHE HUCCIIEOBAHUS JKEIUYHOTO IMy3bIPsl U COOTBETCTBYIOIIEE KIMHUYECKOE
Ha0JIt0/IeHueE.

I[I/Ia6eTI/I"IeCKa$I PETUHONIATHA

Tupsenatug He M3ydalics y MAIMEHTOB C HENposM(pepaTUBHON IMaOETHUECKON peTHHONATHEH,
TpeOYIOIIeH HEOTIIOKHOW Tepanuu, MNpoudepaTuBHOM IUAOCTHYECKOW PETHHOMATHEH WU
IMabEeTUYECKUM MAaKyJISpHBIM OTEKOM, Y OTHUX [allUEHTOB €ro CJleayeT MPUMEHITh C
OCTOPOKHOCTBIO IIPU COOTBETCTBYIOLIEM KOHTPOJIE.

Acnmpaliisi B COYETaHHH ¢ 00IIeil aHecTe3nel Win riIyOOKOU ceaarmeit

Coobmanocs 0 cilydasx JIETOYHOM aclupalyy y HalMeHTOB, MOJYYaBIINX arOHUCTHI PELENTOPOB
I'TIII-1, moaBepraBmmxcs oOLIEH aHeCTe3UN WM INTyOOKOH Celalnu.

[Ipu npoBeneHNH ONepaTHUBHBIX BMEIIATEILCTB MO OOIIel aHecTe3uel WM riIyO0oKoil cenanueil y
MAlMEeHTOB, NoJyyaromux aroHuctel perentopoB I['TIII-1, Bo3MOXeH pUCK pa3BUTHUS JIETOYHOU
acnMpanuy u3-3a 3a7epKKH OTIOPOXKHEHH XKelyIka (cM. pazzien 5.1) U IpucCyTCTBUS OCTaTOYHOIO
KEILyJOYHOIO CONEPKUMOTO.

TTanmenTsl cTapuie 85 jet

HmMmeroTcs nuiib OrpaHUYCHHBLIC JAHHBIC IIPUMCHCHUA TUP3CTIAaTUAA Y MMALIUCHTOB B BO3PACTC OT 85
JIET U CTapIic. Cnez[yeT OPUMCHATDb TUP3CIIATU] C OCTOPOKHOCTBIO Y MMAIIUCHTOB B BO3PACTC OT 85
JET W CTapme, TaK KaK HCJIb3d HUCKIKOYATbhb Ooitee BBICOKYIKO YYBCTBUTCJIBHOCTH HCKOTOPBIX
IIOKHJIBIX ITalIUCHTOB.

BcrnoMmorarennHble BENIECTBA

bensunoewviti cnupm

JlaHHBII JIEKapCTBEHHBIN MperapaT COACPKUT 5,4 M OEH3MIIOBOTO CIIUPTA B Kax 10 03¢ 0,6 mi1.
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(MOCNEQOBATENEHOCTE 0002)

bemsnnoBuii CIIMPT MOKET BbI3bIBATH AJUICPIHUCCKUC |PCAKITHH.

Hampuu

JlaHHBIN JICKapCTBEHHBIN TpenapaT coAepkuT MeHee 1 MMosIb (23 Mr) HATpUs Ha 103y, TO €CTh, 1O
CyTH, «HE COACPIKUT HATPUI».

4.5. B3aumojeiicTBHe ¢ [JPYrHMH JIeKAPDCTBEHHbIMH IIpenapaTamMdM W [pyrue BH/bI
B3auUMOJIelCTBUA

Tupsenatup 3aaepKUBAET OMOPOKHEHHUE KEITyAKA U, TAKUM 00pa3oM, MOXKET BJIUATh Ha CKOPOCTh
BCAChIBaHUS OJHOBPEMEHHO IPUHUMAEMBIX IEPOPAIbHBIX JIEKAPCTBEHHBIX IIPENapaToB. IJTOT
3 QeKT, MPUBOIAIINN K CHUKCHHIO MaKCUMabHON KOHIEHTpaun (Cmax) M 3aJ€piKKE MEIUAHBI
(tmax), HanOoJEE BBIpaXKEH B Ha4aJIe JICYCHUS TUP3CTIATUIOM.

Ha ocHoBaHMM pe3yibTaTOB MCCIIENOBAaHMS MapaleTraMmosa, KOTOPBIA HCIIOJIB30BAJICS B KaueCTBE
MOJIEJIBHOTO JIEKAPCTBEHHOI'O IIpernapara Uil OLEHKU BIIMSHUS TUP3EIAaTHAA Ha OIOPOKHEHHUE
KeTyJIKa, HeOOXOAMMOCTH KOPPEKTUPOBKH 10361 JJIsi OOJIBITMHCTBA OJJHOBPEMEHHO MTPUHUMAEMBIX
MEepOpaIbHBIX JEKAPCTBEHHBIX CPEACTB HE yCTaHOBJIEHO. OQHAKO PEKOMEHAYETCS OTCIIEKUBATH
MAIMEHTOB, MPUHUMAIOIIUX MEPOPAIbHBIE JIEKAPCTBEHHBIE MPENapaThl C Y3KUM TEPANEBTUUECKUM
WHJCKCOM (Hampumep, BaphapuH, TUTOKCHH), OCOOEHHO B Havalie JICUCHHUsI TUP3ENaTHIOM U MOcCIie
YBEIIMYECHUS J103bl. PUCK 3aMEIJIEHHOrO0 ACHCTBHUSl TAKXKE CJEAYET YYHUThIBAaThb B OTHOUIEHUH
MepPOpaNIbHBIX JIEKAPCTBEHHBIX MPEMapaToB, Il KOTOPHIX BaXKHO OBICTPOE JCHCTBUE.

[Tapaneramon

[Tocrne omHOKpAaTHOrO NpUMEHEHHUs THUp3ematuga B a0o3e S5 Mr Cmax MHapaineramoiia B IIa3Me
camkanace Ha 50 %, a tmax 3amepkuBanack Ha | uwac. BimsHue THp3enaruga Ha MEpOPaIHHYIO
abcopOuMi0 maparieraMmosia HaXOAMUTCS B 3aBUCHUMOCTH OT J03bl M BpeMmeHHu. [Ipu mpumeHeHUH
Hu3kux 103 (0,5 u 1,5 wmr) HaOm0gan0Ch JIMIIG HE3HAYUTEIHHOEC H3MEHEHHE KOHIICHTPAIMH
napaneramoria. [lociae npuMeHeHus: YeThIpex MOcCiIe0BaTEeNIbHBIX €KEHEAEIbHbBIX 103 TUP3EnaTHIa
(5/5/8/10 mr) Biusuus Ha Cmax W tmax Iaparieramojia He HaOMOmaIO0Ch. BimsHue Ha 0OIIyIO
koHueHtpauuto (AUC) orcyrcrBoBano. [Ipy OJHOBpEMEHHOM NPUMEHEHUH THUp3enaThaa u
napamneTaMolia KOppeKIKH 1035l MOCIETHETO HE TPEOyeTCs.

IlepopalibHBIE KOHTPAIICOTHUBEI

[Tpuem koMOMHUPOBAHHOTO MepopaibHOro KoHTpanentusa (0,035 mr stunmmsctpaaunona + 0,25 mr
HOprecTUMara, porpenapara HopJIreCTPOMUHA) B TIPUCYTCTBHH OJHOKPATHOW JT03bI TUP3ETaTH/IA
(5wmr) mpuBoaMa K CHMKEHHIO Cmax TMEpPOPAIBLHOTO KOHTpAILCNTHBA W IUIOMIAAH  TOJ
tbapmakoxuneTrueckoi kpuBoit (AUC). [Tokazarens Cmax STHHUIACTpaAOa cHIbKaiIcs Ha 59 %, a
AUC — na 20 % npu 3anepxkke tmax Ha 4 4gaca. [Tokazarenb Cmax HOPAJITECTPOMUHA CHIDKAJICS HA
55 %, a AUC — Ha 23 % mipu 3aepxke tmax Ha 4,5 yaca. [Tokazarens Cmax HOprecTUMaTa CHUXAICS
Ha 66 %, a AUC — nHa 20 % npu 3anepxkke tmax Ha 2,5 yaca. JlaHHOE CHMIKEHHE KOHIEHTPAIUU
MOCJIe OJTHOKPATHOTO MPUMEHEHHS TUP3ETIaTH/Ia He CYMTACTCS KIIMHUYECKU 3HaYnMbIM. Koppekimu
JI03BI IEPOPATBHBIX KOHTPAIIETITUBOB HE TPEOYETCH.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD U JIAKTAIUSA

bepeMeHHOCTB

I[aHHLIe O MPUMCHCHHUHN THUP3CIIaATHAA 6ep€MeHHLIMI/I JKCHINHMHAMHU OTCYTCTBYIOT WJIM OI'PAHHUYCHBI.
I/ICCJIGIIOBaHI/ISI Ha JXUBOTHBIX MNPOACMOHCTPUPOBATIN PCHPOAYKTHBHYIO TOKCHYHOCTBL IIpfriaparta.
TI/Ip3eHaTI/II[ HC PCKOMCHAYCTCA IIPHUMCHATH 6epeMeHHBIM KCHIIMHAM H JKCHIIMHaM C
PEIPOAYKTUBHBIM MMOTCHIUATIOM, KOTOPBIC HE UCITOJIB3YIOT CPEACTBA KOHTPALCIIIINH.

JlakTanus
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Nudopmanus o BBIACICHUU THp3EMaTHAA C TPYIHHIM MOHdEB&:M%hVEEﬂFI@ ':;&:/I%;E(E'T':l 6|r)lrlr'b

HCKIIIOYCH PHUCK IJIA HOBOPOXACHHOI'O peGeHKa. HCO6XOI[I/IMO MNPUHATH PCHICHUC O MPCKPAIICHUN
KOPMJICHUA TPYAbIO WKW HNPCKpAICHUNU TCpalnunu TI/Ip3€HaTI/II[OM/ BO3JCPIKaHUU OT HCC, UCXOAA U3
TOJIB3bI T'PYAHOI'O BCKAPMIIMBAHUS IJISA pe6eHKa H TOJIB3bI TCpAITUU IJIA KCHIIUHBI.

DdepTiIbHOCTD

HCﬁCTBHe TUp3CIIaTUZia Ha (I)epTI/IJ'ILHOCTb y HIOI[Cﬁ HCU3BCCTHO. I/ICCJ'ICILOBEIHI/IH C MMPUMCHCHUEM
TUp3CNaThaa Ha )XUBOTHLIX HEC BBIABUJIN IPAMOI'O BpEAHOI'O BOSI[CI\/'ICTBI/HI Ha (bepTI/IJ'IBHOCTI).

4.7. BiusiHue Ha CIHOCOOHOCTH YupaBJjsiTbh TPAHCHOPTHBIMHU CpEeACTBAMHA H paﬁoTaTb C
MEXaHU3MaMHU

Tupsenatun He BIUSET WIM HE3HAUYUTEIHHO BIUSET HA CIIOCOOHOCTH YHPABIATH TPAHCTIOPTHBIMU
cpelacTBaMU WM paboTy ¢ MexaHu3MaMu. [Ipu COBMECTHOM MPUMEHEHHH C IperapaTaMu
CyJb(HOHIUIMOYEBHHBI WM MHCYJIMHOM PEKOMEHIYyeTcs COOMI0aTh MEephl MPEIOCTOPOKHOCTH IS
MPEIOTBPAIICHUS TUIONIMKEMUN TIPH YIPABICHHH TPAHCIOPTHBIM CpPEJICTBOM W padoTe ¢
MexaHu3Mamu (cM. pasznuen 4.4).

4.8. HexkesaTeJibHbIE peaKu

Pesrome mpoduinsg 6GesonacHoCTH

B 10 3aBepmiennbix uccinenoBanusx Il ¢aspr 7925 nmanueHToB mosydanu THp3ENaTUi OTAEIBHO
WIA COBMECTHO C JPYTUMH IIIIOKO30CHIDKAIOIIMMU TpenapaTamu. Hanbosee yacto oTMeuaeMbIMU
HEeXeJIaTeIbHBIMU ~ peakUMsIMH  ObUIM  JKEIyJOYHO-KHUIIEYHble  paccTpoicTBa.  JlaHHBIE
HEXEJIaTeNIbHbIE PEaKLUK B LIEJIOM MMEJIU IPEUMYIIECTBEHHO JIETKYIO UM YMEPEHHYIO CTEICHU
TsoKecTH. YacToTa BOSHUKHOBEHMSI TOIIHOTHI, AUAPEU U PBOTHI ObLIA BbIIIE NP MOBBIIIEHUU 03B
U CHWXKAJIUCh C TeUEHUEM BpeMeHU (cM. paszensl 4.2 u 4.4).

TabauaHoe pPE3IOME HEXKENATCIILHBIX PEaKIMA

Huxe NEPpCUUCIICHBI HCKCIIATCIIBHBIC PCAKIIUN, BO3SMOKHBIC IIPU IPUMCHCHHUU TUP3CIIATHUAA.

YacToTra HeXenaTeNbHBIX PEAKIUN OMpeaensaeTcs ClIeayronmM obpa3oM: odeHb vacto (=>1/10),
gacto (>1/100, o <1/10), Heuacto (>1/1000, Ho <1/100), penxo (>1/10000, Ho <1/1000), oueHs
penko (<1/10000), wyactoTa Hew3BecTHa (Ha OCHOBAaHWU WMCIOIIUXCS JaHHBIX OIICHUTH
HEBO3MOJKHO).

CucremHo- Ou4enb yacro Yacro Heuacro Peaxo
OPraHHbIi KJacc
Hapywenus co peakiumn aHa(MIaKTHYEeCKas
CIMOpPOHDBL MMM)/HHOIZ TUIEPYYBCTBUTECIBHOC peaKHI/IH#,
cucmembol ™ AHTMOHEBPOTHYEC
KMl  orek (OTeK
Kaunke)”
Hapywenus THTIOTJTMKEMHAS'*  |PUIOTIIMKEMHS™  MpH|THITOTIHKEMES X
memabonuzma u pY NPUMEHEHUH C|IPUMEHECHUH C|mpH TpPUMEHEHHUU
NUManus npenapaTomM MeTGOPMUHOM ulc MeT(hopMHUHOM,
cynapormamoueBn (SGLT2i,  cHmWKeHHE|yMEHBIIEHHE
HBI MM MHCYJIMHOM |aTmeTnTa’ Macchl Tena’
Hapywenus co TOIIOBOKpYKEeHHE? JCTEeB3HS
CMOPOHbI HEPEHOU
cucmemvl
Hapywenus co YBEJIMYCHHE YaCTOTHI
CMOpOHbL cepoya CEpICIHBIX
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IS UULEL]

COKpalleHUu!
Hapywenus co THIIOTEH3HS
CMOpPOHbL COCYO0E
Hapywenus co TONIHOTA, JMAPEs, |IMCTIeTnicus, — B3AyTHE |)KeTIHO-
Cl’l’lOpOHbl pBOTa3, 6OJ]I> B|’KUBOTa, OTPBI)KKA, KaMCHHAas
drcenydouHo- xuBoTe®, 3amop®  [MeTeopH3M, 60J1€3Hb,

ractpoa3odareaibHasi |[XOJCIHCTUT,

KUweuHo20 mpakma -
pedmrokcHas 601€3Hb  |OCTPHIH

ITaHKpEaTUT

Hapywenus co BBINIa/ICHUE BOJIOC

2
CMOPOHbL KO CU U (amonerws)
NOOKOJICHbIX MKAHell
Obwue napyweHnus u yCTalOCTh’, peakiusi B|0OIb B  MecTe
pea}(‘uuu 6 mecme MECTC NUHBECKIINU BBCACHUSA
86e0eHUs
Jlabopamopnvie u NOBBILIEHAE  YPOBHS
UHCMpPYMEeHmMAalbHble Jmnasel B KpOBH,
OaHHbIE MOBBIIICHUE  YPOBHS

amMmwIassl B KPOBH,
MOBBILICHHE  YPOBHA
KaJbLIUTOHUHA B
kposu’

# JlaHHBIE M3 TOCTMAPKETUHTOBBIX HCCIIEIOBAHMIA.

* OmpenerneHue THITOTINKEMHH OIHUCAHO B mmonpasaene «Omucanne OTACTbHBIX HeXKENaTSIIbHBIX PEaKIIHii).

& CTANIOCTh, BKIIIOYACT B Ce0s TAKHE MOHATHS KaK YTOMIISIEeMOCTh, aCTEHHSI, HEJIOMOTAHHE U BSUIOCTb.

! HexxenarenpHas peakims, KOTOpast HAOMIOAAETCS TONBKO Y maruenToB ¢ CJ12.

2HesxenatenbHas peakius, KOTOpas B OCHOBHOM HaO/ofanach y NAalMEHTOB C M30OBITOYHON Maccoll Tena uiam
oxxupenuem, ¢ CJ12 nim 6e3 Hero.

3B uccrenoBaHuAX 110 KOHTPOJIIO MAacChl TeNla 4acToTa BCTPEYaeMOCTH — OUeHb 4acTo; B uccnenobanusax CJI2 — yacTo.
4 B uccreoBaHUAX 110 KOHTPOJIIO MacChl Tejla 4acToTa BCTPEYaeMOCTH — 4acTo; B uccneaopanusax CJI2 — Heyacro.

Omnucanue OTACIBHBIX HCXCIIATCIbHBIX DeaKHI/Iﬁ

Peakuuu cunepdyscmeumelbHocmu

ITo pesynpraram psiaa mianedo-KOHTpoJMpyeMbix uccienoBanuii C/I2 cooOmanoch 0 peaxiusax
TUINEePYYBCTBUTEILHOCTH Ha THUP3ENaTH, MHOTJA TSKENbIX (HAampuMep, KpamuBHUIA U HK3EeMa);
peaKIy THUIEePUYyBCTBUTEIBHOCTH OBUIM 3aperucTpupoBaHbl y 3,2 % NaIMeHTOB, MOTYYaBIIUX
TUp3enaTua, B cpaBHeHMH cC 1,7 % manueHToB, mNoiydyaBmux manebo. I[lpu npumeHeHHH
TUp3ENaTHIa O Cay4asx aHa(pHUIAKTHUECKOW peaKkIMd W aHTHOHEBPOTHYECKOM OTEKEe COOOIIanoch
peaxo.

Ilo pesymbraTam psga IU1ane00-KOHTPOIMPYEMBIX HCCIEAOBAaHUM COOOMIAIOCh O pEeaKIHsIX
TUNepYyBCTBUTENBHOCTH Ha TUp3enaThs y maruenToB ¢ UMT > 27 kr/m? npu CJ12 unu 6e3 Hero,
WHOT/Ia TSDKENBIX (Hampumep, ChIllb M JACPMATHUT); PEAKIUU TUIEPUYBCTBUTEIHLHOCTH OBLIU
3apeructpupoBanbl 'y 5,0 % mnanueHToB, NMPUHUMABIINX THp3ENaTtuj, B cpaBHeHuH ¢ 2,3 %
MAIMEeHTOB, TPUHUMABIIUX I1a1e0o0.

T'unoenuxkemus y nayuenmos ¢ C/[2

Uccneodosanus no C/[2

Knuandeckn 3HauMMasi TUTIOTJIMKEMUS (YPOBEHB TTFOKO3BI B KpoBH < 3,0 MMoib/n (< 54 mr/mm))
WK TsDKeJIask THIOTIIMKeMUst (TpeOyrolas OMOIIH APYroro jinia) Hadmoaanacs y 10—14 % (0,14—
0,16 sBeHWI/MAIMEHT-TO]) IAllMEHTOB TP NPUMEHEHUHM THUp3eNaTHaa, JJ00aBIIEMOTO K
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npenaparaM CyJib(QOHMIMOUEBUHBI Uy 14-19 % (C,43—0,64@8&111%’%‘%5’1%@&'1“-1&0&3:

npu A00aBIEHUM TUP3ENaTHIa K 6a3aJIbHOMY UHCYJIMHY.

YacTtoTa KIMHUYCCKH 3HAYMMBIX CITy9YacB THIOTIMKEMHUH MPU MPUMEHEHUM THUP3ENaTHIa B BUIC
MOHOTEpANHUH WIH COBMECTHO C JPYTUMU MEPOPATbHBIMU MPOTHUBOINAOCTUUECKUMU TIpenapaTaMu
cocraBisia 10 0,04 coObrTmii/manuenT-roa (cM. moapaszzaen «TabaudHoe pe3roMe HeKelaTeTbHBIX
peakuuit» u paaenst 4.2, 4.4 u 5.1).

B knmuamueckux uccnepoBanusx ¢assr 11y 10 (0,2 %) mauueHTOB 0TME4eHO 12 3MH30/10B TSHKEIOU
runornukemun. M3 stux 10 manmentoB 5 (0,1 %) mamuieHTOB MoNydanud TEpamuio MpenapaToM
WHCYJIMH TJIapTUH WK CYJIb()OHIWIMOUYEBUHOM, Y KaX/10T0 NaluenTa 0110 1o 1 anuzony.

Uccnedosanus no KOHmMpPOJo mMaccovl mena

B mmane6o-koutponupyemsix uccaenopanusix CJ[2 I ¢a3pl KoHTposis Maccel Tena ObUTH
3aperUCTPUPOBAHBI CIIyuyad THUIONIMKEMUU (YpOBEHb IIOKO3bI B KpoBu < 3,0 Mmonb/n (<
54 mr/mn)) y 4,2 % manMeHToB, MOJYyYaBIIUX THp3ematun, U y 1,3 % MmanueHToB, MOJTydYaBIIUX
wiane6o. B maHHOM HccneoBaHMM y MAIMEHTOB, MOMYYaBIIMX THpP3eMaTH] B KOMOMHAIIMU C
npenaparamMy, CTHMYJUPYIOIIMMU CEKpPEIHI0 WHCYJIMHA (HampuMep, CyiIb(OHWIMOUYEBUHON),
yactota rumnoriukemMuu Obuta Bbime (10,3 %) mo cpaBHEHMIO C MAlMEHTAaMU, MOTYYaBIIMMHU
THP3ENaTU/I ¥ HE MOJYYaBIIMMU CyJIbGOHUIMOUYECBUHY (2,1 %).

Hu onmHoro cnyuast TSKenoi CTeNneH! TMIOTIIMKEMUU 3aPETUCTPUPOBAHO HE OBLIO.
Heowcenamenvnvle peaxyuu co cmoponwvt ’KKT

B nnane6o-konTponupyembix uccienoanusx C2 I ¢assl xemy10uHO-KUIIIEYHBIE pacCTpOHCTBA
YBEJIMYMBAINCH B 3aBUCUMOCTH OT J03bI MPUMEHEHUs Tup3enaruaa B no3e 5 mr (37,1 %), 10 mr
(39,6 %) u 15 mr (43,6 %) B cpaBHenuu ¢ rwiane6o (20,4 %). TomHoTa Habmonanace y 12,2 %,
15,4 % wu 18,3 % mo cpaBuenwuio ¢ 4,3 %, a auapes —y 11,8 %, 13,3 % u 16,2 % 1o cpaBHEHUIO C
8,9 % mnpu mpumenenun THup3enaruga B goze Swr, 10 Mr u 15 Mr B cpaBHeHMM ¢ mIane6o.
Hexenarenbuble peakuuun co ctopoHbl JKKT Obum nmpeumyiiectBeHHo Jierkoit (74 %) wnu
yMmepeHHoit (23,3 %) ctenenu TspkecTH. YacToTa TOUIHOTHI, PBOTHL U JMapeH OblIa BhILIE B IEPUOJ
MOBBIIICHUS 1036l M YMEHBIIANIACh B TUHAMUKE.

B rpynmnax, nony4aBmumx tup3enata B g03e 5 mr (3,0 %), 10 mr (5,4 %) u 15 mr (6,6 %), Gosbiie
MAlUEHTOB TOJHOCTBIO TMPEKPATHIN TMPUMEHEHHE IMpermapaTa H3-3a IKENyJO0YHO-KHUIIEYHBIX
SIBIICHHIA 110 CPaBHEHUIO ¢ rpymmoii miamne6o (0,4 %).

B nnane6o-koHTpoupyeMbIx uccnenosanusax 111 ¢assr y manuentos ¢ UMT > 27 xr/m? npu CJ12
win 0e3 Hero IMoKa3aTelld KeNyIOYHO-KUIICYHBIX PACCTPOWCTB MOBBINIAIKCH TMPU MPUMEHEHHU
tup3enatuaa B go3e 5 wmr (51,3 %), 10 mr (55,2 %) u 15 mr (55,6 %) B cpaBHeHHH ¢ MUamne0o
(28,5 %). TourHota Habmoaanack y 22,1 %, 28,8 % u 27,9 % mno cpaBuenuto ¢ 8,3 %, a auapes y
16,9 %, 19,3 % u 21,7 % no cpaBHenuto ¢ 8,0 % npu npuMeHEeHUH TUp3enaTuaa B 1o3e 5 mr, 10 Mr
u 15 Mr coOTBETCTBEHHO B CpaBHeHHMH C ruiane6o. HexemarenbHeie peakuuu co croponbl JKKT
OBUTH TIPEHMYIIECTBEHHO JieTkoi (63 %) mmm ymepenHoi (32,6 %) creneHu TspkecTH. Yacrtora
TOILTHOTBI, PBOTHI U JIMAPEH ObLIA BHIIIE B IEPHO/I MOBBIIICHUS 103l M YMEHBIIAIACH B TUHAMUKE.

B rpymnmnax, noay4aBmux tup3enatus B 1o3e 5 mr (2,0 %), 10 mr (4,5 %) u 15 mr (4,3 %), Gosbiire
MAI[MEHTOB IOJHOCTRIO MPEKpPaTHIH MPUMEHCHHE TMperapara H3-3a KelyI0YHO-KHIIEYHBIX
SIBJICHUH 10 CpaBHEHUIO ¢ Tpymmoi miaredo (0,5 %).

Heowcenamenvnvie pPeaxkyuu co CmMOPOHbL JHCEIHHO20 N)Y3blPA

ITo pesynbratam psiga mianedo-KoHTpoaupyeMbix uccienoanuii 11 ¢aser y manmentos ¢ UMT
> 27 xr/m? npu CJI2 unu 63 Hero o6IIas 4acTOTa Pa3BUTHs XONEHUCTUTA U OCTPOTO XONEIUCTHTA
cocraBuna 0,5 % u 0 % [u1si MPUHUMABIIMX THP3EMATH]] U I1a1ie00, COOTBETCTBEHHO.

ITo pe3ynbraram psaa miane0o-KoHTponupyeMbix ucciaeaopanuit 111 ¢aser y manmentoB ¢ UMT
> 27 xr/m? npu CJI2 nunm 6e3 Hero 06 ocTpoM 3a00JIE€BAHUH KETIHOTO My3bIps coodmumu 1,6 %
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COOTBETCTBYET 3KCTIEF
T i L T

oT 1k 5 M
MMOCHEAOBATENEHOSTE 0002
MAIMEHTOB, MPUHUMABIIHX TUp3enatu, u 1,0 % manygeHToB, I'BHIMIJ/IHQJIK)'( nnan$60:'3TI/r0'crpBr'e

SIBJICHUS B JKCJITYHOM ITY3BIPC ObLIH psAMO MpoNnoOpuruOHaJIbHBI CHUKCHUIO BECA.
HMMyHOZQHHOCWlb

V¥ 5025 nauueHTOB, MOJy4aBUIMX TUp3eNaTui, B KiInHu4eckux uccrnenaoBanusx 111 ¢assr mpu C/12
OLICHMBAJIM HAJIMYME aHTUTEN K JiekapcTBeHHOMY npenapary (AJIII). U3 vux y 51,1 % pa3Buinck
MOTEHIMAJILHO CBA3aHHBIE ¢ MpoBOAUMBIM JieueHueMm AJIIT B Teuenue nepuona jgeuenus. Y 38,3 %
o0cieI0BaHHBIX MAIMEHTOB IMOTEHIMAJIbHO CBSA3aHHbIE € MpoBoAuMBIM JiedeHueMm AJIIl Obuin
nepcuctupyomumu (AJIIT mpucyrcTBoBanu B Teuenue 16 u Gonee memens). Y 1,9% u 2,1 %
MMEJIMCh HEUTPAIM3YIOIME aHTUTENa K AKTMBHOCTH THUP3€NaTHAA B OTHOLIEHUH PELENTOPOB
IJIF0K0303aBUCUMOro MHCcysnuHoTponHoro nojunentuaa (I'MIT) m I'TIII-1 cooTBeTcTBEHHO, a Y
0,9 % u 0,4 % umenuck HelTpamu3ytonye antutena Kk HatueHoMy [T u I'TIII-1 cooTBeTCTBEHHO.
Hanupix 00 wu3MeHeHuu ¢apmakokuHetnueckux (PK) mnapameTpoB WM BIMSHUM Ha
3¢ (eKTUBHOCTD THp3ENaTra, CBsi3aHHbIX ¢ pazButueM AJIII monydeHo He ObLIO.

V 6206 namueHToB, MmoiyyaBmux Tupsenatun, ¢ UMT > 27 kr/m? npu CJI2 unu Ge3 Hero B
KIMHnYeckux uccnegopanusx ¢assl I onennBanoce Hannuue AJIIL. U3 Hux y 56,1 % pa3Bunuck
MOTEHIMAJILHO CBA3aHHBIE ¢ MPoBOAUMBIM JieueHueMm AJIIT B reuenue nepuona jgeuenus. Y 43,1 %
00CIIeZIOBaHHBIX TTAIMEHTOB MOTEHIMAIBLHO CBS3aHHBIE C MPOBOAMMBIM JieueHueMm AJIIl Obumm
nepcuctupyomumu (AJIIT mpucyrcTBoBamu B TeueHue 16 u Gonee uenens). Y 2,2% u 2,4 %
MMEJIMCh HEUTPAIN3YIOIIME aHTUTENA K AKTUBHOCTH THp3€naTuia B OTHOWEHHH penentopos ['MII
u I'TIII-1 coorBercTBEeHHO, a 'y 0,8 % u 0,3 % UMenuch HEUTPATU3YIOLIME aHTUTEIA K HATUBHOMY
I'UII n I'TIII-1 cooTBETCTBEHHO.

Yacmoma cepOeuHvix cOKpaweHuil

B nmnane6o-kontponupyembix uccienoBanusx CH2 11 ¢a3bl neuenne tupsenatuoM o0yCIOBUIO
MaKCHUMaJIbHOE CpeIHEE YBEIMUEHHE YacTOThl CEPJICUHbIX COKpalleHH Ha 3—5 yJapoB B MUHYTY.
MakcumanbHOE CpedHee YBEIMYEHHE YacTOThl CEpJCYHBIX COKpPAlICHWM Yy MAI[MEeHTOB,
MPUHUMABIIHKX I11a11€00, COCTaBUIIO | yiap B MUHYTY.

[IporieHT MaNKUEHTOB, Y KOTOPBIX HAOIIOATIOCh H3MCHEHHE MCXOIHOM YacTOThl CEPICUHBIX
cokpaireHuii > 20 y1apoB B MUHYTY B T€UCHHE 2 WK OOJIee TOCIeI0BATEIbHBIX BU3UTOB, COCTABHUII
2,1 %, 3,8 % u 2,9 % npu npumenenun tup3enatuaa B 103e 5 mr, 10 mr u 15 Mr cooTBETCTBEHHO
o cpaBHeHUIO ¢ 2,1 % npu nmpuMeHeHUH Iarneoo.

Heb6onpmmoe cpennee yBenuuenne PR-uHTepBana HaOmonanoch Npu NPUMEHEHUHM THP3ENaTHIA B
CpaBHEHHMH ¢ Tu1anebo (cpenHee yBennyeHue ot 1,4 Mc 110 3,2 Mc U cpeliHee yMeHbleHue Ha 1,4 Mc
COOTBETCTBEHHO). Pa3muumii B 4acTOTE BO3HMKHOBEHHS ApPUTMUU W HAPYIICHUH MPOBOIUMOCTU
cep/Ia mpH JEYSHUH TUP3enaTuIoM B go3ax 5 mr, 10 mr, 15 mr u mane6o (3,8 %, 2,1 %, 3,7 % u
3 % COOTBETCTBEHHO) HE HAOIIOAIOCH.

B mnane6o-koHTponupyembix uccnenopanuax 111 ¢assl y manmentos ¢ UMT > 27 kr/m? npu CJ12
Wi 0e3 HEero JICYCHHWE THP3ETATHIOM OOYCIOBHIIO MaKCHMAaJIbHOE CpEJHEE yBETUYEHUE YaCTOTHI
CepICYHBIX COKpAIICHUH Ha 3—5 ylapoB B MUHYTY. MaKCHUMaJIbHOE CpeIHEe YBEIMYCHUE YaCTOTHI
CEpJICYHBIX COKPAIEHUH Y MAIUEHTOB, IPUHUMABIIUX IJ1aie00, COCTaBWIO | yiap B MHHYTY.

[IpolileHT MalMeHTOB, Y KOTOPBIX HAOMIOAANOCh W3MEHEHHE HCXOAHOW YacTOThl CepJeHHBIX
cokpaieHnit > 20 ygapoB B MUHYTY B Te€U€HHUE 2 WK 0oJiee TI0CIe10BaTENbHBIX BU3UTOB, COCTABHII
1,0 %, 2,4 % u 3,3 % npu npuMeHeHnu Tup3enaruaa B go3e 5 mr, 10 mr u 15 Mr cooTBeTCTBEHHO
o cpaBHeHuto ¢ 0,7 % npu npuMeHeHuu 1aneoo.

Hebonbmoe cpennee yBennuenne PR-mHTepBana HaOM0MAIOCh TIPU NPUMEHEHUN TUpP3EMaTHaa U
miane6o (cpennee ysenmmuenue ot 0,3 no 1,3 mc u Ha 0,6 MC cooTBeTCTBeHHO). Pa3nmuumii B gacrtote
BO3HHKHOBEHUS apUTMUM W HApPYyIICHHH TPOBOJMMOCTH CEpJlla NMPH JICYCHUH TUP3EMAaTHIOM B
no3ax 5Swmr, 10wmr, 15wmr u miane6o (3,9%, 3,1%, 3,6% u 3,3% COOTBETCTBEHHO) HE
Ha0JII0JAJIOCh.
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ot 16.04.2026 N= 7833

(NOCNELOBATENBHOCTE 0002)

Peam;uu 6 Mecme 66e0eHUsl.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

B munane6o-konTponupyemsix uccnenoBanusax CJI2 III ¢as3sl yacToTa BCTpeyaeMOCTH peakluu B

MeCTe BBEJCHHs ObLTa BBINIE MPH NMpuMeHeHHH ThpienaTtuna (3,2 %) mo cpaBHEHUIO C IIIanedo
(0,4 %).

B mane6o-koHTpoupyeMbIx uccnenosanusax 111 ¢assr y manuentos ¢ UMT > 27 xr/m? npu CJ12
Wi 0e3 Hero 4acToTa BCTPEUAECMOCTH PEAKIMM B MECTE BBEICHHUs ObLIA BBIIIC NPU MPUMCHCHHU
tupsenatuaa (7,2 %) mo cpaBHeHuio ¢ miamne6o (1,8 %).

B uccnenoBanusix 11 ¢a3el Hanbomnee pacpocTpaHEHHBIMU MPU3HAKAMHI M CUMIITOMAaMH PEaKIUi B
MECTe BBEJICHUS SBIISUTHCH — dpUTEMa U 3yJ. MaKCUMaJIbHAS TSHKECTh PEAKIMA B MECTE BBEIACHHS Y
nanueHToB Obuta serkoit (91 %) wnm ymepennoii (9 %). Peakuuu B MecTe BBeIeHHUs HE ObUIH
pacieHeHbI Kak Cepbe3HEBIE.

Depmenmul n0OIHCENYOOUHOU Jicele3bl

B xome manebo-kouTpomupyembix wuccienoBanuid CJ[2 Il da3er nmeuenue Tup3enatuaom
00yCIIOBIHMBAIIO CPEAHEE yBEIMUEHUE MaHKpeaTndeckoil amuiasel oT 33 mo 38 % u numassl ot 31
10 42 % 110 CpaBHEHUIO C UCXOAHBIM YPOBHEM. Y TAIIMCHTOB, MOJMyYaBIIUX ILIane0o0, Ha0IH0AaI0Ch
yBEJIMUEHUE YPOBHS aMUJIa3bl MO0 CPABHEHUIO C MCXOJHBIM YpoBHeM Ha 4 %, u3MeHEHUs ypOBHA
Juna3bl He HabJI0JAI0Ch.

B nnane60-koHTponupyeMbIx uccienopanusx 111 ¢pasel y nanuentos ¢ UMT > 27 kr/m? npu CJI2
wim 0e3 Hero JIeYeHHE TUP3ETMAaTHAOM OOYCIIOBIMBAJIO CpPEJHEE YBEIMUYCHHE MaHKPEaTHYECKOU
amunassl oT 20 10 24 % u nunasel oT 29 n0 35 % Mo CpaBHEHHIO C MCXOAHBIM ypOBHEM. Y
MAIMEeHTOB, MPHHUMABIINX TUIANe00, HAOII0JAIOCh YBEINYCHAE YPOBHS aMUJIa3bl IO CPABHEHUIO C
UCXO/HBIM ypoBHEM Ha 3,8 % u numnassl Ha 5,3 %.

Coo011eHune 0 Moa03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxHo coo0marh O MOJ03pEBAaEMbIX HEKENATENbHBIX pPEaKIMUAX I[OCIe PerucTpanuu
JIEKapCTBEHHOI'0 Ipernapara C Lelblo 00ecleueHusi HENPEpbIBHOTO MOHUTOPHHIA COOTHOIICHUS
«T0JIb3a — PHUCK» JIEKApCTBEHHOTO Ipenapata. MeAMUMHCKUM pPAaOOTHUKAM pPEKOMEHyeTCs
coo0IaTh O JTIOOBIX IO03PEBAEMbIX HEXKENIATEIbHBIX PEaKIUAX JIEKAPCTBEHHOTO IIperapaTa uepes
HallMOHAJIbHbIE CHUCTEMBl COOOILEHHS O HEXEJIaTelIbHbIX PEAKIHUAX TOCYAApCTB — 4YJICHOB
EBpa3uiickoro 5KOHOMHUYECKOTO COHO3a.

Poccuiickas @enepanus

DdenepanibHas Ciryx0a 1Mo Haa30py B chepe 3IpaBOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKasi I101Iaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexTponHas moura: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru
CaiiT B nH(pOpPMAIIMOHHO-TEJIEKOMMYHHUKAIMOHHOM ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMnromsl
VY nmanueHToB MOT'YT BO3HMKATh HEXesaTellbHble peakiuy co cTopoHsl JKKT, BKitouas TONIHOTY.
JleueHnune

B chywae mnepemo3MpoBKHM CIEAyeT HadaTh COOTBETCTBYIOIIEE IOJJICP)KUBAIOIIEE JICUCHHE
COTJIACHO KIIMHUYECKUM MPOSBJICHUSAM W cHMOTOMaM narueHTa. CrenuuyecKuid aHTUAOT TpU
Mepeo3uPOBKE THUp3EMaTtuaa OTCYTCTByeT. [Ipu MaHHBIX CHUMIITOMaX MOXKET MOTpeOOBaTHCS
JUTATENTLHBIA TIEPUOJT HAOMIOACHUS W JICUCHHSI, YUYUTBIBAs MEPHOJ TOJyBBIBEJCHUS THUpP3EMaThIa
(oxo1o 5 nHei).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 16.04 2026 N= 7833
5. DPAPMAKOJIOTHYECKHE CBOWICTBA (MOCNEOOBATENEHOCTS 0002)
5.1. ®apmakoaMHaMHYecKHe CBOliCcTBA
dapmakoTepaneBTHUECKass ~ Tpymnma:  CpeacTBa Uil JICYEHHS — caxapHOro  jauadera;

THIIOTJIMKEMHUYCCKHUE CPEACTBA, KPOMC HHCYJIMHOB; APYTIUC THIIOTJIMKECMHUYCCKUE CPEACTBA, KPOMC
HWHCYJIMHOB.

Kon ATX: A10BX16.

Mexanusm aeiicTeus

Tupzenatun sBusercs aronuctoMm peuentopoB ['MIT w I'TIII-1 mmurtensHoro neiictBusi. OO0a
peuenTtopa IPUCYTCTBYIOT Ha 0O- U [-3HIOKPUHHBIX KJIETKaX MOJPKEIYJIOYHOM Kele3bl, ceplua,
COCYJIUCTOM CHCTEMbl, UMMYHHBIX KJIE€TKax (JeHKOLUTax), B KUIIEYHUKE U IMOuKax. PeuenTopsl
I'UII Takke NPUCYTCTBYIOT Ha AIUIIOLNATAX.

Kpome Toro, penentopsr I'MIT u I'TIII-1 skcnpeccupytoTcst B 001acTAX MO3ra, Y4acTBYIOIIUX B
peryJIsALY alIeTUTA.

Tupsenmatun o0aaeT BBHICOKOW CEIEKTHMBHOCTHIO B oTHOmIeHuu peuentopoB [MIT u ITIII-1
yenoBeka. Tupsenatus obnanaer Beicokor addurHOCTRIO K perienTopaM kak ['MII, tak u T'TIIT-1.
AKTUBHOCTh TUp3enaruja B oTHouieHuun peuentopa ['MII anamormuna akTUBHOCTH HATHUBHOTO
ropmoHa ['MII. AxtuBHOCTh THp3enaTtuaa B oTHomeHuu peuenropa ['TIII-1 Huke o cpaBHEHUIO C
HaTUBHBIM ropmoHom ['TIIT-1.

Konmpons enuxkemuu

TI/Ip3CHaTI/II[ yJIydmiac€T KOHTPOJIb I'NIMKECMUHU 3a CUHCT CHUKCHHA KOHLCHTpPAUWU I'JIFOKO3bl B KPOBU
KaK HaTOIIaK, TaK U IMOCJIC MpHUEMa IMUIIH Y MAIUCHTOB C CJI2 3a CHCT HECKOJIbKUX MCXaHNU3MOB.

PeZyﬂﬂI/;M}Z annemuma u 3Hepzemuqecmw? obMmen

Tup3enatn CHUKaeT Maccy Tela W Maccy JKMpa B OpraHusMe. MeXaHW3Mbl, CBSI3aHHBIE C
YMEHBIICHHEM Macchl Tejla ¥ )KUPOBOM MacChl BKIIIOYAIOT B c€0s CHUKEHUE NOTPEOICHUS TUILH 32
cyeT peryiasauuu annetuTta. [lo MaHHBIM KIMHUYECKMX MCCIEIOBAHUM, TUP3ENATH] CHHKAET
noTpeOIeHne PHEPTUU U amleTUT 3a CUET YCWJICHUS YyBCTBA CHITOCTH M HACBILIICHHSA, a TaKXKe
MIPUTYIUICHHs 4yBCTBA IOJIOAA.

dapmakognHamMuyeckue 3P HEKTrI

Cekpeyus uncynuna

Tup3enatuj MOBBIIAET YYBCTBUTEIBHOCTh [-KIETOK MOJDKEITYAOYHOH »kene3bl K Tiroko3e. OH
o0ecreunBaeT III0K0303aBHCUMOE YCUIIEHUE NTEPBOM U BTOPOH (pa3bl CEKpEeLUH HHCYIINHA.

B xonme xmwMm-uccnenoBanus (KoH(oOKanmbHas ja3epHas SHIOMUKDPOCKOIHS) THUIIEPTIIUKEMUU Y
nanuentoB ¢ CJI2 Tupsenatuji CpaBHUBAIU C IJIANE00 M CEJIEKTUBHBIM aroHMCTOM pelenTopa
I'TITI-1 cemarmyTuaoM B 103¢ 1 MTI' B OTHOIIIEHWH CEKPEIIMM MHCYJIWHA. Tup3enatua B g03¢ 15 mr
MOBBIIIAT CKOPOCTh CEKPELMU WHCYJIMHA MepBOi U BTOpoil ¢a3sl Ha 466 % u 302 % oT ucxomHoro
YPOBHS COOTBETCTBEHHO. [Ipu nmpruMeHeHnn mianedo n3MEeHEHUH B CKOPOCTH CEKPEITUU MHCYJIMHA B
nepBoil 1 BTOpoi (azax He HAOIIOIAIOCH.

YyecmeumenbHoCcmsb K UHCYIUHY
Tup3enatu/ NOBBIIAET YYBCTBUTEIHHOCTh K MHCYJIUHY.

Tupsenatua B 03¢ 15 M MOBBIIIAT YYBCTBUTEILHOCTS BCEIO OpraHM3Ma K HHCYJIMHY Ha 63 %, 4To
MU3MEPSUIOCh 10 M-3HAUEHUIO, TMOKA3aTENI0 MOTJIOMICHUS TJFOKO3bl TKAHSAMH C MPUMEHECHHEM
TMIIEPUHCYTUHEMUYECKOTO JYTIUKEMHUYECKOTO KJIIMIT-METOAa. M-3HAUYeHHE MPH [MPUMEHCHHH
wIanedo He U3MEHSIOCE.
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COOTBETCTBYET :

OT 1 Us

MOGNEROBATENEHOCTE 0002)
Tupsenatuj cHIXKAaeT Maccy Teja y MalueHTOB C OKUPEHUEM 1 n30b HOM MdCCOU TeJid,a TAKXKe

y namueHtoB ¢ CJI2 (He3aBUCHMMO OT MacChl Tejla), YTO MOXKET CIIOCOOCTBOBATh IMOBBIIICHUIO
YyBCTBUTEIHHOCTH K MHCYIHMHY. CoKpalieHue nmoTpeOIeHus MU TPYU TPUMEHEHUH TUP3eraThia
CHOCOOCTBYeT CHMKEHHIO Macchl Tena. CHIKEHHE Macchl Tela B OCHOBHOM OOYCIIOBJICHO
YMEHBILIEHUEM KUPOBOU MACCBI.

Konqenmpauuﬂ 2NIIOKA2OHA

THpSeHaTI/II[ CHHMXKaJl KOHLCHTPAIUIO TJIFOKaroHa HaToIIaK n II0CJIE mnmpuemMa ITHII
TJIFOK0303aBUCHUMBIM  00pa3oMm. Tupsenatug B 1o3e 15 Mr cHiDKal KOHIIGHTPAIMIO TIIFOKaroHa
Hatomak Ha 28 % u AUC rimokaroHa rocie nprueMa cMenranHow nmuniy Ha 43 % 1o CpaBHEHUIO C
OTCYTCTBUEM W3MEHEHUIA B TpyIIIe TU1aneoo.

Onopooicnenue dtcenyoxa

TI/Ip3CHaTI/II[ 3aICPIKUBACT OIMOPOKHCHUC KCIIYJKA, YTO MOXKET 3aMCAJIATH IOTJIOIICHUEC TI'TFOKO3bI
IIocCJIC€ €bl U OKa3bIBATH ITOJOXKHUTCIIbHOC BJIIMAHUC HA IMOCTIPAHAWAIBHYIO TIMKCMMUIO. 3a)1€p>1<1<a
OIIOPOKHCHUSA JKCITYy KA, BbI3BAHHAA TUP3CIATUAOM, YMCHBIIACTCA B IUHAMUKE.

Kinunanueckasg 3¢ dheKTHBHOCTD M O€30I1aCHOCTD
Cl2

beszonacHocts W A(ddexkTUBHOCTH THUp3EMaTHAAa OIEHWBAIM B XOJ€ IISITH TJIOOAIBHBIX
PaHIOMU3UPOBAHHBIX KOHTpoiupyeMblx ucciepoBanusx III ¢aszer (SURPASS 1-5), ocHoBHOIA
LeIbI0 KOTOPBIX OBbLT KOHTPOJIb INIMKEMHUU. B uccnenoBanusx npuHsuin yyactue 6263 nanueHTa c
C2, nonyyaBmux Ttepanuto (4199 manueHTOB HOTydanu JIeYeHUE THp3enaTuaoM). Bropuunble
LeIM BKJIIOYAJIM KOHTPOJb MAaccChl Teja, MPOLEHT MallMeHTOB, JOCTUTIIMX IIeJIEBBIX IOKa3aTesneu
CHIDKEHHS BECAa, YPOBEHb IVIIOKO3bl B CBHIBOPOTKE HATOIIAK M IPOLEHT NAlMEHTOB, JIOCTUILIMX
LIEJIeBOro ToKa3zarensi IiimkupoBaHHoro remoriobuna (HbAlc). Bo Bcex mAtu uccrienoBaHUsX
Il dpa3bl onenuBancsa tup3enarus B 1o3ax 5, 10 u 15 mr. Bee nauueHTsl, nony4daBiivie Tup3enaTus,
Ha4YMHAJIYU JIeYeHHE C J103bl 2,5 MI' B TeueHue 4 Henesb. 3aTeM J03y THp3enartuja yBeIUunuBaIl Ha
2,5 Mr Kaxxziple 4 HeJleNu 10 TOCTH)KEHUSI HA3HAYCHHOM 103bl.

B kayecTtBe OCHOBHOM 1LeJM B XOAE€ BCEX MCCIECIOBAHUM JIEYEHUE TUP3ENATHIOM
IIPOJEMOHCTPUPOBAJIO YCTOMUMBOE, CTATUCTUYECKU 3HAYMMOE M KIIMHUYECKH 3HAYMMOE CHIDKCHHE
ypoBHst HbA1 1o cpaBHEHHIO C MCXOJHBIM YPOBHEM U IO CPABHEHHIO C JICYEHHEM IUIaledo Win
aKTUBHBIM KOHTPOJIHBIM JIEYEHUEM (CeMarylyTH], MHCYJIMH JErNyJleK M WHCYJIMH TJapruH) Ha
nepuof a0 1 roga. B ogHOM U3 MiccnenoBanuii yka3anHbie Y (EKTh COXPAHSITUCH 10 2 JeT. Takxke
ObUIO MTPOAEMOHCTPUPOBAHO CTATUCTHUYECKU 3HAYMMOE U KIIMHUYECKU 3HAYMMOE CHUKEHHE MacChl
TeJla 110 CPaBHEHUIO C UCXOAHBIM ypoBHeM. Pesynbrarel uccnenoBanuii 111 daser nmpencraBieHs
HIDKE Ha OCHOBE IIOJIyUYEHHBIX JIAHHBIX O JICYEHHH Oe3 NMPUMEHEHUS HEOTJIOKHOM Tepamnuu B
MOJIUGUIIMPOBAHHON TMOMYJSIIMK HadaBmMX JedeHue mnaruentoB (mITT), cocrosmieit m3 Bcex
PaHIOMU3HPOBAHHBIX MALMEHTOB, KOTOpBIE MOJIYYWIHM IO KpaiHed Mepe | no3y ucciaemyemoro
rpenapara, 3a MCKIYEHUEM IAlUEHTOB, INPEKPATHUBIIMX JICYUCHHE B pPaMKaX HCCIEAOBAHUS
BCJIEJICTBHE OLIMOOYHOTO BKIIIOYEHUS B UCCIIEIOBAHUE.

SURPASS-1 — Monomepanus

B nBoitHoM cienom 1ane0o-KOHTPOJMPYeMOM HcciaeaoBaHuu B TedueHue 40 Hemenp 478
MAIUEHTOB C HEaJeKBATHBIM KOHTPOJIEM TTTUKEMHUH C TIOMOIIBIO TUETHI U (PHU3UUECKUX yIPaKHEHHHA
OBLTM paHIOMHU3UPOBAHBI B TPYMIBI C MPUMEHEHHEM Tup3enaruaa B go3e 5 mr, 10 mr wim 15 mr
OIMH pa3 B Hemento win rane6o. CpemHuil BO3pacT MalMEeHTOB cocTaBisl 54 toma, 52 %
COCTaBIISUTH MY>KYMHBL. Ha HCXOHOM ypOBHE CpeAHsisl MPOJOKUTEILHOCTD 1habeTa y MalueHTOB
cocrasnsna 5 jier, a cpenanit UMT cocrasnsn 32 kr/m?

Ta6muma 2. SURPASS-1: Pesynbrate Ha 40-it Henene

Tupsenatua | Tupsenatun | Tupsenatun Inanedo
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 16.04 2026 N= 7833
5 mr 1 CEEOER T BHOCTE 0002)
MoauduuupoBannas | TT momyasuus (n) 121 121 120 113
HbAlc (%) Hcxomusiii ypoBeHb 797 7 88 788 808
(cpennee) ' ' ' '
Mavienetie oty gz 1,89 2,07 +0,04
HCXOJTHOTO YPOBHS ' ' ' '
OTtnmame ot iane6o -1,91** -1,93** -2,11** i
[95 % O] | [-2,18, -1,63] | [-2,21, -1,65] | [-2,39, -1,83]
HbAlc Hcxonnslit ypoBeHb 636 626 626 648
(MMO0.J1b/M0OJIB) (cpennee) ' ' ' '
Mamerteriiie o o4 g 20,7 22,7 +0,4
HUCXOJIHOTO YPOBHS ' ' ' '
Otinune oT manedo -20,8** -21,1** -23,1** i
[95 % ]| [-23,9,-17,8] | [-24,1, -18,0] | [-26,2, -20,0]
IManuentsl (%), <7% 86,8** 91,5** 87,9*%* 19,6
JOCTHUTIIIHE 5 7 7 7
yposns HbALc <6,5% 81,8 81,4 86,2 9,8
<57% 33,9** 30,5** 51,7** 0,9
I'i1iroko3a Hcxonnslit ypoBeHb
CHIBOPOTKH (cpennee) 85 85 8,6 8,6
KPOBH HATOIIAK T
(MMoB/) SMEHCHHC OT1 5 g -2,6" 2,7 +0,7*
UCXOJHOTO YPOBHS
Otnuuune ot ianedo -3,13** -3,26** -3,45** i
[95 % An]| [-3,71, -2,56] | [-3,84, -2,69] | [-4,04, -2,86]
I'noko3a HcxonHblil ypoBeHb 153.7 1526 154.6 1552
CBHIBOPOTKH (cpenuee)
KPOBH HATOLIAK T
(mr/m) SMCHEIIE OT1 - _436% -45,9" -49,3" +12,9"
WCXOJHOTO YPOBHS
Otnnune ot ianedo -56,5** -58,8** -62,1** i
[95 % ]| [-66,8, -46,1] | [-69,2, -48,4] | [-72,7, -51,5]
Macca TeJia (Kr) HcxonHblil ypoBEHb 87.0 85.7 859 844
(cpennee) ' ' ' '
HN3meneHne ot 70% 7. 8% 9.5 0.7
HCXOJIHOTO YPOBHS ' ' ' '
Otnmnuue ot miane6o -6,3** -7,1%%* -8,8** i
[95 % O] | [-7,8,-4,7] [-8,6, -5,5] [-10,3, -7,2]
Manuentsl (%), >5% 66,97 78,07 76,7'" 14,3
Aot T e >10%| 306" 39,87 47,47 0,9
MOTEePH MaCChI - ' ' ' '
Teaa >15 % 13,2 17,07 26,7 0,0

*p < 0,05, ** p < 0,001 B OTHOIICHUN TIPEBOCXOCTBA, C OMPABKON HA MHOXXCCTBEHHOCTb.
p < 0.05, p < 0,001 no cpaBHeHuIO ¢ mIane6o, 6€3 MONPABKK HA MHOKECTBEHHOCTb.
#p < 0.05, # p < 0,001 10 cpaBHEHHUIO C UCXO/HBIM YPOBHEM, O€3 TIONPABKK HA MHOXECTBEHHOCT.
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COOTBETCTBYET ZKCTNEPTHOMY OTHETY
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Pucynok 1. Cpexnnii mokasatens HDALC (%) u cpennss macca Tema (KI') OT HCXOIHOTO YpOoBHS 10 Hemenn 40

SURPASS-2 — Kombunuposaunas mepanus ¢ Mem@POPMUHOM

B OTKpbITOM JBOWHOM CJENOM HCCIEIOBaHMM C HCIOJb30BAHWMEM IpenapaTa CpaBHEHHS (B
OTHOIIIEHWM Ha3HaueHus 103kl THUp3enatuga) B TeueHue 40 Hexens 1879 manueHToB ObLIN
PaHIOMU3UPOBAHBI B IPYIMIIBI C IPUMEHEHUEM TUp3enaruaa B 1o03e 5 mr, 10 mr unu 15 mr oaus pas
B HENENI0 WIM CeMarilyThaa B 03¢ 1 Mr oAMH pa3 B Helento, B 000MX rpynmax IaldeHTh
MOJIyyalld Tpenapar B codeTaHuu ¢ MeTdopmuHoM. CpeaHuil BO3pacT HAallMEHTOB COCTaBISAI 57
net, 47 % cocrtaBisian My)4uHbl. Ha ncxoqHOM ypoBHE CpeHss NPOAOKUTEIBHOCTh AualdeTa y
ManueHToB coctapisia 9 nert, a cpeaauii UMT cocrasmsin 34 Kr/M2.

Tabmuma 3. SURPASS-2: pesynbrarsl Ha Henene 40

Tupsenatun | Tupsenatua | Tupsenatug | CemariyTua
5 Mr 10 mr 15 Mr 1wmr
MoauduuupoBannas | TT nomyasinus 470 469 469 468
(n)
HbAlc (%) UcxonHblit ypoBeHb 833 831 8.95 824
(cpennee) ' ' ' '
Msmerieriite ot nops 2,37 2,46" 1,86
HCXOJIHOTO YPOBHS ' ' ' '
Otnuuue ot L0.93%* 051 -0.60%*
CEeMarinyTHIa| r non Nea Na }
[95 % JTIA] [-0,36, -0,10] | [-0,64, -0,38] | [-0,73, -0,47]
HbAlc WcxoaHbIi ypOBEHD 675 673 66.7 66.6
(MMo0JI/MOJIB) (cpennee) ’ ' ' ’
Msuenenne ot| ) gu -25,9% -26,9" -20,3"
WCXOJHOTO YPOBHS ' ' ' ’
Otnnuue oT 0 B 5 G 6.6%* /
CEMarinyTHIa| o . on an N/A
(95 %% JTIA] [-3,9, -1,1] [-7,0, -4,1] [-8,0, -5,1]
Manuents! (%), <7% 85,5* 88,9** 92,2** 81,1
AOCTHUTIINE 5 T 7 7
yposust HbALC <6,5% 74,0 82,1 87,1 66,2
<57% 29,3ff 44,7%* 50,9** 19,7
I'iiroko3a HcxonHblil ypoBEHb 967 969 956 9 49
CHIBOPOTKH (cpennee) ' ' ' '
KPOBH HATOIIAK
(MMOB/1) Mamerieriite ot g gy 3,42 3,52 2,70%
HCXOJTHOTO YPOBHS
OTtinyne ot -0,417 -0,72'f -0,821f -
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COOTEBETCTEYET ZKCNEPTHOMY OTYETY
ot 16.04 2026 N= 7833
comarnyTia] [-0,65, -0,16] | [-0,97, 048] | [FL06-10.67] - =15 ot
[95 % JA]
I'noko3a HcxonHblil ypoBEeHb 174,2 174.6 172.3 170.9
CHIBOPOTKH (cpennee)
KpoBH HaToUAK Nsmenenue ot
(mMr/ni) -56,0% -61,6™ -63,4% -48,6"
HCXOJHOTO YPOBHSI
Sl as | sr | e [T
[95 % JIH] [-11,7,-3,0] [-17,4,-8,6] | [-19,1, -10,3]
Macca Tesa (kr) HcxonHblil ypoBeHb 92.6 94.9 93,9 93,8
(cpemuee)
WN3menenue ot '7,8## _10,3## _12,4## -6,2##
HUCXOAHOTO YPOBHS
OTtnn4ne oT ] 7R 4 1** -6.2%*
CEMarinyTvaa| ., . £n A -
(959, ay| 26071 | [50.-32] | [71,-53]
Manuentsl (%), >5% 68,6" 82,47 86,21 58,4
AOCTHEHTHE >10%| 358" 52,97 64,97 25,3
MOTEepH MaCChI
Teaa >15 % 15,2 27,7 39,9 8,7
*p < 0,05, ** p< 0,001 B OTHOIICHUU TIPEBOCXOACTBA, C MOMPABKON HA MHOKECTBEHHOCTb.
p < 0.05, p < 0,001 no cpaBHenuo ¢ 1 Mr cemMarnayTHia, 6e3 IONpPaBKKU Ha MHOKECTBEHHOCTb.
#p < 0,05, # p < 0,001 o cpaBHEHHUIO C UCXOHBIM YPOBHEM, O€3 TIONPABKKM HA MHOXECTBEHHOCT.
8.5 850+
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Pucynok 2. Cpeannii mokaszatenbs HDALC (%) u cpennsis Macca Tesa (Kr) OT HCXOMHOTO YpoBHs 10 Henmenn 40

SURPASS-3 — Kombunuposarnnas mepanus ¢ memeopmurom ¢ SGLT2i wiu 6e3 nezo

B oTKpBITOM HCCIEIOBaHUMU C aKTHBHBIM IIPENapaToM CpaBHEHMsI B TeueHue 52 Henenb 1444
nanueHTa OblTM paHIOMHU3UPOBAHBI B IPYIIIBI C IPUMEHEHHUEM THp3enaTtuaa B go3e 5 mr, 10 mr wiu
15 Mr oguH pa3 B HENENI0 WIM Iperapara WHCYJIUH JeriayJeK, B 00OMX TpyIIax MaldeHThI
MoJTy4au mpemnapar B coueTanuu ¢ merdopmuroM, ¢ SGLT2i unu 6e3 Hero. ¥V 32 % mnanueHTOB
npumensuics SGLT2i Ha ucxomHoM ypoBHe. Ha HCX0IHOM ypOBHE Y MAallMEHTOB UMENACh CPEIHSS
MPOJIOJDKUTENILHOCTh quadeTa B TeueHue 8 yer, cpeanuit UMT — 34 KI/M?, CpeaHUN BO3pacT —
57 net, 56 % 13 HUX COCTABIISUIA MY>KUYHHBI.

[TarueHTHI, TOMydYaBIIUE TperapaT WHCYJIHH JErNyJeK, HauyuHaimu ¢ 103kl 10 equHUIY/CyTKH,
KOTOPYIO KOPPEKTHPOBAIM C HCIOJIb30BAHUEM aJIrOPUTMAa JUIS JOCTHIKCHHS IICJIEBOIO YPOBHS
TIFOKO3BI B KPOBH HaTommak < 5 MMoub/n. CpeHss 103a mpernapara HHCYJIUH JETTy/IeK Ha HeJene
52 cocraBuna 49 e TMHUIY/CYTKH.

Tabmuma 4. SURPASS-3: pe3ynbTatel Ha Henene 52

| Tupsenarun | TupsenaTua | TupsenaTua | TurpoBaHHbIH
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COOTEBETCTEYET ZKCNEPTHOMY OTYETY
ot 16.04.2026 Ne 7833
T T A e sk e T
JAerJIyieK
1(\:)()}1H(1)Huﬂp0BaHHaﬂ ITT nonmyasinus 358 360 358 359
o "
HbAlc (%) Hcxoauplii ypoBeHb 8,17 8,19 8,21 8,13
(cpenuee)
Mswmenerite o) g -2,20% 237" -1,34%
WCXOJHOTO YPOBHS
Otnuuue ot
mpernapara HHCYJIHH -0,59** -0,86** -1,04** .
nermynek| [-0,73,-0,45] | [-1,00, -0,72] | [-1,17, -0,90]
[95 % JIA]
HbAlc Hcxoauplii ypoBeHb 65.8 66.0 66.3 65.4
(MMO0.J1b/M0JIB) (cpenuee)
Msmeriertne o1l - o9 1 24,0 26,0 14,6
WCXOJHOTO YPOBHS
Otnuuue ot
rpernapara HHCYJINH -6,4** -9,4%* -11,3** -
nermynex| [-7,9, -4,9] [-10,9,-7,9] | [-12,8,-9,8]
[95 % JIA]
Manuentsl (%), <7% 82,4** 89,7** 92,6** 61,3
JMOCTHITIIHNE 5 T 7 =
yposns HbALc <6,5% 71,4 80,3 85,3 444
<57%| 258%f 38,6 48,47 5,4
I'iroko3a HcxonHblil ypoBEHb 9,54 0,48 9,35 9,24
CHIBOPOTKHU (cpennee)
KPOBH HATOINAK W3menenue ot
(MMOJIB/J1) -2,68% -3,04% -3,29% -3,09%
HCXOJTHOTO YPOBHS
OTnuane ot
npenapaTa UHCYJINH 0,41 0,05 -0,20 -
nernynex| [0,14, 0,69] [-0,24,0,33] | [-0,48, 0,08]
[95 % JIN]
I'iroko3a Hcxonublil ypoBEeHb 1718 170.7 168.4 1664
CHIBOPOTKH (cpennee)
KPOBH HATOIMAK N3menenue ot
(vMr/n) -48,2% -54,8% -59,2%# -55,7%#
UCXOJTHOTO YPOBHS
Otnuane ot
npemnapara UHCYJINH 7,5 0,8 -3,6 -
nernynex| [2,4,12,5] [-4,3,5,9] [-8,7, 1,5]
[95 % JIN]
Macca Tesia (Kr) Hcxonublil ypoBEeHb 94,5 94,3 94,9 94,2
(cpennee)
HU3menenue ot 7.5 -10,7% 112,97 12,3
HCXOJTHOTO YPOBHS
Otnuane ot
npenapara UHCYJINH -9,8** -13,0** -15,2** .
nernyaek| [-10,8,-8,8] | [-14,0,-11,9] | [-16,2, -14,2]
[95 % JIN]
Mauuents (%), >5% 66,0"" 83,7' 87,8'" 6,3
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 16.04.2026 N= 7833
AocTHrmme >10%| 3747 T i M 7l i N
noTepH Macchl - A -
rexa >1500 12,5 28,3'" 42,5'" 00

*p < 0,05, ** p < 0,001 B oTHOLICHNN IPEBOCXOACTBA, C IOMPABKOH HA MHOKXECTBEHHOCTD.
p < 0,05, p < 0,001 mo cpaBHEHUIO ¢ PENapaToM MHCYIIMH AETIyIeK, Oe3 IONPaBKA HA MHOYKECTBEHHOCTE.
#p < 0,05, # p < 0,001 Mo cpaBHEHUIO ¢ HCXOIHBIM YPOBHEM, €3 ONPABKHA HA MHOKECTBEHHOCT.
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Pucynok 3. Cpennee 3nauenne HbALc (%) u cpennsis Macca Tena (Kr) OT HCXOAHOTO YPOBHS 10 HEAEH 52
e  HenpepbIBHBIIT MOHUTOPHUHT TITFOKO3bI

[Ipu omenke 24-yacoBbIX NMpoduieil ToKo3bl Yy 243 MalMeHTOB, PETUCTPUPYEMBIX C MOMOIIBIO
CJICTIOTO HETPEPHIBHOIO MOHHUTOPUHTA TIFOKO3bI, OBLIO MOKA3aHO, YTO Y MAI[UEHTOB, MOTyYaBIITUX
TUp3enaTul B TeueHue 52 nenensb (B o3e 10 Mr u 15 Mr), mpoaoiDKUTEeIbHOCTD yAepKaHUS YPOBHS
3HAUEHUS TIIOKO3bl B HOpMalibHOM auamnaszoHe (71-140 mr/mn, 3,9-7,8 Mmmons/n) Oblia 3HAYUMO
BBIILIC YEM Y MALIUEHTOB, MOJYYaBIIUX HHCYIHH Aeray ek (73 % u 48 % COOTBETCTBEHHO).

SURPASS-4 — Kombunuposauuas mepanus ¢ 1—3 nepopanvHbiMu npomugoouabemuyeckumu
JleKapCmMeEeHHbIMU npenapamamu; memaopmun, npenapamsl cyibdonuimovesunst uay SGLT2i

B OTKpBITOM HUCCIIEIOBaHHH C aKTUBHBIM IPEMapaToM CPaBHEHUS MPOAOKUTEIHHOCTHIO 10 104
HeJenb (OCHOBHAs KOHeuHas Tovka — 52 Hemenu) 2002 manuenta ¢ CJ12 ¥ MOBBIIEHHBIM PUCKOM
CEPJICYHO-COCYAUCTHIX SIBJICHUN OBUTH PAHIOMH3UPOBAHBI B TPYIINEI ¢ IPUMEHEHUEM THP3enaTH/Ia
B o3¢ 5 mr, 10 Mr miam 15 Mr oauH pa3 B HeAENO WM Ipernapara WHCYJIWH TJIApTUH OJWH pa3 B
neHb Ha ¢oue mpuema merdopmuna (95 %) w/unmu cynshonmmmoueBuHbl (54 %), n/umn SGLT2i
(25 %). Ha wmcxomHOM ypoOBHE y TAlMEHTOB MMENACh CPEAHSS MPOIODKHUTEIBHOCTh Auadera B
Teuenne 12 ner, cpenanit UMT — 33 kr/m2, cpeuuii BospacT — 64 roaa, 63 % U3 HUX COCTABIAIH
MY>KUHHBI.

[TanmenTsl, TOMyYaBIIME TMpemapaT WHCYJIWH TJIApriH, HAYWHAIA TPUMEHEHHE C JI03BI
10 eqUHUI/CYTKH, KOTOPYIO KOPPEKTHPOBAIU C HCIOJIb30BAaHHUEM aJIrOPUTMa JUIS JOCTHKCHHS
I[EJICBOT0 YPOBHS TJTFOKO3BI B KPOBH HATOMIaK < 5,6 MMoub/n. CpemHss 103a mpernapaTa HHCYIIHH
TJIapruH Ha Hejaene 52 coctaBuia 44 e MHUIYCYTKH.

Tabmuua 5. SURPASS-4: pesynbraTsl Ha Henene 52

TurpoBaHHBIH
Tup3zenarun | Tupsenmatua | Tupsenarun HHCVJIMH
5Mmr 10 mr 15 mr y
rJapruH
Moagupuuuposannas | TT nomyasiuus (n) 328 326 337 998
52 Hepenn
5 =
HbAlc (%) Hcxonmsrii ypoBeHb 8,52 8,60 8,52 8,51
(cpennee)
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 16.04 2026 N2 7833
M3MeHeHHe OT UCXOIHOTO - 5 ,':,I\al;'ll':' —— :ll-::';;#:#[ o 1:2 [AE'#;?i Juz]
ypOBHST -2,24 =245 =Z,90 -L,55
e e ggpe | gggee | gaame [T
y [05 %leH] [-0,92, -0,68] |[-1,11, -0,87] |[-1,26, -1,02]
HbAlc Hcxoaupiiit ypoBeHb 696 70.5 69.6 695
(MM0JIB/MOJIB) (cpennee) ' ' ' '
H3menenue ot Mcxgsgg}rl(; 204 5% -26.6™ -28,2% -15, 7%
i [95{f /pILI/I] [-10,1,-7,4] | [-12,3,-9,6] |[-13,8,-11,2]
(1]
IMauuentsl (%), <7% 81,0** 88,2** 90,7** 50,7
Yponr HOALC <65% 6607 76,071 81,1 31,7
<57%| 23,01 32,77 43,17 3.4
I'iiroko3a HcxonHblil ypoBeHb 957 975 967 937
CHIBOPOTKH (cpennee) ' ’ ' ’
KPOBH HATOINAK
(MMouIB/ 1) Hsmencnue ot “CX;;‘;‘;’;‘; -2,80# -3,064# -3,20## -2,84%
OTau4aue oT mpemnapara -0.04 021 _0.441t
HHCYHPEISSFJ(}??IFL% [-0,22, 0,30] |[-0,48, 0,05] |[-0,71,-0,18]
(1]
I'noko3a HcxonHblil ypoBeHb 172 3 175.7 174.2 168.7
CBIBOPOTKH (cpenuee) ’ ' ’ 1
KPOBH HATOILAK
(Mr/nu) H3meneHnue ot HCX;SEE:; -50.4% -54,9% -59,3 -51 4%
Otauuue oT npemnapara 10 36 80"
UHCYJIMH TJIapIuH ’ ’ | )
y ron %pJ:[I/I] [-37,57] | [82 11] |[-12.6, -3.4]
Macca Tena (Kr) HCXOHHHPEC}II)I:;;ZHS 90,3 90,7 90,0 90,3
H3menenne ot chsg;(;;z 7.1% -9 5% “11,7% +1,9%
T ey mapeun| 907 | Aia | 435t :
y fo5 %pJII/I] [-9,8,-8,3] |[-12,1, -10,6]|[-14,3, -12,8]
Mauuents! (%), >5% 62,9 77,61 85,3 8,0
ﬁﬁiﬁﬁﬁﬂﬁim >10%)| 35,9 53,0 65,6 15
Tesa >15%)| 138" 24,01 365" 0,5

*p < 0,05, ** p <0,001 B OTHOILICHUH MIPEBOCXOJICTBA, C TOMPABKON HA MHOXECTBEHHOCTb.
p < 0.05, p < 0,001 mo cpaBHEHMIO ¢ IPENapaToM MHCYIMH TIIapryH, 663 HOPaBKH Ha MHOKECTBEHHOCT.

#p < 0,05, # p < 0,001 Mo cpaBHEHUIO ¢ HCXOIHBIM yPOBHEM, O€3 ONMPABKA HA MHOKECTBEHHOCT.
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COOTBETCTBYET 3KCMIEPTHOMY OTYETY
ot 16.04 2026 N2 7833
20 95.0 (NOCNEANCOBATENEHOCTE 0002)
92.5 ._7__4-74._-—45‘24'1
S _ 900 is‘*"-'#.-_k
= £
= 5 875
: . 3
£ - . 5 860 \‘R .. ’
g 7.0 S e iy ) s TR £ \ : Sl 834
£ ; 825 “\ T e
¢ 65 S ‘-=___ e I AR
80.0 TR
&« 5.95% 7.5
55 75.0
0 4 8 12 16 20 24 42 52 0 & & 12 16 20 24 & 42 2

Bpems (Heaeam)
opsenarig 10 mr —#— THpsenmaia 15 MT g = WHCYITHH FIAPTHE

Bpemsa (Hegeam)

-~ @ THPIEMATHI SMT —W- - Tupiematna 10mr  —4— HHCYIHH TTAPTHE --@--- THPSEMATIA S 0T g -

mupenamig 15 vr —Hl -

Pucynok 4. Cpenuee 3nauenne HbALC (%) u cpenusisa macca tera (Kr) OT HCXOIHOTO YPOBHS 10 Heaenu 52

SURPASS-5 — Kombunuposaunas mepanusi ¢ mumpo8annviM_0a3aibHbIM UHCYIUHOM, C NPUEMOM
Mmempopmuna unu 6e3 He2o

B nBoitHom crnenom 1iane6o0-KOHTpoJMpyeMoM uccieaoBanuu B TeueHue 40 nHemenbp 475
MAlMEHTOB C HECOOTBETCTBYIOIIMM KOHTPOJEM TJIMKEMHUH, MPUHUMABIINE MpernapaT HHCYJIHH
mraprud Ha ¢GoHe mpuema MeThopMHHA WiIM 0e3 Hero, ObUTM PaHIOMHU3MPOBAHBI B TPYIIIEI C
MPUMEHEHHEM THUp3enaTuaa B 7o3e 5 mr, 10 mr unu 15 Mr onuH pa3 B Hepemto uiu 1wiane6o. J[o3sl
npenapara MHCYJIUH TJIapTUH KOPPEKTUPOBAIHCH C MCIIOJIB30BAHUEM aJITOPUTMA ISl JOCTHIKECHHUS
1[EJIEBOT0 YPOBHS TIIOKO3bl B KPOBH HATOIaK < 5,6 MMoub/1. Ha nCX0qHOM ypOBHE y MAIlMEHTOB
MIMeNach CPeIHsAs MPOJOKHTENBHOCTh Anabera B TedeHme 13 mer, cpemmmit UMT — 33 kr/m?,
cpenuuit Bo3pact — 61 roxa, 56 % u3 HuUX cocTaBisM MykuuHBL OOIas pacueTHass MeauaHHas
J103a TpernapaTa HHCYJIMH TJIapruH Ha UCXOJIHOM YPOBHE cocTaBisuia 34 equHULBI/CYyTKH. CpeaHss
J03a Tpernapara WHCYIWH riaapruH Ha Hepaene 40 cocraBuia 38, 36, 29 u 59 equHuI/CyTKH IS

tup3enaruaa B 1o3e 5 mr, 10 mr, 15 mr u mane6o COOTBETCTBEHHO.

Ta6muma 6. SURPASS-5: pesynbrarsl Ha Heaene 40

Tupsenatua | Tupsenatun | Tup3enaTua
5mr 10 mr 15 mr Tlxauedo
MoaudunupoBannas | TT nmomysasiust 116 118 118 119
(n)
o =
HbAlc (%) Hcxonublil ypoBeHb 8,29 8,34 8,22 8,39
(cpemuee)
smenerite o) -, o -2,50" -2,50% 0,93
HCXOJHOT'O YPOBHS
OT1inune OT I11a1edo -1,30** -1,66** -1,65** _
[95 % O] [-1,52,-1,07] | [-1,88, -1,43] | [-1,88, -1,43]
HbAlc W cxoaHbIi ypOBEHb 67.1 677 66.4 68.2
(MMOJIb/MOJIB) (cpemuee)
Usmenerite o) 5y g 283" 283" -10,2%
HCXOJTHOTO YPOBHSI
OTtimyne ot manedo -14,2** -18,1** -18,1** _
[95 % JU]| [-16,6, -11,7] | [-20,6, -15,7] | [-20,5, -15,6]
Manuentsl (%), <7% 93,0** 97 4** 94,0** 33,9
JMOCTHUTIIIHE 5 7 e 7
yposns HbALC <6,5% 80,0 94,7 92,3 17,0
<57% 26,117 47,8" 62,4 2,5
I'noko3a Hcxoaubiil ypoBeHb 9,00 9,04 8,01 9,13
CHIBOPOTKHM KPOBH (cpennee)
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 16.04_ 2026 Nz 7833
HATOIIAK W3menenue ot o a L'-,';E'"" TEHO a2l e L:J;'LE' vZ)
'3,41 =9, 1 =9,V =£,10
(MMoIB/T) HCXOIHOT'O YPOBHS
Otnune oT miarebo -1,25** -1,61** -1,60** .
[95 % OU]| [-1,64, -0,86] |[-2,00, -1,22] | [-1,99, -1,20]
I'moxo3a Hcxomubiit ypoBeHb 162,2 162.9 160.4 164.4
CHIBOPOTKH KPOBH (cpemuee)
Haromas N3menenue ot
-61,4% -67,9% -67,7% -38,9%
(Mr/nJ) HUCXOJHOTO YPOBHS
OT1inyne oT I11a1edo -22,5%* -29,0** -28,8** _
[95 % aM]| [-29,5, -15,4] | [-36,0, -22,0] | [-35,9, -21,6]
Macca TeJa (Kr) Hcxoaublil ypoBeHb 95,5 95,4 96,2 94,1
(cpemuee)
H3menenue ot 6,2 8,2 -10,9% +1,7%
HCXOIHOI'0 YPOBHS
Otnyme oT miarebo -7,8*%* -9,9%* -12,6** .
[95 % AN]| [-9.4, -6,3] [-115,-8,3] | [-14,2,-110]
Hamuents! (%), >5% 53,97 64,6/ 84,6 5,9
AAOCTHITLHE >10%| 22,67 46,97 51,31 0.9
NOTEPH MaCChI
Tesa >15% 7,07 26,6 31,6 0,0
*p < 0,05, ** p < 0,001 B OTHOIICHUH IPEBOCXOACTBA, C MOMPABKOH HA MHOKECTBEHHOCTb.
p < 0.05, p < 0,001 o cpaBHenmIo ¢ mIare6o, 6€3 MONPaBKK HA MHOKECTBEHHOCTb.
#p < 0,05, ¥ p < 0,001 0 cpaBHEHHUIO C UCXOHBIM YPOBHEM, O€3 TIONPABKK HA MHOXECTBEHHOCT.
8.5 100.0
_ & 975 e R R . 974
§ o M .
E 3 e i o - 7.38% é 925 M
£ 70 5 200 V.‘?.,h:q $ .. eB0BK
P % a75 g B
T 6.5 S
E; LR T CORREREREPRE . 1| EBS.U \L—\_“M'sm
3% B e N " w2s
55 e 800
0 4 8 12 16 20 24 40 0 4 8 12 16 20 24 32 40

Bpewmsa (Hege.mm) Bpema (Heaean)

s THPSEMATHASMT =W « Tpemamua 10 mr  =4=  Tupsemaria 1Sar —W - Daanefo s @ess THPIETIATHA 5 MT

=¥ - Tupiemarna 10 ur =—dp= THpsemamia 15 Mr —g - TTANEdD
Pucynok 5. Cpennnii nokaszatens HDALC (%) u cpeqnsis Macca Tena (KI) OT HCXOIHOTO YpOBHs 1o Henenu 40

KOHmpOJZb Mmaccoul meia

B Tpex MeXayHapoIHBIX pPaHAOMHU3UPOBAHHBIX JBOMHBIX CIEMBIX IUIAe00-KOHTPOIUPYEMbIX
nccnenoanusx I1 ¢pa3zer (SURMOUNT-1, SURMOUNT-3, SURMOUNT-4) npoBoamiachk oleHKa
3¢ GEKTUBHOCTH M 0E30MacCHOCTH TUpP3EMaTHAa B OTHOIIEHHMH KOHTPOJIS BECa B COUETAHHU CO
CHIDKEHHEM TOTPeOICHHsS KaJIOPHH M TIOBBIIIEHHEM (DU3NYECKOW aKTUBHOCTBIO Y MAIMEHTOB C
osxupenreM (MUMT > 30 kr/m?) unu u36sITouHoit Maccoit Tena (UMT > 27 kr/m? o < 30 kr/m?) u
M0 MEHBIIEH Mepe OJHHM COIMYTCTBYIONIIMM 3a00JICBAHHWEM, CBS3aHHBIM C HM30BITOYHBIM BECOM
(HampuMep, JUCTUIMHUIEMHS, KOTOPYIO JIeYaT WK He JiedaT, TUHIEPTOHUS, 0OCTPYKTUBHOE altHO? CHA
WIIN Cep/ICYHO-COCYIUCThIE 3a00JIEBaHMs), a TAK)KE C TPEIMadeTOM WM HOPMOTJIMKEMHEH, HO 0e3
caxapHoro auabera 2 tuna. B umccnenoBanus Obut0 BKitoueHO 3900 B3pOCHBIX MAIMEHTOB, M3
KOTOPBIX 2518 1o pe3ynbraraM paHJOMHU3AINH TTOTyYaal THP3EHaTHI.

Tepanust TUp3eMaTUIOM MPOJAEMOHCTPUPOBAJIA KIMHUYECKHA 3HAUYMMOE M yYCTOMUYMBOE CHIKEHHE
Beca 1o cpaBHeHHO ¢ miane6o. Kpome toro, B mccinenoBanun SURMOUNT-1 Gosee BBICOKHIA
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COOTEBETCTEYET ZKCNEPTHOMY OTYETY
g | | B, J o7

oT 16.04 2026 Nz 7
[

104 Bs HOCTH O
IIPOLICHT MAIMEHTOB TOCTUIraT CHIKEHHS Beca > 5 Y%, > 10 %, > 15-%%'%'20T‘§)%'np£mel|{eﬁnh

il
TUp3CNaTua 1o CpaBHCHUIO C rmaue6o.

DOddexTuBHOCTF W 0€30MaCHOCTh THP3EMaTHAA I KOHTpoJii Beca y manueHtoB ¢ CJI2
OLICHUBAJIUChH B PAaHJAOMHU3MPOBAHHOM JBOWHOM CJIETIOM ILTale00-KOHTPOIMPYEMOM HCCIEIOBAHUN
daser 3 (SURMOUNT-2) u B moarpymme mamuedtoB ¢ UMT > 27 kr/m® B pamkax st
panaomusupoBaHHbix uccnegoBanusx (assl I (SURPASS-1 — 5). B atu uccrnenoBanusi Obutn
BKmodeHsl 6330 mammentoB ¢ UMT > 27 kr/m? (4249 paHZOMH3MpPOBAaHBI IS JICYEHHS
tup3enaruiom). B uccnegopanun SURMOUNT-2 nieueHue TUp3enaTUAOM MPOJIEMOHCTPUPOBAIIO
KIIMHUYECKH 3HAYUMOE M YCTOHYHMBOE CHIDKCHHE Beca 0 CPaBHEHHIO ¢ rpymmou rurane6o. [oms
nanueHToB, pocturmmx >5%, > 10%, > 15% u > 20 % cHmwkeHus Beca TpU JICUCHHUH
TUP3EMaTUIOM, ObUIa 3HAYUMO OOJBIIE MO CPABHEHHWIO C TAKOBOW B TpyImIe rmiane0o. AHamu3
MOATPYNI TAIMEHTOB C OXXUPEHHEM WU W30BITOYHBIM BecoM B wuccneaoBanusx SURPASS
(coctapnsrommx 86 % ot obmiet nomysiiun uccnenoanuii SURPASS 1-5) mokasan ycroituuoe
CHIDKCHHE Beca, a Takke 0osiee BBICOKHI MPOILIEHT MAIlMeHTOB, JOCTUTIINX IEIEeBBIX MMOKa3aTenei

CHWKEHUS BECa 110 CPABHEHUIO C aKTUBHBIM MPETapaTOM CpaBHEHUS/TIIAIE00.

Bo Bcex wucciaemoBanugx SURMOUNT wucnonp3oBalach Ta JK€ CXEMa I[OBBIINIEHHS JTO3BI
Tup3enaruaa, 9to u B ucciuenoanuu SURPASS (naunnas ¢ 2,5 mr B TeueHue 4 HeeNb, 3aTEM J03a
npenapaTa yBeIH4HUBalach C maroM 2,5 Mr kaxzasle 4 He[enu A0 JOCTHKEHUS Ha3HAYEeHHOU J03b1).

SURMOUNT-1

B pamkax ABOWHOTO CIEMoro Iianedo-KOHTPOIMPYEMOTro HCCIEAOBaHUS B TE€YCHHE 72 HENENb
npuHATH yuactre 2539 B3pocibix maruenTos ¢ oxupenueM (UMT > 30 kr/mM?) uny H30BITOUHBIM
Becom (UMT > 27 xr/M? mo < 30kr/mM?) m mo KpaiiHell Mepe C OIHHMM COMYTCTBYIOIIUM
3a00JIeBaHUEM, CBSI3aHHBIM C MAacCOd Tella, ObUTM PaHJOMH3HPOBAHBI B TPYIIEI ¢ IPHMECHCHUEM
tup3enatuaa B goze 5 mr, 10 mr unu 15 mr ogun pa3 B Henmenro wiM Iuianebo. Becem mamnuentam
OblITa pEKOMEH/IOBaHA JHMETa C MOHMKEHHBIM COACPKAHUEM KAJIOPHHA W TOBBIMICHHAS (U3NYSCKas
aKTUBHOCTh Ha MPOTSHKEHUH BCEro MccienoBaHus. Ha Hauano uccienoBaHus CpeIHUN BO3pPacT
MAIUEHTOB COCTaBIsLT 45 net, noms keHmwmH 67,5 %, mons namuentoB ¢ npenauaderom 40,6 %.

Cpennuiit UMT B Havane uccieoBaHus COCTaBIsuT — 38 KI/M?.

Tab6muua 7. SURMOUNT-1: pesynbraTsl Ha Henene 72

Tupzenatuy | Tupzenarun | Tupsenarupg
5wmr 10 mr 15 mr T1anebo

lgr/{;)HHQ)HHHpOBaHHaﬂ ITT nomynsiust 630 636 630 643
Macca Teaa
Ucxonnerit ypoBeHs (Kr) 102,9 105,9 105,5 104,8
M3meHeHne oT UCXoaHoro ypoBHs (%) -16,0"" -21,47 -22 571 -2,4
Otmane (%) oT miane6o -13,57 -18,9” -20,17 .
[95 % U] [-14,6,-125] | [-20,0,-17,8] | [-21,2, -19,0]
M3menenue (Kr) OT UCXOIHOTO YPOBHS -16,17" -22,27F -23,6'" -2,4%%
Otnuaue (KT) OT 1uiare6o -13,8* -19,8% -21,2% -
[95 % U] [-15,0,-12,6] | [-21,0,-18,6] | [-22,4, -20,0]
Manuents! (%), 10CTUrIIHE CHUKEHHSI MACCHI TeJla
>5% 89,4™ 96,2™" 96,3™ 27,9
>10% 73,4% 85,9 90,1™ 13,5
>15% 50,2% 73,6 78,2™ 6,0
>20% 31,6 55,57 62,9 1,3
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

oT 16.04 2026 N2 7833
OKpYKHOCTD TaHH (C) (O CAEO0BAaTEREROC T 0012)
BasoBag nunus 113,2 1149 114,4 114,0
M3meHeHne oT UCXOTHOTO YPOBHS -14,6' -19,47" -19,9f% -3,471
Otminune oT 11anedo -11,2%# -16,0” -16,5" -
[95 % 1] [-12,3,-10,0] | [-17,2,-14,9] | [-17,7, -15,4]

p < 0,001 no cpaBHEHHIO C MCXOJHBIM YPOBHEM.
*p < 0.001 no cpaBHEHHIO ¢ MIaIEe00, ¢ IONPABKOM HA MHOKECTBEHHOCTb.
# p < 0,001 no cpaBHenHIO ¢ IIaLEe60, 63 MONPAaBKU Ha MHOKECTBEHHOCT.

Himenenne B macce Teaa (%)

-16.0 %

214%
-225%

-25

T T T T T T T T T T T
0 4 8 12 16 20 24 36 48 60 72

Bpems (megenn)

—@— TuprematmaSmr —%— Tmpsematax 10 mr —4— Tupzemaraa 15mr  — M- - ILranedo

Pucynox 6. Cpeanee m3meneHue Macchol Tena (%) OT UCXOIHOTO YPOBHS A0 HEIenr 2

B wuccnenoanmn SURMOUNT-1 no3er tupsenmatuaa mo Swr, 10 mr m 15 Mr nmns pasHbIX
MAIUEHTOB MPUBOJIWIH TI0 CPABHEHHIO C TUIANE00 K 3HAYUTEITHLHOMY YIYUIICHHUIO CUCTOIUIECKOTO
aptepuanbHoro AasiaeHus (-8,1 MM pt. cT. B cpaBHeHuu ¢ -1,3 MM pT. cT.), TpurmnepuoB (-27,6 %
B cpaBHeHHUU C -6,3 %), XojecTepuHa JHMIIONPOTEMHOB HEBBICOKOW T1wiotHOoCcTH (-11,3% B
cpaBHeHuu ¢ -1,8 %), xonectepuHa TUNONPOTEUHOB BBICOKOU mioTHOCTH (7,9 % B cCpaBHEHHH C
0,3 %) u KOHIICHTpaluK HHCYJIMHA HaTomlak (-46,9 % B cpaBHeHuu ¢ -9,7 %).

Cpenn manuweHTOoB ¢ mpenauadeTom Ha wucxogHoMm ypoBHe (N = 1032) B wuccienoBaHuu
SURMOUNT-1 95,3 % nanueHToB, MoJy4yaBIIMX THUP3ENaTH], NMPUIUIM K HOPMOTJIHUKEMHH Ha 72
Heele o cpaBHeHUIo ¢ 61,9 % manueHToB B rpyme miamnedo.

SURMOUNT-2

B 72-nenenpbHOM ABOWHOM CJIETIOM TUIAIE00-KOHTPOJIUPYEMOM HcCclieoBaHun 938 B3pOCIBIX
nanuenTos ¢ oxupenreM (UMT > 30 kr/m?) unu ¢ u36sITounoi Maccoit Tena (UMT ot 27 kr/m? 1o
< 30 kr/m?) 1 CJI2 GbITM PaHIOMH3HPOBAHBI B TPYIIY C TMpHMEHeHHeM Tup3emaruaa 10 Mr wim
15 Mr oauH pa3 B Helenmo WK B rpynmny miane6o. [anuentsl, nmeromue yposenb HbAlc 7-10 %,
BKIIIOYCHHBIE B WCCIEIOBaHHWE, MONydYalld JICUYeHWE MO0 TOJIBKO IUETOH W (HU3WICCKUMHU
yOpaXHEHUSIMH, JHOO OJHMM WM HECKOJBKMMHU IEpPOPaJbHBIMH aHTUTHUIIEPIIMKEMUYECKUMU
npenaparamMu. Bcem manmmeHTaM OBUTO PEKOMEHIOBAHO CHIDKCHHE KaJIOPUHHOCTH palfoHa W
yBelu4eHue (PU3NYeCKOl aKTHBHOCTU Ha MNPOTSKEHUWU Bcero uccienoBanus. CpenHuil Bo3pact

MalKUeHToB cocTaBui 54 roxa, 51 % — xenmunael. Cpenuuit UMT B Havasie mcciaenoBaHust ObLT
36,1 kr/m>.
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Tabmuma 8. SURMOUNT-2: pe3ynbTaThl Ha HeEne 7

COOTBETCTBYET ZKCNEPTHOMY OTUETY

~ MA e "-J' To97

oT 1b.U L

(NOCNEQOBATENEHOCTE 0002)

TupsenmaTua 10 mr Tupzenatua 15 mr Ili1aneoo
MoaupuuupoBannas ITT 312 311 315
nomyJisinus (n)
Macca Teaa
Ucxonnsrit ypoBeHb (KT) 101,1 99,5 101,7
Hsmenenue ot ucxoHoro ypoBHs (%) -13,411 -15,77% -3,3'
Otnunune (%) ot mare6o -10,1" -12,4™ .
[95 % O] [-11,5, -8,8] [-13,7, -11,0]
N3meHeHue (Kr) OT HCXOHOI'O YPOBHSI -13,5'f -15,6'" -3,2
Otnuaue (Kr) oT 1uiame6o -10,3% -12,4% -
[95 % JAU] [-11,7, -8,8] [-13,8, -11,0]
ManuenTs! (%), A0CTUTIIINE CHUKEHUS] MACCHI TeJa
>5% 81,6 86,4 30,5
>10% 63,4 69,6™ 8,7
> 15 % 41,4 51,8 2,6
>20% 23,0” 34,0” 1,0
OxpyxkHOCTH TauM (CM)
BazoBas nmuaMS 114,3 114.6 116,1
M3meHenune oT UCXOTHOTO YPOBHS -11,2f% -13,8"" -3,47F
Orinune oT wiane6o -7,8" -10,4™ )
[95 % I[I/I] [_9121 -614] [-11!81 _819]
HbA1lc (MMoJIB/MOJIB)
Basosas nunus 64,1 64,7 63,4
M3meHenune oT HCXOTHOTO YPOBHS -23,47% -24 3" -1,87
Orirdue oT wiane6o -21,6™ 2225 3
[95 % JIA] [-23,5, -19,6] [-24,4, -20,6]
HbAlc (%)
BaszoBag nuHus 8,0 8,1 8,0
M3mMeHeHne oT HCXOTHOTO YPOBHS -2,17 -2,27f -0,2"
Orirdue oT wiane6o -2,0" 2,17 3
[95 % I[I/I] [_2121 _118] [-212, _119]
Manuents! (%), nocturmue ypopuss HbAlce
<7% 90,0 90,7 29,3
<6,5% 84,1 86,7 15,5
<57% 50,2"" 55,3 2,8
DCT" (MMOJIB/T)
baszoBas nunus 8,8 9,0 8,7
W3meHeHune OT HCXOTHOTO YPOBHS 22,77 -2,97f -0,1
Otnnune ot miarnedo -2,6™ 2,77 .
[95 % JII/I] [-219! -213] [-3111 -2!4]
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.04 2026 N= 7833

CREQOBATENEROCTE 0002)

[

®CT (mr/mon) [

Bazosas nmuaMS 157.,8 1615 156,7
M3meHeHne oT UCXOTHOTO YPOBHS 49,21 -51,77F -2,4
Otminune oT m1anedo -46,8" -49,.3™ R
[95 % JIA] [-52,7, -40,9] [-55,2, -43,3]

p < 0,05 10 CPaBHEHHUIO C HCXOJHBIM YPOBHEM.

p < 0,001 Mo CpaBHEHHIO C UCXOMHBIM YPOBHEM.

*p < 0,001 no cpaBHeHUIO ¢ 1aLEed0, C MONPABKONH Ha MHOKECTBEHHOCT.
#1 < 0,001 o cpaBHeHuIO ¢ muane6o, 6e3 HonpaBKU Ha MHOKECTBEHHOCTD.

BB - - - - -m33%
E 54
=
i
S 1w
]
x)
"
= 134 %
e
= 15
A57
% 157 %
a
= 20
25 4

T T T T T T T T T T T

4 [ 1 12 1 XN » A8 &0 T2
Bpems (Hepenu)
—%— Tupsenamg 10 ur —@—Tupzenamg 15 wr — M- Mnawebo

Pucynox 7. Cpennee n3meHeHne Macchl Tena (%) OT HCXOJHOTO YPOBHSI 110 HeAenn 72

B nccrnenoBanuin SURMOUNT-2 B rpynmax namueHTOB, TOTYYaBIIUX TUp3enaTHa B 103ax 10 mMr u
15 Mr, HaOmIOANOCh 3HAUYMUTENBHOE YIIyYIIEHHE IOKa3aTeled CHCTOJIMYECKOro apTepUanbHOTO
nasnenus (-7,2 MM pT. cT. potuB -1,0 MM pT. ct.), Tpuriunepunos (-28,6 % mpotus -5,8 %), He-
JITIBII (-6,6 % mpotus 2,3 %) u JITIBII (8,2 % npotus 1,1 %) no cpaBHeHuto ¢ 11ane6o.

SURMOUNT-3

B pamkax 84-nHepenbHoro wuccienoBanus, 806 B3pocnbplx ManuueHToB ¢ oxupenuem (MMT >
30 kr/m?) umu ¢ u36sTounsM BecoM (MMT ot > 27 kr/m? o < 30 kr/mM?) ¥ Kak MHHEMYM OJHUM
COITyTCTBYIOIIUM 3a00JI€BAaHUEM, CBSI3aHHBIM C M30BITOYHBIM BECOM, B TeueHHe 12 Henesb mepen
HCCIIeIOBAaHUEM Y4YacTBOBAJIM B IOJTOTOBUTENILHOM JTale, BKIIIOYAIOLIEM HHU3KOKaJOPHITHYIO
muery  (1200-1500 kkan/neHb),  HOBBILIEHHYIO — (U3MYECKYI0  aKTHBHOCTH M 4acToe
KOHCYJIbTUPOBAHME II0 BOIpocaM MHIIEBOro noBefeHus. [lo oxoHdanmm 12-HenenbHOro
MOJIrOTOBUTENILHOTO Tiepuoaa 579 manueHToB, AOCTUTIINX CHIKEHHs Beca Oonee yem Ha 5,0 %,
OBUIM paHJOMH3MPOBAHBI B TPYIITY THP3EMATHIAa B MAKCUMAIILHO TiepeHocuMor o3¢ (MIT[I) 10 mr
wii 15Mr oauH pa3 B HeNeN0 WM Iulanebo B TeueHue 72 Heaenb (JBOMHOe cliienoe
uccinenoBanue). [lanmenTsl cobmoganu JUETy C TMOHWKEHHBIM COJEpP)KaHHEM KaJopuidl H
MOBBIIIEHHON (PU3NYECKO aKTUBHOCTBIO Ha MPOTSHKEHUH Beero uccienoBanus. CpenHuii Bo3pact
MAIMEHTOB HAa MOMEHT paHJoMH3aIu cocTaBisut 46 jner, 63 % — xeHmuubl. Cpenanii UMT Ha
MOMEHT PaHIOMU3AIlHH cOCTaBIsT 35,9 Kr/M2,

Ta6muia 9. SURMOUNT-3: pe3ynbTaTsl Ha HEnemne 72
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 16.04 2026 N= 7833
Tupsditarid MHA - | = Ol irndeo 0o 02
Moauduuuposannas ITT nonyasiuus (n) 287 292
Macca TeJsa
Baszosast muaus’ (k1) 102,3 101,3
Usmenenue (%) OT MCXOJHOTO YPOBHS 21,171 3,3
Otmnane (%) ot ane6o [95 % U] -24,57 [-26,1, -22,8] -
W3meHnenune (Kr) TO CpPaBHEHUIO C HCXOIHBIM -21,5" 3,5
ypoBHeM"
Otnnune (xr) mo cpaBHeHuto ¢ manebo [95 % JAN] -25,0"[-26,9, -23,2] -
IMauuentsl (%), A0CTUTHINE CHUKEHHSI MACChI Tejla
>5% 94.4™ 10,7
>10% 88,0” 4,8
>15 % 739" 2,1
>20% 54,9 1,0
Manuentsl (%), coxpanupmue > 80 % macchl TeJa, 98,6 37,8
NMOTEePsIHHOI B TeueHue 12-HeaeJbHOr0 IepUoAa
BBeJIEHHS penapara
OxkpykHOCTH Tagauu (CM)
Basoas nmuaus’ 109,2 109,6
H3mMeHeHne 0T HCXOIHOTO ypOBH;I1 -16,8"" 1,1
Otnuune ot miane6o [95 % U] -17,9 -
[-19,5, -16,3]
Pannomusanus (Henens 0)
p < 0,001 no cpaBHEHHIO C MCXOIHBIM YPOBHEM?,
"p < 0,001 o cpaBHEHUIO ¢ 1aLEed0, C MONPABKONH Ha MHOKECTBEHHOCT.
#p < 0,001 o cpaBHEHHIO ¢ MIane60, 6€3 IONPaBKH HA MHOKECTBEHHOCTb.
5.0
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F 80 Y. e il i ’
5 ‘" g uEER-C
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z -0.04
3
E 45.0
= 500
5.0 -
266
30.0
-12 o 4 48 ?IZ
. Hegens CTHOCHTENHO PaHZ oA ALHA
Yo e —— TwGmmaMl - Messso
Pucynok 8. Cpennee nsmenenue maccol tena (%) ¢ 12-ii mo 72-10 Henento
SURMOUNT-4

B 88-nenenpHOM wHccnenoBaHuM € ydacTheM 783 B3pocibIX ManueHToB ¢ oxupeHuem (MUMT
> 30 kr/M?) unmu ¢ u36BITOuHOM Maccoit Tena (MMT ot > 27 kr/m? 1o < 30 kr/M?) U Kak MUHEMYM
OJIHMM COMYTCTBYIOIIMM 3a00JICBAHUEM, CBSI3aHHBIM C H30BITOYHBIM BECOM, OBLIIA BKJIIIOUEHHI B 36-
HEJIeIbHBIM MOATOTOBUTENbHBIA TEPHOJ, BKJIIOYAIOLIMNA Tepanuio TUp3enatuaoM. B Hauane
MMOJITOTOBUTEIIBHOTO TEepHOJia CPEeHssS Macca Teja marueHToB coctaBimsuia 107,0 kr, a cpeaHwmid
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COOTBETCTEBYET 3KCNEFTHOMY OTYETY
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UMT — 38,3 kr/M2. B KOHIIE TOATOTOBUTEIBHOTO TIEPHO/IA '%:MQBJEEM&HM ll\/HTII[

tup3enatuaa B go3e 10 mr wnm 15 mr, ObITM paHIOMHU3UPOBAHBI IS MPOAOJDKEHUS JICUCHUS
TUP3ENATHIOM OJWH pa3 B HEIEII0 WIH Iepexoaa Ha rianebo B TedeHue 52 Heaenb (ABOWHAs
cnenas ¢aza). Ha mpoTshkeHHHM BCEro HCCIeIOBaHUS MalMEHThl MONy4Yald PEKOMEHAAIMU T10
CHIDKECHHIO KaJOPUHHOCTH pAlMOHA W YBEIWYCHHIO (U3MYECKOW akTHBHOCTH. Ha MOMEHT
panaomuzanuu (36-s Henens) cpeaIHuil BO3pacT MalueHToB cocTaBisit 49 ner, 71 % — >KeHIIUHEIL.
CpeHsis Macca Tejla Ha MOMEHT PaHIOMM3AIN CocTapysna 85,2 kr, a cpeaanit UMT — 30,5 kr/m?.

[TaneHTsl, TPOAOIDKUBILKE JICYCHUE THUP3EMATHIOM B T€UEHHE JONOJHHUTENbHBIX 52 Henenb (B
oOmelt CIOKHOCTH 10 88 HeAenb), COXpaHWIM H MPOJAODKIIIM CHIDKEHHE Beca IOCIe
NIEPBOHAYAIBHOTO CHIKEHUS BeCa, JOCTUTHYTOTO B TeueHUe 36 HeJlesnb NOArOTOBUTENBHON (a3bl.
CHuxenue Beca Obl10 0o0Jiee 3HAYUTEIBHBIM U KIMHUYECKH 3HAUMMBIM 110 CPaBHEHHUIO C IPyHION
1anebo, B KOTOPOH Ha0JI0aJIoCh 3HAYMTEIBHOE BOCCTAHOBJICHHE MAaccChl Tela, MOTEPSHHON BO
BpeMsi noAaroroButenbHoi (asel (cMm. Tabmuy 10 u Pucynok 9). Tem He MmeHee, HaOmomaemas
CpeaHssl Macca Tella MallMeHTOB, MOJyJYaBIInX Ianeo, Ha 88-i1 Hexene ObUIa HUXKE, YeM B Havyale
MOATOTOBUTENHHOU (pa3el (cM. puc. 9).

Tabmuua 10. SURMOUNT-4: pe3ynbratsl Ha Hezene 88

TupsenaTug MITJI IInanedo
Moaupuuuposannas ITT mnonyiasiuus (n) TOJBKO 335 335
namueHThl HA 36 Heaesle
Macca Tena
Bec (k) Ha Hemene O (MCXOTHBIN YPOBEHD) 106,7 107,8
Bec (kr) Ha 36-if Henese (paHIOMU3ALINS ) 84,5 385,9
Uzmenenne (%) 110 cpaBHEHHIO ¢ 36-i Heneneii mo 88-1o -6,77" 14,8
HEETII0
Otmnune (%) Mo cpaBHEHHIO ¢ TuTane0o Ha 88-i Henmene -21.4™ -
[95 % ] [-22,9, -20,0]
U3meneHne (Kr) IO CpaBHEHHMIO ¢ 36-if Heneneit mo 88- -5,77f 11,9™
10 HEIETIIO
Otinune (Kr) o cpaBHEHHUIO ¢ Tutarnebo Ha 88-i Henene -17,6% -
[95 % HH] [-18181 _16!4]
Manuents! (%), I0CTUTIIIHE CHUKEHUSI Macchl TeJa ¢ 0-ii mo 88-10 Hexesro
>5% 98,5 69,0
>10% 94,0™ 444
>15% 87,1" 24,0
>20 % 72,6~ 11,6
MamuenTtsl (%), coxpanuBuue Ha 88-ii Hexese > 80 %0 93,4 13,5
Macchl TeJia, MOTePsIHHON B TeyeHHe 36-HeaeabHOIO
NepHo/Ia BBeJeHHUsI Mpenapara
OxpyxHOCTH TaauM (CM)
bazosas nuaus (Henens 0) 1149 115,6
Pannmomuzanus (Henens 36) 96,7 98,2
Wsmenenuss nmo cpaBHeHuto ¢ paHgommsanued (Hememns -4.6' 8,3
36)
Otinune ot mwane6o [95 % JIN] -12,9™ -
[-14,1, -11,7]
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p < 0,001 no cpaBHEHHIO C MCXOJHBIM YPOBHEM. (MOCNEOQOBATENEHOCTE 0002)

*p < 0,001 o cpaBHEHHIO ¢ MIaedo, ¢ IONPAaBKOH HA MHOKECTBEHHOCT.
#p < 0,001 o cpaBHeHHIO ¢ muane6o, 6e3 HoMpaBKU Ha MHOKECTBEHHOCTD.
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Pucynok 9. Cpeanee m3menenue Maccsl Temna (%) ot ucxoxnoro yposas (Henens 0) mo Hemenn 88

e Puck BoccTaHoBneHUs Beca 10 ypoBHS > 95 % ot ucxomuoro Beca (Henens 0) Ha 88-if Hemene
WCCIICIOBAHHS

AHanu3 BpeMeHHU JI0 HACTYIUICHHsI COOBITHUS TIOKa3al, YTO MPOJOHKCHHE JICUSHUS] TUP3ETATHIOM B
TEYCHHE JBOWHOTO CJIETIOr0 TEpHOoJa CHIDKAJIO PHCK BO3BpalleHHWs K Macce Tena Oomee 95 %,
HaOmonaBieiics Ha Henene 0, st TEX, KTO yxKe motepsit He MeHee 5 % ¢ Henenu 0, mpuMepHO Ha
99 % 1o cpaBHeHuIO ¢ mianebo (otHomenue puckos 0,013 [95 % JIU, 0,004-0,046]; p < 0,001).

Brnusnue na cocmas mxaneii opeanusma

W3meHeHnss B cocTaBe TKaHEW OpraHW3Ma OIICHWBAIM B JOMOJHHUTEIHHOM HCCIIEIOBAHUU
SURMOUNT-1 MeTonoM ABYXdHEpreTHYecKod peHTreHoBckod abcopbumomerpun ([ADPA).
Pesynpratel  uccnenoBanuss wmetonoMm JOPA  mokazanu, 4YTO TpPUMEHEHWE THp3ENaTHaa
COITPOBOKIANIOCH 00JIee 3HAUUTEIBbHBIM CHIDKEHUEM KHUPOBOK MAcChl 110 CPABHEHHUIO C O€3KUPOBOH
Maccoi TeJa, YTO TPHUBENO K YIYYIICHHIO COCTaBa TKaHEH OpraHm3Ma B CPaBHEHHH C IIIanedo
yepe3 72 Hepenu. boree Toro, cHukeHue o0IIel KUPOBOM MacChl COITPOBOXKIAIOCH YMEHbIICHHEM
KOJIMYEeCTBa BHUCIEPATBHOTO Xupa. JlaHHBIE pe3ysbTaThl MO3BOJSIOT YTBEPKAATh, YTO CHIDKCHHE
o01iell Macchl Tena TJIaBHBIM 00pa3oM CBS3aHO C YMEHBLIEHHEM KOJHMYECTBA KMPOBOH TKaHH, B
TOM YHCJI€ BUCIIEPATBHOTO KHUPA.

Vayuwenue gpusuueckoeo ¢pynkyuonuposanus

VY ManueHToB ¢ 0KUPEHUEM WM H30BITOYHBIM BECOM 0€3 auadeTa, MmoaydaBIIuX TUP3ENaThI, ObLITH
MIPOJIEMOHCTPUPOBAHBl HEOOJBINNE YIYUIICHHUs] KadyecTBa KH3HU, CBSI3aHHBIE CO 3J0POBHEM,
BKJTIOYas (pu3nyeckoe PyHKIIMOHUPOBAHUE. YITyUIICHUS Y MAIlMEHTOB, TPUHUMABIITUX TUP3EMATH]I,
ObutH Oosiee 3HAUMTEIBHBIMU, YeM Yy TodyyaBmmX IMarne6o. KadecTBo >KW3HM, CBSI3aHHOE CO
3I0POBBEM, OIICHUBAJIOCH C UCIOJIb30BaHUEM 001Iero KpaTkoro onmpocHHKa TSl OIIEHKH COCTOSTHUS
310poBbs 36v2, penakuus (SF-36v2).

Obcnedosanue cepoedHo-cocyoucmou Cucmembl
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

[0 KpaliHel Mepe OJHO TsDKelloe HexenaTeabHoe cepaeuHo-cocynuctoe sisnenue (THCCS).
CocraBHas koneuHas Touka THCCSI-4 Bkimogana cMepTh OT CEpIIEYHO-COCYAMCTHIX 3a00JIeBaHHIM,
HeCMepTeNbHbIH MHPApKT MUOKap/a, HECMEPTEIbHBIA MHCYJIBT WM FOCHUTAIU3ALMIO IO MOBOIY
HECTaOUJILHOM CTEHOKapIUH.

CornacHo pe3yJibTaTaM MEPBUYHOTO METaaHaIN3a PErUCTpallMOHHbIX ucciaenoBanuii ¢asel I u Il y
nanueHToB ¢ CJ[2 tuma Bcero 116 maunmenTtoB (Ttup3enatua: 60 [n = 4410]; Bce mpemapaTsbl
cpaBHeHMs: 56 [n = 2169]) npouun no kpaiiHedl Mepe 0JHO OOClIeOBaHHE C MOATBEPKIACHUEM
THCCS-4: pesynpTaThl MOKa3ajd, YTO TUpP3EHaTH]l HE OBLI CBSI3aH C IOBBIIIEHHBIM PHUCKOM
SIBJIGHUI CO CTOPOHBI CEPIIEYHO-COCYAUCTON CUCTEMBI 110 CPABHEHUIO C HECKOJIBKUMU IIpenapaTaMu
cpasuenus (YCC: 0,81; IU: ot 0,52 no 1,26).

JlomonHUTENbHBIA aHanmu3 ObUT TpoBeldeH creuuanbHo ans  wuccinegoBanus SURPASS-4,
BKJTIOYABILIETO TTAIMEHTOB C YCTAHOBJIEHHBIM CEpACYHO-COCYIUCTHIM 3aboneBanueM. Bcece 109
nanueHToB (tupsenatud: 47 [n = 995]; uncynun rnaprud: 62 [n = 1000]) npouutu mo KpaitHei
Mepe onHy 3kcnepTtusy ¢ noarBepxkaenuem THCCS-4: pe3ynabTaThl MOKa3aiu, YTO TUP3EMATU] HE
OB CBSI3aH C TIOBBIIICHHBIM PHCKOM SIBJICHHMI CO CTOPOHBI CEPACYHO-COCYIUCTONW CHUCTEMBI O
cpaBHeHHIO ¢ npenapatom uHCyauH raaprud (UCC: 0,74; IU: ot 0,51 mo 1,08).

B Ttpex mnane6o-koHTponupyembix wucciemoBanusx Il ¢das3pl mo KOHTpomo Macchl Tena
(SURMOUNT 1-3) B oOmieit clnokHOCTH y 27 NAIlMEHTOB MPOM30IUI0 KaK MHHHMYM OJIHO
noareepxkaennoe THCCS (TZP: 17 (n = 2 806); mnane6o: 10 (n =1 250)); yactora coObITHIi ObLITa
OJTMHAKOBOM I TUTane0o0 1 TUp3enaTHIa.

Apmepuanvroe oasnenue

B mnane6o-kouTponmupyembix uccnenoBanusx Il dassr y mammentoB ¢ CJI2 npumMeHnenwue
TUp3€NaTha MPUBOAWIO K CHIKEHHMIO CHCTOJIMYECKOTO M JAMACTOJIMYECKOTO apTEPUATIBHOIO
JaBIieHUs] B cpenHeM Ha 6—9 MM pT. cT. U Ha 3—4 MM pPT. CT. COOTBETCTBEHHO. Y MAIMEHTOB,
MPUHUMABIIKX IU1a1e00, HAOMI0JAN0Ch CPEAHEEe CHUKEHHE CHCTOJIUYECKOTO U JUACTOIMYECKOrO
apTepUaIbHOTO JABJICHUS HA 2 MM PT. CT. 110 KaKJJOMY ITOKa3aTellto.

B Ttpex mnane6o-koHTponupyembix wuccienoBanusx Il ¢das3sl mo KoHTponto Macchl Telna
(SURMOUNT 1-3) nedenue THp3eNaTHIOM MPHUBEIIO K CPEIAHEMY CHUKCHHUIO CHCTOJHUYECKOTO U
JUACTOJIMYECKOr0 apTepHUaIbHOTO JAaBJIE€HUS Ha 7 MM PT. CT. U 4 MM PT. CT., COOTBETCTBEHHO. Y
MAIMEeHTOB, TOJyYaBIIMX IUIanebo, CpefHee CHIDKEHHE CHCTOIUYECKOTO M JIUACTOIMYECKOTO
apTepHalIbHOTO JIaBIIEHUSI COCTABUJIO < 1 MM pT. CT.

YP06€Hb 2/IIOKO3bl 8 Cbl6OPONIKE KpOBU HAMOUAK

B wuccnenoBanusx SURPASS-1-5 npumeHneHue Tup3enaTua MNPUBOAUIO K 3HAYUTEIBHOMY
CHUKEHUIO YPOBHSI IJTIOKO3bI B KPOBU HATOIIAK 10 CPABHEHUIO C UCXOIHBIM YPOBHEM (M3MEHEHHUS
OT HCXOJHOTO YPOBHS JO TMEPBUYHOW KOHEUHOM TOUYKH COCTaBIsUIM OT -2,4 MMOJB/I 70 -
3,8 MMoITB/1T). 3HaYUTENbHOE CHMKEHHE TIIFOKO3bI B KPOBH HATOIIAK MO CPABHEHHIO C MCXOTHBIM
yYpOBHEM MOKHO ObUIO HaOmonaTh yxe uepe3 2 Hemenu. [lanbHelimiee ynmydllieHHE YpPOBHA
[JIFOKO3bl B KPOBHM HATOIIAK HAaOMI0aIoCh 10 42 Heselb, 3aT€éM COXPAHSJIOCh B TEYEHUE CAMOIO
JUTUTENILHOTO nepuoaa uccieaoBanus — 104 Henensp.

IlocmnpanouansHulil ypoeens 0K03bl

B wuccnenoBanusx SURPASS 1-5 npuMenenue Tupienatujia MPUBOJWIO K 3HAYUTEIBHOMY
CHIDKEHHIO CPETHETO YPOBHS TJIIOKO3bI Yepe3 2 yaca Iocje nprueMa MUy (cpeaHee 3HaueHue Tpex
OCHOBHBIX TMPHUEMOB MHUIIM B JEHb) MO CPAaBHEHHIO C HCXOJHBIM YypOBHEM (M3MEHEHHUS OT
WCXO/JHOTO YPOBHS [0 TEPBHYHOW KOHEYHOH TOYKH COCTaBISLIM OT -3,35 MMOJB/T 10 -
4,85 mmoub/i).

Tpuenuyepuowi
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B uccrnenoanusax SURPASS 1-5 tupsenatun B qo3ax 5 mr, f&ﬁi"ﬁ%ﬁi‘pﬁ%&'tﬂﬁ)ﬂeﬁ%

YPOBHSI TPUTJIIMILIEPHIOB B CHIBOPOTKE KpoBH Ha 15-19 %, 18-27 % u 21-25 % cooTtBercTBeHHO. B
pamkKax wuccienoBaHus B TedeHue 40 Helenb MO CpPaBHEHUIO C CEMariayTUIoM B Jo3e 1 wmr
tup3enatua B no3ax Swmr, 10 Mr u 15 Mr mpuBOAMA K CHUKCHHIO YPOBHS TPUTIIHMLEPHUIOB B
ceiBOpoTke Ha 19, 24 m 25 % COOTBETCTBEHHO B CpaBHEHHUHM CO CHIDKeHHeM Ha 12 % mpu
MIPUMEHEHUU CeMarilyTh/a B jo3e 1 Mr.

B pamkax mutane6o-konTponupyemoro uccienoBanus 111 ¢a3er B Teuenue 72 Henenb y NAMEHTOB C
OKMPEHHEM WU U30BITOYHON Maccoii Tena 6e3 C/I2 neyenue Tup3enaTtuaoMm B no3ax S mr, 10 mr u
15 Mr NpUBOIMIIO K CHUKCHUIO YPOBHS TPUTIIMIIEPHUIOB B CHIBOPOTKE KpoBH Ha 24 %, 27 % u 31 %
COOTBETCTBEHHO B CPAaBHEHUHU CO CHHXKEHHEM Ha ypOBHE 6 % Ipu NpUMEHEeHUH I1anedo.

Jons nayuenmos, oocmueuwiux yposus HbAlc < 5,7 % Oe3 kiunuuecku 3HAUUMOU SUNO2AUKEMUU

B 4 uccrnegoBanusx 6e3 couetanus Thp3enaruia ¢ 6azanbHbiM MHCynuHOM (SURPASS-1-4) ot
936 % g0 100% mamueHTOB JOCTUTIIM HOpMaibHOM mmmkemun HbAle < 57% (<
39 MMOJIB/MOJIB), BU3HUT B MEPBUYHON KOHEYHON TOYKE C JICYEHUEM THUP3EHATUIOM Hpoxojaui 0e3
KIIMHUYEeCKH 3HAaYMMoON Turornukemund. B wccinemoBanuu SURPASS-5 y 85,9 % manuenTos,
NPUHUMABIINX TUp3enaTtui u nocturmux ypoas HbAlc < 5,7 % (< 39 MmMonb/MoIb), HE UMEIOCH
KIIMHAYECKH 3HAYMMOMN TUTIOTJTMKEMUH.

Bospacm, non, paca

Bo3spact, mon, paca, sTHUYeCKas MPUHAIIEKHOCTh, PETHOH, a Takke ucxomueii UMT, HbAlc,
MPOJOKUTENIFHOCTh AMa0eTa W YPOBEHb HapylieHHs (QYHKIUM T[OYEeK HEe BIHUAIU Ha
s dexTuBHOCTD TUp3emaTuaa mpu jgeuennn CJI2.

B03paCT, I1oJ1, paca, STHUYCCKass NMPUHAJIICKHOCTh, PCTHUOH, HCXOHHBIﬁ I/IMT, a TaxKKC HaJIM4yuc
HJIN OTCYTCTBHEC npenz[Ha6eTa HC BJIMAJIN Ha 3(1)(1)€KTI/IBHOCTI> TUp3CIIaTUuZia B OTHOIICHUKW KOHTPOJIA
BEcCa.

5.2. PapMaKOKHHETHYeCKHe CBOHCTBA

Tupsenarng coctour u3 39 aMHUHOKHMCIOT W HUMEET IPUCOCAUHEHHBIA KOMIIOHEHT >KUPHOMU
JIBYXOCHOBHOHM KucioTel C20, KOTOpBIH 0OecreuyuBaeT CBS3bIBAHWE ANbOyMHUHA U MPOAJICBACT
MEePUOJT TIOTYBbIBEICHUS.

AOGcopouus

MakcuMansHas KOHOCHTpalus TUP3CIIaTUAa JOCTUTACTCA UYCPC3 872 gaca mocie IMPUMCHCHUA
J03bl. PaBHOBECHAS SKCIO3UIUS JTOCTUTACTCS ucpes 4 HEACIN MPUMCHCHUA OJUH Pa3 B HEACIIO.
9KCH031/II_[I/I$I THUP3CIIaTHAA YCUIIUBACTCA IIPOIMOPHIHUOHAIBHO J103€.

[Ipy TOIKO)XKHOM BBEICHWW THUp3EMATHIA B TEPEAHION OPIOIIHYIO CTEHKY, OEIpo WM TUIeYO
JIOCTUTAETCS CXOHAs SKCIIO3HIINS.

AGcomoTHas OMOAOCTYITHOCTh THP3ETaTHAA MTPH MOIKOKHOM BBefeHnH cocTaBmiia 80 %.

Pacopenenenue

Cpennuii Kaxymuiics o0beM pacrpeesieHus] TUp3enaThja B PaBHOBECHOM COCTOSIHUM IIOCIIE
MOAKOXKHOTO BBeneHus y marueHToB ¢ CJI2 cocrtaBnser mpumepHo 10,3151, a y MamMeHTOB ¢
oXxupeHuem — 9,7 1.

TupsenarTu IMeET BHICOKYIO CTEIIEHb CBSI3BIBAHUS C albOyMuHOM Iu1a3Mbl (99 %)

buorpaucdopmars

Tupsenatun MeTabOMU3UPYETCsT IMyTEM IPOTEONM3a MENTHAHOTO OCTOBA, O€Ta-OKHUCICHHS
KOMIIOHEHTA )XKUPHOH IByXOCHOBHOU KucnoTel C20 u ruaponusa amuaa.

OIUMHHALUS
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HaGmromaemMbrit cpenHmii KIIMPEHC TUP3EMaTHaa B 1O VJ'ISIIII/II/II:BIO_'(IZ:”;ZJ%E ';“ %ﬁgj%_léﬁe—'}r/g:'rrleplrjréh

TOJIYBBIBCICHUS COCTABIISICT OKOJIO 5 ,Z[HGP’I, YTO MO3BOJICT HIPUMCHATL €T0 OAWH pa3 B HEACIIIO.

Tnp3enarnn BBIBOAUTCA 3a CUCT MeTaboau3mMa. MeTaboIHuThI TUp3CIaTUuJia BEIBOJATCSA B OCHOBHOM
C MOYOM M KaJIOM. TI/Ip3eHaTI/II[ B HCU3MCHCHHOM BHUJC B MOYC HNJIN KaJI€ HC 06Hapy>KI/IBaeTC$I.

Oco0Bble TPYIIILI TAIMEHTOB

Toueunas nedocmamounocms

[loueynass HEAOCTATOYHOCTh HE BIIMAET Ha (PapMaKOKMHETUKY Tup3enartuaa. PapMakOKMHETUKY
TUp3€NaThia Iocjie OAHOKPATHOTO NPUMEHEHHs S MI' OLEHHMBAJIM y MAIUEHTOB C Pa3IMYHOU
CTENEeHbI0 HapylleHUs (QyHKUMU Modek (jerkas, ymepeHHas, Tspkenas, TIIH) mo cpaBHenuio c
NaIMeHTaMH ¢ HOPMaJbHOHM (yHKIMEH NoYeK, KIMHUYECKHU 3HAYUMbIX pa3IMyuil He HaOt0anoch.
OT0 Takke ObLIO MPOJEMOHCTPUPOBAHO y ManueHToB Kak ¢ C/I2, Tak u ¢ HapylieHueM (yHKIUU
[I0YEK HA OCHOBAHUU JAHHBIX KJIMHUYECKUX UCCIICIOBAHUMN.

Ilevenounas nedocmamounocms

Hapymenune ¢yHKIMy neuyeHu He BiMsieT Ha (apMakKOKMHETUKY Tup3enartujaa. OapMakOKHMHETHKA
THpSGHaTI/I)Ia II0CJIC O)IHOKpaTHOFO HpI/IMeHeHI/ISI 5 MI' OLICHHUBAJIN y IIaAaqUCHTOB C pa3quH0171
CTETNICHbIO HapyIlIeHUs (YHKIUU Te4YeHW (JeTKOW, YMEPEHHOH, TSKENON) IO CPaBHEHUIO C
MauMeHTaMu C HOPMAaJbHOM (YHKIMEW Ie4YeHH, KIMHUYECKH 3HAYUMBIX pa3induil He
Ha0JII01aJIOCh.

BOS’pClCWl, noJ, paca, SmuaudecKkas I’lpuHaaﬂe.?fCHOCWlb, macca mena

Bospacr, non, paca, STHHUYECKass NPUHAMIEKHOCTh WIM Macca Tela HE OKa3blBaIOT KIMHUYECKHU
3HAYUMOT0 BO3AEHCTBUS Ha (hapMaKOKMHETHKY TUp3enatuaa. [1o taHHBIM GpapMaKOKHMHETHYECKOTO
aHajau3a NOMYJIALUH, SKCIO3ULMS THUP3ENAaTHIa YBEIMYMBACTCS C YMEHBLICHUEM MAacChl Tena,
OJIHAKO BJIMSHHUE MaccChl Tejla Ha (papMaKOKMHETHKY THUp3enaTHAa He MPEeACTaBIAETCS KIMHUYECKU
3HAYUMBIM.

CTHU

Tupsenatun He U3ydalics y MalUEeHTOB JIETCKOTO BO3pPacTa.
5.3. laHHbIe JOKJIHHHYECKOH 0€30IMacHOCTH

HOKJ’II/IHI/I‘IGCKI/IG JaHHBIC, OCHOBAHHBIC HAa MCCICAOBAaHUAX I1O (I)apMaKOHOFI/I‘leCKOfI 6€3OHaCHOCTI/I,
XpOHH‘ICCKOfI TOKCUYHOCTH U TCHOTOKCUYHOCTHU, HC BBIABUJIN PUCKA JJI YCIIOBCKA.

HccnenoBanue KaHIIEPOTeHHOCTH B TE€UEHHUE JBYX JIET OBUIO MPOBEIEHO HAa caMIlaX M caMKax KpbIC
B nmosax 0,15, 0,50 u 1,5wmr/kr (uro B 0,12, 0,36 u 1,02 pa3a mpeBbIIIaeT MaKCUMAIBHYIO
pekoMeHayemyto no3y s denoBeka (MPJIU) cormacHo AUC), BBOOUMBIX TOJKOXKHO JBa pasza B
Henento. Tup3enatu BeI3bIBal yBennueHue yucia C-KIETOYHBIX OIMyXOJied HMIUTOBUIHOU KEJIe3bl
(aleHOMBI U KapUHUHOMBI) BO BCEX J103aX IO CPABHEHUIO C KOHTPOJIEM. 3HAUEHHE 3TUX Pe3yJIbTaToB
JUTSl 4eTTOBEKa HEU3BECTHO.

B xone uccrnenoBaHMs KaHLUEPOT€HHOCTH Ha TpPAaHCTeHHBIX Mblmax rasH2 B Teuenue 6 Mecsues
tup3enatua B 1o3ax 1, 3 u 10 Mr/kr npu MOJKOKHOM BBEJICHHM J[BA pa3a B HEAETIO HE BBI3BIBAI
YBEJIMUYEHUSI YacTOTHl BO3HMKHOBEHMsI THIEPILIA3UM WM Heomnasun C-KIETOK IUTOBHIHOU
JKeJIe3bl BO BCEX UCCIIEJOBAHHBIX J03aX.

HccnenoBanus ¢ MpUMEHEHUEM THp3€NaTHa Ha JKUBOTHBIX HE BBIABWIN IPSIMOIO HEraTHBHOIO
BO3/ICUCTBUS Ha (PEPTUIBHOCTb.

B wuccnenoBaHusAX penpoayKTHBHON TOKCHYHOCTH OBLIO TOKa3aHO, YTO THP3EMATH]I BHI3BIBAJ
3aMeJICHHE POCTa TUI0Ja M OTKJIOHEHUS Pa3BUTHUA ILJI0JIa TIPU BO3JACHCTBUU HHMXKE MaKCUMAIbHO
PEKOMEHJIOBaHHOW JI03bl JJisi 4YenoBeka, mo mokazatento AUC. YV moromcTBa HaOII0MaIOCHh
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

TaKKe U3MEHEHUS B PAa3BUTUHM BHYTPEHHUX OPraHOB M cKelleTa. Y KpbIC M KPOJIMKOB HAOII0anoCh
COKpallleHHE pocTa 110/1a. Bce HeraTuBHBIE MPOSIBICHNS B OTHOIIEHUH PENPOAYKTUBHON (PyHKIMU
HaOJII0AATINCh IPU PHUEMe TOKCHUUYHBIX 103, KPATHO NMPEBBIIIAIONINX TepANeBTUYECKHE.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeyeHb BcIOMOraTeIbHbIX BellleCTB

Junatpus rugpodocdara renrarupar
Hatpus xiopun

®enou

ben3nnoselil ciupt

['munepun

PacTtBOp xs1opoBogOpOAHOM KHCIOTH | M
PactBop HaTpus ruapokcuaa 1M

Bona mns mHbeKImi
6.2. HecoBMecTHMOCTH

B cBs3u ¢ OTCYTCTBHMEM MCCIIEIOBAHWNA COBMECTMMOCTH, JAHHBIN JIEKAPCTBEHHBIM Ipenapar He
ClIeyeT CMEUIUBATh ¢ APYTMMU JICKAPCTBEHHBIMU IIPEIapaTaMH.

6.3. CpoK roaHocTH (CPOK XpaHeHus )

2 roja.

Tlocie nepBoOro UCIoJab30BaAHUS

[Tocne mepBOro MCIONB30BaHMS HINPHUI-PYUYKH XPAaHUTh B OPUTHHAIBHOW yNaKoBKe (Tayke) Uis
3aluUThl OT cBeTa npu Temmeparype He Bbimie 30 °C wnm npu temmeparype ot 2 mo 8 °C (B
XO0JIOJIUIIbHKKE) B TeueHue 30 THei.

6.4. Oco0Oble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

Xpanuth mpu Temieparype ot 2 10 8 °C B OpUrHMHaIBHON yHaKoBKe (TauKe) AJIs 3alIUThl OT CBETA.
He 3amopaxxuBaTs.
[Tocne ucnonp30BaHus 3aKPHIBATh MITPUII-PYUKY KOJIMAYKOM JUISI 3aIIUTHI OT CBETA.

VYcnoBust XxpaHeHUs MOCTIE IEPBOTO MCTIOIB30BaHUs CM. B paszene 6.3.
6.5. XapakTep u cogep:kaHue YNAKOBKHU

IlepBruHas ynakoBKa JEKapCTBEHHOIO IIpenapara

I[To 2,4wmn mpenapara c¢ coxepkanuem tup3enatuaa 4,17 mr/mn, 8,33 mr/mm, 12,50 mr/mi,
16,67 mr/mmn, 20,83 mr/mu, 25,00 Mr/mMi oMeNarOT B KapTPUDK U3 OECIBETHOTO IMPO3PAYHOTO
cTekia | TUAPONUTUYECKOTO Kiacca, | Tuma, oOKkaTaHHBIA ¢ OJHOW CTOPOHBI KOMOMHHPOBAHHBIM
KOJITAYKOM, COCTOSIIIIMM U3 AUCKA pe3UHOBOTO (OpOMOYTHIIOBOTO) U KOJIMAavyKa aJlOMUHHEBOTO, a C
JPyTroi CTOPOHBI YKYNOPEHHBIA PE3NHOBBIM (OPOMOYTHUIIOBBIM HIIH XJIOPOYTHUIIOBBIM) TLTYHKEPOM.
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Kaptpumk BCTpoeH B OAHOPA30BYIO HINPUIL-PYUKY |JUIS MH@&{)M; ﬁhﬁg%ﬁcﬁl :1'1'1'11:[;{/1'}1'-

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

PYUKY HaKJIEHBAIOT ITUKETKY.

BropuuHnas ymakoBKa JICKAPCTBEHHOTO Mpelapara

[To 1 mam 3 mmpuL-pydyKH BMECTE C JIMCTKOM-BKJIAJbIIIEM MOMEIIAIOT B MAauKy M3 KapTtoHa. Ha
MayKy MOXKET ObITh HaKJIEEHA ITUKETKA C MAPKUPOBKOM.

[To 1 mmpun-pydyke BMECTE € JMCTKOM-BKJIAABIIIEM I[OMEUIAIOT B MAYKy M3 KapToHa. B mauky
MmoMeInaT 4 OJHOPa30BBIC WIIBI, PAa3MEIICHHbIE B ONHCTEPE C KPBINIKOW WIM B OJIKMCTEpE,
3anassHHOM ¢onbroit. Ha mauky MoxeT ObITh HaKJIeeHa 3TUKETKA C MAPKUPOBKOM.

[To 3 mmpuI-pyYKH BMECTE C JIMCTKOM-BKJIAJBIIIEM I[OMEIIAIOT B TAaYKy M3 KapToHa. B madky
nomermaT 12 oJHOpPa30BBIX WIJI, PAa3MENICHHBIX B OJIMCTEpPE C KPBINIKOH WX B OIUCTEpE,
3anasHHOM (oJbroii. Ha madky MoxeT ObITh HaKJICEHA ITUKETKA C MAPKUPOBKOM.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPHU YTHIU3AIUH MCIIO0JIb30BAHHOIO JIEKAPCTBEHHOT 0
npenapara MM OTXO0J0B, MOJYYEHHBIX MOCJe NMPUMEHEHHUs] JEeKAPCTBEHHOr0 Mpenapara, u
Apyrue MaHMIYJSIIMU € penapaToM

HHcTpyKIIMSA MO IpHMEHEHMIO IIpenaparta Tupaujes B BHJAC IPEIHAMOJHESHHOIO OJHOPA30BOr0
mmmpuIa

Sr— ™
Konnauok [epxartens Pyyka OkHO KHonka
LUNPUL-PYYKN KapTpuaxa n03bl UHBEKUMI
CenekTop
[o3bl
e ( \
—= |
H | \
S \
BHewHui BHyTpeHHui Wrna 3awuTHbI
KOMNa4oK urmbl KONNa4oK urmbil A3bIYOK

9T0 OJITHOpAa30Basl HIIPHI-PYYKa I MHOTI'OKPATHBIX I/IHLGKHI/Iﬁ npc€aHadHavycHa IJjis1 OJHOTI'O
nanucHTa.

1. IInpun-pydka coaepkut 4 (puKkcHpoOBaHHBIE JA03bI, O OIHOI /J103€e, IPUHUMAEMOW OTUH
pa3 B HeeNI0.

2. Tlocne 4 103 mIIpHUI-PYyUKy, BKJIIOYAs HEUCIIOIb30BAHHOE JIEKAPCTBEHHOE CPEACTBO, CIEIyET
YTUIIU3UPOBATb.

[Inpui-pyyka He O3BOJIET YCTaHABIMBATH MOJIHYIO 03y MOCIIE BBEEHUS 4 103.
HeJb3s1 BBOAUTH OCTaBIIMICS Mpenapar.
He nepeHocute nexapcTBEHHOE CPEACTBO U3 HIMPUL-PYUKH B IIITPHII.

He nepenapaiite mmpui-pyuxky IpyruMm JIOISM, TaXKe eCH MIPHUIl-Pyyka Oblia 3aMeHeHa.

N o g M~ w

CrenbIM WK JIOASIM € TIPOOJIeMaMu CO 3p€HHEM HE CIIEAYET MCIOJIb30BaTh MINMPHUII-PYUKy 03
TTOMOIIIH JIUI[A, O0YYEHHOTO UCIIOIB30BaTh MIPHUI-PYUKY.

Obpawenue co wnpuy-pyykou
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(NOCNEQCBATENEHOCTE 0002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hewucnonb3oBaHHbIE MINPUI-PYYKH XPaHUTh B XOJOAWIbHUKE Npu Temieparype ot 2°C no
8°C.

Heucnonp3oBaHHbIE HITPUI-PYUYKH MOKHO UCTIOIB30BATH JI0 AAThl HCTEUEHUSI CPOKA TOJTHOCTH,
yKa3aHHOM Ha 3TUKETKE, €CJIM WIIPUL-PYUYKH XPAHUTh B XOJOIUIBHON KaMepe.

He 3amopakuBaiite mmpui-pyuky. Beiopockre (yTUIM3upyiiTe) MIIpUI-pydKy, €Clid OHa Obl1a
3aMOpOKEHA.

HUcnonvzosannbvie wnpuy-pyiKu.

Mcnonp30BaHHY0 MINPUI-PYYKY TOCJIE€ HWHBEKIMH MOXHO XpaHUTh IpU KOMHATHOH
temneparype Huxe 30 °C.

[Inpun-pydKky XpaHUTh B HEAOCTYITHOM M HEBUAMMOM JUIS JETEN MECTE.

Yrunuzupyiite mmnpui-pydky depe3 30 aHEdl mocie MCHOJIb30BaHUs BIIEPBBIE JIaKe, €CJIM B
LIIPUI-PYYKE OCTAJICA IIpenapar.

YTunusupyiite MINpUL-PYUYKYy IMOCHe ModydyeHus 4-HeneiabHbIX 103. [lombiTka BBeIeHUS
J000TO OCTaBIIETOCS KOJWYECTBA IMpernapaTa MOXKET MPUBECTU K BBEJCHUIO HEMOJHOW J103bI
JIaXKe, €CIIM B LIIPULI-PYUYKE OCTAJICS Ipenapar.

Yacmo 3adasaemvie 60NnpoOCbIL

Eciu He MokeTe CHATH KOJIIAYOK CO MIIPpULI-PYYKHU, MCIJICHHO HOBOpaqHBaﬁTe KOJITa40K
MOIMPpUI-PYYKH Ha3al U BIICPECA U 3aTCM IOTAHUTC KOJIIAYOK PYUKHU IIPAMO Ha ceOsl.

Ecnu Ha KHOIIKY ITyCKa TPYHO HAKaTh:

- Oosiee MemJIeHHOE Ha)KaTHE HA KHOMKY IIycKa OyJeT CIocoOCTBOBaTh 0o0Jiee JIETKOMY
BBEJCHHUIO;

— Ballla WIVIa MOXET ObITh 3abiokupoBaHa. HaneHpTe Ha MINPUI-PYUYKY HOBYIO ULy H
BBITIOJIHUTE «YKOJI B BO3IAYX»;

— BHYTPHU IINPHUI-PYYKH MOKET OBITh MbLIb, MUIIA WIH KUAKOCTh. BRIOpOCKTE MIMPULI-PYUKY
Y BO3bMHUTE HOBYIO.

Ilepen HCII0Jb30BaAHHECM MIIOPUIT-PYYKHA BHHMMATCJIBHO MIPOYHUTANTE I/IHd)ODMaHI/II-O 8(0)

HUCIIOJBb30BaAHUIO.

Toozomoska k esedenuio

OTMmeTbTE IEHb U MECAL, B KOTOPBIN OyJIE€T IPUMEHSTHCS Mpenapar.

Hcnons3oBaTh OJIUH pa3 B A BBOXKY CKCHCACIIbHYIO 103y B JaThl, IPUBCACHHLIC AAJICC
HEACIIO.

VYka3atb JIEHb HEJENH,

BBIOpAaHHBIN JIJISI TPUMEHEHHS

(Henn/mecsn)  (denb/mecsn)) (ens/mecs)  (Jenb/mecsin)

npenapara.
[Ipenapar HE00X0IUMO
BBOJIUTH B 3TOT JICHb KaKIOM
He/lenu (mpumep:
MOHEIeJIbHUK).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.04.2026 N= 7833

(MOCNEODBATENBEHOCTE 0002)

7 Jran 1:
BrimoliTe pyku BOAOM C MBUIOM.
4 N Oram 2:
e JloTAHUTE KOJMNAYOK pPYyYKHd MPsSMO Ha
ceOs.

e  OcMOTpUTE HINPUL-PYUKY U ITUKETKY.

e He ucnosan3yiire, ecamn:

| S —  HAaWMCHOBAaHWE WM  JO3MPOBKA
JIEKAPCTBEHHOIO CPEJICTBA HE COBIIANAIOT
C BaIllUM PELENTOM.

— y WMNPUL-PYYKH UCTEK CPOK TOAHOCTH
('OAEH JO) wmu oHA  BBIMISAUT
MOBPEKICHHOM.

— mpenapar ObUT 3aMOPOKEH, PacTBOP
COJICP)KUT BHUJMMBIC YACTHIIBI, ITOMYTHEI
WK W3MEHWI [BeT. Tup3enarus JOHKEeH
OBITH OECIIBETHBIM — CJIETKA JKEJITHIM.

Oran 3:

[IpoTpuTe BHYTPEHHHU H3OJIMPYIOUIMN CIIOW
TaMIIOHOM.

- ~ ™ 9rtan 4:

e Brpi0eputre HOBYW HINy IS HINPHI-
pyuku. Becerna ucnonb3yiite HOBYIO UIITy

JUTSL  TIMPHUI-PYYKH BO BpeMs KaXJIOTO
BBEICHUS TS MPEIOTBpALICHHS
WHQEKIMA W UCIOJIB30BaHUS 3a0UTHIX
1518

o o v

e Vnamure  OyMaxHyl0  Hakiledky ¢
BHEIIHETO KOJIA4yKa UIJIbL.

36



4 4 A
. .
a. Buemumii 0. BuyTpennunii
KOJINAY0K HTJIbI KOJINAY0K UTJIbI
( N

COOTBETCTBYET 3KCTIEPTHOMY OTUETY
ot 16.04.2026 Ne 7833
Srans:  (MOCMELAOBATENLHOCTE 0002)

Hagenbre wuriy ¢ KosmmaukoM INpsMO Ha
HINPUL-PYYKY U 3aKpyTUTE UTITY JI0 yIopa.

Jrtan 6:

a. CHMMHUTE BHEUIHWH KOJMAYOK WIJBl H
coxpanute ero. OH OyJeT HCIOJIb30BaTHCS
IIOBTOPHO.

6. CHUMHUTE BHYTPEHHUH KOJIIAYOK HIJIBI U
BBIOPOCHTE €r0.

Ortan 7:

MemjieHHO TOBOpavYMBailTe KHOIKY ITyCKa 10
TE€X TOp, NMOKAa HE YCIBIIHWTE 2 MeJ4YKa U
[IOKAa Ha OKHE JI03bl HE MOSIBUTCS yIIMHEHHAS

JIMHUS g . OTO TIOJIOXKEHUE «yKojla B
BO3QyX». Ero MOXHO HCIpaBUTh MyTEM
MOBOPAYMBAHMS KHOMKU TycKa B JIOOOM
HAIpaBJIEHUU 10 TEX MOp, MOKa IOJIOKEHHE
«yKoOJla B BO3JyX» HE BBIPOBHSIETCS C
WHIUKATOPOM J103.

Oran 8:

e JlepkuTe MIIPHI-PYUYKY TaK, YTOOBI WIiIa
ObLIa HampaBiieHa BBEPX.

e (Cnerka mocTydynTe 1O  JIEpiKaTEIIO
KapTpHuka Juisd cOopa My3bIpbKOB BO3/1yXa
B BEpXHEH YaCTH.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

BricBoboauTe HEKOTOpOE KOJIMYECTBO
mpenapara B BO3AyX NyTeM Ha)KaTUsl Ha
KHONKY HyCKa /IO OCTaHOBKH, 3aTeM
MeJIEeHHO MOocYHuTaiiTe 10 S, yaep:kuBasi
KHONKY mycka. B okHe 103 1HomkeH ObITh

CHUMBOJI A@ He BBOJHMTC B Balll OpTraHU3M.

IIpn momonm «ykoja B BO3AYX» YIAJSIOT
BO3JyX W3 KapTpuika W YOeXIarTcs, 4YTO
HIIPHI-pydKa paboTaeT KOPPEKTHO. «YKOI B
BO3yX»  Balled  IINPUI-PYYKH  ObLI
OCYILIECTBIIEH, €CIM W3 KOHYMKA WIJIBI
HIMPUI-PYIKT BBITEKAET HeboubII0e
KOJIMYECTBO JIEKAPCTBEHHOI'O CPEJICTBA.

— Ecnu npenapar He BHJHO, NOBTOPSIOT
sransl /-9, HO He OoJiee 2 TONOIHUTEIBHBIX
pas.

— Ecim BBI Bce erie He yBUICIHN Mpernapar, TO
3aMEHHUTE WY INMNPHUI-PYYKH U MOBTOPUTE
sranbl 7-9, He Ooiiee 1 DOIIOIHUTEIHLHOTO
pasa.

Oran 10:

e BriGepure MecTO U1 HUHBEKIUU.

a. mpemapar MOXHO BBOAWTH B OeApo WM
J)KUBOT Ha PACCTOSIHUM, MO KpaillHeh mepe, 5
CM OT MyTIKa.

0. MO0, OCYIIECTBISAIONIEE  yXOJ  3a
MAIMEHTOM, MOXKET BBIIIOJHHUTL MHBEKIHIO B
3aIHIOIO0 YacCTh ILIEYa.

e Yepeayiite MeCTO HMHBEKIHH KAKIYIO
HeJeq 0. MOXHO UCIIOJIb30BaTh OAHY U TY
ke o00jlacTh Tejaa JIA  UHBEKIUH, HO
00s13aTeNbHO BBIOPATH PYroe MECTO JUIst
HHBEKIUA B DTOH 00JIaCTH.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.04.2026 N= 7833

ran|l1: (NMOCNEOOBATENEHOCTE 0002)

[loBopaunBaiiTe KHONKY IIycka A0 ynopa M

[IOSIBJIEHUSA CUMBOJIA E B OkHE 103. CHUMBOJ

E O3HAYACT MMOJIHYIO 103Y.

Oran 12:

a. BcraBbTe UITy B KOXKY.

0. BBenure mnpemnapar nmyTeM HaKaTHS Ha
KHONIKY I@ycKa JO0 ynopa U MeJJIeHHO
cyuTaite A0 S, mpH ITOM YyIAepKUBas
Ha)KaTOM KHOMKY mycka. llepen ynanennem

HI'JIbl CUMBOJI A@ JOJIKCH OBITH B OKHE J03.

Oran 13:

e [I3Bnekute wuriny w3 Koxu. Kamis
mpernapaTa Ha KOHYMKE WIJIbl SIBJISIETCS
HOpMOM. OTO  He  TOBIUSAET  HA
OCTaBIIYIOCS /103y Mpernapara.

L4 HO,[[TBepI[I/ITe, YTO B OKHEC 103 HMCCTCA
CHMBOIJI J@‘ . Ecim BmI BUAUTC CHUMBOIJI
A@‘ B OKHC, BbI TOJIYYUJIU IMTOJIHYIO JO3Y.

e Ecmm BBl He BUJIUTE CHUMBOJI ‘@‘ B OKHC
03, BCTAaBbTC HUIJTY CHOBAa B KOXY U

BBITIOJTHUTE HUHBEKIUIO. He
yCTaHaBIMBAWTE J03y MOBTOPHO.

e Ecmm BB Bce eme He aymaere, 4YTO
MOJIYYWJIM TIOJIHYIO 703y, He HauyuHauTe
CHaJaJia ¥ He TOBTOPSINTE HHBEKITHIO.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.04.2026 N= 7833

(NMOCNEOOBATENEHOCTE 0002)

Ilocne unvexkyuu

Oran 14:

Ecnu nocie u3BlIedYeHUS UTIIBI BUIUTC KPOBb,
CJICTKa HaJaBHUTC Ha MCCTO MHBCKIIMH Mapneﬁ
WJIM BaTHBIM JHCKOM. He TPUTE MCCTO
HWHBCKINHU.

Oran 15:

OCTOpOXHO HaJACHHTE BHEIIHUN KOJIMAYOK
WTJIBL.

rtamn 16:

e OrkpyTuT€ WIIy C KOJIAukoM |
[IOMECTUTE €€ B  KOHTEHHep A
YTWIN3ALUA  OCTPBIX MpPEeIMEeToB (CM.
«YTHin3anus WHIpUL-pPyYKd U UIID»).

e He XpaHuTe LWIIPUL-PYUKY c
MIPUCOEINHEHHOMN HUTJIoN s
NPEIOTBPALICHUS]  YTEUYKH, 3aKYIOPKH
WVl U TNONAJAHUS BO3JyXa B ULIIPHUL-
PYUKYy.

~ ™\ Oran 17:

e HajaeHpTe KOJIMAayoOK Ha IOIMPpUL-PYUKY.

e He xpanute mmpui-pydxky 0e3 Koimayka.

Vrunmzanus

UYepes 30 gHeil mocie nepBoro MCMoib30BaHMsl MITPUI-PYUKY CIEIYET yTUIU3UPOBATh C OCTATKAMHU
npemnapara.

7. JEP/KATEJIb PETUCTPAIIMOHHOT' O YOCTOBEPEHU S

Poccuiickas @enepanus

AO «®apmacuntez-Hopm»

197350, r. Cankr-IletepOypr, nopora B Kamenky, . 74, nut. A, noment. 1-H
+7 (812) 240-45-15

info-psn@pharmasyntez.com
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.04 2026 N= 7833

7.1. IlpeacTaBuTe/Ib JEPAKATENA PETHCTPALIMOHHOIO Vzlocn')glexl):e'l;llgﬂll"' BATEMNBEHOCTE 0002)

[Iperen3un norpeduTeneit HaNPaBIATh 110 ATPECY:

Poccniickas @enepanys

AO «®apmacunre3-Hopn»

197350, r. Cankr-IletepOypr, yiu. JIéTunka AkaeBa, 1. 8, k. 3, cTp. 1
8-800-100-15-50

info-psn@pharmasyntez.com

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEHHBIN ITpEnapaT OTHOCUTCS K KATETOPUM OTITyCKa 10 PELENTY.

O6H.Ia$I XapaKTCPUCTUKA JICKAPCTBCHHOI'O IIperiapaTa TI/IpJ'II/I,[[eH AOCTYyIIHA B C€IWMHOM DPECCTPC
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3vilcCKOro »KOHOMHYECKOIO COK3a M Ha
oUIHaTEHOM caire YIOJIHOMOYEHHOTI'O oprana (9KxcTiepTHOU OpTraHHU3aIIH)
(https://Ik.regmed.ru/Register/EAEU _SmPC).
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