COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 29.12.2025 N= 32514

(MOCNEQOBATENEHOCTEL 0004)

OBIIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTO TIPEHAPATA
V JlaHHBIN JeKapCTBEHHBIN MpernapaT MOAJICKUT TOMOJHUTETbHOMY MOHUTOPUHTY. JTO MO3BOJIUT
OBICTPO BBISIBUTH HOBYIO HH(popmanuio mo Oe3omacHocTd. Mbl oOpaiiaeMcsi K cClieluaIncTam

CHCTEMBI 3[PaBOOXPAHEHHS C MPOCHOOH COOOIIATh O JIOOBIX MOA03PEBAEMBIX HEXKEIATEIBHBIX
peakuusix. [Topsiiok cooOiieHus o HexenaTeabHbIX peaklusax MpeAcTaBiieH B pasjaene 4.8.

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Pe6oaus Cium, 0,25 mr/mo3a, pacTBOp JUIsl MOJIKOYKHOTO BBEICHHS
Pe6omus Cnum, 0,5 Mr/mo3a, pacTBop ISt TOJAKOKHOTO BBEICHUS
PeGomus Cium, 1 Mr/mo3a, pacTBOp /IS TIOJIKOXKHOTO BBEICHHUS
Pebomus Crum, 1,7 Mr/mo3a, pacTBOp IS ITOJAKOKHOTO BBEICHUS

Peb6oaus Cnum, 2,4 mr/no3a, pacTBOp JJIsl TOJKOKHOTO BBEACHUS

2. KAYMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByIOIIIEE BEIIECTBO: CEMArTyTUA ™

PeGoaus Cnum, 0,25 Mr/no3a, pacTBop JUlsl MOAKOXKHOIO BBEIEHUS

Kaxnpiif ma pactBopa conepxur 0,68 Mr cemarnyruia. Kaxnas npenBapuTenbHO 3arlOJHEHHAs
MINPHUI-pydKa cofaepxut 2,04 Mr ceMarayTuaa B 3 MJI pacTBOpa, 4TO COOTBETCTBYET 8 /03aM 1O
0,25 Mr cemarnyTuia.

BemecTBa, HamMure KOTOPHIX HAJ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO MpernapaTa: HaTpui (M.
paznen 4.4.).

PeGoausa Cium, 0,5 Mr/mno3a, pacTBOp is IIOIKOKHOIO BBEACHHUS

Kaxnprit mn pactBopa conepxur 0,68 Mr cemarmyruna. Kaxmas mpenBapuTenbHO 3aroHEHHAS
HINpHI-pydka cofaepxut 2,04 Mr cemarayTuaa B 3 M1 pacTBOpa, YTO COOTBETCTBYET 4 03aM IO
0,5 mr cemarnyruma.

BemectBa, HanMure KOTOPHIX HAJ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO MpernapaTa: HaTpui (M.
paznen 4.4.).

PC60)II/I$I Crnm, 1 MF/I(OSa, PaCcTBOp 1A TOAKOKHOT'O BBEJACHUA

Kaxnpii mn pactBopa comepxut 1,34 mr cemarnyrupa. Kaxnas npenBapHUTENbHO 3alOJHEHHAS
MINPHUI-PYYKa COACPKHUT 4 MI' ceMaryiyTuja B 3 MJ pacTBOpa, YTO COOTBETCTBYeT 4 no3aM mo 1 mr
ceMariayTuja.

BemectBa, HamMure KOTOPHIX HAJ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO MpernapaTa: HaTpui (cM.
paznen 4.4.).

PeGoaus Cium, 1,7 Mr/no3a, pacTBOp Uis MOJIKOKHOTO BBEACHHUS

Kaxnpii Mi pactBopa coxepxut 2,27 mr cemarnyruja. Kaxnaas npenBapuUTENbHO 3alOJHEHHAS
HINPHUI-PYYKa COAEPKUT 6,8 MI' ceMarnyTuia B 3 MJI pacTBOpa, 4TO COOTBETCTBYET 4 j03aM IO
1,7 mr cemarnyrtuna.

Bermecta, HamMune KOTOPHIX HA/I0 YYUTHIBATH B COCTABE JIGKAPCTBEHHOTO TMperapara: HaTpui (CM.
paznen 4.4).

PeGonusa Cnum, 2,4 Mr/no3a, pacTBOp Ui MOJIKOKHOTO BBEACHHUS
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Kaxnapiii M pacTtBopa coAaepkuT 3,2 MI' ceMariayTHa. Kafx&%ﬂﬁé}&ﬁ&ﬁ%ﬂﬁ&" I;EIiTIBﬁHle}lLILI :IH

MITIPUI-PYYKa COJAEPKUT 9,6 MT ceMariyTuaa B 3 MJI pacTBOpa, YTO COOTBETCTBYET 4 103aM TIO
2,4 MT cemarnyTuja.

BelectBa, Haqu4re KOTOPHIX HAJ0 YYUTHIBATH B COCTABE JCKAPCTBEHHOIO MperapaTa: HaTpui (CM.
pasznen 4.4).

* CemariyTuja SIBISETCS arOHMCTOM pELENTOpOB IirokaroHonogobHoro mentuaa 1 (ITIT-1P),
MIPOU3BEJCHHBIM XUMUYECKHM CHHTE30M.

[TonubIii epeyeHs BCIOMOTaTEIbHBIX BEIIECTB MPUBENICH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PaCTBOp JJI1 TIOAKOKHOT'O BBEICHU .

Hpo3paqHa;1 66CHB€TH8.$I HJIN CJICTKA KOPUYIHEBATOI'O IBCTA ) KUJAKOCTD.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K MPUMEHEHHU IO

B3pocubie

[Ipemapat Peboaus Cnum nokasan K MpUMEHEHHUIO y B3POCIBIX B Bo3pacTe oT 18 jieT B JomnoiaHeHue
K HU3KOKAJIOPUIHHOMN JneTe U PU3NIECKON Harpy3Ke /Uit KOHTPOJISl MAacChI Tea, BKII0Yask CHHKCHHE
U TIOJIZIepKaHNe MACChl Tela Y B3POCIBIX C UCXOIHBIM HHAeKcOM Macchl Tena (MMT), paBHbIM:

e > 30 kxr/M? (0)HpEHNE) NI

e >27xr/M?, Ho < 30 kr/mM? (IIOBHIIIEHHAs Macca TeNla) IPK HAIMYHH 110 KpaifHe# Mepe oIHOi
COITYTCTBYIOIEH MAaTONIOTUH, CBSI3aHHOM C Maccoi Tela, HalpuMep JUCTIIMKeMUH (peanader
win caxapubiii jguaber 2 tuma (CJI2)), apTepuanbHOW TUINEPTEH3UH, JUCIUIHICMUH,
OOCTPYKTHBHOTO aITHO? BO CHE UJIM CEPJCUHO-COCYIUCTBIX 3a00J1€BaHUM.

J1s pe3ynbTaToB MCCIEI0OBAaHUN B OTHOIIIEHUU CHUKEHHSI CEPAECYHO-COCYJUCTOTO PUCKA, CEPICUHON
HE/I0CTaTOYHOCTH, CBA3aHHON C 0XKMPEHUEM, U N3yUSHHbIE MOMYIJIALUU CM. pa3zen 5.1.

4.2. Pe:xuM 103MPOBaHUS M CIIOCO0 MPUMEHEHU S

PexxuM 103upoBaHus

Bspocnvie

[MonnepxuBaromiasi no3a mpemnapara Pebomus Caum B pasmepe 2,4 Mr OAuH pa3 B HEAEIIO
nocturaercs, HauuHas ¢ 10361 0,25 Mr. UToOBI CHU3UTH BEPOATHOCTh BOZHUKHOBEHUS KEITYIO0UYHO-
KHIIIEYHBIX CUMIITOMOB, /103y CJE€AyeT yBEJIMUYMBAaTh B T€UEHUE 16 Henenb 10 MOAAEpPKUBAIOIIEH
no36l 2,4 Mr onuH pa3 B Hegemo (Tabmuma 1). B ciydyae 3HAYMTENBHBIX JKEITYTOYHO-KUIIIEYHBIX
CUMIITOMOB CJEAYET PACCMOTPETH BO3MOXKHOCTH OTCPOYKH YBEJIMYEHHUS 03Bl 10 TEX IOP, MOKa
CUMIITOMBI HE YMEHbIIATCS. ExkeHenenbHbie 10361, IpeBbIatomue 2,4 Mr, He peKOMEHJOBaHBI.

Tabnuya 1. I pagpux ysenuuenus 003vi

YBenueHne 1035l E:xeneneanHas 103a
Henens 1-4 0,25 mr

Henens 5-8 0,5 mr

Henensa 9-12 1 mr

Henens 13-16 1,7 mMr
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YBesimueHnue 10361 E:xeHemeabHas 103a

IMonxep:kuBaromas 103a 2,4 mr

Iayuenmsi ¢ caxapuvim ouabemom 2 muna

[Ipu npumenenun mnpemnapara PebGomus Cium y mamuentoB ¢ CI2 cinegyer paccMOTpPETh
BO3MOXKHOCTh ~ CHHKEHHS /103 OJHOBPEMEHHO BBOJMMOIO IIpenapara HHCYJIMHA WU
TUMOTIMKEMUYECKUX CPEJICTB, YCWIMBAIOIIMX CEKPEeLMI0 HHCYIWHA (TaKUX Kak Ipernaparbl
Cy/b()OHUIMOUEBUHBI), YTOOBI CHU3UTh PUCK PA3BUTHUS TUIIOTJIMKEMHUH (cM. pa3aen 4.4).

IIponywennas 0oza

B cnyuae nmpomycka no3sl penapat Peboaust CiauM crieayeT BBECTH Kak MOKHO OBICTpee B TEUCHUE
S AHeH ¢ MOMEHTa 3aIllJJaHMPOBAHHOI'O BBEAEHUS 103bl. EciM MpONOKUTENBHOCTh HPOIYCKa
cocTaBIsieT Oojee 5 JHEH, MPOMYIIEHHYIO 103y He HYKHO BBOAUTH. Cleaylomyto 103y mpernapara
Peboaust Cnum crieyet BBECTH B OOBIYHBIH 3aIUIaHUPOBAHHBIHN J1eHb. B KaX10M cilyyae nanueHThl
MOTYT BO300OHOBUTH WX OOBIUYHBIA OIHOKPATHBIA €XKEHENENbHBIH Tpaduk BBeaeHus. Ecim
IPONYIIEHO OOoJblIe 103, CIEAYET PAacCMOTPETh BO3MOXHOCTh CHMIKEHMs HadaJbHOW O3Bl IS
[IOBTOPHOT'O Hayalia JIeYeHUsI.

Oco0Oble I'PpYHIIBI MAIIMCHTOB

Ilayuenmul noscunoeo 6ospacma (= 65 rem)

Koppexkitus 10361 B 3aBUCUMOCTH OT BO3pacTa He TpebyeTcs. OMbIT JeYeHUs MallMeHTOB B BO3pAcTe
> 85 sieT orpaHuYeH.

Ilayuenmul ¢ Hapyuenuem ynKyuu novex

[TanueHTamM ¢ MOYEYHOW HEIOCTATOYHOCTBIO JIETKOM WJIM CPEJHEH CTENEHU TSKECTH KOPPEKLUs
10361 He TpeOyeTcs. OnbIT IPUMEHEHUS ceMariayTHAa y NAlMeHTOB ¢ TOYEUYHONW He0CTaTOYHOCTHIO
TsDKeNoM crenenu orpanuueH. [penapar Pebonusa CiuM He peKOMeHAyeTcsl IPUMEHATh NalueHTaM
C TOYeyHOH HEIOCTATOUHOCThIO Tskenol cremenn (pCK® < 30 mm/mun/1,73 M?), BKmrOuas
MAIMEHTOB ¢ TEPMUHAIBHOM CTaIuei TIOYEYHOM HeJOCTaTOYHOCTH (cM. paznenst 4.4., 4.8. u 5.2).

Iayuenmvi ¢ napywenuem QhyHKyuu neyeHu

[TanpeHTaM ¢ NMEYEHOYHOM HEAOCTATOYHOCTBHIO JIETKOM WIIM CPEAHEN CTENEHM TSKECTH KOPPEKLUs
no3bl  He TpeOyercs. ONBIT NpPUMEHEHHWs CeMariyThja Yy NalMeHTOB C  IeYeHOYHOU
HEJ0CTaTOYHOCThIO TsDKENOW creneHu orpaHuueH. [Ipemapar Pebomus Cnum He pekoMeHayeTcs
[IPUMEHATh [AallMEHTaM C II€YCHOYHOM HEAOCTaTOYHOCTBIO TSDKEJIOW CTENEHH W JIOJKEH
IIPUMEHATHCSI C OCTOPOKHOCTBIO Yy IAIIMEHTOB C NEYEHOYHOM HEAOCTaTOYHOCTHIO JIETKOW WIIH
CpeaHel cTeneHu TshkecTu (M. pasnenst 4.4. u 5.2).

CTHU

bezonacHocTh 1 3ppexTHBHOCTH npenapata Peboaus Cnum y nereit B Bospacte ot 0 10 18 et He
YCTaHOBJICHBI.

Cnoco0 mpuMeHeHus

,HJ'[S[ IMOAKOXHOI'O BBEJACHUS.

HpenapaT PC6OILI/I$I Caum BBOJAT OAWH pa3 B HEACIIIO B 11000€ BpEMs CYTOK, HC3aBUCHUMO OT IIpUCMa
ITAIIN.

HpenapaT PC6OILI/I$I Caum CJICAYCT BBOAUTD IMOAKOKHO B o0J1acThb JKHBOTa, 6ez[pa niIm mieda. Mecrto
NHBCKINHU HCOGXO)II/IMO MCHSTD.

[Tpenapat Pebonus Caum He ciaenyeT BBOJAUTh BHYTPUBEHHO HIIM BHYTPUMBILIEYHO.
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CMEPTHOMY OTUETY

IIPOMEXYTOK BPEMEHHU MEX]y JABYMs BBEACHHUSIMH COCTaBJISET HE MeHee 3 aHeut (> 72 u4.). Ilocne
BBIOOpA HOBOTO JIHS BBEJICHHS CIIEIYeT MPOAOIDKUTH BBEJICHHE MIPenapaTa OJJ1H pa3 B HEJEIIO.

[Ipu BBeneHuM mpernapara IpeABapUTEIILHO 3all0JHEHHON LINPULI-PYYKOM, MIIPUL-PYUYKY CIEIYET
IUIOTHO MPMKUMATh K KOXKE 10 TeX MOp, MOKa IOJOCKa HEe MepecTaHeT ABUrathbes. [larueHTtam
CIIEIyeT PEKOMEHI0BaTh BHUMATEIBHO O3HAKOMHTBCS C HMHCTPYKIUMCH MO MPUMEHEHHUIO IIITPHII-
PYYKH, MpUIaraeéMod K JIMCTKY-BKIAJBIIIY, Mepel BBEJICHHUEM JICKAPCTBEHHOIO CpECTBA.
JlonostHUTENbHASI MH(OPMALIHS 110 TPUMEHEHUIO pa3MellleHa B pazjaene 6.6.

4.3. IIpoTuBONOKA3aAHUS

e [MNEepYyBCTBUTEIBHOCTh K CEMAarllyTHIy WM JOOOMY W3 BCIIOMOTAaTEJbHBIX BEINECTB,
TIepEYHCIICHHBIX B pa3zene 6.1;

® MEIyJUIIPHBIN paK IMIMTOBHIHOW KeJIe3bl B aHAMHE3E, B TOM YHCJIC B CEMCHHOM,;

e MHOXECTBEHHas dHJAOKpUHHAsS Heorwiazus (MOH) 2 tura;

e caxapubiii quaber 1 Tuma (CJ11); nmabeTnyeckuii KeToauma03;

e [IeYeHOYHAs HEJTOCTATOYHOCTD TSKEIOW CTENEHH,

e TepMHUHAJbHAs CTaAWs IMOYeYHOW HemocraTouHocTH (knupeHc kpeatmHuHa (KK) <15
MJI/MUH);

e xpoHuWueckas cepaeuyHas HemocrtarouHocth (XCH) IV  dyHkimonansHOro Kiacca (B
coorBercTBUM ¢  kiaccupukauuer NYHA  (Hpro-HMopkckas — kapauosiornueckas
accoryanus)).

4.4. OcoOble yKka3aHMs 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

IIpocaexxuBaeMoCTh

I[J'If[ YIAYUHICHUS IMMPOCICIKUBACMOCTHU JICKAPCTBCHHOTI'O IIpCIiapara HGO6XOZ[I/IMO 3aIMCbIBaTb CEPHUU U
CPOK I'OAHOCTH IapTHUU BBCACHHOI'O IIpCIIapara.

Acnmparnusi, cBA3aHHas ¢ 00IIel aHecTe3neil WM riryoOKo# cemanuei

[Ipu nmpoBeneHnn orepaTUBHBIX BMENIATEILCTB MO OOIIEH aHecTe3uel Uiu riay0oKo# cenamueit y
NaueHToB, mnonydarommx aroHuctsl [TIII-1, Bo3MoOXkeH pUCK pa3BUTHS acHUpalMd WK
aCHHpaHI/IOHHOﬁ IMHCBMOHHWH H3-3a 3aJICPIKKU OIMMOPOKHCHUA KEITYAKA U IMPUCYTCTBUA OCTATOUYHOT'O
KEIyI0YHOIO COoAEpkKUMOro (cM. pasgen4.8), 4YTo cleqyeT YYMUThIBaTh IIPU IPOBEIACHHUU
BMEIIIATEILCTB O/ OOIEH aHEeCTe3ne WiTh TITyOOKOU cealnen.

crujaparanus

[Ipumenenue aronuctoB peuentopoB ['TIII-1 MoxkeT ObITH CBSI3aHO C HEXKETATENbHBIMH PEAKIIUSIMU
(HP) co croponsl xxenynouno-kumednoro tpakra (JKKT), koTopbie MOTyT BbI3BaTh 00€3BOXKHBAHHUE,
YTO B PEIKUX CIIy4asiX MOXKET IMPUBECTU K yXyIIIeHHo GyHKIUU rmodek. [lannenTsl JOIKHbBI ObITh
NpOMH(POPMHUPOBAHBI O MOTEHIMATBHOM pHcke 00e3BokuBaHus B cBsizu ¢ HP co ctoponsl XKKT u
MPUHUMATH MEPbl IPETOCTOPOKHOCTH, UTOOBI U30€kKaTh erHApaTalliy.

OcCTphIii TAHKPEATUT

IIpu npumenenun aronuctoB penentopo [TIII-1 nHaOmromanuce ciiydan pa3BUTHUS OCTPOrO
naHkpearuTa (cM. paszzen 4.8).

[TarueHTH! TOJKHBI OBITH TPOMH(OPMUPOBAHBI O XapaKTEPHBIX CUMIITOMAX OCTPOrO MaHKpEaTHUTa.
[Tpu mogo3peHuu Ha MaHKPEATUT Tepamus CEeMariyTHUIAOM JOJKHA OBITh MpEKpalleHa; B CiIydae
MOATBEPKICHUS OCTPOro MaHKpeaTUuTa TEPANUIO CeMariyTUI0M BO30OHOBIISTH He cienyer. Cnenyer
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

IIPU3HAKOB KW CHMIITOMOB OCTpPOTO IMAaHKpPCATUTa IIOBBINICHUC AKTUBHOCTU q)epMeHTOB
HOI[)KCJ'Iy,Z[O‘IHOfI KEJIE3bl HE ABJLICTCA IMPOTrHOCTUYCCKUM q)aKTopOM pPa3sBUTHA  OCTPOIO
IMaHKpeaTuTa.

HeaprepunrtHas nepeadsis HieMudecKkas Heiiponarus 3pureiasaoro Hepsa (HAIIMH)

JlaHHbIE AIUAEMHUOIOIMUECKUX HCCIIEI0BAaHUM yKa3blBalOT HA YBEIMYEHUE PUCKA BOSHMKHOBEHMS
HEapTEPUUTHON MepeIHeH nilleMuecKoil Heiiporaruu 3putenbaoro Hepsa (HAIIMH) y narieHTos,
IIPUMEHSIOIIMX CEeMariayTHa. BpeMeHHOM MHTEpBall, B TEYEHHE KOTOPOro Moxer pasurbes [IMH
[I0CJIE Hayajla JIEYEHUs CEeMarjyTHIOM, HE YCTAaHOBJIEH. BHe3amHas mnoreps 3peHHsl AO0JKHA
CONpOBOXKAAThCS oranbMoniornueckuM odcnenoBanueM. lpu noarsepxknennn HAITMH neyenue
CeMariyTHI0OM CIIEAYET MPeKpaTuTh (cM. paszaen 4.8).

[TarmmenTsl ¢ caxapHbBIM a1MadeToM 2 TUIA

CeMaruytu He cieqyeT NPUMEHITh B KauyeCcTBE 3aMEHHUTENs] MHCYJIMHA y nauueHtoB ¢ CJI2.
CemarnyTun He CleAyeT MPUMEHATh B KOMOMHAIMK C ApyruMu aroHucramu peuentopos ['TIIT-1.
HccnenoBanuii ¢ NpUMEHEHHEM ceMariyTujaa M Apyrux aroHucroB penentopos ITIII-1 He
npoBoawin. CuuTaercs BEpOATHBIM MOBbILIEHHBIH puck HP, cBsi3aHHBIX ¢ nepeao3upoBKOil.

I'unornukemMus vy NalieHTOB ¢ CaXapHbIM I[I/Ia6eTOM 2 TMIIa

W3BecTHO, 4TO mpemapaThl MHCYJIMHA M TPOU3BOJHBIE CYIb()OHMIMOUYEBHHBI MOTYT BBI3BIBATH
runoriaukemMuto. [lanueHTtsl, mnosyyaromue cemariyTHJI B KOMOMHAlUMM C IpenapaTamu
Cyb()OHMIMOUEBUHBI WIIM UHCYJIMHA, UMEIOT TOBBIIICHHBIN PUCK PAa3BUTHUS THIIOTIIMKEMHUHU. PHCK
TMITOTIIMKEMUU MOXKET OBITh CHM)KEH ITyTE€M CHMXKEHUS J103 IpenapaToB CyJb()OHUIMOUYEBHHBI WIN
MHCYJMHA B HayaJe jJeueHus aronuctamu perenropos ['TITI-1.

I[I/Ia6eTI/I‘leCKa$I PETHUHONATHA Y NATWMCHTOB C CaXapHbIM I[I/Ia6eTOM 2 Thna

Y nauMeHToB ¢ AMAa0eTHYECKONW peTMHOMATHEeH, TMOIy4aBIIMX CEeMarjyTu], HaOIrogancs
MOBBIIIEHHBIA PUCK Pa3BUTHSI OCTIOKHEHUH ArabeTudeckoi petnHonatuu (cM. paszaen 4.8). beictpoe
YIIY4IIEHUE KOHTPOJISL YPOBHSI TJIFOKO3bI OBLJIO CBSI3aHO C BPEMEHHBIM YXY/IIICHUEM TUA0CTHIECKOM
PETHHONATUH, HO HEJIb3s UCKIIIOYATh U IPYTHUE MEXaHU3Mbl. TaKue MauueHThl TOKHbBI HaX OAUTHCS
MOJl TOCTOSHHBIM HAONMIOJICHUEM U TIOJNy4yaTh JIEYeHHWEe B COOTBETCTBHU C KIMHUYECKUMHU
pekoMeHauusMu. KilmHHuYeckoro ombiTa NPUMEHEHUs cemariayTtuaa y nanumeHtoB ¢ CH2 ¢
HEKOHTPOJIMPYEMOU WM MTOTEHIIMATBHO HECTAOMIbHON IrabeTuuecKol peTuHonaTtuen HeT. Takum
MaLMEHTaM JICUCHUE CEMArIyTUI0OM HE PEKOMEHIYETCS.

HCI/I3V‘I€HHBI€ TIONIYJIAITNHU

He pexoMeH10BaHO TPUMEHEHUE CEMArTyTU/IA Y CIEIYIOUIUX TPYI HAIlUEHTOB U IIPH CIETYIOIINX
COCTOSIHHSIX/3200JIEBAaHUSIX B CBSA3U C OTCYTCTBHEM JAHHBIX 110 YD PEKTUBHOCTH M 0€30MMaCHOCTH HIIH
OTpaHUYEHHBIM OIBITOM MPUMEHEHHUS:

e getu g0 18 ner;

® [PUMEHEHHE JPYTUX IMPEnapaToB sl CHUKEHHS MacChl TeNa;

e caxapHblif muaber 1 Tuma;

e TIeYEHOYHAs HEIOCTAaTOYHOCTDH TSHKEIIOW CTCIICHH,

® TEpMUHAJIbHAS CTAJIMS MMOYCUHON HEJOCTATOYHOCTH,

e XCH IV ¢ysnkuuonansHOro kiacca (B cOoTBeTcTBHHM ¢ Kiaccudukanueir NYHA).
C 0CTOpPOKHOCTBIO CIIEAYET MPUMEHSITh CEMATNIYTH/ Y CASAYIOMMX MalUEeHTOB:

e crapme 85 ner;

® C II€YEHOYHOM HEJOCTATOYHOCTBIO JIETKOW WJIM CPETHEN CTENEHH TSKECTH;
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® C BOCIAIMTEILHBIM 3a00JIEBAHUEM KHUIIICYHNKA;

e (C ,Z[I/Ia6eTI/ILIeCKI/IM Imape3oM XKEIyaKa.

BcnoMorarennHble BEIIECTBA

JlaHHBIN Tpemapat coaepKUT MeHee | MMouib Hatpus (23 mMr) Ha oaHY 103y (2,4 Mr), TO ecTh, 1O
CYTH, HE COJICPKUT HATPHUSI.

4.5. BzaumojeiicTBue ¢ JPYrHMH JIeKADCTBEHHBIMH INpenapaTamMM W Jpyrue BUAbI
B3aMMO/1eliCTBUA

CemarnyTu 3aiep>KUBaeT OMOPOKHEHUE JKEITy/IKA M MOTEHIIMATbHO MOYET BIHMATh Ha BCACHIBAHUE
OJIHOBPEMEHHO IPUHMMAEMBIX IEPOPAIBHBIX JIEKAPCTBEHHBIX cpeAcTB. llpu npumenenun
ceMariyTuaa B 03¢ 2,4 MI KIIMHUYECKH 3HAYMMOTO BIIMSIHUS HA CKOPOCTh OMOPOYXKHEHHUS JKEITyIKa
HE HaOJIOaIoCh, BEPOSTHO, W3-32 BO3HUKHOBEHHS TOJEpaHTHOCTH. CemarimyTua Cleayer
NPUMEHSATH C OCTOPOYKHOCTBIO MAIMEHTaM, TTOJIyJaroluM TIepOpaIbHbIC JEKapCTBEHHbBIC CPEIICTBA,
Tpedyromnue OpicTporo BcackiBanus B JKKT.

[Tapaneramon

[Tpu omenke (hapMaKOKMHETHKH IapaneTaMmoyia BO BpeMsl TeCTa CTaHAAPTH3MPOBAHHOTO IMpHEMa
nuI  ObLJIO  BBIIBJICHO, UYTO CEMAariyTU] 3aJepXKUBAaeT ONOpOKHEHue kenynaka. llpu
OJIHOBpeMeHHOM mpuMmeHeHun ceMariytuaa B go03e 1 Mr AUCoe0 MuH U Cmax Iapaneramosia
cau3uinch Ha 27 % u 23 %, coorBercTBeHHO. O61mas sxcno3uius napameramona (AUCos 4.) npu
3TOM HE U3MeHsuIack. [Ipu 0THOBpEMEHHOM NMPUMEHEHUH CEMArIyTH/Ia B MapareTaMolia KOPPEKIus
J103bI TIOCTIEAHETO HE TPeOyeTcsl.

HGDODEU'II)HBIG TOPMOHAJIbHBIC KOHTPAICIITHBHBIC CPEACTBA

He npenmonaraercs, 4to cemariayTHA CHUXaeT 3()()EKTHBHOCTh IMEPOPaIbHBIX TOPMOHAIBHBIX
KOHTPALIENITUBHBIX cpeAcTB. [Ipu 0 JHOBpeMEHHOM MPUMEHEHNH KOMOMHUPOBAHHOTO IEPOPATILHOTO
TOPMOHAJIBHOTO  KOHTpauentuBHoro mnpemnapata (0,15 mr  neBonoprectpena + 0,03 mr
STHHWIACTPANONA) U CEMATIyTH I, TIOCIETHIA HEe OKa3bIBAJl KIIMHUYECKH 3HAYMMOTO BIIMSHUS HA
OO0IIIYI0 AKCHO3ULMIO JIEBOHOPTECTpeNa U STUHUIACTPaanoa. DKCIO3ULUS STHHUIAICTPAINOIA HE
M3MEHMJIach; HaOmMofanoch yBeiaunueHue Ha 20 % 3KCHo3ulMM JEBOHOPrecTpesaa B paBHOBECHOM
cocTOssHUU. Cmax HE H3MEHWIACh HU JJIs1 OJJTHOTO M3 KOMIIOHEHTOB.

ATopBacTaTuH

CeMarnyTu/1 He U3MEHST CHCTEMHYIO SKCIIO3UIIMIO aTOPBACcTaTHHA MOCJIE MPUMEHEHUS OTHOKPATHON
no3bl aropBactatuHa (40 mr). Cmax aTopBacTaTMHa CHH3WJIach Ha 38 %. OTO HM3MeHeHue OBLIO
PaCIICHeHO KaK KIIMHUYECKH He3HAUNMOE.

ZII/IFOKCI/IH

Cemarnytu He U3MEHSJI CHCTEMHYIO OJKCHO3ULMIO MIH Cmax JUTOKCHMHA IOCIE IPUMEHEHUS
OJTHOKpaTHOM 10361 nurokcuna (0,5 mr).

Metdopmun

CemarinyTu He M3MEHsUI CUCTEMHYIO AKCHO3MLNI0 MIU Cmax MeT(opMuHa mMocjiae MpUMEHEHHUs
MeTdopmuHa B 1o3e 500 mr 2 pas3a B IeHb B TeUeHUE 3,5 AHEH.

BaDd)aDI/IH U APYTIHUE NPOU3BOAHBIC KyMapHuHa

CemariyTu He U3MEHsUI CUCTEMHYIO dKcno3uuio Wi Cmax R- 1 S-uzomepoB Bapdapuna nocie
NPUMEHEHUs OJHOKpaTHOM 103bl  BapdapuHa (25 mr). Ha ocHoBaHuMM  ompeaeneHUs
MEXIyHapoaHOTrO HopManu3oBaHHoro otHomeHuss (MHO), kKIMHWYECKH 3HAYMMBIX W3MEHCHHI
bapmakonuHamuueckux 3¢ ¢exkToB BapdapuHa Takxke He HaOmoganochk. OIHAKO COOOIIANOCH O
ciyyasx cHwkeHuss MHO npu onHOBpeMEHHOM NPUMEHEHUM alleHOKyMapoja M CeMariyTH]a.
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IIPOM3BOJIHbIE KyMapHHa, peKoMeHayeTcsl yacTblii MoHuTopuHr MHO.
eTH

HccenenoBanus B3auMOIECUCTBUS IIPOBEIECHBI TOJIBKO Y B3POCIIbIX.
4.6. ®epTHIBHOCTH, 0ePEMEHHOCTDb U JIAKTALMS

>KCHIJ_[I/IHLI C ACTOPOAHBIM MMOTCHIIMAJIIOM

JKeHIMHBI ¢ IETOPOIHBIM ITOTEHIIHATIOM JIOJDKHBI TPUMEHSTH CPEICTBA KOHTPAIIEIIIIUH TIPH TEPaIiH
ceMarnyTuaoM (cM. pasaen 4.5).

bepemeHnHOCTHh

HWccnenoBanust Ha )KUBOTHBIX MTPOJAEMOHCTPHPOBAIIN PENPOAYKTHBHYIO TOKCHYHOCTH CEMAarjIyThaa
(cMm. pasgen 5.3).

JlaHHbIE IO IPUMEHEHUIO CeMarylyTuja y OepeMEeHHBIX KEHIIWH orpaHuyeHbl. [IpoTuBONOKa3aHo
HOPUMEHSTh CEMariIyTU BO BpeMsi OepeMeHHOCTH. B cityuae HacTyruieHus GEpeMEHHOCTH WITH TIPH
MOJrOTOBKE K OCPEMEHHOCTH TEpalui0 CeMariyTHIOM He00XOIUMO MpeKpaTtuTh. M3-3a
JJIMTENIBHOTO TIEPUOJa TOJIYBBIBEACHHS TEPAlHMI0 CEMAriyTHIOM HEOOXOAMMO MPEKPATHTh Kak
MHHHAMYM 3a 2 Mecsilia JI0 IUIaHupyeMoi OepeMeHHoCTH (cM. pa3zaen 5.2).

JlakTanus

VY nakTUpYIONIMX KPBIC CEMariyTH MPOHUKAI B MOJIOKO. Henb3si MCKITIOUNUTh pUCK Ui peOeHKa,
HaXOJMILUErocs Ha TIPyJAHOM BCKapMiauBaHuu. lIpuMeHeHue cemariiytujia B IE€pUOZ TPYAHOTO
BCKapMJIMBaHUs MPOTUBOMOKA3aHO.

DepTHIbHOCTD

Bnusiaue cemarnmyruia Ha (QepTHIBHOCTH JroAed HeusBecTHO. CemariyTu] He BIMAT Ha
(GepTUIBHOCTh CaMIIOB KpbIC. Y C€aMOK KpbIC HaOMIONANOCh YyBEIMUYEHHE JJIMHBI 3CTpyca M
HeOO0JIbII0e YMEHBIIIEHUE YK CIIa OBYJISIUI PU /103aX, CBSI3aHHBIX C ITOTEpEN Macchl Tejla MaTepHu.

4.7. BimsiHHe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMH M padoTaTth ¢
MeXaHU3MaMH

CemariyTul He OKa3bIBaeT MM OKa3bIBAE€T HECYIECTBEHHOE BIMSHUE HA CIIOCOOHOCTH YNPaBIISATh
TPAHCIOPTHBIMU CpEACTBAMU WM paboTaTh ¢ MexaHu3Mamu. OJHAKO MOKET HaOIHAaThCs
rOJIOBOKPY’KEHUE, B OCHOBHOM B IIEPHO/J] YBEIUYEHHUs 103bl. [Ipy BOSHUKHOBEHNHU T'OJI0BOKPYKEHUS
clielyeT coO0JII0/1aTh OCTOPOXKHOCTh IMPH YIPABIECHUH TPAHCIIOPTHBIM CPEICTBOM WM paboTe ¢
MeXaHU3MaMH.

[TarmmeHTslI ¢ caxapHbBIM IHadeToM 2 THUIAa

Ecnu cemarmytun mnpuMeHseTCs B KOMOHWHAIIMM C MpenapataMu  CyJlb()OHUIMOYEBUHBI WIIH
mpenaparaMi  MHCYJIWHA,  TAaIl[UeHTaM  CJIEyeT  pPEeKOMEHJIOBAaThb  INMPUHUMATh  MEpPBI
MPEIOCTOPOKHOCTH, UTOOBI M30€kKaTh TUMOTIIMKEMHH BO BpeMsl YIpPaBIEHUS TPAHCHOPTHBIMU
cpefcTBaMu M pabOThI ¢ MexaHu3MaMmH (cM. pasien 4.4).

4.8. Hexkes1aTeibHbIe peaKkuH

Pesrome nmpoduing 0e30macHOCTH

B uersipex wuccnemoBaHusax (assl 3a 2650 B3pOCHBIX MMAIMEHTOB MPUMEHSUIM CEeMariyTHI.
[TponomkuTeNnbHOCTh HUCCIeAOBaHU cocTaBuia 68 Hemens. Hambomee wacteimu HP, 0 koTOpbhIx
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pBOTY.

Pe3roMe HexenaTenbHbIX PEAKIIUNI

B Tabnuua 2 mnepeunciensl HP, BbigBIEHHBIE B KIMHHUYECKUX HCCIEAOBAHHUSIX y B3pPOCIBIX U
CIOHTaHHBIX cooOmmeHusx. Yacrora HP onpenensmack Ha ocHOBaHMM OOBEIUHEHHBIX JaHHBIX
uccienoBannii paser 3a.

JleyeHue cemMarayTUIOM MOXKET COMPOBOXKIATHCS Pa3BUTHEM HEXKENATEIbHBIX peaklUid, 4acToTa
KOTOPBIX TpeJCTaBlieHa B Tabmuie. HexenarenpHble peakiuu KiIacCH(PHUIIMPOBAHBI MO0 CHCTEMaM

OpraHoB MU 4aCTOTEC

BO3HMKHOBEHHUsI (oueHb vacto (> 1/10), wacro (> 1/100, vHo < 1/10), Hewacto (>

1/1 000, wo < 1/100), peaxo (> 1/10 000, Ho < 1/1 000), ouens peaxo (< 1/10 000) u uactoTa
HEeM3BECTHA (Ha OCHOBAHHMU MMEIOIIUXCS JAHHBIX OLIEHUTH HEBO3MOXKHO).

Tabnuya 2. Yacmoma nedrcenamenvHvlx peakyuti cemaztymuod

Kaaccel cucrem opranos MedDRA

YacrTorTa

HexenareabHble peakmumn

Hapywenus co cm

OPOHbl u]l/lMyHHOZZ cucmemol

Penxo

AnadpuiakTH4ecKue peakiuu

Hapywenus memabonuzma u numaHust

Yacrto

['umornukeMus y nanyeHToB ¢ CaXapHbIM THA0ETOM 2 THIA

Hapywenus co cm

OpPOHbL HepGHOl/vl cucmemnl

QOueHs 4acTo

T'onoBHas 6onb

Yacto

FOJ'IOBOKpY)KeHI/Ie, JUCTCB3UsA, TU3CCTC3UA

Hapywenus co cmoponul opeana spenus

Yacrto

JlmabeTnyeckasi pETHHOIATHS Y TIAIIEHTOB C CaXapHBIM THA0eTOM 2 THIIA

Ouensb penko

HeaprepuuTHas nepeasss uieMudeckass HEMpOnaTHsi 3pUTEIbHOIO HEPBA
(HAITMH)

Hapywenus co cmoponwvl cepoya

Heuacto

I'nmoT: CH3Us, OPTOCTATUYCCKAA TMIIOTCH3M A, YBEJIIMUCHHUEC YaCTOTEI CCPACYHBIX
COKpaIleHU I

Hapywenus co cmoponwl dceny0ouno-kueuHo2o0 mpaxkma

QueHb 4acTo

TomHoTa, MUapes, 3amop, pBoTa, 60JIb B KUBOTE

Yacro I"actput, racrposzodareanbHas pediitokcHas 00J1€3Hb, AUCHENCUs, OTPbIKKA,
METEOpH3M, B3IyTHE KHUBOTA

Heuacro OcTpblif TAaHKPEATHUT, 3a/1ePHKKa OTIOPOKHEHUS KEITy KA

Yacrora Kureynas HenmpoxouMocTh

HEH3BECTHA

HapyweHuﬂ CO CMOPOHbL ne4eHu u cheﬂll€8b180()ﬂwﬂ/lx nymeﬁ

Yacro Xonenuruas
Yacrora XOJIaHTUT, XOJECTATHYECKAs KEJITyXa
HEU3BECTHA

Hapywesz CO CMOPOHBL KOJHCU U NOOKOJCHBIX MKAHeLl

Yacto

[Toreps Bomoc

Penxo

AHTMOHEBPOTHYECKUM OTEK
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Obwue HapyweHus u peakyuu emecme 88e0eHus

OueHb 4acTo Ycranocts

Yacto Peaknmu B MecTe MHBEKIIUU
Jlabopamophsie u uHcmpymeHmanbHvie OaHHbLE

Heuacto IloBbIllIeHNE aKTUBHOCTH JINIIA3bl, IOBLIIIIEHHE aKTUBHOCTH aMHIa3bl

Onucanue OTACIBHBIX HCXCIIATCIbHbBIX DeaKHI/Iﬁ

[MpuBenennas Humxe wuHbopMaius 00 oTmenbHbiXx HP, eciam He yka3aHO HMHOE, OTHOCHUTCS K
uccienoBaHusIM Qassl 3a.

Heowcenamenvnole peaxyuu co cmoponwvt JKKT

B Teuenue 68-HeAenbHOTO MEpHOa MCCICIOBAaHMS TOIMIHOTA Habmomanack y 43,9 % manueHTos,
nosiy4daBimmx cemariaytun (16,1 % B rpymme rutane6o), auapes — y 29,7 % (15,9 % B rpymme
wiane6o) u peora —y 24,5 % (6,3 % B rpymmne miamne60). BoJabIIUHCTBO OCI0XKHEHUN ObUTH JIETKOM
WIN YMEPEHHON CTENEeHU THKECTH M KPAaTKOBPEMEHHBIMHU. 3amop BO3HHMK y 24,2 % manueHToB,
nosrydaBmux cemarnytua (11,1 % B rpymme 1urane6o), ObUT JIETKOW WIIM YMEPEHHOH CTEIeHU
TSHKECTH U TTPOOJDKAIICS JIOJIbIIE, YEM Y MAIMEHTOB B IPYIIE ane6o. Y nanueHToB, NoTyYaBIInX
CeMariyTu, CPEeIHsS MPOJIOJDKUTEIIFHOCTh TOIHOTH COCTaBMIIA 8 JHEH, PBOTHI — 2 JTHS, TUAper —
3 nHs u 3anopa — 47 THEM.

V ManMeHToB ¢ yMepeHHO# mouedHoi HepoctaTtouHocThio (pCK® > 30 1o < 60 mMun/Mun/1,73 M2) ipu
JICYCHUH CEMArIyTHIOM MOTYT HaOJII01aThCs O0JIee BHIPAKCHHBIE YKy I0YHO-KHIICYHbIE 3D (DEKTHI.

KemynouHo-KuIIEYHbIE OCTIOXKHEHHUS TPUBETH K OKOHYATEIBHOMY IpeKpalieHuro jedenus y 4,3 %
MaLlUECHTOB.

Ocmprulii nankpeamum

YactoTa OCTpOro maHKpeaTuta, 0 KOTOPOM COOOIIANOCh B KIMHUYECKUX HCIBITaHUSX (asbl 3a,
cocraBuna 0,2 % mist cemarmytuaa u < 0,1 % s mnarne6o, cOOTBETCTBEHHO. B uccinenoBanun
cepaedHo-cocynucteix ucxogoB SELECT wyactoTa ocTporo maHKpeaTHTa, MOATBEPKIACHHOTO
ToKyMeHTanbHO, cocTaBuia 0,2 % mist cemarnyruaa u 0,3 % nms monare6o.

JKenunoxkamennas 6onesns | xonenumuas

Kemunokamennas 6ose3Hb OblIa 3apeructpupoBana y 1,6 % u npuBena k xonenuctuty y 0,6 %
MAlMEeHTOB, TONy4YaBIIMX ceMarnyTua. JKemdHokaMmeHHas Oo0Je3Hb M XOJICHUCTUT  OBbLIU
3apeructpupoBanbl y 1,1 % u 0,3 % nanueHToB, MoTydaBIIUX 1a1[e00, COOTBETCTBEHHO.

Ilomeps 6onoc

CooOmianoch 0 BbIMAACHUH Bojoc y 2,5 % mnamueHToB, mosiydyaBmux cemarnytua, u y 1,0 %
NaIMeHTOB, Mody4aBmMX Tane6o. Ciaydan ObUIM B OCHOBHOM JIETKOW CTENEHU TSKECTH, U
OOJIBLIIMHCTBO MMAalIMCHTOB BBI3AOPABIMBAIN IIPU MPOAOJIKCHUH JICHCHMUS. O BBIIIaZICHUN BOJIOC
COOOIIAJIOCH Yallle Y MAaIMEeHTOB ¢ OoJblIel noTepei Maccel Tena (> 20 %).

Yeenuuenue wvacmomai cepdetmbzx COKpau;eHud

B wuccnenoBanusx ¢aspl 3a y MalMeHTOB, IMOJYYaBIIMX CEMAariayTHja, HaOII0Aaloch cpenHee
yBeJIMueHue 4acToThl cepaeuyHblx cokpamieHuit (UCC) Ha 3 ynapa B MUHYTY MO CpPaBHEHHIO C
UCXOJHBIM CPEJHUM 3HAYEHHEM B 72 ynapa B MUHYTY. J{0JI1 MAalMEHTOB ¢ y4allleHWEM IIyJbca I10
CPaBHEHHIO C MCXOTHBIM ypoBHeM > 10 ymapoB B MHHYTY B JIFO0OH MOMEHT BPEMEHHU B TE€UYCHHUE
nepuojia eyeHus cocrasuia 67,0 % B rpymnmne cemarnytuaa npotus 50,1 % B rpynne miane6o.

HMMyHOZQHHOCWlb

BcnencTBrue MOTEHITMATBHBIX WMMYHOTCHHBIX CBOWCTB OEIKOBBIX M MENTHIHBIX JIEKAPCTBEHHBIX
MpernapaToB, y TMalMEHTOB MOTYT TMOSBUTbCA aHTUTENa K CeMariayTuAy Ioclie Tepanuu
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OOHapy)KEHBI aHTUTENIA K CEMarJIyTUIy B JIt00Oi MOMEHT BpeMeHH, Obuta HU3KOH (2,9 %), u HU Y
OJTHOT'O MAIMEeHTa He OblI0 0OHAPYKEHO HEUTPAIU3YIOLUIMX AaHTUTEN K CEMarilyTUAy WIA aHTUTEN C
Heirpanuzyromum su0reHHbii [TII-1 addexkrom. Bo Bpems siedeHus: BHICOKME KOHLEHTpAIMU
ceMarJlyTujia MOIJIM CHU3UTh UYyBCTBUTEIBHOCTb AHAIU30B, CIIE€JJ0BATEIIbHO, HENb3s UCKIIIOYaTh PUCK
JIO)KHOOTPHUIATENBHBIX pe3yabTaToB. OAHAKO Yy MALMEHTOB C MOJOXKHUTEIBHBIM Pe3yIbTaTOM TeCTa
Ha aHTUTENA BO BpeMs U I0CJIE JICYEHUs NPUCYTCTBHE aHTUTEN ObLIIO BPEMEHHBIM M HE OKa3bIBAJIO
SIBHOTO BIUSTHUS Ha 3(PPEKTUBHOCTH U 0€30MaCHOCTb.

Funoeﬂukemuﬂy nayuermoe ¢ caxapHovim ouabemom 2 muna

B uccnenoanuu STEP 2 ximHuyecku 3HaYMMasi TUIIOTIMKeMEs Habmoanach y 6,2 % (0,1 ciyuast
Ha MMalMEHTO-TO/T) MAl[MEHTOB, MOJYYaBIINX CeMariayTH I, mo cpaBHeHuo ¢ 2,5 % (0,03 cnyyas Ha
MAIMEeHTO-TO/) MAlMEHTOB, NOTYYaBIIUX Iiane0o. ['unornukemMus: mpu NPUMEHEHUH CEMariIyTHaa
HaOrofanach Kak TIpUd  OJHOBPEMEHHOM MPHUMEHEHHMHM C [penapaTamM — IPOU3BOJIHBIMU
Cynb(GOHMIMOYEBHHBI, Tak u 0e3 Hux. Omma smu3on (0,2 % wucnoeiryembix, 0,002 cydas Ha
MAIMEHTO-TO/) ObUI 3apETUCTPUPOBAH KaK TSDKEINIBIM y MAlMeHTa, HE MOJYYaBIIEro Mpernaparbl —
MPOU3BOJHBIC  CYIb(OHUIMOUYEBUHBI. PHUCK pa3BUTHUS TUNOTIMKEMHHM TOBBIIAJICA IPU
OTHOBPEMEHHOM  TIPUMEHCHHWW  CceMarjyTaa ¢  OpernapataMd  —  [POU3BOJHBIMU
CyIb(OHIMIMOYCBHHEI.

B uccnenoBanun STEP-HFpEF-DM y B3pocibix ¢ cepaedyHoil HEIOCTaTOYHOCTHIO, CBSI3aHHOM ¢
OXKUpEHUEeM C coxpaHeHHOH ¢pakumerr BbiOpoca (heart failure with preserved ejection fraction
(HFpEF)) u CJ12, xiauHWuYecKH 3HAYuMas TUIMOTrIuKeMmus HaOmoganach y 4,2 % mnanueHToB,
MOJIYYaBIIUX KAaK CEMAarIyTHJ, TaK W IUIanedo Mpu OJHOBPEMEHHOM NMPHUMEHEHUHU TPErapaTroB —
MPOU3BOJIHBIX Cyib(oHMIMOUeBUHB W/ uHCynuHa (0,065 ciydaeB Ha NalMEHTO-TOA YIS
cemarnytuaa u 0,098 ciydyaeB Ha manMeHTO-TO AJs T1aeo).

ﬂua6emuquKaﬂ pemunonamusl y nayuenmoe ¢ caxapHvim ouabemom 2 muna

B 2-neTtHeM KIMHUYECKOM HCCIIEI0BaHUH, B KOTOPOM HCCIEA0BaIN ceMariayTtus B 1o3ax 0,5 mru 1
MT' 10 CpaBHEHHIO C rarnebo y manueHToB ¢ C/I2 U BBICOKMM CEpACYHO-COCYTUCTBIM PHUCKOM,
JUIMTEIbHBIM ~ TE€YEHHUEM CaxapHOTo Juabera U HEaJeKBaTHBIM  KOHTPOJEM TIUKEMHH,
MOATBEPK/ICHHBIE CIy4yaul OCIOKHEHUW MUabeTHYecKol pPEeTHMHOINATHUU Pa3BUBAIUCH y OOINBIIETO
KOJIMYECTBA MAalMEHTOB, MoxydaBiminx cemaraytun (3,0 %), mo cpaBHEHHIO C MalUEHTaMH,
nosydaBmamu mianedo (1,8 %). OcnokHeHnsT HAOMIOMATUCh Y MAIHEHTOB C MOATBEPIKICHHBIM
aHAMHE30M JUa0ETUYECKON pPETHHOIATHU, TOJIyYaBIIMX HHCYJIMH. Pa3zHuIla MeXay TpyImnaMu
JIeUYeHHUs TOSIBIISIIACh PAHO U COXpaHsIach Ha MPOTSHXKEHUU BCETO UCCleqoBaHus. B uccnenoBanuu
STEP 2 o HapymeHHsX €O CTOPOHBI CETYAaTKH cooOmmim 6,9 % mnanueHToB, MOJIyYaBIINX
cemarinytua B gosze 2,4 wmr, 6,2 % manueHToB, MOMydYaBIIMX ceMarnyTua B no3e 1 wmr, u 4,2 %
MalUeHTOB, MOJy4YaBIUX Tutanie6o. B OonpmmHCTBE ciaydaeB coOOmMAnoch O AHAOETHUECKOU
perunonaruu (4,0 %, 2,7 % u 2,7 % cooTBeTCTBEHHO) U HenposmdepaTuBHoi petuHonaruu (0,7 %,
0 % u 0 %, COOTBETCTBEHHO).

Juzecmesus

O sBIEHMSIX, CBSI3aHHBIX C W3MEHEHUSMU KOXXHOW UYYBCTBUTEIBHOCTH, TAaKUX KaK TapecTe3wus,
yculieHue OOJIeBOW YYBCTBUTEIHHOCTH (THIIEPANTE3Us), MOBBIIICHHAS YYBCTBUTEIHHOCTh KOXHU
(rumepecTesus), TU3ECTE3UsI U ONIYIIICHUE XK KEHUs, coobmanoch y 2,1 % manueHToB, MOTyJaBIInX
ceMariayTu B go3e 2,4 mr, u y 1,2 % nmanueHToB, MOMy4aBIINX utane0o. SBneHus ObLUTH JTETKOW Win
YMEPEHHOU CTENEeHU TSHKECTH U 'y OOJBITUHCTBA MAIMEHTOB UCUYE3aJIH CAMOCTOSITEIbHO HECMOTPS Ha
MPOJIOKEHHE JICUEHUSI.

Heapmepuumuas nepeonss uwmemuueckas vetiponamus 3pumenvrozo nepsa (HAIIHMH)

Pe3ynbrarbl HECKOJBKUX KPYHHBIX OSMHAEMHOJOTUYECKUX MCCIEIOBAaHUM TMOKAa3bIBAIOT, YTO
BO3JICHCTBUE CeMariyTUAa Ha B3pOCIbIX C AMA0ETOM 2 THUIA CBSI3aHO NMPUMEPHO C JABYKpPATHBIM
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

nonojgHuTenbHoMY cinydato Ha 10 000 manueHTo-1eT JeYeHusl.

Oco0Oble T'PVYIIIBI ITAITWMEHTOB

B uccnenoBanusx SELECT u SUSTAIN 6 y B3pOCHbIX ¢ YCTaHOBJIEHHBIM CEPIEYHO-COCYIUCTHIM
3a00s1eBaHuEM PO HEXENATEIbHBIX PEaKLUii ObUI aHAJIOTHYEH TOMY, KOTOpPBIA HabI0AaJICs B
ucciae0BaHuAX (asbl 3a IO KOHTPOJIKO MACChI TeJa.

B uccnenoBanusix HFpEF y B3pociibix ¢ cepiaedHoil HeJOCTaTOUHOCTBIO, CB3AHHOM C 0)KHUPEHUEM C
COXPAaHEHHOHN (Qpakmmeld BbIOpoca, NMpOoQUiIb HEKENATSIBHBIX pPEaKIuii ObLI aHAJOTHYCH TOMY,
KOTOpBIH HaOo1as1cs B UCCae10BaHusAX (a3bl 3a 10 KOHTPOJIIO MACCHI Tea.

COO6IJ.[€HI/IG 0 MOA03PEBACMBIX HCXKCIATCIIbHBIX PCAKITMAX

Baxmno COO6I_HaTB 0 IOoAO3pE€BACMBIX  HEXKCIATCIBHBIX  PEaKOUAX IIOCIE PErucTrpanuu
JICKApCTBCHHOT'O IIpfrapara € LECJIbIO oOecreucHus HCTIPCPLIBHOI'O MOHUTOPHUHIAa COOTHOLICHUSA
«I10JIb3a — PHUCK». MenuIuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA COO6H_[aTb 0 JIFOOBIX IMOA03PCBACMBIX
HCKECJIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOTO ITpCriapaTra 4€pe3 HAMOHAJIbHBIC CHCTCMbI COO6HICHI/I$[
0 HCXKCIIATCIIbHBIX PCAKIUAX I'OCYAAPCTB — YJIICHOB EBpaSHﬁCKOFO 3KOHOMHNYCCKOI'O COIO3a.

Poccuiickas @enepanns

OenepanbHas ciryx0a 1o Haa30py B cepe 31paBoOXpaHeHUs

Anpec: 109012, r. MockBa, CiaBsiHcKast tiiomiaib, 1. 4, ctp. 1

Teu: +7 800 550 99 03

DnexktponHas moura: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

CaﬁT B I/IH(l)OpMaI_II/IOHHO-T eHeKOMMYHI/IKaHHOHHOﬁ CCTHU «I/IHTepHeT»:
http://www.roszdravnadzor.qov.ru

4.9. llepeno3upoBka

CHUMIITOMBI

IIpu mepeno3upoBKe cemariiyTuja MOTYT HaONIOAAThCS >KENIyOYHO-KUIIEYHbIe pPacCTPONCTBa,
KOTOpBIE MOT'YT NIPUBECTH K 00€3BOKUBAHUIO OpraHU3Ma.

Jleuenue

B cnyuae nepeno3upoBkHu ciaenyeT HaOIoAaTh 3a MallMeHTOM Ha NMPEeAMET KIMHUYECKUX MTPU3HAKOB
Y HayaTh COOTBETCTBYIOIIEE MOJACPKUBAIOIIEE JICUEHUE.

5. PAPMAKOJIOTMYECKUE CBOMCTBA
5.1. dapmakoIUHAMHYECKHUE CBOHCTBA

dapmakoTepaneBTHUeCKass ~ Ipymnma:  CpeiacTBa A JIYEHUS — caxapHoro  jauabera;
TUIIOTJIMKEMUYECKHE CPEJCTBA, KPOME HWHCYJIMHOB; aHAJOIM TIJIIOKaroHOMOAOOHOro mentuaa-1
(T'TIII-1).

Kox ATX: A10BJ06

MexaHu3M aeicTBus

Cemarnyrun siBiusiercs aHaniorom [TIIT-1 ¢ 94 %-Hoii TOMONOTHEH MMOCIENIOBATENILHOCTH K
yenoBeueckomy ['TITT-1.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

= 32514
CemarmyTuy neiicTByeT kak aronuct perentopa I'TII-1, KOTOT 'n{'ﬁﬁi}&%@rﬁ%%i;;}z&ﬁaéﬂ-}% c

oT 29.12

peuentopoM I'TITI-1, mumensto ans HatusHoro I'TIII-1, u akTuBupyer ero.

['TITI-1 sBnsieTcst GU3NOIOTMYECKUM PETYIIATOPOM aIlleTUTA U MOTPEOJICHUs KAJIOPHi, a peLenTop
['TITI-1 npucyTCcTBYET B HECKOJIBKUX 00JACTSIX MO3Ta, YUaCTBYIOIIMX B PEryJISIUU alllEeTUTA.

HccnepoBanusi Ha JKUBOTHBIX II0Ka3ajid, YTO CEMArJIyTH] JECHCTBYET B TOJIOBHOM MO3I€ uepe3
peuentop I'TII-1. CemarnyTua okas3biBaeT MpsiMOE BO3JICUCTBHE HA YYacCTKHU TOJIOBHOTO MO3ra,
Y4acTBYIOUIME B TOMEOCTATHYECKOW PEryisiliii MOTpPeOJIeHUsl MUK B TUIIOTallaMyce M CTBOJIE
TOJIOBHOTO MO3ra.

CCMaFJ'IyTI/II[ MOXKET BJIMATH HA CUCTEMY I'CIOHUCTHYECKOT'O BO3HAIPpaAXACHUA IOCPEACTBOM IIPSAMOTO
1 KOCBEHHOI'O BO3JCHCTBHUS Ha o0ractu MO3ra, BKJIrodad neperopoaky, raijaMmyCc 1 MUHAAJICBUIHOC
TCJIO.

Knuanaeckue HCCIICAOBAaHUA IIOKAa3aJid, YTO CEMarjilyTuJ CHHUKACT HOTpe6JIeHI/I€ OHEPTHH,
YCUIINBACT YYBCTBO CBITOCTH, HACBIMICHUS W KOHTPOJIA 3a IIPUCMOM IIUINH, YMCHBIIACT YYBCTBO
roJjioJia, a TakKeC 4aCToOTy U MHTCHCUBHOCTD TATH K €IC.

CeMarnyTuJi yMEeHbIIAET MPEANOYTEHHE MTPOIYKTOB C BBICOKUM COJIep:KaHueM xkupa. CeMarmyTu
peryiaupyer mOTpeOJeHUEe KaJlOpHil, alImeTUT, MHUIIEBOE BO3HArPAKICHUE W BHIOOp THIIIH,
KOOPJIUHHUPYS TOMEOCTaTUYECKUE U TeIOHUCTUYECKUE MEXaHU3MbI C UCTIOJIHUTETbHBIMU (DYHKIIUAMU
Mo3ra.

Kpome ToOro, B KIMHHYECKHUX HCCIEIOBAHUSAX OBUIO TIOKa3aHO, YTO CEMariyTH]l CHIKaeT
KOHIICHTPAIIMIO TIOKO3BI B KPOBH TITIOKO303aBUCHUMBIM 00pa30M, CTUMYJIUPYS CEKPELHIO HHCYJIMHA
U CHWXas CEKPELMIO IJIIOKaroHa IIPU BBICOKOM KOHLEHTPALMHU IJIKOKO3bl B KpOBU. MexaHu3M
CHIJKCHHUSI KOHUEHTPALMU TIJIOKO3bl B KPOBM TaKXE€ BKJIIOYACT HE3HAYUTEIBHYIO 3aJCPKKY
OTIOPOXKHEHMSI KENy/IKa B PAHHIOIO MOCTIPAaHIMANbHYIO (a3y. Bo Bpems THIOTIMKEMUH CeMariayTHI
YMEHBIIAET CEKPELUIO MHCYJIMHA U HE HAPYIIAET CEKPELUIO IIFOKAroHa.

Peuentopsr I'TIII-1 Takxke s3kcmpeccupyroTcst B Cepille, COCYAUCTOM CEeTH, MMMYHHON CUCTEME U
nmovykax. B KIMHUYECKHUX WCCIECIOBAHUAX CEMariyTH OKa3blBaJ OJaroTBOPHOE BIUSHHE Ha
KOHLEHTPALUIO JIMIIUJIOB B IUIA3ME KPOBM, CHHXKAJ CUCTOJIMYECKOE APTEPUAIBHOE JABJIECHUE U
yMEeHbIIAN BocnajeHue. KpoMme Toro, mcciemoBaHus Ha >KMBOTHBIX MOKAa3aJHM, YTO CEMAryTH]
3aMeUISeT Pa3BUTHUE aTEPOCKIIEPO3a U OKA3bIBAET IPOTUBOBOCIIAIUTENILHOE IEVCTBUE HA CEPAECUHO-
COCYIUCTYIO CUCTEMY.

MexaHu3Mm J€HCTBUSA ceMariyTuaa AJii CHUXKEHHUS CEepIACYHO-COCYIUCTBIX PHUCKOB, BEPOSTHO,
SIBJISIETCS. MHOTO()AaKTOPHBIM, YaCTUYHO OOYCIIOBJIEHHBIM TOTEpEHd MacChl Tella W BIUSHHEM Ha
W3BECTHBIE CEPJICYHO-COCYAMCThIE (DAKTOpPhl puCKa (CHIDKEHHWE apTepuaIbHOrO aBJICHUSA,
YIIY4IICHUE JUTATHOTO Mpoduiiss U MeTaboIr3Ma TIIFOKO3bl i TPOTHBOBOCTIAIUTEIbHBIE d(PPEKTHI,
MPOJIEMOHCTPUPOBAHHBIE C TOMOILIbIO CHU)KEHUSI YPOBHS BBICOKOUYBCTBUTEIBHOTO C-pEaKTUBHOTO
Oenka). TOUHBI MEXaHWU3M CHIDKCHHS PUCKA CEPJIEUHO-COCYANCTHIX 3a00JICBaHUIN HE YCTAaHOBJICH.

dapmakonmHaamudeckue 3O GEKTHI

Annemum, nompebnenue sHepeuu u 8b160p NPOOYKMO8 NUMaHUs

CeMarnyTuJl CHUKAeT alleTUT 3a CUeT YCHUJICHUS YyBCTBA CBITOCTH, OJHOBPEMEHHO CHIKAsS
YyBCTBO TOJIOJIa U TIpearnoaaraemMoe norpedisenue numu. B uccnenoBanuu $aser 1 morpedienue
SHepruu Bo Bpems npuema nuum ad libitum 6but0 Ha 35 % HIDKe PU MPUMEHEHUU CeMariyTuia
M0 CpaBHEHMIO C rianebo mocie 20 Hemenb BBEICHUs. DTO OBLIO MOATBEPKICHO YITYUIICHHUEM
KOHTPOJSl 32 TPHEMOM TMHIIH, YMEHBIIEHHEM TITH K €€ W OTHOCUTEIbHBIM CHUXEHHEM
MIPEIITOYTEHUS THIIU C BEICOKUM COJICpKaHHEM KHUPOB. Tsra K e1e ObuTa JOMOJHUTEIIBHO OlleHEHA
B uccienoBanuu STEP 5 ¢ moMomnisio onpocHuka koutposst 3a nutanueMm (CoEQ). Ha 104 nenene
npeArnoaraeMasi pa3HuIla B JICUEHUH KaK B OTHOIICHUH KOHTPOJIS TATH K €/1e, TaK U B OTHOIIICHUH
KOHTPOJISI TATH K OCTPOW MUIIE, 3HAYUTENBHO ONarompusiTCTBOBajla CEMarlyTHAY, TOTJa Kak
SIBHOTO 2((heKTa B OTHOIIICHUH KOHTPOJIS TATH K CIAJIKON MUIIE He HaOII01aI0Ch.
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Jlunuonwlii npoune Hamowax u nocie npuema nuuu

(CMEPTHOMY OTUETY

Cemarnytun B J03€¢ | Mr mo cpaBHEHHMIO € IUIale00 CHUYKAA KOHLIEHTPAILMIO TPUTIUIEPHUIOB
HAaTOIIAK M JIMTIONPOTEeH10B oueHb Hu3KoH tuiotHocTH (JITIOHIT) Ha 12 % u 21 %, COOTBETCTBEHHO.
[ToctnipanauaneHelii ypoeHnb Tpuriauuepuaos u JIIIOHII B oTBeT Ha mpueM NUIU C BBICOKUM
coJiepKaHuEM KHUPOB ObLT CHIDKEH Oosiee yem Ha 40 %.

Kimmanueckas 3bdhekTUBHOCTS U 0€30IIaCHOCTD

O¢ddexTuBHOCT M 0€30MACHOCTh NMPUMEHEHHUSA CeMariyTuia [UIsl CHIKEHUS MacChl Tela B
COYETAaHUHM CO CHIDKEHHBIM NOTPEOJICHHEM KalOpUi W TMOBBIIMIEHHOW (DPU3MYECKON aKTUBHOCTBHIO
ObUTM OLIEHEHBI B YeThIpeX O8-He[eNbHBIX IBOMHBIX CIEMBIX PaHIOMU3HPOBAHHBIX ILIaLE00-
KOHTponupyeMbix uccnenaoBanusx (asel 3a (STEP 1-4). B o01ieii CoKHOCTH B 3TH UCCIICIOBAHUS
OblTn  BKIIOYEHBI 4684 B3pocibIXx manueHta (2652 paHJIOMU3UPOBAHHBIX 11  MPUMEHCHUS
cemarnytuaa). Kpome Ttoro, nByxieTHsss 3(QQGEKTHUBHOCTh M 0O€30IaCHOCTh CEeMariyTHAa I10
CpaBHEHHIO C IManebo ObLIM OICHEHBI B JABOWHOM CJIETNOM PaHIOMHU3MPOBAHHOM  IIanebo-
KoHTponmpyeMoM uccienoBanuu ¢asel 3b (STEP 5), BkmowaBmem 304 nmanmenta (152 momyuanu
CeMariyTun).

JledeHne ceMariIyTHIOM IPOJEMOHCTPUPOBATIO KIMHHYECKH 3HAYMMYIO U YCTOHYHBYIO MOTEPIO
Macchl Tela MO CPaBHEHMIO ¢ mianebo y manmeHTtoB ¢ oxupenneM (MMT > 30 kr/m?) mmm
u30bITOYHON Maccoit Tema (UMT or >27 kr/m? mo <30 kr/m?) m mo kpaiiHeli Mepe OXHHM
COITyTCTBYIOIIUM 3a00JICBaHUEM, CBSI3aHHBIM ¢ Maccoil Tena. KpoMe Toro, Bo BceX MCCIICIOBAHUSIX
0oJiee BBICOKAas [0JI MAIMEHTOB JOCTHUIJIA CHIDKEHHMS Macchl Tenma Ha > 5%, >10%, >15% u
> 20 % mpu BBEJICHUU ceMariyTHIa o CPaBHEHHUIO ¢ 1uiare00. CHIKEHHE MacChI TeJa IPOUCXOIHIIO
HE3aBHCHMO OT HAJIHMYHUS JKCIyIOYHO-KUIICUYHBIX CHMITOMOB, TaKUX KaK TOIIHOTA, PBOTA WA
arapest.

JledeHne ceMarnyTUIOM TaKKe MOKa3aJl0 KIMHUYECKH 3HAUMMOE YMEHBIIEHUE OKPYKHOCTH TaJIuH,
CHIDKEHHE  CHCTOJIMYECKOTO  apTepHajbHOrO  JIABIEHUS M yhoydlleHue  (u3nueckoro
(GYHKIIMOHUPOBAHMS 110 CPAaBHEHUIO C T1aleoo.

O¢ddexTuBHOCT, OBUTA MPOAEMOHCTPUPOBAHA HE3aBUCHMO OT BO3pacTa, MoJja, pachl, ITHUUECKOM
MPUHAJIEKHOCTH, UcXxoaHoN maccsl Tena, UMT, nanmuuus C2 u ¢yHknuu novek. Paszmuuus B
3¢ (HeKTUBHOCTH HAOTIOAATUCH BO BceX moArpymnmnax. OTHOCUTENbHO OObIasi MOTEPs] MAaCChl TeNa
Ha0oamach y KeHIMUH Uy nanueHTtoB 0e3 CJ/[2, a Taxke y mamueHTOB ¢ 0oJjiee HU3KOU IO
CPaBHEHHUIO ¢ OoJiee BHICOKOW MCXOTHOM Maccoi Tena.

Hccneoosanue STEP 1: konmpos maccel mena

B 68-nenensnom nBoitHOM cienom uccneaoBanuu (STEP 1) 1961 manuent ¢ oxxupenuem (MUMT
> 30 xr/mM?) uu u36sITouHOH Maccoit Tena (MMT ot > 27 xr/m? 1o < 30 kr/m?) u 1o KpaiiHeii Mepe
OJTHUM COITYTCTBYIOLIIUM 3a00JI€BaHUEM, CBS3aHHBIM C MOBBIIIEHHBIM IMT, Ob11 paH1OMU3HPOBAaH
JUTSL IPAMEHEHHSI CeMariTyTHIa HITH Tutare6o0. Bee marnueHTs! coOro 1 HU3KOKAJIOPUITHYTO THETY
U YBEJTMUYMBAIM (PU3MUECKYIO aKTMBHOCTb Ha MPOTSHKEHUHU BCero uccienoaHus. [loreps maccel
TeJla HaYMHAJIach PaHO W MPOJI0JDKANACh Ha MPOTSHKEHUH BCETO UCCIENOBaHMs. B KOHIIE TeueHus
(68-s1 Hemenst) moreps Macchl Tella ObUTa KIMHUYECKH 3HAYMMOW IO CPaBHEHHIO C IUIANE00
(Pucynox 1). Kpome Toro, 60see BbicoKasi 40l HAI[UEHTOB JOCTUIJIA CHUKEHHSI MacChl Tella Ha >
5 %, >10 %, > 15 % u > 20 % npu BBeJCHUHU ceMariayTH/Ia [0 CpaBHEHUIO ¢ rutanedo (Tabnuma 3).
Cpenu manyeHToB C MpeanadeToM Ha MCXOIHOM dTare OoJjiee BBICOKAs JOJS MAMEHTOB MMea
HOPMOTJIMKEMUYECKUI CTaTyC B KOHIIE JICUYCHHs CEMarlyTHJIOM IO cpaBHEHUIO ¢ manebo (84,1 %
npotus 47,8 %).

Tabnuya 3. Pe3ynemamul 68-nedenvrozo uccreoosanus STEP 1

Cemarurytug 2,4 Mmr IInawe6o

Komuuectso martnentos (N) 1306 655
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o1 23.12.2025 N= 32514
-

(MOCAEQOBATENEROC T 000

Macca Tena

Hcxoanoe 3nauenue (kr) 105,4 105,2
H3menenue (%) Mo cpaBHEHHIO C UCXOAHBIM YPOBHEM -149 2,4
Pazmane (%) ¢ mmare6o [N 95 %] -12,4 [-13,4; -11,5] -
N3meHeHue (Kr) Mo cpaBHEHUIO C UCXOIHBIM YPOBHEM -15,3 -2,6
Pasmane (k) ¢ mare6o [N 95 %] -12,7 [-13,7; -11,7] -

% manMeHToB, JOCTUIIINX CHIDKEHHUSI MacChl Tena > 5 % 83,5 311
% MaueHToB, JOCTUTIINX CHIDKEHN Macchl Teaa > 10 % 66,1 12,0
% marueHToB, JOCTHUTIINX CHIKEHUS Macchl Teaa > 15 % 479 48
OxpyskHOCTH TaJIUH (€M)

HcxonHoe 3HaueHue 114,6 114,8
W3meHeHue 1o cpaBHEHHIO C MCXOIHBIM YPOBHEM -13,5 41
Pazmwume ¢ maane6o [N 95 %] -9,4[-10,3; -8,5] -
Cucrosimyeckoe aaBjaeHue (MM.pPT.CT.)

HcxonHoe 3HaUeHHE 126 127
M3meneHue no cCpaBHEHUIO C HCXOIHBIM YPOBHEM -6,2 -1,1
Pasmane ¢ mwiane6o [N 95 %] -5,1[-6,3; -3,9] -

IT3MeHeHHe Macchl Tena (%)

-20 -
T T ] T T T T ] T ] T
0 4 8 1216 20 28 36 44 52 60 68
Hexenn
4 ~ MEoxecTBeHHAL
—— CeManIyTHa —=—+-—-=- Jlnamedo o Vv

MOICTaHOBKa

Pucynox 1. Cpeonee uzmenenue maccol mena 6 uccieoosanuu STEP 1

[Tocne 68-HenenbHOrO HCCIEAOBaHUSA OBLIO MPOBEACHO NPOAJIEHHWE IEpephiBa B JICUCHUH Ha
52 Henenu, BKItoYaBinee 327 MalMeHTOB, KOTOPhIE 3aBEPIIMJIM OCHOBHOM MEpHOJ UCCIeI0BaHUA
Ha NOAJEPKUBAOIIEH 03e ceMarlyThaa WiM mianedo. B neprnon nocnie npexpameHus Je4eHus, ¢
68-ii mo 120-10 Henemto, cpeHss Macca Tella yBelnyuiaach B 00eux rpynmnax jgedeHus. OnHako y
HAIMEHTOB, MMOJIy4aBIIMX CEMariayTH/ B TEUEHHUE OCHOBHOIO NEPHO/a UCCIEOBAaHNUs, Macca Teja
ocTtaBasiach Ha 5,6 % HUXe UCXOIHOTO YpoBHS o cpaBHeHUto ¢ 0,1 % B rpynmne miane6o.

Hccneooseanue STEP 2: konmpoiv maccel menay nayueHmos ¢ caxapuvim ouademom 2 muna

B 68-nenenpHOM aBOiHOM ciienioM uccienoBanuu (STEP 2) 1210 narueHToB ¢ H30bITOUHON MacCon
tena win oxupenneM (MMT > 27 kr/m?) u CJI2 ObUIM pPaHIOMH3HPOBAHBI I BBEJCHHUS
cemariyTuja B 1o3e 2,4 Mr, ceMariiyTuaa B 1o3e | Mr ouH pa3 B Heielnto uin miane6o. [TanueHTsr,
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BKJIIIOUCHHBIC B UCCIICAOBAHHUEC, UMCIIN HEOAOCTATOYHO

COOTBETCTBYET ZKCNEPTHOMY OTUETY

o1 29.12.2025 N= 32514

konrpoltupYeM it dab i ditiodt (FHbAL,

7%-10 %) u monyyanu InedeHue JMOO JHETON U

bu3NUEeCKUMHU  yIpaKHEeHUAMH, b0 1-3

NEPOPAIBHBIMY ~ TUIIOIIIMKEMUYECKMMM  IpenaparaMud. Bcee  manueHTsl  MpUAEPKUBAIIUCH
HU3KOKJTOPUHHOW JMEThl M YBEIWYMBATIH (PU3MUYECKYIO AKTUBHOCTb Ha MPOTSHKEHUU BCETO

HUCCICIOBaHUA.

JleyeHnune cemarnyTu10M B TedeHHE 68 HElEIb IPUBEIIO K IPEBOCXOIHOMY U KIIMHUYECKU 3HAUUMOMY
CHIDKCHMIO MaccChl Teia U ypoBHs HbA ¢ o cpaBHenwro ¢ are6o (Tabauma 4 u PucyHok 2).

Tabnuya 4. Pe3ynemamul 68-nedenvnozo ucciedosanus STEP 2

Cemaraytua 2,4 mr | Ilnane6o
Komuuectso maruentos (N) 404 403
Macca Tena
HcxonHoe 3Ha4YeHME (KT) 99,9 100,5
N3menenue (%) Mo cpaBHEHHIO C UCXOHBIM YPOBHEM -9,6 -3,4
Pasmane (%) ¢ mmare6o [N 95 %] -6,2 [-7,3; -5,2] -
WzmeHeHne (KT') IO CpaBHEHUIO ¢ UCXOJHBIM YPOBHEM 9,7 -3,5
Pasmune (xr) ¢ mnare6o [ 95 %] -6,1[-7,2; -5,0] -
% manuenToB, JOCTUTIINX CHIKEHUS Macchl Tena > 5 % 67,4 30,2
% manKreHToOB, JOCTUIIIINX CHHYKEHHS Macchl Tena > 10 % 445 10,2
% maruenToB, JOCTHUTIINX CHIYKEHUS Macchl Tena > 15 % 25,0 43
OxpyskHOCTH TaJIUH (€M)
HcxonHoe 3HaueHne 1145 115,5
M3MeHeHue o CpaBHEHUIO C UCXOIHBIM YPOBHEM 94 -45
Pasmuune ¢ miane6o [N 95 %] -4,9 [-6,0; -3,8] -
Cucrosmyeckoe aaBjaeHue (MM.pPT.CT.)
HcxonHoe 3HaueHne 130 130
W3MeHeHne 1o CpaBHEHHIO C HCXOIHBIM YPOBHEM -39 -0,5
Pasmuune ¢ miane6o [N 95 %] -3,4[-5,6; -1,3] -
HbA;. (MmmMoan/Moab (%0))
HcxonHoe 3HaueHNE 65,3 (8,1) 65,3 (8,1)
H3MeHeHne 1o CpaBHEHHIO C HCXOIHBIM YPOBHEM -17,5(-1,6) -4,1 (-0,4)
Paznuuue ¢ mnane6o [[IN1 95 %] -13,5[-15,5; -11,4] | -
(-1,2[-1,4;-11))
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Pucynox 2. Cpeonee usmenenue maccot mena 6 ucciedoganuu STEP 2

Hccneooseanue STEP 3: konmponbs maccovl menay nayueHmos ¢ UHMeHCUEHOU N06EOeHUecKOll
mepanueu

B 68-nenensnom asoitHoM ciernom ucciaenoBannn (STEP 3) 611 nanmenToB ¢ oxupenuem (MMT
> 30 kr/m?) i u36sITOuHOM Maccoit Tena (MMT ot > 27 kr/m? o < 30 kr/m?) u 10 Kpaiineil Mepe
OJTHUM CONYTCTBYIOIIIMM 3a00JICBAaHHEM, CBS3aHHBIM C Maccoi Telia, ObUTM PaHIOMHU3UPOBAHBI HA
MPUMECHEHHE CeMariyTula Wiu Iuiane0o. Bo Bpems wucclieoBaHHMS BCE TAIUCHTHI MOTyYalld
WHTCHCUBHYIO ToBeAeHYeckyto teparmuto (MIIT), cocrositmiyro u3 OuYeHb CTPOrOW JIMETHI,
MOBBIMNICHHOW  (DM3MYECKON AaKTUBHOCTH W TIOBEIEHYECKOTO0 KOHCYJIbTHpOBaHus. JleueHue
cemarnytugoM u UIIT B TeyeHue 68 Henens MpUBENO K KIMHUYECKH 3HAUUMOMY CHUKEHHIO MacChl
Tea 1o cpaBHeHHIO ¢ iaedo (Tabmuma 5).

Tabnuya 5. Pesynomamol 68-nedenvrnozo uccneoosanus STEP 3

Cemaraytun 2,4 mr | Ilnane6o
Konmuectro narmeHToB (N) 407 204
Macca Tena
Ucxonnoe 3Hauenue (kr) 106,9 103,7
N3menenue (%) M0 CpaBHEHHIO C HCXOAHBIM YPOBHEM -16,0 5,7
Pazmrane (%) ¢ mmare6o [JIN 95 %] -10,3 [-12,0; -8,6] -
W3meHeHune (KT) IO CpaBHEHUIO C UICXOAHBIM YPOBHEM -16,8 6,2
Pazmvune (xr) ¢ are6o [JI1 95 %] -10,6 [-12,5; -8,8] -
% manueHToB, JOCTUIIIINX CHIDKEHHS MacChl Tenna > 5 % 84,8 478
% marMenToB, JOCTUTIIINX CHIKEHNS Macchl Tena > 10 % 73,0 27,1
% manueHTOB, JOCTUIIIINX CHIYKEHHUS Macchl Tena > 15 % 53,5 13,2
Oxpy:kHOCTH TAJIUH (CM)
Hcxonnoe 3HaueHne 113,6 111,8
M3meHeHue no CpaBHEHUIO C UCXOJAHBIM YPOBHEM -14,6 -6,3
Pazmwaue ¢ maane6o [ 95 %] -8,3[-10,1; -6,6] -
Cucroanyeckoe 1aBjaeHne (MM.pPT.CT.)
Hcxonmnoe 3Ha4yeHme 124 124
W3MmeHeHue 1o cpaBHEHHIO C UCXOIHBIM YPOBHEM -5,6 -1,6
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Hccneooseanue STEP 4: ycmoiiuugnwtii KOHmpoJib maccol mena

B 68-nenenpHoe nBoiiHoe cienoe uccienoBanue (STEP 4) Obutn BriaroueHsl 902 mammeHTa c
oxxnperneM (MMT > 30 kr/m?) nin ¢ n36sTouHoit Maccoit Tena (MMT ot > 27 kr/m? o < 30 kr/m?)
U 110 KpalHel Mepe OJTHOW COIYTCTBYIOLIEH IMaTOJIOTUEN, CBI3aHHOM ¢ Maccoi Tena. Bee mauueHTsl
cOOTIOAAN HU3KOKATIOPUIHYIO JUETY U YBEIHYMUBAIU (PU3UUYECKYIO aKTUBHOCTH Ha NMPOTSKEHUU
Bcero uccienoBanus. C 0-it mo 20-10 Henento (KOHTPOJIbHAS) BCE MAI[UEHTHI MOTyYall CEMariiyTU/I.
Ha 20-# nenene (MCXOIHBIN YPOBEHB) MAIUECHTHI, TOCTUTTINE TOIIEPKUBAIOIIEH 10361 2,4 MT, ObLITH
PaHIOMU3UPOBAHbI [yl MPOJIOJDKEHUS JISUEeHUS WK nepexoa Ha miane6o. Ha 0-if nenene (Havaino
Tepanuu) cpeiHss Macca Teja TAMeHToB coctaBimsia 107,2 kr, a cpeauuit UMT — 38,4 xr/m2.
[TaneHThl, AOCTUTIIME TOIAEPKUBaroniel 10361 2,4 mr Ha 20-i Henene (MCXOTHBIM YPOBEHB) M
MIPOJIOJDKABIINE JICUCHUE CEeMariyTuaoM B TeueHue 48 Hexenb (20—68-s Hemens), mpoaosnKaim
TEpSTh Maccy Tella M UMEJIH MPEBOCXOJHOE M KIMHUYECKH 3HAYMMOE CHIIKEHHE MAacChl Tella 1O
CPaBHEHMIO ¢ TEMH, KTO Tieperren Ha mare6o (Tabnuia 6). Macca Tena HeYKJIOHHO yBEIHYUBAIACh
¢ 20-if mo 68-10 Helero y MalKMeHTOB, MEPEXOAUBINUX Ha ranedo Ha 20-if Henene (MCXOTHBIN
ypoBeHb). Tem He MeHee, HaOMOAaeMas CpeHssl Macca Teya Oblla HUKEe Ha 68-i Hemene, 4eM B
Havanie Tepanuu (Hemens 0) (PucyHok 3). YV manueHTOB, Moay4aBmiMx ceMariaytun ¢ 0-i Hemenu
(Havanmo nedenus) mo 68-r0 Hemento (OKOHYAHHME JICUCHMsI), CPEIHEE W3MEHEHHE MAacChl Tela
cocraBuiio —17,4 %, npu sToM moTepsi Macchl Tena > 5 % Obuia nocturnyra y 87,8 %, > 10 % — y
78,0 %,>15% —y 62,2 % u > 20 % nocturayro y 38,6 % >THX NMaIMEHTOB.

Tabnuya 6. Pesynomamol 68-nedenvnozo uccreoosanus STEP 4 ¢ 20 no 68 neoenio

Cemaraytup 2,4 mr | Ilnane6o
Konmnuectro narmeHToB (N) 535 268
Macca Tesa
HcxoaHoe 3naueHue (Kr) 96,5 954
N3menenue (%) M0 CpaBHEHHIO C HCXOAHBIM YPOBHEM -79 6,9
Pazmrane (%) ¢ mare6o [JIN 95 %] -14,8 [-16,0; —13,5] | -
N3meneHue (KT) 1Mo CpaBHEHHIO C UCXOIHBIM YPOBHEM -7,1 6,1
Paznwune (xr) ¢ are6o [JIA 95 %] -13,2[-14,3;-12,0] | -
OKpy:KHOCTB TATHUH (CM)
Hcxoanoe 3naueHue 105,5 104,7
W3meHeHue 1o cpaBHEHHIO C UCXOIHBIM YPOBHEM -6,4 3,3
Pazmwane ¢ maane6o [N 95 %] -9,7[-10,9; -8,5] -
Cucroamnyeckoe 1aBjieHne (MM.pPT.CT.)
Ucxonnoe 3Hauyenue 121 121
M3MeHeHue o cpaBHEHUIO C UCXOHBIM YPOBHEM 0,5 44
Pasnuuue ¢ mnane6o [JIN1 95 %] -3,9[-5,8; —2,0] —

17



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 29.12.2025 N2 32514

p— C-o———————————— ———tH CNEOOBATENEHOCTE 0004)

-

=50

s s g ;
N © 0O & N O
1 A 1 A i L L

Hiamenenne Maccs! Te1a (%)

I
-14 4 I
I
-16 1 I e 174
-18 - !
|
-20 4 1 Y.
1 T T L] T L] T T T T L] L L) // L)
0 4 8 1216 20 24 28 36 44 52 60 68 6E
Hezens

N=omecTses=as

[DOICTa=0Es2

—a— Canrmmx - —y—- IInanedo v

Pucynox 3. Cpeonee usmenenue maccol mena 6 ucciedoganuu STEP 4

Hccneoosanue STEP 5: 06yxnemmuee uccinedosanue

B 104-uenensaom nBoiiHoM ciernom uccienoanuu (STEP 5) 304 nauwmenrta ¢ oxupenunem (MMT
> 30 kr/m?) Wi ¢ n36bITouHO# Maccoii Tena (MMT ot > 27 kr/m? no < 30 kr/mM?) u 1o kpaiiHeii Mepe
OJTHUM COITYTCTBYIOIIMM 3200JICBaHHEM, CBSI3aHHBIM C MAacCOH Teja, ObLIM PaHJIOMHU3UPOBAHBI IS
MPUMEHEHUS ceMariiyTuaa WM 1uiane6o. Bee manmueHTsl coOM0aanu HU3KOKAIOPUHHYIO TUETY U
YBEIMUMBATN (PU3HUYECKYI0 aKTHBHOCTh Ha MPOTSHKEHUU BCErO HMCCIeNoBaHUs. VICXOMHO cpeaHwmid
NMT nanueHToB cocTaBist 38,5 Kr/M2, cpenusisi Macca tena — 106,0 kr. Jleuenue cemarnyTuaom B
teuenue 104 Henenb NPUBENO K KIMHUYECKH 3HAYMMOMY CHIDKCHHIO MAacChl TeJla M0 CPAaBHEHUIO C
wiane6o. CpenHsisi Macca Tena CHIDKalach OT HMCXOIHOTO YpPOBHS N0 68-if Helnenu BBeIEHUS
ceMariayTuja, TOocjie Yero JAOCTUTANoCch Iuiato. Ilpw BBeAeHWHM ITuTane0o CpemHss Macca Tena
CHMXKAJIaCh MEHBIIIE, U TUIATO ObLIO JOCTUTHYTO MpuMepHO depe3 20 Hemens seuenus (Tabnuma 7 u
Pucynok 4). Y manueHToB, MoJydaBIInX cEMariyTH, CpeaHee U3MECHEHNE MAaCcChl Tejla COCTaBUIIO —
15,2 %, npu 3TOM noteps Maccel Tena > 5 % Obuta focturnyra 'y 74,7 %,>10 % -y 59,2 % u>15 %
—y 49,7 % stux manuentoB. Cpeau manueHToB ¢ npeauadeTroMm Ha ucxoaHom stame 80 % u 37 %
JOCTUTIIA HOPMOTJIMKEMHYECKOTO CTaTyca K KOHIy JIYeHHs] CeMarlyTHJIOM U Iuianedo,
COOTBETCTBEHHO.

Tabnuya 1. Pesynomamut 104-nedenvnozo uccnedosanus STEP 5

Cemarurytug IInauwedo
Konmuectro narmeHToB (N) 152 152
Macca Tena
Ucxonnoe 3HaueHue (kr) 105,6 106,5
H3menenue (%) 1o cpaBHEHHIO C UCXOAHBIM YPOBHEM -15,2 -2,6
Pazmane (%) ¢ mmare6o [N 95 %] -12,6 [-15,3; —9,8] -
W3meHeHune (KT) IO CpaBHEHUIO C UICXOAHBIM YPOBHEM -16,1 -3,2
Pazmvune (xr) ¢ are6o [JI1 95 %] -12,9 [-16,1; -9,8] -
% manueHToB, JOCTUIIIINX CHIDKEHHS MacChl Tenna > 5 % 74,7 37,3
% marMeHToB, JOCTUITIINX CHIKEHHS Macchl Teana > 10% | 59,2 16,8
% marueHToB, JOCTUIIINX CHUKEHHS Macchl Tena > 15% | 49,7 9,2
Oxpy:kHOCTDH TaJIUH (€M)
Hcxonmnoe 3Ha4eHme 115,8 115,7
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M3meHeHue no cpaBHEHUIO C UCXOAHBIM YPOBHEM -14,4 572
Paznuaue ¢ maane6o [N 95 %] -9,2[-12,2; -6,2] -
Cucroimnyeckoe aaBjaeHue (MM.pPT.CT.)

HcxonHoe 3HaueHue 126 125
N3meHeHue 1Mo cpaBHEHHIO ¢ ICXOIHBIM YPOBHEM 5,7 -1,6
Paznwuue ¢ maane6o [N 95 %] -4,2[-7,3; -1,0] -
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Pucynok 4. Cpeonee uzmenenue maccol mena 6 uccneoosanuu STEP 5
Hccneoosanue STEP 8: cemaznymuo 6 cpasgnenuu ¢ aupaziymuoom

B 68-HenenbHOM PaHIOMH3MPOBAHHOM OTKPBITOM IBOMHOM CIENOM IUIale00-KOHTPOIUPYEMOM
nccnenopanun (STEP 8) 338 manuentos ¢ oxuperneM (MMT > 30 kr/m?) 1y n36BITOUHOM Maccoit
tena (MMT ot > 27 xr/m? o < 30 kr/mM?) 1 1o kpaiiHeii Mepe OJHMM COMYTCTBYIOIIUM 3a00IeBaHHEM,
CBSI3aHHBIM C MAacCO# Teia, ObUTM paHJIOMU3HPOBAHBI JUISI TPUMEHECHUS CEMaryTHIa OJUH pa3 B
HeZIeNto, JIUpariayTuaa Mo 3 Mr OJMH pa3 B JeHb Win Tuianebo. CeMarnyTu OJUH pa3 B HENEII0 U
JUPATITYTH]T B J103€ 3 MT ObUTH OTKPBITBIMHU, HO B KQXKIOW TPYIIIIE aKTHBHOTO JICUESHUS TIPOBOIHIIOCH
JIBOMHOE CIIeNI0e CpaBHEHUE C IUIanedo, BBOAUMBIM C OJAMHAKOBOW YacTOTOW Mo3upoBaHus. Bce
MAIUEHTHI COOJTFOIaT HU3KOKAIIOPUWHYIO JIUETY W TOBBINICHHYIO (DH3MYECKYI0 aKTUBHOCTH Ha
NpoTsbKeHUM Bcero uccnenoBanus. Mcexonuno cpennuit UMT mauuwentoB cocrtasmsn 37,5 KF/MZ,
cpenusis Mmacca tena — 104,5 kr. JledeHune cemariayTHIOM OIWH Pa3 B HEJEIIO B TeUueHUE 68 Heelb
MPUBEJIO K 3HAUUTEIHHOMY U KIMHUYECKH 3HAYUMOMY CHIDKEHHIO MAacChl Tella M0 CPaBHEHHIO C
nuparaytuaoM. CpemHsisi Macca Tejla CHH3WJIACh C MCXOJIHOTO YPOBHS J0 68-1 Henenu BBEACHUS
cemarnytuaa. [Ipu mpuMeHEeHUH NTUpArIyTHAA CPEIHss Macca Tela CHWKamach MeHwine: 37,4 %
MAIMEeHTOB, MOJYYaBIIX ceMartyTun, nmorepsuin > 20 % maccel Tenma mo cpaBHeHHo ¢ 7,0 %,
nosydaBmux juparnytun. B Tabnuma 8 mpuBeneHbl pe3yibTaThl MOATBEPKAAOIMINX KOHEYHBIX
TOYEK IMoTepu Macchl Tena Ha > 10 %, > 15 % u > 20 %.

Tabnuya 8. Pe3ynemamul 68-HedenvHozo uccredosanus STEP 8

Cemarayrung 2,4 mr | Ilnane6o

Komuuectso martnentos (N) 126 127

Macca Te1a
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Hcxoanoe 3nauenue (kr) 102,5 103,7

H3menenue (%) Mo cpaBHEHHIO C UCXOAHBIM YPOBHEM -15,8 —6,4

Paznuune (%) ¢ muparmytumgom I 95 %] -9,4[-12,0; -6,8] -

WzmeHeHne (KT) IO CpaBHEHUIO ¢ UCXOAHBIM YPOBHEM -15,3 —6,8

Paznuune (xr) ¢ muparaytaaom [N 95 %] -8,5[-11,2; -5,7] -

% marueHToB, JOCTUTIINX CHIKEHUS Macchl Teaa > 10 % 69,4 27,2

% MarueHToB, JOCTUTIIINX CHIDKEHNS Macchl Tena > 15 % 54,0 13,4

% marueHToB, JOCTUTIINX CHIKEHUS Macchl Tena > 20 % 374 7,0
Hccneoosanue STEP 9: Konmpoib maccol mena y nayueHmos ¢ 0Cmeoapmpumom KoieHH020

cycmaea

B 68-nenenbHoM nBoiitHOM cierioM uccienoBanuu (STEP 9) 407 nauueHTOB C OXHUPCHUEM H
YMEpPEHHBIM OCTEOApTPUTOM KojJeHHoro cyctaBa (OA) ogHoro win o00OUX KOJEH Obuld
PaHIOMU3HPOBAHBI Ui TPUMEHEHHs CeMariyTuia WiId Iulanebo Kak —JIOTOJIHEHHE K
KOHCYJIBTUPOBAHUIO MO COOJIIOJICHUI0O HU3KOKATOPHUMHOW IHEThl M TMOBBIIIEHHON (PU3NYECcKO
aKTUBHOCTH. JleueOHbIii 23 PEeKT B OTHOIIEHUH 0OJIEBOTO CHHIIpOMA, CBsi3aHHOTO ¢ OA, onleHuBaICs
o uHjaeKcy ocreoaprputa 3.1 Yuusepcutera 3anagHoro Ourapuo u MakMactepa (WOMAC). Drot
WHJICKC TpeIHa3HaueH /I OLEHKM W3MEHEHHWH B CHUMNTOMAax M (YHKIMOHMPOBAHWUHM HIDKHUX
KOHEYHOCTEH, CBA3aHHBIX C JICYEHHUEM Y MalMeHTOB, cTpagaromux OA Ta300eIpeHHOro WIH
KOJIEHHOTO cycTaBoB. Ha ncxoHoM ypoBHe manuenTs! umenu cpeaauit UMT 40,3 kr/m? U cpemHion
Maccy tena 108,6 kr. ¥ Bcex manueHTOB ObLT KIMHUYECKUil quarHo3 OA KOJIGHHOTO CycTaBa Co
cpenauM HavanbHbIM Oarutom 60iu WOMAC 70,9 (o mikane 0-100).

Jleuenue cemarayTiioM B TeueHHe 68 HeleIb IPUBENO K TPEBOCXOAHOMY U KIIMHUYECKH 3HAUUMOMY
CHIKEHHUIO MacChl Teja Mo cpaBHeHHI0 ¢ 1manebo (Tadnuma 9). Jleyenwe cemarmyTuaoM
MIPOAEMOHCTPUPOBAJIO KIMHUYECKH 3HAUMMOE YMEHbIIeHne 6011, cBsizaHHOU ¢ OA, o cpaBHEHUIO
¢ anebo (Tabmuua 9). YMenblienue 0onu, csizaHHoi ¢ OA, Mpu MOMOIIM ceMariyTuaa Obuio
JOCTUTHYTO 0€3 YBEIMYEeHHs UCIOIb30BaHUS 00€300JIMBAIOIIMX penapaToB.

Tabnuya 9. Pezynemamul 68-nedenvnozo ucciedosanus STEP 9

Cemaraytun 2,4 mr | Ilnane6o
Komuuectso maruentos (N) 271 136
Macca Tena
HcxonHoe 3HaueHME (KT) 108,7 108,5
H3menenue (%) 1o cpaBHEHHIO C UCXOAHBIM YPOBHEM -13,7 -3,2
Pazmane (%) ¢ mmare6o [N 95 %] -10,5[-12,3; -8,6] | -
% manreHToB, JOCTUTIINX CHIYKEHHS Macchl Tenna > 5 % 85,2 33,6
HIxana 6oiu WOMAC
HcxonHoe 3HaueHne 72,8 67,2
M3MeHeHue 1o CpaBHEHUIO C UCXOIHBIM YPOBHEM 41,7 27,5
Pasnuuue ¢ mnane6o [ 95 %] -14,1[-20,0,-8,3] | -
% malMeHTOB, JOCTUTIIIMX KIMHAYSCKH 3HAYUMBIX YITy4IICHUH* 59,0 35,0

*Nsmenenne < —37,3 6ammoB mo mkane 6omt WOMAC HCIONB30Baoch B KAauecTBE MOPOTa IS 3HAYUMOTO
YIIy4IIEHUS

20



o1 29.12.2025 N= 32514

(MOCNEQOBATENEHOCTE 0004)

Bnusanue na cocmae mena
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B wuccnenoBanuu STEP 1 (N = 140) cocraB Tena M3Mepsuld C TOMOIIBIO JIBYXDHEPreTUYECKOM
penTreHoBckoi adbcopounomerpuu (JIOPA). PesynbpraTe! onienku JIOPA nokazanu, 4To npuMeHEHHE
ceMariayTuaa COMPOBOXKIAIOCH OOJIBIIUM CHIDKCHHEM YHPOBOM MAaCChl, Y€M MBIIICUYHON, YTO
MPUBEJIO K YIYUIICHHIO COCTaBa Tella MO CpaBHEHHUIO ¢ Iuianedo uepe3 68 Hexens. bonee Toro,
CHIDKEHHE 00IIel )KUPOBOI MAcChl COIPOBOXK/AATIOCH YMEHBIIEHHUEM BUCIIEPAILHOTO KHUPA.

Yayuwenue gpusuueckozo pynkyuonuposanusn

[IpuMmeHeHne ceMariyTHAa TPUBOIIIO K HEOONBIIOMY YIIYYIICHUIO B MOKA3aTeIsIX (PU3NIECKOTO
¢dbynkunonupoBanusi. dusndeckoe (YHKIIMOHHPOBAHUE OIICHUBAJIOCh C HCIIOJNB30BaHUEM Kak
00I1Iero OMpOCHHKA, CBA3aHHOTO ¢ KadyecTBOM ku3HH (SF-36), Tak U ONMpOCHHMKA KauyecTBa KHU3HH,
cnenupuunoro s oxxkupenus (IWQOL- Lite-CT).

Hccneoosanue SELECT: cuujcenue puckoe 060abuiux cepoeuHo-coCyOucmslx cooOblimuii y
RAYUEHM 08 C U30bIMOYUHOU MACCOU MeNd UNU 0HCUPEHUEM

Uccnenosanne SELECT  06bpuio  paHIOMU3MPOBAHHBIM, JIBOMHBIM  CJENbIM, Iulanedo-
KOHTPOJIMPYEMBIM, CBSI3aHHBIM C HCXOJIOM HCCIIEIOBaHHEM, KOTOpoe BkItouano 17604 manuenra c
YCTAaHOBIIGHHBIM CEPAEUHO-COCYUCTEIM 3abonesanneM u WIMT > 27 kr/m?.  TlarmeHTsl ObLmH
paHIOMU3HPOBaHbI B rpynny cemariaytuaa 2,4 mr (n = 8803) wiu miane6o (n = 8801) B nononHeHue
K cTaHgapTHod Tteparnuu. CpemHee BpeMsi y4acTHs B HCCIEAOBaHMHM cocTaBwio 41,8 mecsa.
XKuznennslii craryc 611 qoctynex ansa 99,4 % nanuentoB. Mccnenyemasi momysisius cocTosia U3
27,7 % xenma U 72,3 % MyX4YHH CO cpeaHHM Bo3pactoM 61,6 roma, B Tom uucie 38,2 %
nanueHToB > 65 net (n = 6728) u 7,8 % nanuentoB > 75 net (n = 1366). Cpennuiit UMT cocrasisin
33,3 kr/M?, a cpennsis Macca Tena — 96,7 kr. ITanmentst ¢ CJ11 n CJI2 B anaMHe3e GbIITH HCKITIOYEHBL.

HepBI/I‘lHoﬁ KOHEYHOM TOUKOM CIIYKWJIO BPEMA OT PaHAOMU3AIIUN 1O HACTYIIJICHHUA IIEPBOTO CIyvdas
OOJIBIIINX CepAeYHO-COCYAUCThIX coObiTuii (Major adverse cardiovascular events — MACE),
OIIPEACIIICMBIX KaK COCTaBHasl TOYKaA, COCTOANIAA U3 CMEPTU OT CEPACHHO-COCYAUCTBIX NMPUYINH (B
TOM YHCJIE€ CMEPTH OT HEYCTAaHOBJEHHBIX MNPUYMH), HedaTaIbHOro HHGpapKTa MHOKapAa WIH
He(baTaJ'IBHOFO HHCYJIbTA.

[lepBuunas xoneynas Touka, nepsoe MACE nponsomnuio y 1270 u3 17604 nanueHTOB, BKIFOUEHHBIX
B uccienoBanne SELECT: y 569 u3 8803 mammenrtoB (6,5 %) B rpynne cemarnyrtuaa u 'y 701 u3
8801 nammenTa (8,0 %) B rpymnme miarne6o. B obmeit cnoxuoctu 63 (11,1 %) nepseix MACE B
rpymme cemarnytuaa u 80 (11,4 %) B rpynne mianedo Obljia CMEPTh OT HEYCTaHOBIIEHHBIX TPUYUH.

PacuetHoe otHomenue puckos coctasmio 0,80 (0,72, 0,90) (95 % AU ot 0,72 10 0,90; p < 0,001).
CemariyTu 3HaYMTEIbHO CHM3MI puUcK HacTyruieHus nepsoro MACE na 20 % mo cpaBHEHHIO ¢
mwrane6o (Pucynok 5). Briman kaxxaoro kommnonenta B cumxkenne MACE nokasan B Tabnumna 10.
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Bpems ot pangommsanun (MecsIes)
IIanHeHTOB ¢ PHCKOM

CemarayTua 8803 8695 8561 8427 8254 7229 5777 4126 1734 71
IL1amedo 8801 8652 8487 8326 8164 7101 5660 4015 1672 59

Pucynox 5. Bpems 0o nepsoco coovimus MACE 6 uccreoosanuu SELECT

Tabnuya 10. Pezynomamsr uccnedoganus SELECT: nepsuunvle u 6mopuunvie KOHEYHble MOUKU
agpgpexmuernocmu

Manuentsl ¢ coobiTem N (%0) OtHowmenne
PHCKOB

Iiaue6o Cemarayrua, 2,4 Mr .

N = 8801 N = 8803 (95 % JIM)

l'[eanlmaﬂ KOHEYHAasA TOYKA U €€ KOMIIOHCHTbI

CepneuHo-cocynucTasi CMEepTh,
HedaTaabHbIH WHPAPKT MHUOKAp/Ia HITH 701 (8,0 %) 569 (6,5 %) 0,80 (0,72; 0,90)

HedaTanbHbIH HHCYILT

CMepTB OT CEpPACHHO-COCYAUCTBIX

0 0 .
coBurTuii 262 (3,0 %) 223 (2,5 %) 0,85 (0,71; 1,01)
Hedaranpueiii uHGapKT MHOKapaa 322 (3,7 %) 234 (2,7 %) 0,72 10,61; 0,85]
HedaranbHblif HHCYITBT 165 (1,9 %) 154 (1,7 %) 0,9310,74; 1,15]

Bropuunbie moATBeP:KIAIOIIHE KOHEYHBIE TOUKH

Cepnaeunas Hepoctatognocts (CH)
(cocTaBHas KOHEUHAs! TOYKA, COCTOSIIAS U3
rocnuTaiu3anuu o nosoxy CH, 361 (3,8 %) 300 (2,8 %) 0,82 [0,71; 0,96]
HEOTJIOKHOTO BbI30Ba 110 oBoty CH win
CEepICYHO-COCYUCTON CMEPTH)

CMepTh OT JHOOBIX IPUYUH 458 (5,2 %) 375 (4,3 %) 0,81[0,71; 0,93]

Hccneoosanue SUSTAIN 6: cuuscenue puckos 001suiux cepoeyHo-cocyoucmslx coovtmuii y
nayuenmog ¢ caxaprvim ouademom 2 muna

B uccnenoBanuu SUSTAIN 6, 3297 nanyieHTOB ¢ HEAOCTATOYHO KOHTposnpyeMbiM CJI2 1 BEICOKUM
PHUCKOM CEpAEYHO-COCYTUCTBIX COOBITUI ObUIM PaHIOMH3UPOBAHBI JUIsl IPUMEHEHHs ceMariyTuia
0,5Mr uan 1 Mr mOJKOXKHO OAMH Pa3 B HEAETIO WM IUIane0o B JOMOJHEHHE K CTaHIapPTHOMY
nevenuto. [IpomoikurenbHOCTh jdedeHus cocraBuia 104 mepenn. CpenHuid BO3pacT COCTABUII
65 ner, a cpemnuit UMT coctaBun 33 kr/m2. TlepBuuHON KOHEYHOH TOUKOH OBLIO BpeMms OT
paHJOMU3ALMN [0 TEpBOTO Ciydass OOJbIIUX CEPACYHO-COCYAUCTHIX COOBITHI: CepJIeYHO-
COCYIUCTOI cMepTH, HedaTaabHOro MH(papKTa MHUOKapAa WM HedaTanbHOro MHCyabTa. OOIuee
kommmyectBo MACE cocrasuiio 254, B Tom uncite 108 (6,6 %) B rpymme cemarnytuaa u 146 (8,9 %)
B rpymnme miane6o. PacyerHoe OTHOIIEHHE PUCKOB Ul cemariaytuaa B jo3ax 0,5 wimm 1 mr mo
cpaBHeHU1O ¢ Tiare6o coctaBuiio 0,74 [95 % JIN 0,58; 0,95], uTo 00yCcIOBIEHO CHUYKEHUEM YaCTOTHI
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

CMEPTHOCTH OT CEPJICUHO-COCYIUCThIX puurH (PUCYHOK 6).
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Bpewms ot pangomuzanny (Heemn)
Pucynox 6. Bpems 0o nepsozo coovimus MACE 6 uccredosanuu SUSTAIN 6

Hccneoosanun STEP-HFpEF u STEP-HFpEF-DM: ¢yukuyuonansusie uccnedoséanus y

NAYUEHmMO8 C CepPOeUHOll He0OCMmamoYHOCmbl0 C COXpanueuielca paxyueil evlopoca 0e3
caxapHnozo ouabema u c ouademom muna 2

B nByx 52-HenenpHBIX TBOMHBIX CIETIBIX KIIMHUYECKUX UCCIETOBAaHUAX 529 MAIMeHTOB C CepeYHON
HEJJOCTaTOYHOCTBIO, CBS3aHHOW C 0XKHUPEHHEM C coxXpaHeHHOH (pakimeil BoiOpoca (STEP-HFpEF),
u 616 ManMeHTOB C CEPJACYHON HEIOCTATOYHOCTHIO, CBSI3AHHOW C OXXKHUPEHHUEM C COXPAHEHHOU
¢paxuumeit BeiOpoca u CJI2 (STEP-HFpEF-DM), Obun paHIOMH3HPOBAHBI ISl JICUCHUSI
CEeMHUTIIYTUIIOM B J03€ 2,4 MT WJIHU IIane00 OJWH pa3 B HENENI0 B JIOMOJHEHHE K CTaHIapPTHOMY
nedenuto. Ha ucxonnom yposae 66,2 % u 70,6 % nanueHToB ObITH OTHECEHBI K Kiaccy || mo mikane
Hiro-Mopkckoit kapauonoruueckoit accommamun (NYHA), 33,6 % u 29,2 % — x knaccy |11 NYHA,
a02%u 0,2% — x xnaccy IV NYHA nns uccnenosanuii STEP-HFpEF u STEP-HFpEF-DM
cooTBeTCTBEHHO. CpeHui BO3pacT cOCTaBisl 68 JeT B 000MX HMCCIEIOBaHUAX, CpeHsa (hpakuus
BbIOpOca neBoro xkenynouka (OBJDK) cocrasmsna 57,0 % u 56,0 %, a cpennunii UMT cocrasinsin 38,5
kr/™M®> u 37,9 xr/m?. Uccnenosanne STEP-HFpPEF Bimouano 56,1 % >KeHIIWH, a HCCIEIOBAHME
STEP-HFpEF-DM Bxmrouano 44,3 % xenmuH. bonpinas yacth manueHTOB MPUHUMAJA CEPACYHO-
COCYITUCTHIE mpermaparbl, B ToM uucie ~ 81 % mmypernku, ~ 81 % Oera-Omokatopsl, ~ 34 %
MHTUOUTOpPHl aHTMOTEH3UHIpeBpamaomero ¢epmenta u ~ 45 % O10KaToOpbl peLENTOPOB
aarnotensuHa Il. B uccienopanmm STEP-HFpEF-DM marmuenTsl Takke MoOdydaid CTaHIapTHOE
JIeYeHHEe 10 CHIKEHHMIO YPOBHS TIIIOKO3bI, U3 KOTOPBIX 32,8 % mpuHUMAaIN MHTUOUTOPHI HATPU-
IIIOKO3HOTO KoTpaHcrnopTepa 2-ro tuma, a 20,8 % nonydanu uHcynuH. OQHEeKTUBHOCTD JIeUEHUS
CeMarJyTuJioM B J103€ 2,4 MI' B OTHOIIIEHUH CUMIITOMOB CEP/IEYHOI HETOCTATOYHOCTH OIICHUBAIACh
C TIOMONIIBI0 CYMMAapHOTO KIMHHYECKOTO TMoKa3aTens KaH3acckoro OmpocHHWKa Ui OOJBHBIX
kapauomuonarueit (KCCQ-CSS), koTopslii BKIIOYaeT B ceOs TOMEHBI CUMITOMOB (YacToTa U
Opemsi) u orpanudeHue ¢uzndeckoil ¢pyakuuu. OreHka konednercs B nuamazone ot 0 mo 100,
npuyeM 6osiee BHICOKHE 0auIbl COOTBETCTBYIOT JIYUIIEMY COCTOSHHUIO 3710pOBbs. DpdexT nedenus
CeMariayTHIOM 2,4 MI' OIIEHHBAJCS TaKXKe C IOMOIIbI0 TecTa 6-MHHYTHOW X01b0bI (6MX).
Havanenbie 3Hauennss KCCQ-CSS nu 6MX X0po11o 0TpakaroT COCTOSIHUE UCCIIEAYEMOM MOMYIISILINHU.
B o6oux uccienoBaHusix JieyeHHE ceMariyTuaoM 2,4 Mr MpUBOJANIIO K MPEBOCXOIALIEMY BIHUSIHUIO
o cpaBHeHuto ¢ miane6o kak Ha KCCQ-CSS, tak 1 va 6MX (Tabauma 11). [Ipeumyrinectsa Obutn
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(bu3nuecKoro PyHKIIMOHUPOBAHHUS.

Tabauya 11. Pezynomamul 2-x 52-nedenvruix ucciedosanuit STEP-HFpEF u STEP-HFpEF-DM

STEP-HFpEF STEP-HFpEF-DM
Cemaraytupa | Ilnanedo | Cemarayrua | Ilimaune6o
2,4 mr 2,4 mr
Konuuecto nanuentos (N) 263 266 310 306
KCCQ-CSS (6anabr)
HcxonHoe 3HaueHUE (cpeaHee) 57,9 55,5 58,8 56,4
W3MmeHeHue o CpaBHEHUIO C UCXOTHBIM 16,6 8,7 13,7 6,4
YpOBHEM
Pasnnuue ¢ miane6o [JI1 95 %] 7,8[4,8;10,9] 7,3[4,1; 10,4]
% ManMreHTOoB, JOCTUTIINX 3HAYMMBIX 43,2 32,5 42,7 30,5
HW3MEHEHUI
6MX (MeTpbI)
Ucxonnoe 3naueHue (cpeaHee) 319,6 314,6 279,7 276,7
W3meHeHue 1Mo CpaBHEHUIO C UCXOTHBIM 21,5 1,2 12,7 -1,6
YPOBHEM
Paznnuue ¢ miane6o [JI1 95 %] 20,3 [8,6; 32,1] 14,3 [3,7; 24,9]
% MalMEHTOB, TOCTUITIINX 3HAYMMEIX 479 34,7 43,8 30,6
M3MEHEHUI
Maccsol Tesna
HcxomaHoe 3Ha4yeHne (KT) 108,3 108,4 106,4 105,2
N3smenenue (%) 10 CPaBHEHUIO ¢ HCXOAHBIM -13.3 -2,6 -9,8 -3,4
YpOBHEM
Paznmune (%) ¢ mame6o [N 95 %] -10,7 [-11,9; -9,4] 6,4 [-7,6;-5,2]

[IpeBocxoicTBO cemarinyTuaa Haj miane0o HabI0Jaloch BO BCEX CYONONMysSUsAX, ONPeIeIeHHbIX
no Bo3pacty, nony, MMT, pace, 3THHUECKOW NPUHAAIEIKHOCTH, PETHOHY, CHCTOJIMYECKOMY
apTepUANbEHOMY JaBJIEHUIO, (hpakmuy BBIOpOCA JIEBOTO JKEITYAOYKa M COIYTCTBYIOIIECH Teparuu
CepAeYHON HEJOCTaTOYHOCTH.

5.2. dapmakoKHHETHYECKHUE CBOIiCTBA

Ilo cpaBHenuto ¢ HatuBHbIM [TIII-1 cemarmyTua mMmeeT JUIMTENBHBIA MEPHOJ IOTYBBIBEACHHUS,
COCTABJISIFOLIUI OKOJIO 1 HeAeNn, 4TO MO3BOJISIET BBOAUTH IIpeNapar MOJKOKHO OJUH pa3 B HENEIIO.
OCHOBHBIM MEXaHM3MOM YBEJIMYEHMsI IIEpUOJA TIONYBBIBEACHUS SBISETCS CBSA3BIBAHUE C
aIbOyMHHOM, YTO IPUBOJUT K CHUKEHHMIO TMOYEUHOTO KJIMPEHCAa U 3alluTe OT MeTaboInyecKoit
Jerpajanuu.

Kpome TOTO, CeMariayTH CTaOMIH3UpYeTCS MPOTHUB Jerpaganiu hepmeHTOM
aunentuaunentuaaszoi-4 (JAI111-4).
AOGcopOrtus

Cpenusis  paBHOBECHasi  KOHIIGHTpalMsl  CeMariiyTuga IOClie  MOJKOXKHOTO  BBEICHUS
MO/ICPKUBAIOIICH 03I CEMariyTHaIa COCTaBIIsIIa MPUOIU3UTEILHO 75 HMONB/N y TAIMEHTOB C
130bITOUHOI Maccoit Tena (UMT ot > 27 kr/m? 1o < 30 kr/m?) umu oxupernem (MMT > 30 kr/m?)
Ha OCHOBAHWU JIaHHBIX HccienoBanuii (aszel 3a, rae y 90 % manueHToB CpemHssl KOHIIEHTpaIus
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yBeIMUUBaJIOCh Npu npueme 103 oT 0,25 mr go 2,4 Mr oauH pa3 B Hezaenro. PaBHOBecHOe
BO3JICUCTBUE OBLIIO CTAaOMJIBHBIM CO BpEMEHEM, IO OILICHKaM, J0 68-i Hemenu. AHAIOTHYHOE
BO3JICHCTBHUE OBLJIO JOCTUTHYTO IPH IMOJKOKHOM BBEICHUU CEMAarIyTHIa B 00JIaCTh )KUBOTa, Oelipa
WJIU TIperiedbs. AOCOIIOTHAsE OMOOCTYITHOCTh ceMariiyTuaa cocrapmia 89 %.

Pacopenenenne

Cpennuii 06beM pacrpeneneHusi cemariyTuja IOCie IMOAKOKHOTO BBEICHHS Yy MAIMEHTOB C
M30BITOYHON Maccoil Tela WM OXXKHPEHHEM cocTaBmil mpuOmmsurensHo 12,4 n. Cemarmytuna B
3HAYMTEIBHOM CTEIIEHN CBA3BIBAETCS C albOyMUHOM IuTa3Mbl (> 99 %).

Buorpancdhopmars

Ilepen  BbIBem€HHWEM  CEeMaryyTHJ  HHTEHCHUBHO  METabONIM3UpPYeTCs  MOCPEACTBOM
MPOTEOJUTUYECKOTO PACHICTUICHHS] TIENTUIHON OCHOBBI M TOCIEIOBATEIHLHOTO O€Ta-OKUCICHUS
OOKOBOIl 1emu KUPHBIX KucCIOT. DepmeHT HelTpanbHas »sHuonentuaaza (HOII) Obin
UICHTH(PHUIIMPOBAH KaK OJIMH U3 aKTUBHBIX META00IHMUECKUX (PSPMEHTOB.

OIMMUHALIMSA

OCHOBHBIMU TyTSIMU BBIBEJICHHS CEMArTYyTHAA B €T0 META0OJIUTOB SIBJISIFOTCS IIOYKH U KUIIICUHUK.
[TpubmusurensHo 3 % MOMIOMIEHHOW JI03bI  BBIBOAMJIOCH TIOYKAMH B BHUJIE HWHTAKTHOTO
cemarnyTuaa. KnmmpeHce ceMariyTiia y maiueHToB ¢ H306ITouHOl Maccoii Tena (MMT ot > 27 kr/m?
1o <30 kr/M?) mmu oxuperneM (MMT > 30 kr/m?) cocraBmstn npudmusurensao 0,05 /4. Ipu
MIEPHOJIC TIOJNYBBIBEICHUS MPUOIU3UTEIHHO B | Hememro ceMariyTujl OyaeT NMpUCyTCTBOBAThH B
KPOBOTOKE B TCUCHHE MPUOJIM3UTEIILHO 7 HEJEIb IOCIIe TIpUeMa MocaeIHel 10361 2,4 M.

Bo3spact

Bo3pact He oka3biBan BIMSHUS Ha (apMaKOKWHETHUKY CEMariyTH/Ia, OCHOBBIBASCH Ha JAHHBIX
ucclieoBaHuii 3-i (a3bl, BKIFOYABIINX MAlMEHTOB B Bo3pacte 18-86 ner.

Ilon, paca U 3THUYECKAS MPUHALICIKHOCTh

[Toi, paca (eBporieontHasi, HETPOUTHAS WIIM MOHTOJIOUHAS) U STHUYECKAs NMPUHAIIC)KHOCTh HE
OKa3bIBAJIM BIUSHUS Ha (PapMaKOKUHETUKY CEMAarTyTHIa, OCHOBBIBAsICh HA TAHHBIX MUCCIEAOBAHUN
(a3 3a.

Macca tena

Macca Tena BiMsUIa Ha SKCIO3WIIMIO CeMarTyTHaa. boiiee BBICOKas macca Teja MPUBOAHUT K
cHIbKeHHo skcrno3unmu (20 %-Has pasHuIla B Macce Telna MEXIy MalMeHTaMd MPUBOJIUT K
npuom3uTenpHO 18 %-Hoit pasnuiie B 3kcno3unmn). HenenpHas mo3a cemarnytuaa B go3e 2,4 mMr
obecrnieurBana aJleKBaTHYI0 CUCTEMHYIO DKCITO3UITUIO B IAa30He Macchl Tena ot 54,4 no 245,6 xr,
OHeHI/IBaeMYIO 110 peaKHI/II/I Ha BOS)I@I\/’ICTBI/IC B KIIMHUYCCKHUX UCIIBITAHUAX.

IloyeuHass HEIOCTATOYHOCTh

Hapymenne ¢yHKIMM MOYeK HE OKa3blBAlO KIMHUYECKM 3HAYMMOIO BIUSHUS HaA
(bapMaKOKMHETHKY ceMarityTHa. ITo ObLIO MOKa3aHO MPU OJHOKPATHOM BBEJECHHH CeMariyTuia
B g03e 0,5 Mr y HamueHTOB C pa3IU4YHOM CTENEHbI0 HapylleHus (YHKUIUU TOYeK (Jerkas,
CpeAHeTsKeNast, TsKeNask UM NallueHThl, HaXOAAIIMecs Ha TUallu3e) 0 CPaBHEHHUIO C allueHTaMU
C HOpMaJIbHOU PYHKIHMEN MoYeK. DTO TakyKe ObLI0 MOKa3aHOo JIJIs MAIMEHTOB C M30BITOYHON Maccoil
tena (UMT ot >27 kr/m? mo <30 kr/m?) wm oxuperreM (MMT > 30 kr/mM?) U TodedHOi
HEJIOCTATOYHOCTBIO JIETKOM M CPEIHEW CTENEHU TSKECTH Ha OCHOBAHWU JIaHHBIX HCCIEAOBAHUI
¢azsr 3a.

IleuyeHOYHAS HEAOCTATOYHOCTD
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PapMaKOKMHETHKY CEMarlyTuJa OLEHUBAJIN Yy MALUEHTOB C PA3JIMYHON CTEIEHbIO IEYEHOYHOU
HE/I0CTaTOYHOCTH (JIeTKas, CpelaHss, TsDKenas) W CPaBHUBAIM C MALMEHTAMHU C HOPMAJIbHOM
(dyHKIKEH TeYeHn B UCCIIeIOBAaHUU C OJHOKPATHBIM IPUMEHEHHEM ceMariytuaa B go3e 0,5 mr.

IIpenuaber u caxapHbIii guadber

[Ipennaber u caxapHbIil TUA0ET HE OKA3BIBATHM KaKOTO-THO0 KIMHUYECKH 3HAYMMOTO BIIHSIHHS Ha
HKCIIO3UIUIO CEMAriyTu1a, OCHOBBIBASCH HA JAHHBIX UCCIENOBaHMM 3-i (a3bl.

IMMVYHOT€HHOCTD

BeipaboTka aHTHUTEN K ceMariyTuay IpH JICYEHUH CeMariyTuAoM Haliroaasack HedacTo (CM.
pazznen 4.8), 1 OTBETHAsI peaKlys, O-BUANMOMY, HE BIIUsIA HA (apMaKOKHHETUKY CEMariyTH/IA.

5.3 /lanHbIe JOKJIHHHYECKOH 0€30MaCHOCTH

B AOKIIMHHUYCCKUX JaHHBIX, IOJYUCHHBIX II0 PE3yJIibTaTaM CTaHAAaPTHBIX I/ICCJIGIIOBaHI/Iﬁ
(bapMaKonoquecxoﬁ 6C3OH3.CHOCTI/I, TOKCUYHOCTH IIpu MHOI'OKpaTHOM BBCACHUU n
FEHOTOKCHYHOCTH OCOOBIN BpCa A 4€JIOBCKA HC BBISIBJICH.

Heneransubie C-K1€TOYHBIE OMMYXOJIH IIUTOBUIHOM JKeJe3bl, HA0II0IaeMBbI€ Y TPBI3YHOB, SIBISIFOTCS
KJIacCoBbIM 3dexkrom uisi aroHuctoB pernentopoB [TII-1. B 2-71eTHHX wWCCIeIOBaHUIX
KaHIIEPOIr€HHOCTH Y KPbIC U MBIILIEH CEMariyTu/l BbI3Ball omyxoJii C-KJIETOK IIUTOBUIHOM JKee3bl
NP KJIMHUYECKU 3HAYMMOM OHKCHO3UMUMM. JlpyrMx Omyxosiedl, CBSI3aHHBIX C JICYEHHUEM, HE
Habmonanock. Omyxonu C-KJIETOK TPBI3YHOB BBI3BaHBI HETEHOTOKCUYHBIM, CHEIU(PUYECKUM
MEXaHU3MOM, CBsi3aHHBIM ¢ perientopoM ['TITI-1, kK KoTOpoMy TphI3yHBI 0COOEHHO YYBCTBUTEIIBHBI.
3HAUYUMOCTD TSI YEIOBEKa CYUTAETCSA HU3KOM, HO HE MOXKET OBbITh MOJTHOCTHIO UCKIIIOYEHA.

B uccnenoBanusax (GpepTUILHOCTH Y KPBIC CEMAarjiyTU]l HE BIWSI HA MPOU3BOJUTEIHHOCTh CAMOK
Wi GEepTUIBHOCTh CaMIIOB. Y CaMOK KpbIC HaOIIOJAlOCh yBEIWYEHHE MPOAOIKUTEIHBHOCTH
ACTPAIIBHOTO IHUKJIA W HEOOJbINas PEeayKIUsS >KEAThIX Tesa (OBYJSALHMH) B J03aX, CBSI3aHHBIX C
noTepei Macchl Tenna MaTepu. B nccienoBaHusx sMOpruodeTalibHOTO Pa3BUTHS Y KPBIC CEMariayTHI
BBI3BAI YMOPUOTOKCUYHOCTh HUXKE KIMHUYECKH 3HAYMMBIX BO3JencTBH. CeMariayTua BbI3BAJ
3aMeTHOE CHHKEHHE MacChl Tella MAaTePH U YMEHbIIIEHUE SMOPHUOHAIBHOMN BEKHBAEMOCTH U POCTA.
VY mi1010B HAOMIOAAIMCh OCHOBHBIE CKEJIETHBIE M BUCIIEPAIbHBIC TTOPOKH PA3BUTHS, B TOM UYUCIIE
TpyO4aThIX KOCTEH, pedep, MO3BOHKOB, XBOCTa, KPOBEHOCHBIX COCYJIOB M KETyJOYKOB MO3Ta.
MexaHUCTHYECKHUE OLIEHKH TMOKa3alid, 4TO AMOpHOTOKCHMYHOCTh BKtouana [TIII-1 penenrtop-
OTOCPEIOBAaHHOE HapyIIeHHWE JOCTAaBKHM MUTATENbHBIX BEUIECTB K IMOPHOHY uUepe3 KEeNTOUYHBIH
MEIIOK KPBICH. M3-32 BUIOBBIX pa3IM4Mii B aHATOMUU U (DHU3HUOJIOTHH KETITOYHOTO MEIIIKA, a TAKXKe
u3-3a orcyrcTBHs dKcnpeccun peuenrtopa [TIII-1 B keATOYHOM MeIIKe HEYEeTOBEKOOOPa3HBIX
MIPUMATOB, STOT MEXaHU3M B JTM Oy/IeT UMETh OTHOIIIEHHE K YeToBeKy. OTHaKO MPSIMOE BIUSHUE
ceMariyTuja Ha TI0J] He MOXKET OBITh UCKITIOYEHO.

B uccrnenoBaHusX TOKCHUYHOCTH Pa3BUTHS y KpoJUKOB M 00e3bsiH Cynomolgus HaGmromanuck
yBEIMYEHHUE CIy4YaeB MOTepH OSPEMEHHOCTH W HEMHOTO IMOBBIIICHHAs YacTOTa aHOMAJHH Ijio1a
MpH KJIMHAYECKH 3HAYAMBIX BO3JICHCTBUSX. Pe3ymbTaThl COBIAM ¢ 3aMETHOM TIOTEPEH MacChl TeJa
matepu 10 16 %. HeusBecTHO, cBsA3aHbI U 3TU 3PQPEKTH CO CHIKEHHEM MOTPeOIeHUs MU
MaTepsaMHu BeaeacTBue npsmoro 3¢ dexra I'TITN-1.

[TocTHaTanbHBIA POCT U pa3BUTHE OIEHUBAIUCH Y 00e3bsH Cynomolgus. HoBopoxkneHHbie ObLTH
HEMHOTO MEHBIIIE Cpa3y TOCEe POJOB, HO BOCCTAHOBWJIMCH B TCUCHHE IMEPHOJA JAKTAIUH. Y
IOBEHHIJILHBIX KPBIC CEMArJIyTH]I BBI3BAI OTCPOUYEHHOE TIOJIOBOE CO3PEBAaHUE KAK Y CAMOK, TaK U Y
camIIOB. 3aJieprKKa MTOJIOBOTO Pa3BUTHS HE OKa3ajia BIUSHUSA Ha (GePTHIILHOCTD U PEIPOAYKTHBHYIO
CIOCOOHOCTB, a TAKXKE Ha CIIOCOOHOCTh CAMOK BBIHAIIIMBATH OEPEMEHHOCTD.
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6. DAPMAIIEBTUYECKHUE CBONCTBA (MOCHELOBATENBHOCTL 0004)

6.1. Hepeqenb BCIIOMOraTe/JIbHbIX BCIIECCTB

Peboausa Cium, 0,25 mr/mosza, 0,5 mr/moza, 1 mr/moza, 1,7 mr/mo3sa, 2,4 mr/mosa, pacTBOp JUIS
MOJAKOYKHOI'O BBEACHUS

Juuatpus runpodocdara Turuapar

[IponmieHrnukons

denon

1 M pacTBOp XJI0POBOAOPOIHOMN KUCIOTHI (A1 Koppekuuu pH)
1 M pactBop Hatpus ruapokcuaa (s koppexuuu pH)

Bopga a1 nanexmin
6.2. HecoBMecTHMOCTE

B cBs3M ¢ OTCYTCTBHEM HCCIIEIOBAHUM COBMECTMMOCTH JAHHBIN JIEKAPCTBEHHBIN Ipenapar He
clIelyeT CMEIINBATh C APYTUMU JIEKapCTBEHHBIMHU IIpenapaTaMu.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

J1o IepBOT0 UCIOJIL30BAHUS

2 roza.

IIocae nepBOro MCHOIb30BaAHUS

8 nenens mpu Temmieparype He Bbite 30 °C wu npu Temmeparype ot 2 110 8 °C (B X0JIOAUIBHUKE).
6.4. Oco0Oble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B XOJOIWIbHUKE IIpU Temriepatype oT 2 10 8 °C (He psaoM ¢ MOPO3HIBHOM KaMepoil) B
OPUTMHAJILHOW yNaKOBKe (IIauke KapTOHHOW) M 3alMThl OT cBera. He 3amopakuBaTh.
Hcnonp3yeMyro WM MepeHOCHMYIO B KaueCTBE 3allacHOM IINPUI-PYYKY C MpEnapaTtoM XpaHUTh
npu Temreparype He Boiiie 30 °C win npu temnepatype ot 2 g0 8 °C (B xonoawibHuke). He
3aMOpa’KUBATh.

ITocne ncnonap3oBaHus 3aKpbIBATh HIIIPUI-PYUIKY KOJIIAYKOM JIA 3allIUTHI OT CBETA. Hpe):[OXpaHHTL
OT BO3JCHUCTBHUS H30BITOYHOIO TEIIA.

6.5. XapakTep U cojep:KaHHe MEPBUYHOI YIAKOBKH

ITo 3 M1 mpenapaTa B KapTpUK U3 OECLIBETHOTO HEUTPAILHOTO cTekIa | ruaponuTHYecKoro Kiacca,
YKYIOPEHHBIH TUTyHXepHOU MPoOKOi M3 6poMOYTHUIOBOM pe3rHBI C OJJHOM CTOPOHBI, U KOJIIAYKOM
QTIOMUHHUEBBIM KOMOWHUPOBAHHBIM C DJEMEHTOM JJIACTOMEPHBIM OpPOMOYTHIIOBBIM C JPYTOM
CTOPOHBI.

Kaptpumx BMOHTUPOBAaH B MHOT'0/I030BYIO IIITPUI-PYUKY OJJTHOPA30BOT0 IPUMEHEHUSI.

Ha MHOromo3oByw MmWNpHUI-PydyKy OJHOPA30BOTO MPUMEHEHHUS HAKJIEHUBAIOT CaMOKJICSIIYIOCS
ATUKETKY.

] MHOrof030BYI0 HINPUI-PYYKY OJHOPA30BOIO INMPUMEHEHHS C KapTpukeM U | mauky c 4
OJTHOPA30BBIMM HUIJIAMH, PAa3MELICHHBIMH B JIOXKEMEHTE, C JIMCTKOM-BKJIAJBIIIEM M KapTOYKOW-
BKJIAJIBILLIEM JIJIs1 KOHTPOJISL BBEIEHUS Mpenapara MOMEIAoT B IaUKy U3 KapTOHA.

J171s KOHTPOJIS IEPBOTO BCKPBITUS HA MAYKy HAKIIEUBAIOT CTUKEPHI.
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npenapara MM OTXO0H0B, MOJYYEHHBIX MOC/Je NMPUMEHEHHUs] JEeKAapPCTBEHHOI0 NMpenapara, u
Apyrue MAHMIYJISLHMU € IPenapaTom

Het 0co0bIx TpeOOBaHUH K yTUIM3ALUH.

[Ipenapat Peboaust CiiuM He cieayeT HCIOIb30BaTh, €CIM PACTBOP HE BBITJISAUT MPO3PAYHBIM U
OECIIBETHBIM HIJIU CJIETKA KOPUYHEBATHIM.

Hnpui-pyyKky He ciaelyeT UCIOIb30BaTh, €CIM OHa Oblila 3aMOPOXKEHA.

Heucnonp30BaHHOE JIEKAPCTBEHHOE CPEACTBO WM OTXOJbl CIEAYyeT YTWIM3UpPOBaThb B
COOTBETCTBUH C MECTHBIMU TPEOOBAHUSIMH.

[npui-pyuka npeaHasHau€Ha Jjisi MHOTOKPAaTHOT'O UCII0JIb30BaHUA. B Hell cofiepikaTcsi HECKOIbKO
103.

[TaruenTy crneayeT pPEeKOMEHJIOBATh BBHIOPACHIBATH WHBEKIMOHHYIO WITTy B COOTBETCTBHHU C
MECTHBIMHU TPEOOBAHUSAMHU TOCTIE KaXKI0W MHBEKIIMH U XPAHUTH IIPULI-PYUKY 0€3 MPUKPEIUICHHON
WHBEKIIMOHHON WTIIbI. DTO MOXKET IMPEIOTBPATUTH 3aKyIOPKY HWIJI, 3arps3HEHHEe, WH(EKIHIO,
YTEUYKY PacTBOpa U HETOYHOE JO3UPOBAHUE.

quKa npeaHasHa4dcHa TOJbKO I MHAWBUAYAJIbHOI'O UCIIOJIB30BaAHUA OJHUM YCIIOBCKOM.

NHCTpyKIUA 10 NPUMEHEHUIO NMPeIBAPUTEIbHO 3aMI0JHEHHON MNPUI-PYYKH ¢ NpenapaToM
Peboausa Ciaum, 0,25 mr/mosza, 0,5 mr/no3a, 1 mr/no3a, 1,7 mr/no3za, 2,4 mr/no3a, pacrpop ajs
MOJAKOKHOI'0 BBeICHMS.

Ilepen mepBoif MHBbEKIMEH HEOOXOAMMO BHMMATENBHO MPOYUTATh M M3YYUTh HHCTPYKIMIO 10
MCIIOJIb30BAaHUIO MIPEIBAPUTENILHO 3aII0JTHEHHON OJTHOPA30BOH IITPHUII-PYUKH.

Heo6xoauMo NpOKOHCYIBTHUPOBATHCA C JIEHALIMM BpadyoM (CHEHMAIMCTOM) IO MPUMEHEHHIO
mmnpul-pydku. [lompocure NpoaeMOHCTPUPOBAaTh IMPABWIBHOE MCIOJb30BAHUE IIIPUL-PYUKH.
[TepByro MHBEKIUIO MpenapaTa HE0OX0AUMO MTPOBECTH MO KOHTPOJIEM Bpaya UM MEACECTPHI.

BuuMmarenbHO mpoyHTaliTe 3TUKETKY Ha LINPULI-PYUYKEe U yOeauTech B TOM, 4TO Bbl ncnonbsyere
MMEHHO TOT JIEKAPCTBEHHBIN ITpenapaT, KOTopblii BaM HazHauwi Bpay, B Hy>)kHOM Bam no3upoBke,
a TakXe MPOBEpbTE€ CPOK TOJAHOCTH Mpernapara. 3aTeM MOCMOTPHUTE Ha MPEACTABICHHBIE HUXKE
WITIOCTPAIMH, YTOOBI 03HAKOMHTBCS C XapaKTEPUCTUKAMU U COCTABHBIMH YaCTSIMH LINPHUI-PYUKH.

[Tepen HavaioM UCTIOIBL30BAHUS MITIPUI-PYIKHA HEOOXOIMMO UCCIIEA0BATh €€ Ha HAJIMUNE BUIUMBIX
MEXaHUYECKUX MOBPEKICHUN U MOATEKOB (CBUAETEIHCTBYIOIIMX O HAPYIIEHUU TEPMETUYHOCTHU
KapTpumka). Eciin Bel He yBepeHsl, UTO MIMPHUIl-PydKa HCTIPaBHA, U Y HEE UMEIOTCS TIOBPEKICHUS,
HUKOT/Ja HE UCIIOJIB3YWTE JIAHHYIO IINPUII-PYUKyY. Beeraa npoBepsiiTe MNpUI-PYyUKY Mepea Kaxaou
HHDBEKIUEH.

TmarenbHO cieaylTe HTHCTPYKLIMH 10 UCIIOJIB30BAHUIO IINPULI-PYUYKH: IIPEAOTBpALIANTE MTaJeHue
HIMPUIL-PYYKH M BJIMSHHE IPOYMX BHEIMIHUX (HAKTOPOB (TEpMajbHOE BO3JIEHCTBUE, MPSIMbIE
COJIHEYHBIE JYy4YM, MEXaHHYecKoe MOBpexJeHHue M 1p.). Ecim mnpowusonuio mnoBpexieHue,
HE00XO0IMMO HayaTh UCIOJIb30BATh HOBYIO IINPUII-PYUKY.

CnaGoBusAMiA MallMEHT WIX MALMEHT, Y KOTOPOI'O UMEIOTCS Cephe3HbIE MPOOIEMBI CO 3pEHUEM, U
OH HE MOXET Pa3IMYuTh HU(PHl HA CYETUMKE J03bI, JOJKEH MCIOJB30BaTh LIMPHUII-PYUKY MO
KOHTPOJIEM MEIUIUHCKOIO IIEPCOHANA, POJCTBEHHUKOB WIH 4YEJIOBEKA C XOPOLIUM 3PEHHUEM,
npoulenmx o0ydeHre o BBeICHUIO MpernapaTa npeaBapuTeIbHO 3al0THEHHOHN MITPUII-PYYKOH.

JInma, oCyIeCTBISIONMNE YXO 32 OOJBHBIM, TOJKHBI 00pAIIaThCs ¢ UCIIOIb30BAHHBIMU UTIIAMU C
0Cc000#1 0OCTOPOIKHOCTHIO, YTOOBI MPETOTBPATHTH YKOJIBI HTJION U MEPEKPEeCcTHOE MHPUIIUPOBAHHE.
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IIpenBapuTe/ibHO 3aN10JTHEHHAS IINPHUI-PYYKA C 1T enapaT%ﬁaﬁ'ﬁ Jl-ll:l%lﬂ BHOCTL 0004

Ykazartenb
noabl CnMBON NPOBEPKU
nocTynnexsns
npenapara
CenexTop Buewwnsis BuyTpeHnns Wrna BawmTtHas

Depxatens Kopnyc
Konnavok KapTpuika  LUNpUL-pyyKiA nosi

‘ Hacapaka Hacagka Hakneiika
£ PeGoaua'Crnm
Semaguide

Meperopoaka KapTpuax OTUKETKU [NoanposoiHoe Myckosas
WINPUL-PYHKIA OKHO KHOMKa

Cyerumnk

Brewnuii 6uo npeosapumenbHo 3anoaHeHHOU WNpUuYy-pyuKu

l. IHoaroroBka MNpUI-PyYKH C HOBOH MIJIOH K MCIIOJIb30BAHUIO

(1

1. IIpoBeprTe Ha3BaHHE HA STUKETKE HIMPHUII-

®
pyuku. HeoOxonumo yOenuThCsi, 4TO B pydKe Pe6onus Cnum
CemarnyTug
comepxkutrcss  mpernapat  Pebomus  Coum Samaglitide

0,25 mr/mosza, 0,5 wmr/mosa, 1 wmr/mo3sa,
1,7 mr/no3a, 2,4 wr/mo3za. OTo 0COOEHHO
BaXHO, eciiu Bwl mpumensiere Oojiee OTHOTO
HMHBEKIIMOHHOT'O Mperapara.

(2)

i /,’_ 2. YnepxuBaiTe HNPUL-PYYKY OJHOU pYyKOMH

U CHMMHTE KOJIMA4YOK CO ININPHUI-PYUKH,
MHOTSAHYB 3a HETO ou OH.
| O O ) yB JPYTOH pyK

3. Yb6enutech, 4YTO pacTBOpP B IIIPHUI-PYUKE R
OECLBETHBI WM I[IOYTH OECHBETHBIA U -. m
npospaunbld.  IlocmMoTpure B OKOIIKO ———’

JepKaTens KapTpUIpKa IITPUL-PYUKH.

Ilpumeuanue: eciu pacmeop MYmHbuIl, He p_ <

becysemHublil UL eCmv NOCMOPOHHUE NPUMeECHU, ' m
MAaKyro WNPpUY-pyuKy UCHOIb308amMs Heb3s! AT

30



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 23.12.2025 N= 32514

(NMOCNEOOBATENEHOCTE 0004)

4. Bo3pMmuTE HOBYIO UIJIy U yIaJIuTe
3alIUTHYI0O HAKJIEWKYy C BHEIIHEW HAaCaJIKu
WTJIBL.

Ilpumeyanue: ucnonv3yiime ueivl cmpoco 6
coomeemcmeuly ¢ peKoOMeHOAYUAMU 8pavd.
Ilpu Kasxcoou unvekyuu UCnONb3yUme HOBYIO
ueny, uymobvl ceecmu K MUHUMYMY DUCK
86e0eHUsl HenpasuIbHol 003bl npenapamd,
UHDUYUPOBAHUSA U MPABMUPOBAHUSL MKAHEL.

(5)

5. Ilpu momomu BHEIIHEH HACAAKH WIJIbI
YCTAaHOBUTE €€ TOYHO Ha  JepiKarelb
KapTpumxka. HanexHo 3akpyTture ee, 4ToObl ] N
WIJIa IUIOTHO JIeprKalach Ha IINPHII-PYUKE.

(6)

i 6. CHUMHTE HapYKHBII KOJAvOK UTIIBI, HO HE

R 193
2 BbIOpackIBaiiTe ero. OH MOHAaZOOHTCS MOCHE
|.? 3aBEpIICHUsS HHBEKIUH, 4YTOOBI Ge30IMacHo

CHSTb UTJTy CO IIMPHUII-PYUKH.

1. CHUMHTE BHYTPEHHIOIO HAacaaky U
BbIOpocUTE.  Yep)KuBaiiTe  MMPUI-PYUKY

urnor BBepx. Crierka mocTyduTe MajbleM I0 »
JepKaTeNto KapTpupka, YTOOBI MY3BIPHKU

BO3/lyXa  MOJHSJINCH BBEPX. Hannune

MEJIKOJUCIIEPCHBIX MY3bIPbKOB JIOIYCTUMO. E @) )

Ilpumeuanue: wuena cmaHo8UmMcs BUOUMOT
(obHadicaemcest) no mepe yoanenus 6HympenHeri
HACAOKU.

[Ipu ycTaHOBKE UTJIBI HA IepKATENb KapTPUJIKa MOKET MOSBUTHCS KaIljisl Ipenapara — 3T0
HOPMAaJIbHOE SIBJICHHE, OJTHAKO BCE PaBHO HEOOXOIUMO MPOBEPUTH MTPOXOKIeHUE (TTOCTYIIIICHHUE)
rpenapara 4yepe3 uriy, €Ciy IIPUI-PydKa UCIIONIb3YeTCs B IepBbIi pas. [Ipucoeaunsiite
HOBYIO UTJTY K HITIPHUI-PYIKE HEMOCPEICTBEHHO TIePEe MHBEKITNEH, KOT/1a AallUeHT Oy/1eT TOTOB
K BBEJICHUIO Iperapara.

1. IIpoBepka npoxoxaeHus (MOCTYIJIeHNsI) NpenapaTa yepe3 Uriy
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8. HUPC,}J, llCPDDllVl IIPYIlVIUHUHYlUlVI lJ.lllPYlLl,
PYYKH HEOOXOIMMO MPOBEPUTH MTPOXOXKICHHE
(moctyrmieHue) mpemapara  4yepe3  Wriy.
[IpokpyTHTE CENEKTOP TO3UPOBKH JIO CUMBOJIA
MPOBEPKH  TPOXOXKICHUS  (MTOCTYILJICHHS)
mpernapara TakuM o0pa3oM, YTOOBI CHMBOII
COBIIAJaN C ykaszareieMm Jao3bl. [lpu Habope
CUMBOJIa TIPOBEPKH BBl JOJDKHBI YCIBIIATH
2 (nmBa) mIeTYKa.

Ilpumeuanue: eciu cenekmop 003UPOBKU
NpPOCKOYUT HeoOxX00UMbL CUMBOIL,
E B0t et on o npokpymume €20 8  HPOMUBONOJIONCHOM

Hanpaeienuu ona mozo, ymoowl
CKOPPEKmMuUpo8ams — NOJ0JNCeHUe  CUMBOIA
nposepKi. Ecnu Wnpuy-pyuka  yoice
HAX0OUMCS 6 UCNONb308AHUL, MO HAYUHAUME
UCNONIb30BAHUE C NYHKMA « YCcmano8Ka 003b1).

S
9. VnaepxuBas WINPHI-PYYKY HIJIOH BBEpX, \"
Ha)XUMaliTe Ha IIyCKOBYIO KHONKY W M
YAEPKUBAUTE €€ B OTOM IIOJI0KCHHUH; CEJICKTOP ‘

JO3UPOBKH M3JACT ILIEIYOK, B JO3UPOBOYHOM

OKHE TIOSIBUTCS 3HaUeHue Hob «0». Ha koHIe
UTIIBI  JOJDKHA TosiBUThCS 1 (2)  kars
npernapara.

d

Ecnu nocne npoBepku MpoxoxaeHus (MOCTYIUICHUs ) pernapara Karis He MOsIBUIach Ha KOHIIE
WTJIBI, HEOOXO0IMMO MOBTOPUTH AecTBUs myHKTa «II», HO He Oonee 6 pa3. Eciu karuist mpenapara
TaK U He MOsBUJIACh, HEOOXOMMO 3aMEHUTh UTJTY U MOBTOPUTH JeiicTBus myHkTa «lI. IIpoBepka
MPOXOKJeHMs (TIOCTYIIJICHUS) TIperapara yepe3 Uriy» eie pas. Eciau kamis pacTBopa Tak U He
MOSIBUJIACh, HEOOXO0IMMO YTHIIM3UPOBATh IINPHUII-PYUKY M HCHOIB30BATh HOBYIO.

[epen ncnoap30BaHUEM MITPUI-PYUIKH B TIEPBBII pa3 cienyeT ObITh yBEPEHHBIM B TOM, UTO UTJIa
XOpOIIIO MPOMYCKAeT MpemnapaT, a Ha KOHIIE Wbl MOSIBUIIACH KaIlig pacTBOpa. JTO rapaHTUPYET
BBeJIeHHE TipenapaTa. Eciin uria moBpexieHa WM 3aKylmopeHa, Karuisi pacTBOpa He MOSBUTCH,
npernapar He Oy/eT BBEJCH, JaKe €CJIM CeJIEKTOpP JO3HUPOBKHU M CUETUUK JI03bl OYIAYT ABUTaThCS.
[TanimeHT MOXKET HE BBECTH HEOOXOIUMYIO 1103y, U 3¢ ekt npenapara Pebonus Cium He Oyner
nocTurayT. HeoOxoaumo o0s13aTebHO MPOBEPATH MPOXOXKACHUE Mpernapara 4epes3 Uriy rnepen
IIEPBON MHBEKIIUEH.

1. YcTaHOBKA 10351

[lepen xaxmol MHBEKIUMEH HEOOXOAMMO MPOBEPSTH, KAKyl0 03y Mpemnapara (Mr) MaludeHT
HaOpas Mo CYETUMKY 03I U yKa3aTelnto JA03bl. He opueHTHpyiiTech Ha MIETYKH IIIPHUII-PYUKH,
HE cienyeT ux cuutath. Ha xaxmoi mmpuil-pyuke Pedoanst Caum MOKHO BBEIOPATh TOJIBKO OJTHY
no3y: 0,25 mr wiu 0,5 mr, wiu 1 mr, uinu 1,7 mr, unu 2,4 Mr. BeiGop ocyIiecTBISIOT CEeKTOPOM
n0361. [Ipu mpaBuIsHOM HAOOpE T03BI CYETUHK JTO3bI U YKa3aTeNb J03bI TOKAXKYT «—0,25%, «—0,5»,
«1y», «=1,7», «=2,4», 94T0 COOTBETCTBYET BHIOpaHHOM n03¢ 0,25 ™mr, 0,5 mr, 1 mr, 1,7 Mr u 2,4 mr.
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O 10. IloBopauuBaiTe ceaekTop A03bI A0 TEX
Iop, MOKa OH HE IMOKaXET HEOOXOIUMBIN

uaaukaTop «0,25», «—0,5», «1», «1,7»,

«2,4», coorBercTByromuii goze 0,25 wr,
IR HAe a0 e N 0,5 mr, 1 mr, 1,7 mr u 2,4 mr. BeiOpanusiii
WHIUKATOP JI03bl JOJDKEH HaXOIUThCS

Biatps inea A5 TOYHO HAIPOTUB YKA3aTeJIsd J103bl.

Ilpumeuanue: eciu 0oza Ovila 6viOpaua

ﬂ BeiGpana 403a 1 r HEeNpasuibHO, NOBOPOMHBIM — OBUNCEHUEM
cenekmopa 003bl 6neped Ul  HA3A0
YCmaHosume NpasuIbHyo 003).
Bbi6paHa gosa 1,7 mr

Bei6pana fo3a 2,4 mr

11.  [Jnsa ompeneneHuss  OCTaTOYHOTO
KOJIMYECTBA npenapara HEOOXOIMMO
HCIIOJIb30BaTh CYETUHK JI03bI, IOBOpAUYHBAs
CEJICKTOP J03bl JI0 OCTAHOBKH CYETYHMKA
no3bl. Ecni B 103UpPOBOYHOM OKHE OH

IIOKAa3ELIBAET
MOXHO BBECTU NOMHYIO
«0,25» nimn «0,5», unn «—1», nim «1,7», £03y 0,25 Mr
Wi «—2,4», B IIIPHUIL-PyYKe OCTAJOCh HE
MEHE€e YKa3aHHOW J103bl. ECIIM cYeTYnK 10361 m«Hgsssicm nonkyo
y U0 M
OCTaHOBHUJICA 1O TOTO, KaK MOSBHIOCH «—
0,25» mm «—0,5», umn «—1y», nmm «-1,7», m s e s
WIH «—2,4%», TO 3TO O3HAYAET, YTO B IIIIPUIL- el e
pyuke 0CTaJI0Ch HEJIOCTaTOYHOE
MOXHO BBECTU MOMHYIO
KOJIMYECTBO TIpemaparta, 4YTOObl BBECTHU fioay 1.7 r
MIOJTHYIO J103Y.
ﬂ MOXHO BBECTU MOMHYIO
noay 2,4 mr

Baoicno! He ucnonw3ytime wnpuy-pyuxy, eciu OCmanocb HeOOCMAamouyHoe KOIUYecmeo
npenapama o5 86e0enus NOIHOU 003bl. Mlcnonv3yiime HOBYIO WNPUY-DYUKY.

IV. BgeaeHnue npenapara
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12. OgHuM HENpepbIBHBIM JIBUKEHUEM PYKU
BBEJIUTE ULy MO/ KOXY, PACIIOJIOKUB ILITPHULL-
PYUKY HEPIEHANKYISIPHO NOBEPXHOCTU KOXKH.

Ilpumeuanue: ucnonv3sytime MExXHUKY
UHbEKYULl, PEeKOMEHOOBAHHYIO 6pPAYOM  UIU
CPEOHUM MEOUYUHCKUM NEePCOHATIOM.

13. VOeaurech, 4YTO JO3UPOBOYHOE OKHO @
HaXOOUTCS B TIOJIE 3pPEHHS  YeNIOBEKa,
IIpOBOAALICTO HHBCKIUIO. Haxxmure Ha
IIYCKOBYIO KHOIIKY M YIEpXXHBalTe ee, MoKa
3HaueHue «0» He COBMAJET C yKa3aTesIeM 103bl.
[lpn HaxaTMM Ha KHONKY ITAlIMEHT MOXKET

YCIBIIIATh WJIM OLIYTUTHh IET4oK. Henb3d -
JOTparuBaThCs HaJIbLIAMU 10 CYETYHUKA J103bI B m ﬂ
JIO3UPOBOYHOM OKHE — 3TO MOXKET IIpepBaThb | Hw‘\
HHBEKIHIO.

MepnneHHo cuuTanTe:

14. VnepxupaiiTe urily moJ KOXeill mocie
TOr0, KaK CYETYMK J103bl BEpHyJICA K «0», u
MEIJIEHHO cyuTaiTe 10 6.

Ipumeuanue: eciu uzeneusb ueny u3-noo KONicu
paublile, NayueHm Modxcem Yyeuoemo, Kak
npenapam svimexaem u3z ueivl. B smom ciyuae
0yoem 66edeHa HenoaHas 003a Npenapama.

15.  OcTOpoXHO U3BIEKUTE ULy H3-TIO] @
KOXH.

Ilpumeyanue: ecnu 6 mecme UHbEKYUU
NOABUNACL ~ KPOBb,  HE0OX00UMO  clleeKa
npudcams K mMecmy YKOAA 6amHbll MAMNOH.
He cnedyem maccuposamv mecmo ykona. [
Ilocne 3asepwienus umvekyuu  nayueHm
Modcem yeuoems Kanio pacmeopa Ha KoHye

uenvl. Imo HOPMANLHO U He élusem Ha 003y P
npenapama, Komopas 66e0eHd.

V. Yruan3zanus uriabl

Baoicno! Ilocne kascootl unvekyuu npenapama écez0a yoananme Uiy co WAPUY-pyyku. Imo
ModHcem npeodomspamums 3aKynopKy u2i, 3azpsasHeHue, UHQuUyuposauue, blmekanue pacmeopa
U 88e0eHue HenpasuIbHOU 003bl Npenapama.

Xpanume u mpancnopmuposamos wWnpuy-py4Ky Heobxooumo de3 uenot!

34



o1 23.12.2025 N= 32514

(NOCNELOBATENBHOCTE 0004)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

16. [Tocne 3aBepiieHUs] HHBEKIIUU OCTOPOKHO

_-%%Hj% HAJIEHbTE BHEIIHIOI HACAJKy Ha WIJIYy J0

yrmopa.

17. OTkpyTHTE UIITy B BBIOPOCHUTE €€ BMECTE C
BHEIIHEHl  HacaJKoH, cobmomass  Mepsl
MPEA0CTOPOKHOCTH.

Ipumeuanue: npu Vmuauzayuu
UCNONIL30BAHHBIX U2 CcoOMooalime Mecmuble
mpebosanusl, HOpMbl U NPAGULA 0OPAWEHUS C
NOMEHYUANLHO UHDUYUPOBAHHBLMU
Mamepuanlamu.

18. HanenpTe KONMMA4yOK IIMPHUI-PYYKH U
XpaHUTE IUIPHUI-PYYKY OO  CIETYIOLIEro

HCIIOJIBb30BaHHUA corjiaCHO YCJIOBUAM

\ O Q ) XpaHeHUs!, YKa3aHHBIM B JIUCTKE-BKJIa/IbIIIIE.

VI.  ¥Yxoa3a mmpun-pyqkoi

Co mmpuu-pydkoii cnegyer oopamiarbest akkypatHo. HeOpexHoe uin HerpaBUIbHOE 0OpalieHme
MOXET CTaTh MPUYUHOW HEMPABWJIHHOTO JO3WpOBaHMs mpernapata Pebogust Cinum, 94TO MOXKET
MPUBECTU K CIMIIKOM BBICOKOW WJIM CIMIIKOM HU3KON KOHILIEHTpPAllMU TJIIOKO3bl B KPOBHU WIIU
BBI3BATh AUCKOM(MOPT B 00IACTH )KMBOTA (TOIIHOTA WJIH PBOTA).

Heo6xoauMo mpeaoxpaHsTh IMPUL-PYYKY OT MONAJAHUS IbUIM, 3arpsS3HEHUN U KUAKOCTH.
3anperniaercs MbITh IIIPUII-PYUKY, TOTPYKaTh €€ B KUAKOCTU. [1o Mepe 3arps3HeHHs MIIpHUL-
PYUYKY MOXHO IIPOTUPATh BIAKHON TKAHBIK, CMOUEHHON MATKUM MOIOILHUM CPEACTBOM.

Ecnu mmpuin-pyyka noasepriachk Gpu3nyeckoMy Bo3AecTBUIO (yaap, MexaHHYecKasi BUOpauus,
TEPMUYECKHE SIBICHUS M Tp.), WIM HAlUEeHT COMHEBAeTCs B €€ HCIPABHOCTH, HEOOXOANMO
MIPUCOEANHUTD HOBYIO UIJIY U MPOBEPUTH MPOXOKJIEHUE (IIOCTYIUIEHNE) Mpenapara nepes TeMm,
KakK CeJIaTh UHBEKIUIO.

3anpemaercs OCTaBIATh MINMPHUI-PYUKY B MECTax, IJIe OHA MOXKET IOJBEPraThCsi BO3JICUCTBHUIO
CJIMIIKOM BBICOKHUX WJIM CJIWUIIKOM HU3ZKHUX TCMIICPATYpP (B aBTOMOGI/IJIe, Ha IIOJOKOHHHUKEC U Hp)
3anpemaercs MPOBOIUTh HHBEKITHIO mpernapaTa Peboaus Cinum, eciii 0H ObLT 3aMOPOKEH.

Hcnonp3oBanHyo (MyCTYIO) MIMPUL-PYYKY HEOOXOOMMO BBIOpOCHTH. BBIOpachiBaTh IyCTYIO
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HIIPUI-PYYKY C OTCOCAMHEHHOW HTIJIOH HEOO0XOJUMO B %&é&%ﬁ%ﬁ'ﬂ%&i&%h&ﬁﬁhﬁ%'

JTaHHBIMU BPayoM, MEJCECTPOH, (papMalieBTOM MIIM MECTHBIMU TPEOOBAHUSIMH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU A

Poccuiickas @enepanus

OAO «Dapmcranmapt-Y haBUTA»

450077, Pecniybnuka bamkoprocrtan, T. Yda, yn. Xynaibepauna, 1. 28
Ten./dakc: (347) 272-92-85

Anpec snekTponHO# nouThl: info@pharmstd.ru

7.1. lIpeacTaBuTeNb AepPKATE/ISI PETHCTPALMOHHOIO YA0CTOBEPEHUsI

IIperen3un norpeduTene HaupaBIATh 110 AAPECY:

Poccuiickas @enepanus

OAOQO «®apmcranmapt-YpaBUTA»

450077, Pecniyonuka bamkoprocran, 1. Yda, yn. Xynaitbepauna, 1. 28
Ten./dakc: (347) 272-92-85

Anpec anekTpoHHo mouThl: info@pharmstd.ru

8. HOMEP (HOMEPA) PETUCTPAIIMUOHHOI'O YIOCTOBEPEHUS

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUM OTITYCKA 10 PELENTY.

OO6mrast xapakTepUCTUKa JEKapCTBEHHOTO mpenapara Pebonus Caum AOCTyNHA B €ITMHOM PEECTPE
JIEKapCTBEHHBIX CpeacTB EBpasuiickoro skoHOMHYECKOro coro3a http://eec.eaunion.org/ u Ha
oUIMATBEHOM caiiTe YIIOJHOMOUYEHHOTO opraHa (3KCIepTHONW OpraHU3alIiH).
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