COOTBETCTBYET 3KCINEPTHOMY OTYETY
ot 29.04.2025 N2 11311
MHCTPYKLIM JOCNEOOBATENEHOCTE 0007)
Yt

I[1O MEJUIIMHCKOMY TTPUMEHEHNIO JIEKAPCTBEHHOI'O IIPEITAPATA

Cunmxapau

Perucrpaunonnoe ynocrosepenue: JII1-Ne(000741)-(PI'-RU)
Toprosoe HaumenoBanue: CUHJ[DKAP/IU
I'pynnupoBoYHOe HAUMEHOBAHMe: METPOPMHUH + dSMMAraudI0o3uH

JlexapcTBeHnHasi popma: TabNeTKH, MOKPHITHIE INIEHOYHON 0007I0UYKOI

CocrTasB:
1 TabGieTKa, TOKpPHITas IIICHOYHON 000JIOUKOM, COACPIKHUT:

Tabnemxu 850 me + 5 m2

JneWcTByronme  BemecTtBa:  MmeT@opmunHa  rugpoxiopua  — - 850,000 wmr;
smnarimdosun — 5,000 mr;

BCIIOMOT'ATEJIbHBIE BEILECTBA: Kpaxmal KyKypy3Hbld — 54,721 mMr, KONOBUAOH —
80,240 Mr, KpeMHUS JUOKCH]I KOJUTOUIHBIA O€3BOIHBIN — 5,015 Mr, Maruus creapar
— 8,024 mr;

meHo4Has obonouka: Onanpain® sxenteiii (02B220010) — 17,00 mr (runpomeniosa
2910 — 8,500 mr, makporon 400 — 0,850 mr, Tutana quokcua — 4,184 mr, KpacuTelb
Kenes3a okcu xenTeiit — 0,066 mr, Tanbk — 3,400 mr).

Tabaemrku 1000 me + 5 me

neucTByromue  BemectBa:  MerdhopmuHa  ruapoxsopunx  —  1000,000 mr;
smnarimdozun — 5,000 mr;

BCIIOMOTaTeJIbHBIC BEIIECTBA: KpaXMasl KyKypy3HbId — 65,260 Mr, KOMOBUJIOH —
94,400 Mr, KpeMHHUS TUOKCHUI KOJUTOUAHBINA O0e3BOAHBIN — 5,900 Mr, Maruus creapat
— 9,440 wmr;

meno4Has odonouka: Onanpain® sxenteiii (02B220012) — 19,00 mr (runpomeniosa
2910 -9,500 mr, makporon 400 — 0,950 mr, Tutana quokcua — 2,156 Mr, kpacurtenb
KeJeza OKCHJT KenThild — 2,594 mr, Tanbk — 3,800 mr).

Tabnemrxu 850 me + 12,5 me




JEUCTBYIOIME  BemecTBa:  MeTdop
smmnariudiozus — 12,500 mr;
BCIIOMOT'AaTEJIbHBIE BEIIECTBA: Kpaxman KyKypy3Hblid — 47,221 mMr, KONOBUAOH —
80,240 Mr, KpeMHUS JUOKCH]T KOJUTOUIHBIA 0€3BOIHBIN — 5,015 Mr, Maruus creapat
— 8,024 wmr;

meno4Has obosouka: Onanpaii® posossrit (02B240006) — 17,00 mr (runpomeniosa
2910 — 8,500 mr, makporon 400 — 0,850 mr, Tutana quokcua — 4,216 mr, KpacuTelb
xenesa okeua yepHsiid — 0,017 mr, kpacutens xeneza okcua kpacuoiid — 0,017 mr,
Tanbk — 3,400 mr).

Tabaemrxu 1000 me + 12,5 m2

neucTByromue  BemectBa:  MerdhopmuHa  ruapoxsopun  —  1000,000 wmr;
smmaraudao3ud — 12,500 wmr;

BCIIOMOT'aTEJIbHBIE BEILECTBA: Kpaxmal KyKypy3Hbld — 57,760 Mr, KONOBUAOH —
94,400 mr, KpeMHUS TUOKCH]T KOJUTOUAHBIN 0€3BOAHBIN — 5,900 MT, MarHus creapar
— 9,440 wmr;

mieno4nas obomouka: Omazmpail® ¢uoneroseri  (02B200006) — 19,00 mr
(runpomero3a 2910 — 9,500 mr, makporon 400 — 0,950 Mr, TuTaHa TUOKCHUH —
3,990 mr, kpacutenp xene3a okcua yepHbid — 0,380 Mr, KpacuTenp xKene3a OKCHUL

kpacubiii — 0,380 mr, Tanek — 3,800 mr).

Onucanune

Tabnemrku 850 me + 5 me

OBajnbHbIE JBOSIKOBBIYKJIbIE TAOJIETKH, TMOKPHITHIE IUIEHOYHOW 00O0JO0YKOM
xKesroBaTo-0enoro 1Bera. Ha ogHOW cTOpoHE TaOleTKH I'paBUPOBKA CHMBOJIA
koMiiannu bepunrep MHrenapxaiim u «S5», Ha Ipyroi CTOpoHe — rpaBUpPOBKa «850».

Tabaemku 1000 me + 5 me

OBajnbHbIE JBOSIKOBBIYKJIbIE TAOJIETKH, TMOKPBIThIE IUIEHOYHOW O00O0J0YKOM
KOpUYHEBATO-XKeNTOro 1Beta. Ha oaHOl cTOpoHe TabiieTKu rpaBUpPOBKA CUMBOJIA

komnanuu bepunrep Wurenbxalim m «S5», Ha JIpPyroil CTOpOHE — TpaBHUPOBKA

«1000.




Tabnemxu 850 me + 12,5 me

OBasnpHblE JBOSIKOBBINYKJIbIE TaOJNETKHU, TOKPBIThIE TUICHOYHOM 000JI0YKOM
po3oBaro-Oenoro 1Beta. Ha omHON cTOpoHE TaOieTKu TpaBUPOBKA CHMBOJIA
komnanuu bepunrep MurenbxaiiM u «S12», Ha Opyroil CTOpoHE — rpaBUPOBKA
«850».

Tabnemxu 1000 me + 12,5 me

OBasibHbIE ABOSIKOBBINYKJIbIE TA0JIETKH, MOKPHITHIE MJIEHOYHON 000JI0UYKOM TEMHO-
KOopu4HeBaTo-(proseToBoro mnpera. Ha omHOW cTOpoHE TaOJNETKH TpaBUPOBKA
cuMBoJia komnaHuu bepunrep Murenbxaitm u «S12», Ha apyroil cTopoHe —

rpaBupoBka «1000».

dapMmakoTepaneBTHYECKas TPynna
KOMOMHHMPOBaHHbIE IEPOPATIbHBIE TMIIOIVIMKEMUUYECKHUE CPEJICTBA

Koo ATX: A10BD20

dapMakoI0ruyecKue cCBoicTBa
dapmakoounamuka

OMmarnudiao3uH  ABISETCS OOpPAaTUMBIM, BBICOKOAKTUBHBIM, CEJIIEKTUBHBIM U

KOHKYPEHTHBIM MHTHOUTOPOM HATPHUII-3aBUCUMOI0 NEPEHOCUUKA TIIFOKO3bI 2 TUIIA
(SGLT2) ¢ BenmnunHOM KOHIIEHTpAILMKM, HEOOX0auMon aisi uaruoupoBanus 50 %
aktuBHOCTU (hepmenTa (ICsp) paBHoit 1,3 HMOIB. CeNeKTUBHOCTh SMMAraudao3uHa
B 5000 pa3 npeBbIIAET CEIEKTUBHOCTh HATPUI-3aBUCUMOTO MIEPEHOCUYHKA TITIOKO3bI
1 Tuma (SGLT1), oTBeTCTBEHHOTO 32 a0COPOIHIO TIFOKO3bI B KUIIICYHHKE.

Kpome TOro, OBUIO yCTaHOBIEHO, YTO HMOANTU(IO3UH 00JaTaeT BBICOKOU
CEJIEKTUBHOCTHIO B OTHOILLIEHUHU JPYTUX MEPEHOCUUKOB TIFOKO3bI, OTBETCTBEHHBIX
32 TOMEO0CTA3 TJIFOKO3bI B PA3JIMYHBIX TKAHSIX.

SGLT2 sBnsieTcs OCHOBHBIM OEIKOM-IEPEHOCYMKOM, OTBETCTBEHHBIM 3a
peadcopOIHIO TIIOKO3bI U3 TOUEYHBIX KIIyOOUKOB OOPAaTHO B KPOBOTOK.
OMnarnudao3uH yIydliaeT TIUKEeMHUUYECKI KOHTPOJb y TAIMEHTOB C CaXxapHBIM
nuabderoM 2 tuna (CJ] 2) myTem yMeHbIIIEHHUS peadCcopOIMu TIFOKO3bI B MOYKaX.

KonuuectBo TJIFOKO3HbI, BLII[GHHGMOﬁ IIOYKaMHu C IIOMOIIBIO 3TOr0 MCECXAaHHU3Ma,
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3dBUCUT OT KOHIOCHTPAIHUU TJIFOKO3bI “B—KPOBH—H—CKOPOCTH IxH}’ﬁC'H\CBCH

bunerpaniun  (CK®). Wuarudbuposanue SGLT2 y mnammentoB ¢ CI 2 wu
TUNEPIIIMKeMHUEN TPUBOIUT K BBIBEICHUIO N30bITKA TIIIOKO3bI TOYKAMHU.

B xone knmuHuYecKkux ucciaea0BaHuil ObIJIO yCTaHOBIEHO, yTo Yy nanueHtoB ¢ CJI 2
BBIBEJICHUE TJIIOKO3bl MOYKAMH YBEJIMYMBAJIOCH Cpa3y ke Iociie MPUMEHEHUs
nepBod 7036l AMOAraudiao3nHa; 3TOT 3(PPEeKT MPoAOIKAICI Ha MNPOTHKEHUU
24 yacoB. YBenu4YeHUE BbIBEJICHUS TJIFOKO3bI MOYKAMU COXPAaHSUIOCh 10 KOHIA 4-X
HEJENBHOTO MEPHOJa JICUCHHsI, COCTABIIAA NMPH MPUMEHEHUH >MIariudiao3nHa B
n03¢ 25 Mr OJIMH pa3 B JIeHb, B cpeaHeM, okoyio 78 r/aenn. Y mamuerToB ¢ CJI 2
YBEJIMYCHHE BBIBEACHHUS TJIIOKO3bl TOYKAMU MPUBOAMIO K HEMEIJIECHHOMY
CHIDKEHUIO KOHLIEHTPALIUHU TJIFOKO3BI B TJIa3Me KPOBH.

Omnarnuao3uH yMEHbIIAeT KOHIIEHTPALMIO TJIIOKO3bl B IUIa3ME€ KPOBU KaK B
cllydae MpHeMa HaToIlaK, Tak U MOCTE €JIbl.

NHCcynrMHOHE3aBUCUMBI MEXaHU3M JICUCTBUS HMMArin(io3nHa CrmocoOCTByeT
HU3KOMY PUCKY BO3MOXHOT'O Pa3BUTHUS TUIOTINKEMUU.

O¢ddexT smnarnndao3nHa He 3aBUCUT OT (PYHKIIMOHAIBHOTO COCTOSHUS [B-KJIETOK
NOJKETYIOYHOM  JKeJe3bl W MeTadoiiu3Ma HHCYJAMHA. bBbUlo  OTMEYEeHO
MOJIOKUTENIBHOE BIUSHUE SMNaran(io3nHa Ha CypporaTHbie MapKkepbl PyHKIUH [3-
KIeTok, Bkimodas wuHAekc HOMA-B (Momens aiis OIEHKH romeocTasa-fB) u
OTHOIIICHHE TPOUHCYJINHA K WHCYIUHY. KpoMe Toro, 1omoJHUTETbHOE BBIBEICHNE
TJIIOKO3bl  TOYKAMM  BBI3bIBACT IMOTEPI0  KaJOpUH, YTO CONPOBOXKAAETCA
yMEHbIIIEHHEM 00beMa KUPOBOM TKaHU U CHUKEHHEM MAacChl Teja.

['moko3ypusi, HaOmromaromiasics BO BpeMsl TPUMEHEHHUS HMMariudo3nHa,
COMPOBOXKAAETCS  HEOOJBIIMM  yBEIMYEHUEM JIUype3a, KOTOPBIM  MOXKET
CIocoOCTBOBATh YMEPEHHOMY CHIKEHHUIO apTepUATbHOTO JaBJICHUS.

MetdopmuH — 1eKapcTBEHHOE CPEICTBO Kilacca OUTYaHHUIOB, TUIIOTJIMKEMUYECKUAN

abdexT KOTOporo oOecreumBaeTCs MyTeM  CHUXKEHUS  OasanpbHOM U
NOCTHPAHANAIbHON KOHIEHTpAI[MM TJIIOKO3bI B  KpoBu. MerdopMuH He
CTUMYJIUPYET CEKPEINI0 HHCYJIMHA H TI0O3TOMY €T0 IIPHEM HE MTPUBOIUT K Pa3BUTHIO

TUIIOTJINKEMHUH.



(MOCH
MetdopmuHy CBOMCTBEHHBI TPH MEXaHU3Ma-ASHETBHSE:

® CHWKEHHME CHHTE3a TJIIOKO3bl B TMEYEHH MYyTeM HHTUOMPOBAHUS
[JIFOKOHEOT€HE3a U IIIMKOT€HOJIN3a;
® [IOBBIIICHUE YYBCTBUTEIHHOCTH EPUPEPUUECKUX PELIEITOPOB K UHCYIUHY U
YTUIM3ALUU TIIFOKO3bI KJIETKAMU;

® 3aMEJICHHE BCACBIBAHMS TJIFOKO3bI B KUIIIEUHHKE.
MethopMuH CTUMYNIHUPYET BHYTPUKJIETOUHbIN CUHTE3 INIMKOTeHa, BO3JACHCTBYS Ha
TJIMKOT€HCHUHTA3Y.
MeTthopMuH yBEIUYMBAET TPAHCHOPTHYIO E€MKOCTh BCEX THIIOB H3BECTHBIX B
HACTOSAIIEE BpeMs MEMOPAHHBIX IEPEHOCUUKOB TITFOKO3bI.
MeThopMuH B TepaneBTHUECKUX J/103aX OKa3bIBAET OJArONpPUSITHOE BIMSHUE HA
MeTabO0JIM3M JIMMKIOB: YMEHBIIAET KOHIEHTPALIMIO 00ILEro XoiIecTeprHa B Ijia3Me
KpoBH, xosiectepuHa B cocrase JIITHII u tpurnmuuepunos.
Cepoeuno-cocyoucmnwiii puck:
B Xxoxe KIMHMYECKOro MCCIEeIOBaHUS HU3Y4aloCh BIUSHUE SMOAariudio3nHa Ha
4acTOTY CEPACYHO-COCYAUCTBIX OCJIOKHEHUW y manueHToB ¢ CJI 2 ¥ BBICOKMM
CEpJICYHO-COCYAUCTBIM PUCKOM (YUHUTBIBAJICS OJUH WM HECKOJIBKO (DaKTOpOB
ceplieuHO-cocyaucToro pucka, B Tom uucie MBbC, 3aboneBanus nepudepuyueckux
apTepuil, HH(APKT MUOKAapJa B aHAMHE3€ WM UHCYJIBT B @aHAMHE3€), MOJTyYarolnX
CTaHJAPTHYIO TEpanuio, KOTOpas BKJOYala THUIIONNIMKEMUYECKHE Ipenaparsl U
npenaparbl JUIsl JIEYEHHS] CEpIEYHO-COCYAMCTBIX 3a0oseBaHuil. B kauecTe
MIEPBUYHON KOHEYHON TOYKH OLICHUBAINCH CIy4YaH CEPAEYHO-COCYAUCTON CMEPTH,
uH(papkTa MUOKapaa 6e3 CMepPTEIbHOTO0 UCXO0Ja U MHCYJbTa 0€3 CMEPTEIbHOTO
ucxoja. JIonoaTHUTENbHBIMU 3apaHee ONPEeAeIeHHBIMA KOHEUHBIMU TOUKaMU ObLIN
BbIOpaHbl CEPAECYHO-COCYAUCTAasi CMEpPTHOCTb, OOIas CMEPTHOCTb, pa3BUTHE
He(poInaTUH WIK Porpeccupyroliee yxyAleHne HedponaTtuu, TOCIUTaIN3a1us 10
MOBOJIY CEPJI€YHOI HETOCTATOUHOCTH.
OMnarnu@ao3uH MoKa3ajl 3HAYUMOE CHUKEHHE pUCKa IO MEPBUYHONW KOHEUHOM
TOYKE (OLEHUBAIUCH CIy4Yau CEPAEUYHO-COCYAUCTON CMEPTH, HH(paApPKTa MUOKapAA

0e3 CMEepTEeIBbHOr0 UCX0Ja W HUHCyJdbTa 0€3 CMEpPTEeNbHOTO  HMCXOJa).
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CEPICUYHO-COCYAUCTON CMEPTH. DMMAraudI03uH CHIXKAJI PUCK TOCTUTAIU3AIUY 110
MOBOJIy CEPJIEYHOI HETOCTATOUHOCTH. TaKkKe B X0A€ KIMHUYECKOT0 UCCIIEIOBAHNUS
OBLJIO MOKa3aHO, YTO AMMArIM(IO3UH CHUXKAJ PUCK BO3BHUKHOBEHUS He(ppomaTuu
WM IIPOTPECCUPYIONIETO YXYAIICHUS HePpOonaTuu.

Y  namuMeHToB C  HUCXOJHOM  MakpoadbOyMUHYpPHEH  YCTAHOBJIEHO, UTO
AMIArIU(IO3UH CYHIECTBEHHO Yallle MO0 CPAaBHEHHUIO C IUIanedo MPUBOIUI K
YCTOWYHBOW HOPMO- WJIM MUKPOATLOyMUHYpuu (OTHOLIEHHE pUcKoB 1,82 [95 %
1 1,40; 2,37]).

DapmakoKunemukxa

Hwuxe npuBeneHsl MONOXKEHUS, OTpa)karouiue (papMaKOKHMHETUYECKHUE CBOMCTBA
OTAEIbHBIX AEUCTBYIOMMX BemecTB npenapata CUHJIDKAPN.

Imnaznughnozun

Bcacvisanue

Omnarnuao3uH Tocie NpueMa BHYTPh OBICTPO BCACHIBAJICS, MaKCHMalbHas
KOHIIeHTpanusi sMmnariudao3usa B mia3mMe KpoBH (Chax) JOCTHranach 4epes
1,5 gaca. 3aTem KOHIIEHTpalUsl SMIAranugI031MHa B MJIa3Me CHIXKAJIACh B JBE (ha3bl.
[Tocne npuema smnarnudiozuna B go3e 10 Mr cpeaHsis BeIWMYMHA TUIONIAAM TIOJT
KpuBOH «KOHIEHTpauus-speMs» (AUC) B nmepuoJl yCTONYMBOM KOHIIEHTPALUHA B
masMe KpoBu coctapiisia 1870 HMoub X yac/n, a BenuduHa Cpax — 259 HMOMB/11, a
nocyiie mnpuMeHeHws smmnariuduosnHa B go3e 25 mr — 4740 HMOIb X ac/nm u
687 HMOJIB/J1, COOTBETCTBEHHO.

dapMakoKMHETHKA dMIArIU(IIO3UHA Y 3J0POBBIX T0OPOBOJIBIEB U Y MAIIUEHTOB C
CJ1 2 OblL1a, B IIEJIOM, aHAJIOTUIHOM.

VY 310poBBIX J00pOBOJIBLIEB (hapMaKOKMHETHKA SMMariudio3uHa B JI03€ 5 MT,
OpPUMEHSBILETOCS JBa pa3a B JieHb, M oMnarmmpruosuHa B po3e 10 mr,
OPUMEHSBIIETOCS OJMH pa3 B JeHb, Obula cpaBHuMa. OOmiee Bo3jAeHcCTBHE
smmaraudiaosnda (AUCs) 3a 24-yacoBoi Mepuoj B ciydae ImpueMa mnpenapara B
03¢ 5 Mr JBa pa3a B JeHb U B n03¢ 10 Mr oguH pa3 B JIeHb OBLJIO CXOJHBIM.

Bennuuna Cmax G)MHaI‘JII/I(I)J'IOBI/IHa, IIPUMCHABIICTOCA B 103€ 5 mMr JABa pa3a B ICHD,
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OblIa HIKE MO CPaBHEHUIO C Cpax dMIaraH$H3HHA—HPHMEHABHEroes—B—A03€e

10 Mr onvH pa3 B J€Hb, OJIHAKO B IMEPBOM Cilyyae OTMeYaslach Oojiee BbICOKas
0azanpHas KoHIeHTparus smnarindrosnna B mwiazme (Cpin ).

[IpyeM mnMImKM HE  OKa3plBaeT KJIMHMUYECKM 3HAYMMOTO  BIMSAHHUS  Ha
(bapMaKOKUHETHKY AMIIAriaudI03uHa.

Pacnpeoenenue

OO0beM pacnpeneneHusi B MEpUOJ YCTOMYMBONW KOHUEHTPALMM B IjIa3Me KPOBU
coCTaBJsuL, IpuMepHo, 73,8 nmutpa. [lociie mepopambHOTO TPUMEHEHUS 3I0POBBIMU
106poBoIbIAMU MedeHoro sMmnaraudiaosuna [*C] cBs3bIBaHME ¢ SPUTPOLUTAMU
cocTaBJiso mpuMepHo 36,8 %, a ¢ 6enkamu 1mia3Mel - 86,2 %.

Memabonusm

OcHoBHO yTh MeTaboIM3Ma dMNArindIo3ruHa y YeloBeKa - TITIOKYPOHHUIALHNS C
ydactueM ypuauH-5’-audocdo-raokyponosmnrpancdepas UGT1A3, UGTIAS,
UGT1A9 wu UGT2B7. Hawmbonee YacTto BBIABIIEMBIMA META0OJUTAMU
sMmarinudio3nHa SBISIIOTCS TPU TVIFOKYPOHOBBIX KOHBIOrara (2-O, 3-O u 6-O
riokyponu1). CUCTEeMHOE BIUSHUE KaXJI0T0 MeTadonuTa HeBenuko (menee 10 %
OT OOIIEro BIMSHUS dSMMArauQo3nHa).

Buvigeoenue

[lepnon momayBBIBENEHHS COCTABIUT MpuMepHO 12,4 yaca. B ciayyae nmpumeHeHus
SMIaru@Io3ruHa OJUH pa3 B JCHb YCTONYMBAsh KOHLEHTpalus B IJIa3Me€ KpOBU
JOCTHTAjach mociie msaTo 1o3bl. [locie mepopadbHOTO MPUMEHEHUS MEYEHOTO
smnaraudiaosuna [“C] y 310poBbIX 106POBOIBLER BEIBOAMIOCH IPUMEPHO 95,6 %
no3bl (yepe3 kumeuHuk 41,2 % u noukamu 54,4 %). Yepe3 KullIeUHUK OoJiblIast
9acTh MEYEHOT0 SMITarin(I03uHa BEIBOIUIIACH B HEM3MeHeHHOM Bujie. [loukamu B
HEM3MEHEHHOM BHJI€ BHIBOJMJIACH TOJIBKO MOJIOBUHA MEUYEHOT'0 AMIArIn(IIo31HAa.

dapMaKOKHHETUKA V OCOOBIX MOIYJISIMI MAIMEHTOB

Hapywenue ¢pynxyuu nouex
Y manveHToB ¢ TOYEYHOM HEAOCTaTouyHOCThIO Jerkort (60 < CKO
<90 m/mun/1,73 m?), cpenneii (30 < CK® < 60 mun/mun/1,73 m?), Tsoxenoit (CKD

<30 m/mun/1,73 M%) CTENEHN TSKECTH My TAMEHTOB ¢ TEPMHUHAIBHOM CTaguei
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T0YEYHON HeJOCTATOUHOCTH 3HAaueHUs AUC-oMHAAFHHDAO3HHA-yBe I HIBAIHCH:;

COOTBETCTBEHHO, mpumepHO Ha 18 %, 20 %, 66 % u 48 % mno cpaBHEHUIO C
NalMeHTaMu C HOPMalbHOW (yHKUIMEH mMmoYyek. Y TAalMeHTOB C MOYeYHOU
HEJIOCTATOYHOCTBIO CPEAHEN CTENEHM TSHKECTU U Y MALMEHTOB C TEPMUHAIBHOU
CTagueld  IOYEHYHOM  HEIOCTAaTOYHOCTHM  MaKCUMalbHasg  KOHILIEHTpalus
sMOaraugIo3rHa B Ija3Me Oblla CXOAHA C COOTBETCTBYIOIIUMH 3HAYCHUSIMH Y
MalMeHTOB C HOpPMaJIbHOW (YyHKIMEW TMouyek. Y TMalueHTOB C IOYEeYHOMU
HEJOCTATOYHOCTBIO JIETKOW M TSDKEJIOM CTENEeHM MaKCMMajbHash KOHLIEHTpauus
sMnaraugo3nHa B miasMe Obuia mpuMepHo Ha 20 % B, YeM y MAI[UEHTOB C
HOpMaJIbHOUM PyHKIIMEH MoYeK. J[aHHbIe MONMYISAIIMOHHOTO (hapMaKOKUHETHIECKOTO
aHaJM3a MoKa3ajd, YTO OOMMA KIUPEHC AMIArIn(IIo3nHa YMEHBIIAJICA 0 Mepe
cHkeHnss CK®, 4To NpruBOINIIO K YBEJIMYEHHUIO BO3/ICMCTBUS Mpenapara.
Hapywenusa ¢ynxkyuu neuenu

Y nmanueHToB € NEYEHOYHOW HEAOCTATOYHOCTBIO JIETKOM, CPEOHEH W TSAKEIOU
creriech  (cormacHo  kinaccuukamuu — Yanna-Ileto)  3nHauenus  AUC
AMOAraugiIo3uHa yBEIUUUBAINCh, COOTBETCTBEHHO, puMepHO Ha 23 %, 47 % u
75 %, a 3HaueHHusT Cpax, COOTBETCTBEHHO, TpuMepHO Ha 4 %, 23 % u 48 % (1o
CPaBHEHUIO C MAlUEHTaMH C HOPMaJIbHOU (DYHKIIMEH MEeUeHN).

Hnoexc maccol mena, non, paca u 6o3pacm He 0Ka3bIBaIN KIMHUYECKHA 3HAUUMOTO
BIIUSIHUA Ha (DApMaKOKUHETUKY AMHIarindao3uHa.

Lemu u noopocmxu 0o 18 nem

HccnenoBanus papMakOKUHETUKU SMIIarId(Io3uHa y AeTei 1 MOoJpPOCTKOB 10 18
JIET HE MTPOBOJAWIIKC.

Memdghopmun

Bcacwisanue

[Tocne nmpuema BHYTph MeThOpMUH abcopOupyeTcss U3 KETyT0YHO-KUIIEYHOTO
TpakTa JOCTaTOYHO MOJHO. /{0 HeBcocaBierocs MeTQpopMuHa, 0OHAPYKEHHOTO
B Kasie, coctaBisieT 20-30 %. [Ipouecc BcachiBanusi MeThOpMHUHA XapaKTepU3yeTCs
HachlmaemMocthlo. Ilpennonaraercs, 4ro (apMakOKMHETHKAa €ro BCAChIBAHUS

HenuHeHa. MakcumanbHass KOHUEHTpalus (Cupax) (IpuMepHO 2 MKI/MI WU
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15 MKMOJIB) B IUIa3Me JIOCTHTACTCS —depes—=2;5-—HpH—HApHMeHSHHH—B

PEKOMEHTyEMBIX J103aX paBHOBECHAs! KOHIEHTpaIus MeT(opMIHa B IJIa3Me KPOBU
nocturaercs B TedeHue 24-48 4 u, Kak NIPaBWIO, HE NPEBHIMIAET | MKI/MIL
AOcomoTHas OMOOCTYITHOCTh Y 3JI0POBBIX JT0OpOBOJIbIIEB cocTaBisier 50-60 %.
[Ipu ogHOBpeMEHHOM IMpueMe NUIM abcopOuus MeThopMHUHA CHIKAETCS U
3a/1epKUBACTCA.

Pacnpeoenenue

MerdopmuH OBICTPO pacmpesensieTcss B TKaHW, MPAKTUYECKH HE CBSI3BIBACTCS C
oenkamu mia3Mbl. Cpax B KpoBH HUKE Cpax B TUIA3ME KPOBU M JOCTHTACTCS
IPUMEPHO 3a TO ke Bpems. MeThopMHH MPOHUKAET B 3PUTPOLUTHI. BeposTHO,
DPUTPOIUTHI TPEACTABISAIOT COOOW BTOPUYHBIA KOMIAPTMEHT pacIpenaeeHus
MetdopmuHa. Cpenuuii 00beM pactpeaesieHus: coctapiseT 63-276 1.
Memabonusm u evledenue

[ToxBepraercs MeTaboIM3My B OUY€HB C1a00M CTETeHH, METAOOJIUTOB B OPraHU3ME
HE 00Hapy»eHOo. BBIBOAUTCS MPEMMyIIECTBEHHO NTOYKaMU B HEM3MEHEHHOM BHJIE.
Knupenc metdopmuna y 310poBbIX 100poBoIibLEB cocTaBiseT 6onee 400 mu/mMun
(B 4 paza Oomblle, 4eM KIMPEHC KpPEaTMHHHA), YTO CBUJETEICTBYET O HAIMYUU
AKTUBHOW KaHaJIbLEBOM cekpeunu. llepuon momyBBIBEIEHUS  COCTABIAET
npuOIU3UTENBHO 6,5 U.

Hapywenue ¢pynxyuu nouex

[Ipu wapymeHun GyHKIUA TOYEK KIUPEHC MeThHOpMHHA YMEHBIIIACTCS
MPOMOPIIMOHAIEHO ~ KJIHUPEHCY  KpPEaTWHWHA,  COOTBETCTBEHHO,  IEPHOJ
MOJIyBBIBEJICHUSI ~ YBEJIMYMBACTCS, KOHUEHTpalus MeTdhopMuHAa B  IUIa3Me
MOBBIIIACTCS, TTOBBIIIACTCS PUCK €T0 KyMYJISIIUU.

Jemu u noopocmxu 0o 18 nem

[Ipu onHOKpaTHOM npuMeHeHuH B 103e 500 Mr y nereil 1 moapocTKoB 10 18 ser
dbapMakOKMHETHYECKHE MapaMeTphl MeT(PopMUHA OBIITM CXOJHBI C TAKOBBIMH Y
3I0POBBIX B3POCIIbIX.

[Ipyn MHOrOKpaTHOM npuMeHeHHH B 103€¢ S00 Mr 2 pa3a B CyTKM B T€UEHHUE 7 THEU

y nerer 1 moapocTKoB 70 18 seT Cpx U IJIOMaAb MO KPUBOM «KOHIIEHTpALIHSI-
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BpemMs» (AUC,.) MeTdopMuHa ObUTH CHEDKEHBI—HpHMepHO—Ha—33-Y%—1—40-%

COOTBCTCTBCHHO, IIO0 CPaBHCHHUIO CO B3POCILIMH IAlIUCHTAMH C CaxXapHbIM

nuabeTom, KOTopble Modyyanu MeTgopMuH B 103e S00 Mr 2 pasza B CyTKU B TEUCHHE

14 nueit. Ilockonbky 1m03a MeTdOpMHUHA MOAOHpAETCS HWHAWMBUIYyAIbHO Ha

OCHOBAHHUM MOKA3aTeNICH INIMKEMHUYECKOIO KOHTPOJIA, IMOJIYYCHHBIC TaHHBIC HMCIOT

OI'paHUYICHHY IO KIIMHUYICCKYIO 3BHAYUMOCTD.

IToka3aHus K NPUMEHEHU IO

[Tpenapar CUHJ’KAPJIM noxa3an i Tepanuu caxapHOro nuadera 2 Tuma y

B3POCJIbIX MANUCHTOB B KA4YCCTBC JOIIOJIHCHHA K HUCTOTCPAIIMU U (I)I/ISI/I‘-ICCKI/IM

YHOPA)KHCHUAM C LCJIBIO YIIYUIICHUA I'TUKEMHUYCCKOI'O KOHTPOJIA:

OpU  HEYAOBJIETBOPUTEIBHOM TIJIMKEMUYECKOM KOHTpoJie Ha (oHe
MOHOTEpANuu METHOPMUHOM B MAKCHMAIILHO IEPEHOCUMOI J103€;

B KOMOMHAIMM C JPYTMMH THUIOIJIMKEMUYECKUMHU MpernapaTaMu IpU
HEYJIOBJIETBOPUTEILHOM  TIJIMKEMHUYECKOM KOHTpojie Ha (oHe uX
COBMECTHOT'O IPUMEHEHUS C METPOPMHUHOM;

y TMalWeHTOB, KOTOpBHIE paHEe NOJydaln KOMOMHHPOBAHHYIO TEparuio

BMHaFJII/I(I)HOBI/IHOM " MCT(I)OPMI/IHOM B BUJIC OTJCJIbHBIX ITPCIIapaToOB.

IIpoTuBonOKa3aHUA

['unepuyBCTBUTEIBHOCTh K JCHCTBYIOIIUM BEUIECTBAM WJIM K JIOOOMY W3
BCIIOMOTATENbHBIX BEIIECTB Mpemnapara;

Caxapnbliii quadet 1 Tuna;

JlnabeTnuecKkuii KeToaIuma03;

JnaGetuueckas mpekoma, Koma;

[Toueunas HemocTaTouHocTh pu CK® < 30 mu/mun/1,73 mM%;

OcTpble COCTOSTHUS, IPOTEKAOLIHUE C PUCKOM PAa3BUTHS HApyLIEHUs QYyHKIUH
noueK: Jerujaparauus (Ipu Auapee WiId pBOTE); TSDKENble WH(EKIMOHHBIC
3a00JIEBaHMS, I1IOK;

Knunndecku BBIPAXKCHHBIC IIPOSABJIICHUSA  OCTPBIX HJIHW XPOHHYCCKHUX
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3a00JIeBaHUM, KOTOPBIE MOTYT IIp
(B TOM umcIe, OcTpas ceplieyHasl HeZJOCTaTOYHOCTb, XpPOHUYECKas CepAeUHast
HEJIOCTATOYHOCTh C HECTAOWJIBHBIMH TIOKa3aTeNIIMH  TE€MOJMHAMHUKH,
IbIXaTeabHasi HE0CTaTOYHOCTh, OCTPhIN HH(GAPKT MUOKApAA);

[TeyeHOYHAas HENOCTATOYHOCTD;

JlakToanumo3s;

OcTpas aJIKoroJibHasi MHTOKCUKALIKS, XPOHUYECKHUI alTKOTOJIU3M;
bepemMeHHOCTh U Nepuo TPyAHOTO BCKAPMIMBAHMS;

Jlerckuii Bo3pacT A0 18 1eT (B CBSI3M C HENOCTAaTOYHOCTBHIO JAHHBIX MO
3 PEeKTUBHOCTH U OE30MMaCHOCTH);

[IpumeHnenue B TeueHue 48 4acoB J10 U B TeU€HUE 48 4aCOB MOCIIC TPOBEACHUS
PaAMOU30TOIHBIX WM PEHTIC€HOJOTUYECKUX MCCIEJOBAaHUN C BBEJACHUEM
HojcoiepIKallero KOHTPaCTHOTO BEIIECTBA;

Cobmonenue runokanopuiino auetsl (Mmenee 1000 kkan/cyT);

OOmupHBIE XUPYpPTUUECKHE ONepalid W TpPaBMbl, KOrja IOKa3aHO

IMPOBCACHUC MHCYJIIMHOTCPAIIUH.

C 0CTOpPOKHOCTBIO

3a0oneBaHusl HKEIyJOYHO-KUIIEYHOTO TpaKTa, NPHUBOAAIIME K TOTEepe
KUIKOCTH;

JlnabeTnyeckuii KeToalua03 B aHAMHE3E;

[loueunas HegocTaToOYHOCTH  cpeaHei  crenmeHu  Tsokectn  (CKO

30-59 mu/mun/1,73 M?);

[IpumeHnenne B KOMOWHAIIMK C TPOU3BOIHBIMHU CYJIb()OHUIMOUYECBUHBI WU
WHCYJIMHOM;

XpoHudeckass ~ cepledyHas ~ HEIOCTaTOYHOCTh  CO  CTaOMJIBHBIMH
TeMOJIMHAMHYCCKHMHU TIOKa3aTeIIsIMU;

Jlueta c oueHb HU3KUM COJICpKAHUEM YTIICBOIOB;

3510ynoTpeOIeHHE AJIKOTOJIEM;

VY i crapuie 60 sieT, BRIMOJHSIONIMX TKEIYI0 (GU3HUECKYI0 paboTy, 4TO
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CBs3aHO C IMOBBINICHHBIM PUCKOM PasBHT-y-—HHX-—AFaKToaHHAO3aHa @GH@

npuema MeThOpMHHA;

e 3aboneBaHusd TMOKEITYIOYHOU jKeye3bl B aHamHe3e (IaHKpeaTUT WId
orepalus Ha MoJKETyI0YHOH JKelle3€) WM HU3Kasi CeKPETOPHAsi aKTUBHOCTD
0eTa-KJIETOK MOKEITy I0YHOM JKeJe3bl;

e [lpu KOMOMHMPOBAHHOUN TE€panuu ¢ UHCYJIUHOM — B CIIy4ae CHUXKEHUS J03bI
VHCYJINHA;

e (COBMECTHOE MPUMEHEHHUE C THIIOTEH3UBHBIMU MpENapaTamMu, TMypeTUKAMU U
HECTEPOUIHBIMHU MTPOTUBOBOCIIAIUTENIbHBIMY Npenapatamu (HITBII);

e [lpu undekmsax MOYEBBIBOASIIMX Ty TEH;

e Bospacr crapme 75 ner.

IIpuMmeHeHue npu 0€epeMEeHHOCTH U B IEPHO/I IPYIHOI0 BCKApMJIMBAHUSA
bepemennocmo

Hanneie o npumenenun npenapara CUHJDKAPAU win ero KOMIIOHEHTOB Yy
OepeMeHHBIX JKEeHIIUH orpaHudeHbl. [Ipumenenue npenapata CUHJKAP/IU B
nepuos, OEpeMEHHOCTH WM JKCHIIMHAM, I[JIAaHUPYIOUIMM  OEpeMEHHOCTbD,
MIPOTUBOITOKA3aHO.

I'pyonoe ecxapmausanue

MetdopMuH NpPOHUKAET B TPyAHOE MOJOKO B HeOOJbIIOM KojudectBe. OH
MIPOTUBOIIOKA3aH B NIEPUOJ TPYAHOTO BCKapMiinBaHusi. HEeM3BECTHO, IPOHMKAET JIN
SMOaraugiIo3uH B TPyIHOE MOJOKO. [laHHBIE, MOMyYEHHBIE B JOKIMHUYECKHX
WCCIICOBAHUSIX Yy  JKUBOTHBIX, CBHJETEIBCTBYIOT O  IPOHUKHOBEHUU
smnaru@o3nHa B IpyJHOe MoJIOKO. He wuckirodaeTcss puCK BO3ACHCTBUSL Ha
peOeHKa mpu TpyAHOM BcKapmuiinBaHuu. [Ipumenenune smnarnugiao3nHa B Mepuos

I'pyaAHOTO BCKApMIIMBAHUA IIPOTUBOIIOKA3aHO.

Cnoco0 npuMeHeHus 1 103bl
B3pocnvie nayuenmoi ¢ Hopmanvrot gyuxkyuei novex (CK® > 90 ma/mun)
PekoMenayemas 103a COCTaBIISIET OJIHY TaOJNETKY J[Ba pa3a B CHb.

Pexxum  fo3upoBaHMs  Tpemapara  JOJKEH ~ ObITh  OTKOPPEKTHPOBAH B
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ot 29.04 2025 N2 11311
(MOCNEOQBATENBHOCTE 0007)
VHIUBUAYAIIbHOM IMOPSAKE C YYETOM Xapakrepa—reryreH—FHHOFHHKeMHIeCKOH

Tepanuu, e€ 3pPEeKTUBHOCTU U IEPEHOCUMOCTH.

MakcumanbHasi pekoMeHayemass cytouHas jno3a npemnapara CHUHJDKAPIU
coctasiset 25 mr amnarudiao3una u 2000 Mr metpopmuHa.

[Ipenapar CHUHJDKAPAN crnenyer npuHUMaTh BO BpeMsl €lIbl C ILEJbIO
YMEHBIIICHUSI HEXEIATEIbHbIX SBJICHUNW CO CTOPOHBI KEIYJAOYHO-KUIIIEUYHOIO
TpakTa, BbI3bIBAEMbIX MET(POPMUHOM.

Mna nayuenmos ¢ HeyO0081eMBOPUMENbHBIM KOHMPOIEM 2IUKeMuu Ha @QoHe
MoHomepanuu — mem@opmunom — aubo 8  KOMOuHayuu ¢ OpyeuMu
eunoenuxemudeckumu npenapamamu, npemnapar CUHIPKAPIN oObrdHO 10JDKEH
HA3HAYaTbCs TaKUM 00pa3oM, 4TOOBI 1032 dMMariuao3uHa COCTaBIsIa 5 MI' JBa
paza B AeHb (cyTouHas 03a 10 Mr), a 103a MeThopMUHA OCTaBaJIach TAKOH e, Kak
paHee. Y MalMEeHTOB, XOPOIIO MEPEHOCSIIUX CYTOUHYIO 103y ammariuduoszrnsa 10
M U TP HEOOXOJAMMOCTH YJIYUIICHHS] KOHTPOJIS TJIIMKEMHH, OHA MOXET OBITh
yBEJIMYEHA JI0 25 MT.

Jna nayuenmos, parnee nonyuaguux MOHOMEPAnUI0 dIMNAIUPDI03UHOM, TIpEeTiapar
CUHIIXXAPIIM nomxkeH Ha3HayaTbCsl TakKUM oOOpa3oM, 4TOOBI CyTOYHas 103a
smnarin@io3nHa Obliia Takas ke, Kak paHee.

Jna  nayuewmos, paHee NOAYYABUUX  KOMOUHAYUIO  IMNAIUPDIO3UHA U
memgopmuna 6 6ude 08yx omoenvHvlx npenapamos, npenapatr CUHJXKAPIN
JOJDKeH Ha3HayaTbCsl TakUM o0O0pa3oM, YTOObI J03bl HSMMariu@iio3nHa u
MeThopMUHA OBUTH TAKUMU KE, KaK paHee.

Korpa npenapar CUHJ[PKAPJIM ucnonb3yercss B KOMOMHAIIMU C MPOU3BOAHBIM
CyJTb()OHUIIMOYECBUHBI W/ WM WHCYJMHOM, JJIS YMEHBIICHUS PHUCKA Pa3BUTHS
TUIOTJIMKEMUM MOET TNOoTpedoBaThCsi Ooyiee HU3Kas 1032 MPOU3BOJIHOIO
CyJb(OHUIMOYEBUHBI W/UIIM UHCYJIMHA.

Iayuenmsi ¢ noueunoli HeOOCMamMoOYHOCMbIO

[TanenTam ¢ MOYEYHOM HENOCTATOYHOCTBHIO JIETKOM CTENEHU KOPPEKILMUA 103bI HE
TpeOyeTcs.

Omnako y Takux TAIMEHTOB HeoOxoaumo KoHTpoiupoBaTh CK® mnepen
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COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ot 29.04.2025 N2 11311
Ha3HAYCHHUEM MperapaTa U Kak MUHUMYM-1-pas-B-Foj-B-FeueHHe Beero-HepHoa

TEpanuy NpenaparoM. Y NalUEHTOB C IOBBILIEHHBIM PHUCKOM JaJIbHEHIIETO
IPOTrPECCUPOBAHUS TMOYEYHOW HEJOCTATOYHOCTH M Yy NALUMEHTOB IOXKHIIOTO
BO3pacTa HEOOXOAMMO HPOBOJAUTH KOHTPOJb (YHKIMM IOYEK OoJee uacTo,
Hanpumep, Kaxasie 3-6 Mecs1eB.

Ecnu Hu ogHa u3 nosupook npenapara CUHJKAP/I He noaxoaut, oT npuema
KOMOMHHMPOBAHHOI'O Ipenapara ciaeayeT OTKa3aTbCAd U IMPOJOJDKUTH TEPAIUIO
JBYMsI OTAENIbHBIMH MpenapaTaMu SMnarin@io3nHa 1 MeTopMuHa.

Tabnuna 1. JIo3upoBKH 17151 MALIMEHTOB C MOYEYHOM HEJOCTATOYHOCTHIO

CKD, Metdopmun Omnariugiao3uH
MJI/MUH
60-89 MakcumanbHas JHEBHAS 1032 — MaxkcumanabHas JTHEBHAS 4032 —
3000 mr. 25 mr.
Bo03MOXHO CHMKEHHE 103 ITPU Koppekuuu no3e1 He
CHIDKCHUU (DYHKLUU TTOYEK. TpeOyeTcs.
45-59 MakcuManbHag JHEBHASA 103a — Koppekunu 10361 He
2000 wmr. TpedyeTcs.

HauanrHas no3a He JT0DKHA
MIPEBBILIATH MTOJOBUHY
MaKCHUMAaJILHOU JIO3bI.

30-44 MaxkcumaiibHasi THEBHAS 1032 — Koppexunu 10361 He
1000 mr. TpedyeTcs.
HavanbHas 103a He TOJKHA
MPEBBIIIATH [TOJIOBUHY
MaKCUMaJIbHOU J103BbI.

<30 [Tpumenenue meropmuHa [Tpumenenne smmnarimdio3nna

IMPOTHUBOIIOKA3aHO. HC PCKOMCHYCTCH.

Tayuenmwi nodxxcunoco 6o3pacma

MeTdopMuH BBIBOJUTCS MOYKAMH, U3-32 BO3MOXKHOTO CHIDKEHUS (PYHKIIMH MOYEK
HEOOXOMMO KOPPEKTUPOBATh 03y MET(HOpPMHHA TON PETYISIPHBIM KOHTPOJIEM
nokasartenei pyHKIHMH movek (ornpeaencHre KOHIICHTPAIlMN KpeaTUHUHA B IJIa3Me
KpOBU HE MeHee 2-4 pa3 B Tof).

Jlemu u noopocmku

[IpumeHeHne y aeredl W HOAPOCTKOB A0 18 JIeT MpPOTHBONOKA3aHO B CBSI3U C
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HEJOCTATOYHOCTHIO JaHHBIX MO (P EKTHBHOCTH H-0€30HacHOCTH:

Iayuenmul ¢ napywenuem ynkyuu nevenu

[Tpumenenue npenapara CUHJ/XKAP/IU y namnueHToB ¢ HapymieHHEM (QYHKIHUA
IIEYEHU MPOTUBOIIOKA3AHO.

Heticmeus npu nponycke npuema OOHOU UNU HECKOIbKUX 003 NeKAPCMBEHHO20
npenapama

ITpu npormycke 1036l NAUEHTY CIEAYET PUHATH Penapar, Kak TOJIbKO OH 00 7TOM

BCcmoMHHUT. He CJIeayCeT NIpuHUMAaThb I[BOP'IHYIO 103y B OJIUH ACHD.

ITo0ouHoOe neiicTBHE

B KITMHUYECKNX UCCIIeIOBAHMIX HanOoIee YacTo COOOIABIINMCS HeXKenaTeIbHbIM
SIBJICHHEM ObLIa TUIIOTJIMKEMHUS, KOTOpasl 3aBUCeNa OT Tumna (HOHOBOUM Tepamuw,
UCTIONB30BABIIEHCS B COOTBETCTBYIONIUX  HCCICAOBAHUAX,  WHQEKIUU
MOYEBBIBOJIAIINX ¥ IMOJOBBIX MyTEH, YBEIMICHUE MOUYCOT/ICTICHUSI.

B xnuHMYeCcKux McciaeI0BaHMUAX ¢ MPUMEHEHUEM dMTIari(IIo3nHa B KOMOWHAIIAN
¢ MeT)OPMUHOM KAaKHX-JIHOO JOMOJHUTEIBHBIX HEXENATEIbHBIX pPEaKIHi TI0
CPaBHEHUIO C HEXENATeIbHBIMU PEAKITUSIMH, OTMEUYABIITMMHUCS TIPH UCTIOTH30BaHUN
OTJICTPHBIX KOMIIOHEHTOB, HE Ha0JIF01aJI0Ch.

HexenaTenbHbIE pPEaKIMHM Paclpe/ie]ieHbl M0 CHCTEMHO-OPTaHHBIM KilaccaM C
yKa3aHUEM YacTOThl MX BO3HUKHOBEHHsI COTJIacCHO pekoMeHpmarusMm BO3: oueHb
yacTo (>1/10), yacto (ot >1/100 no <1/10), nHeuacto (ot >1/1000 no <1/100), penko
(ot >1/10000 mo <1/1000) mmm ouenb peako (<1/10000); BBIIETSAIOTCS TaKKe
HEXeJaTeNbHbIE PEAKIINU, YaCTOTa KOTOPHIX HEM3BECTHA (HE MOXET OBITH OIleHEHA
Ha OCHOBAHHWH MMEIOITUXCS JTAHHBIX ).

Heowcenamenvnvie peakyuu, 3apecucmpupo8annvle 8 KIUHUYEeCKUX UCCIe008AHUSX U
8 NOCMPe2UCMPAYUOHHOM Nepuode HAOIHOeHUSL:

CucTeMHO-OpraHHbIN Yacrora HexenareabHas

KJjace BCTPEYaeMOCTH peakuusi

Unghexyuonnvie u Yacto Kanauno3Hb1i BATMHUT,

napazumapHwie BYJIbBOBaruHUT, OAJIaHUT

3a00/1e6aHUS U JpyTye reHuTalbHbIC
MHPEKIUH !
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 29.04.2025 Nz 11311
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Vadperanm
MOYEBBIBOJISIIUX MyTEH
(B TOM umcCIe
nuenoHepuT u
ypocerncuc)!

YacToTa HEU3BECTHA

Hekpotuueckuii paciuut
MPOMEKHOCTH (FaHrpeHa
dypube)!

Hapywenus co cmoponwi
obMmeHa eewgecms u
nUMaHus

O4eHp YyacTo

['unornukemus (ipu
COBMECTHOM MPUMEHEHUHU
C MPOM3BOIHBIMU
CyJb()OHIIMOYEBHUHEI
WJIU UHCYJIMHOM)

Yacto Kaxna!
Penxo JlnabeTnyeckuii
KETOALUA03
Ouenb penko Jlakroanumos?
Yacro Jedunut/cHuxeHne
BCAChIBaHUSI BUTAMUHA
2
Bis
Hapywenus co cmoponwt | Hacto Hapymenust BKyCoBbIX
HEepBHOU CUCHEMbL OILYIIEHUIA>
Hapywenus co cmoponwvt | Hewacto ['unoBonemust’

coCy008

Hapywenus co cmoponwi

:)fcejzydoqno—Kumetmoeo

mpaxma’

O4eHp YyacTo

CHU)KEHUE armeTuTa’
Juapes?

TomHoTa?

PBoTta’

Bonb B )kuBOTE?

Yacro 3amnop

Hapywenus co cmoponvr | OueHb peako [emaTut?

neyeHu u OTKJIOHEHHE OT HOPMBI

JHCEeNUEeBbIBOOAUUX NYMell noKa3areyen
(GYHKIIMOHATBHBIX P00
HeYeHn”

Hapywenus co cmoponst | Yacto 3yn!-

KOJICU U NOOKONCHOU Chinb

Kaentameu Heuacto Kpanusnauna
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OueHb pesk SpuTenMa’

YacToTa HEM3BECTHA AHTMOHEBPOTHYECKUI
orex!

Hapywenus co cmoponwt | Hacto YBenuueHue
NOYeK U MO4eBblBOOAUUX MOYEOTIEIEHHS
nymeu

Heuwacro Huzypus'

OueHb penKo TyGynouHTepCTH-
IIMANILHEINA HepuT!

Jlabopamophvie u Yacto IToBblilIeHNE
UHCMPYMEHMAIbHble KOHIICHTPAIUH JINTTUI0B
oanmvle B I1a3Me KpoBu!

Heuacto IToBeiieHHE
KOHIIEHTpaL1H
KpEaTWHWHA B IJIa3Me
KpPOBH/ CHI)KEHUE
CKOPOCTH KJIIyOOYKOBOM
bunbTpanuu
IloBbIIeHNE
reMaTokpura'

HEXeaTeIbHbBIE peakuuu, 3aUKCUPOBAHHBIC npu MOHOTEpaIuu
SMIaraugI03uHOM;

HEeXeJaTeNbHbIE PeaKlnu, 3a(pUKCUPOBAaHHBIE TPU MOHOTEPANIUUA METHOPMHUHOM;
KEITYTOYHO-KUIIEYHBIC CHUMITOMBI, TaKW€ KaK CHIDKCHHE AamleTHTa, Iuapes,
TOIIHOTA, PBOTA U 00JIb B )KUBOTE HauOOJIee YaCTO MOSIBISUIMCH B CAMOM Havaje
Tepanuu ¥ CIIOHTaHHO UCYe3aIH B OOJIBIIMHCTBE CIIyYaes.

Onucanue omoenbHbIX HeHCeNamelbHblX peaKyull

T'unoenukemus

YacTtora TUIOTIMKEMHM 3aBUCEJIa OT NPUMEHSBIIEHCS  COIYTCTBYIOLIEH
TUMOMIMKEMUYECKON Tepanuu 1 ObUIa CpaBHUMA JIJIs SMIaringao3uHa U miamnedo
Npyd MPUMEHEHUM B KOMOMHANMU C METHOPMHUHOM, B KOMOHWHAIIMU C
JVUHATIIMIITAHHOM W METQOPMHUHOM, [JIi KOMOWHAIMK SMnariudo3nHa ¢
MET(GOPMUHOM Yy MAIMEHTOB, paHee HE MOJY4YaBIIMX JICUCHUS B CPABHEHUU C

NnanueHTaM, I10J1yHaBIIUMU BMHaFJ'II/I(I)J'IOBI/IH u MCT(bOpMI/IH KaK OTACJIbHBIC
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nperuaparbl U KakK AOIOJIHCHHUC K CTaHAapTHOH—Feparitit: B CHyFac—HasHaTCHt

sMnariu@io3nHa B KOMOMHAIIMM C TPOU3BOJHBIMHU CYJIb(OHUIMOYEBUHBI +
metdopmun (Ammarmuduozun 10 mr: 16,1%, smnarnudnosun 25 wmr: 11,5%,
miane6o: 8,4%) win B KOMOMHAIIMY ¢ UHCYJIMHOM + MeT(opmuH (3mnarindiio3uH
10 mr: 31,3%, smnarnudgiosun 25 mr: 36,2%, nnane6o: 34,7%) yactora pa3BUTHUs
TUTIOTJIMKEMHH ObLTA BBIIIE, YEM B CITydae MCIIOIh30BaHUS IIAIe0o0.

Taocenas eunocnukemust (mpeodyowas MeOUyuHCcKo20 emMeulameibCmed)

Joysi maiueHToB C TSKEJIOW THIOrJIuKeMuend Obuia HeBbICOKOW (MeHee 1 %) u
CpaBHUMOW 11 dSMmOaraudio3nHa U 1ianedo mpu IPUMEHEHUH B KOMOMHAITUHU C
MeTGOpMHHOM, M [JIsi KOMOMHAIMU HSMIariudiao3uHa ¢ MeTHOPMHUHOM Y
MAIMEHTOB, paHee HE TMOJy4YaBIINX JICYEHUS, B CPaBHCHUH C TMAIMCHTAMH,
MOJIyYaBIIMMH SMIArTU(IO3UH U METHOPMHUH KaK OT/AENIbHBIE MpenapaThl U Kak
JIOTIIOJTHEHUE K CTaHAAPTHOW Tepanuu. YacToTa CiiydaeB TSIKEIOW THUIIOTJIMKEMHUHN
cocraBmsuia 0,5%, 0% wu 0,5% mnupu npumenenuun smmariaudiaoszuna 10 wr,
sMmraraudiao3uHa 25 Mr u 1ianebo, COOTBETCTBEHHO, Ha (OHE Tepamuu
MeTHOPMUHOM B KOMOMHAIMU ¢ UHCYIUHOM. [Ipu npumeHennn smmnariaudio3nHa
Ha (QoHe Tepanuu MeTHOPMHHOM B  KOMOMHAIMU C  [IpenapaTaMu
CyJIb(DOHUTIMOUEBHUHBI, a TaKXKe Ha PoHE Tepanuu MEeTHOPMHUHOM B KOMOUHALIMHU C
JMHATJIMIITUHOM HU OJTHOTO CITy4as TSKEJIOW THIOTJIMKEMUN He HA0II01aI0Ch.
Hnexyuu mouesvigoosawux nymetl

YacroTa pa3BuTUs MH(EKIUI MOYEBBIBOAAIIMX IMyTeH B cilydae MPUMEHEHUs
smnarmdosnaa B no3e 10 Mr B koMOuHanuu ¢ MeT(HOpMUHOM ObLIa BBIIIE
(8,8 %), ueM B ciydae MpUMEHEHHS SMIariaudio3nHa B 103€ 25 M B KOMOMHAIUN
¢ methopmunoMm (6,6 %) nnu marnedo B komOuHauu ¢ MmethopmuHoM (7,8 %). Tax
e, KaK M B ClTydae IPUMEHEHUS I1a11e00, HHPEKIIMH MOYECBBIBOISAIINX My TECH Jarie
OTMEUAJIUCh Y TAIMEHTOB C XPOHUYECKUMU U PEUUTUBUPYIONUMU UHPEKIIHIMU
MOYEBBIBOJIAIIMX MyTeH B aHaMHe3e. TspkecTh MHMEKITU MOYEBBIBOISIINX My TeH
OblJJa CXOJHOW y MAlMEHTOB, MPUHUMAIOIMX 3MOaraudiao3uH u mianedo. O6
MHOEKIUAX MOYEBBIBOIAIINX MyTEH daie cOoOIanoch y KEHIUH, TOTyJYaBIINX

smnariu@io3ud B ao03e 10 Mr B KoMOMHaMU ¢ METQPOPMUHOM, YEM Y >KEHILHH,
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COOTBETCTBYET 3KCMEPTHOMY OTUETY

HOJIyYaBIIMX IUIaNe00; OJTOro He HAaBHOAAROCH—B—eHyIae—HpPHMEHESHH
sMmraraudiIo3uHa B 103¢€ 25 Mr B KomOuHaiuu ¢ MergopmuHom. Yactora nHpeKui
MOYEBBIBOJIANIMX TMyTeH y MYKUWH ObUTa HEOOIBIIOW M CXOXEH B JIEUeOHBIX
rpynmnax.

I'enumanvuvie ungexyuu

YacToTa pa3BUTHS TaKUX HEXKENATEIbHBIX SIBIICHUM KaK KaHAWJIO3HBIM BAarvMHUT,
BYJIbBOBAarMHUT, OAJIAHUT U JIPYTUX TeHUTAIbHBIX MH(GEKIMI Obla BhIIIE B ClIydae
npuMeHeHus sMmarivdao3suna B go3e 10 Mr B kKoMOMHAIMM ¢ METQOPMUHOM
(4,0 %) n smnarmudio3nna B 103e 25 Mr B kKomOuHaImu ¢ metrgopmunom (3,9 %),
yeM MpW NMPUMEHEHUHU Iulanebo uid Iianedo B KOMOMHAIMKU ¢ MET(HOPMUHOM
(1,3%). DOt paznmuuusi B 4YacTOTe OBUIM MEHEE 3aMETHBIMH Yy MY>KUYUH.
HexenarenbHble peakiiii CO CTOPOHBI MOJOBBIX OPTaHOB ObUIH JIETKOW U CpeiHen
CTETIEHU TSIKECTH.

Yeenuuenue moueomoenemnusi

YacToTa ciydyaeB yBEIMUYEHHOT'O MOUYEOTAENEHUS (OLEHUBAIMCH TAKUE CUMIITOMBI,
KaK TOJUTAKUYpHUSI, TIOJIMYPHs, HUKTYpHUs) Oblla BBIINIE B CIydae MPUMEHEHUS
smnaruduosnHa B go3e 10 mr B koMOuHanuu ¢ mergopmuHoM (3,0 %) u
sMmrnaru@o3nHa B a03e 25 Mr B KoMOMHaMu ¢ MetgopMuHoM (2,9 %), yeMm B
cily4yae MpUMEHEHHUs Tianebo B komOuHarmu ¢ metrdopmunom (1,4 %). Yactora
pPa3BUTHS HHUKTYpUH OblJa COTOCTaBMMa B TPYIIIC MAIlMECHTOB, MPHHHUMAaBIIUX
sMOaraugiao3uH B KOMOMHAIMM € METGOPMHHOM M B TpyIIE MalUeHTOB,
NPUHAMABIIUX IUlanedo B KomOumHanmum ¢ MerpopmmHoMm (MmeHee 1 %).
MHTEHCUBHOCTH YBETUUCHHOTO MOYEOT/ICJICHUS ObLJIa JITKOW W YMEPECHHOM.
T'unogonemus

Yactora pa3BuTUS  TUNOBOJIeMHHM  (KOTOpas  BBIpaKajlaCh  CHIDKCHHEM
apTEpUAIBHOTO  JIABJIEHHS, OPTOCTATHUYECKOW apTEPUAJIBbHOW TUIOTEH3UEW,
JeruapaTanueir, 0OMOPOKOM) MPU MPUMEHEHUH dMMariudio3nHa B KOMOUHAIINH C
MeT(HOpPMUHOM ObLTa HU3KOW WM COMOCTaBUMOM C 1uianedo (dMmariaudiao3uH B
no3e 10 mr B komOunanuu ¢ metdpopmunoM (0,6 %), smnarnudnosun B go3e 25 mr

B komOuHanuu ¢ merpopmurom (0,3 %), manedo B KOMOMHAIIMU ¢ METHOPMUHOM
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(0,1 %). Tmokozypudeckuii  dPHEKT—OMHAFTHPAOIHHE—COHPOBOIARCTESH

OCMOTHYECKHM JINype30M, KOTOPHIH MOKET OKa3bIBaTh BIMSHHUE HAa COCTOSTHHE
ruapaTalMi NaleHTOB B Bo3pacTe 75 jer u Ooisiee. Y MalMEHTOB B BO3pacTte
> 75 net cooOmanoch 00 OHOM CIy4yae TMIIOBOJIEMUH Y TIAIIUEHTA, MOTyYaroIIero
sMIaraugI03uH B 103€ 25 MTI' B KA4ECTBE IOTIOTHEHHSI K TEPATUU METPOPMHUHOM.
CHudrcenue ckopocmu KiyO0ouKo8oU uibmpayuu u nogvluienue KOHYeHmMpayuu
KpeamuHuHa 8 Kposu

OOmast yacToTa CHIKEHHS CKOPOCTH KIIyOOYKOBOW (DUIBTPALMU W TMOBBILICHUS
KOHIICHTpAllMd KpeaTUHHHA B KPOBU OBUIM CXOXH TMpH [PUMEHEHUU
sMmariudiosnHa u 1anedbo ¢ MeTGOpMUHOM (MOBBIIIEHHE KOHIEHTPAIUU
KpeaTHHHHA B KpoBH: smnaraudio3und 10 mr 0,5 %, smnarnudnosun 25 mr 0,1 %,
miane6o 0,4 %; CHIKEeHHe CKOPOCTH KITyOOUKOBOHM (pruibTpanuu: sMnarindio3uH
10 mr 0,1 %, smnarmudumosua 25 mr 0 %, mrane6o 0,2 %). Habmromanoch
HAYaJbHOE€ TPAH3UTOPHOE TMOBBIIICHUE KOHICHTPAlMU KpeaTUHUHA B KpPOBU
(cpenHee M3MEHEHHE MO0 CPAaBHEHUIO C MCXOJHBIM 3HAYCHHEM Iociie 12 Hemens:
smnarauguosud B no3e 10 mr — 0,02 mr/mn, smnarnudiao3uH B 1o3e 25 Mr —
0,02 Mr/mm) W HavYaJlbHOE TPAH3UTOPHOE CHUXKEHHUE PACUETHOM CKOPOCTH
KITyOOUKOBOM (QuuibTpanuu (CpeaHee HM3MEHEHHE IO CPaBHEHHUIO C HCXOIHBIM
3HaueHueM nociue 12 venens: smnarnunosus B 1o3e 10 mr— 1,46 ma/mun/1,73 M2,
sMuarmuuosuH B go3e 25 mr — 2,05 mu/mmn/1,73 M?). B gonrocpodHsIx
UCCIIEIOBAHUSX ATH M3MEHEHUS OOBIYHO ObUIM OOpaTHUMBIMU HPU MPOIOKEHHUU

JICYEHHUS WJIU TI0CIIE MPEKPAILCHUS IpUeMa Mpenapara.

Ilepeno3upoBka

Cumnmomvl

Bo Bpems mnpoBeneHHs] KOHTPOJIUPYEMBIX KIMHUYECKUX MCCIEJOBAaHUN MpuU
OJTHOKpAaTHOM Tipueme smmariudao3uHa B go3e 800 mr (B 32 pa3a mpeBbIlIaBiiei
MaKCUMaJIbHYI0 CyYTOUHYIO JI03y) 3JO0POBBIMH JOOPOBOJBIIAMU  TIpermapar
NEPEHOCUJIICS XOPOIIIO.

[Ipn npumMeHneHun MeTPopMUHA B J03aX, AOCTUTABIIMUX 85 I, THIOTIIMKEMHUS HE
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H36HIOI[aHaCB, OOHAKO B pAAC CIIYy4YacB JFO-HPHUBCHAO-I-PaASBUTHIO-TIAKTOAGHHAO3A:

3HayuTeIbHAS TEPEIO3UPOBKa METHOPMHUHOM WM HAJUYUE COMYTCTBYIOIIHUX
(GaKkTOpOB pHICKa MOXET MPUBECTH K JaKTOAumao3y. Jlakroanumo3 OTHOCHTCS K
KaTerOpUU HEOTJOXHBIX MEIMIIMHCKUX CHUTyallui, JICYeHHE B TaKUX CIydasx
JIOJDKHO MPOBOJUTHCS B CTallMOHApE.

Jleuenue

B caydae mnepeno3upoBKM PEKOMEHAYETCs yAaleHue HeabcopOupOBaHHOIO
npenapara M3 >KeNyJA0YHO-KHUIIEYHOrO TpPakKTa, OCYLIECTBICHHE KIMHUYECKOTO
KOHTPOJII M TMPOBEJACHUE CHUMNITOMaTHdeckoro jedeHus. CambiM 3()PEKTUBHBIM
METOJIOM BBIBEJICHHUS JIaKTaTa U METHOPMUHA SBJISICTCS TEMOIUAIN3; BO3MOYKHOCTD

BBIBCACHUA BMHaFJ'H/I(I)J'IOSI/IHa C IIOMOMIBIO IrEMO AN AJIN3a HE N3YyYaJIaCh.

B3aumoaeiicTBre ¢ APYrMMH JI€KapCTBEHHBIMHU CPEeACTBAMH

HccnenoBanuil 1o JeKapcTBEHHBIM B3anMozencTeusaM npenapara CUH/DKAP/IN
HE PoBOAWIOCH. OJTHAKO MPOBOAMINCEH (PApMAaKOKUHETUUYECKHE UCCIICIOBAHUS 110
JIEKApCTBEHHBIM B3aUMOJCHCTBUAM KOMIIOHEHTOB Tipenapata CHUHJKAP/IU:
smnariudiosnna u MeTopmMuHa.

Imnaznughaozun

Jluypemuxu

OMnarnau@ao3uH MOXKET YCHIMBAaTh JTUYpPETHUECKHM >(PQPEeKT THA3UTHBIX U
«IIETIIEBBIX» JUYPETUKOB, YTO B CBOIO OYEPEb MOXKET YBEIUYUTh PUCK PA3BUTHSA
JEruIpaTalyy U apTepruaIbHON TMIIOTEH3HH.

IIpenapamuol rumus

OMnarnudao3uH MOKET YCUIIMBATh BBIBEJICHUE JINTUS ITOYKAMU, U KOHLIEHTpaus
JUTUS B KPOBU MOKET CHMKAThbCS. KOHLEHTpauuio JINTHS B CBIBOPOTKE KPOBHU
ClelyeT KOHTPOJMPOBATh Yallle IOCJie Hayajga Tepanuud SMOarin@io3uHoM u
U3MEHEHUN 1103bl. [l KOHTPOJS KOHUEHTpalUu JINTHUA CJIEAYeT HalpaBUTh
NAlMEHTa K Bpayy, IMEIOIIEMY ONBIT B HA3HAYEHUH MPENapaToB JIUTHS.

Hucynun u cmumynamopul cekpeyuu UHCYIUHA

HpI/I COBMCCTHOM IIPUMCHCHHHU BMHaFJ'II/I(I)J'IOSI/IHa C MHCYJIMHOM U CTUMYJIATOPAMU
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CEKpeIIMU HMHCYJIMHA, TAKUMU KaK MPOU3BOAHbIe—CYAb(POHHAMOTSBHHEE-MOMKET
MOBBIIIATHCS PUCK BOBHUKHOBEHUS TUIIOTIMKEMHUHU. B cBsi3u ¢ 3TUM HE0OX0AUMO
CHUXKATb JIO3bl MHCYJIMHA U CTUMYJISTOPOB CEKPEIIMU UHCYJIMHA P MPUMEHEHUHU B
KOMOMHAIMK C OHMMOAMIUQIO3MHOM JJIi CHW)KEHUS pHUCKA BO3HUKHOBEHUS
TUIOTIMKEMUU.

OyeHka 1eKapcmeeHHbIX 83auUMo0etucmauil in vitro

Omnarnudao3uH HE MHIHMOUpYeT, HE HWHAKTUBUPYET M HE HHIYIUPYET
uzopepmentsl CYP450. OcHOBHBIM myTeM MeTaboiau3Ma sMOariugiao3uHa y
YelloBeKa  SBJSETCS TVIIOKYpOHHMJALUS C  ydacTUeM ypuauH-5’-nudocdo-
rmokyponosuntpancpepaz UGTIA3, UGTIAS, UGTIA9 wu UGT2B7.
Omnarnugpaosud He uuruoupyer UGT1A1l, UGTIA3, UGT1AS8, UGTIA9 u
UGT2B7. CnocobHocTh AMmariu@io3nHa, MPUMEHSIEMOr0 B TEparneBTUYECKUX
no03ax, o0paTUMO MHTMOMPOBATH WM MHAKTUBUPOBATH OCHOBHBIE M30()EpPMEHTHI
CYP450 wmm UGTIAl wHeBenuka. JlekapCTBEHHBbIE  B3aUMOJICHCTBUS
sMIariu@io3uHa W JIEKApCTBEHHBIX MPENaparoB, SIBISIOLIUXCS CyOcTpaTtaMu
nzopepmentoB CYP450 u UGT1A1, cunrarorcs MaaoBEpPOSITHBIMHU.
Omnarmudao3uH ABIsIETCs cyocTparoM i raukonporenHa P (P-gp) u Genka,
OTIPENICNIAIONIETO PE3UCTEHTHOCTh paka MojouHou xene3bl (BCRP), Ho B
TEepaneBTUYECKUX JI03aX HE WHTHOuUpyeTr 3Tu Oenku. Ha ocHOBaHWMM NaHHBIX,
NOJIyYEHHBIX B UCCJENOBAHMSIX i1 Vifro, CUMTAETCs, 4YTO CIIOCOOHOCTH
sMnaru@io3nHa BCTYINaTh BO B3aWMOJICHCTBHS C TMpenaparamu, KOTOPBIC
ABIAIOTCS  cyOcTpatamu i mmkonporemna P (P-gp), mamoBeposiTHa.
Omnarmudao3uH  SBISETCS  CcyOcTpaToM  JUISI  OPraHUYECKUX  aHMOHHBIX
nepeHocunkoB: OAT3, OATP1B1 u OATP1B3, Ho He sBRsieTcs cyOCcTpaToM s
OpraHUYeCcKUX aHMOHHBIX nepeHocurkoB 1 (OATI1) m opraHMyecKrX KaTHOHHBIX
nepeHocunkoB 2 (OCT2). OpHako  JeKapCTBEHHbIC  B3aMMOICHUCTBUS
smMnarudiosuHa ¢ TpenaparaMmu, — ABISIONIMMHUCA — cyOcTpaTtamu s
BBIIIEONHUCAHHBIX OEJKOB-IIEPEHOCUNKOB, CYUTAIOTCS MAJIOBEPOSITHBIMHU.
BzaumopeiicTBue smmnarmuduiosnHa 1 uHAYKTOpoB (pepmentoB cemeiictBa UGT He

uzyyanocb. CoBMeCTHOE MNpPUMEHEHHE OSMMariu@io3uHa ¢ UHIAYKTOpaMu
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depmentoB cemeiictBa UGT He pexomeHmyeTres—B—eBsi3H—e—HOTeHHHATHHEIM

PUCKOM CHUKEHUsI 2PHEKTUBHOCTH dSMMIATrIU(I031HA.

OyeHka 1exapCmeeHHbIX 83auUMO0eUcmaull in vivo

dapMakoKHHETHKA SMIArIH(I03MHA HE U3MEHSETCS y 3I0POBBIX JOOPOBOJIBIIEB B
Cllyda€ €ro COBMECTHOTO TMPUMEHEHHs C METHOPMUHOM, TIMMETHPUIOM,
MUOTIIUTA30HOM, CUTATJIUITHHOM, JIMHATJIMIITHHOM, Bap(apuHOM, BEpamamMuioM,
paMUNPUIIOM, CHMBAacCTaTHHOM, TOpPACEMHUAOM U THIpoxJopoTuazuaom. [lpu
COBMECTHOM IPUMEHEHUH dMHarangio3nna ¢ reMpuopo3miom, pudaMiuiuuHOM U
npoOeHenuaIoM oTMedasiock ypenunueHue 3HadeHuss AUC smmarmmdiiosnHa Ha
59 %, 35 % u 53 %, COOTBETCTBEHHO, OJHAKO JIaHHBbIC M3MCHCHUS HE CUMTAINCh
KIIMHAYECKH 3HAYHMMBIMH.

OMmarmudao3uH  HE  OKas3blBaeT KJIMHWYECKHM 3HAYMMOTO  BIMSIHHS — Ha
bapMakOKHHETHKY MET(POpPMHUHA, TIUMENUPHUIA, MUOTJINTa30HA, CUTATJHUIITHHA,
JVHATIIMIITAHA,  BapdapwHa,  JWUTOKCHHA,  paMHIpWia,  CHMBAcTaTHHA,
THIPOXJIOPOTUA3HA, TOPACEMHUIA U TEPOPATLHBIX KOHTPAILICTITUBHBIX TIPETapaToB.
Memdghopmun

Cosmecmnoe NPUMEHEHUE NPOMUE0ONOKAaA3adHo

Hoocooeporcawue penmeenokonmpacmmuuie cpeocmea

Ha d¢one QyHKIMOHAIBHOW TICYEHOYHOW HEJOCTATOYHOCTA Yy TAIMEHTOB C
caxapHbIM JUa0ETOM  paJMOJIOTMYECKOE HCCIEIOBAaHWE C MPUMEHEHHUEM
HoJicoepKaluX PEHTI€HOKOHTPACTHBIX CPEACTB MOXET BbI3BATh pa3BHUTHE
nakroaruao3a. Jleuenne mpenaparom CUHJIPKAPJ/IM HeoOxoauMo OTMEHHTH B
3aBUCUMOCTH OT (yHKIMM Touek 3a 48 wyacoB J0 WIM Ha Bpems
PEHTTEHOJIOTUYECKOTO  MCCIEAOBAHUA C  NPUMEHEHHEM  HOJCOepKaluX
PEHTI€HOKOHTPACTHBIX CPEACTB M HE BO30OOHOBIATH paHee 48 yacoB mocie, Mpu
YCIIOBUH, YTO B X0/I¢ 00ciIe0BaHus PYHKIIMS MOYeK OblIa MpU3HaHA HOPMAaJIbHOM.

Cosmecmuoe nNpumMeHernue He pekamendvemc;l

Ankozono
[Ipr oOCTpOM aJKOrOJIBHOM HHTOKCHUKALMM YBEJIMYMBACTCS PUCK pPa3BUTHUSA

JaKTOanuao3a, OCOOCHHO B ciIiydya€ HCAOCTATOYHOI'0 IIMTAaHHA, CO6JIIOI[€HI/I}I

23



COOTBETCTBYET ZKCNEPTHOMY OTUETY
o1 23.(0 25 N2 11311
(MOCNEQOBATENEHOCTE 0007)

HU3KOKAJIOPUWHOW JUETHI UIH N€UCHOUYHOH-HEAOCFATOUHOCTH—Bo-BpeMs-HpHeMa
npenapara cieayer u30eraTb NpUeMa alIKoroyisi U JIEKAPCTBEHHBIX CPEJCTB,
coJiepKalluX ITaHOJI.

Cybcmpamol mpancnopmepa opeanuyeckux kamuonog 1 u 2 (OCTI u OCT2)
MetdopmuH sBisiercs cyoctpatoMm opranndeckux karnonoB OCT1 u OCT2. [lpu
COBMECTHOM MPUMEHEHUH C MET(HOPMUHOM:

e yuruoutopel OCTIl  (Takme Kak BepamaMWi) MOLYT  CHHU3UTh
TUIOTIMKEMUYECKOe JeHCTBUE MeT(HOpMUHAa.

e uHaykTopbl OCT1 (Takue kak pudamMnuIH) MOTYT YBETUYUTh BCACHIBAHUE
MerdopmuHa B XKKT 1 ycunuth ero rurnoriimkeMU4eckoe JIeCTBHE.

e ynrubutopel OCT2 (Takue Kak LUMETUIUH, AOIYTErpaBUp, PaHOJIA3UH,
TPUMETONPUM, BaHAETaHWO, M3aBYKOHA30JI) MOTYT CHHM3UTh BBIBEJCHHE
MeThOpMUHA MOYKAMU U MPUBECTU K YBEJIMYEHHUIO €ro KOHIEHTpPAlluu B
ma3Me KpoBHU.

e uyuruoutopel OCT1 m OCT2 (Takume Kak KpU30THHHO, oyiariapu®) MOTYT
CHU3UTh TUIIOTIIMKEMUYECKOE JeicTBIEe MET(HOPMHHA.

KOM6MHCH4MM, mpe6w0mue OCmMopoNCHOCnU

Janazon: He PEKOMEHIYeTCs OJHOBPEMEHHBIM MpHEeM aHa3ojia BO H30ekaHUe
TUIEPTIMKEMUYECKOro JedcTBUs mocneAaHero. Ilpu HeoO0XoauMOCTH JieueHus
JTAaHA30JI0M U MOCJIE MPEKPAICHUS pUeMa MOCIEIHEr0 TPeOyeTCst KOPPEKLUS 1036
MeT(hOpPMHUHA MO KOHTPOJIEM KOHIICHTPAIIUH TIFOKO3bI B KPOBH.

Xnopnpomasun: npu npueme B Oosbmmx n03ax (100 Mr B J€Hb) MOBBIIIAET
KOHIICHTPAIIMIO TJIIOKO3bl B KPOBH, CHWXKAsl BBICBOOOXAEHHME HWHCyiIuHA. [lpu
JI€UEHUU HEHPOJIENITUKAMU U TOCIIe MPEKpaIleHus IprueMa MocIeaHuX Tpedyercs
KOPpEeKIus 403kl MET(POPMHUHA TTOJT KOHTPOJIEM KOHIIEHTPAIIMH TJIFOKO3bI B KPOBH.
I'noxoxopmuxocmepoudsvr (I'KC) CUCTEMHOTO M MECTHOTO ACHCTBHSI CHHUYKAIOT
TOJICPAHTHOCTbH K TJIFOKO3€, MOBBIIIAIOT KOHIIEHTPALIUIO TJIFOKO3bl B KPOBU, HHOT/IA
BbI3bIBasg KkeTo3. Ilpu smeuenun I'KC u mocne npekpaieHusi npueMa MociaeaHUX
TpeOyeTcst KOppeKLUs A03bl MET(POPMHUHA MTOJT KOHTPOJIEM KOHIIEHTPAIMH TJIFOKO3bI

B KPOBHU.

24



(NOCTIENOBATENLHOCTS 0007)
ﬂuypemuku: OJJHOBPCMCHHBIU IMPHUCM KITSFACBEEO-ARYPCTHKOB-MOKCT Hp;IBSCTH

K Ppa3BUTUIO JAKTOAIUA03a H3-32 BO3MOXKHOM (DYHKIMOHAJIILHOM TMOYEYHOU
HEJ0CTaTOYHOCTH.

Hasnauaemvle 6 6uoe unvekyutl [f,-aopenomumemuxy. TOBBIIIAIOT KOHIIEHTPAIIUIO
TJIFOKO3bI B KPOBH BCJIEICTBUE CTUMYIISILIMM [2-afpeHoperienTopoB. B atom cinydae
HEOOXOJMM KOHTPOJIb KOHIICHTPAIMU TIIFOKO3bI B KpoBH. [Ipm HEoOXxoammocTh
PEKOMEHTyeTCsl Ha3HAaYEHUE UHCYJIMHA.

[Tpu oqHOBpEMEHHOM TPUMEHEHUH BBIMIETIEPEUUCIICHHBIX JICKAPCTBEHHBIX CPEJICTB
MOXET MOTPeOOBaTHCA OOJIee YaCThIii KOHTPOJIb COACPIKAHUS TIIOKO3bI B KPOBH,
0oco0eHHO B Havasie jJedyeHus. [Ipu HeooxoaumocTu 103a MeThOpMUHA MOXKET OBITh
CKOPPEKTUPOBAHA B MPOLECCE JICYCHUS U TTOCIIE €0 MPEKPaIICHHUS.

[ 'unomensusHvle nexapcmeennbvle cpedcmaa 3a UCKIII0YEeHUEeM HHTHOUTOpoB AllID,
MOTYT CHI)KaTh KOHIICHTPAIIUIO TIIFOKO3bI B KpoBU. [Ipu HeobxoammocTu ciaemyer
CKOPPEKTHUPOBATH /103y METHOPMHHA.

Hugpeounun nosiaet adcopo1uto v Cpax METHOPMHUHA.

Hucynun u cmumynsamopuvl cekpeyuu UHCyauna

NHCynMH W CTUMYJSATOPbl CEKpPEUUU WHCYJIWHA, TaKUe Kak MPOU3BOJHbBIC
CYJIb(POHUIIMOYEBUHBI, MOTYT IMOBBIIIATh PUCK BOBHUKHOBEHUSI TUIIOTIUKeMUH. B
CBSI3U C 3TUM HEOOXOJMMO CHIDKATHh J03bI MHCYJWHA M CTUMYJISATOPOB CEKpEIUU
WHCYJIMHA NPU IPUMEHEHUU B KOMOMHALIMK C METHOPMHUHOM JIJIsl CHUKEHHS PUCKa
BO3HUKHOBEHUS TUTIOTJIUNKEMHH.

['unornmkemMuueckoe AeiicTBUE MeTHOpPMHHA MOTYT CHWKATh (EHOTHA3UIBI,
TJIIOKaroH, ACTPOTEHBI, nepopaibHbie KOHTpAaIENTUBBI, (beHuTonH,
CUMITATOMUMETHKH, HUIKOTHHOBASI KUCJIOTA, U30HUA3HI, OJIOKATOPHI «MEIJICHHBIX)
KaJIbLIUEBBIX KaHAJIOB, ICBOTUPOKCUH HATPHUS.

OpnHOBpeMEHHOE MPUMEHEHHE C YuUMemuouHOM CHHKAET CKOPOCTh BBIBEICHUS
MeT(HOpPMHUHA, YTO MOXKET IPUBOJIUTH K Pa3BUTHUIO JTAKTOAIIU03a.

VY 3710pOBBIX AOOPOBOJIBIEB MPU OJHOBPEMEHHOM MPUMEHEHUH MeT(hOpMHUHA U
nponpawonona, a TakKe MpU TNpUMEHEHHMH MeThopMHHA U ubynpogena He

HAO0JII0AAJIOCh U3BMEHEHUS MX (DApMAKOKMHETUYECKUX TTOKa3aTelNen.
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COOTBETCTEYET 3KI HOMY OTUYETY
ot 29.04 2025 N2 11311
. (NOCNEOQOBATENEHOCTE 0007)
MeThopMUH MOXKET CHIXKATh ICUCTBUC dHTHIOAFY st A

O IACTRIAISE

ATYICUTDYI/N,

Oco0ble ykazanus

[Tpumenenne npenapara CHUHJDKAP/IM mnpoTuBoOmoka3zaHO Yy MAalHUEHTOB C
caxapHbIM auaberom 1 Turma.

Jluabemuueckuti kemoayuoos

[Ipn npumMeHeHuM SMMarauQO3WHa COOOIIATIOCH O CIydasx AHa0EeTHYEeCKOro
keroanuao3a (IIKA), ceppbe3HOro u 0nacHoro Jist 5KM3HU COCTOSIHUS, TPEOYIOLIEro
CPOYHOU TOCMUTAIU3ALMH, B TOM YUCJIE CO CMEPTENBbHBIM UCXOA0M. B HEKOTOpBIX
U3 3TUX CIIy4aeB MPOSBICHUS AUa0ETHUYECKOr0 KEeTOAlUA03a ObUIH aTUITHYHBIMU U
BBIPAKAJIUCH JIMIIb B yMEPEHHOM TMOBBIIIEHUN KOHIIEHTPALIUU TIIFOKO3bI B KPOBH, HE
6onee 14 mmounp/it (250 mr/mn).

Puck pasButus AuabeTHUeCKOro KeToaluio3a JOJKEH YUMTHIBATbCS B Clydae
NOSIBJICHUS TAKUX HECTIEU(PUUECKUX CUMIITOMOB KaK TOIIHOTA, PBOTA, aHOPEKCHS,
001b B JKHMBOTE, BBIP@XKEHHAs XaXJa, 3aTPyJHEHHE IbIXaHUs, J1€30pHEHTALA,
HEMOTUBUPOBAHHAS! YTOMJISIEMOCTh WJIM COHIUBOCTb.

Ecnu Takre cMMOTOMBI pa3BUBAKOTCS, MALMEHTHI JOJDKHBI OBITh HE3aMEIIUTEIBHO
oOcneoBaHbl JUIsl MCKJIIOYEHHUS KEToaluio3a HE3aBUCHMMO OT KOHIICHTpaluu
II0KO3bI B KpoBU. [Ipu momo3penun Ha keroauuno3 npenapatr CHUHJ/KAPIN
ClielyeT OTMEHUTh, OO0CIeNoBaTh MAlMEHTa W HE3aMEJIMTENbHO HAa3HAUYUTH
JICYCHHE.

bonee BbIcOKMIT pHUCK pa3BUTHUA JUAOETUYECKOTO KETOAlKJ03a MpU MpHEeMe
npenapata CUHJDKAPJI B0O3MOKEH y MAlMEHTOB, HAaXOASIIMXCS Ha JHETE C
OYEHb HU3KHUM COJIEp’)KaHHEM YIJIEBOJOB (TaK Kak 3Ta KOMOMHALIMS MOKET
JIOTIOJIHUTENBHO YBEIMYUTh 00pa30BaHHWE KETOHOBBIX TEN), MAMEHTOB C OCTPBHIM
3a007€BaHMEM, TMAIMEHTOB C 3a00JICBaHUSIMU  MOJKEIYJOUYHON  Keje3bl,
npeanoiaraloliuMy  1eUIUT WHCYNIMHA (HAampuMep, caxapHbld nuaber Ttuma 1,
NAHKpEaTUT B AHAMHE3€ WM ONEpAlMM Ha IMOKEIyJIOYHOW Kele3e), Npu
CHMKEHUU J03bl HMHCYJIMHA (BKIOYas HEAIP(EKTUBHYIO pabdOTy HHCYIMHOBOU

MOMIIbI), TAIIUEHTOB, 3JIOYMOTPEOJISIIONINX AaJIKOTOJIEM, IMAIMEHTOB C TSKEION
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z[eer[paTauHeﬁ U MMainuCHTOB C KCTOALMAO3IOM-B-aHaMHE3€C- V Takux HaAaHHUCHTOB

npenapat CUHJKAPIN nomkeH NPUMEHSTHCS C OCTOPOKHOCTBIO. Y TMAIMEHTOB,
nonyvaronmx npenapat CHUHJIDKAPJUW, cregyer paccMOTpeTh BOOpPOC O
MOHUTOPUHIE KETOAMA03a W BPEMEHHOM MPEKpPALICHWH MpHEMA IMpernapara
CUHJIUKAPIM B KIMHWUYECKUX CUTYAIUAX, MPEAPACHONATAlOIINX K Pa3BUTHIO
KeToaru103a (HampumMep, JIIUTENbHOE TOJI0JaHIe U3-32 OCTPOro 3a00IeBaHMsI WIH
XUPYPrUUECKOro BMeENIaTeNbcTBa). B Takux cUTyauusx claeayeTr paccMOTpETh
BOIPOC O MOHUTOPUHTE KETOHOB, axke ecnu puem npemnapara CUHDKAPJIU Ot
IIPEKPAILLIEH.

He pexomenayetcs Bo30OHOBIeHUE Tepanuu uHruoutopamu SGLT2 y nanueHTos,
y KOTOphIX Ha (oHEe HX MpuemMa pa3BUJICS IUAOETUUYECKUH KEeTOaluua03, 3a
UCKIIIOUEHHEM CJIy4yaeB, KOrja ObLI YEeTKO YCTAHOBJEH W MCKIIOYEH HHOU
MPUYUHHBIN (DaKTOP Pa3BUTHUS JAHHOTO OCIOKHEHHUSI.

Jlakmoayuoos

JlakToanuao3 — O4eHb PENKOe, HO CEepbEe3HOE META0O0JMYECKOE OCIOKHEHHUE, Kak
MIPaBUJIO, BRIPAXKAIOIIEECS B YXYIIIEHUU (PYHKIIUU MOYEK, KapAHOPECTUPATOPHBIX
3a0oneBaHusAx Wi cencuce. Octpoe HapyuieHue GyHKIHUN TOYEK COMPOBOXKIAETCS
HAKOTUICHUEM MET(OPMHHA, YTO MOBBIIIAET PUCK PA3BUTHS JIAKTOAIIM103A.

B cnyuae nermapartanuu (TsbKenas Idapes WIH PBOTA, JTUXOPAJIKa WU CHUKECHHE
npueMa JKHJKOCTH), CJIEAYyeT BPEMEHHO MNPEKpPaTUTh MpHeM MeTPopMHUHA U
CBSI3aThCSl CO CBOMM BPAdOM.

JlexapcTBeHHBIE TIpemapaThl, KOTOPhIE MOTYT 3HAYMTEILHO YXYAIIUTH (DYHKITHIO
novyek (Takue Kak THUINOTEH3WBHBIE Mpernaparhbl, AUYPETUKA W HECTEPOUIHBIC
MPOTUBOBOCHAIIUTEIIbHBIC MPENapaThl) AOJKHBI HA3HAYATHCS C OCTOPOKHOCTBHIO Y
MAIUEHTOB, MPUHUMAIOIINX METHOPMUH.

Hpyrue comyTcTBytome (akTopel pUCKa pa3BUTHSA JAKTOAIUMaO03a — ITO
Ype3MepHOEe  YHOTpEOJICHWE  alKOroJis,  TeYeHOYHas  HEeJO0CTaTOYHOCTD,
HEYZOBJIETBOPUTEIBHBIN KOHTPOJIb TJIMKEMHUH, KETO3, JJIMTENBHOE TOJIOJAHUE U
J00BIE COCTOSIHMSI, COTIPOBOXKTAFOIINECS] TUTIOKCUEH, a TAKKE COBMECTHBIN MpPHEM

JICKAPCTBCHHBIX IIPCIIApaTOB, KOTOPBLIC MOT'YT BbI3BATH JIAKTOAIUI03.
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DCTE ;l .-;-": NEHOCTE 0007)
[TarueHTH! OKHBI OBITH TPOUH(OPMHUP PAHBIO pucxe PasBUTHs JIAKTOAIIN/1034.

JlakToanuao3 XapakTepHu3yeTcsl aluJOTHYECKOM OJBIIMIKOM, O0NbI0 B KUBOTE,
MBIIIEYHBIMU CYyI0POTraMHy, ACTEHUEW U TUIIOTEPMUEN € MOCIEAYIOIIHUM Pa3BUTHEM
KOMBI. B cilydyae moio3puTenbHbIX CUMITOMOB NAIlUEHT JOJIKEH MPEKPATUTH MPUEM
npenapara u HeMeJIJICHHO 0OpaTUThCs K Bpady.

Jlnarnoctuyeckoe 3HAYCHHE WMEIOT W3MEHEHHs JabOpaTOpHBIX IOKa3aTeneil —
cumxenue pH kposu (<7,35), MoBblllIEHWE KOHIIEHTPALMM JIAKTaTa B IIa3Me
(> 5 mMmonb/), yBenuueHue AeQUIMTa aHUOHOB M TIOBBIINIEHUE COOTHOILIEHUS
JaxkTaT/mupyBaT. [lpu mogo3peHun Ha TaKToauA03 MpUeM MpernapaTa J0KEH ObITh
IpEeKpalieH, a NalMeHT HEMEJICHHO TOCTIUTAIM3UPOBaH.

IIpumenenue o0cooepaicawjux peHmeHOKOHMPACMHbIX CPeOCmE
BryTpucocyaucToe npuMeHeHue Ho1coAepKalIuX PEHTT€HOKOHTPACTHBIX CPEJICTB
BO BpEMs pPaJAMOJOTMYECKHX HCCIEAOBAHUM MOXKET IPUBECTU K MOYEYHOU
HEJOCTAaTOYHOCTU U, COOTBETCTBEHHO, K HAKOIUIEHHUIO MET()OPMHHA WU PHUCKY
BO3HMKHOBEHUS JakToanuao3a. [lpuem merdpopmuHa HEOOXOIUMO OTMEHHUTH 32
48 yacoB /10 WIH BO BpEMsI PEHTT€HOJIOTUYECKOTO MCCIEI0BAaHUS C TPUMEHEHUEM
HoziconepKalux PEHTT€HOKOHTPACTHBIX CPEJICTB U CIEAYEeT BO30OHOBISITH HE
paHee yeM uepe3 48 yacoB Mocie OKOHYaHUS UCCIEAOBaHUS U TOJIBKO MOCJE TOrO,
Kak OyJieT HOBTOPHO OILICHEHA U MPU3HAHAa HOPMaJIbHON (YHKIUS TTOYEK.
Hexpomuueckuii gpacyuum npomesicnocmu (2canepena Pyphve)

[Tpu npumenenun uaruoutopoB SGLT2, Brirouast smnarangio3uH, y NalueHTOB U
AKEHCKOTO M MYCKOT0 1oJja, COOOIIAIOCh O CIIy4asiX HEKPOTUYECKOTO (hacIuuTa
IPOMEKHOCTH (TaKKe U3BECTHOTO Kak ranrpena OypHbe), peKkoil, HO cepbe3HOM 1
OTIACHOM IS )KU3HHU HEKPOTU3HpYIomiel nHPeKnu. Cepbe3Hble UCXObl BKIHOYAIN
TOCIUTAIIM3AINIO, MHOKECTBEHHBIE XUPYPTUUECKIE BMENIATEIbCTBA U CMEPTh.

B caydae ecnm y mnanuenta, npunumaromero mnpemnapar CHUHJIDKAPUA,
pPa3BUBAIOTCSl TaKM€ CUMITOMBI Kak 00Jb WiM OOJIE3HEHHAsl 4yBCTBUTEIbHOCTD,
NOKpacHEHUE, OTEeK B O00JIACTM TEHUTAIMH WM TPOMEKHOCTH, JUXOpaIKa,
HEJIOMOTaHue, ero HeoOxoammo  o00cienoBaTh Ha  MPEAMET  HAIAYUS

HeKpoTuueckoro ¢acuuurta. Ilpu nogo3peHMM Ha HEKPOTHUECKH (acuuuT
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COOTEBETCTEYET 3KI HOMY OTUYETY
oT 29.04.2025 Nz 11311
(NOCNEQOBATENEHOCTE 0007)
npumenenune npenapata CUHJDKAP/IU lnemito-0bits-HpekpaieHo-H-HasHa e Ha

CpOYHas Teparvs aHTHOMOTUKAMU IIUPOKOTO CIIEKTPa U, B cliydae HEOOXOAUMOCTH,
VICCEYEHHUE U YJATICHUE HEKPOTUYECKUX TKAHEH.

Brusinue na ¢ynkyuio nouex

CorniacHO MexaHu3My JercTBUs, 3()PEKTUBHOCTh AIMMNArIM(IO3UHA 3aBUCUT OT
bynkmuu mouek. PexomeHayeTcs mepen HayajioM TEpamud W PEryJIsipHO B
nocnenytomnieM onpenenste CKO.

[Ipenapar CUHIXXAPI MIPOTUBONIOKA3aH MalyeHTaM c CK®
<30 mu/mMun/1,73 M> U TpUMEHEHHE TNpenaparTa JODKHO ObITh MPEKPALIEHO B
Cllyyae HaJM4uus COCTOSIHUH, BIMSIONUX HAa (DYHKIIUIO MTOYEK.

DyHnxyus cepoya

OneIT NpUMEHEHUs I[penapara y MNalMEHTOB C XPOHUYECKOM CEpIIEYHOM
HEJOCTaTOUHOCThIO Kiacca I-II  cormacHo kmaccuukarmn  Hpro-Hopkcekoii
kapauoniornueckoir accommanmu  (New York Heart Association, NYHA)
OrpaHuYeH, M HSMHOaraudIOo3WH HUKOTJAa HE NPUMEHSUICS B KIMHHYECKHX
UCCIENOBAHUSX C yYaCTHEM  MAallMEHTOB C  XPOHUYECKOW  CEepACHHOMU
HenoctaTouHOCTRIO Kiaacca III-IV mo NYHA. Coob6maercst, YTo B HCCIIEIOBaHUHI
EMPA-REG OUTCOME (Empagliflozin, Cardiovascular Outcomes, and Mortality
in Type 2 Diabetes — wuccnenoBanue BIUSHUS SMIArIM(IO3MHA HA HCXObI
3a0071€BaHUN CEPAEUYHO-COCYTUCTONM CHUCTEMBI U CMEPTHOCTb OT HHUX CpelIu
MAIMEHTOB C caxapHbIM auadbetoM 2-ro tuma) 10,1 % marueHToB Ha MOMEHT €T0
HayaJla CTpaJlajy CepAEHYHOM HEIOCTAaTOYHOCTHIO. IIpu 3TOM nocturHyToe cpenu
HUX CHU)KEHHE CMEPTHOCTU OT OCTPBIX CEPACUHO-COCYIAUCTHIX PAcCCTPOMCTB ObLIO
COTIOCTaBMMO C TAaKOBBIM B 00IIIEH TPYIIE YYaCTHUKOB HCCIICIOBAHUS.

VY nanueHTOB ¢ XPOHMYECKOW CEpJICUHOM HEJOCTATOYHOCTHhIO CO CTaOMJIbHBIMU
nokasaressiMu remoauHamuky npenapatr CUHDKAP/IN MoxxeT npuMeHAThCS py
YCJIIOBUH PETYJISIPHOTO MOHUTOpPWHTA (PYHKITUU CEpiIla U MOYeK. Y TaIMeHTOB C
OCTpOM W XPOHHUYECKON CEepJICUHOM HEJOCTATOYHOCThIO C HECTAOUIBLHBIMU
nokasaressiMu remoarHaMuku npenapat CUH/DKAP/IN npotuBonokasaH, Tak Kak

OH COJEPKUT MET(POPMUH.
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HopaafceHue nederu

B xone kIMHMYECKMX HCCIEeNOBaHUNA ObUIM TOJYYE€Hbl COOOIIEHHS O CIIydasx
NOpaXeHMsI TMEYEHU Yy MalMEHTOB, MOIYyYaBIIUX HMmariauduosud. IlpuuuHHO-
CJIeICTBEHHAs! B3aUMOCBSA3b MEXKy MPUMEHEHUEM dMIArTU(IO3MHA U TOPAKEHUEM
IIEYEHU HE YCTAHOBJICHA.

llogviwenue yposna cemamoxpuma

HabGmroganuch ciiydyan TOBBIIIEHUS YPOBHS TeMaTOKpUTa Ha (OHE Teparuu
IMOArIUQIO3UHOM.

Ilayuenmul nodicunozo éo3pacma

Y nanueHTOB B Bo3pacte 757eT W Oojiee HMMEeTCs IOBBIIICHHBIA PHUCK
runoBosieMud. [lostomy y Takmx nanuentoB npenapar CUH/DKAPAN nomxen
MIPUMEHSTBCSA C OCTOPOKHOCTHIO.

[Tockonbky MeT(hOpPMHUH BBIIEISETCS TMOYKAMHU, a y JIMI[ TOXKUJIOrO BO3pacTa
UMEETCsl TEHACHLUS K CHIDKEHHI0 (YHKIUHU II0YEK, IPUMEHEHUE Ipenapara
CUHJIUKAPIM B mOXWIOM BO3pacTe AOJKHO COMPOBOXKIATHCS PETYISPHBIM
KOHTpOJIEM (DYHKIIUU TTOYEK.

llpumenenue y nayuenmog ¢ puckom 2unogoiemuu

CoryiacHO MEXaHU3My JIEUCTBUS, TpueM UHTHOUTOpOoB SGLT2 MOkKeT NpUBOIUTH K
YMEPEHHOMY CHUKEHHUIO apTepUaIIbHOTO JaBiieHus. [IoaToMy ciieyer npumMeHsTh
npenapar ¢ OCTOPOKHOCTBKO B TEX CiydasX, KOTJa CHM)KEHUE apTEpPUaIbHOIO
JIABJICHHUSI HEXKEIIATEJIbHO, HAlpUMEp, Yy MAalMEHTOB C CEPACYHO-COCYIUCTBIMU
3a00JIeBaHUSAMHU; TMAIMEHTOB, MPUHUMAIOIIUX TUIIOTEH3UBHBIE Mpenapathl (Co
CIIy4yasiMU apTepUaJbHON TMIIOTEH3UM B aHAMHE3€), a TaKXKe y MalMeHTOB CTapile
75 ner.

B cnywae ecnum y mnamumenra, npuHumaromiero npenapatr CHUHJ/KAPIINA,
pa3BUBAIOTCA COCTOSHMSA, KOTOpPBIE MOTYT IIPUBECTHM K IIOT€pE IKUIKOCTH
(Hampumep, Tpu  3a00JIEBAHUAX IKEIYAOYHO-KUILIEYHOTO TpakTa), CIEAYyeT
TIIATEIbHO MOHUTOPUPOBATh COCTOSIHUE IAIIUEHTAa, apTEPUAIbHOE AABJIECHHUE, a
Tak)K€ KOHTPOJUPOBAaTh TeMATOKPUT U DIEKTPOJIUTHBIA Oamanc. Moxer

HOTpe6OBaTBC${ BPpEMCHHOC, BIIJIOTb J0 BOCCTAHOBJICHHUSA BOAHOI'O 6ancha,
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IIPEKpaleHue NpyueMa rnpenapara.

Hngexyuu mouesvigooswux nymetl

Yactora pa3BUTHS TaKUX HEKENATENbHBIX  PEAKIWH, Kak HWHGEKINH
MOYEBBIBOJIALIMX MYyTeH, ObliIa COMOCTaBUMA MPU MIPUMEHEHUHU SMITariaugiIo3uHa B
n03¢ 25 Mr B KOMOMHAIMM ¢ METGOPMHUHOM U IIaned0 B KOMOMHAIUU C
MET(HOPMUHOM, U BHIIIE NMPU TPUMEHEHWH smmariudiao3uHa B goze 10 mr B
KoMOuHanuu ¢ MeTopmMuHOM. OClIOKHEHHbIE HH(PEKIIMHY MOYEBBIBOIAIINX MTYTEH,
B TOM YHCJIC TaKH€ KaK MHEIOHEHPUT M YPOCETICUC, OTMECUAIKNCH Yy TMAaIMCHTOB,
MPUHUMABIIUX AMIArIU(IO3UH B TMOCTPETUCTPAIIMOHHBIX HWCCIEAOBaHMUSIX. B
clly4yae pa3BUTHS OCJIOKHEHHBIX MH(PEKIUNA MOYEBBIBOASIIUX MyTeH HEOOXOIUMO
BPEMEHHOE MPEKpaIICHUE TEPAIUH.

Xupypeuueckue emeuiamenbcmad

[Ipenapar CUHJIKAPIM nomxeH OTMEHATbCA 3a 48 4acoB J0 IUIAHOBOTO
XUPYPTrUYECKOTO BMEMIATENbCTBA, OCYHIECTBIAIONIEIOCS C HCMOJIb30BAHUEM
oOl1el, CIMHAIBLHONW WM SNHAYypadbHOM aHecTesuu. lIpumeHeHuwe mpemnapara
MOKET BO30OHOBJISITECS HE paHee 4YeM uepe3 48 4acoB MOCIe XHPYPTHYECKOTO
BMEIIATEIHCTBA UITU TIOCJI€ BO30OHOBJIEHUS MIEPOPATBLHOTO MUTAHUS, U TOJIKO MpPHU
YCJIOBUU TIOJYYEHHUS PE3yJbTAaTOB TMOBTOPHOM OIEHKH (DYHKIHUM TOYEK,
CBUJIETEIBCTBYIOIINX 00 OTCYTCTBUU YXYAIIICHUN.

Bumamun B12

Puck cHuwxkenuss ypoBHs BuTaMuHa Bl2 moBblIIaeTcs ¢ yBEIMYEHUEM JO3BI
MeT(HOpMHUHA, TPOAOHKUTEIHPHOCTH JICUCHHS W/WJIM Y TIAIMEHTOB C M3BECTHBHIMU
dbakTopamu pucka passutus gedunura BuramuHa B12. B ciaydae monmo3penus Ha
nedunut BuTtamuHa B12 (Hampumep, Tpu aHeMHUHM WM HEHPOIATHUU) CIETYeT
KOHTPOJIMPOBaTh YpOBeHb BUTamMuHAa B12 B cbiBopoTke KpoBuU. [lepmomnueckuii
MOHUTOPUHT BuTamMuHa B12 MoxeT moTpeboBaThcs manydenTaM ¢ (pakTopaMu prcKa
pasButus nedunuta Butamuna B12. Tepanuto MeThopMHUHOM ClIeTyeT MPOI0JKATh
JI0 T€X TOP, TOKa OHA XOPOIIIO MEPEHOCUTCS U OTCYTCTBYIOT MPOTUBOIIOKA3aHUs, a
HE00X0MMOe KOppeKTUpytoliee jgeuenne neduiura Buramuaa B12 npoBoautcs B

COOTBCTCTBHUHU C aKTyaJIbHbIMHU KIIMHHYCCKHUMH PECKOMCHAAIUAMMU.
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Pesynomamet nabopamoproeo ucciedosais MOH—

CornmacHO MeXaHU3MY [IWCTBUS y TMAaIlMEHTOB, MPUHUMAIOIIUX IIpenapar
CUHIIXAPJIN, onpenensercs ri0K03a B MOYE.

Veenuuenue yacmomol amnymayuti HUMCHUX KOHeYHOCmel

B 1oAarocpodHbIX KIMHUYECKUX HCCIeN0BaHUSIX Jpyroro uHruourtopa SGLT2
HAONIOAQJIOCh  yBEJIMYECHHE YaCTOThl  aMITyTalldid  HWKHUX  KOHEYHOCTEH
(TpeuMyIIeCTBEHHO TaJiblieB CTOM). Hen3BeCcTHO, BBI3BIBACT JIM TEPANUS APYTUMU
uarnouropamu SGLT2 nannoe ocnoxxuenue. [larmentam ¢ caxapHbIM T1abETOM, B
ToM uwmcie, nomyyaromum npemnapatr CUHIKAPIIU, cienyeT pexkoMEHI0BAThH

MOCTOSIHHBIN TPO(PHIIAKTUUECKUN YXO/1 32 CTOIaMH B 0053aT€IbHOM MOPSJIKE.

BiinsiHMe Ha CHOCOOHOCTH YNPABJAATHL TPAHCNOPTHBIMM CPeACTBAMH U
MeXaHUu3MaMHu

UccnenoBanunit mno Bmusauio npemapata CUHJ/DKAPAM wa cmnocoGHOCTD
yIPaBISATh TPAHCTIOPTHBIMH CPEJICTBAMU U MEXaHU3MaMU He MPOBOMIOCH. OHAKO
B CBSI3U C BO3MOJKHBIM Pa3BUTHEM THIIOTJIMKEMUHN (KOTOpask MOXKET MPOSIBISITHCS B
BUJIC TOJOBHON OOJM, COHJMBOCTH, CIA0OCTH, TOJIOBOKPYXEHHS, CIyTaHHOCTHU
CO3HaHMsI, pa3paKUTEIbHOCTH, T0JI0/1a, YYalIEHHOI'O CEPALEONEHHNS], TOTIUBOCTH,
NMaHUYECKUX arak), ocobeHHo mipu npueme tnpenapara CHUHJDKAPIN B
KOMOMHALIUK C TPOU3BOJHBIMU  CYJIb(OHUIMOUYEBUHBI W/WIM HWHCYJIHMHOM,
HEOOXOUMO COOJII0JaTh OCTOPOKHOCTh IMPU  YIPABIECHUU TPAHCHOPTHBIMU

CpcaACTBaM U MCXaHN3MaMHU.

®opMa BbIIyCKa

TabneTku, MOKPBITHIC IUIEHOYHOM o00osoukoi 850 mr + 5 mr, 1000 mr + 5 wmr,
850 mr + 12,5 mr, 1000 mr + 12,5 mr.

ITo 10 Tabnerok B 6auctep u3 mwieHku [IBX/TIBJIX u antomunueBoit possru. I1o 6

OJMUCTEPOB C MHCTPYKIHMEH MO0 MPUMEHEHHIO B KAPTOHHYIO MUKy .

YcaoBus XxpaHeHUs

XpaHuTh npu TeMieparype He Bbiiie 25°C.
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XpaHUTh B HEAOCTYITHOM JJI JeTel Mecte!

Cpok rogaocru
3 roxa.

He CJIICOYCT IPUHUMATD IIPCIIapaT 10 HCTCUCHUU CPOKAa 'OAHOCTH.

YcaoBus oTnycka

OTIycKaroT Mo penenty.

HaunMeHoBaHue M ajpec HOPHANYECKOr0 JHIA, HA MMSA KOTOPOr0 BbIJAHO
perucTpanuoHHOEe yI0CTOBEpeHHne
bepunrep Murensxaitm Uuatepuennn ['M6X, ['epmanus

bunrep ltpacce 173, 55216 Nurenbxaitm-na-Peiine, ['epmanus

IIpousBoauTenn

IIponzBoauTenns

bepunrep Unrensxaiim @apma ['MOX u Ko.KI'

bunrep tpacce 173, 55216 Unrensxaitm-Ha-Peitne, I'epmanus
WIH

bepunrep Narensxaiim Dmtac Cunran Membep C.A.

5-i1 km [Taitanua-Mapxkomnyio, Koporiu Attuku, 19441, I'penus

WIH

[Tareon Ilyspro-Puxo, Muk

Creiit Poyn 670, km. 2.7, Manartu, [Tyspto-Puko (PR), 00674, CILIA

Ilepuunasg yinakoska/ Bropuunas (morpebutebckas) yiiakoBka/ BeITyCKarOIMil

KOHTPOJIb Ka4€CTBA

bepunrep Unrensxaiim ®@apma I'MOX u Ko.KI'

bunrep tpacce 173, 55216 Unrenpxaitm-Ha-Peitne, I'epmanus
WIN

bepunrep Narensxaiim Dmtac Cunran Membep C.A.

5-ii km Ilaitanus-Mapxkonyno, Koponu Atruku, 19441, I'penust

NI
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[TaTteon ®panc

40, oynwBap ne [llamnape, byprysu-XKansé, 38300, Opanius

Opranusanus, ynoJJHOMO4YEeHHAasl HA IPUHATHE NPETEH3Mid 0T moTpeduTeJIei
00O «bepunrep Nnrenbxaiim»

125171, Mocksa, JIenunrpazackoe mocce, 16A, ctp.3
Tem: +7 495 544 50 44
®dakc: +7 495 544 56 20
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