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Cocmas:

oeticmsyrowee sewecmeso. metformin hydrochloride;

1 Tabnetka coaepkut 500 mr miu 850 mr, wiu 1000 Mr MmeTopmMuHaA THAPOXIIOPHIA
gcnomozameinbHule gewecmea. Kpaxman KaptodenbHbiid, noBuoH K-30, marnus creapar

wieHo4yHast o6onouka Opadry II 85F19250 Clear: monusTUIEHIIHKONG, moiucopbar 80, crnupT
TTOJIMBUHUJIOBBIN, TaJIbK.

JlekapcTrBenHasi popma. TaOneTku, MOKPHITHIE IJIEHOYHOW 000I0YKOM.

OcnosHule (husuko-xumuueckue ce0cmea:

mabaemxu no 500 me TabIETKU OEIIOTO WK TIOYTH O€JIOTO LBETA, KPYIIIOH (POPMBI, C IBOSIKOBBITYKIION
MOBEPXHOCTHIO, TOKPHITHIE MJICHOYHOIH 000I0YKON

mabaemku no 850 me TabIETKH, TOKPHITHIC TUIEHOYHOU 000JIOYKOM, TPOA0JITOBATON (HOPMBI C (hacKon
Y PUCKOH, O€JI0T0 MM TIOYTH OEJIoro IBETa;

mabaemku no 1000 me TabIeTKH, TOKPHITHIE ITICHOYHOW 000JI0YKOM, 6€I0T0 MIiIH TTOYTH 0eJI0To I[BETa,
IPOJIONTOBATON (POPMEL, C (PACKOH M PUCKOH.

®apmakosiorunueckas rpynna. CpeJacTsa, BIUSIONINE HAa MUIIEBAPUTEIbHYIO CUCTEMY U METa0O0JIHU3M.
[IporuBoanabeTnueckue npemnaparsl. [lepopanbHble THIIOTTTUKEMUYECKUE CPENICTBA, 3a UCKIIOYEHHEM
nHcynuHoB. buryannnel. Kog ATX A10B A02.

Dapmaxonozuueckue ceoiicmea.

Dapmaxkoounamuxa.

MetdopMuH — OuryaHuja ¢ aHTUrunepriukeMudeckuMm 3¢ dextoM. CHIKAET YpOBEHb TIJIIOKO3BI B
IIa3Me KpOBH KaK HATOLIAK, TaK M IOCJe IpueMa nuiu. He cTuMynupyeT ceKpelyio NHCYJIuHA U He
BBI3bIBAET TUIOTIMKEMUYECKOT0 3P (eKTa, OOCPETOBAHHOIO ITUM MEXaHU3MOM.

MetdopmMuH AeHCTBYET TpeMs MyTAMU:

— MPHUBOJUT K CHIKEHUIO TMPOAYLHPOBAHUS TJIIOKO3bl B IE€YEHH 3@ CYET MHTUOMPOBAHUS
TJIFOKOHEOT€HE3a U INIMKOT€HOJIN3a;

— yIydllaeT YyBCTBUTEIBHOCTh K MHCYJIMHY B MbIIIIAX, YTO MPUBOAUT K YIYUYIICHHIO
nepudepuyecKoro 3axBara 1 yTUIN3aliH TIIIOKO3bI;

— 3aJIepKUBAET BCACHIBAHUE TTIIOKO3bI B KUIIIEUHHUKE.

MetdopMUH CTUMYNIHUPYET BHYTPHKJIETOYHBIA CHHTE3 TJIMKOTEHA, BIUSAS HA TJIMKOT€HCHHTETAa3y.
YBennuuBaeT TPAHCHOPTHYIO CIOCOOHOCTh BCEX HM3BECTHBIX THIIOB MEMOpAHHBIX IMEPEHOCYHKOB
rroko3sl (GLUT).

HezaBucumo oT cBoero AeicTBUs Ha TIUKEMHUIO, MET(OPMHUH MPOSBISET MOJOXKUTEIbHBIN 3D PeKT Ha
MeTa0OoIU3M JIMIHUI0B. DTOT 3PEeKT ObLI T0Ka3aH MPU MPUMEHEHUH TEepareBTUUYECKUX JJO3UPOBOK B
KOHTPOJIMPYEMBIX CPEAHE- WU JOJITOCPOYHBIX KIMHMYECKUX HCCIIEOBAHUSX: MET(OPMUH CHUKAET
coJiepKaHue OOIIEro X0JeCTepHHa, JIMIONPOTEMHOB HU3KOM TNIOTHOCTH U TPUTIIMLIEPHUIOB.

B Xone KIMHMYECKHX UCCIIEJOBAaHUNA MpU NPUMEHEHUH MeT(pOopMHHA Macca Tella NaIlMeHTOB
ocTaBaJlach CTAOMIILHON MJIM YMEPEHHO CHUXKAJIACh.

CDapmaKOKuHemuKa.



Bcacviganue. Tlocne mnepopaidbHOro mnpueMa METGOpMHUHA BpeMsl JOCTHKEHHS MaKCHUMalIbHOM
koHIeHTpanuu (Tmax) cocTaBisiet okomo 2,5 gaca. AGComoTHas OMOA0CTYITHOCTH TabmeTok S00 Mr win
850 mr cocraBnsier npumepHo 50-60 % y 3m0poBbIX n100poBoibleB. [locie nepopanbHOro npuema
HeBcocaBIIasics Gpakiys, KOTopas BBIBOAUTCS ¢ KaioMm, coctasisieT 20—-30 %.

[Tocne mepopanbHOTO IPpUMEHEHUsI a0copOIHst MET(POPMHUHA HACHITIIaeMasi U HETMOJTHAS.
[Ipennonaraercsi, uto (papmakokuneTnka adcopOuuu merdopmuHa HenuHelHas. [Ipu mpuMeHeHun
PEKOMEHIOBAaHHBIX /103 METHOPMHUHA U PEKUMOB JI03UPOBAHUS CTAOMIIbHBIE KOHIEHTPALMH B IIa3Me
KpPOBH JOCTHTAlOTCS B TeueHHe 24—48 4acoB M COCTAaBISAIOT MeHee | MKr/mil. B KoHTponmpyembIx
KJIIMHUYECKUX HCCIIEJJOBAHUSIX MaKCUMallbHblE YpOBHU MeTgopmMuHa B 1miazMe KpoBH (Cmax) HE
MPEBBIIIAIN 5 MKT/MJIT Ia)Ke TP TPUMEHEHUH MaKCUMAIBHBIX J103.

[Ipu ogHOBpEMEHHOM MpHEMe MUIIH a0copOIHs METHOPMHUHA CHUKACTCA U CJIeTKa 3aMeIIeTCS.
[Tocne nepopanbHOro npuema 10361 850 Mr HabIIIOJATOCh CHIYKEHHE MaKCUMAJIbHOM KOHIICHTPALUU B
mazme KpoBu Ha 40 %, ymenbienne AUC —Ha 25 % u yBenuueHue Ha 35 MUHYT BpEMEHH JOCTUKEHUS
MAaKCHUMaJIbHOM KOHLIEHTpALMM B Iula3Me€ KpoBU. KimHHuYeckas 3HAYMMOCTb ITUX H3MEHEHUH
HEU3BECTHA.

Pacnpeoenenue. CsizpiBanue ¢ O6ei1KaMH IUIa3Mbl KPOBH HE3HAUMTENbHOE. MeT(OPMHUH MPOHUKAET B
SpUTPOLUTHI. MakcuMallbHasi KOHLEHTpPALKUS B KPOBH HIDKE, YeM MaKCHUMallbHas KOHIICHTpAaIlus B
IUIa3Me KPOBH, U JIOCTUTAETCS MPUOIM3UTEIBHO Yepe3 TO Ke BpeMs. DPUTPOIUTHI, BEPOSITHEE BCETO,
MIPEJICTaBJISAIOT BTOPYIO KaMepy pactipenenenus. Cpeanuit o0vem pacnpenenenus (Vd) konednercs B
nuanasone 63-276 .

Memab6onuszm. MeThOopMUH BBIBOJIUTCS B HEU3MEHEHHOM BHUJI€ ¢ MO4Oi. MeTaboInTOB y YelloBeKa He
o0OHapyXEHO.

Buiseoenue. Tloueunsrii kmupenc merdopmuHa cocrapiseT > 400 mu/MuH. DTO yKa3bIBaeT Ha TO, YTO
MET(QOPMHUH BBIBOJUTCA 3a CUYET KIYOOYKOBOW (HIBTpAallMM M KaHAJIbIEBOM cekpenuu. I[locme
MEepOpaibHOTO TpHeMa TMEepHOJ IMOJIYBBIBEIEHUSI COCTaBisieT mpubausutenbHo 6,5 waca. [lpu
HapylUIeHHOM (YHKIMM TIOYEK IIOYEYHBI KIMPEHC CHUXXAETCA NPONOPLUUOHATIBHO KIUPEHCY
KpeaTUHUHA ¥ T03TOMY IEPUO/I MOTYBbIBEICHUS YBETUUUBACTCS, YTO MPUBOJUT K YBEITHUEHUIO YPOBHS
MeT(OpPMHHA B TUIa3ME KPOBH.

Oco0ble rpynnbl NAIMEHTOB

no4eyHas HedoCmamoyHOCHb

Nmeromuecss orpaHuueHHbIE JaHHBIE MO0 TAIMEHTOB C YMEPEHHOH CTENEHBI0 IMOYEYHOM
HEJ0CTaTOYHOCTH, TIO3TOMY HEBO3MOXHO TOYHO OLEHUTh CHCTEMHYIO 3KCIO3MIIHMI0O MET(HOpMHHA B
ATOW TpyIINe MAIMEHTOB MO CPABHEHUIO C MalMeHTaMH C HOpMalbHOU (yHKIMel modek. [ToaTromy
HEO0OX0/JMMa KOPPEKTHPOBKA JI03bI COTIACHO KIMHUYECKON 3()(HEKTHBHOCTHIO/MEPEHOCHMOCTBIO (CM.
Paznen «Criocob npuMeHeHUs U J03b1»).

oemu

B pesynbraTe nmpoBeneHUs UCCIEIOBAHUS M0 MPUMEHEHUIO OJHOKpaTHOM 10361 500 Mr metdopmuHa
ruapoxjiopuaa hpapMakOKMHETHUYECKUM Mpouiib y JeTei OblT aHAJIOrMYeH TaKOBOMY Y 370POBBIX
B3pOCIIBIX JOOPOBOJIBIIEB.

JlaHHbIE IO TPUMEHEHNIO MHOTOKPATHBIX /103 Y AETE€H OrpaHUuYEHbl OJHUM HCCIIEJOBAaHUEM.

ITocne nosropHoro BBeneHus 500 mr merdopmuHa 2 pasza B CyTKU B TeueHHue 7 nHel y nereil Cmax 1
cuctemHas 3xcro3unust (AUCO-t) B cooTBETCTBUM CHUXKANIKUCh puMepHO Ha 33% u 40% 1o cpaBHEHUIO
C TaKOBBIMHU y B3pPOCIBIX MAI[MEHTOB, OOJBHBIX CaXapHBIM TUA0OETOM, MOJYYaBIIUX MOBTOPHBIE O3B
500 mr 2 pa3za B CyTKHU B TeueHue 14 gHeil.

[TockoabKy /1032 TUTPYETCA UHAUBUIYAIbHO HA OCHOBE IMTMKEMHUYECKOTO KOHTPOJISI, BBIIIIEYTOMSIHYTast
nH(pOpMaIKs UMEET OrpaHUYeHHOE KJIMHUYECKOE 3HAaUEeHHUE.

KinHnyeckue xapakTepuMCTHKH.

Ilokasanus.

Caxapupiii quabet Il Tuna npu HeahHEKTUBHOCTH AMETOTEPANIUU U pekuMa PU3NYECKUX HATPY30K,
0COOEHHO y OOJIBHBIX C M30BITOYHOM MAcCOi Tena:

— KaKk MOHOTepamusi WIM KOMOWHUpPOBAaHHAs Tepanus COBMECTHO C JPYTMMH IE€pOpaTbHBIMU
TUIONIMKEMUUYECKUMHU CPEJICTBAMU, UJIM COBMECTHO C MHCYJIMHOM JUIsl JIEYEHUSI B3POCIIbIX;

— KaK MOHOTepanus Win KOMOMHUPOBaHHASI TepaNus C UHCYJIMHOM JUIs JiedeHus fereid crtapue 10 et
U TIOJIPOCTKOB.

Jlyis yMeHbIIEHUS! OCIOXHEHUI nuadera y B3pOCHBIX MAllMEHTOB C caxapHbM auaberom Il tuma u
M30BITOYHON Macco Tella Kak ImpenapaT MepBoi JIMHUH Mociie Hed(PEKTUBHON TUETOTEpATIIH.



IIpomueonokaszanus.

— — [loBbImeHHAs YYBCTBUTEIIBHOCTH K METPOPMHUHY HIIH K JIFOOOMY JIPYroMy KOMIIOHCHTY
npernapara;

— — KaKoW-1u00 THIT OCTPOT0 METa0OINIECKOro anua03a (HanpuMep, JaKTOAH 103, T1a0eTHICCKUN
KETO0AaIn/103);

— — nuaberuyeckas MpeKoMa;

— — IoYeYHas HeJOCTaTOYHOCTD TSKEIION CTeNeHH (CKOpOCTh KiyooukoBoit ¢puiabTpanuu (CKD) <
30 Ma/MUH);

— — OCTpBIC COCTOSTHUS, POTEKAIOIINE C PUCKOM Pa3BUTHS HAPYIICHUN (DYHKIIUU TIOYEK, TAKUE KaK:
00e3BOKUBAHUE OPTaHU3MA, TsKeIbIe NH(EKIIMOHHBIC 32a00JIeBaHNUs, TIOK;

— —3a0oyieBaHus, KOTOPbIE MOTYT MIPUBOJIUTH K Pa3BUTHIO THUIIOKCUU TKaHEH (0COOEHHO OCTphIe
3a00JIeBaHUS UM 00OCTPEHUS XPOHUYECKOH O0JIe3HN): IEKOMIICHCHPOBAHHAS cepAeuHas
HEI0CTAaTOYHOCTb, JIbIXaTeIbHasi HEJOCTaTOYHOCTb, HEAABHO MEPEHECEHHBIN HH(APKT MUOKap/a,
II0K;

— — [IEYCHOYHAs HEJJOCTATOYHOCTh, OCTPOE OTPABIICHUE AJTKOTOJIEM, AITKOTOJIU3M.

B3aumooeiicmeue c Opyzumu 1ekapcmeeHHbIMU cpedcmeamu u Opy2ue 6uobl 63aumooeicmeuil.
Kombunayuu, komopvle ne pekomenoyemcs npumeHsmo

Ankoeons. ANKOrojbHAasi WHTOKCUKALUS ACCOLUUPYETCS] C IOBBIIIEHHBIM PHUCKOM JIAKTOALU03a,
0CcOOEHHO IpH TOJIOIAHUH, HEI0eJaHUH I TIeYeHOYHOH HEZJ0CTATOUHOCTH.

Hoocooepocawue penmeenoxonmpacmuvie eewjecmea. Ilanuentam npuMeHeHHe MeT(HOpPMHUHA
ClIelyeT IPEKPaTUTh JI0 UJIM BO BpEMsI IPOBEICHUS UCCIIEI0BAHMSI U HE BO3OOHOBIIATH paHee YeM yepe3
48 4acoB moOCli€ HMCCIEI0BaHUsA, TOJBKO IOCIE MOBTOPHOW OLIEHKM M YCTAHOBJIEHMSI CTAOMIIBHOTO
coCTOssHUS (QyHKIUM Mouyek (cM. pasgensl «Crnocod mnpuMeHeHMs U J03bD» M «OcobeHHOCTH
[IPUMEHEHUS).

Kombunayuu, xomopuvle credyem npumensams ¢ ocmopodicHocmuvio. HekoTopble ekapCTBEHHbIE
CpEICTBa, HaImpHUMEp, HECTEpOUAHbIE IpoTHBOBOCHaNUTeNbHbIe mpenaparel (HIIBII), Bxitouas
CeNleKTUBHbIE MHrUOUTOpHI 1uKiIookcurenassl (L{OI) II, MHrMOUTOpPBl aHTMOTEH3UHIPEBPALAIOIIEr O
depmenta (AIID), aHTarOHUCTBI PEIENTOPOB aHTHOTECH3WHA Il M NMUypeTHKH, 0COOCHHO TETICBBIC
JIUYPETUKH, MOTYT HETraTUBHO TMOBJIMATH Ha (YHKIMIO MOYEK, 4YTO MOXET YBEJIWYHTb PHUCK
BO3HHMKHOBEHHUS JaKToanuo3a. B Hayase neueHus BbllIEyKa3aHHBIMU JIEKApPCTBEHHBIMH CPEICTBAMHU
WJIN TIPU UX UCTIOJIb30BaHUH B KOMOMHAIIUY ¢ MET(POPMHHOM HEOOXOAUMO OCYLIECTBIATH TIATEIbHBIN
KOHTPOJIb (PYHKIIUU MTOYEK.

Jlexapcmeennvie cpeocmea, okazvlearowjue cuneperuKemMuieckoe 0elucmaue (2110KoKOpPmuKoCmepouosl
CUCMEMHO20 U MeCmHo20 Oelicmeus, cumnamomumemuxy). HeoOXoaumo wyaiie KOHTPOJIUPOBATh
YPOBEHb IJIIOKO3bI B KPOBH, OCOOEHHO B Haudaje JiedeHus. Bo Bpems M mocie mpekpamieHus Takon
COBMECTHOM Tepanuu HeoOX0UMO KOPPEKTUPOBATh 103y Juapopmuna®.

Tpancnopmepyl opeanuyeckux kamuonog (OCT)

MetdopmuH sBasiercs cyoctparoMm oboux Tpancrnoprepos OCT1 u OCT2.

ComnyTtcTBylolIee NpUMEHEeHne MeT(hOpMHUHA C:

— nnruouropamu OCT1 (TakuMHU Kak BeparaMuil) MOKET YMEHbIIUTh 3PPEKTUBHOCTh MET(HOPMUHA;
— uHaykropamu OCT1 (TakuMu Kak pupaMIHUIKMH) MOXET YBEIUYUThH KEIyJOYHO-KUIIEUHOE
BcachkiBaHue U 3 (HEKTUBHOCTH METPOPMUHA;

— unrubutopamMu OCT2 (TakuMHM Kak LUMETHIUH, IOJYTErpaBHp, pPaHOJA3WH, TPUMETOIPHUM,
BaHJETaHUO, M3aBYKOHA30JI) MOKET CHU3UTH MOYEYHOE BHIBEJACHHE MET(POpPMHUHA C IMOCIETYIOIIUM
yBEJIMUYEHUEM KOHIIEHTpAIMK MET(HOpPMHHA B IJIa3Me KPOBU;

— uHruouropamu obonx OCT1 u OCT2 (TakuMu Kak KpU30TUHHO, onanapud) MOKET MOBJIUATH Ha
3¢ (HEeKTUBHOCTD U MOYEUHBIH KIMpPEeHC MeT(HOpMHUHA.

[TosToMy pexoMeHIyeTCs MPOSBIATH OCOOYI0 OCTOPOKHOCTh IPU COMYTCTBYIONIEM MPUMEHEHUH 3THX
MpernapaToB ¢ MET(GPOPMUHOM, OCOOEHHO y MAIMEHTOB C HApYyLIEHHUEM (PYHKIHMU MOYEK, MOCKOIbKY
KOHIIEHTPALMU MET(POPMHHA B TUIa3Me KPOBU MOTYT Bo3pacTu. [Ipr He00X01MMOCTH ciielyeT B3BECUTh
BO3MOXXHOCTh KOPPEKTUPOBKHU J03bl MET(HOPMHUHA, TOCKOJIbKY MHIHOUTOpBl/MHAYKTOpEl OCT Moryt
MOBIUATH Ha 3(PPEKTUBHOCTH METPOPMHUHA.



Ocobennocmu npumeHnenus.

Jlakmoayuoo3 sBNAETCS OYCHb PEIKUM, HO TSKEIIBIM METa0OIMUECKUM OCIOKHEHHUEM, KOTOPOE Yarie
BCEr0 BO3HUKAET MPHU OCTPOM YXYIIIEHHH (YHKIMU MOYEK, CEPIEYHO-JIETOYHOM 3a00JIE€BaHUU WIIH
cericuce. Ilpu octpoM yxynameHuun (QYHKIUH TOYEK MPOUCXOOUT KyMYJISLUS MET(POpPMHHA, YTO
YBEJIMYMBAET PUCK Pa3BUTHs JAKTOALMI03a.

B ciyuae 00e3BokMBaHUs (CHIIBHOM AMApEN WM PBOTHI, IUXOPAJKU WIH YMEHBIICHUS MTOTPEOICHHUS
KHUJIKOCTH) PEKOMEHIYeTCsl BPEMEHHO IPEKpPAaTUTh NpHUMEHEHHEe MeTHOpMHHA U OOpaTHTbCA 3a
MEJIULUHCKOU IIOMOLIBIO.

VY nauueHToB, NOoMyYaroumx MeTHOPMUH, CIeyeT C OCTOPOKHOCTBIO HAUUHATh JICYEHUE CPEJICTBAMH,
KOTOpBIE MOTYT OCTPO YXYIIIUTh (PYHKIHMIO TOYEK (HAampuMep, TMIOTCH3UBHBIMHU IperapaTami,
ModeroHHbIMu cpeactBamu u HIIBII). Jlpyrue ¢dakTopbl pucka BO3HUKHOBEHHS JIAKTOAIIHM103a
BKJIIOYAIOT 4Ype3MEpHOE TNOTPeOJIEHHE aJIKOTrONs, IMEYEHOYHYI0 HEI0CTaTOYHOCTh, HEJIOCTATOYHO
KOHTPOJIMPYEMBIH caxapHbIi [ualeT, KeTo3, JJUTEIbHOE FOJI0JaHUEe U JF0ObIe COCTOSTHUS, CBSI3aHHbIE
C TUIIOKCHEH, a TaKKe COIYTCTBYIOLEE NPUMEHEHHUE JIEKAPCTBEHHBIX CPEJICTB, KOTOPbIE MOIYT
IIPUBECTH K JlakToauuao3y (cMm. paszpensl «lIporuBomnoxazanusi» u «BzaumoneilctBue ¢ IpyruMu
JIEKapCTBEHHBIMU CPEICTBAMH U JPYTHe BUJbI B3aUMOJICHCTBUI»).

[TarreHTh! W/ I1MLA, OCYIIECTBIISIONINE 33 HUIMU YXOJ, J0JIKHBI ObITh IPOMH(GOPMHUPOBAHBI O PUCKE
pa3BUTHA JIAKTOALUAO03a. XapaKTepHbIMU NpPU3HAKAMHU JIAKTOALMJ03a SIBJIAIOTCS alUIOTHYeCKas
OJIbIlIIKa, 0OJIb B )KUBOTE, MBILICYHBIE CYAOPOIU, aCTEHUS M TMIOTEPMUS, B JalbHEHIIEM BO3MOKHO
pa3BuTHE KOMBI. B citydae nosiBieHus Kakoro-i100 CMMITOMa BOSHUKHOBEHUS JIAKTOALINM103a [TaLlUEHT
JIOJKEH MPEKPaTUTh IPUMEHEHHE MET(GOPMUHA U HEMEJIEHHO 00paTUThCS K Bpady.
JInarHocTHYECKHEe pe3yIbTaThl JIAOOPATOPHBIX UCCIICI0BaHMIl — CHIDKeHne ypoBHs pH kposu (< 7,35),
MIOBBIIIEHUE CHIBOPOTOYHOW KOHIIEHTpALMU JIaKTaTa B IUIa3Me KPOBHM (> 5 MMOJb/IT), MOBBILICHHUE
AHMOHHOTO MHTEPBAaJIa U YBEIMUEHNE COOTHOIICHHUS COACP KaHUs JIAKTaT/TIMPYBaT.

@Dynxyusa nouex. CK® cieyeT OLleHHBATh JO Hadajla JICUEHUS U PErYJSIPHO IOCIE €ro 3aBEpLICHUS
(cMm. paznen «Criocod npuMeHeHus U 103b1»). [IpuMenenne MeThopMIHA MPOTUBOIIOKA3aHO MAIUEHTaM
¢ CK® < 30 m1/MUH U JOHKHO OBITH BpEMEHHO IPUOCTAHOBJICHO TP HATMUUU 3a00J1€BaHUM, KOTOpbIE
MEHSIOT QyHKIHIO Touek (cM. pazaen «IIpoTuBomokazanus»).

Cepoeunas ¢ynkyus. IlanueHTbl ¢ CepAeYHOM HEIOCTaTOYHOCThIO MMEIOT 0oJiee BBICOKMH PHCK
pa3BUTHSA TUIIOKCMM U TOYEYHON HexocraToyHOcTU. [lanmeHTam co cTaOMJIBHOM XpOHMUYECKOM
CepACYHON HENOCTaTOYHOCThIO MET(MOPMHUH MOXKHO MPUMEHSATh NPHU PEryJIIPpHOM MOHUTOPHHIE
cep/ieuHo U noyeuyHo Gpyukiuu. MethopMuH MpoTUBOMOKA3aH MAIIMEHTaM C OCTPOI U HECTaOUITLHOM
CepAeYHON HEIOCTaTOYHOCTBIO (CM. paszen «I[IpoTHBONOKa3aHUA»).

Hoocooepacawyue penmeenoxonmpacmuvle cpedcmea. BEyTprcocynucToe BBeIeHNE HOICOIEPIKAIIIX
KOHTPACTHBIX BELIECTB MOXKET BbI3BaTh KOHTPACT-MHAYLMPOBAHHYIO HEe(pOMaTHIO, YTO MPUBOIUT K
HaKOIUIEHHIO MEeT()OpPMHMHA U YBEJIIMYEHHUIO PUCKa pa3BUTHs JlakToanuao3a. [lanuenraM npuMeHeHue
MeTQOpMHHA CIIeAyeT NPEKPaTUTh A0 WM BO BPEeMs MPOBEICHHS UCCIIEAOBAHUS U HE BO3OOHOBISATH
paHee yem yepe3 48 yacoB MOCIE MCCIEI0BaHUs, TOIBKO MOCIE MOBTOPHOM OLIEHKHU U YCTaHOBJIEHUS
CTaOWJIBHOTO COCTOSAHUS (yHKIMM mouyek (cM. pasznensl «Croco0 NpUMEHEHUs U J103bD» U
«B3aumonelicTBre ¢ IpyruMU JIEKAPCTBEHHBIMU CPEJICTBAMU U JIPYTHE BHUJIbI B3aUMOIEHCTBUNY).
Xupypauueckue emewiamenscmea. HeoOXoIuMo NpeKpaTUTh NPUMEHEHHE MeT(HOpPMUHA BO BpeMs
XUPYPruuecKoro BMENIATEeIbCTBA, KOTOPOE MPOBOJAT MOJ OO0IIeH, CIIMHAIbHOW WM SMUAYPaIbHOU
aHecTe3ueil M He BO30OHOBIATH paHee 4YeM uepe3 48 4yacoB MMOCIE MPOBEIEHHsS OINEpalud WIN
BOCCTAHOBJICHHSI TMEpPOPAIbHOrO MUTAHUS, TOJBKO TIOCJIE IOBTOPHOM OLEHKH U YCTAHOBJICHUS
CTaOMIIBHOTO COCTOSIHUS (PYHKIIMH TTOYEK.

Jlemu. J1o Hauana neyeHus MeTHOPMUHOM JIOJKEH ObITh MOATBEPIK/IEH AUarHo3 caxapHoro auadera 11
tuna. Ilo pesynpTaTamM OIHOJIETHUX KOHTPOJIMPYEMBIX KIMHMYECKHUX HCCIIEIOBAaHUI HE BBISBICHO
BIIUSIHUSL MET(POPMUHA HA POCT U MOJIOBOE co3peBaHue y Aereid. OHAKO HET JNaHHBIX OTHOCHTEIBHO
neicTBus METGOPMHH Ha pOCT U TIOJIOBOE CO3pEeBaHUE NpuU Oojiee AIUTEIBHOM MPUMEHEHUU
MeT(opMHUHa, TOATOMY PEKOMEHIYETCSl BHUMATEIbHOE HAOJIIOICHHE 32 STUMH TTapaMeTPaMHU y JIETeH,
KOTOpBIE JIedaTcst MeT(OPMHUHOM, OCOOEHHO B MEPUO]T TIOJOBOTO CO3PEBAHUSI.

Jlemu om 10 0o 12 nem. I1o pe3ynbpraTaM KOHTPOJIUPYEMBIX KIIMHUYECKUX UCCIIEIOBaHUM 15 nerelr oT
10 1o 12 et 3¢ dpeKTUBHOCTH U 6€30MMacCHOCTh MPUMEHEHHS MeT(HOPMUHA Y TAHHOM IPYIIIbI MallMeHTOB
HE OTJINYAJIMCh OT TAaKOBOW Y JeTel cTapliero Bo3pacra U noApocTkoB. Ilpenapar cnexyer Ha3Ha4yaTh
C OCTOPOXKHOCTHIO JieTsiM oT 10 10 12 ner.

Jpyaue mepvl npedocmopoxcnocmu. Ilanmenram He06X0AMMO COOTIOATh IUETY, PABHOMEPHBIH pueM
YIJIeBOIOB B TedeHue CcyTok. [lanmeHTamM C W30BITOYHONW Maccoil Tena CieayeT MpOoJa0DKATh



NPUICPKHUBATHCA HU3KOKAIOpUHHON nueThl. Heo0XoauMo peryiasipHO KOHTPOJIHMPOBAThH MOKA3aTeNN
YTJIEBOJHOTO OOMEHa MalMeHTOB.

MoHoTtepanusgs MeT(GOPMHUHOM HE BBI3BIBAET TUIOINIMKEMHUM, OJHAKO cJelyeT coOIoaaTh
OCTOPOXXHOCTh TPU OJHOBPEMEHHOM NPUMEHEHHH MET(POPMHHA C HWHCYJIMHOM WIH JPYTHMHU
NepOpaIbHBIMU TUIIOTIMKEMUYECKUMU CPEACTBaMU (HapuMep, IPOU3BOIHBIMU CYIb(OHUIMOYEBUHBI
WU METJINTUHUAAMM).

IIpumenenue 6 nepuood bepemeHHOCmu Ui KOPMAEHUs 2PYObio.

bepemennocms. Hexontponupyemblii auabeT BO Bpems OEpeMEHHOCTH (TeCTallMOHHBIA WIH
MIOCTOSIHHBIN) YBEIMYMBAET PUCK Pa3BUTHS BPOXKICHHBIX aHOMAJHMH W MEPUHATAIBHON JIETaIbHOCTH.
Ecth orpanuyeHHble JaHHbIE MPUMEHEHHUS MeT(OpMUHA OEpEeMEHHBIM >KEHIIUHAM, KOTOpHIE HE
yKa3bpIBalOT HA TIOBBIIICHHBIA PHCK BPOXKACHHBIX aHOMAIHMWA. JIOKIMHMYECKHE HCCIICAOBAaHUS HE
BBISIBUJIM HETaTUBHOIO BIMSIHHMS Ha OEpeMEHHOCTh, pa3BUTHE SMOpHOHA WM IUIOAA, POABI U
MOCJIepOI0BOE pa3BUTHE. B ciyuae ruraHupoBaHHsl OEPEeMEHHOCTH, a TaKXKe B CIy4yae HACTYIUICHUS
OepeMEeHHOCTH Ui JIeYeHHs hadeTa peKOMEHAYeTCsl MPUMEHSATh He MeT(GOPMHUH, a UHCYIUH s
MOJICP>)KaHUSI YPOBHS TJIIIOKO3bI KPOBH MAaKCHMAalbHO MPUOIMKEHHBIM K HOpPME, JUIS YMEHBIICHUS
pHUCKa pa3BUTHS MOPOKOB ILJIOJA.

Kopmnenue  epyovio.  MeThopMHH  DKCKpEeTHpyeTcs B~ TIPyAHOE  MOJOKO, HO Yy
HOBOPOKJICHHBIX/MIIAJICHIIEB, HAXOJUBIIMXCS HAa TPYJHOM BCKapMIIMBaHHUU, MOOOYHBIC 3(PPEeKTh HE
Habmoanuce. OIHAKO, TTOCKOJIBKY HEJOCTATOYHO JAAHHBIX O 0€30MacHOCTH NMPUMEHEHHS Ipenaparta,
KOpMIJIEHHUE TPYIbI0 HE PEKOMEHAYETCsl B TeUeHUE Tepanuu MeThopMUHOM. Perienue o npekpaiieHun
KOPMJICHHSI TPYAbI0O HEOOXOAMMO MPUHUMATH C YYETOM HPEUMYIIECTB TPYAHOTO BCKAPMIIMBAHUS H
MMOTEHITUATIBLHOTO pUCKa TOOOYHBIX 2P (HEeKTOB /1 peOCHKA.

Depmunvrocms. MeThopMuH He BIUSIT Ha (DEPTUIIBHOCTD KHUBOTHBIX MPH MPUMEHEHUH B g03e 600
MI/KI/CYTKH, KOTOpasi MOYTH B 3 pasa MpeBblliaia MAKCUMaIbHYI0 PEKOMEH/IOBAHHYIO CYTOYHYIO 103y
JUISL 9eJI0BEKa M3 pacyeTa Ha IUIOMIAlb IOBEPXHOCTH Tela.

Cnocobnocmo 61uams HA CKOpOCMb peakyuu npu YApasieHuu asmompancnopmom uiu opyaumu
MexXanusmMamu.

MonoTtepanus MeT(OpMHUHOM He BIUSET Ha CKOPOCTh PEAKIIMH IPH YIIPABICHUH aBTOTPAHCIIOPTOM MIIH
paboTe ¢ APyruMH MeXaHU3MaMH, TIOCKOJIBKY MIPerapar He BhI3BIBACT THIOTINKeMUH. OTHAKO CIIeAyeT
OBITH OCTOPOXKHBIM MPU MPUMEHEHUN MeT(HOPMUHA B KOMOMHALIUY C APYTUMU THUIOTIUKEMHUYECKUMU
cpeacTBaMu (TIPOU3BOTHBIE CYTH(OHUIMOYEBUHBI, HHCYJIMH WIIM METJTUTHHUIBI) U3-32 PUCKA Pa3BUTHS
TUITOTJIMKEMHUH.

Cnocod npumenenus u 003bol.

Bspocable nmarenTs! ¢ HopManbHoH GvaKIen nodek (CKD > 90 mu/mMuH).

Monomepanusa  uiu  KOMOUHUPOBAHHAS MePAnUs. COBMECMHO ¢  OpY2UMU  NepOpPAbHbIMU
2UNO2NUKEMUYECKUMU CPEOCEAMU.

OO0b1uHO HavanpHas 103a coctaBnseT 500 mr nau 850 Mr 2—-3 pasza B CyTKH BO BpeMsl UJIH IIOCIIE TpUeMa
MUY,

Yepes 10—15 nHeit 103y HEOOXOIMMO OTKOPPEKTUPOBATH COTJIACHO pe3yibTaTaM M3MEpeHHH ypOBHS
TJIIOKO3BI B CHIBOPOTKE KPOBHU.

MeneHHOe yBETMYEHHE J103bl CIIOCOOCTBYET CHM)KEHUIO MOOOYHBIX A(PHEKTOB CO CTOPOHBI
MUIIEBApUTEIBHOTO TPAKTA.

IIpu 5edyeHUM BBICOKUMH J03aMU TNpUMEHATh Jlnapopmun
o6omoukoii, 1000 mr.

MaxkcnManbHas pekoMeHa0BaHHas A03a coctasisieT 3000 Mr B CyTKH, pa3/ielieHHas Ha 3 puema.

B ciyuae mepexofa K JedeHuto npenapatoM JuagopMun® Heo6X0IUMO NPeKpaTHTh HPUEM JPYroro
MIPOTHBOMAOETUYECKOTO CPEICTBA.

Kombunuposannas mepanus coemMecmno ¢ UHCYIUHOM.

JUist TOCTMOXKEHUS JYYIEro KOHTPOJS YPOBHS TJIIOKO3bI B KPOBH MET(OPMUH W HMHCYIMH MOXHO
MIPUMEHSTH B BUJIe KOMOMHUpPOBaHHOM Tepanuu. OOpIYHO HavyalibHas fo3a cocTtanisier 500 mr wiu 850
mr Jlnadopmuna 2—3 pa3a B CyTKH, B TO BpeMs Kak |03y MHCYJIHMHA CJIEIyeT MOJOMpaTh COIJIACHO
pe3ysbTaTaM U3MEPEeHUsI YPOBHS TTIIOKO3bI B KPOBH.

V' nayuenmog noowcunoco 6ospacma BO3MOXKHO YXyAlIeHHE (YHKIMM TOYEK, IMO3TOMY 03y
MeT(opMrUHa HEOOXOIUMO TTOI0MPaTh HA OCHOBAHUH OIIEHKH (PYHKITUHU MOYEK, KOTOPYIO HEOOXOIUMO
MIPOBOJIUTH PETYISAPHO (CM. pazzaen «OcoOEHHOCTH TPUMEHEHUSY).

®  TabneTKH, MOKPHIThIE IJICHOUHOM



IHoueunas neoocmamounocms. CK® cremyer oleHHBaTh 10 Hadala JICYCHHs JICKAPCTBEHHBIMU
CpeICTBaMH, COJEpKalIuMU MeT(HOpPMHH, W TIOCTE Hayalla JICYCHHsI MO KpaiHell Mepe eXeroJHo.
[TanimeHTaM C MOBBIIIEHHBIM PUCKOM JTAJIbHEUIIIETO MPOTPECCUPOBAHUS TTOUCUHON HEAOCTATOYHOCTH U
IMaIMeHTaM ITOXKHNIIOIO B03paCTa cnenyeT HpOBOI[I/ITb TH_[aTeJII:HBII\/'I MOHHTOpI/IHF (bYHKI_[I/II/I ITOYCK Yallie,
Hanpumep, Kaxpie 3—6 MecseB.

CK®D OOmast MakcuManbHasi CyTo4yHas Jo3a | JlomonHuTensHas nHOOpMAIHS
(Ma/muH) | (mo)DKHa OBITH pacmpejencHa Ha 2-3
IIpreMa)
60-89 3000 mr B cnyuae cHuwxkeHus QyHKIHH TOYEK

PEKOMEHIYETCSI pACCMOTPETH BO3MOKHOCTD
CHU)KEHHUS JTO3BIL.

45-59 2000 mr [Tepen HavyagoM mpuUMEHEHHUsT MeT(GopMUHA
CIIEIyeT PacCMOTPETh (DaKTOPBI, KOTOpPHIE

30-44 1000 mr MOTYT  YBEJIMYHTb  PUCK  Pa3BUTHUSA
nakroanumo3a (cM. paszgen «OcoOeHHOCTH
IIPUMEHEHHUS).

HauanbHass no3a cocraBnsier He Oolee
MTOJIOBUHBI MAKCHUMAJTLHOU JTO3BI.

<30 - [Ipumenenue MeTdopMuHa
MIPOTHUBOIIOKA3aHO.

eTH

Monomepanus unu KOMOUHUPOBAHHASL MEPANUSL 8 COYEMAHUU C UHCYTIUHOM

[penapar Jduadpopmuu® npumensTs aetam c¢ 10 jer u mompocTkam. OOBMHO HadyambHAas 032
cocrasnsger 500 mr umu 850 Mr npenapara Juadgopmun® 1 pas B CyTkM Bo BpeMs WM MOcie HpUemMa
numy. Yepes 10—15 nHel 103y HEOOXOIUMO OTKOPPEKTHPOBATH COTJIACHO pe3yjbTaTaM M3MEpPEHUM
YPOBHS TIIIOKO3bI B CBIBOPOTKE KPOBHU.

MenieHHOe yBETUYEHHE J103bl CIIOCOOCTBYET CHM)KEHHIO TOOOYHBIX A(PQPEKTOB CO CTOPOHBI
MUIIEBAPUTEIHHOTO TPAKTA.

MakcumanbHasi pekoMeHA0BaHHas g03a cocrapisetr 2000 Mr B CyTKH, pa3ziesieHHas Ha 2-3 rpueMa.

Jlemu.

[penapar JuahopMun® NpuMeHATH 1 JedeHus aeTeit crapmie 10 mer.

Ilepeoo3uposku.

[Tpu nmpuMeHeHnH npenapata B J103e 85 T pa3BUTHS THIOTIIMKeMHH He HaOmoqaock. OQHAKO B ATOM
cllydae HaOJI0/1ajoCh Pa3BUTHE JAKTOAIM103a. 3HAYUTEIHHOE MPEBbINIEHHE A03bI METHOPMUHA WU
COITYTCTBYIOIIME (PAaKTOPHI PUCKA MOTYT MPUBECTH K BO3HUKHOBEHHIO JIAKTOAIM103a. JlakToarm o3
SIBJIIETCS. HEOTJIOKHBIM COCTOSIHHEM U €T0 CIeIyeT JeunuTh B cTarmonape. Camoit appexTuBHOM Mepoit
IJId BBIBEACHUA U3 OpraHrU3Ma JIaKTaTa U MeTq)OpMI/IHa ABJISACTCS reMOoanuaIns.

Ilo6ounvie peakyuu.

HauOonee yacTeiMu HexenaTeIbHBIMH pEaKUUsMH B Hayaje JIEYCHHUs SIBIISIOTCS TOLIHOTA, PBOTA,
nuapest, 00Jb B JKUBOTE, OTCYTCTBHE alIETUTAa. DTH CUMITOMBI B OOJBIIMHCTBE CIy4aeB MPOXOISAT
camoctosiTenbHO. [l mpenynpexaeHus BO3HMKHOBEHMS YKa3aHHBIX IOOOYHBIX  SIBJICHUH
PEKOMEHIyeTCs MEUIEHHOE YBEIIMYCHUE JO3UPOBKH M IPUMEHEHNE CyTOYHOM JT03BI Mpermapara B 2—3
npuema.

HexenatenbHble 3pPEeKThI 110 4aCTOTE BOZHUKHOBEHUS KJIACCUPHUIMPYIOT 110 TAKUM KaTErOPHSIM:
oueHb yacto (> 1/10), gwacto (> 1/100 u < 1/10), vegacto (> 1/1000 u < 1/100), peaxo (= 1/10000 u <
1/1000), ouens peako (< 1/10000).

B kaxIoM CHCTEMHO-OPraHHOM Kiacce MOOOYHBbIE peaKkIMM YKa3aHbl B TOpPSJIKE YObIBAaHHS HUX
KITMHAYECKOTO 3HAYCHUSI.

Hapywenue obmena sewecms.

Ouens penko: Jakroanua03 (cM. pazaen «OCOOCHHOCTH TPUMEHEHUS).



[Ipu MTENbHOM MPUMEHEHHM IMperapara MOXeT CHHXKAThCS BcachblBaHME BHTaMHHA Biz, dTo
COIIPOBOXAAETCS CHUKEHUEM €r0 YPOBHS B CBIBOPOTKE KpOBU. PeKOMEHAyeTCsl yuMTBIBATH TaKYyIO
BO3MOJKHYIO IPUYMHY TMIIOBUTAMHMHO3a B12, eciii y manueHTa umeercst MerajioO1acTHasi aHeMHUsL.

Co cmopoHbl HepeHOUL cucmeMmbl.

Yacro: HapylieHue BKyca.

Co cmoponbl nuwyesapumenbHol CUcmembi.

OueHp yacTo: HapyLIEHHs CO CTOPOHBI NUILEBAPUTENbHOM CHCTEMBI, TaKW€ KaK TOLIHOTA, PBOTA,
auapesi, 60JIb B KMBOTE, OTCYTCTBUE ammeTurta. Yarie BCero 3TH MOOOYHBIC SBJICHUS BO3HHUKAIOT B
Hayaje JieYeHUs U B OOJBIIMHCTBE CJIY4aeB CIOHTAaHHO Hcye3aroT. Jlig mpenynpexaeHus
BO3HUKHOBEHHUSI TMOOOYHBIX SBJIEHUH CO CTOPOHBI MHUINEBAPUTEIBHOM CHCTEMBI PEKOMEHJIYETCs
MEIJICHHOE yBEJIMUYEHUE JO3UPOBKH U IPUMEHEHUE CYTOYHOM J103bl Iipenapara B 2—3 npuema Bo BpeMs
WM 110CJIE€ TPUEMA MULIH.

Co cmoponbl neuenu u JHcenuegblo0AUUX NYMel.

OueHp penko: HapylleHHE TOoKa3areied (YHKIMU MEeUYeHH WIM TeNaTUThl, KOTOPBIE MOJHOCTHIO
HCYE3aI0T M0CIIe OTMEHBI MET(HOPMUHA.

Co CTOpOHBI KOXKU U MOAKOKHBIX TKaHEH.

OueHb peiKo: KOXKHBIE PEAKLIMH, BKJIIOYAIOIINE 3PUTEMY, 3y]l, KPAITUBHULLY.

Jlemu

B ony6mKkoBaHHBIX TOCTMAaPKETUHIOBBIX JaHHBIX U KOHTPOJUPYEMbIX KIMHUYECKUX MCCIIEOBAHUSIX
B OTPAaHUYCHHON MeMaTPHUUECKON MOMyIIsuu B Bo3pacte 10-16 jer, KoTopele moxydanu MeThOopMUH
B TedyeHue | ropa, mobounsle 3(dekTsl y nereil ObUIM CXOXKUMM IO XapakTepy M TSHKECTH C
MIPOSIBJIEHUSIMU, KOTOPbIE OTMEYAIIUCH Y B3POCIbIX.

Coob1ieHne o 1Mo103peBaeMbIX HEXeIaTeabHbIX NOOOYHBIX PEAKIMIX

[locne perucrpanmm JIEKAPCTBEHHOTO CPEICTBa BAXHO COOOIIATh O I1003PEBAEMBIX ITOOOYHBIX
peakiusx. ITO MO3BOJSIET OCYILECTBIISATh HEMPEPBIBHBI MOHHTOPUHI COOTHOIICHUS IMOJb3a/pHCK,
CBSI3aHHOT'O C IPUMEHEHHUEM JIEKapCTBEHHOI'O CpeAcTBa. MeIUIMHCKUM pabOTHHKAM HEOO0XOIUMO
co001IaTh O JTFOOBIX MOOOYHBIX PEAKLUAX C TOMOLIbIO HALIMOHAIBHOM CUCTEMbI OTYETHOCTH.

Cpok 200nocmu. 2 roja.
He ucrnions3oBath mnocie uCTeueHus CpoKa roJJHOCTH, YKa3aHHOTO Ha yITaKOBKE.

YcaoBust XxpaHeHusl. XpaHuTb IpHU TeMIiepatype He Boie 25 °C.
XpaHWUTb B HEJOCTYITHOM JJIs AETEH MECTE.

Ynakoska. I[To 10 Tabnetok B 6muctepe. [1o 3 nnm 6 GnuctepoB B mauke.
Kareropust ormycka. Ilo penenty
IIponssoanrenan. AO «Dapmax».

MecToHaxo:k1eHNe TPOU3BOAUTEIS U €ro aJJpec MecTa OCylIIeCTBJICHHS 1esiTeIbHOCTH.
VYkpauna, 04080, r. Kues, yn. Kupuniosckas, 74.

JlaTa nocaeanero nepecmorpa. 16.03.2021.



