IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

OIAD®OPMIH® SR

(DIAFORMIN® SR)
Cknag:
Aitoya peyosuHa: metformin;
1 TabneTka MicTUTb MeT(opmiHy rigpoxnopuagy 500 mr a6o 1000 mr;
[ONOMI>KHI PEYOBMHU: KMCNOTA CTEApPMHOBA, LUenak, noigoH (K-30), KpeMHIt0 AioKCKA KONOTAHMI 6e3B0AHMIA, MarHito cTeapar;
CK/aZ nyiBKOBOI 0060/10HKW: TiNMPOMenosa, rigpoKCUnponiiLentonosa, Tutady giokeunsg (E 171), nponineHrniikons, Mmakporon 6000, TasbK.

Nikapcbka hopma. TabneTky NpPosIoHroBaHoT Aii.

OcCHOBHI  (pi3MKO-XiMiYHI BNacTUBOCTI: TabneTKU NposioHrosaHoi fii no 500 mr: Tabnetkn oBasibHOI POPMU 3 ABOOMYK/IOK MOBEPXHEKD, BKPUTI MJIIBKOBOKO
060M10HKOH0, MaliXe 6in10ro KonbLopy, rnagki 3 060X CTOpiH;

TabM1eTKN NPONOHIoBaHoT Ail no 1000 Mr: TabneTkn 0BabHOT ()opMM 3 ABOOMNYK/I0K MOBEPXHED, BKPUTI NTIBKOBOK 060/10HKOKD, MaiiXe 6i/10ro Kosbopy, 3 PUCKOHO 3
0fHOro 60Ky i rnagki 3 iHWoro 6oky.

dapmakoTepaneBTUYHa rpyna. MNepopasbHi rinornikemivHi 3acobu, 3a BUHATKOM iHCYNiHIB. biryaHign. Kog ATX A10B A02.

dapmMaKosoriyHi BnacTmneoCTI.

dapmakogyHamika.

MeTdgopmiH — GiryaHig 3 aHTUriNepPraikeMiyHUM eeKTOM. 3HMXKYE Y Na3Mi KPOBi SIK BUXIAHWIA piBeHb /IHOKO3W, Tak | piBeHb FOKO3W Micns npuinomy ixki. He
CTVMMY/IHOE CEKPELIF0 IHCY/IHY | HE CMIPUYMNHSAE TINOrNIKEMIYHOIO e(heKTy.

MeTgopMmiH Aie TpboMa LNsSXaMu:

— MPU3BOANTb [0 3HVKEHHA NPOLYKYBAHHS [IHOKO3MY NeYiHLi 3a paxXyHOK iHri6yBaHHS I/IFOKOHEOTreHe3y Ta rNiKOreHosisy;

— MOKpALLYE YyT/MBICTb A0 IHCYNIHY Y M'A3aX 3a PaxXyHOK MOJIMNLIEHHS 3aX0M/IEHHA Ta YTui3aLii NnepuepuyHoi rnoKo3w;

— 3aTPMMYE BCMOKTYBaHHS INIFOKO3UY KNLLIEYHUKY .

MeT(opMiH CTUMYNHOE BHYTPILLUHBOKMITUHHUIA CUHTE3 TNiKOreHy, Br/MBaKOUM Ha rNiKoreHcMHTeTasy. 36ibllye TPAHCMOPTHY EMHICTb YCIX TWUMIB MeMOpaHHMX
MepeHOCHNKIB rnoKo3n (GLUT). KniHivHi JOCNigKeHHSA NoKasau, WO OCHOBHOK Ai€t0 MeT(OpPMiHY € cTabinisayis abo He3HayHa BTparta Macu Tina.

He3anexxHo Bif CBOET AiT Ha rnikemito, TabneTkn MeTHOPMIHY i3 HeraHWM BUBINIbHEHHAM BUSBMSE NO3UTUMBHUIA epeKT Ha MeTaboniam ninigis. Llei eekt 6ys
[OBEeeHNIA MpK 3aCTOCYBaHHI TepaneBTUYHUX [03YBaHb Y KOHTPO/bOBaHWUX CepefHbOo- abo AOBrOTPUBAIUX KNIHIYHUX AOCAIMKEHHSX: TabneTKn MeT(hopMiHy i3
HeraliH1UM BMBINIbHEHHAM 3HKYHOTb BMICT 3ara/lbHOr0 X0/eCTEPUHY, NiNONpOTEiHIB HU3bKOI LWiNbHOCTI Ta Tpuraiuepuais. MoaibHMIA edekT He cnocTepirascs npu
3acTocyBaHHiI TabneToOK NPOMOHIOBaHOI Ail, MMOBIPHO, Y 3B’A3KY i3 3aCTOCYBaHHSAM npenapaty Beeyepi. Yepes Le TakoX MOXe CrocTepiratuca nifBULLEHHSA BMICTY
TpUrniLepuais.

dapmakoKiHe TVKa.

BcMokTyBaHHs. Micns nepopasibHOro npuitomy Tabnetok AiacdopmiH® SR i3 NponoHroBaHUM BUBINIbHEHHSM, aGCOPOLIs MeT(HOPMiIHY 3HAUHO YMOBINIbHIOETLCS
MOPIBHAHO i3 TabneTKaMn MeT(OPMiHY i3 HeraliHUM BUBINIbHEHHAM. Yac LOCATHEHHA MakCUMasbHOT M1a3MoBOT KOHLUeHTPpaUil (Tyayx) CTaHOBUTL 7 TOAWH (T max 419



TabNeToK 3i LWBMAKUM BUBI/IbHEHHAM CTaHOBUTb 2,5 rO4MHN).
Mpy piBHOBXKHOMY CTaHi, AK i NpW 3aCTOCyBaHHI TabieToK i3 HeranHUM BUMBINIbHEHHAM, MakcUMasibHa KoHUeHTpauis (Cmpax) Ta niowa nig kpusowo AUC

36iMbLUYIOTLCS HEMPOMOPLIHO A0 BBeAEHOI BHYTPILWHLO A03n. AUC nicna ogHoOpa3oBoro npuiioMy BHYTPiWHLO 2000 Mr meTdopMmiHy y BUrnsgi TabneTok i3
MPO/IOHrOBaHUM BUBINIbHEHHAM aHanoriyHe AUC, 1o cnocTepiraetsea nicna npuiiomy 1000 Mr MET(OPMIHY Y BUrNsAI TaBNETOK i3 HeraiHUM  BUBISIbBHEHHAM ABa
pasu Ha fo06y.

KonmeaHHsA Cgx Ta AUC B OKpemux Cy6'ekTiB y BUNagKy Npuitomy TabreToK MeT(popMiHy 3 MPOSIOHTOBaHUM BUBISIbHEHHAM MOPIBHAHHI 3 KO/IMBaHHAMM, AKI

CMOCTepiratTbCa y BUNaAKY NpuitoMy TabneTok METPOPMIHY i3 HeraliH1UM BUBIIbHEHHSIM.
Micna npuiiomy TabneTok i3 NPOSOHroBaHUM BUBISIbHEHHAM HartLue criocTepiranocs sHyxeHHs AUC Ha 30 % (C max | Tmax 3a/MLLanncs HeaMmiHHUMKY).

BcmokTyBaHHS MET(OpPMiHY 3 TabneToK i3 MPOMOHroBaHWM BUBISIbHEHHAM He 3MIHIOETbCA 3a/eXXKHO Bif CKnagy Ki. He cnoctepiraetbcs Kymynsauii npw
6aratopasosomy rnpuiiomMi o 2000 Mr MeThopMiHY Y BUrs4i TaBNETOK i3 NPONOHIOBaHUM BUBISIbHEHHAM.

Posnogin. 38'a3yBaHHA 3 GinKamu nnasmy KpoBi He3HauyHe. MeT(opMiH NPOHMKAaE B epuTpoLmMTN. MakcumasibHa KOHLUEHTpaUis Y KPOBi HUXKYaA, HXXK MaKCUMasibHa
KOHLeHTpaLifa y nnasmi KpoBi, i AOCAraeTbCs NPUOAN3HO Yepe3 TOW caMuil yac. EpuTtpoumTn, iMOBIpHille 3a BCe, NPeACTaBNsfIOTb APYry Kamepy po3mnoginy.
CepepaHiin 06'em posnoginy (Vd) KonneaeTbes y fianasoHi 63-276 n.

MeTaboniam. MeTqopmiH BUBOAUTLCA Y HE3MIHEHOMY BUINALI 3 ceyeto. MeTaboniTiB y NOAVHN He BUSB/IEHO.

BueeeHHS. HUPKOBUIA KnipeHC MeT(opMiHy cTaHOBUTL > 400 MA/XB, Lie BKasye Ha Te, LLO MeT(OPMiH BMBOAMTLCS 3a PaxyHOK Kny604KoBOI (inbTpayii Ta
KaHanbLeBOI cekpelii. Micns nepopasibHOro npuitomy [o3v nepiof HamiBBUBEAEHHA CTaHOBUTL 6/113bKO 6,5 rogmHu. Mpu nopyLieHHi QyHKLiT HUPOK HUPKOBWiA
KNipeHC 3HMKYETLCA MPOMOPLINHO A0 KNIPeHCY KpeaTWHIHY | TOMY nepiof HaniBBMBEAEHHS 36i/bLUYETHCA, WO NPU3BOANTL A0 30i/bLUEHHS PIBHA METHOPMIHY Y
nnasmi Kposi.

Oco6mBi rpynu nawyieHTIB.

HupkoBa HeOCTaTHICTb.

HasBHi 06MexeHi faHi WoA0 NaLieHTiB i3 NOMIPHUM CTYNeHeM HUPKOBOI HeOCTATHOCTI, TOMY HEMOX/IMBO TOYHO OLIHUTM CUCTEMHY eKCMOo3unLit0 MET(OPMIHY B Ll
rpyni nayieHTiB MOPIBHAHO i3 nauieHTamn i3 HOPMa/IbHOK (YHKLIEHD HUPOK. TOMY HeoOXifiHe KOPUryBaHHA [03M 3rifHO i3 KIHIYHOW eqeKTUBHICTIO
/nepeHocuMICTIO (AMB. po3ain «Cnocib 3aCcToCyBaHHSA Ta A03U»).

KniHIYHI XapaKTepPUCTUKWN.

lNoka3aHHA.

Llykposuii giabeTt 2 Tuny (iHCyniHOHe3anexHwuin) y gopocnmx (0Co6/anMBO y XBOPUX 3 HaaMIPHOK Macok Tina) npy HeetheKTMBHOCTI AieToTepanii Ta (i3nyHMX
HaBaHTaXXeHb, AK MOHOTepanisi abo y KOMOiHaL|iT 3 iHLLIMMK NepopanbHUMU NPOTUAIabETUYHUMI 3ac06amm, a60 CYMICHO 3 IHCYTIHOM.

MpoTunokasaHHs.

— MigByLLeHa Yy TAMBICTb 0 MET(OPMIHY ab0 [0 6y/Ab-SKOro iHLWOro KOMMOHEHTa Npenapary;

— AiabeTMUHMIN KeToaumaos, aiabeTnyHa Npekoma;

— HMpPKOBa HeaoCTaTHICTL NoMipHoro (ctagia 111b) Ta TAXKOro cTyneHs abo NOpyLIEHHS PYHKLIT HAPOK (KNipeHC KpeaTuHiHy < 45 mn/xB a6o LLUK® < 45 mn/xs/1,73
M2);

— roCTpi CTaHu, L0 NPOTIKatTb 3 PU3MKOM PO3BUTKY NOPYLUEHb (OYHKLIT HUPOK, TaKi SK: 3HEBOAHEHHS OpraHiaMy, TSXKKI iIH(DEKLiAHI 3aXBOPIOBaHHS, LLOK;

— 3aXBOPIOBAHHS, L0 MOXYTb NMPU3BOAUTM L0 PO3BUTKY FiNOKCIT TKaHUH (0COB/IMBO rOCTPi 3aXBOPHOBAHHSA ab0 3aroCTPeHHS XPOHIYHOT XBOPO6M): ileKOMMeHcoBaHa
cepLieBa HeAOCTaTHICTb, ANXanbHa HeAOCTATHICTb, HELLLOAABHO NePeHeCeHNI iH(hapKT MioKapaa, LLOK;



— MeYiHKOBa HeJOCTATHICTb, FOCTPe OTPYEHHS aKOro/iem, aliKoronism.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.

Komb6iHauiT, iKi He peKOMeH/YEThCA 3aCTOCOBYBATU.

AnKOronb.

FocTpa ankoronbHa iHTOKCKKaLiA acoLitoeTbCsA 3 NiABULLEHUM PU3MKOM NlaKTOaLUMAo3y, 0CO6/MBO Y BUNaLKaxX ronofyBaHHs abo fOTPUMAHHS HU3bKOKa10piNHOI
Ai€TN, a TaKOX NpU MeviHKoBiin HegocTaTHOCTI. Mpw NikyBaHHI NpenapaTom fiacopmiH® SR cnif yHMKaTK NpuiiomMy ankoromto i NiKapcbKMxX 3aco6iB, L0 MICTATb
CrvprT.

10[0BMiCHi peHTTeHOKOHTPACTHi PeyoBUHY

BHYTpPILLUHbOCYAMHHE 3aCTOCYBaHHA WOAOBMICHUX KOHTPACTHWUX PEYOBMH MOXEe MNpu3BeCTM [0 (YHKLIOHAMbHOT HUPKOBOI HEAOCTATHOCTI, i K Hacnijok,
HaKOMWYEHHA MeT(OPMiHY Ta NIABULLATA PUSNK PO3BUTKY /TAKTOALMA03Y.

MauieHTam 3 LLUK® > 60 mn/xe/1,73 M2 3acTOCyBaHHs MET(OPMiHY CAifl MPUNMHATM A0 a6o Nif yac NPOBeAEHHs AOCNIMKEHHS Ta He MOHOB/IOBATU PaHiLle HixX
yepe3 48 roguH nicng SOCNIMKEHHS, NuLe Nic/is NMOBTOPHOT OLIHKN (DYHKLIT HAPOK Ta NiATBEPKEHHS BiLCYTHOCTI MOAA/bLLIONO MOTipLIeHHs CTaHy HUPOK (4uB.
po3ain «OCco6/IMBOCTI 3aCTOCYBaHHS»).

MaujieHTaM i3 NMOMipHOI HMPKOBOK HegocTaTHicTIO (LLIK® 45 — 60 mn/xB/1,73 M2) 3acTocyBaHHs METHOPMiHY CAif NPUNUHUTA 3a 48 roAvH [0 BBEAEHHS
NOA0BMICHNX PEHTreHOKOHTPACTHMX PEYOBMH | He MOHOB/OBATU paHille HXK 4vepe3 48 rofAuH nicns npoBefeHHs AOCNIMKEHHS, NvLe Nicns NOBTOPHOT OLIHKM
(DYHKLIT HUPOK Ta NiATBEPLXKEHHSA BIACYTHOCTI MNOAA/LLLONO MOripPLLIEHHS CTaHy HUPOK.

Komb6iHauit, aKi c/if 3acTOCOBYBATM 3 00EPEXKHICTIO.

JlikapcbKi 3206, WO YAHATD rinepraikemiyHy Aito (rMHOKOKOPTUKOCTEPOIAN CUCTEMHOI Ta MicLeBol Ail, CMMnaToMiMeTUKK, XN0pnpoMasuH). Heob6XigHo vacTille
KOHTPO/IOBATK PiBEHb T/IIOKO3M Y KPOBI, 0CO6/IMBO Ha NoyaTky nikyBaHHA. IMig yac i nicng NpUnUHEHHs Takol CyMiCHOT Tepanii HeobXigHO Kopuryeatu [03y
[NiachopMiHy® SR nif KOHTPO/IEM PiBHSA FNIKEMIT.

IHri6iTOpKn AM® MOXYTb 3HMXKYBATW PiBEHb IHOKO3M Y KPOBI. 3a He0OXIAHOCTI, CNij BiAKOPUryBaTu fO3yBaHHSA NpenapaTy nif 4Yac CymicHol Tepanii.

[iypeTunuHi 3aco6bm, 0cob6n1BO NeT/IbOBI AlyPeTUKN, MOXYTb MiABULLYBATU PU3MK PO3BUTKY NaKTOaLMA03Yy BHACNILOK MOX/IMBOIO 3HUKEHHSA (DYHKLIT HUPOK.

Oc061MBOCTI 3aCTOCYBAHHA.

NakToaunaos € pigKicHUM, ane TSHXKKUM MeTabonivyHUM YCKNagHEHHAM (BMCOKMIA piBeHb NeTabHOCTI MPW BIACYTHOCTI HEBIAKNAAHOMO NiKyBaHHS), O MOXe
BUHUKHYTU AK pe3ynbTaT Kymynsauii MeT(opMmiHy. 3apeecTpoBaHi BWMMAAKW BUHWKHEHHA NakToauuposy Yy NauieHTiB i3 LYyKpPOBMM [iaGeTOM 3 HMPKOBOKO
HeAOCTaTHICTIO abo Pi3KMM MOTIPLUEHHAM (YHKUIT HUPOK. HeobXiAHO MpOosBAATY 0BEPEeXHICTb Yy TUX BUMAAKax, KOMM MOXE MOpYLUYBaTUCA (PYHKLIA HUPOK,
Hanpuknag, y Bunaaky 3HeBOAHEHHS (CubHa fiapes abo 6/1t0BaHHSA), ab0 Ha NOYaTKy NiKyBaHHA FiNOTeH3MBHMMM 3ac0bamMu, [diypeTukamm Ta Ha nodartky Tepanil
HeCcTepoigHMMK NpoTu3ananbH1MKM 3acobamu (HIM33). Y pasi BUHMKHEHHS 3a3Ha4eHMX 3arocTpeHb Heo6XiAHO TMMYaCOBO MPUMUHUTI 3aCTOCYBaHHSA MET(HOPMIHY.
Cnif BpaxoByBaTy iHLWI (haKTOpU PU3MKY A1 YHUKHEHHS| PO3BUTKY /laKToauuAo3y: NoraHo KOHTPO/bOBaHWI LyKPOBWI fiabeT, KeTo3, TpuBase rofofdyBaHHs,
HagMipHe BXMBaHHSA a/lKOro/1t0, NeviHKOBa HeJ0CTaTHICTb abo 6y Ab-AKWiA CTaH, MOB’A3aHWIA 3 TINOKCIE (4eKOMMNeHCOBaHa cepLeBa HeJOCTaTHICTb, FOCTPUIA IH(apKT
miokapza) (avB. po3ain «poTUMNoKa3aHH:).

JlakT0aumnao3 mMoxe NposiBAATUACSA Y BUMNAAI HeCneunmiyHUX CMMNTOMIB, TakKMX AK M’A30Bi CY[OMW, NOPYLUEHHS TpaBfeHHs, 6iflb Yy XMBOTI | TSXKKa acTeHis.
MawieHTaM cnif HeraimHo NOBIAOMUTI NiKaps NP0 BUHUKHEHHS TaKMX peakLiid, 0c06/1MBO, SKLLO paHille nauieHT 4obpe NepeHOCUIN 3aCTOCYyBaHHA METQOPMIHY. Y
TakMX BUMaAKax HeoOXifHO TMMYACcOBO NMPUMNUHUTY 3aCTOCYBaHHA MET(OPMIHY L0 3’ACYBaHHSA CUTYyauil. Tepanito MeT(OPMIHOM CAif NMOHOB/OBATY MICNS OLHKM
CNiBBIAHOLLEHHSA KOPUCTbL/PU3NK B IHAMBIAYaNbHUX BUMAAKaX Ta OLIHKN (PYHKLIT HUPOK.



[iarHocTyvka. JlakToaungos XapakTepusyeTbCs aUmA03HOK 3aauLLKOL0, 60/1EeM Y XXMBOTI Ta rinoTepMIet0, B NOAabLIOMY MOX/MBUIA PO3BUTOK KOMM. [iarHOCTUYHI
MOKasHWKW: nabopaTopHe 3HWKEHHA pH KpoBi, MigBULLEHHA CMUPOBATKOBOI KOHLEHTpauii faktaTy Buwe 5 MMOnb/N, 36i/blUeHHS aHIOHHOrO MNPOMIKKY i
CMiBBiAHOLIEHHA NakTat/nipysar. Y BuNafgKy PO3BUTKY /akToaungosy HeoOXifHO HeramHo rocnitanisyBaTu nauieHTa (avB. posgin «llepefosyBaHHs»). Jlikap
MOBWHEH MOMEPEANTI NALIEHTIB NP0 PU3MNK PO3BUTKY Ta CUMMTOMMU NIAKTOALNA03Y .

HupkoBa HeAOCTaTHICTb. OCKiNbKM MeTHOPMiH BUBOAWUTLCA HUPKAaMM, NEpef NOYaTKOM i PerynsipHo Mif yac nikyBaHHs npenapatom [iagopmiH® SR Heob6xigHo
MepeBipATY piBEHb KpeaTUHIHY (MOXKHa OLIHUTK 3a PIBHEM KpeaTuHIHY MiasMu KpoBi 3a Lornomoror opmy v Kokpogta-IronTa) a6o LLIK®:

— nayieHTam i3 HoOpMasbHOK (hYHKLIE HUPOK He MeHLLe 1 pa3y Ha pik;

— nawieHTaMm i3 KlipeHCOM KpeaTuHIHY Ha HUXKHI MeXi HOpMM Ta navieHTaM NiTHbOro BiKy He MeHLUe 2-4 pa3iB Ha pik.

Y BUNaJKY, KON KNiPeHC KpeaTuHiHy < 45 Mn/xs (LUK® < 45 mn/xs/1,73 M2), 3aCTOCOBYBATU MeT(OPMiH NPOTUNOKa3aHo (A1B. po3ain «poTUNOKa3aHHs»).
SHKEHHS PYHKLIT HAPOK Y NaLieHTIB NiTHLOMO BiKY 3YCTPIYaETbCA YacTO Ta MNPOTiKae 6e3cMMNTOMHO. Cniif NPOsSBAATM 06EPEXHICTb Y TUX BMNaAKax, KON MOXe
nopyLlyBaTUCA (PYHKLIA HAPOK, HanpuKnag y BUMNaAKy 3HeBOLHEHHSA ab0 Ha MoyaTky NiKyBaHHSA FiNOTEH3VBHUMW 3ac06amMu, LiypeTMKamy Ta Ha noyaTtky Tepanii
HecTepoigHMMK npoTu3ananbHUMK 3acobamm (HIM33). Y Takmx BUMagKax TakoX PEKOMEHLYETbCA MepeBipATU (DYHKLIK0 HUPOK MNepef MoYaTKOM JliKyBaHHS
MEeT(OPMiHOM.

CepueBa thyHkuisi. MawieHTn i3 cepLeBO0 HeLOCTATHICTIO MatOTb OifibLL BUCOKWIA PU3NK PO3BUTKY FiMOKCIT Ta HUPKOBOT HeaocTaTHOCTI. MauieHTam 3i cTabinbHO
XPOHIYHOK CepLeBO0 HefOCTaTHICTHO MET(HOPMIH MOXHa 3acTOCOBYBATM MpPW PErynsipHoOMy MOHITOPUHIY CepLeBoi Ta HUPKOBOT (yHKUiT. MeThopmiH
NPOTUMOKa3aHWin NalieHTaM i3 roOCTPOO Ta HeCTabiNbHOK CepLEBOID HeAOCTATHICTHO (AMB. po34in «pPOTUMNOKa3aHHA).

/1I00BMiCHI PeHTTEHOKOHTPACTHi 3aC061. BHYTPILLHLOCYAMHHE 3aCTOCYBaHHS PEHTFEHOKOHTPACTHMX 3aC06iB ANA PafioNoriyHMX AOCAI[KEHb MOXEe CIPUUUHUTY
HWPKOBY HelOCTaTHICTb, Ta, K HACNI4OK, NPU3BECTU A0 KYMYNau it MET(OPMIHY I NiABULLEHHS PU3NKY PO3BMTKY NakToaumnaosy. MayieHtam 3 LUK® > 60 mn/xs/1,73
M2 3aCTOCYBaHHS MeT(hOPMiHY HEO6XiHO NMPUNUHUTK A0 ab0o Mif Yac NPOBeAEeHHS AOCIMKEHHS i HE NOHOB/IIOBATY paHillie HiX yepe3 48 roavH Micns JOC/iKEHHS,
NNLe nicna MOBTOPHOT OUIHKM (OYHKUIT HUPOK Ta MigTBEPAXKEHHS BiACYTHOCTI NOAA/bLLIOrO MOTipLWEeHHA CTaHy HUMPOK (AMB. po3pin «B3aemogid 3 iHWUMK
NiKapcbK1MM 3acobamu Ta iHLWi BUAMN B3aEMOAI»).

MauieHTaM i3 NOMIpPHOK HMPKOBOK HepocTaTHicTO (LUK® 45-60 mn/xe/1,73 M2) 3acToCyBaHHSI MeT(OPMiHY CAif NMPUNUHUTM 3a 48 TOAUH [0 BBEAEHHS
0J0OBMICHNX PEHTIeHOKOHTPACTHUX PEYOBWMH i He MOHOB/IOBATU paHille HK yepe3 48 roguH nicns NPoBefeHHS AOCMIMKEHHS, NuMe Nicns NOBTOPHOT OLiHKM
(DYHKLIT HAPOK Ta NiATBEPAXKEHHS BILCYTHOCTI MOAAbLLIONO MOripLIeHHs CTaHy HUPOK (4MB. po3ain «B3aemogis 3 iHWUMK NiKapCbKMMK 3acobamu Ta iHLWi BUAM
B3aEMOLil»).

XipypriuHi BTpyyaHHs. Heo6xifiHO NpUNMHUTYK 3acTocyBaHHA [iadopmiHy® SR 3a 48 roamH 40 NIaHOBOMO XipypriYHOro BTPYYaHHs, ke NPoBOAATh Mif, 3araibHol,
CniHanbHOK abo nepuiaypasbHOK aHecTesi€ro, | He MOHOB/KOBATU paHille HIX 4yepe3 48 roguH nicnd npoBefeHHs onepawii abo BigHOBNEHHS MepopaibHOro
XapyyBaHHA Ta Ti/IbKU AKLLO0 BCTAHOB/IEHA HOPMaslbHa PYHKLLIA HAPOK.

IHWIi 3acTepe>kHi 3axoau. MavieHTaM HeobXigHO JOTPUMYBATUCA AIiETW, PIBHOMIPHOIO NPUIAOMY BYT/1EBOAIB NPOTAroM A4o6u. MauieHTam i3 HaAMIPHOK Macoto Tina
CNif NPOLOBXYBATV AOTPUMYBATUCA HN3bKOKANOPINHOT AieTh. HeobXigHO perynspHO KOHTPO/IKOBATY 1ab0paTopHi MOKa3HWKM PIBHA MTHOKO3U B KPOBI.

MoHoTepanisi MeTOPMiHOM He CMpWUYMHSAE rinornikemii. Mpyu ogHouyacHOMy 3acTocyBaHHi [iadopMiHy® SR 3 iHCy/niHOM a60 iHWMMW NepopabHUMK
rinornikeMivyH1mMm 3acobamm (Hanpuknag, NoxXigHUMM CynbOHINCEYOBUHM a60 MErNITUHIAOM) MOX/IMBE MOCUNEHHS TiNOrNiKeMIYHOT Ail.

Mo>knBa HafABHICTb (PparMeHTiB 060/10HKN TabMeToOK Y (hekaniax. Lie € HopMasbHUM ABULLEM | He Mae KMIHIYHOIO 3HaYeHHS.

3acTocyBaHHA y nepiof BariTHOCTI abo rogysaHHs rpyaato.

BariTHiCTb

HekoHTponboBaHWIA AiabeT y nepiog BariTHOCTI (rectauiiHMini abo MOCTINHWIA) 36iNbLUYE PU3MK PO3BMTKY BPOMKEHMX aHOManiii i nepuHaTanbHOI CMEPTHOCTI. €
06MeXeHi [aHi 3acTocyBaHHS MET(OPMIHY BariTHUMM XXiHKaMu, SiKi He BKa3ylTb Ha NiABULLEHWUA PU3MK BPOMKEHUX aHOManii. [OKNiHIYHI AOCNiIKEHHS He



BUSBWIM HEraTUBHOIO BM/IMBY Ha BariTHICTb, PO3BUTOK embpioHa abo naofda, Noforu Ta MicnsanonoroBuii po3BUTOK. Y pasi NnaHyBaHHS BariTHOCTI, a TaKoX Y
BUMaAKy HacTaHHSA BariTHOCTI, cNif BiAMIHWMTK Tepanito MeT(OPMiHOM, NOBIAOMUTK NiKaps Ta NPU3HAYUTM IHCYNiIHOTepanito ANa NigTPUMaHHSA PiBHSA [NHOKO3M Y
KPOBi MaKcMMasibHO HabAVKeHUM [0 HOPMasIbHOr 0, 3a//1 3MEHLLUEHHS PU3NKY PO3BUTKY Baj nioja.

"oayBaHHA rpyaaro. MeT(hopMiH EKCKPETYETLCA Y TPYAHE MOMOKO, a/le Y HOBOHAPOAXKEHUX/HEMOBNIAT, SKi 3HAXOAMIUCH Ha FPYAHOMY rofyBaHHi, NO6IYHI e(ieKTn He
cnoctepiranmca. OfHaK, OCKiflbKW HefoCTaTHbO AaHMX LWOoAO 6e3nekn 3acToCyBaHHS npenapaty, rofayBaHHSA TPYAA0 He PEeKOMEHAYETbCA MPOTAroM Tepanii
npenapatom [iagopmMiH® SR. PilleHHS LWIOAO MPUNMHEHHs TOAYyBaHHS TPyAAl0 HeobXigHO npuiiMaT 3 ypaxyBaHHsM TMepeBar FpyAHOro rofyBaHHS Ta
NOTEHUiIMHOrO PU3NKY MoBIYHMX e(heKTIB AN AUTUHN.

®epTUnbHICTb. MeTdopMiH He BNAnBaB Ha PePTU/ILHICTL TBAPUH NP 3aCTOCYBaHHI Yy [03ax 600 mr/kr/pofy, LWo maike B TpU pasn NepeBuLLyBan
MaKCcUMaslbHy peKOMeHA0BaHy A060BY A03Yy A/14 NMOAMHN Ta PO3Pax0BYETLCA, BUXOAAYM i3 MOLL NOBEPXHI Tifa.

30aTHICTb BNAMBATM Ha LWBMAKICTb pPeakuii Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3Mmamu.

JNiachopMiH® SR He BNMBae Ha LUBWAKICTb peakLiii Npu KepyBaHHi aBTOTPAHCTIOPTOM ab0 POGOTY 3 IHLIMMKU MexaHi3MaMu, OCKifIlbKM MOHOTeparnis NpenapaTom He
CMPUYMHSE TINOTMIIKEMIT.

OpfiHaK cnif 3 06epeXxHICTHO 3aCTOCOBYBATU MET(OPMIH Yy KOMOIHALIT 3 IHLUMMU TiNOriKeMivYHUMK 3aco6amu (NOXiAHI CYNb(OHINCEYOBUHN, IHCYNIH, MEMNTIHITUAN) Y
3B’A3KY 3 PU3NKOM PO3BUTKY FiMOrnikemii.

Cniocib 3acTocyBaHHA Ta [03Mu.

TabneTKu cnif KOBTATU LiIMMK, He PO3XKOBYHOUN.

MoHoTepanis abo kKoMbiHOBaHa Tepanis y NOEAHAaHHI 3 IHLUMMY MePOPasIbHUMK TINOTTIKEMIYHUMM 3aC06aMU.

PekomMeHz0BaHa novaTkoBa fo3a — 500 Mr Ha 00y .

Uepes 10-15 gHiB NpoBefeHOro iKkyBaHHA f03Y HeOOXiAHO BifKOPWryBaTW BiAMOBIAHO L0 pe3y/bTaTiB BUMIPHOBAHb PIBHA IHOKO3M B CMpoBaTLi KpoBi. MoBisibHe
36i/bLUEHHS 403M CNPUSE 3HKEHHIO NOBIYHMX e(heKTIB 3 60KY TpaBHOro TpakTy. MakcumanbHa peKoMeHAoBaHa o3a — 2000 Mr Ha fo6y.

[o3y npenapaTy cnig npuiiMat 1 pa3 Ha o6y nig yac npuiiomy DKi BBeyepi, 36inblytoum Ha 500 mr koxHi 10-15 aHiB go 2000 mr. AKWoO HeobXiAHOro piBHA
FNiKeMii He MOXXHa JOCArT! Npu 3acTocyBaHHi JiadopmiHy® SR y MakcumanbHiii 4o3i 2000 Mr, Ky npuiiMae nauieHT 1 pa3 Ha o6y, Lo 03y MOXHa PO3AiNnTU Ha
2 npuitoMn Ha 106y (1 pa3 3paHKy i 1 pa3 Beyepi Nif yac npuitomMy ixi). AKLLO HEOBXiAHOrO PiBHA FNiKeMiT He JOCATHYTO, MOXHa 3acTocoByBaTh fiadopmiH® SRy
MaKCUManbHil pekoMeHaoBaHii go3i 3000 Mr Ha o6y .

[lns nauieHTiB, AKi BXe NiKyBamcs MeT(popMiHOM, NoyaTKoBa 4o3a npenaparty [iagopmiH® SR, TabNeToK 3 NPONOHTOBAHIM BUBINIbHEHHSAM, Ma€ 6y TN eKBiBaNeHTHa
[060BIN 03I TabMeToK i3 HeramHWM BUBINIbHEHHAM. [MauieHTw, AKi OTPUMYIOTb Tepanito MeTpopMiHOM yAo3i Buule 2000 mr Ha [00y, He PeKOMeHAYETbCS
nepexoauTy Ha Tepanito npenapatom [iagopmiH® SR.

Y pasi nepexofy Ha npenapat MdiadopmiH® SR, TabneTK1 3 NPONOHIOBaHUM BUBISIbHEHHSAM, HEOOXiAHO MPUNMHUTI NPUIAOM iHLLOFO NPOTMAia6eTUYHOIO Npenaparty
L)1 MepopasibHOr0 3aCTOCYBaHHS.

KombiHoBaHa Tepanis CyMIiCHO 3 iHCYNiHOM.

[ns fOCArHeHHS KPaLLoro KOHTPO/O 3a PiBHEM [/1HOKO3W B KPOBI MET(OPMIH Ta iHCY/iH MOXKHa 3aCTOCOBYBATMW Y BUT IS KOMOIHOBaHOT Tepanii. 3a3BMyain noyaTkosa
no3a AiacopmiHy® SR ctaHoBUTH 500 Mr Ha A06Yy Mif 4ac npuitomy DKi BBeuepi, Tofi AK 03y iHCYNiHY HeobxigHO MigdupaTy BiAMOBIAHO 40 pe3ynbTaTiB
BYMIPHOBaHHA PiBHA INMHOKO3WY KPOBI.

Y nauieHTiB NiTHLOrO BIKY MOX/MBE MOTipLIEHHS (PYHKLIT HUPOK, TOMY 03y MEeT(OPMIHY HeobXiAHO Mif6vpaTy Ha OCHOBI OLIHKM (PYHKLIT HUPOK, AKY CNij,
NPOBOANTM perynsipHo (AmB. po3ain «Oco6/MBOCTI 3aCTOCYBaHHS»).

MauieHT 3 HAPKOBOK HefOCTaTHICTO. MeT(hopmiH MOXHa 3aCTOCOBYBATW MaLieHTaM i3 NOMIPHOK HUPKOBOK HeJoCTaTHICTHO, cTagis Illa (KnipeHc KpeaTuHIHY



45-59 mn/xB a6o LLUK® 45-59 mn/xe/1,73 M2) nuLLe Y pa3i BifICYTHOCTI iHLIMX YMOB, L0 MOXYTb NiJBULLTY PUMK PO3BUTKY NAKToaLX03Y, 3
HaCTYMHUM KOPUryBaHHAM [03K1: NoYaTKoBa Ao3a CTaHOBUTL 500 Mr a6o 750 Mr meTopmiHy rigpoxnopuay 1 pas Ha o6y. MakcumManbHa fo3a ctaHoBMTb 1000 mr
Ha fo6y. Cnif NPOBOAUTU PeTeIbHUIA MOHITOPUHT (DYHKLIT HUPOK (KOXHI 3 - 6 MicAuiB).

AKLLO KNipeHC KpeaTuHiHy a6o LLIK® 3HMXYeTbCA 0 < 45 Mn/xB a6o 45 mn/xs/1,73 M2 BignoBifHO, HEO6Xi[HO HEraliHO NPUMUHUTI 3aCTOCYBAHHSA MET(OPMIHY.

[iTwn. MNpenapaT He 3aCTOCOBYBATU AiTAM, OCKI/IbKM HEMAE KNiHIYHNX JaHWUX CTOCOBHO Lii€l BIKOBOT rPynu MawuieHTiB.

Nepeno3yBaHHS.

Mpwy 3acTocyBaHHi npenapaty y f03i 85 r po3BUTKY rinoriikemii He CnocTepirasocs, OA4HaK CrocTepiraBcid PO3BUTOK NaKToaLMA03y. 3HaYHe MepeBULLEHHA L03U
MeT(opMiHy abo CynyTHi (DaKTopy PU3MKY MOXYTb CMPUYUHATU BUHUKHEHHS NakToaumposy. Jlaktoauuios € HeBIAKIaAHUM CTaHOM. Y BUMaAKy PO3BUTKY
nakToaumao3y nikysaHHa [iagopmiHOM® SR HE0o6XiHO MPUMUHUTK | TEPMiHOBO rocmiTasisyBaTyi XBOPOro. HalieheKTUBHILLMM 3aX0[0M AN BUBEAEHHS 3
opraHi3my nakrarty i MeTOOPMIHY € remogianis.

Mo6iyHI peakuii.

HaiuyacTilummMmmn HebaKaHMMK peakLiisiMi, 0C06IMBO Ha MOYaTKY NiKyBaHHS € HyA0Ta, 61t0BaHHSA, Aiapes, 6inb Yy XMBOTI, BiACYTHICTb aneTuTy. Lli cumntomm, K
npaBuI0, MUHaKOTb CAMOCTIHO.

MeTaboniyHi NopyLUeHHA Ta NopyLUeHHs 3 60Ky XxapyyBaHHS: akToaumaos (41B. po3ain «OcobnnBOCTI 3aCTOCYBAHHSA»).

Mpn TpuBasioMy 3aCTOCYBaHHI Mpenapaty Y nauieHTiB i3 Merasob/acTHOK aHEMIEHD MOXE 3HUKYBATUCH BCMOKTYBAHHS BiTaMiHy Bqp, LLO CYNpOBOMAXKYETHCSH
3HWKEHHAM A0r0 PiBHSA Y CMPOBaTLLi KPOBI.

3 60Ky HEPBOBOT CUCTEMU: NOPYLUEHHS CMaKYy.

3 60Ky TpaBHOro TPakKTy: HyfoTa, 6/110BaHHSA, fiapes, 6ifb Y XMBOTI, BiACYTHICTb aneTuTy. HaiyacTiwwe ui No6iyvHi ABMLLA BUHUKAKOTb HA MOYaTKY /liKyBaHHS i, fIK
npaBwo, CNOHTaHHO 3HUKaOTh. [115 MonepesyKeHHs BUHUKHEHHS NMOBIYHMX ABULLY, 3 BOKY TPaBHOMO TPaKTy PeKOMEHAYETLCSA NOBifIbHe 30i/bLUEHHA [03M Npenapary.
3 60Ky renaTo6iniapHOi CUCTEMU: MOPYLLEHHS NOKa3HWNKIB PYHKLIT NeYiHKX ab0 renaTuTy, SKi NOBHICTHO 3HMKAKOTb MiCAs BiAMIHN MET(OPMIHY.

3 60Ky LUKipW Ta NiAWKIPHOT KNITKOBMHU: LUKIPHI anepriyHi peakwii, BK/IK0Uaouy eputeMy, CBepoiXk, KPOnme’ SHKY.

TepMiH NpUAaTHOCTI.
3 poku.
He 3acTocoByBaTy npenapar nicns 3akiHYeHHA TepMiHY NPUAATHOCTI, BKA3aHOr0 Ha YNakoBLi.

YMoBW 36epiraHHs.
36epiraty npu Temnepatypi He BuLwe 30 °C. 36epiraT B HEAOCTYMHOMY ANS AiTEN MicCLi.

YnakoBKa.
Mo 10 Tabnetok B 6nicTepi. Mo 3, 6 abo 10 6nicTepis y NauLi (NakysaHHs i3 hopmu in bulk hipMmu-BupobHuka «USV Private Limited», IHais).

KaTeropis Bignycky. 3a peLenTom.

BupobHuK.



AT «Papmak».

Micue3HaxomMkKeHHSA BUPOOHMKaA Ta A0ro agpeca Micua NpPoBagKeHHS LisiNIbHOCTI.
YKpaiHa, 04080, M. Kuis, Byn. Kupuniscbka, 74.



