IHCTPYKUIA
AN1S MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

FNTFOKODAN®
(GLUCOPHAGE®)

Cknag:

Aitoya peyosmHa: metformin hydrochloride;

1 TabneTka, BKpWUTa MNiBKOBOK 060/10HKOI, o 500 mr mictutb 500 Mr meTdopmiHy rigpoxnopuay, SKuii
Bignosigae 390 Mr MeT(POPMIHY;

1 TabneTka, BKpMTa MNIBKOBOK 060/I0HKO, M0 850 Mr micTuTh 850 Mr MeTqopMiHy rigpoxnopuay, SKuii
BignoBigae 662,90 Mr MeT(OPMIHY;

1 Tabnetka, BKpuTa MNiBKOBOK 000/10HKOK, N0 1000 Mr micTuTb 1000 Mr MeT(QOPMIHY rigpoxnopugy, AKui
Bignosigae 780 Mr MET(OPMIHY;

[0MOMI>KHI peyoBuHuW: nosigoH K 30, marHito cteapar;

nniBkoBa 060/10HKa ana TabneTok no 500 mr, 850 Mr: rinpomesnosa;

nniskoBa 060M0HKa Ans TabneTok no 1000 mr: onaapali Knia (rinpomenosa, makporosn 400, makporon 8000).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/IOHKOHO.

OCHOBHI (pi3nMKO-XiMiYHi BNacTWBOCT:

TabneTKN, BKPUTI NMIBKOBOK 060/M10HKOW, Mo 500 mr, 850 mr: Tabnetku Kpyrnoi opmMu 3 [BOOMYK/IOH
MOBepPXHer0, 6i/10ro Kosbopy, BKPUTI M1iBKOBOK 060/I0HKOHO;

TabneTKn, BKPUTI NIiBKOBOK 060/10HKOD, Mo 1000 Mr: TabneTkn oBasibHOI (DOPMM 3 [BOOMYK/IOK MOBEPXHED,
6in10ro Konbopy, BKPUTI NNiBKOBOK 0060/I0HKOLO, 3 PUCKOHKO 3 060X BOKIB Ta rpasipyBaHHAM «1000» 3 04HOro 60Ky .

dapmakoTepaneBTUYHaA rpyna. 3acobu, WO BMMBalOTb Ha TPaBHY CUCTeMy i MeTaboniaM. AHTUAIabeTUYHI
npenapaty. MNMepopanbHi rinornikemiyHi 3acobm, 3a BUHATKOM iHCYNiHIB. biryaHign. Kog ATX A10B AO2.

dapmMakosoriyHi BnacTmneoCTI.

dPapmakofnHamiKa.

MexaHi3m gii.

MeTopMiH — 6iryaHif 3 aHTUrinepraikemMiyHMM eqpeKTom. 3HVXKYE piBeHb MH0KO3W Y NJia3Mi KPOBI K HaTLLe, TaK
i nicna npuitomy Xi. He CTUMynOe cekpeuito iHCYNiHY | He CApPUYMHSE TiNOrNiKeMiYHOro edekTy,
onocepeAKoBaHOro MM MexaHi3MoM.

MeTopMiH fiie TpbOMa LLUNAXAMU:

— MPU3BOANTL [0 3HVXKEHHS MPOAYKYBaHHA TNHOKO3W Y MediHui 3a paxXyHOK iHribyBaHHA T/IFOKOHEOreHe3y Ta
rNiKOreHoni3y;

— MOKpaLLye YyTIUBICTb A0 IHCYNIHY Y M’A3aX, L0 NPU3BOAUTL 4O MOJIMNLIEHHS NEPUEEPUYHOro 3axXonieHHs Ta
yTUnisauii rnoKosu;

— 3aTPUMYE BCMOKTYBaHHS [THOKO3U Y KULLEYHUKY .

MeThopMiH CTUMY/HOE BHYTPILUHLOKMITUHHWIA CUHTE3 TNIKOreHy, BNANBaKOUN Ha TNiKOreHCMHTeTasy. 30inbLuUye
TPaHCNOPTHY 34aTHICTb YCiX BiAOMMX TUMiB MEMOPAHHMX MEPEHOCHUKIB FNHOKO3MN.

HesanexxHo Bif, CBOET AiT Ha INiKeMitO, MET(OPMIH NMO3UTUBHO BM/IMBAE Ha MeTaboni3M ninigis. Liel etekT 6yB
[OBEfEeHNA NpU 3aCTOCYBaHHI B TepaneBTUYHWX [03YBaHHAX Y XOAI KOHTPO/IbOBAHUX CepefHbO- abo
LOBroTPMBaNINX KNIHIYHUX AOCNILKEHb: MET(OPMIH 3HWXKYE BMICT 3arabHOro XOSeCTepuHy, MiNOMpoTeTHIB
HM3bKOT LWiNIbHOCTI Ta TPUrniLepuais.

Y xofi KNiHIYHUX JocnimkeHb Nif vac 3acToCyBaHHA MeT(opMiHY Maca Tifa nawieHTiB 3anuwanaca cTabinbHOK
ab0o NoMIpHO 3HMXKYBanacs.

dPapmakoKiHeTuKa.

BCMOKTYBaHHS.

Micna nepopaibHOro NpUiioMy MeT(OPMIHY Yac AOCATHEHHS MakcuManbHOI KoHUeHTpauil (Cpax) CTaHOBUTH

6113bK0o 2,5 roguHN (Tmax). ABCOMIOTHA 6i0L0CTYNHICTL METOPMiHY y thopmi TabneTok 500 mr a6o 800 mr

CTaHOBUTb NPM6/M3HO 50-60 % y 340poBUX [06POBO/LLIB. ic/s NepopanbHOro 3acTocyBaHHSA (pakuis, Wo He
BCMOKTa/1acA Ta BUBOAUTBLCA 3 KasioM, CTaHOBUTL 20—-30 %.
[icna nepopanbHOro 3acTocyBaHHA abcopbLis MeT(OPMIHY € HAaCUYYBaHOHO | HEMOBHOHO.



MepenbayvaeThbes, WO NOrAMHaHHA METQOPMIHY € HeNiHiAHUM. Mpy 3acTocyBaHHI MET(OPMIHY B peKOMEHL0BaHNX
f03ax i pexumMax [03yBaHHA CTabifibHa KOHUEHTpauis y nsiasmi KpoBi A0CAraeTbCA MPOTArom 24—48 rofvH i
CTaHOBUTb MeHLUe 1 MKI/M/. Y KOHTPO/IbOBaHUX KAIHIYHUX AOCNILKEHHAX MaKCUMasbHI PiBHI MET(OPMIHY Y
nnasmi KpoBi (Ciax) HE NepeBuLLyBasiv 5 MKI/M/1 HaBiTb NPU 3aCTOCYBaHHI MakCUMasIbHUX [03.

Mpy ogHOYacHOMY NPUInOMI XXi abcopbuist METPOPMIHY 3HMKYETLCS | AeL0 YMNOBIbHIOETHCS.

Micna nepopanbHOro 3acTocyBaHHS Y A03i 850 Mr cnoctepirasocs 3HMXKEHHS MaKCUMabHOT KOHLEHTpauil y
nnasmi KpoBi Ha 40 %, 3meHweHHA AUC — Ha 25 % i 36i/bLUeHHS Ha 35 XBU/IMH Yacy AOCATHEHHS MaKCUMasIbHOI
KOHUeHTpauiT y nias3mi Kposi. KniHivyHa 3HauyLLICTb LMX 3MiH HEBIZOMa.

Posnogin.

3B’A3yBaHHA 3 OiflKaMM Nnasmy KpPoBi He3HayHe. MeT(OpMiH MPOHMKaE B epuTpouuTn. MakcumanbHa
KOHLLEHTpaLif Yy KPOBi HMXX4Ya, HDK MakCUMasibHa KOHUEHTpauis y nnasMmi KpoBi, TOA4I K Yac [OCATHEHHS
NPUBAN3HO OfHaKOBWUIA. EpuTpounTyn, HaliMOBIpHILLE, ABMSKOTb COO0K BTOPUMHHWUIA KOMMApTMEHT PO3noginy
meTgopminy. CepefHiii 06’em posnoginy (Vd) KonneaeTbes 'y AianasoHi 63—-276 n.

MeTabonism.

MeTgopMmiH BUBOAMTLCA Y HE3MIHEHOMY BUINAi 3 ceyeto. MeTaboniTiB y NHOANHM HE BUSIBNEHO.

BuBefeHHA.

HuvpkoBuiA KnipeHC MeTqopMmiHy cTaHoBUTb > 400 mn/xB. Lle Bkasye Ha Te, WO MeT(HOPMIH BMBOAMTLCA 3a
paxyHOK K/y604KOBOI (hifbTpauii Ta KaHanbLeBOl cekpeuii. [licng nepopasbHOro npuinomy nepiog,
HaniBBMBELEHHS CTaHOBUTb MpMOAM3HO 6,5 rofuHn. Mpu nopyLlleHin (QYHKLIT HUPOK HUPKOBUI KMipeHC
SHWXKYETbCA MPOMNOPLIAHO [0 KNIPEHCY KpeaTWMHIHY | TOMY nMepiof HaniBBUMBEAEHHS 30iMbLUYETLCH, L0
MPU3BOANTL A0 30iNbLUEHHS PIBHA METQOPMIHY Y Mnasmi KpPoBi.

OcobnuBI rpynn NALLIEHTIB.

HupkoBa HeOCTaTHICTb.

HasaBHI 06MeXeHi faHi W00 NauieHTiB i3 MOMIPHUM CTYMEHeM HUPKOBOT HeJOCTATHOCTI, TOMY HEMOXX/IMBO TOYHO
OLiHWUTWN CMUCTEMHY €KCMOo3MLit0 MeT(HOPMIHY B Ui rpyni NawyieHTiB MOPIBHAHO 3 MauieHTaMXU 3 HOPMasibHOM
(PYHKLIIE0 HAPOK. TOMY HeobXifHe KOpUTyBaHHA 403W 3riAHO 3 KNIHIYHOK eeKTUBHICTIO/NepeHOCUMMICTIO (AMB.
po3ain «Cnoci6 3acTocyBaHHS Ta 403n»).

aiTn.

B pe3ynbtati nNpoBefeHHS  OOCMIMKEHHSA  OfHOKpaTHOoi fgo3v 500 Mr  meThopMiHy  rigpoxiopuay
(hapMaKOKIHETUYHMIA Npodhinb Yy MauieHTiB negiaTpyyHol nonynsuii 6yB aHanoriyHMM TakoMy Yy 340POBUX
[0POC/NX.

[aHi 1040 3acToCyBaHHA 6aratopasoBmx 403 0OMEXEeHI OAHUM LOCNIIKEHHSAM.

Micna nosTopHOro BBeAeHHst 500 Mr meThopMiHy ABiYi Ha 406y MPOTAroM 7 AHIB Y MauieHTiB nediaTpuyHoOl
nonynaui’ mikoBa KOHUeHTpauif y nnasmi KpoBi (Cpg) Ta cuctemHa ekcrosuuis (AUCO-t) 3HmKyBanucs
npuénnsHo Ha 33 % Ta 40 % BiANOBIAHO MOPIBHAHO 3 TaKMMKW Y JOPOCAMX MALiE€HTIB, XBOPUX Ha LYYKPOBUM
AiabeT, AKi oTpumyBanv NOBTOPHI f031 500 Mr Ba pasu Ha AeHb NPoTArom 14 AHiB.

OcKifnbKn go3a TUTPYETLCA IHAMBILYa/IbHO Ha OCHOBI TNiKEMIYHOIO KOHTPO/O, BULLE3a3HavYeHa iHhopMmaLlia Mae
06MeXeHe KiHiYHe 3HaYeHHS.

KniHiYHI XapaKTepuUCTUKMN.

lNoka3aHHA.

Llykposwuii giabeT 2 Tuny npu HeetheKTUBHOCTI AieToTepanii Ta pexxumy (isMyHMX HaBaHTaXeHb, 0CO6MNBO Y
XBOPUX 3 HaJ/IMLLKOBOKO Macoto Tina:

— IK MOHOTepanisa abo y cknagi KoM6iHOBaHOI Tepanii 3 IHWUMYK NepopasibHUMU TiNOrIiKeMiYHUMK 3acobamu Un
3 IHCYNIHOM AN151 NiIKyBaHHA AOPOC/NX;

— AIK MOHOTepanist abo y cknafi kKom6iHOBaHOT Tepanii 3 IHCYNiHOM Ana NiKyBaHHSA AiTei BikoM Big 10 pokiB Ta
NigniTKIB.

[Na 3MeHLUEHHS YCKNagHeHb LYKPOBOro fiabeTy Yy A0POCAMX MauieHTiB 3 LyKpOBMM fiabeTom 2 Tuny i
HaJ/IMLLIKOBOK MACcOH0 Tifla AK MpenaparT nepLuoi NiHii nicnsa HeeeKTMBHOT AieToTepanii.

MpoTunokasaHHs.

— MMigsuLLeHa YyTAMBICTb 40 MeT(HOPMiHY abo 40 6yAb-AKOr0iHLLION0 KOMMOHeHTa npenapary;

— 6y Ab-SIKMIA TUN FOCTPOro MeTaboNivHOro aumao3sy (Hanpukiag nakToaunaos, AiabeTMYHNiA KeToaumaos);
— piabeTnyHa Npekoma;

— HUPKOBA HEOCTATHICTb TAXKOr0 CTyneHs (LWBUAKICTb KNy60uKoBoi (iibTpauil (LLUK®) < 30 mn/xs);



— FOCTPI CTaHW, L0 NPOTIKAKTb 3 PU3NKOM PO3BUTKY MOPYLUEHb PYHKLIT HAPOK, TaKi SIK: 3HEBOLHEHHS OpraHismy,
TSOKKI IH(DEKLiHI 3aXBOPIOBaHHS, LLOK;

— 3aXBOPHOBaHHS, L0 MOXYTb NMPU3BOAUTU LO PO3BUTKY FIMOKCIi TKAHWUH (0COBAMBO rOCTPI 3aXBOPHOBaHHA abo
3arOCTPEHHA XPOHIYHOT XBOPO6W): [eKOMMeHCOBaHa CepueBa HeAOCTaTHICTb, AMXa/lbHa HEeAoCTaTHICTb,
HeL0AaBHO NepeHeceHni iHapKT Miokapaa, LLOK;

— MeYiHKOBa HeJOCTATHICTb, FOCTPe OTPYEHHS alKOro/iem, afiKoronism.

B3aemogis 3 iHLUMMM NiKapcbKMMKM 3acobamm Ta iHLLi BUAW B3aEMOAINA.

Komb6iHauii, Wwo He peKOMeHAYEThCA 3aCTOCOBYBaATW.

ANKorosb. ANKOrosibHa IHTOKCMKaLifi acouitoeTbCA 3 MiABULLEHUM PU3NKOM flaKTOaumaosy, 0co6/vBo npu
ronoAyBaHHi, HeaoiaaHHI abo NeYiHKOBIV HEAOCTAaTHOCTI.

/l0[0BMiCHI peHTTeHOKOHTPAcTHi peuoBuHM. MNMaLjieHTaM 3acTOoCyBaHHS MET(OPMIHY C/iJ MPUAMHNTY A0 abo Mij
yac NpoBefeHHs AOCNIAKEHHA Ta He NMOHOB/OBATU PaHille HXK Yepe3 48 roauH nicnsa f4OCAigpKeHHs | nuwe nicns
MOBTOPHOI OLLIHKM Ta BCTaHOB/EHHS CTabifIbHOro cTaHy (yHKLIT HUPOK (AMB. po3ainn «Crnoci6 3acToCyBaHHA Ta
[031» Ta «OCO6NMBOCTI 3aCTOCYBAHHSA»).

Komb6iHauii, uwo cnig 3acTocoByBaTu 3 06epe>kHiCTHO. [eski NikapcbKi 3acobu, Hanpuknag HecTepoifHi
npoTtusanasbHi npenapaty (HM3M), BKIOYaOUM CENEKTUBHI THTIBITOpK LmKnookeureHasu (LOT) 11, iHribitopu
aHrioTeH3MHNepeTBOPIOKOYOro epmeHTy (AlMP), aHTaroHIiCTU peuenTopiB aHrioteHauHy Il i AiypeTukn,
0C06/IMBO NETNLOBI AiYPETUKM, MOXYTb HEFaTUBHO BIN/IMHYTU Ha (PYHKLiH0 HUPOK, L0 MOXE 36iNblLUNTU PUKK
BUHWUKHEHHS flakToaumao3y. Ha noyatky fikyBaHHS BMLLe3a3HaYeHUMU fliKapCbKMMKU 3acobamu abo y pasi ix
3aCTOCYBaHHSA B KOMOGiHaLLiT 3 MeT(OPMiIHOM HEOOXIiAHNI PETENbHMIA KOHTPO/b (PYHKLIT HAPOK.

NikapcbKi 3acobu, WO YMHATH TINepriikeMiydy Ait0 (FHOKOKOPTMKOCTEPOiAM CUCTEMHOI Ta Micuesoi Aii,
cMMNaTOMIMETUKM). HeoOXiAHO 4acTille KOHTPOMtOBATWU PiBeHb [/IOKO3M Y KPOBi, 0CO6G/MBO Ha MoyaTky
niKyBaHHs. Mif Yac i nicns NPUNUHEHHS Takol CyMicHOT Tepanii Heo6XifHO KopurysaTy ao3y Inokodaxy®.
TpaHcrnopTepy opraHiuHux kaTioHis (OCT)

MeTdopmiH € cybeTpaTtoM 060X TpaHcnopTepis OCT1 i OCT2.

CynyTHe 3aCTOCYBaHHA MET(OPMIHY 3:

- iHriéitopamy OCT1 (TaknMu SiK Beparnamifl) MoXe 3MeHLINTU eeKTUBHICTb MeTDOPMIHY;

- iHaykTopamn OCT1 (Takumm 8K pudamniumH) MOXe 36iMbLUNTK LLMYHKOBO-KMLLIKOBE BCMOKTYBaHHS Ta
e)eKTMBHICTb MET(OPMIHY;

- iHri6itopamn OCT2 (Takumy §K UMMETWAMH, AONyTerpasip, paHONasnH, TPUMETONPUM, BaHAeTaHio,
i3aBYKOHA30/1) MOXE 3HU3UTU HUPKOBE BUBELEHHS MET(OPMIHY 3 NOAablUIMM 36iNbLUEHHAM KOHLUEHTpauii
MeT(OPMIHY B nasMi KpoBi;

- iHri6iTopamn i OCT1, i OCT2 (Takmmu $iK KPU30TWUHIG, onanapub) MoXKe BMAVHYTUM Ha eqeKTUBHICTb Ta
HVPKOBE BUBELEHHSA MET(HOPMIHY.

TOMy peKkOMeHAYeTbCA BUABNATUA 0CO6/MBY 06epeXXHICTb MpU CynyTHbOMY 3aCTOCYBaHHI LUMX MpenapaTis 3
MeT(hOpPMiHOM, 0CO6/IMBO OO NaLiEHTIB 3 MOPYLLEHHAM (PYHKLIT HAPOK, OCKifNIbKM KOHLEHTPAL|i MET(OPMIHY B
nnasmi KpoBi MOXe 3pOoCTW. 3a HeoOXiAHOCTI Cnif 3BaXWUTU MOXIMBICTb KOPWUTYBaHHA [03M MET(OPMIHY,
OCKiNbKM iHri6iTopu/iHgykTopyn OCT MOXYTb BN/IMHYTU Ha eIeKTUBHICTb MET(POPMIHY.

Oco6MBOCTI 3aCTOCYBaHHSA.

NakToaunaos € oyxe pigKICHUM, afie THKKUM MeTaboNiYHUM YCKafHEHHSAM, WO HalyacTille BUHWKaE npu
rOCTPOMY MOTIpLIEHHI (YHKUIT HUPOK, CepLeBo-lereHeBOMy 3axBOproBaHHI abo cerncuci. Mpu roctpomy
NOripLEHHI PYHKLIT HAPOK Bif0yBaeTbLCA KyMy siLisfi MeTDOPMIHY, L0 36ibLUYE PU3MK PO3BUTKY NTAKTOALMA03Y.
Y pasi 3HeBOAHEHHS (CWNbHOT Aiapei abo 6/10BaHHA, rapsaykum abo 3MeHLUEHHS! CMOXUBaHHSA PigvHK)
PEKOMEHAYETLCSA TUMYACOBO MPUMNUHUTI 3aCTOCYBaHHA MET(OPMIHY | 3BEepHYTUCA 33 MELUYHOK JOMOMOrOH0.
MayieHTaM, AKi OTPUMYIOTb MET(OPMIH, Cif 3 06EPEXHICTIO PO3NOYMHATI fIIKYBaHHSA 3ac06amu, WO MOXYTb
roCTPO NOripWwnTM (OYHKLUIH0 HMPOK (Hanpuknag rinoTeH3MBHUMW rpenapatamu, CeYoriHHMMKU 3acobamu Ta
HM3M). IHWi (akTopy pr3MKy BUHWKHEHHS NIAKTOAUMA03Y BK/IOYAlOTb HaMIpHe CrOXWBAHHSA a/IKOrofito,
MeYiHKOBY HefOCTaTHICTb, HEeLOCTAaTHbO KOHTPO/bOBAHWI LYYKPOBWI AiabeT, KeT03, TpuBase TrON0AYBaHHS i
Oyfb-AKi CTaHW, MOB’A3aHi 3 TIMOKCIEK, a TaKOX CYMYTHE 3aCTOCYBaHHA JIKAPCbKUX 3ac06iB, L0 MOXYTb
MPW3BECTM 10 NaKTOaUMAo3y (AvB. po3ainu «poTunokasaHHs» Ta «B3aemogis 3 iHLWMMMK NiKapcbKMK 3acobamu
Ta iHWIi BUAM B3aEMOAIN>).

MauieHTn Ta/abo 0cobw, L0 34IACHIOTL 38 HUMKU LOrNa4, MalTh 6yTW NPOIH(OPMOBaHI NPO PU3NK PO3BUTKY
NakToaumao3sy. XapakTepH1UMU 03HaKaMy NakToauMao3y € aunaoTuyHa 3aguilka, 6ib y XKnBoTi, M’430Bi CyL0MU,



acTeHif Ta rinoTepmis, y MOAIbLIOMY MOX/IMBUIA PO3BUTOK KOMW. Y pasi MosiBu Oyfb-AKOro CUMMTOMY
NaKToaLMA03y NauieHT NOBUHEH NPUNUHUTY 3aCTOCYBaHHSA METPOPMIHY | HErainHO 3BepHYTUCA L0 NiKaps.
NakToaumnaos xapakTtepusyeTbea AiarHOCTUYHMMKU NabopaToOPHUMU MOKa3HUKAMU: 3HUDKEHHA PiBHSA pH Kposi
(< 7,35), MigBULLEHHA CMPOBATKOBOI KOHLEHTpauil nakraty y naasmi Kposi (> 5 mmosnb/n), NifABWLLEHHS
aHIOHHOr O iHTepBa/y Ta NiABULLEHHS CNiBBIAHOLLEHHS BMICTY nakTat/nipysart.

PyHKLiA HUPOK. LLUK® cnig ouiHtoBaTK fO NoYaTKy NiKyBaHHS i perynspHo nicns oro 3aBepLueHHs (4MB. po3gin
«Cnocib 3acTocyBaHHA Ta [103M»). 3aCTOCYBaHHS MeT(OPMIHY NpPoTMNoKasaHe nauieHTam 3 LLUK® < 30 mn/xB i
Mae OyTW TMMYaCcOBO MPUMUHEHE 3a HAsBHOCTI 3aXBOPHOBaHb, LLO 3MIiHIOKOTb (DYHKLIIHO HUMPOK (AMB. po3Aain
«[1pOTUNOKA3aHHSA).

CepueBa hyHKUisA. TaLieHTn i3 cepueBO0 HefOCTaTHICTIO MatoTb OiNbLL BUCOKMIA PU3UK PO3BUTKY TiMOKCIT Ta
HMPKOBOI HefoCTaTHOCTI. lMauieHTaM 3i cTabifibHOK XPOHIYHOKO CEpLEBOID HELOCTATHICTIO MeT(HOPMIH MOXHa
3aCTOCOBYBaTWU MpU pPerynsipHoOMy MOHITOPUHIY CepueBOi Ta HMPKOBOI (hyHKUiT. MeT(hopMiH NpoTUNOKa3aHWit
nawieHTam i3 rocTpoto Ta HeCTabifIbHOK CEePLEBOO HEAOCTATHICTIO (AMB. PO3AiNn «POTUMNOKA3aHHS»).
100BMIiCHI PEHTTEHOKOHTPACTHI 3aC061. BHYTPILLHLOCY/ANHHE BBEAEHHS i0A0BMICHNX KOHTPACTHUX PEUOBMH
MOXe BUK/IMKAaTW KOHTpacT-iHAYKOBaHy Heponarito, WO npu3BoAUTbL [0 HAKOMUYEHHA MET(OPMIHY i
36i/IbLLIEHHSA PU3MKY PO3BUTKY NaKToaumao3y. MNauieHTaM 3acTocyBaHHS MET(HOPMIHY Cig NPUMNUHATKL L0 abo nig,
yac NpPoBeLeHHA JOCNIAKEeHHS Ta He NMOHOB/KOBATU paHille HXK Yyepe3 48 rofuH nicna fOCNiAKeHHS i nuLue nicns
MOBTOPHOT OLIHKM Ta BCTaHOB/IEHHS CTabiNibHOro cTaHy (PYHKUIT HUPOK (AMB. po3ainn «Cnocib 3acTocyBaHHA Ta
[031» | «B3aeEMOfif 3 IHWMMM NiKapCbKUMUM 3ac06aMK Ta iHLWI BUAW B3aEMOLIN»).

XipypriuHi BTpyyaHHsa. HeobxifHO NPUNMHUTYK 3aCTOCYBaHHA MET(OPMIHY Nif vac XipypriyHoro BTpyYaHHs, ke
NPOBOAATL Nif 3arasbHOO, CriHa/IbHOK abo enifypasbHOK aHeCTE3IErD, | HE MOHOB/IKOBATK paHille HiXK Yepes 48
FOAVH Nicna NPoBeAeHHs onepaii abo BiJHOB/IEHHA MEPOPaIbHOr0 XapyuyBaHHA i NLLE NiCNA NOBTOPHOT OLIHKM
Ta BCTAHOB/IEHHSA CTabiNIbHOro CTaHy (yHKLiT HUPOK.

[iTun. o noyatky nikyBaHHS MET(QOPMIHOM Mae 6yTU MiATBEPAPKEHWNIA AiarHO3 LYKpOBOro Aiabety 2 tuny. 3a
pe3ynbTaTtaMy OAHOPIYHUX KOHTPO/IbOBAHUX KNIHIYHMX AOC/IAXEeHb He BUAB/IEHO BM/IMBY MeT(HOPMIHY Ha PICT i
cTaTteBe [103piBaHHA Y AiTeil. OaHaK HeEMaE JaHUX LLOAO AiT MET(OPMIHY Ha pIcT i cTaTeBe [03piBaHHS Npu GifbLL
TPMBAIOMY 3aCTOCYBaHHI MeET(OPMIHY, TOMY PEKOMEH0BaHO YBaXKHE CMOCTEPEXEHHSA 3a LMK napameTpamn y
[iTei, AKi NiKytTbCA METHOPMIHOM, 0CO6/IMBO Y Mepioj CTaTeBOro A03PiBaHHS.

[iTn Bikom Bif 10 g0 12 pokiB. 3a pe3ynbTaTaMy KOHTPONbOBAaHUX KMIHIYHMX JOCNiMKeHb 3a yyacTio 15 aitei
BikoM Bif 10 o 12 pokiB e(heKTUBHICTL | 6e3neka 3aCcTOCyBaHHA MeT(OPMIHY A/A L€l Fpynun mauieHTiB He
BiApi3HANMCA Bif Takol Ans AiTeid CTaplioro BiKy Ta NigniTkie. Npenapat cnig npuaHayaTn 3 0C06MMBOMO
06epexxHicTHo AiTam Bikom Bif 10 fo 12 pokiB.

IHWI 3acTepe>kHi 3axogn. lMauieHTaM HEeo6XiAHO AOTPMMYBATWUCA AIETU, PIBHOMIPHOIO NPWInOMY BYrEBOAIB
npoTarom fobun. MauieHTam i3 HagMIpHOK Macok Tina chif NPOAOBXYBaTU AOTPUMYBATUCA HU3bKOKANOPIAHOT
AieTn. HeobxiAHO perynsapHO KOHTPO/IOBATM NOKa3HUKY BYT/1EBOAHOIN0 0OMiHY MaLieHTIB.

MoHoTepanis MeTPOPMIHOM He CMPUYUHAE TINOrnikemii, ogHaK cnif 6yt 06epeXHVM Mpu OAHOYACHOMY
3aCTOCyBaHHI MeT(OPMiHY 3 iHCYNiHOM abo iHWMMK NepopaslbHUMK TiNornikeMiyHUMKM 3acobamu (Hanpuknag
MOXiAHUMMW CY/IbOHINCEYOBUHM aB0 MErNITUHIZAMN).

3acTocyBaHHA y nepiof, BariTHOCTI abo rogysaHHs rpyaato.

BariTHiCTb. HeKOHTpONbOBaHUIA LYKpOBWUIA AiabeT y nepiog BariTHOCTI (rectauiiiHwii  a6o NOCTiNAHWIA)
36iMbLUYE PU3MK PO3BUTKY BPOMXKEHMUX aHOMasil i nepuHaTaibHOI NeTanbHOCTI. € 06MeXeHi AaHi 3aCTOCYyBaHHSA
MEeT(OPMiHY BariTHUM >KiHKaMm, L0 He BKa3ylTb Ha MigBULLEHWIA PU3NK BPOMKEHWUX aHOManin. [OKAMiHiYHi
[OCNIIKEHHA He BUABWAW HEraTMBHOIO BM/IMBY Ha BariTHICTb, PO3BUTOK embpioHa abo nnoga, mosiorn Ta
NiCNSANOMNOroBMIA PO3BUTOK. Y pasi MnaHyBaHHA abo HacTaHHSA BariTHOCTI AN NiKyBaHHS LYKPOBOro fiabety
PEKOMEHJ0BaHO 3aCTOCOBYBATW He MET(OPMIH, a iHCYNiH ANd MIATPUMKM PIBHA TNHOKO3M KPOBI MakCMMaslbHO
HabXKEHVM [0 HOPMa/IbHOTO 3a//19 3MEHLLEHHS PU3UKY PO3BUTKY Baf Nioja.

lFogyBaHHA rpyaato. MeTqopMiH EKCKPETYETbCA Y TpyAHe MOJIOKO, afe Y HOBOHapOMKEeHUX/HEMOBNAT, AKI
3HaXOAW/INCA Ha TPYLHOMY roflyBaHHI, NobiyHiI ethekTn He cniocTepirannca. OfHaK, OCKINIbKM HEAOCTATHLO LaHUX
Wwoao 6esnekn 3acTOCyBaHHA npenaparty, rOAyBaHHA TPYLA0 HE PEeKOMEeHAYETbCA MpOTAroM Tepanii
MeT(OPMiHOM. PilLeHHS WOoA0 NPUNMHEHHS FOA4YBaHHA rpyaat0 HeoOXigHO NPUIMAaTK 3 ypaxyBaHHSM nepesar
rPYAHOro roAyBaHHS Ta MNOTEHUIAHOrO PU3NKy NOGIYHNX edheKTiB ANt AUTUHN.

@epTUnbHICTb. MeT(hopMiH He BNMBaB Ha (hepTULHICTL TBAPUH MPK 3aCTOCYBaHHI y ao3ax 600 mr/kr/Ha fo6y,
WO Maibke y 3 pa3v NepeBuLLYBaIM MakCUMabHY PeKOMeHA0BaHy J060BY [03Y AN NIOAVHA 3 PO3paxyHKy Ha
nnoLy NoBepxHi Tina.



34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHIi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
MoHoTepanis MeT(hopMiHOM He BMNMBAE Ha LUBUAKICTb peakLii Npu KepyBaHHI aBTOTPaHCMOPTOM abo po6oTi 3
IHWNMKM MexaHi3MaMK, OCKifIbK/ npenapaTr He CrnpuuuHse rinornikemii. OgHak cnig 6yt o0bepexxHuM npu
3aCTOCyBaHHI MET(OPMIHY Yy KOMOIHALIT 3 IHWMMK rinornikemiyHUmK 3acobammn (MOXigHi CyNbMOHINCEUOBUHN,
IHCYNiH 860 MEerniTUHIAM) Yepes pU3MK PO3BUTKY TiNOraiKemii.

Cnoci6 3acTocyBaHHs Ta [03W.

Jopocni nauieHTn 3 HopMa/IbHOK YHKLiE HUPOK (LUK® > 90 mn/XB).

MoHoTepanist abo KoM6iHoBaHa Tepanis 3 iHWUMK NepopanbHUMK TinornikeMiyHUMK 3acobamiu.

3a3BMyaii NouaTKoBa j03a CTaHOBUTL 500 Mr a6o 850 Mr (Intokodax®, TabneTkn, BKPUTI NNiBKOBOI 060/I0HKOI,
no 500 mr a6o 850 mr) 2-3 pa3u Ha 406y nif yac abo nicns npuinomy xi.

Uepes 10-15 AHiB 03y HEOOXiAHO BifKOPWryBaTW BiAMOBIAHO A0 pe3y/nbTaTiB BUMIPHOBaHb PIBHA T/IHOKO3N Y
cupoBartL,i KpoBi.

MoBifnbHe 36i/bLUEHHS 103K CIPUSE 3HMKEHHIO NOBIYHUX edieKTiB 3 GOKY TPaBHOIO TPaKTy.

Mpwn nikyeBaHHI BUcokMMKM fo3amu (2000-3000 mMr Ha [00Yy) MOXIMBE 3aMilleHHA KOXHUX 2-X TabneTtok
npenapaty niokohax®, 500 mr, Ha 1 TabneTKy npenapaty nrokodax®, 1000 mr.

MakcmmanbHa peKoMeHA0BaHa fjo3a cTaHoBMTL 3000 Mr Ha 06y 3a 3 NPUIAOMMN.

Y pasi nepexogy 3 iHWOro nNpoTuAiabeTMyHOro 3acoby Heob6XigHO NPUNVHUTK MPUIAOM LbOro 3acoby Ta
NPU3HAYUTN MET(OPMIH, K 3a3HAYEHO BULLE.

Kom6iHoBaHa Teparnis 3 iHcyniHoM.

[Na [OCATHEHHS KpaLLoro KOHTPO/IKO 3a PiBHEM [/1H0KO3M Y KPOBi MeT(OPMIH Ta iHCY/iH MOXHa 3aCTOCOBYBaTU Y
BUrNA4I KOMGIHOBaHOT Tepanii. 3a3Buuyali novaTkoBa Ao3a cTtaHoBUTb 500 mr a6o 850 Mr MmeThopMiHy
rigpoxnopuay 2-3 pasv Ha Jo6y, TOAI AK [03Y IHCYNiHY cnij nigéupaty BiANOBIAHO LO pe3ynbTaTiB BUMIPHOBAHHS
PIBHSA rNHOKO31'Y KPOBI.

Y nauieHTiB NiTHLOrO BiKYy MOX/IMBE 3HMXEHHS (PYHKLIT HUPOK, TOMY 103y MET(OPMiHY HEO6XiAHO Nig6upaTh Ha
OCHOBI  OLiHKM (YHKUIT HMPOK, SKY HeoOXifHO MpoBOAUTM perynspHo (avs. po3gin  «OcobnmneocTi
3aCTOCYBaHHS»).

HupkoBa HepgocTaTHICTb. LLUK® cnig ouiHoBaTM A0 MoYyaTKy NiKyBaHHS NiKapCbKMMKU 3acob6amu, WO MICTATb
MeT(OpMiH, Ta MPOTAroM NiKyBaHHS NPWHaMHI LWopiYyHO. MauieHTaM 3 NiABULLEHUM PU3MKOM MOAA/bLIOIO
nporpecyBaHHs HUPKOBOT HEAOCTATHOCTI Ta MauieHTam NIiTHbOrO BiKy C/if NPOBOAUTU PETeNbHUA MOHITOPUHT
(DYHKLIT HUPOK AKOMOra YacTiLlle, HanpuKias KoXHi 3—6 micauis.

LWK® 3arasibHa MakcumanbHa fo6oBa [03a [oaaTkoBa iHpopmaLis
(mn/xB) (mae 6yTv po3gineHa Ha 2- 3 NpuiioMu)
60- 89 3000 mr Y pasi 3HWKEHHA (YHKUIT HUPOK
PEKOMEHAYETbCH PO3rNAHYTH
MOX/IMBICTb 3MEHLLUEHHS [O3W.
45- 59 2000 mr MMepeg nNoOYaTKOM  3aCTOCYBaHHSA

MeT(OPMiHY  CNiff  PO3rNAHYTH
(hakTopK, WO MOXYTb 36iMbLINTK
PU3NK  PO3BUTKY  NlaKToaumaosy
(ams. po3gin «Ocob6nmBocCTi
3aCTOCYBaHHS»).

MouyaTkoBa [f03a CTaHOBWUTL He
Oiflblle  NOMOBUHWM  MaKCUMa/IbHOI

£031.
30-44 1000 mr
<30 - 3acTocyBaHHSA MeT(opMiHy
MPOTUMOKA3aHe.
aiTn.

MoHoTepanis abo kKoMbiHOBaHa Teparnis 3 iHCyiHOM.
MpenapaT niokoax® 3acTocoBytoTh AiTAM BikoM Bif 10 pokiB Ta nigniTkam. 3a3Buuali nMoyaTKoBa A03a
cTaHoBUTL 500 Mr a6o 850 mr npenapaty Mtokohax® 1 pa3 Ha 4oby nif vac abo nicns npuiiomy ixi.



Uepe3 10-15 gHiB [03y HeoOXifHO BifKOpUryeaTtu BifMOBIAHO 4O pe3ynbTaTiB BUMIPHOBaHb PIBHA T/1HOKO3M Y
cuposatyi Kposi. MoBinbHe 36i/bLUEHHS 403U CNPUSE 3HKEHHIO NMOGIYHMX edeKTiB 3 6OKY TPaBHOrO TPaKTy.
MakcvMasibHa peKoMeHAoBaHa fo3a cTaHoBUTb 2000 Mr Ha o0y 3a 2—3 npuiomu.

Nepeno3yBaHHA.

Mpn 3acTocyBaHHI npenapaty y A03i 85 r po3BUTKY rinorfiikemii He cnoctepiraniocs. OfHaK y LUbOMY BMNAaLKY
CrocTepirasca po3BMTOK flaKTOALMA03Yy. 3HaUYHe MepeBULLEHHSA [03M MeT(OPMiHY abo CynyTHI (PakTopy pu3nKy
MOXYTb MPU3BOANUTU A0 NlaKToauMao3y. JlakToaumaos € HeBigKNaaHUM CTaHOM i MOro cAif ikyBaTuh y cTalioHapi.
Haiie(heKTMBHILLMM 3aX0L0M [/151 BUBEAEHHS 3 OpraHi3my fakrtarty i MeT(hopMiHy € remMogianis.

Mo6iyHI peakuii.

HayacTilummmn HebaxXaHUMM peakuisiMM Ha NoyaTKy NiKyBaHHA € HyAoTa, 6/1t0BaHHS, Aiapes, 6inb Y XMBOTI,
BIAACYTHICTb aneTuTy. Lli cumnTOoMM y 6inblIOCTi BUMNAAKiB MWUHAKOTb CaMOCTIHO. [Na nonepemXeHHs
BUHUKHEHHS 3a3HayeHUX NOBIYHNX ABWLL PEKOMEHAYETHLCA NOBINIbHE 30i/bLUEHHS [03YBaHHA Ta 3aCTOCOBYBaHHSA
A060BOI 403K NpenapaTy 3a 2—3 NpUiioMu.

HebaxkaHi epeKTr 3a 4YaCTOTOK BUHUKHEHHS KNacUiKyOTb 3a TaKUMU KaTeropisimu:

AyXe yacto (> 1/10), yacto (> 1/100 i < 1/10), HeyacTo (> 1/1000 i < 1/100), pigko (> 1/10000 i < 1/1000), ay>xe
pigko (< 1/10000).

Y KOXXHOMY CMCTEMHO-OpraHHOMY Knaci no6iyHi peakuii 3a3Ha4yeHO Y MOPALKY 3HUXKEHHS TXHbOrO K/iHIYHOro
3HaYeHHS.

MopyLUeHH 06MiHY PeyOBYH.

[yxXe pifko: naktoaumpo3s (avs. po3gin «Oco6/IMBOCTI 3aCTOCYBaHHSA»).

Mpwv TpMBaIOMy 3aCTOCYBaHHI NpenapaTy MOXe 3HMXYBATUCA BCMOKTYBaHHS BiTaMiHy B1o, LLIO CYyNPOBOLKYETLCA

3HMKEHHAM 1AOr0 PiBHA Yy cupoBaTli KpoBi. PeKOMeHAYeTbCA BPaxOBYBaTU TaKy MOX/IUBY MNPUHUHY
rinositamiHo3y B, AKLLO Y NaLieHTa HasgBHa MeranobnacTHa aHemis.

3 60Ky HEpBOBOT CUCTEMM.

YacTo: nopyLUeHHs CMaky.

3 60Ky TpaBHOI CUCTEMN.

[yXe yacTo: po3nagm 3 60Ky TpaBHOI CUCTEMU, TaKi K HyAoTa, 61t0BaHHS, Aiapest, 6ilb Y XKMBOTI, BIACYTHICTb
aneTuty. HaltyacTiwe ui no6iyHi ABMLLA BUHMKAKOTL Ha NOYaTKY NMiKyBaHHA i Yy 6iNbLLIOCTI BUMNAAKIB CIOHTAHHO
3HUKaKOTb. N9 nonepempkeHHs BUHUKHEHHS NMOBIYHMX ABULL 3 6OKY TPaBHOI CUCTEMU PEKOMEHAYETLCA MOBifbHE
36i/bLUEHHS [103YBaHHA Ta 3aCTOCyBaHHS 4060BOT 403W npenapaTy 3a 2—3 NpuinoMu Mnig Yac abo nicng npuiomy
DKI.

3 60OKY MeYiHKy Ta XKOBYOBYBIAHUX LUNAXIB.

[yXe pigKo: NOPYLUEHHS MOKa3HUKIB PYHKLIT NeYiHK1 abo renatuTu, WO MOBHICTIO 3HWKalOTb MiCNs BigMIHK
MeT(opMiHy.

3 60Ky LUKIpW Ta NifLWKIPHUX TKaHUH.

[y>Ke pifKo: LWKIpHI peakuii, L0 BKIOYaOTb epuTeMy, CBEPOIXK, KPOMUB’SIHKY.

aiTn.

B ony6nikoBaHMX i MOCTMapKETMHIOBUX AaHUX Ta KOHTPObOBAHWMX KNIHIYHWUX AOCHIMKEHHSX B OOMEXEHOI
negiatpuyHol nonynauii Bikom 10-16 pokis, Aka 0TpuMyBasia MET(OPMIH NPOTAroM 1 poky, NOBiJOM/IEHHS MPO
NoGIYHI ePeKTN Y AiTel By CXOXMMU 33 XapaKTEPOM i TSXKKICTIO 3 NPosiBamMu, L0 Bif3Havanmncs y 4opoc/mx.
[NoBiAOMAEHHS NPO Mif03POBaHI HebaxXKaHi NO6IYHI peakLil

Micna peecTpauil NikapcbKoro 3acoby BaXkIMBO MOBILOMAATY MPO Nif03ptoBaHi NobivHi peakuii. Lle gae amory
3aicHIOBaTM 6e3MepepBHUIA  MOHITOPUHI  CMiBBIAHOLIEHHS KOPUCTL/PU3KNK, MOB’A3aHOr0 i3 3aCTOCYBaHHAM
NiKapcbKoro 3acoby. MeguyHum npauiBHMKaM HeoOXiZ4HO NOBILOMAATU MpPO OyAb-AKi MO6IYHI peakuii 3a
[0MOMOr 0K HaLiOHa/IbHOT CUCTEMU 3BITHOCTI.

TepMiH NpUAaTHOCTI.
TabneTku, BKpUTI NNIBKOBOK 060/10HKO0, M0 500 mr, 850 Mr — 5 pokiB.
TabneTkn, BKpUTI NIIBKOBOK 0060/10HKOK, N0 1000 Mr — 3 poku.

YMoBWU 36epiraHHs. He notpebye 0co6MBUX YMOB 36epiraHHs. 36epiratv y HeoCTYMHOMY ANs AiTel MmicLi!



YnakoBkKa.

TabneTku, BKpUTI NniBKOBOK 060/10HKO, M0 500 mr. Mo 15 Tabnetok y 6nicTepi; no 2 abo no 4 6nictepun y
KapTOHHIl Kopobui. Mo 20 TabneTok y 6nicTepi; No 3 6nicTepn y KapTOHHIA KOpoOLi.

TabneTku, BKpUTI NiBKOBOK 060/10HKO, Mo 850 mr. Mo 15 Tabnetok y 6nicTepi; no 2 abo no 4 6nictepun y
KapTOHHI Kopobui. Mo 20 TabneTok y 6nicTepi; no 3 6/1icTepn y KapTOHHIA KOPOOLi.

TabneTku, BKPUTI MNiBKOBOK 060/10HKOM, Mo 1000 mr. Mo 15 Tabnetok y 6icTepi; no 2 abo no 4 6nictepn y
KapTOHHIli Kopobu,.

Karteropis Bignycky. 3a peLenTom.

Bupo6HMK.
Mepk CaHte, ®paHuis/Merck Sante, France.
Mepk, C/1, IcnaHig/Merck, SL, Spain.

Micue3HaxomkeHHs BUPOOHMKaA Ta afpeca MicLs NPOBafYKEHHS MOro AisiNIbHOCTI.

2 pto ato Mpeccyap Bep, 45400 Cemya, ®paHuis/2 rue du Pressoir Vert, 45400 Semoy, France.

Mpom3oHa Mepk, 08100 Monnet gens Bannec (bapcenoHa), IcnaHis/Poligon Merck, 08100 Mollet del Valles
(Barcelona), Spain.



