Ckian

Oitoua peuosuHa: metformin hydrochloride;

1 TabreTka, BKpuTa IJIiBKOBOIO 000J10HKOIO, 110 1000 Mr mictuthk 1000 Mr meThopMiHy
rigpoxmopuny, sskuu Bigmosigae 780 Mr meTdopMiHy;

oonowmioicHi peyosuHu: oBigoH K 30, marHito cteapar;

naiekosa 06010HKa 015 mabaemok no 1000 me: onmagpai Kiia (rimpomesosa,
Mmakporosn 400, makporos 8000).

JIikapcbKa ¢dpopMma

TabeTKu, BKPUTI IJTIBKOBOIO 000JIOHKOIO.

OcHOBHI (pi3uKo-xiMiuHI 81aCcMuBoCMmi:

TabJIeTKH, BKPUTI IJIIBKOBOIO 000710HKOIO, 110 1000 Mr: TabnmeTKu oBabHOI GOPMHU 3
OBOOIIYKJIOIO ITOBEPXHEI0, OiJIOT0 KOJILOPY, BKPUTI IIJTIBKOBOIO 000JIOHKOIO, 3 PUCKOI0 3
000x 60KiB Ta rpaBipyBaHHsM «1000» 3 omHOTO OOKY.

®dapMakKoTepalneBTHUYHA Irpyna

3acobwu, 1110 BIIJIMBAIOTh Ha TPaBHY cUCTeMY i MeTabosi3aM. AHTHAia0eTUYHI
npenapatu. [lepopanbHi rinoriaikeMiyHi 3acobu, 3a BUHSATKOM iHCyIiHiB. Biryanigu.
Koo ATX A10B AO02.

dapMakogHMHaMiKa
MeTdopMmiH - OiryaHig 3 aHTUTINIEPrIiKeMidyHUM epeKTOM. 3HUXKYE PiBEHb T'JIIOKO3HU Y

IJ1a3Mi KpOBi K HaTIIE, Tak i micnsg nmpuiiomy 1xki. He cTtumynioe cekpeliito iHCymiHy i
He CIIPUYMHSE TIMOTJIIKEMIYHOT0 e(peKTy, 0OIoCepeaqKOBaHOT0 IIUM MeXaHi3MOM.



MeTdopMmiH gi€ TppbOMa LIIAXaMU:

e IIPU3BOOUTH OO0 3HUXKEHHS NPOAYKYBaHHSA T'JIIOKO3U Yy IIEUiHIll 3a paxXyHOK
iHriOyBaHHS TJIIOKOHEOTeHe3y Ta T'JIiKOTeHOJIi3Y;

e TIOKpAIIy€ YYyTJIUBICTH A0 IHCYJIIHY YV M’g3aX, 110 IPU3BOAUTH A0 MOJINIIEeHH S
neprudepuyHOro 3axoIJIeHHS Ta YTUJIi3allil TITI0KO3Y;

e 3aTPUMY€E BCMOKTYBaHHS T'JIIOKO3U Y KUIIEYHUKY.

MeTdopMiH CTUMYJIIOE BHYTPIIIIHbOKITITUHHUM CUHTE3 TJIIKOTeHY, BIUIMBAIO4YU Ha
TIiKOoreHCHuHTeTa3y. 30iIblly€e TPAaHCIOPTHY 30ATHICTh YCiX BimOMUX THMIB
MeMOpaHHUX ITIEPEHOCHUKIB I'JIIOKO3MU.

HesamekHo Bifi CBO€E] [il Ha rIikeMio, MeT(OPMiH MO3UTUBHO BIIJINBA€E Ha MeTab0i3M
mimigiB. Le# edekT 6yB moBegeHUM IIPHU 3aCTOCYBaHHI B TepalleBTUYHUX NO3YBaHHSX Y
XO[li KOHTPOJIbOBAaHUX CEPEeNHbO- a00 MOBroTPUBAIUX KITIHIYHUX HOCITiOXKEHb:
MeT(POPMiH 3HUXKYE BMICT 3arajJbHOT0 XOJIECTEPUHY, JIIMOIIPOTEIHIB HU3bKOI1 LIiTBHOCTI
Ta TPUTJIILEPUIIB.

Y xopi KIiHIYHUX AOCIIAXKEHbD IIif Yac 3aCTOCyBaHHS MeT(hOPMiHYy Maca Tijla Ialli€HTiB
3anuinanacs cTabinmbHOI0 a00 MOMIpHO 3HUXKYBaslacs.

dapMaKOKiHEeTHKA

BcmokmyeaHHA.

[Ticnss mepopalibHOTO IPUMOMY MEeT(POPMiHY Yac JOCATHEHHS MaKCHUMallbHOl
KOHIIeHTpallil (Cmax) CTAHOBUTDH OJIM3BKO 2,5 TOOUHU (Tmax)‘ AOcomoTHa
biogocTymnHicTs MeThopMiny y ¢popmi TabseTok 500 mr abo 800 MI CTAaHOBUTH
npubnu3Ho 50-60 % y 3mopoBux moOPOBOLIIB. [Ticss mepoparbHOTO 3aCTOCYBAHH S
(paxkirisg, 1110 He BCMOKTajlacs Ta BUBOOUTHCS 3 KaoM, CTaHOBUTDL 20-30 %.

[Ticnss mepopaIbHOTO 3aCTOCYBaHHSA abcopOi1lis MeThOPMiHYy € HaCUYyBaHOIO i
HENOBHOIO.

[Tepegbaya€eThCs, 110 MOTIMHAHHSA MeTGOPMiHY € HemniHiiHuM. [TIpu 3acToCcyBaHHI
MeTHOpPMiHy B peKOMEeHOOBaHMUX [103axX i pexkrMax mHo3yBaHHS cTabiilbHa KOHIIEHTpallis
y IJIa3Mi KPOBi JocsATraeThCsa NpoTaromMm 24-48 rogvH i CTaHOBUTH MeHIlIe 1 MKr/Mi. ¥



KOHTPOJILOBAHMX KJIIHIYHUX AOCIIIKEHHSIX MaKCUMaJIbHi PiBHI MeT(OpMiHY y IIa3mi
KpPOBi (Cmax) He IIepeBUIlyBalId 5 MKI/MJI HaBiTh IIPHU 3aCTOCYBaHHI MaKCUMaJIbHUX
[o3.

[Tpu ogHOYacHOMY IIpUoMi 1ki abcopOiliss MeThOPMiHY 3HUXKYETHCA 1 HEIII0
VIIOBIJIBHIOETHCS.

[Ticns mepopaZIbHOTO 3aCTOCYBaHHS Y 0031 850 Mr criocTepiranocs 3HUXKEHHS
MaKCHMaJIbHOI KOHIIeHTpallil y rmaa3mi KpoBi Ha 40 %, 3menmieHHst AUC - Ha 25 % i
30inbIIeHHs Ha 35 XBUJIMH Yacy OOCSTHEHHS MaKCHUMaJIbHOI KOHIIEHTpallil y Iaa3Mmi
Kposi. KimiHiYyHa 3Ha4YyILIiCTh IUX 3MiH HeBimoMa.

Po3noodin.

3B’s13yBaHHS 3 OilKaMU IJIa3MM KPOBi He3HauHe. MeTopMiH IpPOHUKAE B
eputpouuTu. MakcuMaibHa KOHIIEHTpallisl Y KPOBi HUXK4a, Hi’K MaKCuMaJlbHa
KOHIIeHTpallid y IIa3Mi KPOBi, TOAI K 4YaC OOCATHEHHS MPUOIN3HO OJHAKOBUM.
EpuTpouuTtu, HattiMoBipHillle, IBASIIOTH COO0I0 BTOPUHHUN KOMIAPTMEHT PO3IMOMiTy
MmeThopMiny. Cepenniit 06’em posnominy (Vd) KonmmuBa€eThCsa y Aiana3oHi 63-276 M.

Memaboaism.

MeTdopMiH BUBOOUTHLCS Y HE3MiHEHOMY BUTJISAML 3 ceuelo. MeTalboIiTiB y MTIOAUHYT He
BUSIBJIEHO.

BuseoeHHA.

Hupxkosuii Kiipesac Mmetdopminy ctaHnoBuTh > 400 mi/xB. Lle BKa3ye Ha Te, 110
MeTHOpPMiH BUBOOUTHCS 3a PaxXyHOK KIIy0OO4YKOBOI (isibTpallil Ta KaHaJIbIIeBOl CEKpellil.
[Ticnss mepopaZibHOTO IPUMOMY Nepiof HaliBBUBEOEHHSI CTAHOBUTh MPUOIN3HO 6,5
roguHu. [Ipu nopylieHi GyHKII HUPOK HUPKOBUH KITIpEHC 3HUXKYETHCS IIPOIOPLIiINHO
00 KJIipeHCY KpeaTUHIHY i TOMY Iepiof HamiBBUBEEeHHS 30iJIbIIYETHCS, 110
MIPU3BOAUTH A0 30ibIIeHHS PiBHA MeTHOPMIiHY V IIJIa3Mi KPOBi.



Oco6uBi rpyny NallieHTiB.

Hupxosa HedocmamHicmeb.

HasiBHiI 0OMezKeHi fJaHi 1010 MalliEHTIB i3 TOMipHUM CTYyII€HEM HUPKOBOI
HeOOCTaTHOCTi, TOMy HEMOXKJIMBO TOYHO OL[IHUTHU CUCTEMHY €KCIIO3UI[iI0 MeTPOPMiHy
B LIi¥ TPYIi MMALi€HTiB ITIOPiBHSAHO 3 MalliEHTaMU 3 HOPMaJIbHOIO QYyHKITi€I0 HUPOK. Tomy
HeoOXximHe KOPUTYBaHHS [MO3M 3TiIHO 3 KJIiHiYHOI0 e(heKTUBHICTIO/TIEPEHOCUMICTIO
(muB. po3min «Cmocib 3acTOCyYBaHHS Ta [MO3U»).

Himu.

B pe3ynbTaTi mpoBeaeHHS OOCTiAXKeHHS ogHOKpaTHO1 fo3u 500 Mr MmeTdopMiHy
rigpoxnopuny dbapMaKoKiHeTUYHUM NPOodinb y mallieHTiB memiaTpUyYHOI MOy asilii 6yB
QHaJIOTIYHUM TAaKOMY Yy 30OPOBUX OJOPOCIIUX.

IMaHi 1mo00 3acToCcyBaHHS 6araTopa30BUX M03 00MexXKeHi OMHUM OOCIIiIXKEeHHSIM.

[Ticnst moBTOpHOTO BBeAeHHs 500 Mr meTdopMiny aBiUi Ha moOy poTsaroM 7 OHIB y
MaIliEHTIB MeOiaTPHUYHOI IIONYIIAIli] ITiKoBa KOHIIEHTPAIlisa Y IIJla3Mi KPOBi (Cmax) Ta
cucteMHa ekcro3uilisg (AUCO-t) 3uuxyBanucs npubnusao Ha 33 % Ta 40 % BigmoBigHO
MMOPiBHSHO 3 TAKUMHU Y OOPOCIINX MAIliEHTIB, XBOPUX Ha IIYKPOBUM miabeT, sKi
OTpuUMyBau NOBTOPHI mo3u 500 Mr ABa pa3u Ha AeHb npoTarom 14 oHiB.

OCKinbKHY 03a TUTPYETHCS IHAMBIAyaIbHO Ha OCHOBI I'TiIKEMiYHOT0 KOHTPOJIIO,
BHUINle3a3HavYeHa iHpopMallisi Mae oOMexkeHe KITiHiuHe 3HaueHHS.

IToxa3zaHHA

LlykpoBuii miabeT 2 Tumy npu HeeeKTUBHOCTI mieToTepamnii Ta pexumMy Gi3udHUx
HaBaHTaXeHb, 0COOINBO Y XBOPUX 3 HALJIMIIKOBOIO MacCoOIO Tina:

e SIK MOHOTepaIlis abo y ckiami KoMOiHOBaHOI Teparlil 3 iHIIIUMU IepopabHUMU
rinmornikeMiyHMUMHU 3acobaMu UM 3 iHCYIiHOM AJIS TiKyBaHHS JOPOCIINX;

e K MOHOTepaIllisg abo y ckiami KoMOiHOBaHOI Teparlil 3 iHCy/IiHOM OJis TiKyBaHHS
miTeu BikoM Big 10 pokiB Ta migmIiTKiB.



[I71s1 3MeHIIIeHHS YCKIIagHEeHb IIyKPOBOTO ia0eTy y HOPOCIUX MalliEHTIB 3 IIYKPOBUM
miabeToM 2 TUITY i HQOJIMIIIKOBOIO MACOIO Tijla SIK MpeIlapaT IIepHIol aiHil micns
Hee(eKTUBHOI [i€eToTeparil.

IIporunoka3aHHs

e ITigBHUINIEHA YYTAUBICTDL M0 MeTGOPMiHYy ab0 g0 OyIOb-IKOT0 iHIIIOT0 KOMIIOHEHTA
nmpemnapary;

e OyOb-SIKUM TUII TOCTPOr0 MeTaboIivyHOro aruno3y (HallpuKiaaj JIaKToaluao3,
miaObeTUYHUN KeToalluno3);

e nmiabeTUYHa IPEeKOMa;

e HUPKOBA HEOOCTATHICTh TSIXKKOI'O CTYIHeHs (MIBUOKICTh KITyOOUYKOBOI (inbTpartiii
(ITK®) < 30 Mmu/xB);

e TOCTpPi CTaHM, IO IIPOTIKAIOTh 3 PU3UKOM PO3BUTKY IIOPYIIEHb QYHKIII1 HUPOK,
TaKi SK: 3HEBOJHEHHS OPraHi3My, TSAXKKi iHQEeKIIiliHI 3aXBOPIOBaHHS,
IIIOK; 3aXBOPIOBAHHS, 110 MOXKYTb IIPU3BOAUTHU OO PO3BUTKY TilOKCil TKAHUH
(0ocobGmuBO rocTpi 3aXBOpPIOBaHHS ab0 3arOCTPEHHS XPOHIYHOI XBOPOOH):
OIeKOMIIeHCOBaHa ceplieBa HeOOCTaTHICTh, AMXallbHa HEOOCTATHICTh, HEIIOOAaBHO
InepeHeceHnN iHpapKT MioKapaa, II0K;

e IIEYiHKOBa HEJOCTATHICTh, TOCTPE OTPYEHHS aJIKOTOJIEM, aJIKOTOJIi3M.

B3aeMmogisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIiH

KombiHauii, wo He pekomMeHOYEMbCs 3acmocosysamu.

A/K0201b. ATIKOTOJIbHA IHTOKCUKAIlisl aCOLIIIOETHCSA 3 IIIABUIIIEHUM PU3UKOM
JIaKTOoaIUA03y, 0COOJIMBO ITPU I'OJI0AyBaHHi, HemoimaHHi abo MeviHKOBil
HeOoCTATHOCTI.

HodoemicHi peHmeeHokoHMpacmHi pewoguHu. IlamieHTaM 3acToCyBaHHS MeT)OPMIiHY
CHIig IpUNIMHUTH A0 abo IIif Yyac MpoBeIeHHs OOCIiIXKeHHS Ta He ITOHOBJIIOBATH
paHimie HiX 4epe3 48 roguH Iicis AOCHIAXKEHHS 1 JINIIe ITiCJIs IIOBTOPHOI OIIIHKY Ta
BCTAHOBJIEHHS CcTabisIbHOTO cTaHy QYHKIII HUPOK (OuB. po3ginu «Crocio
3acToCyBaHHS Ta mo3u» Ta «Oco0JIMBOCTi 3aCTOCYyBaHHSI»).

KombiHnauii, wo cai0 3acmocosysamu 3 obepedcHicmio. Jlesiki mikapchKi 3acodu,
HaIlpUKJIag HeCTePOolaHi mpoTtu3anasbHi npenapatu (HIT3I1), BKIo4Yaoyu CeIeKTUBHI



iHridiTopu nuknookcurenasu (LIOT) II, iHriGiTopu aHTioOTEH3UHIIEPETBOPIOIOYOT O
dbepmenTy (AIIP), aHTaroHicTH penenTopiB auriotren3uny Il i miypetuku, ocob1mBO
eTIbOBI OiypeTUKHU, MOXKYTh HETAaTUBHO BIJIMHYTHU Ha (PYHKIII0O HUPOK, III0 MOXKe
30iTbITUTY PU3KK BUHUKHEHHS JlJaKToaluao3y. Ha mo4yaTKy JmiKyBaHHS
BHUIIle3a3HaUE€HUMHU JIiIKapChbKUMHU 3acobamMu abo y pa3si ix 3acTocyBaHHS B KOMOiHalIil 3
MeT(hOPMiHOM HEOOXimHUM peTeTbHUN KOHTPOJIb QYHKIII HUPOK.

JIikapcvki 3acobu, w,o YuHsAMb 2inepaaikemMiuHy 0ito (2/110KOKopmuKkocmepoiou
cucmemMHoi ma micuesoi 0ii, cumnamomimemuxku). Heob6ximHo dacTiiie KOHTPOJIIOBATU
piBeHb T'JIIOKO3U Y KPOBi, 0COOJIMBO Ha MOoYaTKYy JiKyBaHH. [1im 4ac i micns
NIPUINHEHHS TaKol CyMiCHOI Teparil HeoOXiqHO KOPUTYBaTU J03Y FJIIOKO(I)a}Ky®.

TpaHcnopmepu opeaHiuHux kamioHig (OCT)

MeTtdopmin € cydcTpaTom 060x TpancmopTepiB OCT1 i OCT2.

CynyTHE 3aCTOCyBaHHSI MeTHOPMIHY 3:

e inri6iTopamu OCT1 (TaKuMU SK BepaliaMiil) Moxke 3MeHIIUTH ePeKTUBHICTh
MeTHOPMiHY;

e ingykTOopamMu OCT1 (Takumu sIK pudaMIIilinH) MoxKe 30iTbIITUTH IIIJTYHKOBO-
KHUIIIKOBE BCMOKTYBaHHS Ta e(PEeKTUBHICTh MeT(POPMIiHYy;

e iHri6iTopamu OCT2 (TaKMMU SK HUMETUOUH, HOJyTErpaBip, paHoa3uH,
TPUMETONPUM, BaHIOEeTaHi0, i3aBYKOHA30J1) MOXKe 3HU3UTH HUPKOBE BUBEOEHHS
MeTHOPMiHYy 3 momanbIIuM 30iTbIIeHHSIM KOHIIeHTpallil MeTdopMiHy B I1a3Mi
KPOBI;

e inridiTopamu i OCT1, i OCT2 (TakuMu SIK KPU30THHIO, onamapud) Moxke
BIIJIMHYTHU Ha €(pEeKTHUBHICTh Ta HUPKOBE BUBEOEHHSI MEeT(POPMiHYy.

ToMy PeKOMEHOYETHCSA BUSBISTU 0COOJIMBY 00€PEXKHICTh IPU CYIIyTHHEOMY
3acTOCyBaHHIi IIUX IpernaparTiB 3 MeTHPOPMiHOM, 0COOJIMBO IIOAO IAIliEHTIB 3
NMOPYIIEeHHSAM (QYHKII1 HUPOK, OCKiNIBKM KOHIIeHTpaIliil MeTPOPMiHY B IIJIa3Mi KPOBi
MOZK€e 3POCTHU. 3a HeOOXiMHOCTI C/Iifl 3BaKUTHU MOKJIUBICTh KOPUTYBaHHS 03U
MeTdopMiHy, ocKinbku iHribiTopu/iHgyKTOopu OCT MOXKYThH BOIUHYTH Ha €(pEKTUBHICTD
MeTPOPMiHY.

Oco00/1UBOCTi 3aCTOCYBaHHSA



Jlakmoauudo3 € OyKe PigKiCHUM, ajie TSIXKKUM MeTaOOoIiYHUM YCKIaJHEeHHSIM, 1110
HaM4acTillle BUHUKAE IPU TOCTPOMY IIOTipIlleHHi (PDyHKIIil HUPOK, CEPIIEBO-IET€HEBOMY
3axXBOpIOBaHHi ab0 cencuci. [Tpu roctpomMy mnoripuieHHi GyHKIII HUPOK BimOyBa€eThCSA
KyMYyJIsIliga MeTGOpMiHy, 10 30iIbIIIYE PU3UK PO3BUTKY JIaKTOAIIUIO3Y.

Y pa3si 3HeBogHEeHHsI (CHUIbHOI miapei abo 671I0BaHHS, Tapsa4YKu a00 3MeHIIIeHHS
CIIOXXKMBAHHS PigUHN) PEKOMEHOYETHCS TUMYACOBO ITPUNUHUTH 3aCTOCYBaHHS
MeT(POPMIiHY i 3BEPHYTHUCS 3a MEOUYHOIO JOIIOMOTOIO.

[MamieHTaM, sIKi OTPUMYIOTh MeT(OPMiH, C/Iifg 3 00epPeXKHICTI0O PO3NOYNHATHU JIIKyBaHHS
3acobamu, 1110 MOXKYTh TOCTPO MOTIipIINTH QYHKIIiI0 HUPOK (Hampukian
TrimoTEeH3UBHUMM IIpeliapaTaMu, cedoriHHuMU 3acobamu ta HII3II). Iauri ¢pakTopu
PU3UKY BUHUKHEHHS JIaKTOoallu03y BKJIIOYAIOTh HaMipHE CIIOXKUBAHHS aJIKOTOJII0,
MMe4YiHKOBY HEIOCTaTHICTh, HEMOCTAaTHbO KOHTPOJILOBAHMUM IIYKPOBUM AiabeT, KeTo3,
TpUBAaJie TOJI0AyBaHHS i OyOb-siKi CTaHU, ITOB’sI3aHi 3 TIMOKCi€l0, a TAKOXK CYIIyTHE
3aCTOCyBaHHS JTiKapChKUX 3ac00iB, III0 MOXKYTh IPU3BECTHU OO JTAKTOAUUA03y (OAUB.
po3minu «IIpoTrunokalaHHsa» Ta «B3aemopis 3 iHIMMMY TiKapChbKUMHU 3acoO0aMu Ta iHIIi
BUOIU B3aEMOMOIN»).

[TamienTu Ta/abo ocobu, 110 3AiNCHIOIOTh 3a HUMU OOTJISAM, MaloTh OyTH
NpoiH(dOpPMOBaHi IPO PU3UK PO3BUTKY JIaKTOALIMA03y. XapaKTePHUMU O3HaKaM#U
JIaKTOaIUA03y € allMJ0TUYHa 3aJuIliKa, 0i/Tb y 2KMBOTi, M'I30Bi CylOMH, aCTEHis Ta
rirmoTrepmisi, y mogaabllioMy MOKJTUBUM PO3BUTOK KOMH. Y pa3i MosaBU OyOb-sIKOTO
CHUMIITOMY JIaKTOAIIMO03y IalliEHT HOBUHEH NPUIIMHUTH 3aCTOCYBaHHSI MeTPOpPMIiHYy i
HeraHo 3BEPHYTUCHA [0 JIiKaps.

JlaKkToamumo3 XxapaKTepPU3yEThCSA AiarHOCTUYHUMHU J1Tab0paTOPHUMU ITOKa3HUKAMMU:
3HMKeHH piBHS pH KpoBi (< 7,35), migBUINleHHS CUPOBAaTKOBOl KOHIIEHTpAllil TaKTaTy
y ma3Mmi KpoBi (> 5 MMOJIb//1), DiABUILIEHHS aHIOHHOTO iHTepBasy Ta HigBUILlEHHS
CIIiBBIOHOIIIEHHS BMICTY J1aKTaT/IipyBaT.

OyHKuia Hupok. IITK® crif oLiHIOBaTH A0 MMOYaTKYy JIiKyBaHHS 1 PEeryJsipHO IIiCJIisd MOT0
3aBepineHHs (OuB. po3gin «Cmocib 3acTocyBaHHS Ta A03K»). 3aCTOCYyBaHHSI
MeTdopMiHy npoTtunokalase mnaiieatam 3 [IIK® < 30 mi/xB i Ma€e OyTH TUMYacOBO



NIPUIIMHEHE 3a HAasBHOCTI 3aXBOPIOBaHb, 110 3MiHIOIOTh (DYHKIIiI0 HUPOK (OUB. PO3Mif
«[IpoTUioKa3aHHSI»).

Cepuesa ¢yHKuis. TTallieHTH i3 CeplieBO0 HEOOCTAaTHICTIO MalOTh OiIbIII BUCOKUM
PU3UK PO3BUTKY TIMOKCil Ta HUPKOBOI HegocTaTHOCTI. [TamieHTaM 3i cTabinbHOIO
XPOHIYHOIO CEPLIEBOIO HEIOCTaTHICTIO MeT(OPMiH MOKHa 3aCTOCOBYBaTHU IIPHU
PETYIIPHOMY MOHITOPMHIY CEpPIIeBOl Ta HUPKOBOI1 PyHKIIil. MeTdopmin
IIPOTUNIOKA3aHUH IalliEHTaM i3 TOCTPOIO Ta HeCcTabiTbHOIO CEPIIEBOI0 HEIOCTAaTHICTIO
(ouB. po3min «IIpoTUIIOKa3aHHSI»).

HodosmicHi peHmeeHOKOHMpAacmHi 3acobu. BEYTpIITHEOCYAUHHE BBEIEHHS
MOOOBMICHUX KOHTPACTHUX PEYOBUH MOXKE BUKJIMKATU KOHTPACT-IHOYKOBaHY
HedpomnarTiio, 10 TPU3BOAUTH OO0 HAKOMUYEHHS MeT(GOPMIiHY i 30i/IbIIIEHHS PU3UKY
PO3BUTKY JaKToanugo3y. [lamienTaM 3acTOCyBaHHSA MET(POPMIiHY CIIil MPUIIUHUTHU OO
a0o mifg yac ImpoBeIeHHs OOCIiAXKeHHs Ta He ITIOHOBIIOBATH PaHille Hixk dyepes 48
TOOMH ITiCJISI OOCIIiAXKEeHHS i JINIIe ITiCJI ITOBTOPHOI OI[iIHKKW Ta BCTAHOBJIEHHS
cTabinbHOTO cTaHy QYHKIII HUPOK (OuB. po3minu «Crocié 3acTOoCyBaHHS Ta HO3U» i
«B3aemogis 3 iHImMMMM TiKapChbKUMU 3acoO0aMU Ta iHIIT BUOU B3aEMOMIN»).

XipypeiuHi empy4yaHHs. HeobXimHO MPUNUHUTY 3aCTOCYyBaHHS MeTHOPMiHy i dac
XipyprigyHOro BTPy4YaHHS$, IKe ITPOBOASATH Mifl 3arabHOI0, CiHAIbHOI0 abo
elnigypasibHOI0 aHeCTe3i€l0, 1 He IOHOBJIIOBATHU paHille HiXK 4yepe3 48 roguH micns
ITPOBEIEHHs omepaliii abo BiTHOBJIEHHS IIEPOPAIbHOT0 XapYyBaHHS i JTUIIE TTicis
ITOBTOPHOI OIIiHKM Ta BCTAHOBJIEHHSI CTa0iIbHOTO CTaHy QYHKIII HUPOK.

Himu. [1o mo4aTKy JIikyBaHHSA MeT(POpMiHOM Mae OyTH HiITBEPOKEHUM AiarHO3
IIYKPOBOTO AiabeTy 2 Tumy. 3a pe3yabTaTaMi OOHOPIYHUX KOHTPOJIbOBAHUX KITIHIYHUX
OOCITiIKeHb He BUSBIIEHO BIJIMBY MeTHOPMiHYy Ha PIiCT i cTaTeBe AO3piBaHHA Yy OiTEMN.
OmHak HeMa€ JaHuX 1oAo mil MeTdopMiHy Ha picT i cTaTeBe A03piBaHHSA NPU OiJbIII
TPUBAJIOMYy 3aCTOCYBaHHI MeT(POpPMiHy, TOMy PeKOMEHOOBaHO yBaKHE CIIOCTEPEKEHHS
3a IIMMU ITapaMeTpaMu y OiTeH, sKi IiKyoTbCcss MeTPopMiHOM, 0COOIUBO y mepiof,
CTaTeBOT'0 JO3PiBaHHS.



Limu eikom 8i0 10 0o 12 pokia. 3a pe3yibTaTaMi KOHTPOJIbOBAHUX KIIIHIYHUX
OOCITim»KeHb 3a y4acTio 15 miteit BikoM Bim 10 mo 12 pokiB edheKTUBHICTE i 6e3meKka
3aCTOCyBaHHS MeT(HOPMIiHY AJIs Ii€l TPYyNH IMalli€HTIB He BiAPi3HAINUCS Bif TaKoOl OJis
OiTeM cTapIoro BiKy Ta mimmiTkis. [IpemnapatT ciig npu3HadaTu 3 0COOIUBOIO
obepexHicTiO miTsam BikoM Bim 10 mo 12 poxkiB.

THwi 3acmepedicHi 3axo0u. ITallieHTaM HEOOXiTHO JOTPUMYBATUCS Oi€TH, PIBHOMiPHOTO
IIPUIOMY BYTJI€BOMIiB ITpoTsAroM gobu. I[TamtieHTaM i3 HagMipHOIO MacoI0 Tija Ciif
ITPOAOBXKYBaTU OJOTPUMYBATHCS HU3bKOKAJIOPiHOI AieTu. HeoOXimHO perynspHo
KOHTPOJIIOBATH ITOKAa3HUKM BYTJIEBOOHOTO OOMiHY MalIli€HTIB.

MoHoTepanisi MeTHOPMiHOM He CIIPUYUHSE TinmoriaikeMil, ogHakK ciig 0yTu o0epekHUM
IIPU OMHOYACHOMY 3aCTOCyBaHHI MeT¢OpMiHy 3 iHCy/IiHOM abo0 iHIINMU ITepopaTbHUMU
rimornikeMiyHUMHU 3acobamMu (HaIIpUKIIa[ IIOXiTHUMU CYIbOHIICeYOBUHMU abo
MeTJIiTHHIgaMu).

3maTHiCTh BIUDIMBATH HA IIBHIKICTH peakilili Mpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmIMMHu MexaHi3MaMHu

MoHoTepanisgd MeThopMiHOM He BIJIMBA€E Ha IMIBUAKICTh peakllil ITpu KepyBaHHi
aBTOTpaHCIOPTOM abo poOOTi 3 iIHINMUMHU MeXaHi3MaMu, OCKiJIbKY ITpenapar He
CIpuuuHse rinoriaikemii. OpgHak ciig 0yTu 06epekHUM IIPU 3aCTOCYBaHHI MeTdopMiHy
y koM0OiHalil 3 iHmMMHU rinoriikeMiyHUMU 3acobamu (MOXigHi cynbGOHINICEYOBUHMU,
iHCyiH a00 MerniTUHIIN) Yyepe3 PU3UK PO3BUTKY TillOTITiKeMii.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPyaaio

BazimHicmb. HeEKOHTPOIbOBaHUM IYKPOBUi miabeT y mepiof BariTHOCTI (recrailiiHui
ab0 mocTitiHMit) 30ibIIyEe PU3UK PO3BUTKY BPOAXKEHUX aHOMAaJIil i mepuHaTaabHOl
JIeTaIbHOCTi. € 0OMexXKeHi maHi 3acTocyBaHHS MeT(hOPMiHY BariTHUM XKiHKaM, 1110 He
BKa3yIOTh Ha MiABUIIEHUN PU3UK BPOOXKEHUX aHOMAaJTii. [JOKITiHIYHI JOCITiAXKEeHHS He
BUSIBUJIM HETQTUBHOIO BIIJIUBY Ha BariTHICTh, PO3BUTOK eMOpioHa abo mioga, IoJI0ru
Ta ITiCJIAMIOJIOTOBUM PO3BUTOK. Y pa3i IIaHyBaHHS a00 HaCTaHHS BariTHOCTI OJid
JIIKyBaHHS LIYKPOBOTO HiabeTy peKOMeHI0BaHO 3aCTOCOBYBaTU He MeT(OpPMiH, a
iHCYiH OIS MiATPUMKU PiBHSA I'JIIOKO3U KPOBI MaKCHMaIbHO HaOIUKEHUM IO
HOPMaJIBHOTI'0 3a[Jis 3MEeHIIIeHHsI PU3UKY PO3BUTKY Bap IJIofda.



I'ooysanHs 2py0dor. MeThopMiH eKCKPETYETHCSA YV TPyAHE MOJIOKO, ajie y
HOBOHAPOIXKEHUX/HEMOBJIAT, SIKi 3HaXOOUIUCS Ha TPyOHOMY rogyBaHHi, mobiyHi
edekTu He croctepiranucs. OgHaK, OCKiJIbKM HeOCTAaTHLBO JaHUX IT0O0 0e3MeKu
3aCTOCYBaHHS IIpemnapaTy, TOAyBaHHS I'PYOOI0 He PEKOMEHYEThCS IIPOTITOM Teparil
MeTdopMiHOM. PillleHHS 1100 TPUIIMHEHHS rOAyBaHHS I'PyAai0 HeOOXigHO IpuiMaTHh
3 ypaxyBaHHSM IlepeBar rpyaHOT0 rofyBaHHS Ta IMTOTEHUIMHOTO PU3UKY MOOIYHUX
edeKTiB O AUTUHHA.

®epmuavHicms. MeTdOpPMiH He BIIJIMBaB Ha PEepPTUIBHICTh TBAPUH IIPU 3aCTOCYBaHHI y
mo3ax 600 mMr/kr/Ha moOy, 110 Malike y 3 pa3u IIepeBUIllyBalu MaKCUMaJIbHY
peKoMeHO0BaHy MO00BY 403y I JIIOOWHY 3 PO3pPaxyHKY Ha IJIOIY ITOBEPXHi Tina.

Cmoci6 3acTocyBaHHSI Ta IO3H

ITopocsi nalieHTn 3 HopMaabHOI0 GpyHKIIEI0 HUPOK (IITK® = 90 Mn/XB).

MoHomepanisa abo kombiHoOBaHA mepanis 3 iIHWUMU NEpopaabHUMU 2ino2aiKemMidHuUMU
3acobamu.

®, TabJIeTKy,

3a3Buuay rmoyaTkoBa fgo3a ctaHoBUTh 500 Mr a6o 850 mr (I'mokodaxk
BKPUTI MJTiBKOBOIO 0060/10HKOI0, 10 500 Mr a6o 850 mr) 2-3 pa3u Ha moOy mim yac abo

MiCJIA IPUKUOMY 1XKi.

Yepes 10-15 gHiB 103y HEOOXiOMHO BiTKOPUTyBaTU BiAIOBITHO A0 pe3y/IbTaTiB
BUMIpIOBaHb PiBHSA I'JIIOKO3U Y CUPOBAaTIIi KPOBI.

[ToBinbHEe 30iNbIIIEHHS NO3U CIIPUSE 3HUKEHHIO IMO0iYHUX e(eKTiB 3 O0OKYy TPaBHOTO
TPaKTYy.

ITpu nikyBaHHi BucokuMu go3amu (2000-3000 Mr Ha go0y) MOXKIUBE 3aMillleHHS
KOXHUX 2-X TabJIeTOK IIpemnapary FJIIOKO(I)a}K®, 500 mr, Ha 1 TabneTKy mpemnapary
FJ‘IIOKO(I)a}K®, 1000 wmr.

MaxkcuMasibHa peKoMeHInoBaHa go3a ctaHoBUTh 3000 Mr Ha moOy 3a 3 IpUKMOMHU.

Y pasi nepexomy 3 iHIIIOTO IPOTHUAIA0ETUYHOT0 3aCc00y HEeOOXigHO MPUITUHUTYA TPUHOM
IIbOT0 3aCc00y Ta MPU3HAYUTU MeTHOPMiH, SIK 3a3HAaUYE€HO BUIIIE.

KombiHoeaHa mepanis 3 iHCYyAiHOM.

[I7151 DOCATHEHHS KpaIlloro KOHTPOJIIO 3a PiBHEM TJIIOKO3HW Y KPOBi MeTHOPMIiH Ta
iHCyJIiH MO2KHa 3aCTOCOBYBATH Yy BUTJISANI KOMOiHOBaHOI Teparrii. 3a3BUYal mo4aTkoBa
mo3a ctaHoBUTH 500 Mr ab6o 850 Mr meTdopMiny rimpoxnopuny 2-3 pa3u Ha moOy, Tomi



SIK D03y iHCYJiHYy ciif nimbupaTy BigMIOBiAHO [0 pe3ysbTaTiB BUMipIOBaHHS PiBHS
TJIIOKO3HU Y KPOBI.

Y nauienmis nimHb020 8iKy MOXKIUBE 3HUXKEHHSA (QYHKII1 HUPOK, TOMY 03y
MeTdopMiHy HeoOXimHO migbupaTU Ha OCHOBI OIIIHKY (PYHKIII HUPOK, SKy HEOOXimHO
ITPOBOOUTHU PETYIISIPHO (OUB. PO34inT «OCOOIUBOCTI 3aCTOCYBAaHHSI»).

Hupkoea Hedocmamuicmb. IIK® crmif oLiHIOBaTH A0 IOYATKY JIIKyBaHHS JIiIKAPChKUMU
3acobamu, 1110 MiCTITh MeT(GOPMiH, Ta IPOTATOM JIiIKyBaHHS MPUHAWMHI IIOPiYHO.
[TamierTaM 3 OigBUIIEHUM PU3UKOM IIO4AIBIIOT0 IPOTpeCyBaHHSA HUPKOBOIL
HeJOCTaATHOCTI Ta HalliEHTaM JIITHbOT'O BiKy CIIif IPOBOAUTU PETEIbHUNW MOHITOPUHT
(yHKIIIl HUPOK SIKOMOTa YacTillle, HalTpuKiag KoxXHi 3-6 Micsaii

3arajbHa MakKcuMallbHa

[IIK® mo6oBa fmo3a
[omaTkoBa iHpopMallis
(M711/XB) (Mae OyTu po3mineHa Ha 2-3

IPUUOMMU)

Y pa3si 3HuXKeHHA

3000 mr GyHKUil HEPOK

60-89 PEKOMEHYETHCA
PO3TJISTHYTU MOXKJIUBICTH
3MEHIIIEHHS OO3U.

[Tepen moyaTKOM
3aCTOCyBaHHS
2000 mr MeT(OpPMiHY CITif
45-59 PO3TNISIHYTH (PaKTOPH,
1110 MOXKYTb 30ibIIUTHU
PHU3UK PO3BUTKY
J1aKToaluuao3y (OuB.

po3min «OcobIuBOCTI

3aCTOCyBaHHS»).

1000 mr [ToyaTKOBa mo3a

30-44 '
CTAQHOBUTL He Oijiplire
IIOJIOBUHU MaKCUMaJIbHOIL

OJO3H.




3acTocyBaHHSA
< 30 - MeTPOpMiHYy
MIPOTUIIOKAa3aHe.

itk

MoHomepanisi abo KombiHoO8aHa mepanis 3 iHCYiHOM.

®

[Ipenapat I'mokodaxk = 3aCTOCOBYIOTH OiTAM BikoM Big 10 pokKiB Ta ImiaIiTKaM.

3a3BUuay moyaTkoBa Ao3a ctaHoBUThH 500 Mr a6o 850 Mr mpemnapaty FHIOKO(ba}K® 1

pa3 Ha moOy mim yac abo miciisa mpuioMy ixi.

Yepes 10-15 gHiB mo3y He0OXigHO BifKOPUTYBATH BiAIIOBIAHO OO pe3yIbTaTiB
BHMipIOBaHb PiBHS I'/IIOKO3M Y CUPOBaTILi KPoBi. [ToBiibHE 30iIbIII€eHHS HO3U CIPUSIE
3HUXKEHHIO MMOOiYHUX epeKTiB 3 60Ky TPAaBHOIO TPaKTy. MaKcUMalbHa PeKOMeHI0BaHa
mo3a ctaHoBuTh 2000 Mr Ha goOy 3a 2-3 IPUHOMMU.

Ilepego3yBaHHA

[Tpu 3acTocyBaHHI penaparTy y [03i 85 r po3BUTKY TillOrIiKeMil He criocTepirasocs.
OpHak y 1IbOMY BUIIQJKY CIIOCTEpiraBCsa PO3BUTOK JIaKTOAlUO03y. JHaYHE
TepeBUILIEHHS 103U MeTPopMiHy abo CynyTHi GhaKTopu PU3UKY MOXKYTh TPU3BOOUTH
o akToauuno3ly. JlakToanumos € HeBiKIagHUM CTAHOM 1 MOro CJIif JIIKyBaTU y
cranioHapi. Halte(eKTUBHIIINM 3aX000M [J11 BUBEOEHHS 3 OpraHi3My jJlakTaTy i
MeT(hOPMIiHY € reMofiani3.



IToOiuHi peakmii

HaviuacTimumy HebakaHUMU peakIlisiMU Ha IM0YaTKY JIiIKyBaHHS € HynoTa, OJII0BaHHS,
miapest, 6i71b y 3KMBOTI, BiICyTHICTD aneTuTy. Lli cumnTomMu y GilbIIIOCTi BUNIAKiB
MMUHAIOTh CAaMOCTi#HO. 1715 moIepenKeHHsI BUHUKHEHHS 3a3HaYeHUX ITO0OIiYHUX STBUII]
PEKOMEHYETHCS IOBiJIbHE 30ibIIIEHHS MO3yYBaHHSA Ta 3aCTOCOBYBaHHS A000BOI 03U
npenapary 3a 2-3 IPUKUOMMU.

HebaxkaHi epeKTHU 3a 4aCTOTOI0 BUHUKHEHHS KTacu(QiKyIOTh 3a TAaKUMU KaTETOPisIMU:

nyxke 4dacto (> 1/10), gacto (> 1/100 i < 1/10), HewacTo (> 1/1000 i < 1/100), pigxo (
> 1/100001i < 1/1000), my=xe pigko (< 1/10000).

Y KOKHOMY CUCTEMHO-OPTaHHOMY KJiaci mo0OiuHi peakilil 3a3Ha4eHO y MOPSAOKY
3HUKEHHS 1XHbOTO KJIIHIYHOTO 3Ha4YEeHHS.

ITopyweHHs1 06MIHY peyo8UH.

Iyxke pigko: makToanuao3 (OuB. po3mdin «OcoBIUBOCTiI 3aCTOCYBaHHS»).

HpI/I TPUBAJIIOMY 3aCTOCYBaHHi ImpemnapaTty Moxe 3HUXKYBATHUCA BCMOKTYBAHHSA

BiTaMiHy B, ., 1110 CYIIPOBOAXKYETHCSA 3HUKEHHSAM UOT0 PiBHS Y CUPOBATIIi KPOBI.

127
PekoMeH/IyeThCsI BPAaXOBYBaTH TaKy MOKIIMBY MIPHUYUHY rimoBiTaMiHO3y B, ,, AKIIO ¥

MalfieHTa HasiBHa MerayiobjiacTHa aHEeMis.

3 60Ky Hepsosoi cucmemu.

YacTo: mopylleHHsT CMaKy.

3 6oKy mpasHoi cucmemu.

Iyxe gacTo: po3nagu 3 00Ky TpaBHOI CUCTEMH, TaKi K HyAoTa, OJII0BaHHS, giapes,
0inb y KWBOTI, BifiCyTHiICTh anneTuTy. Haliyacriiie 11i mo6iuHi sBUIlla BUHUKAIOTh Ha
IMOYaTKYy JiKyBaHHS i y OiIBIIIOCTI BUNIA[KiB CHOHTAHHO 3HUKAIOTh. [IJ1 monepenKeHHs
BUHUKHEHHS MOOIYHUX SIBUIL 3 OOKY TPAaBHOI CUCTEMU PEKOMEHOYETHCS OBiTbHE



30inbIIIeHHS MO3YBaHHS Ta 3aCTOCyBaHHS NOOOBOI HO3U IIpenapary 3a 2-3 IpuiioMu
i yac abo micns npuiioMy 1xi.

3 60Ky neviHKu ma #co8408u8iOHUX W1sXi8.

Ily>ke pigko: MOpPyIIEeHHS NOKa3HUKIB (QYHKIIIl MediHKU abo remaTuTH, 110 IIOBHICTIO
3HUKAIOTh IiC/Is BiOMiHM MeTQOpPMiHY.

3 60Ky wkKipu ma niOWKIpHUX MKAHUH.

Ily>xe pigko: MIKipHi peaxiiii, 1110 BKJII0YAlOTh EPUTEMY, CBEPOiK, KPOITUB'STHKY.

Himu.

B ony6nikoBaHUX i TOCTMapKETUHTOBUX AaHUX Ta KOHTPOJIbOBAHUX KITIHIYHUX
OOCIiAXKEeHHAX B 00MexXKeHO] ImefgiaTpuyHol nonyJsil Bikom 10-16 pokiB, sika
oTpumMyBasia MeThOpPMiH ITpoTsAroM 1 PoKy, IOBiMOMIIEHHS ITPO MMO0iuHI epekTH y miTen
OyJI1 CXOXKMMHU 3a XapaKTepPOoM i TSKKICTIO 3 ITpOsiBaMU, 1110 Big3HaYaIucCsa y JOPOCIUX.

IToBigoMJIEHHS IIPO Mifo3pIoBaHi HeOaxKaHi mo0iyHi peakiril

[Ticnst peecTpaliil JTikapchKOTo 3aco0y BakKJIMBO MOBIIOMIISITH ITPO ITIig03pIoBaHi
nmobiuHi peakirii. Ile gae 3mory 3pgilicHIOBaTH Oe3lepepBHUNM MOHITOPUHT
CIIiBBigHOIIEHHS KOPUCTh/PU3UK, ITIOB’SI3aHOT0 i3 3aCTOCYBaHHSIM JIiKapPChKOT0 3aco0y.
MepuyHUM ITpalliBHUKaAM HeOoOXigHO MOBigOMISITU PO OyOb-sKi IT00iYHI peaxiiii 3a
OOIIOMOT 00 HalliOHAJIbHOI CUCTEMU 3BiTHOCTI.

TepMiH NpUIAaTHOCTI
TabneTku, BKPUTI IJIiIBKOBOIO 000710HKOI0, 10 1000 Mr - 3 pokwu.
VYMmoBHu 30epiranHs

He noTpebye ocob6muBux yMoB 30epiranns. 30epiratv y HEJOCTYITHOMY AJIS OiTeH
Micri!

YoakoBka



ITo 15 TabneTok y 6micTepi; mo 2 abo mo 4 61icTepu y KapTOHHIN KOPOOIIi.
KaTeropis Bignycky

3a penemnTomM.

BupooHHK

Mepk Cante, ®panmiss/Merck Sante, France. Mepk, CJI, Icnanisi/Merck, SL, Spain.

Miciie3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJgpeca MiCIisi IPpoOBaaXKeHHSI
IisTIBHOCTI

2 pio mio IIpeccyap Bep, 45400 Cemya, ®paHuisa/2 rue du Pressoir Vert, 45400 Semoy,
France.

[Tpom3oua Mepk, 08100 Monnet mens Bannec (Bapcenona), Ictianisi/Poligon Merck,
08100 Mollet del Valles (Barcelona), Spain.

[Ixepesno iHCTPYyKIil

[HCTpYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mKepesia — [lepKaBHOTO PEECTPY

JIIKapChKHX 3ac00iB YKpaiHu.
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