IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

I'TIOKO®AXK XR

(GLUCOPHAGE® XR)

Cknao:
ditoua pevosuHa: metformin;
1 TabrmeTka, BKpHMTa 000JI0HKOIO, MiCTUTEL: MeThopMiHy Trimpoxmopuny 500 mr;

0ONOMIJCHI peyoBUHU: HATpil0 KapMeso3a, rimpomesnosa 100 000 cP, maruiio cTeapar.

JlikapcbKka ¢popMa. TabrmeTKy IPOJIOHTOBAHOI [il.

OcHosHi ¢isuko-xiMiyHi 8aacmusocmi: 6imoro abo Maiixke 6irToro KOIbOPY, KPYTJIi, IBOOIYKIIi
TabneTKy 3 rpaBipyBaHHIM «500» 3 OMHOTO GOKY.

dapMmakoTepaneBTHYHA rpyna. [lepopasnbHi rimornikeMiuni 3aco6u, 3a BUHATKOM iHCYITiHiB.
Biryanigu. Kog ATX A10B A02.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

MeTtdopMiH - 6iryaHifi 3 aHTUTINEPrIiKeMidyHUM ePeKTOM. 3HUKYE PiBEHb T'IIOKO3H Y IMJIa3Mi
KPOBI K HATIIE, Tak i micag mpuiioMy 1Xki. He cTuMymioe cekpellito iHCYIiHY i He CIPpUYUHSE
TimoTTiKeMigYHOT0 e()eKTYy, 0II0CepenKoBaHOTO UM MeXaHi3MOM.

MeTdopwmiH i€ TppOMa MIITXaMHu:

- IPU3BOAUTE 0 3HUKEHHS IIPONYKyBaHHS I'JIIOKO3M Y MEeYiHIl 3a paxyHOK iHriOyBaHHS
TJIIOKOHEOTreHe3y Ta IJIiIKOreHOoJi3y;

- MOKpAllye YyTIUBICTh [0 IHCYIIHY y M’'3aX, 1110 IPU3BOAUTS [0 NOJINIIEeHHs Iepu(pepruyHoro
3aXOIJIEHHS Ta yTUJi3allil TJII0K03H;

- 3aTPUMY€ BCMOKTYBAHHS I''TIOKO3U Y KUIIIEYHHUKY.

MeTdopMiHy TiApOXI0PUA CTUMYIIIOE BHYTPIIIHOK/TITUHHUY CUHTES TIIIKOTeHY, BIJINBAIOYU
Ha TJIiKOreHCUHTEeTa3y. 30iIbllye TPaHCIOPTHY 3iOHICTH yCiX BifoMUX TUIIIB MeEMOPaHHUX



IIepeHOCHUKIB rmoko3u (GLUT).

dapMakomvHaMiuyHi eQEeKTH.

KmiHiuHi gocmigKeHHs 0Ka3ajlH, 1110 OCHOBHOIO [Ii€l0 MeT()OpMiHy, OKpiM TilorIikeMiyHoi, €
cTabinizaliis abo He3HaYHa BTpPaTa MacCH Tifa.

He3zanexHo Bif cBo€i mii Ha rnikeMmito, TabneTku MeTHOPMiHY 3 HETaltHUM BUBITbHEHHSIM
IIPOSIB/ISIIOTH TTO3UTHBHUY e(peKT Ha MeTabomi3m nininis. Lieit edpekT 6yB moBegeHUN mpu
3aCTOCYBaHHI TepaleBTUYHUX J03yBaHb Y KOHTPOJIbOBAaHUX CEPENHBO- a00 JOBrOTPUBATIUX
KJIIHIYHUX NOCTiIKeHHAX: TableTK! MeThOpMiHy 3 HeTalHUM BUBiITbHEHHSAM 3HUXKYIOTH
BMICT 3arajbHOTO X0JIECTEPUHY, JIIOMPOTEIHIB HU3BKOI IIiIIBHOCTI Ta TPUTTiIIEPUIIB.
[Toni6Huit edeKT He CIOCTepPiraBcs Py 3aCTOCYyBaHHI TabJE€TOK ITPOJIOHTOBAHOI fil,
IMOBIPHO, y 3B’I3KY 3 3aCTOCYBaHHSAM IIpenapaTry BBeuepi.

Yepes 11e TaKOXK MOXKe CIOCTePIraTucs MifBUIIEHHS BMICTY TPUTIIiLIEPULIB.

KrniniyHa ebeKTHUBHICTD.

3HMXKEHHS PU3UKY ab0 3aTpUMKa II0YATKY IIYKPOBOT0 HiabeTy 2 THUIY.

[Tporpama npodinaktuku giabety (DPP) y mopocnux Gyna 6araToueHTPOBUM, PaHAOMi30BaHUM,
KOHTPOJIbOBaHUM KJTiHIYHUM JOCHIAKEeHHSIX, B IKOMY OLIiHIOBanX e()eKTUBHICTh BIIPOBaIKEHHS
aKTHBHOTO C11oco0y XKuTTS abo 3acTocyBaHHS MeTHOPMIHY OJIs MonepenKeHHS ab0 3aTPUMKHU
PO3BUTKY IIyKpoBOro miabety 2 tumy. KpurtepiaMu BKIo4eHHS Oymu BiK = 25 pokis, IMT =24 kr/m
(=22 Kr/™M’ /19 aMepHKaHIIB a3iiicCbKOro MOXOMKEeHHs) Ta [IOPYIIEHHS TOJIEPAHTHOCTI [0 TTII0KO3HU
IIJIIOC PiBeHb II0K03U HaTire 95-125 mr/mn (abo <125 Mr/mn ams aMepuKaHChbKUX iHAiaHIIB).
[MTauienTtaMm Oy0 MpHU3HaY€HO aKTUBHUM CIOCI0 XKUTTS, 2X850 Mr MeThOpPMiHy IIJIIOC CTaHAAPTHI
3MiHu crioco0y XKUTTA abo manebo II0C CTaHAapTHI 3MiHM CTIOCO0Y KUTTS.

2

CepepHi BUxifiHi 3Ha4eHHs 15 ydacHukiB DPP (n=3,234 npoTsirom 2,8 pokiB) 6yiau HACTYITHUMHU -
BiK 50,6+10,7 pokiB, piBeHb I'NTIOKO3H B IN1a3Mi KpoBi HaTile 106,5+8,3 Mr/a, piBeHb
TJIFOKO3U B IIJTa3Mi KPOBIi yepes ABi TOOUHY MICIIA IPUMOMY T'JIF0KO3U nepopasbHo 164,6+17,0
mr/mn Ta 34,0£6,7 kr/m’ IMT. BripoBafXKeHHS aKTUBHOTO CIIOCOOY XKUTTS Pa30M i3 3aCTOCYBaHHSIM

MeT(OpMiHy 3aTHI 3HAYHO 3MEHIIUTH PU3UK PO3BUTKY IIyKPOBOTO AiabeTy B MOPiBHAHHI 3 maiebo,
58% (95% [1I 48-66%) Ta 31% (95% I 17-43%), BigmoBimHO.

[TepeBara BIpOBa[KEHHS 3MiH CIIOCO0y XKUTTS HaJ 3aCTOCyBaHHSIM MeT(hopMiHy Oyna OifbliIoio y
JITHIX Ialli€HTIB.

[ManieHTH, 110 OTPUMaK HaUOINbITY KOPUCTH Bif JTiKyBaHHS MeThopMiHOoM, Oyiu BiKoM Bif 45 POKiB
i3 IMT = 35 kr/M’, y sKux 6a30Buli PiBeHb ITI0KO3M Yepe3 2 TONMHU CTaHOBUB 9,6-11,0 MMOIB/II,
6a3oBuit HbA1C = 6,0%, abo marienTu 3 rectaninaum giabetom. [s 3anobiraHHs PO3BUTKY
IIYKPOBOT0 OiabeTy IPOTATOM TPhOX POKiB i3 yuyacHuKiB DPP - 6,9 narieHTiB O6ynu y rpymni akTUBHOT'O
crocoOy xkuTTs Ta 13,9 - y rpymi MeTdopminy. Touka JOCATHEHHS KyMYJISTHBHOI YaCTOTH
BUHUKHEHHS IIyKPOBOTO fiabeTy, ska nopiBHioe 50%, Oy7a BifcTpoyeHa NIpubIM3HO HA TPU POKHU B
TpyIi MeTHOpPMiHY TIOPiBHSAHO 3 m1aiebo.

[TocmimKeHHS OIIIHKY pPe3yIbTaTiB mporpaMu npodinaktuku miabety (DPPOS) - 11e moBroTpuBae

crioctepexenHs DPP, 1o Bkitodae B ceOe Oinbin HiK 87% moyaTkoBux DPP matfieHTiB ams
MIOAAJIbIIIOT0 JOBrOTPHUBAJIOTO CIIOCTEPEXKEHHS.



Cepeq yuacHukiB DPPOS (n 2776), KyMy/aTHBHa 94acTOTa BUHUKHEHHS I[yKPOBOTo fgiabeTy Ha 15-My
poti cTaHOBUTh 62% y rpymi nnane6o, 56% B rpymi metdopminy Ta 55% y Tpymi BIpoBafXKeHHS
aKTHBHOTI'0 CII0CO0y XKUTTS. 3aranbHi KoeditienTu ctanoBngaTs 7,0, 5,7 Ta 5,2 Bunaakis miabety Ha
100 marrienTo-pOKiB y rpynax mname6o, MeThopMiHy Ta aKTUBHOT'O CIIOCO0Y XKUTTS BifITIOBITHO.
Y nopiBHsSHHI i3 rpynoio nnamebo y rpymni MeThopMiHy pu3uK giabeTy OyB 3MeHINEHUN Ha
18% (koediuient pusuky (KP) 0,82, 95% [I 0,72-0,93; p=0,001) ta Ha 27% (KP 0,73, 95%
I 0,65-0,83; p<0,0001) y rpymi akTuBHOTO Ccrioco0y xkutts. [llomo cykymHol
MiKpPOLMPKYIATOPHOI KiHIIeBOI TOUKHK HedpomaTil, peTUHOIATil Ta HelpomaTil pe3yabTaTH He
BiIPI3HSANMNCH 3HAYHO MiX I'PylaMu, aje [AJis YYaCHUKIB, Y IKUX HE PO3BUHYBCS LIYKPOBUU
niabet nmpoTtsrom DPP/DPPOS, nomupeHicTh MiKpOCYIMHHUX YCKIamHeHb Oyia Ha 28%
HUKYOIO, HiXK y THX, ¥ KOT'0 PO3BUHYBCS miabeT (kKoedimienT pusuky 0,72, 95% II 0,63-0,83;
p<0,0001). Hemae K0ofHUX MOPiIBHAIbHUX JaHUX IIOOO0 BIJIUBY MeT(OPMIHY Ha
MaKpOCYIUHHI yCKTagHeHHs y maitienTiB i3 I1TT ta/ab6o I1T'H, Ta/abo migpuimenum HbAlc.

®akTopu pu3UKy giabeTy 2 TUILY, PO SKi BimoMo 3 my6ikallii, BKII049aloTh: MOHTOJIOIIHE YU
HeTpoigHe MOXOMXKeHHS, Bik moHan 40 pokiB, gucimifeMis, rimepTeH3is, 0XKUPIHHS Y1 HagMipHa
Maca Tina, BiK, poOouHHUY aHaMHe3 (1 CTymiHb CiMelHOl CIIOPifHEHOCTI i3 XBOPUM Ha IyKPOBUU
miabeT), recTauifHMi yKPOBUY Hia0eT B aHaMHe3i Ta CHHIPOM MOJIiKicTo3HuX sieunukin (CITK).

JIikyBaHHS IIYKPOBOTO MiabeTy 2 TUITY.

[TpocnekTuBHe pangomizoBaHe (UKPDS) mocnigkeHHST BCTAHOBUIIO IepeBary moriu0aeHoro
KOHTPOJIIO PiBHS T'JIIOKO3U B KPOBi ¥ XBOPUX Ha LYKPOBUM AiabeT 2 TUIY 3 HaAMipHOIO Maco
Tija, [0 OTPUMYyBaIu MeTHOPMiHY TiIpOXTIOPUL HETaHOTO BUBIIbHEHHS SIK Tepallilo MepIrol
JIiHil miCNs TOro, SIK Ai€Ta BUSBUIIACh Hei€BOIO. AHAIi3 pe3y/IbTaTiB XBOPUX 3 HAIMipHOIO
MacoI0 TiNla, SKi OTpUMYyBaiu MeTHOPMiHY TiIPOXIIOPHUS MiCA TOTO, SIK [i€Ta BUSIBUIACH
He[ieBOl0, MOKa3aB.:

3HaYHe 3HUKEHHS a0COJIIOTHOT0 PU3UKY OyIb-IKOT'0 YCKIIaMHEHHS, TI0B’I3aHOTO 3
IIyKpOBUM [iiabeToM, B IrpyIi MeTdopMiHy rimpoxnopuny (29,8 Bunanky/1000 naiieHTO-pOKiB)
IIOPIBHAHO 3 IPYIO0 NallieHTiB Ha fieTi (43,3 Bunaaky/1000 nauienTo-pokis), p=0,0023, ta
IIOPiBHSHO 3 TpynaMu KoMOiHOBaHOI Teparil i3 cynb(hOoHIICeY0BUHOI Ta MOHOTepatil incyninom (40,1
Bunanaky/1000 namienTo-pokis), p=0,0034.

3HAYHe 3HUKEHHS a0COJIIOTHOI'0 PU3UKY IOB’SI3aHO1 3 IIYyKPOBUM miabeToM
CMEePTHOCTi: MeTGopMiHy rigpoxnopup - 7,5 Bunaaky/1000 maiieHTo-pokiB, nuie gieta - 12,7
Bunanaky/1000 nanierTo-pokis, p=0,017;

3HaYHe 3HUKEHHS abCOJIIOTHOTO PU3UKY 3arajibHOi CMEPTHOCTI: y rpymi MeThopMiny
rigpoxmnopuny 13,5 Bunaaxky/1000 namnieHTo-pokiB y nopiBHAHHI 3 20,6 Bunangky/1000 mauieHTO-pOKiB
(p=0,011), y rpymi nauieHTiB Ha [i€Ti, Ta IOPiBHSAHO Y IPpyIli KoMOiHOBaHOI Teparii i3
cynb(doHiICeY0BHHOIO Ta MOHOTeparii incyninoM; 18,9 Bunagky/1000 marienTo-pokis (p=0,021);

3HayHe 3HUKEHHS a0CONIIOTHOT0 PU3UKY iHPapKTy MioKapaa: MeTQopMiHy
rimpoxnopup 11 Bunaakis/1000 mamieHTo-poKiB, nuite mieTa - 18 Bunaakis/1000 nairieHTo-
pokiB (p=0,01)

g MeTQOopMiHy TigpOXJIOPHUAY, 110 3aCTOCOBYETLCS K Tepallis Apyroi iHil, y KoMmOiHa1ii 3
CynbGhOHINICEYOBUHOIO, IepeBara Mon0 KIiHIYHUX pe3ysbTaTiB He Oyia IoKa3aHa.

[Tpu nykpoBomy miabeti 1 Tumy KombiHalliio MeTHopMiHy TigpoXIopuay Ta iHCYJiHY 3aCTOCOBYBaIN



OKpeMUM TIallieHTaM, ajie KJliHiuHa nmepeBara Iriei komOiHatii He Oysa odilifiHO BCTaHOBIEHA.
dapmakoKiHemuxka.
BcmoxmyeaHHA.

[Ticris mepopanbHOTO MpUKoMy npenapaTy ['mokodax XR i3 TpOIOHTOBAHMM BUBIIbHEHHSM,
abcopobiiist MeTHoOpPMiHy 3HAYHO YIIOBITbHIOETHCS MOPIBHSIHO 3 TabmeTKaMu MeTGOopMiHY i3
HeTalHUM BUBiIbHEHHSIM. Hac JOCATHEeHHS MaKcuMabHol KoHIeHTpatii (T,,,) CTAHOBUTH

7 romuH (T, M1 TabIeTOK i3 HeraHUM BUBIIbHEHHSIM CTAHOBHUTD 2,5 TONMHH).

[Tpu piBHOBaXKHOMY CTaHi, 5IK i pU 3aCTOCYBaHHi TabJIeTOK i3 HETalHUM BUBITbHEHHSM,
MakKcuMasbHa KoHIeHTpatis (C,,,) Ta moma mifg kpuBoo AUC 30inbIny0ThCs
HEIIPOIIOPIIIAHO 10 BBeOeHO0l BHYTPIlIHbO 703u. AUC Mmicisg omHOPa30BOro IPUNoMy
BHYTpimHLO 2000 Mr MeThHOPMiHY TiIpOXIOPUAY Y BUTTISAAI TabIeTOK i3 MPOIOHTOBAaHUM
BUBiNTbHEHHSAM aHanoriude AUC, mo crnocTepiraetscs micnsg mpuiiomy 1000 mr Mmetdopminy
TiAPOXJIOPUAY y BUTTIAAI TaONETOK i3 HeralHUM BUBIIbHEHHSM [IBa pa3u Ha fH00y.

Komnuanus C,,,, Ta AUC B okpeMux cy0’eKTiB y BUIafiky npuiiomMy TabaeTok MeTopMiny
TiApPOXJIOPUAY 3 IIPOJIOHTOBAHUM BUBLIbHEHHSM IIOPiBHSIHHI 3 KOJIMBaHHAMY, SKi
CIIOCTEPiraloThCsl y BUMAOKY NpuiioMy TabieTok MeT()OpPMiHy TiIpOoXIOpuAy i3 HerauHuM
BUBIJILHEHHSM.

[Ticnsa nputioMmy TabNeTOK i3 IPOJIOHTOBAHUM BUBITbHEHHSM HaTIIE CIIOCTEpiramocs
3unxkeHHsI AUC Ha 30 % (C ., 1 T, 3aIuIIanucsa He3MiHHUMHU).

BcMmokTyBaHHS MeT(hHOpPMiHy 3 TaOIETOK i3 MPOJIOHTOBaHUM BUBITbHEHHSIM He 3MiHIOETHCS
3aJIexkHO Bifl ckyamy ixi. He criocTepiraerbcst Kymynstii mpu 6araropa3oBoMy IpUKOMi 0o
2000 mMr meTdopMiHy TigPOXIOPUAY V BUTIISAMAI Ta0JIETOK i3 MPOJIOHTOBAHUM BUBIIbHEHHSIM.

Po3nodia.

3B’s13yBaHHs 3 OiTKaMu IJ1a3MK KPOBi He3HaYHe. MeThOpMiH IPOHUKAE B EPUTPOLIUTH.
MaxkcumMasipHa KOHIIEHTpALisd Y KPOBl HUXK4Ya, HiXX MakKCHMaJlbHa KOHIEHTpALid y IJIa3Mi
KPOBI, i ocATaeThCcsa MPUONMM3HO Yepe3 ToM camMuil Yac. EputponuTy, iMoBipHille 3a BCe,
IIPeICTaBISIOTh APYTY KaMmepy poamnoniny. CepenHiit 06’em po3mnominy (Vd) KonuBaeThCs y
miamnas3oHi 63-276 .

Memaboaism.

MeTdhopMiH BUBOOUTLCS ¥ HE3MIHEHOMY BUTJTISAL 3 cedeto. MeTaloJIiTiB y MOOUHY He
BUSIBJIEHO.

BuseoOeHHs.

HupkoBuii KinipeHc MeTpopMiHy cTaHOBUATH > 400 My/xB. Lle BKa3dye Ha Te, 110 MeTHOPMiH
BHBOOUTHCS 3a PAXYHOK KJIyOOUYKOBOI QinbTpaliii Ta KaHasblleBol cekpetii. ITicns
IIepPOpPabHOTO IPHUUOMY I03H MePiofl HaIliBBUBEIeHHS CTAaHOBUTH OIM3bKO 6,5 TOMMHM.

[Tpu mopymeHHi GyHKIIl HIPOK HUPKOBUM KIIIPEHC 3HMUKYETHCS MPOMOPIINHO A0 KITipEeHCY



KpeaTuHiHYy i TOMY Iepiofl HalliBBUBeeHHS 30iMbIIyETHCS, 1[0 TPU3BOAUTE A0 30iMbIIEHHS
piBHA MeT(HOPMiHY y IIJTa3Mi KPOBI.

Ocobaugi epynu nauieHmia.
Hupkxosa HedocmamHicme.

HasiBHi 0OMexXeHi [aHi 10710 Nalli€HTiB i3 MOMipHUM CTyIIeHEM HUPKOBOI HEIOCTATHOCTI,
TOMY HEMOXKJINBO TOYHO OIIIHUTH CUCTEMHY €KCIIO3UIil0 MeT(HOPMIHY B I[iil IPYIIi Malli€eHTiB
IIOPiBHSHO 3 TNallieHTaMu 3 HOPMaJIbHOI QYHKIIi€I0 HUPOK. ToMy HeoOXigHe KOPUTYBaHHS
MO3H 3TiTHO 3 KIiHiYHO0I0 e(peKTHBHICTIO/IEPeHOCUMICTIO (OUB. po3min «Crmoci0 3acToCyBaHHS
Ta JO3U»).

KininiuyHi xapaKTepHCTHKH.
Iloka3aHnHs.

3HMKEHHSI pU3uKy a00 3aTpUMKa IIOYATKY IYKPOBOTO HiabeTy 2 TUILY Y HOPOCTUX IallieHTiB
3 HaMipHOIO Maco Tina Ta 3 ITTT* ta/a6o III'H*, Ta/abo migpummenum piBaeM HbA1C, sKi MaoTh:

- BHCOKWH PU3UK PO3BUTKY SIBHOTO (MaHipeCTHOT0) yKpoBOTO miabeTy 2 TUIY (OUB. PO3Min
«®apMaKoguHaMiKa»);

- IIPOTPEeCyIodi MOPYIIeHHs BYTI€BOOHOT0 00MiHYy He3Baxkalo4yd Ha MoguQiKallilo aKTUBHOTO
CIIoco0y KUTTS IIPOTATOM Bif 3 10 6 Mics1IiB.

JlikyBanHs npenapaToM ['mokodaxk XR moBuHHO OyTH 3acCHOBaHe Ha OIiHII PU3UKY, 10 BKIIIOYAE
BiATIOBigHiI 3aX0¥M KOHTPOJIIO TJIiKeMii Ta CBifueHHs BUCOKOT'0 PU3UKY 3 OOKY CeplieBO-CyOUHHOI
CUCTEMMU.

[TapanenbHO 3 TOYATKOM 3aCTOCYBaHHS MeT(QOPMiHY MOTPiOHO MPOOBKYBATH 3MiHHU CIIOCOOY KUTTS,
3a BUHATKOM THUX BUITQAKiB, KOIY IMAlliEHT HECIIPOMOXKHHUM 00 TaKUX 3MiH 3 MEOIUYHUX ITPUYKH.

*[TTT: TlopymeHna TonepanTHICTH A0 rmoko3u; [II'H: [Topyuena riikemisa HaTie.

JIikyBaHHS LIyKPOBOTO fiabeTy 2 TUIY Y MOPOCTIUX, 0COOIMBO y XBOPUX 3 HAAMIpPHOIO Macoio
Tina, KOJIU JIUIlIe fieToTeparis Ta GisnyHi HaBaHTaxKeHHS He 3a0e31euyioTh afeKBaTHUN
rIiKeMigyHUN KOHTPOIb. [ Mmokodax XR MoxkKHa 3aCTOCOBYBaTH K MOHOTeparito abo y koM0OiHatil 3
iHIIMMU epopaNbHUMHU MPOTUAia0e THYHUME 3aco0aMu, ab0 CyMiCHO 3 iHCYITiHOM.

IIpomunoka3aHHsi.
- TligBuIneHa 4y TIUBICTh 00 MeThHOPMiHY ab0 m0 Oyab-IKOT0 iHIIIOTO KOMIIOHEHTA IIpelapary;

- OyOb-IKUM THI TOCTPOT0 MeTabOo IiYHOT0 allia03y (HapUKIIak, TaKToaluua03, JiabeTHIHuN
KeTOoalluaIo3);

- niabeTHYHa IPEKOMa;



- HUPKOBA HEOCTATHICTD TSIXKKOTO CTyIeHs (IIBUOKICTh KITy6oukoBoi pinpTparnii (IIK®) < 30 Mi/xB);

- TOCTPi CTaHH, 110 MPOTIKAIOTh 3 PU3UKOM PO3BUTKY MOPYIIeHb GQYHKIIII HUPOK, TaKi gK:
3HEBOJIHEHHS OpraHi3My, TsXKKi iH(eKIIiliHi 3aXBOPIOBAHHS, IIIOK;

- 3aXBOPIOBAHHS, II0 MOXKYTh MPU3BOAUTH IO PO3BUTKY TiMOKCii TKaHWH (0COOMHUBO TOCTPi
3aXBOPIOBaHHS ab0 3aroCTPeHHS XPOHIYHOI XBOPOOH): MEKOMIIEHCOBaHa CeplieBa HENOCTATHICTS,
n¥xajbHa HENOCTATHICTb, HEIIOMABHO ITepeHeceHni inGapKT MioKap/a, IIoK;

- Me4iHKOBa HEMOCTATHICTh, TOCTPE OTPYEHHS aJIKOT0JIEM, aJIKOTOJIi3M.

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.
KombiHauii, u,o He pekomeHOyembcs 3acmocoaysamu.
AKo2010.

AnKoronbHa iHTOKCHKAIlis aCOLi0eThCSA 3 MiABUIIIEHUM PU3UKOM JIAKTOAIUI03y, 0COOIUBO y
BUITAAKaX rOJI0MyBaHHSA a00 JOTPUMaHHS HU3bKOKAJIOPINHOI Mi€TH, a TAaKOXK IIPU IMEYiHKOBIN
HEeIOCTaTHOCTI.

HodoemicHi peHm2eHOKOHMPACMHi Pevo8UHL.

I[TamieHTaM CJif MPUIXHUTY 3aCTOCYBaHHS MeTdopMiHy mo abo mmif yac mpoBeneHHSs
[OCIIiAKEeHHS i TOHOBUTH He paHiIle HiXK dyepe3 48 ronguH micisd AOCHIAKEHHS 3a YMOB
OTPUMaHHS HOPMAaJIbHOT'0 Pe3ybTaTy GYHKINI HUPOK (OuB. po3minu «Crocid 3acToCyBaHHS
Ta [03u» i «B3aeMopmist 3 iHIMMMY JTiKapChKUMU 3aco0aMu Ta iHIIM BUOYM B3aEMOIii»).

KombiHauii, ujo cai0 3acmocosysamu 3 obepedxcHicmio.

IHesiki mikapchKi 3aco0u, HAIpPUKJIa HeCTEPOIAHI MpoTu3amnanbHi npenapaTu (HII3IT),
BKJTIOUAIOYM CeJIeKTUBHI iHTi0iTopu nuknookcurerasu (LIOT) II, inribiTopu
aHTI0TEH3MHIIEPETBOPIOBAILHOTO (epMeHTY (AIID), aHTAaroOHICTH PELEeNTOPIB aHTiOTEeH3UHY
IT1i miypeTuku, 0co6IHMBO NETIHOBI AiypPEeTUKY, MOXKYTb HETaTUBHO BIUIMHYTU Ha QYHKIIiI0
HUPOK, 1110 MOXKe 30i/TbIINTH PU3NK BUHUKHEHHS JTaKToaluno3y. Ha moyaTky niKyBaHHSA
BHUIIle3a3HaYE€HUMHU JTiKapChKUMU 3acobamMu abo iX 3acToCcyBaHHS B KOMOiHallii 3
MeThOopPMiHOM HeoOXigHO 3iiCHIOBAaTH PeTeIbHUM KOHTPOJIb QYHKIII HUPOK.

JlikapcwKi 3acobu, w0 YuHAMb 2inepeaaikeMiuHy 0ito (2/110KOKopmukocmepoiou cucmemHoi ma
Mmicuesoi 0ii, cumnamomimemuku).

Heo0OxigHO YacTille KOHTPOJIIOBATH PiBEHb I'JIIOKO3U y KPOBi, 0COOIMBO Ha ITOYATKY
nikyBaHHS. [1ig 9ac i micys TpUNIUHEHHS TaKoi CyMiCHOI Tepatil HeoOXiqHO KOPUTYBaTH 03y
npenapaty ['mokodax XR.

TpaHcnopmepu opzaHiyHux kamioHie (OCT)
MeTtdopmin € cybcTpaToM 000x TparcmopTepiB OCT1 i OCT2.

CynyTHe 3acToCcyBaHHS MeT()OPMIHY 3:



- inribitopamu OCT1 (TakuMM SIK Bepanamin) Moxke 3MeHIINTH e(eKTUBHICTE MET(POPMiHY;

- ingykTopamu OCT1 (TakuMu K pudaMIinmuH) MoxKe 30iIbIIUTY HITYHKOBO-KHAIITKOBE BCMOKTYBaHHS
Ta e(eKTHUBHICTh METHOPMIHY;

- inribitopamu OCT2 (TakuMM K HUMETUANH, JOIyTerpaBip, paHoia3uH, TPUMETOIIPUM, BaHIeTaHi0,
i3aByKOHAa30J1) MOXKe 3HU3UTH HUPKOBE BUBEIEHHS MEeT(POPMiHy 3 HACTyITHUM 301/IbIIIEHHSIM
KOHIIEHTPallil MeT(QOpPMiHy B IJIa3Mi KPOBI;

- inribitopamu 060x OCT1 i OCT2 (TakuMM SIK KPU30TUHIO, oflanapu0) MoXKe BIIMHYTU Ha
e(peKTUBHICTb Ta HUPKOBE BUBELNEHHS MeTHOPMIHY.

ToMy peKOMEeHAYETHCS BUSBIATH 0COONMUBY 00€PEXKHICTh IIPYU CYIYyTHBOMY 3aCTOCYBaHHI IIUX
npenaparis 3 MeTHOpMiHOM, 0COOIMBO ¥ NMALIEHTIB 3 IOPYIIeHHAM QYHKIIIl HUPOK, OCKiJTbKU
KOHIIeHTPallil MeTGopMiHy B M1a3Mi KPOBi MOXKYTh 3pOCTH. [Ipy HEOOXIMHOCTI CIif 3BaKUTH
MOXKJIMBICTbh KOPUTYBaHHS 003U MeThOpPMiHy, ocKinbKu iHTibiTopu/iHmykTopu OCT MOXKYThH BIIUHYTH
Ha e(peKTUBHICTb MeT(OpPMiHY.

Oco06.1ueocmi 3acmocyeaHHs1.
Jlakmoau,u0os.

JTakTOanumo3 € gyKe pifiKiCHUM, ajie TSKKUM MeTa0OoTiYHUM YCKITaJHeHHIM, 10 HaldacTile
BHHUKAE IIPU TOCTPOMY IOTipIneHHi QyHKII HUPOK, CeplieBo-I1ereHeBOMY 3aXBOopioBaHHi ab0 CEemncHci.
[Tpu rocTpoMy moripiieHHi QPyHKIII HUPOK BiIOyBa€ThCSI HAaKOMMYEHHS MeT(HOPMiHY, 110 30ibIIye
PU3UK PO3BUTKY JIAKTOALATO3Y.

Y pasi 3HeBogHeHHS (CunmbHOI miapel abo O0BaHHS, rapsiukyu a00 3MEeHIIIeHHS BXKUBAHHS PiOqUHU)
PEKOMEHOYETHCS TUMYACOBO IIPUITMHUTH 3aCTOCYBaHHS MET(MOPMiHY i 3BEPHYTHUCS 3a METUYHOIO
OOIIOMOTOIO.

AKIIOo malieHT oTpuMye MeThOpPMiH, CIif 3 00epPekHiCTI0 PO3NOYMHATH JIiIKYyBaHHS 3aco6aMu, 110
MOXKYTbh I'OCTPO MOTIipUINTH (HYHKIII0 HUPOK (HapUKJIa[, FinOTEeH3UBHUMU IIpellapaTaMy,
cevorinauMu 3acobamu Ta HIT3II). [H1i hakTOpM PU3UKY BUHUKHEHHS JTaKTOAIUI03y BKIII0YAI0Th
HagMipHe BXKUBaHHS aJIKOT'0JI0, [IeYiHKOBY HELOCTATHICTh, HEJJOCTAaTHHO KOHTPOJILOBAHUY IIyKPOBUU
niabeT, KeTo3, TpUBaJje roJIONYBaHHS i OyOb-AKi CTaHU, IIOB’SI3aHi 3 TIIOKCIEI0, a TAKOXK CYIyTHE
3aCTOCyBaHHS JIiIKapChKUX 3ac00iB, 1110 MOXKYTh IPU3BECTH [0 JAKTOAIMA03Y (OUB. PO3TiIH
«[IpoTunoka3aHHs» Ta «B3aemMopis 3 iHIIMMY TiKapCbKUMU 3aco0aMu Ta iHIN BUOM B3aEMOMIN»).

[Tamientu Ta/abo ocobu, 110 3MIMCHIOITH JOTJISAM 3a HUMH, MaloTh OyTH MOiH(GOPMOBaHi PO PU3UK
PO3BUTKY 1aKTOALU03Y.

XapakTepHUMU 03HAKaMU JIAKTOAIM03Y € alluI0THYHA 3aAuIlKa, 6inb y KUBOTi, M'30Bi cCymoMmuy,
aCTeHis Ta rinoTepMis 3 MOXJIMBUM IOAAIbIIUM PO3BUTKOM KOMU. Y pasi nosiBu 6yab-gIKOT0O
CHMIITOMY BUHUKHEHHS JTAaKTOAIUA03y Nalli€HT TOBUHEH IPUINHUTH 3aCTOCYBaHHS METHOPMIHY i
HerauHO 3BEPHYTUCS [0 JIiKaps.

IiarHoCcTUYHI pe3yIbTaTH 1abopaTOPHUX AOCTiAXKEeHb - 3HUKEeHHS PH KpoBi (< 7,35), mifgBuileHHs
piBHS JaKTaTy B CHPOBATII KPOBi (> 5 MMOIb/1) i 36iNbIIIeHHS aHIOHHOTO IIPOMIXKKY Ta
CIIiBBIIHOLIEHHS JIaKTaT/IipyBar.



Hupxkosa HedocmamHicmb.

[ITK® crip omiHIOBaTH [0 IMOYATKY JIIKYBaHHS i PETYJIsPHO IIiCJIg KOr0 3aBepIleHHS (OUB.
po3min «Cmoci0 3acToCyBaHHS Ta [03K»). 3aCTOCYBaHHSI MET(QOPMiHY ITPOTUIIOKA3aHe
nauiertam 3 [IIK® < 30 mn/xB i Mae OyTy TUMYACOBO IIPUITMHEHE 3a HAsSBHOCTI 3aXBOPIOBAHb,
110 3MiHIOIOTh HUPKOBY PYHKIIIO (IUB. po3ain «IIpoTUIOKa3aHHSI»).

Cepuesa ¢pyHKUisA.

[TauieHTH i3 cepieBOI0 HENOCTATHICTIO MalOTh OiNIbIII BUCOKHY PU3UK PO3BUTKY TillOKCIil Ta
HUPKOBOI HegocTaTHOCTI. ITarienTaM 3i cTabiIbHOI0 XPOHIYHOIO CEPIIeBOI0 HENOCTATHICTIO
MeT(HOPMiH MOKHA 3aCTOCOBYBATH IIPU PETYJISIPHOMY MOHITOPUHTY CEPIEBOl Ta HUPKOBO1
¢byHKIII. MeThopMiH IPOTUIIOKa3aHK! MalliEeHTaM i3 TOCTPOIO Ta HECTabiIbHOI0 CEPLIEBOI0
HEeOOCTATHICTIO (OUB. PO3Min «IIpoTUIOKAa3aHHI»).

ITayieHmu AiMHbO20 BIKY.

Yepes oOMexKeHHI JaHi 1[0[j0 TepaneBTUYHOI eeKTUBHOCTI 3aCTOCYBaHHS [JI 3MEHILIEHHST PU3UKY
BUHUKHEHHS L[yKPOBOTO fiabeTy 2 Tuny ab0 3aTpUMKU HOT0 [T0YATKY Y IAIli€HTiB BiKOM Bif 75 POKIB,
TAKUM TallieHTaM Ipu3HauyeHHd MeTHOPMiHy He peKOMEHIOBaHE.

HodoemicHi peHmeeHOKOHMpacmHi 3acobu.

BHYTpPIIIHEOCYIMHHE BBEEHHS HOJOBMICHUX KOHTPACTHUX PEYOBUH MOXKE BUKJIUKATH
KOHTPACT-iHAYKOBaHy He(pOIaTiio, 110 IPU3BOAUTE OO0 HAKOMNYEHHS MeTHOPMIHY i
30i/IbIlIeHHS PU3UKY PO3BUTKY JIAKTOAIMA03Y. [1alieHTaM CIif MPUIHHUTY 3aCTOCYBaHHS
MeThopMiHy 10 abo ITif Yac MpoBeieHHS OOCHiIXKeHHS i TOHOBUTY He paHillle HiXK yepes 48
TOOVH IIiC/sg AOCHIAKEHHS 3a YMOB OTPUMaHHS HOPMAaJIbHOTO pPe3ynbTaTy (QYHKIll HUPOK
(ouB. po3pinu «Crmocib 3acToCyBaHHS Ta A03U» i «B3aeMopid 3 iHITMMH NiKapChKUMHU 3ac00aMu
Ta iHI BUOU B3aEMOMIN»).

Xipyp2iuHi Bmpy4aHHA.

Heo0OXxigHO MPUNUHUTY 3aCTOCYBaHHS MeT(GOPMIHY IIifl Yac XipyprivHoro BTPy4YaHHS 3
3aCTOCYBaHHSM 3arajibHoOl, CIIiHa/IbHOI ab0 emifypaabHOl aHecTe3il, i MOHOBIIOBATH He
pawiIe Hix yepe3 48 roguH micis MpoBegeHHs omepallil abo BigHOBIEHHS IEPOPaILHOIO0
Xap4yBaHHSA 3a YMOB OTPMMaHHS HOPMaJIbHOTO pe3yabTaTy (DYHKIIil HUPOK.

THwi 3anob6ijxcHi 3axodu.

[TamienTamM HEOOXiMHO JOTPUMYBATUCS Mi€ETH, PIBHOMIPHOT'O IIPUHAOMY BYTJIEBOMIIB IIPOTIATOM
nmo0Ou. [TamienTam i3 HagMipHOI0 MaCOIO Tijla CJIifl MPOOOBXKYBATH NOTPUMYBATHCS
HU3bKOKaJIOPiHOI fieTH. HeoOXimHO peryasapHO KOHTPOIIOBATH 1ab0paToOpHi TOKa3HUKY
PiBHS TJIFOKO3U B KPOBI.

MeTtdopmiH MOxKe 3HUXKYBATH PiBEHb BiTaMiHy B,, y cupoBaTIi KpOBi. PU3MK HM3BKOTO PiBHSA
BiTaMiny B,, 3pocTae 3i 36inblIeHHIM 0031 MeTPOPMiHY, TPUBAJIOCTI JIiKyBaHHS Ta/abo y pasi
HasIBHOCTI y MallieHTa (paKTOPiB PU3UKY, SKi, K BiIOMO, CIPUYUHIIOTh JeinuT BiTaMiHy B,,.
Y pasi migo3pu Ha medinut BiTaminy B,, (Hanpuknam, aHeMis abo Helpomarist) ciif
KOHTPOJIIOBATH piBeHb BiTaMiHy B,,y cupoBartii KpoBi. [1amiedTam 3 hakToOpaMu pU3UKY



nedinuTy BiTaMiny B, Moxke OyTu mOTpiOHUM MOHITOPUHT PiBHA BiTaMiHy B,,. Tepartmiio
MeT(OPMIHOM CJIifi MPOJOBXKYBATH A0 TUX IIip, IIOKM BOHA IIEPEHOCUTHCH 1 HE €
IIPOTUIIOKAa3aHa, a BiATIOBigHe KOpPeKIIiHe JTiKyBaHHS AedinuTy BiTaMiHy B,, HamaeThCsa
BIIMOBIOHO [0 MOTOYHUX KITIHIYHUX PEKOMEHOAIIH.

MonoTepartis MeThOpMiHOM He CIPHUYMHSE TiMOTIiKeMil, oqHaK cim 0yTu 00epeXHUM IIpu
OJHOYACHOMY 3aCTOCYBaHHI MeT(hOpMiHy 3 iHCyNniHOM a0 iHIIMMU ITepopaTbHUMU
rimornikeMiyHuMU 3aco0amu (HalpuKIIag, TOXiTHUMHU CynbhOoHiICce4oBUHU abo
MeTJiTuHigaMu). MoXKIuBa HasiBHICTb parMeHTiB 06010HKM TabneToK y pekanisx. e €
HOpPMaJIbHUM SIBUILEM i He Ma€ K/IiHIYHOrO 3HAaYEHHS.

Lleit mikapchku# 3aci6 MicTUTh MeHIle 1 MMOJIb HaTpito (23 MI') Ha OMUHUIIIO NO3YBaHHS,
TOOTO BBAXKAEThCSI TAKUM, I1I0 «HE MiCTUTDb HATPi0».

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BaeimHicmb. HeKOHTpOIbOBaHa IinepriikeMis y NIPeKOHIENUIMHNY [1epio Ta Iif Yac BariTHOCTI
II0B’S13aHa 3 MigBUIIEHUM PU3UKOM BPOIKEHUX aHOMaJIil, BTpPaT! BariTHOCTI, TilepTOoHil,
CIIPUYMHEHO] BariTHICTIO, IpeeKJIaMIICil Ta TepruHaTalbHOl CMEPTHOCTI. BaxXnuBo migTpuMyBaTH
piBeHb I'TIOKO3H B KPOBi STKOMOTra 0/IMK4e 10 HOPMAJIbHOTO IIPOTSATOM BCi€l BariTHOCTI, 11100 3HU3UTH
PU3UK HECTIPUSATIMBUX HACIIOKIB TinepriikeMil g MaTepi Ta 1l AUTUHH.

MeTdopMiH MPOHUKAE Yepe3 ITAleHTY Y KiTbKOCTAX, SKi MOXKYTh OYTH TaKUMHU K BAUCOKUMH,
K KOHIIeHTpallil y MaTepi.

BenuKa KinbKiCTh aHUX NP0 BariTHUX XKiHOK (0inbine 1000 pe3ynbTaTiB BIIUBY) 3
KOTOPTHOT'O NOCTiI»KeHHS Ha OCHOBI PEECTPIB Ta OmMy0OIIiKOBaHUX pe3ybTaTiB MeTaaHali3iB i
KJIIHIYHUX JOCTIIXKeHb BKa3y€ Ha BifCYTHICTh MiABUIEHOT0 PU3UKY BPOAXKEHUX aHOMaJIill
ab0 TOKCUYHOCTI [J1s TJI0fa/HOBOHAPOXKEHOT0 BHACIIJOK BIIJIUBY MeT(HOPMIHY y
IePUKOHIIENIINHNY TTepiof Ta/abo mif yac BariTHOCTI.

€ mesKi HeMiATBepAXKeHi JaHi Ipo JOBrOCTPOKOBUY BIJIUB MeT(HOPMIiHY Ha Bary AiTeu, AKi
3a3Ha/I¥ BHYTPIITHLOYTPOOHOTO BIIMUBY. Cx0XKe, 110 MeThOPMiH He BIIJIUBAE Ha PYXOBUU Ta
CoIliaJTbHUM PO3BUTOK [iTel BiKOM [0 4 POKiB, SIKi 3a3Ha/ii BHYTPIIIHHOYTPOOHOTO BILIUBY,
X0Ya [aHi 0710 JOBIrOCTPOKOBUX HACIIIIKiB 0OMeKeHi.

Y pasi kiiHiyHOI HeoO0XigHOCTI 3aCcTOCYyBaHHS MeT(OPMiHY ITiff Yac BariTHOCTI Ta y
IIPEKOHIIENIINHNM TIepiof MOXKIIUBE K MOIOBHEHHS a0o SIK albTepHATHBA iHCYIIiHY.

I'oodysaHHA 2pydoi. MeThopMiH eKCKPETYETHCS V¥ TPYAHE MOJIOKO, aje y
HOBOHapPOIKEeHNX/HEeMOBJIAT, AKi 3HaXOAUJIKCS Ha TPyIHOMY rOfyBaHHI, T06iYHi e(eKTH He
crocTepiranucs. OfHaK, OCKiNbKA HENOCTAaTHLO JAHUX 100 6e3MeKu 3aCTOCYBaHHS
npelnapary, TOLyBaHHS IPYAAI0 He PEKOMEHAYETLCS IIPOTITOM Tepallili MeT(pOpMiHOM.
PimmeHHs 110710 TPUIIMHEHHS TOAYBaHHS IPYAO0 HeoOXigHO IPUUMAaTH 3 ypaxyBaHHSIM
1epeBar TPyAHOTO TOJyBaHHS Ta MOTEHIIMHOT0 PU3UKY MO0IiYHUX eDeKTiB Iy IUTUHHU.

depmuavHicmb. MeThopMiH He BIIMBaB Ha DEePTUIbHICTE TBAPUH MIPU 3aCTOCYBaHHI y mo3ax 600
MT/KT/Ha o0y, 110 Maiixke y 3 pa3u IepeBUllyBaid MaKCUMalbHy PeKOMeHI0BaHy N000BY 03y OIS



JIIOOWHU 3 PO3paxXyHKY Ha IIJIOIly IIOBEPXHi Tifna.

30amHicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MeXaHizMamu.

I'mokodazxk XR He BINIMBAE Ha IMIBUOKICTh Peakiliil Mpu KepyBaHHI aBTOTPAHCIOPTOM abo
po6OTYy 3 iHIIMMU MeXaHi3MaMu, OCKiJIbKY MOHOTEepaIlis MpernapaToM He CIIPUYNHSIE
rimormikeMil.

OpHak, ciif 3 060epexkHiCTI0 3aCTOCOBYBaTH MeThOpMiH y KoMOiHallil 3 iHIIHMY
rimornikeMiyHuMu 3acobamu (moximHi cynb(oHIICeYOBUHM, IHCYITiH, METTIITUHIIN) Y 3B I3KY
3 PU3KUKOM PO3BUTKY TillOTTiKEMil.

Cnoci6 3acmocyeaHHss ma do3u.

ITopocai nayieHmu 3 HOPMAaabHOW (pYyHKUiE HUPOK (LIIK® = 90 ma/xs).

3HMXKEHHS PU3UKY ab0 3aTpUMKa II0YaTKY IIYKPOBOTO HiabeTy 2 THUILY.

MeTdopmiH cimif mpu3HavyaTH JUIe TOMi, KOIU 3MiHK B CIIOCO0i XKUTTS Ha MPOTATOM 3-6
Mics11iB He 3a0€e31eYyi0Th afleKBaTHOT'O TIiKeMiYHOT0 KOHTPOJIIO.

JIikyBaHHS CIlifg Io4YMHATH 3 OfiHiel TabneTku npenapaty ['mokodax XR 500 mr 1 pa3 Ha goly mmifg
yac IpuioMy ixi BBedepi.

Yepes 10-15 pmHiB MpoBeeHOr0 JIiKyBaHHS 03y HE0OXiAHO BiZKOPUTYBATH BifITIOBIMHO 10 Pe3ybTaTiB
BHMipIOBaHb PiBHS I'IIOKO3U B KpoBi (3HaueHHS OI'TT (opanbHUM TTIOKO30TOJIEPaHTHUN TeCT) i/abo
BMICTYy TJIIOKO3H B IJIa3Mi KpoBi HaTile i/abo HbAlc nmoBuHHI OyTy B HOpMi). [IoBinbHE 30iNblIeHHS
03U MOKe TOKPAIIUTH IeEPEHOCUMICTh 3 00Ky TPaBHOTO TpakTy. MakcuMalibHa peKOMeHI0BaHa
mo3a ctaHoBuTh 4 Tabnetku (2000 mr) 1 pa3 Ha mo0y mifg yac mpuiioMy ixi BBedepi.

PekxoMeHOy€eTLCS PETYISAPHO KOHTPOIIOBATH (KOXKHI 3-6 MicAIliB) TTiKeMiyHUH CTaTyC (3HaUYeHHS
OT'TT (opanbHUM I'IIOKO30TOJIEPAHTHUM TecT) i/abo BMICTY IJIIOKO3H B IJIa3Mi KpoBi HaTIie, i/abo
HbA1lc), a TakoX (paKTOpU PUIUKY OJIS IPUUHSATTS PillleHHS II0[0 HeoOXiMHOCTI MPOJOBKEHHS,
3MiHU YU [IPUNMHEHHS JIIKyBaHHSI.

TakoX HeoOXimHO MPOBOOUTH ITOBTOPHY OLIHKY JIiKyBaHHS, SIKIIO MAIliEHT 3TOOM BIIPOBAKYE
IOKpallleHHsI XxapuyyBaHH4 Ta/abo ¢i3nyHi HaBaHTakKeHHT a00 FKII0 3MiHM CTaHy 3[0POB’S MallieHTa
OO3BOJISIOTH 3MIHUTH CIIOCIO KUTTH.

MoHomepanis abo kombiHOBaHa mepanisi y NOEOHAHHI 3 IHWUMU NEpPopPA/AbHUMU 2ino2AiKeMiuHUMU
3acobamu.

PekoMeHIOBaHa Mo4yaTKoOBa fo3a - 1 TabieTka Ha mo0y.

Yepes 10-15 gHiB 1pOBEAEHOTO IiKyBaHHS 003y HEOOXiQHO BiIKOPUTYBATU BiANIOBIAHO OO pe3y/IbTaTiB
BUMIpIOBaHb PiBHS TJIIOKO3U B KPOBi. [T0BifibHE 30iNbIIeHHS O3U CIIPUSE 3HUXKEHHIO T0OIYHUX



edekTiB 3 60Ky TpaBHOr0 TPAKTy. MakcyMasbHa PEKOMEHIOBaHa [[03a CTAaHOBUTL 4 TaOIETKHU Ha
no0y.

o3y npemnapaty npuiiMaTty 1 pa3 Ha mo0y mmig yac npuioMy ixi BBeuepi, 30inburytoun Ha 500 mMr
KoxHi 10-15 gHiB go 2000 mr.

k110 HeoOXimHOTO PiBHS TJIiKeMil He MOXKHA [OCSITHYTH IIpu 3acTyBaHHi ['mokodaxy XR y no3i 2000
MT, SIKY TallieHT npuiiMae 1 pa3 Ha go0y, nmamienTy ciig 3acrocoByBaTu ['mokodax XR y mosi 1000 mr
2 pa3u Ha o0y mig yac nmpuitoMy ixi.

Akio HeoOXigHOTO PiBHA TJiKeMil He TOCATHYTO, MOXKHa 3acTOCOByBaTu ['mokodax, TabneTku,
BKPHUTI ITiBKOBOIO 0007I0HKOI0, Y MaKCUMabHiN peKoMeHaoBaHil mo3i 3000 Mr Ha m00y.

[ng nauieHTiB, sIKi BXKe JiKyBanucsa MeT(pOpPMiHOM, IT04aTKOBa fo3a npenapaty [mokodax XR,
TabJIeTOK 3 IPOJIOHTOBAHUM BUBiTbHEHHSAM, Ma€ OyTH eKBiBaJieHTHa [000Biii 703i TabneToK i3
HeTalHUM BUBiTbHEHHAM. [lalieHTaM, gKi OTpUMYIOTh Tepalio MeTGopminoM y fo3i Bume 2000 mr
Ha 700y, He PpeKOMEeHAYEThCS IIePeX0oJUTH Ha Tepariio npenapaToM I'mokodax XR.

Y Bumapgky mepexony Ha npenapatT [mokodax XR, TabneTKy 3 MPOIOHTOBaHUM
BUBiTbHEeHHSM, 500 MTr, HEOOXiTHO MPUNUHUTY ITPUNOM iHIIOTO MPOTHIa0Ee TUUHOTO
Ipenapary [jis IepopajbHOro 3aCTOCYBaHHS.

Komb6iHosaHa mepanis 3 iHCYAiHOM.

[I71s1 DOCATHEHHS Kpallloro KOHTPOJIIO 3a PiBHEM TJIIOKO3M B KPOBI MET(OPMiH Ta iHCYIIiH
MOXKHa 3aCTOCOBYBATH y BUTIAMI KOMOiHOBaHOI Tepartlii. 3a3BuYal mo4aTKOBa 03a
I'mokodaxy XR cranoBuTh 1 TabneTky Ha go0y Mif yac nmpuitoMy ki BBedepi, Toxi 103y
iHCYy7iHy HeoOXigHO migOdupaTy BiATIOBIZHO OO pe3yJIbTaTiB BUMIPIOBAHHS PiBHA INIIOKO3HU B
KPOBI.

Y nauienmis 1imHb020 8iKy MOKJIMBE MOTipIneHHS QYHKIiI HUPOK, TOMY 003y MeT()opMiHy HE0OXigHO
nigOupaTy Ha OCHOBI OIiHKY (QYHKIIII HUPOK, SKY CIIif IPOBOOUTH PETYISIPHO (IUB. PO3Min
«0OCc06IUBOCTI 3aCTOCYBaHHS»).

[TepeBara 3MeHIIIEHHS PU3UKY BUHUKHEHHS IIYKPOBOTO miabeTy 2 TUy a00 3aTPUMKHU HOT0 ITOYATKy
He OyJla BCTAHOBJIEHA Y IAllieHTiB BikoM Bif 75 pokiB (ouB. po3min «PapMakoguHaMiKa»), TOMy TaKUM
malfieHTaM He PeKOMeHIOBaHe IpHU3HaueHHSI MeThopMiHy (IuB. po3min «OcoO0muBOCTi
3aCTOCYBaHHS»).

Hupxosa HedocmamHicmb.

[IK® cmig omiHIOBaTH A0 MOYaTKY JIiKyBaHHS JTiIKapChbKUMHU 3ac00aMu, 10 MiCTITh
MeT(OpMiH, Ta MiC/IA M0YaTKY JIIKyBaHHS MPUHAKWMHI IIOPIiYHO. Y MaIli€HTIB 3 MiABULIEHUM
PU3UKOM ITOAAJBIIOr0 IPOrPecyBaHHsI HUPKOBOI HEJOCTATHOCTI Ta Y MAIli€HTIB JIiTHBOTO BiKy
CJIil TPOBOOUTHU PETENbHUY KOHTPOIIb (PYHKIIiI HUPOK SKOMOTa YacTillle, HalpUKJIaA KOXHi
3-6 micsiiB.

[MTK® 3arajabHa ITomaTKOBi peKoMeHaallil
(M11/xB) MaKcHUMaJIbHa
moOoBa mo3a
60-89 2000 mr Y pa3i 3HUXKeHHS (YHKIIil HUPOK PEKOMEHTYEThCS
[POSIIITHYTH MOXKJIMBICTh 3MEHIIEHHS TO3H.




45-59 2000 mr Cnip mpoaHani3yBaTé (akToOpH, SKi MOXKYThb

30ITTBIINTY PU3UK PO3BUTKY JTAKTOALUO03Y (IUB.
037in «Oco0IMBOCTI 3aCTOCYBaHHS»), IO TOYATKY

30-44 1000 mr ITiKyBaHHSI MET(QOPMIHOM.

[ToyaTKOBa 03a CTAHOBUTE He OiJIbIlle II0JIOBUHHI

MaKCHUMaJIbHOL TO3H.

<30 - 3acTocyBaHHS MeT(HOPMiHY IPOTUIIOKA3aHe.

Himu.

[IpenapaT He 3aCTOCOBYBATH HiTSIM, OCKiTbKY HeMa€ KIIiHIYHUX [laHWX CTOCOBHO ITi€l BiKOBOI rpymnu
MallieHTIB.

ITepedo3yeaHHs.

[Tpu 3acTocyBaHHI ITpenapary y 4o3i 85 r po3BUTKY rinoriikeMii He crioctepiranocs. OfHaK y IbOMy
BUIIQ[IKy CIIOCTePiraBcs PO3BUTOK JIaKTOAIMA03y. 3HAUHE IIePEeBUIeHHS N03K MeThOopMiHy abo
CynyTHi ()aKTOPH PU3UKY MOXKYTh CIPUUYMHATY BUHUKHEHHS JIaKTOAnua03y. JlakToanumos €
HEeBiIKIagHUM CTaHOM. Y BUIIQKy PO3BUTKY JIAKT0ALMA03Y JTiKyBaHHA IpenapaTtoM [miokodax XR
HeoOXiTHO IPUIIMHUTHY i TEPMIHOBO T'OCIiTani3yBaTH XBoporo. HalteheKTUBHIMIMM 3aX0I0M [TIS
BHMBEIEHHS 3 OpraHi3aMy JakTaTy i MET(QOPMiHY € reMopiai3.

ITo6iuni peakuii.

3rigHo 3 JAHUMM IIOCTMapPKETUHTOBUX Ta KOHTPOJIbOBAHUX KITIHIYHUX JOCiXKeHb 0OiYHI peakil y
nalieHTiB, sKi 3acTocoByBanu mpemnapat I'mokodax XR, Oynu nogibHuMYU 3a IPUPOAOI0 Ta CTYIIEHEM
TS2KKOCTI 10 TAKKX Y TMAIli€HTIB, SKi 3aCTOCOBYBanu npenapat [mokodax (i3 HerauHUM
BUBITbHEHHSM aKTUBHOI PEYOBHHM).

Haituacrimumu He6akaHUMY PeakIlisMU Ha IMOYaTKy JIiKyBaHHS € Hy[IoTa, O/toBaHHS, fiapes, 6inb y
JKMBOTI, BigCyTHIiCTh ameTuTty. Lli cuMnToMu y GinbIIOCTi BUMIQ[IKiB MUHAIOTh CAMOCTIHHO.

Heb6axaHi epekTy 3a 4aCTOTOI0 BUHUKHEHHS KJIaCU(IKYIOTh 3a TAKMMU KaTeropisiMu:

nyxe gacto (> 1/10), gacto (> 1/100 i < 1/10), seuacTo (> 1/1000 i < 1/100), pigro (>
1/10000 1 < 1/1000), my=xe pigko (< 1/10000).

ITopyweHHsA 06MiHY PeUOBUH.

Yacro: 3HMXKeHHS piBHA/OedinuT BiTaminy B,, (muB. po3min «Ocob6nMMBOCTI 3aCTOCYBAHHS»).
Iyke pigko: makToanuaos (auB. po3ain «Oco0IMBOCTI 3aCTOCYBaHHS»).

3 6oky Hepsogoi cucmemu.

YacTo: mOpyILIeHHS CMaKy.

3 60Ky mpagHo20 mpakmy.



Iyke gacTo: po3naau 3 60Ky TpaBHOI CHCTEMH, TaKi IK: Hy[ioTa, OIf0BaHHS, Hiapes, Oinb y
JKUMBOTI, BiACyTHICTh anetuTy. Haliuacriime 11i mo6iuHi sBUIla BUHUKAIOTh Ha MTOYATKY
JiKyBaHHS Ta y OiNBIIOCTI BUMAMKiB CIOHTAHHO 3HUKAIOTh. [IJ15 IonepeKeHHsT BUHUKHEHHS
mo0iyHUX IBHUI] 3 00Ky TPAaBHOT'O0 TPAaKTy PEKOMEHIYETHLCS MOBibHE 30i/IbIIIeHHS N031
Ipernapary.

3 boky 2enamobiniapHoi cucmemu.

IyXe pigKo: OKpeMi ITOBiqOMIEHHS 1IOMI0 MOPYIIEHHS MMOKa3HUKIB QyHKIIl mediHku abo
remnaTuTiB, 10 MOBHICTIO 3HUKAIOTH IIiCIIS BiAMiHU MeT(HOPMiHY.

3 6oky wkipu ma niOwKipHOi KAiMKOBUHU.

Iyxke pigko: IMIKipHi amepriufi peaxiiii, BK/II04alouy BUCUIIN, EPUTEMY, CBEPOixX,
KPOIIUB' HKY.

ITosidomaeHHs npo HebaxcaHi nobiuHi peakuii.

[ToBigoMiieHHs PO MOGiYHiI peakii micyg peecTpaliii TikapcbKoro 3acoby Ma€e BaXKJIuBe
3HaueHHd. [le mae 3MOry MpoBONUTYU MOHITOPUHT CIIiIBBIAHOIIEHHSA KOPUCTL/PU3UK IIPU
3aCTOCYBaHHI 1IbOT0 JIIKapChKOTO 3aco0y. MequyHUM Ta ¢hapMalleBTUUHUM IpalliBHUKAM, a
TaKOXK IalieHTaM a0 IXx 3aKOHHUM IIpeiCTaBHUKAM CJIifl TOBiIOMJIATH IIPO yCi BUTIAOKK
igo3pioBaHUX MOGIYHMX peakIliil Ta BiACYTHOCTI e()eKTUBHOCTI JTiIKapChKOTO 3aco0y dyepes
ABTOMaTH30BaHy iHpOpMaLiiHy CUCTEMY 3 (hapMaKOHATrJISAAy 3a MOCUJIaHHSIM:
https://aisf.dec.gov.ua/.

Tepmin npudamuocmi.

3 POKH.

YMmoBH 30epiraHHsi.

36epiratu npu TeMmepatypi He Buie 25 ‘C. 30epiraTu y HefOCTYIHOMY AJIs [iTeil MiCIi.

YnakosBka.

ITo 15 Tabnetok y Gmictepi. ITo 2 abo 4 6micTepu y KAPTOHHi#M KOPOOIIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHUK.



Mepk Cante, ®pantmis/Merck Sante, France.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs MOro Jis/IbHOCTI.

2 pio m1o IIpeccyap Bep, 45400 Cemya, @paniiis/2 rue du Pressoir Vert, 45400 Semoy, France.



