IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

ITIOKO®AXK XR

(GLUCOPHAGE® XR)

Cknao:
ditoua pevosuHa: metformin;
1 TabneTka, BKpuTa 000JI0HKOI0, MiCTUTh: MeThopMiHy rigpoxnopuny 500 mr;

donomidcHi peyo8uHU: HaTpilo KapMmeno3a, rimpomeno3a 100 000 cP, maruito cTeapar.

JIikapcbka ¢opma. TabaeTKy MTPOIOHTOBAHOI [Iii.

OcHoegHi (i3uko-ximiuHi 8aacmueocmi: 6inoro a6o Maiike 6iloro KOabOPY, KPYTili, ABOOMYKITi
TabneTKu 3 rpaBipyBaHHSIM «500» 3 ogHOTO GOKY.

dapMmakoTepaneBTHYHA rpyna. [lepopasbHi rimornikeMiuni 3acobu, 3a BUHATKOM iHCYITiHiB.
Biryanigu. Kog ATX A10B A02.

dapmakono2iuHi e1acmueocmi.
dapmaxkoOduHamika.

MeTdopMiH € OiryaHifioM 3 aHTUTINEPTIIiKeMiYHUM epeKTOM: 3HUXKYE PiBeHb TII0OKO3U SIK HaTIlle, TaK
i micns npuiioMy 1xi. He cTUMyITIO€ CeKpelito iHCYIiHY i He CIPUYUHSE TiMOTIiIKeMiYHOTO e(peKTY.
Metdopmin 3HUKYE TinepiHcyniHeMilo HaTile, a B KoMOiHalii 3 iHCyniHOM 3HUXKYE MOTPeby B
iHCYymiHI.

MeTdopMiH IeMOHCTPYE aHTUTINIEPTTiKEMiYHUYN €(PEKT 3a AOIOMOI0I0 KiIbKOX MeXaHi3MiB:
- 3HUXKYE IIPOOYKYBaHHSA IJIIOKO3U y IIeYIiHII;

- TIOJIeTIy€ epudepuyHe 3axXOIJIeHHS Ta YTUAJI3allilo III0KO31, YaCTKOBO 33 PaXyHOK
IIOCUJIEHH Ail iHCYIiHY;

- 3MiHI0€ 00MiH T'TIOKO3U B KUIIEYHUKY: ITOTTMHAHHSA 3 KPOBOOOITY 30ibIIYETHCS, @
BCMOKTYBAHHS 3 1Ki 3HUXKY€EThC. [l00aTKOBI MeXaHi3MH, NIOB’s13aHi 3 KUIIIEYHUKOM,
BKJII0YAIOTh 30i/IbIlIeHHS BUBiIbHEHHS roKaroHomomiouoro nentuny 1 (I'TITI-1) i 3HUXKeHHS



pe30p0Oi1il KOBYHUX KUCTIOT. MeThopMiH 3MiHIOE MiKPO0OiOM KUIIEYHUKY;
- MOXKe IOKPAIIUTH JINigHAN TPOQib y MAIli€HTIiB 3 TineprinigeMieo.

Y xopi KJIiHIYHUX AOCIIIXKEeHb i 4ac 3aCTOCYBaHHS MeT(POPMiHYy Maca Tijla MaljieHTiB
3asuinanacs cTabimbHOI0 ab0 MOMIpHO 3HUKYBAJacs.

MeTdopmiH € aKkTUBAaTOPOM afieHO3UHMOHOpocPaTmpoTeinkiHa3u (AMPK) i migBuiye
TPaAHCIIOPTHY 3[aTHICTh YCiX TUIMIB MeMOpaHHUX ITepeHOoCHUKIB rimoko3u (GLUT).

KrniniyHa ebeKTHBHICTD.

3HMXKEHHS pU3UKY ab0 3aTpUMKa II0YATKY IIYKPOBOT0 miabeTy 2 THUIY.

[Tporpama npodinaktuku giabety (DPP) y mopocnux Oyna 6araToieHTPOBUM,
PaHIOMi30BaHUM, KOHTPOJILOBAHUM KIIIHIYHUM [OOCIIIAKEHHIM, B AIKOMY OL[IHIOBaJIA
e(eKTHUBHICTb BIIPOBAAKEHHS aKTUBHOTO CIIOCO0Y XKUTTS ab0 3aCTOCYBaHHS MeThHOPMiHy
IS TIoTIepemKeHHsT a00 3aTPUMKHU PO3BUTKY IIYKPOBOTO miabety 2 Tumy. Kpurtepisimu
BKJTIIOYEeHHS Oymu Bik = 25 pokis, IMT =24 kr/m* (=22 Kr/M” 171 aMepHKaHIiB a3ifiCbKoro
IIOXOMKEHHS) Ta MOPYIIEHHS TOIEPAaHTHOCTI 0 TII0KO3Y IIJIIOC PiBEHb TIIOKO3U HATIIE
95-125 mr/on (abo <125 mr/an ang ameprKaHChKUX iHAiaHIIB). [TamienTam 6ym1o
IPU3HAYEHO aKTUBHUY CIIOCIO XKUTTS, 2X850 Mr MeThOpMiHy IJIIOC CTAHAAPTHI 3MiHH CIIOCO0Y
XKUTTS ab0 mane6o MII0C CTaHOAPTHI 3MiHM CIIOCO0Y KUTTS.

CepeqHi BuxigHi 3HaueHHd A71g ydyacHuKiB DPP (n=3,234 npotsarom 2,8 pokis) Oynu
HacTynHuMH - BiK 50,6+10,7 pokiB, piBeHSb I'JIFOKO3U B IJ1a3Mi KpoBi HaTile 106,5+8,3 mr/aj,
piBEHB TJIFOKO3H B IIJIa3Mi KPOBi Yyepe3 ABi TOOUHY IIiC/IS IPUKOMY TJIIOKO3HU IIePOpPaibHO
164,6+17,0 mr/mi ta 34,0%6,7 xr/m* IMT. BopoBafKeHHs aKTUBHOTO CIIOCOGY XHUTTS Pa3oM i3

3aCTOCYyBaHHSIM MeT(hOPMiHY 3[aTHI 3HAYHO 3MEHIIUTH PU3UK PO3BUTKY IIYKPOBOTO fiabeTy B
nmopiBHSHHI 3 nnaiebo, 58% (95% I 48-66%) ta 31% (95% II 17-43%), BimmoBigHoO.

[lepeBara BIIpOBafxKeHHS 3MiH CII0CO0Y XKUTTS HaJl 3aCTOCyBaHHAM MeThopMiny Oyna
Oi/BII0I0 Y JTiTHIX MallieHTiB.

[TarieHTH, 10 OTPUMaJIX Haibinblly KOPUCTE Bif NiKyBaHHS MeT(QopMiHOM, Oy/iK BiKOM Bif
45 pokis i3 IMT = 35 kr/M’, y SiKuxX 6a30BHii piBeHD ITIOKO3H 4epe3 2 TONUHY CTaHOBuB 9,6-11,0
MMoJIb/1, 6a3oBuit HbA1C = 6,0%, abo marieHTH 3 recrauiiHuM miadeToM. [I1d 3amobiraHus
PO3BUTKY IIYKPOBOT0 HiabeTy MPOTAToM TPhOX POKiB i3 yuacHukiB DPP - 6,9 martienTiB Oynu y rpymi
aKTHBHOTrO crocoby xkutTtsd Ta 13,9 - y rpymi metdopminy. Touka HOCATHEHHS KYMYISTUBHOL YaCTOTH
BUHUKHEHHS IIyKPOBOTO AiabeTy, ska nopiBHIoe 50%, Oy7a BifcTpoyeHa NpubIU3HO HA TPU POKU B
rpyni MeThopMiHy MOPiBHSIHO 3 maneso.

[TocmimKeHHS OIIHKY pe3yIbTaTiB nporpaMu npodinaktuku niabety (DPPOS) - 11e moBrotpusane

crmoctepexenHs: DPP, 1o Bkimodae B cebe Oinbi Hizk 87% movatkoBux DPP mariieHTiB miis
IIOAAJIbIIOr0 JOBrOTPUBAJIOTO CIIOCTEPEXKEHHS.

Cepen ydyacuukiB DPPOS (n 2776), KyMy/lIsiTUBHaA YaCTOTa BUHUKHEHHS LIyKPOBOTO fiabeTy
Ha 15-My poti cTaHOBUTH 62% y rpymi nanebo, 56% B rpymi meTgopminy Ta 55% y rpymi
BIIPOBA/I2KEHHSI aKTUBHOTO CITOCOOYy XKUTTS. 3aranbHi Koedirientu craHoBnaTs 7,0, 5,7 Ta 5,2
BUMaAKiB mia0bety Ha 100 maIieHTO-pokiB y rpymax miane6o, MeTOPMiHy Ta aKTUBHOTO CIIOCOGY



JKUTTS BiIIOBigHO. Y MOpPiBHSHHI i3 rpymoto miaiebo y rpymni MeThopMiny pusuk miabety 6yB
3menmenus Ha 18% (koediuienT pusuky (KP) 0,82, 95% [II 0,72-0,93; p=0,001) Ta Ha 27% (KP 0,73,
95% 11 0,65-0,83; p<0,0001) y rpymi akTuBHOTO CI1oco0y KuTTs. Illom0 CyKymHOI
MiKpPOIIMPKYJIITOPHOI KiHIIEBOl TOYKYM HedpoImarTil, peTUHOIAaTil Ta Helpomnaril pe3yibTaTi He
BiPi3HANMKCH 3HAYHO MiX I'PyIaMH, aje O Y4aCHUKIB, y IKUX He PO3BUHYBCS I[yKPOBUiL fiabeT
npotsaroM DPP/DPPOS, nomupeHicTs MiKDOCYOUHHUX YCKIafHEHb Oya Ha 28% HUXKUOI0, HiX y TUX,
y KOT'0 po3BUHYBCS AiabeT (koediuieHnT pusuky 0,72, 95% II 0,63-0,83; p<0,0001). Hemae KomHUX
NOPIBHANIBHUX JaHUX IIOAO0 BINIKBY MeT()OPMiHYy Ha MAKPOCYAUHHI YCKIagHeHHS y nauieHTis i3 [TTT
ta/abo IIT'H, ta/abo nigsumenum HbAlc.

dakTOopu PU3UKY miabeTy 2 THUIY, PO SKi BimoMo 3 my06JTikallii, BKJII04al0Th: MOHTOJIOITHE YU
HerpoifiHe MOX0XKeHHs, Bik moHaya 40 pokiB, mucHimigeMis, rimepTeH3is, 0KUPiHHSA Y1
HaAMipHa Maca Tina, BiK, poOOuHHUY aHaMHe3 (1 CTymiHb CiMeiHOl CIIOPigHEHOCTI i3 XBOPUM
Ha IYKPOBUY miabeT), recTaliifHUM IIyKPOBUi MiabeT B aHaMHe3i Ta CHHAPOM IOJTiKiCTO3HUX
sseuHuKiB (CITKA).

JIikyBaHHS IIYKPOBOTO NiabeTy 2 TUIY.

[TpocnekTuBHe panmoMmizoBaHe (UKPDS) mocnmigkeHHS BCTaHOBUJIO IEPEBary moriubieHoro
KOHTPOJIIO PiBHS TJIIOKO3U B KPOBi Y XBOPUX Ha I[yKPOBUH fiabeT 2 TUIY 3 HaAMipHOIO Macolo Tina, 110
OTPUMYBaJIi MeT(POPMIiHY TigPOXIOPUL HETAaHOTO BUBIIbHEHHS SK TEpallilo MepIol JIiHil micas Toro,
sK [leTa BUIBUJIACh HEei€BOK0. AHaIi3 pe3ybTaTiB XBOPUX 3 HaAMIPHOIO Macol0 Tijla, SKi OTpUMYyBaIu
MeT(HOPMIHY TiIPOXJIOPUA IiCJIg TOTO, IK Ai€Ta BUSIBUIIACh HE[i€BOIO, II0Ka3aB:

3HAYHe 3HUKEHHS a0COII0OTHOT'0 PU3UKY OyIb-IKOT'0 YCKIIaAHEHHS, ITOB’I3aHOTO 3
IIyKpoBUM fiabeToM, B rpymi MeTdopMiny rimpoxnopuny (29,8 sumanky/1000 naiieHTO-pOKiB)
IIOPiBHSHO 3 I'PYIIOIO MallieHTiB Ha mieTi (43,3 Bunaaky/1000 nmauienTo-pokis), p=0,0023, Ta
TIOPiBHSIHO 3 TpynaMu KoMOiHOBaHOI Teparril i3 cynmbhoHiNICeY0BMHOI0 Ta MOHOTepatil incyninom (40,1
Bunagky/1000 marmienTo-pokis), p=0,0034.

3HAYHe 3HUKEHHS a0COJIIOTHOT'0 PU3UKY IOB’I3aH0l 3 IIyKPOBUM fiabeToM
CMePTHOCTi: MeTGopMiHy rigpoxnopup - 7,5 Bunaaky/1000 naiieHTo-pokKiB, nuie gieta - 12,7
Bunanaky/1000 nanierTo-pokis, p=0,017;

3HaYHe 3HUKEHHS abCOIOTHOTO PU3UKY 3arajbHOI CMEPTHOCTI: y rpyIIi
MeThopMiny rigpoxmopuny 13,5 Bunagky/1000 marieHTo-pokKiB y mopiBHsHHI 3 20,6 Bumagky/1000
nauiesTo-pokiB (p=0,011), y rpymi naiienTis Ha gi€eTi, Ta mopiBHAHO y rpymi KoMOGiHOBaHOI Teparrii i3
Cynb(pOHINICEeYOBUHOIO Ta MOHOTeparmil iHcyninoM; 18,9 Bunapnky/1000 nauierTo-pokis (p=0,021);

3HAYHe 3HUKEHHS a0CONIOTHOTO PU3UKY iHDapKTy MioKapaa: MeThOpMiHy
rigpoxmnopup 11 Bunankis/1000 marieHTO-poKiB, muiie gieta - 18 Bumaakis/1000 naiieHTo-poKiB
(p=0,01).

Inst MeThOPMiHY TiIpPOXIOPUAY, IO 3aCTOCOBYETHCA K Tepallisl ApyToi JiHii, y KoMmOiHatii 3
Cynb(hOHINICEYOBMHOIO, TIepeBara IoA0 KIiHIiYHNX pe3ynibTaTiB He Oyiia MoKa3aHa.

[Tpu mykpoBomy miabeTi 1 Tumy KoMOiHallito MeTGOPMiHY TigpOXIOpUAY Ta iHCYIiHy
3aCTOCOBYBa/IM OKpEeMUM IallieHTaM, ajle KJIiHiuyHa IepeBara 1iei kom0OiHatii He Oya

0(iIiftHO BCTaHOB/IEHA.

dapmakoKiHemuka.



BcmokmyeaHHA.

[Ticns nepopanbHOro npuitoMy npenapaty ['mokodax XR i3 IpOIOHTOBAaHUM BUBIIbHEHHSIM,
abcopOirist MeThopMiHYy 3HAaYHO YIIOBIIbHIOETHCS MTOPIBHSAHO 3 TabmeTkaMu MeTGOPMiHY i3 HerauHUM
BUBITbHEHHSAM. Yac HOCATHEeHHSI MaKCUMaJlbHOI KoHIeHTpaiii (T,,,) cTaHoBuTh 7 romguH (T, ois
Ta0JIeTOK i3 HeralilHUM BUBIJIbHEHHSIM CTAaHOBHUTH 2,5 TOONUHHU).

[Tpu piBHOBaXXHOMY CTaHi, K i IpU 3aCTOCyBaHHi Ta0IETOK i3 HETalHUM BUBIIbHEHHAM,
MakKcHuMasbHa KoHIeHTpamis (C,,,,) Ta mmoma mig KpuBoo AUC 36imbIIyI0TCS HEMTPOIIOPLINHO 10
BBe[leHOl BHYTPimHbO f0o3u. AUC micsig oqHOPa30BOro npuiioMy BHyTpimHE0 2000 Mr MeThopMiHy
rigpoxyopupny y BUTISAAI TaOlIeTOK i3 IPOJIOHTOBaHUM BUBLIbHEHHSM aHasoridie AUC, 1mo
cnoctepiraerbcs micns mpuiiomy 1000 Mr MmeThopMiHy TifpoxIopuny y BUrisAmi TabIeTox i3
HeralHUM BUBITbHEHHSM [IBa Pa3u Ha m00y.

Komusanss C,,, Ta AUC B okpeMux Cy0’€KTiB y BUNIafIKy mpuiioMy TabaeTok MeThopminy
TigPOXJIOPUAY 3 IIPOJIOHTOBAHUM BUBILIbHEHHSIM IIOPIBHAHHI 3 KOJIMBAHHSIMHY, SKi CIIOCTEPIratoThCA Y
BUIIQ[IKy NpuiioMy TabeToK MeTHOPMiHY TifPOXIIOPUAY i3 HeralHUM BUBITbHEHHSIM.

[Ticns npuiioMy TabeTOK i3 IPOJIOHTOBaHMM BUBIIbHEHHSM HATIIEe CIIocTepiranocs 3uuxkeHHI AUC
Ha 30 % (C ., 1 T,.,3anIuInaniucsad He3MiHHUMU).

BcMmokTyBaHHS MeThOPMiHY 3 TaOlIEeTOK i3 MPOIOHTOBAHUM BUBITbHEHHSM HE 3MIiHIOETHCS 3aJIEKHO
Bif cknany ixi. He ciocrepiraerbcs Kymynsiil npu 6araTopazoBoMy npuiiomi o 2000 mr
MeT(OpPMiHY TiZPOXJIOPUAY Y BUTTISAML TabIE€TOK i3 IIPOJIOHTOBAHUM BUBITbHEHHSIM.

Po3nodin.

3B’si3yBaHHA 3 OiIKkamMu I1a3MHU KPOBi He3HauHe. MeThOpMiH MPOHUKAE B €PUTPOLIUTH.
MakcuMarnbHa KOHLIEHTPALid Y KPOBl HUXKYa, HiXX MaKCUMaJIbHa KOHILIEHTpalid y IIJla3Mi KPoBi, 1
MOCSTaeThCs MPUOIN3HO Yepe3 To¥ caMuit yac. EputporuTy, iMoBipHiIe 3a Bce, MPeCTaBIISIOTh
Opyry KaMepy poamnomniny. CepenHiii 06’eM po3snopiny (Vd) KonuBaeThCs y giama3oHi 63-276 1.

Memaboaaizm.
MeTdhopMiH BUBOTUTLCS ¥ HE3MiHEHOMY BUTIISAL 3 ceuero. MeTaboiTiB y MIOOUHY HEe BUSBIIEHO.
BuseoeHHs.

Hupkosuii kitipeHc MeThopMiHy cTaHoBuTh > 400 mi/xB. Lle BKa3ye Ha Te, 110 MeThopMiH
BHMBOMIUTHCS 3a PaXyHOK KIy004YKOBOI GinbTpallil Ta KaHanbieBol cekpetiil. [Ticis nepopaibHOTO
IPUHOMY [O3Y IIepiof HaliBBUBEOEHHS CTaHOBUTHL OJIM3bKO 6,5 TOOUHH.

[Tpu nopymieHHi QYHKIIl HUPOK HAUPKOBUH KJTipEHC 3HMUKYETHCS IIPOIOPIIIHO 00 KIIipeHCy
KpeaTHHiHY i TOMy mepiof HammiBBUBEOeHHS 30i/IbIIYETHCS, 10 ITPU3BOAUTE OO0 30ibIIEHHS PiBHS
MeT(QOpMiHy y I1a3Mi KpPOBi.

Ocobausi e2pynu navieHmis.
Hupkosa HedocmamHicmb.
HasiBHi 06MexKeHi laHi 1I0/10 Nalli€HTIB i3 MOMipHUM CTyIIeHEM HHPKOBOI HEJJOCTATHOCTi, TOMY

HEMOZKJIMBO TOYHO OI[IHUTYU CUCTEMHY €KCIIO3HIIil0 MeT(OPMiHY B IIill TPy MallieHTiB MOPiBHIHO 3
nalieHTaMy 3 HOPMaJbHOI (PYHKIli€I0 HUPOK. ToMy HeoOXiiHe KOPUTYBaHHS 03U 3TifHO 3 KJIiHIYHOI0



epeKTUBHICTIO/TIepeHoCUMiCTIO (IuB. Po3Min «Crmocib 3aCTOCYBaHHS Ta HO3U»).

KrinigHi xapaKTepHCTHKH.
IToka3zanus.

3HUKEHHST pu3uKYy abo 3aTprMMKa II04YaTKy I[yKPOBOTO HiabeTy 2 TUIY y HOPOCIUX IMAlIliEeHTiB
3 HaIMipHOI0 Macoo Tina Ta 3 [TTT* ta/abo III'H*, Ta/abo miguinenum piBaeM HbA1C, sKi MaioTh:

- BHCOKMH PU3UK PO3BUTKY SIBHOTO (MaHipeCTHOT0) IyKPOBOTO fiabeTy 2 TUIY (OUB. PO3Min
«®apMakKoguHaMiKa»);

- IIPOTPECYIOYi MOPYIIeHHS BYTIEBOOHOTO 00MiHY He3BaXKalouud Ha Moaudikallito akTHBHOTO
CIIoco0y KUTTS MPOTATOM Bif 3 10 6 MicS1IiB.

JlikyBaHHS npenapaTtoM ['miokodax XR moBuHHO OyTH 3aCHOBaHE Ha OINiHII PU3UKY, 110
BKJIIOYA€E BiTIOBIMHI 3aX00u KOHTPOJIIO TJIiKeMil Ta CBiTUeHHST BUCOKOT'0 PU3UKY 3 OOKY
CEepLEeBO-CyIUHHOI CUCTEMH.

[TapanenbHO 3 TOYATKOM 3aCTOCYBaHHS MeTHOPMiHYy MOTPiOHO MPOMOBXKYBaTH 3MiHU
crioco0y KUTTS, 3@ BUHATKOM THX BUMAAKIB, KOJIM MALliEHT HECIIPOMOXKHHUU 10 TAKUX 3MiH 3
Me[UYHUX [IPUYKH.

*[TTT: IlopyiieHa TonepaHTHICTE fo riawoko3u; [1I'H: [TopyiieHa riikemis HaTIe.

JIikyBaHHS LIyKPOBOTO fiabeTy 2 TUIY Yy JOPOCTIKX, 0COOIUBO y XBOPHUX 3 HAIMipHOIO MACOI0
TiNa, KOJIK JIUIIe AieToTeparnisa Ta GisvyHi HaBaHTaXXeHHS He 3a0e3neuyioTh afeKBaTHUN
raiKeMiyHUNA KOHTPOb. ['mokodax XR MoxkKHa 3aCTOCOBYBATH SIK MOHOTepario abo y komOiHarii 3
iHIIMMU mepopaNbHUMU IpoTUAiabe THYHUME 3aco0aMu, ab0 CyMiCHO 3 iHCYJTiHOM.

IIpomunoka3aHHs.
- IligBuinieHa 4yTIuUBIiCTb 00 MeT(POpMiHYy abo Mo OyOb-IKOTO iHIIIOT0 KOMIIOHEHTA IIpernapary;

- OyOb-IKU# TUI TOCTPOTO MeTabOoIiYHOT0 aluao3y (HalpuKiaj, JaKToaluno3, niabeTuyHum
KeToalumos);

- miabeTUYHA IIPEKOMa;

- HUPKOBa HEIOCTATHICTh TSXKKOT0 CTYIEeHs (IBUAKICTL KITy604KOBOI (PinbTpariii
(IIK®) < 30 mi/xB);

- TOCTpI CTaHH, WI0 IPOTIKAKTh 3 PU3UKOM PO3BUTKY IOPYIIEHb (PYHKIIil HUPOK, TaKi SK:
3HEeBOJHEHHS OpPraHi3My, TSIXKKi iHQeKIiiHi 3aXBOpIOBaHHS, IIIOK;

- 3aXBOPIOBAHHS, III0 MOXKYTh MPU3BOOUTH N0 PO3BUTKY TiMOKCil TKaHWH (0COOIMBO IOCTPi
3aXBOPIOBAHHS a00 3aroOCTPEeHHS XPOHIYHOI XBOPOOU): TEKOMIIEHCOBaHa CepIieBa HeIOCTATHICTE,
ouxajbHa HEJIOCTATHICTh, HEIIOJaBHO NepeHeceHny iHpapKT MioKapaa, II0K;



- me4iHKOBa HEMOCTATHICTh, TOCTPE OTPYEHHS AJIKOT0JIEM, AJIKOTOJIi3M.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.
KombiHauii, u,o He peKkoMeHOYEMbCA 3acmocosysamu.
AK020b.

AnKorosibHa iHTOKCHKAIIisl aCOIII0ETHCS 3 MiABUIIEHUM PU3UKOM JIaKTOALU03Y, 0COOIIUBO Y
BHUIIa[IKax TOJ00yBaHHS a00 JOTpUMaHHS HU3bKOKAJIOPiiHOI OiETH, a TAaKOXK IIPU MEeYiHKOBI
HeIOCTaTHOCTI.

HodoeMicHI peHM2eHOKOHMPACMHI Pey0BUHU.

[TamieHTaM CyIif MPUIMHUTH 3aCTOCYBAaHHS MeThHOPMiHY o abo i yac IpoBeeHHs HOCTiIXKeHHS i
IIOHOBUTH HE paHillle HiX dyepe3 48 roauH micias OOCTigXKEeHHS 3a YMOB OTPUMaHHSI HOPMaJIbHOI0
pe3ynbTaTy QyHKIII HUPOK (auB. po3minu «Croci0 3acTocyBaHHS Ta q03u» i «B3aemopia 3 iHIMUMM
JiKapChKUMHU 3aco0aMu Ta iHIIi BUIKM B3aEMOiN»).

KombiHauii, ujo caid 3acmocosysamu 3 obepexcHicmio.

Iesiki mikapchKi 3aco0u, HaPUKJIaf HECTEPOIAHI TpoTu3ananbHi npemnaparty (HIT3I1), BKIo4aoyu
cenekTuBHi iHTi0iTOopU HKKIooKcureHasu (LIOT) I, iHribiTopy aHTi0TeH3MHIIEPETBOPIOBAILHOTO
dbepmenTy (ATI®), aHTaroHicTH perenTopis anrioren3uny II i miypetuku, 0co6IMBO METILOBI
[iypeTHKH, MOXKYTh HETATUBHO BIVIMHYTHU Ha (PYHKIIiI0 HUPOK, 110 MOXKe 30iTbIIUTH PU3UK
BUHUKHEHHS JIaKToalnuno3y. Ha moyatky nikyBaHHS BHUIle3a3HaYeHUMU JTiKapChbKuUMU 3acofaMu abo
ix 3acTocyBaHHs B KOMOiHallii 3 MeThopMiHOM HeoOXimHO 3ifiCHIOBaTH PETENIbHUM KOHTPOJb QyHKIIii
HUPOK.

Jlixapcuki 3acobu, u,0 YuHsAMb 2inepeaaikeMiuHy 0ito (2110KOKOpmMukocmepoiou cucmemHoi
ma micuesoi 0ii, cuMnamomimMemuxku,).

Heo06xigHo 4acTillle KOHTPOIIOBATH PiBeHB TJII0KO3H ¥ KPOBi, 0COOIMBO Ha IIOYATKY JIiKyBaHHS. ITifg
Yac i micns IpunrHeHHS TaKol CyMiCHOI Teparii HeoOXifHO KOpUTYBaTH 403y IpemnaparTy
Cmiokodax XR.

Tpancnopmepu opzaHiyHux kamiouig (OCT)

MeTtdopMmin € cybcTpaToM 000x TpaHcmopTepiB OCT1 i OCT2.

CynyTHE 3aCTOCYBaHHSI MET(QOPMIHY 3:

- inri6itopamu OCT1 (TakuMH SIK Bepalamin) Moxe 3MeHIIUTH e)eKTUBHICTE MeTGOPMiHY;

- inpykropamu OCT1 (TakuMu SIK pudaMminmH) Moxe 30ibIINTH IITYHKOBO-KUIITKOBE BCMOKTYBaHHS
Ta e(peKTUBHICTb MeT(HOPMIiHY;

- inribitopamu OCT2 (TakUMH SIK IUMETUAWH, JOIyTErpaBip, paHOa3uH, TPUMETOIIPUM, BaHIeTaHi0,
i3aByKOHA30J1) MOXKe 3HU3UTH HUPKOBE BUBEIEHHS MeTPOPMiHYy 3 HACTYITHUM 30i/IbIIIEHHSIM
KOHIIeHTpallil MeT(GOpMiHy B Iy1a3Mi KPOBi;



- inribitopamu 060x OCT1 i OCT2 (TakuMM SIK KPU30TUHIO, oylanmapu0) MoXKe BIIMHYTU Ha
e(peKTUBHICTh Ta HUPKOBE BUBELNEHHS MeT(HOPMiHY.

ToMy peKOMEeHIY€EThCS BUSBISATA 0COOIMBY 00€PEXKHICTh IPU CYNIyTHBOMY 3aCTOCYBaHHI LIUX
npenaparis 3 MeTGOpMiHOM, 0COOIMBO ¥ NALIEHTIB 3 MOPYIIeHHAM QYHKIII HUPOK, OCKiTbKU
KOHIIeHTPallil MeTGopMiHy B M1a3Mi KPOBi MOXKYTh 3pOCTH. [Ipy HEOOXIMHOCTI CIifl 3BaXKUTH
MOXKJIUBICTb KOPUTYBaHHS 003U MeThOpPMiHy, ocKinbku iHTibiTopu/iHayKTopu OCT MOXKYThH BIIUHYTH
Ha e(peKTHUBHICTb MeT()OPMiHY.

Oco6.1ueocmi 3acmocy8aHHs1.
Jlakmoauu0os.

JIakTOanumo3 € gyKe pimKiCHUM, ajie TSKKUM MeTabOoTiYHUM YCKITagHeHHIM, 10 HaldacTiIe
BHHUKAE IIPU TOCTPOMY IOTipIneHHi QyHKII HUPOK, CeplieBo-I1ereHeBOMY 3aXBOpioBaHHi abo
cerncuci. [Ipu roctpoMy noripieHHi ¢GyHKII HUPOK Bif0yBa€ThCS HAaKOMUYEeHHS MeTHOPMIiHY,
1110 30i/IbINyE PU3UK PO3BUTKY JTAKTOALUI03Y.

Y pasi 3HeBogHeHHS (cunbHOI miapel abo O0BaHHS, rapsiuky a00 3MEeHIIIeHHS BXKUBAHHS PiOquHM)
PEKOMEHIYEThCSI TUMYACOBO MIPUITMHUTH 3aCTOCYBAHHS MeTGOPMIiHY i 3BePHYTHUCS 3a MEIUYHOIO
TOIIOMOT 00,

AK110 malieHT oTpUMy€e MeThHOPMiH, CITif 3 00epeXKHiCTI0 PO3MOYNHATH TiKyBaHHS 3acob6aMu, 110
MOXKYTb F'OCTPO MOTIipUIUTH (YHKIII0 HUPOK (HAIPUKJIa[, TilMOTeH3WBHUMU IIpPellapaTaMy,
cevorinauMu 3acobamu Ta HIT3II). [HIi hakTOpM PU3UKY BUHUKHEHHS JTaKTOAIUI03y BKITIOYAIOTh
HaZMipHe BXKUBaHHSA aJIKOT'0JI10, IIEYiHKOBY HEOCTATHICTh, HEJOCTAaTHBO KOHTPOJIbOBAHUM LIYKPOBUU
niabeT, KeTo3, TpHUBaJje roJIONYBaHHS i OyOb-AKi CTaHU, IIOB’SI3aHi 3 TIOKCI€I0, a TAKOXK CYIyTHE
3aCTOCyBaHHS JIiKapChKUX 3ac00iB, 1110 MOXKYTh IPU3BECTH [0 JAKTOAIMA03Y (OUB. PO3TiK
«IIpoTunoka3aHHs» Ta «B3aemofis 3 iHIIMMM TiKapCHbKUMU 3aco0aMu Ta iHII BUOU B3aEMOMIN»).

[MTauienTu Ta/abo ocobu, 110 3AiNCHIOITE AOTISAN 38 HUMH, MaloTh OyTH 1M0oiH(GOPMOBaHi IIPO pHU3UK
PO3BUTKY NaKTOALUA03Y.

XapaKTepHUMHU O3HAKaMU JIaKTOAIMA03y € allUIOTUYHA 3aQullKa, Oilb ¥ JKUBOTI, M'S130Bi CymoMu,
aCTeHis Ta rimoTepMis 3 MOKJIMBUM IIOJAJIBITUM PO3BUTKOM KOMHU. Y pa3i MOsiBY GyIb-sIKOTO
CHMIITOMY BUHMKHEHHS JIaKTOAI[MA03Y MalliEHT IOBUHEH IPUIIMHUTH 3aCTOCYBaHHS MeTHOPMIiHY i
HerauHO 3BEPHYTUCS IO JIiKaps.

IiarHOCTUYHI pe3yIbTaTH 1abopaTOPHUX AOCITiAXKeHb - 3HUKEeHHs PH KpoBi (< 7,35), mifgBuIneHHs
piBHS JaKTaTy B CUPOBATII KPOBi (> 5 MMOB/1) i 36iNbIIIeHHS aHIOHHOTO IIPOMIXKKY Ta
CIIiBBIIHOLIEHHS JIaKTaT/IipyBar.

Hupkosa HedocmamHicmb.

IK® crmip omiHOBaTU [0 II0YATKY JIIKYBaHHS i pETyJIapHO IIiCJg KOT0 3aBepIleHHs (OUB. PO3[i
«Cmocib 3acTocyBaHHS Ta 4O3U»). 3aCTOCYBaHHS MeT(HOPMiHY IpOoTUIIOKa3aHe naiieHTam 3 [IIIK®
< 30 My1/xB i Mae 6yTH TUMYACOBO IIPUNIMHEHE 3a HAsSIBHOCTi 3aXBOPIOBaHb, 1110 3MIiHIOIOTh
HUPKOBY (PYHKIIi0 (IUB. po3in «IIpoTUIOKa3aHHI»).

Cepuesa ¢pyHKuiA.



[TanieHTH i3 CepIieBOI0 HEOOCTATHICTIO MalOTh OiIbII BUCOKKY PU3UK PO3BUTKY TiMOKCil Ta HUPKOBOI
HepocTaTHOCTI. ITaltieHTaM 3i cTabinbHOI0 XPOHIYHOI0 CEPIIEBOI0 HEOCTATHICTIO MeThOPMiH MOXKHa
3aCTOCOBYBATH IIPH PETYISPHOMY MOHITOPHHTY CEPLeBOl Ta HUPKOBOL PyHKIIii. MeTdopMiH
IIPOTUIIOKA3aHUH TAIliEeHTaM i3 TOCTPOI0 Ta HeCTabiIbHOI CEepIIeBOI0 HeIOCTATHICTIO (IUB. PO3MIin
«IIpoTUIOKa3aHHS»).

IlauieHmu AIMHbBO20 BIKY.

Yepes3 00MeKeHH] laHi II0J0 TepaneBTUYHOI e(PeKTUBHOCTI 3aCTOCYBAHHS OIS 3MEHIIIEHHS
PU3UKY BUHUKHEHHS IIyKPOBOTO AiabeTy 2 Tumy ab0 3aTpUMKHU MOT0 ITOYATKY y MaIli€HTIiB
BiKOM Bifi 75 pOKiB, TaKUM IallieHTaM IpH3HauYeHHS MeT(HOPMiHy HE peKOMeHOBaHe.

HoodoemicHi peHme2eHOKOHMpacmHi 3acobu.

BHYTpIlIHbOCYOVHHE BBEOEHHS MOJ0BMICHUX KOHTPACTHUX PEYOBUH MOXKE BUKJIUKATU
KOHTpACT-iHAYKOBaHYy HedpoIaTiio, 1110 TPU3BOIUTH 00 HAaKOMKUYeHHsS MeTQopMiHy i 30inbiIeHHS
PU3HKKY PO3BUTKY JaKTOAIMA03y. IlallieHTaM clifg IpUIXHUTHA 3aCTOCYBaHHS MeT(opMiHy 10 abo min
Yac MMPOBeJeHHS JOCITiIXKeHHS i TOHOBUTY He paHillle HiXK Yyepe3 48 roguH miciasg OOCTigXKeHHS 3a
YMOB OTPUMaHHS HOPMAaJIbHOTO Pe3yabTaTy PyHKIIii HUPOK (AuB. po3minu «Crocid 3acToCyBaHHS Ta
mo3u» i «B3aemopmist 3 iHIIMMU JTiKapChbKUMU 3aco0aMU Ta iHIII BUOU B3AEMOIIN»).

Xipyp2iuHi BMpy4YaHHA.

Heo0xigHO MPUIIMHUTH 3aCTOCYBaHHS MeTHOPMIHY ITif Yac XipypriyHOro BTpy4aHHS 3
3aCTOCyBaHHSIM 3arajibHol, ClliHanbHOI abo emigypanbHOl aHecTesii, i MOHOBIIOBAaTH He paHillle HixX
yepe3 48 roguH Micig IPoBefeHHs omnepallii abo BifHOBIEHHS ITepopaJbHOTO0 XapuyBaHHS 3a YMOB
OTPUMaHHS HOPMa/IbHOTO Pe3yIbTaTy QPYHKIIiI HUPOK.

THwWi 3anobixcHI 3axo0u.

[MarienTaM HEOOXiTHO MOTPUMYBATUCS Ai€TH, PIBHOMIPHOTO TPUHAOMY BYTJIEBOLIB IIPOTSATOM H00MU.
[NTauieHTaM i3 HAEMIpHOIO MaCOI0 Tijla CHif MPONOBXYBaTH HOTPUMYBATUCS HU3bKOKAIOPIMHOL TiETH.
Heo6xigHO perynspHO KOHTPOIIOBATH JTabOpaTOPHi MOKA3HUKY PiBHS T'TFOKO3U B KPOBI.

MeTdopMiH MOXKe 3HUKYBATHU piBeHb BiTaMiHy B,, y cCHpoBaTIli KPOBi. PU3KMK HU3BKOT0 PiBHS BiTaMiHYy
B,, 3pocTae 3i 306inbineHHSIM 0031 MeT(hHOPMiHY, TPUBAJIOCTI JTiKyBaHHS Ta/ab0 y pa3i HasiBHOCTI y
naifieHTa (GakTOpiB PU3UKY, SKi, IK BiIOMO, CIPUYUHAIOTh AediuuT BiTaminy B,,. V pasi migo3pu Ha
nedinuT BiTaminy B,, (Hanpuknag, aHemiss abo HeWpomarTist) C/Iiff KOHTPOIIOBATU piBeHb BiTaMiHy B,y
cupoBaTii KpoBi. [TanieHTaM 3 hakTopaMu pusukKy medinuTy Bitraminy B,, Moxke OyTu nmoTpiOHUN
MOHITOPHUHT piBHA BiTaMiny B,,. Tepamito MmeTopMiHOM CIIif TPOJOBKYBATH OO THUX IIip, IOKU BOHA
IIEPEHOCUTHCA 1 He € IPOTUIIOKAa3aHa, a BifIIOBigHe KOpeKIiliHe NTiKyBaHHA AedinuTy BiTaMminy B,
HaZla€ThCS BIAMOBIMHO OO0 IMTOTOYHUX KITIHIYHUX PEKOMEHOallin.

MosoTeparis MeThOpMiHOM He CIIPUYMHSIE TiMormikeMii, ogHaK ciig 6yTu 06epexKHUM IIpu
OOHOYACHOMY 3aCTOCYBaHHI MeT(opMiHy 3 iHCyIiHOM ab0 iHIIUMYU NepOpaNbHUMU TilorTiKeMiYyHUMU
3acob6aMu (HaMpUKIaM, IOXiTHUMU CYyIbGOHINICeYoBHHY ab0 MermiTuHigaMu). MoxK/IrBa HasBHICTh
¢dbparMeHTiB 000JI0HKM TabNeTOK y pekanigx. Lle € HopManbHUM SIBUIIEM i He Ma€ KJIiHiYHOTO
3HaQYEeHHS.

Lleit mikapcbku# 3aci6 MicTUTh MeHIIe 1 MMOJIb HaTpito (23 MTI') Ha OOUHUINO NO3yBaHHS, TOOTO
BBAXKA€ETHCA TAKUM, 1110 «HE MICTATh HATPIiIO».



3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00r0.

BazimHicmb. HeKOHTPOIbOBaHa TillepriikeMisl y MpeKOHIeNIiHwii Tepiof Ta mif Yac BariTHOCTI
IIOB’sI3aHa 3 MiIBUINIEHUM PU3UKOM BPOMXKEHUX aHOMAJli#, BTPATH BariTHOCTI, rinepToHii,
CIIPUYMHEHOI BaTiTHICTIO, IpeeKyIaMIICil Ta TepruHaTaabHOl CMEePTHOCTI. BaXuBo miATpuMyBaTu
piBEHB T'JIIOKO3U B KPOBi IKOMOTa O1kK4e 00 HOPMaJIbHOTO MPOTSATOM BCi€l BariTHOCTI, 11106 3HU3UTHU
PU3UK HECTIPUATIMBUX HACJIIKIB rinmepriikeMil Ay MaTepi Ta ii QUTUHM.

MeThopMiH MPOHUKAE Yepe3 IJIALeHTY y KiTbKOCTSX, SKi MOXKYTb OYTH TaKUMM K BUCOKHMH, SIK
KOHIIEHTpallil y MaTepi.

Benuka KinbKiCTh JaHWX PO BariTHUX XKiHOK (Oinbuie 1000 pe3ynbTaTiB BIIMBY) 3 KOTOPTHOTO
MOCTiIKEHHST Ha OCHOBI peecTpiB Ta omy0miKOBaHUX pPe3yJIbTaTiB MeTaaHai3iB i KITiHiYHUX
IOCTiIKeHb BKa3y€e Ha BiICYTHICTb MigBUIIEHOT0 PU3UKY BPOMXKEHUX aHOMAJIili a0 TOKCUYHOCTI [T
T171071a/HOBOHAPO/I2KEHOT0 BHACJIIIOK BIIMBY MeT(HOPMIiHY Y TePUKOHIENIiMHNH Iepiof Ta/abo mif
Yac BariTHOCTI.

€ mesKi HeniATBepHAXKeEH] IaHi IPO JOBrOCTPOKOBUY BILIMB MeT(HOPMiHY Ha Bary fOiTeH, sKi 3a3Halu
BHYTPIIIHEOYTPOOHOTO BIIMBY. CxX0XKe, 110 MeT(OPMiH He BIJINBAE Ha PYXOBUM Ta COL[iaIbHUAN
PO3BUTOK AiTel BiKOM [10 4 POKiB, sIKi 3a3HaIM BHYTPIIIHEOYTPOOHOTO BIJIMBY, X04a AaHi 11070
IOBrOCTPOKOBUX HACIIOKIB 0OMexkeHi.

Y pasi kniniyHOI HeoOXiMHOCTI 3acToCyBaHHS MeTGOPMIHY Il Yac BaTiTHOCTI Ta Y IPEKOHIENIiHIH
mepiofl MOXKJIMBE SIK HOTIOBHEHHS a00 SK aJbTepHATHBA iHCYIIiHY.

I'odysaHHs 2py00t0. MeThopMiH €KCKPETYETLCS ¥ TPYAHE MOJIOKO, aje y
HOBOHAPOIKEHUX/HEMOBIIAT, sIKi 3HaXOOWINCS Ha ITPyAHOMY IrofoyBaHHi, M0o0iYHi eheKTH He
croctepiranucs. OgHaK, OCKiIbKY HeIOCTaTHhO AAaHUX 100 O0e3MeKu 3aCTOCyBaHHS IIpenapary,
TOlyBaHHS I'PYAOI0 He PEKOMEHYETHCS MMPOTATOM Tepalil MeTgopMiHOM. PillleHHS 1100
IPUNUHEHHS TOOYBaHHS T'PYANI0 HeoOXimHO MpPUUMaTH 3 YpaxyBaHHSIM IepeBar rpyqHOTo
TOflyBaHHS Ta IOTEHIIMHOTO PU3UKY MOOIYHUX eDeKTiB Oy TUTUHU.

d®epmubHicmb. MeThopMiH He BITUBAB Ha (GePTUIBHICTh TBAPHMH MTPHU 3aCTOCYBaHHi y mo3ax 600
Mr/Kr/Ha 0o0y, 110 Maixe y 3 pa3u IepeBHUIlyBalId MaKCUMalbHy PEKOMEHI0BaHY H000BY 03y AT
JIIOAWHY 3 PO3PaxyHKY Ha IJIOLLy ITIOBEPXHi Tifa.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KkepysaHHi aamompaHcnopmom abo
IHWuUMuU MexaHiamamu.

'miokodax XR He BIIMBa€E Ha MIBUAKICTH peaklliii IpU KepyBaHHI aBTOTPAHCIOPTOM abo po6oTy 3
IHIMUMY MexXaHi3MaM¥, OCKiJIbKM MOHOTEpAaIis pernapaToM He CIPUYUHSE TinorIiKeMil.

OpHaxk, crif 3 00epeKHICTI0 3aCTOCOBYBaTH MeTPOPMiH y KoMOiHAIlil 3 iHIIUMHU TilOT/TiKeMiYHIMHI
3acobamu (moxigHi cynbdoHiNce4oBUHY, iHCYIiH, METTiTUHIAN) ¥ 3B'A3KY 3 PU3UKOM PO3BUTKY
rinormikeMil.

Cnoci6 3acmocyeaHHsi ma do3u.



ILlopocai nauieHmu 3 HOpMaavbHow GyHKuUieo HUpok (LIK® = 90 ma/xs).

3HMXKEHHS pU3UKY a00 3aTpPUMKa IIO0YATKY IIYKPOBOT0 miabeTy 2 THUIY.

MetdopMmiH crif mpu3HavaTH JIUIIE TOOI, KO 3MiHU B CIOCO0i KUTTS Ha MPOTATOM 3-6 MiCAIIiB He
3a0e3MeuyoTh aieKBaTHOTO TTiIKeMiYHOT0 KOHTPOJIIO.

JIikyBaHHS CJTif MOYMHATHU 3 ofHiel TabmeTku npemnapaty ['mokodax XR 500 mr 1 pa3 Ha
noOy Mif Yac mpriioMy 1XKi BBeUYepi.

Yepes 10-15 gHiB mpoBegeHOro JTiKyBaHHS J03y HEOOXIMHO BiIKOPUTYBATH BiITIOBIIHO [0
pe3ynbTaTiB BUMipIOBaHb PiBHS I'/IIOKO3M B KpoBi (3HaueHHsA OI'TT (opanbpHUM
TJII0OKO30TOJIEPAHTHUM TecT) i/abo BMIiCTY I'7TI0OKO3H B IJTa3Mi KpoBi Hatile i/abo HbAlc
OBUHHI OyTH B HOpMi). [ToBiNtbHE 30iNbIIEHHS 403U MOXKe IOKPAIIUTH ITePEeHOCUMICTDb 3 00Ky
TPaBHOTO TPakKTy. MaKcrMaslbHa peKOMEeHI0BaHa fio3a cTaHOBUTL 4 TabnmeTku (2000 mr) 1
pa3 Ha mo0y mim yac mpuiomy ixi BBeuepi.

PeKOMeHOYyEThCA PETYIIPHO KOHTPOJIOBATH (KOXKHI 3-6 MiCAILiB) IIiIKEMIYHUY CTATyC
(3uauenHs OI'TT (opaibHUM TTIIOKO30TOJIEPAHTHUM TeCT) i/ab0 BMICTy T'JIF0KO3H B IJIa3Mi
KpoBi HaTIie, i/abo HbAlc), a TakoX (akTOpu pU3UKY OIS IPUUHATTS PillleHHS IIOA0
HeoOXigHOCTI TPOMIOBXKEHHS, 3MIHU UM MIPUIMHEHHS JIiKyBaHHS.

TakoK HeOOXigHO MPOBOAUTH MOBTOPHY OLIHKY JiKyBaHHS, SKIIO MAIliEHT 3r0i0M
BIIPOBAJIXKY€E IOKpallleHHS Xap4yyBaHHS Ta/abo (i3nyHi HaBaHTaxXKeHHS a0 SKIIO 3MiHU
CTaHy 3[I0POB’S MallieHTa M03BOJISIIOTh 3MIHUTH CIIOCIO XKUTTS.

Monomepanis abo komb6iHOBaHa mepanis y NOEOHAHHI 3 IHWUMU NEePOPAAbHUMU
2inoezsikeMiuHuMu 3acobamu.

PekomeH0BaHa IM0YaTKOBa fio3a - 1 TabneTka Ha g00y.

Yepes 10-15 gHiB mpoBemeHOro JTiKyBaHHS 103y HEOOXiTHO BiTKOPUTYBATH BigIIOBiMHO MO
pe3ynbTaTiB BUMipiOBaHb PiBHS TIIOKO3U B KPOBi. [1oBinbHE 30iNblIEHHS 003U CIIPUSIE
3HMXKEHHIO TOOiYHMX ePeKTiB 3 00Ky TPaBHOTO TPaKTy. MakcuMalibHa peKOMeHI0BaHa [103a
CcTaHOBUTH 4 TabneTku Ha mo0y.

o3y npemnapaty npuiimat 1 pa3 Ha fo0y Iif Yac mpuitoMy iXi BBeuepi, 36inbiryrouu Ha 500
Mmr KoxHi 10-15 griB mo 2000 mr.

A0 HeoOXimHOTO PiBHA T'TiKeMili He MOXKHa NOCSATHYTH Ipu 3acTyBaHHi [Mokodaxy XR y
1031 2000 mr, sxy namieHT npuiiMae 1 pa3 Ha go0y, MaLieHTy Clif 3acTocoByBatu ['mokodaxk XR y
no3i 1000 Mr 2 pa3u Ha fo0y mif Yac IpuHoMy 1xKi.

A0 HeoOXiHOTO PiBHSA T'NTiKeMil He IOCATHYTO, MOXKHA 3aCTOCOBYBaTu [ mokodax,
TabJIeTKy, BKPUTI IJIIBKOBOIO 000JI0HKOI0, y MaKCHUMallbHill peKkoMeHoBaHii 703i 3000 MT Ha

no0y.

[l1s1 maImieHTiB, AKi BxXKe JTiKyBanucs MeTHOPMiHOM, IT0YaTKOBA [I03a IIpemapaTy [ mokodax
XR, Tab1eTOK 3 MPOJIOHTOBAaHKUM BUBiTbHEHHSIM, Ma€ OyTH eKBiBaleHTHA J000BiH m03i
TabJIeTOK i3 HeraHUM BUBiTbHEHHSM. [1allieHTaMm, SKi OTPEMYIOTh Tepalliio MeT(pOPMiHOM Y



noai Butie 2000 Mr Ha o0y, He PEKOMEHYETHCS IIEPEXONUTH Ha Tepallilo IpernapaToM
['mokogax XR.

Y Bumagky rnepexony Ha npemnapat I'mokodaxk XR, TabneTKy 3 MPOJIOHTOBAHUM BUBITbHEHHSM,
500 Mr, HeOOXimHO MPUIUHUTH IIPHUUOM iHIIIOTO MPOTHAIA0eTUYHOTO IIPemapary s
IMepopanbHOro 3aCTOCYyBaHHA.

KombiHosaHa mepanis 3 iHCyAiHOM.

[T qOCATHEHHS KPAIoro KOHTPOJIIO 3a PiBHEM TJIIOKO3M B KPOBI MeT(HOPMIH Ta iHCY/IiH MOXKHa
3aCTOCOBYBaTH y BUTTIAAI KOMOiHOBaHOI Tepamil. 3a3Buyaii moyaTkoBa fo3a ['mokodaxy XR
cTaHoBUTH 1 TabrmeTKy Ha HoO0y Iif 4ac mpuitoMy 1Ki BBeuepi, Toxi 03y iHCyniHy HeoOXimHO
nigOupaTH BiANOBIAHO OO pe3yabTaTiB BUMIPIOBaHHS PiBHS I'/IIOKO3U B KPOBI.

Y nauieHmis nimHb020 8iKYy MOXKJIMBE TOTIpIIEHHS QPYHKIIii HUPOK, TOMY 003y MeT(hOpMiHy
HeoOXigHO mimbupaTy Ha OCHOBI OIIHKY (PYHKIII HUPOK, SIKY CJIifl TPOBOOUTH PETYIISIPHO (IUB.
po3min «Oco6IuBOCTI 3aCTOCYBaHHS»).

[lepeBara 3MeHIlIEHHSI PU3UKY BUHUKHEHHS I[yKPOBOTO HiabeTy 2 Tuiy abo 3aTPUMKU HOT0
no4aTKy He Oy/la BCTAHOBJIEHA Y IAIliEHTiB BikKOM Bif 75 pOKiB (IUB. po3min
«®apMakoguHaMika»), TOMy TaKUM [alliEHTaM He peKOMeHj0BaHe MPU3HAYEHHS
MeThopMiHy (OuB. po3ain «Oco6IUBOCTI 3aCTOCYBaHHSI»).

Hupkosa HedocmamHicme.

IK® cmip oriHioBaTH [0 OYATKY JiKyBaHHS JTiIKAPCHKUMHU 3aco0aMH, 1[0 MiCTATh MeT(HOPMiH, Ta

IIiCJIs [TOYAaTKY JIIKYBaHHS IPUHAUMHI IOPIYHO. YV NallieHTiB 3 MigBUILEHUM PU3UKOM II0JaJIbIIOr0
IPOrpecyBaHHSI HUPKOBOI HELOCTATHOCTI Ta y MAIi€HTIiB JIITHLOTO BiKy CJIifl IPOBOTUTH PETEIbHUU
KOHTPOJIb PYHKIIIi HUPOK TKOMOTA YacCTillle, HallpuKiag KOXHi 3-0 MICSIIiB.

[MTK® 3arajabHa [TomaTKOBi peKoMeHaallil
(M11/xB) MaKcHUMaIbHa
moOoBa mo3a
60-89 2000 mr Y pasi 3HuXKeHHS (YHKIil HUPOK PEeKOMEHIYEThCS
[DO3IJISTHYTH MOJKJIUBICTh 3MEHIIIEHHS JO3M.
45-59 2000 mr Crnip mpoaHanisyBaTtu (paKkTopH, SIKi MOXKYThb

30ITBIIUTY PU3UK PO3BUTKY JIAaKTOALUTO03Y (IUB.
037in «Oco0IMBOCTI 3aCTOCYBaHHS»), IO TOYATKY

30-44 1000 mr TikyBaHHS MeT()OpPMiHOM.

[ToyaTKOBa [[03a CTaHOBUTL He Oifiblle TOJIOBUHU

MaKCHUMaJIbHOI O3H.

<30 - 3acTocyBaHHS MeT(HOPMiHY IPOTUIIOKA3aHe.

Iimu.

[IpenapaT He 3aCTOCOBYBATH HiTSIM, OCKiJIbKM HeMa€ KIIiHIYHUX JaHUX CTOCOBHO IIi€l BiKOBOI rpymnu
MallieHTiB.



Ilepedo3yeanHs.

[Tpm 3acTocyBaHHI IIpenaparty y 4o3i 85 T pO3BUTKY rinoriikeMii He cnoctepiranocs. OgHaK y IbOMy
BUIIAJKY CIIOCTePiraBCcs PO3BUTOK JIaKTOALUI03Yy. 3HaYHE MTePeBUILeHHS 1031 MeThopMiHy abo
CynyTHi (aKTOPH PU3UKY MOXKYTh CIPUYUHATH BUHUKHEHHS JIaKTOanuno3y. Jlakroanunos €
HEeBiIKJIaAHUM CTAHOM. Y BUNAJKYy PO3BUTKY JIAaKTOALMA03Y JIiKyBaHHS npenapaTtoM ['mokogpax XR
HeoOXiTHO IPUIIMHUTHU i TEPMIHOBO TOCIiTani3yBaT XxBoporo. HalieheKTUBHIIMM 3aX0I0M [T
BUBENEHHS 3 OpraHi3aMy JaKTaTy i METQOPMiHY € reMofiai3.

ITo6iuni peakuii.

3riffHO 3 MaHUMH ITOCTMAPKETUHTOBUX Ta KOHTPOIbOBAHUX KITIHIYHUX MOCTiIXKeHb M00iuHi
peaxtiii y maIfieHTiB, gKi 3acTocoByBasnu mpemnapart ['mokodax XR, Oynu nmomiOHUMU 3a
IIPUPOAO0I0 Ta CTyIIeHEM TSAXKKOCTIL 10 TAKUX y ITALI€HTIB, sIK1 3aCTOCOBYBAJIM IIpernapaT
['miokodax (i3 HeraHUM BUBITbHEHHSIM aKTHBHOI PEYOBUHH).

HaiigyacTimumy HeOaKaHMMY pPeakIisiMU Ha IOYaTKY JIiKyBaHHS € HY[0Ta, OTI0BaHHS,
miapest, Oinb y XKUBOTI, BiCyTHICTh ameTuTty. Lli cuMmnToMu y OinbIIOCTi BUTIAAKiB MUHAIOTh
CaMOCTiHHO.

Heb6axaHi eeKTH 3a 4aCTOTOI0 BUHUKHEHHS KJIacu(DiKylOTh 3a TaKUMHU KaTeropismu:

nyxe 4dacto (> 1/10), gyacto (> 1/1001i < 1/10), HewgacTo (> 1/1000i < 1/100), pigko (> 1/10000 i
< 1/1000), myxe pigko (< 1/10000).

ITopyweHHs1 06MiHY PeYOBUH.

YacTo: 3HMKEHHS piBHs/medinuT BiTaminy B,, (quB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

Iyxe pigko: makToauugo3 (ouB. po3min «OcoOMMBOCTi 3aCTOCYBAHHS»).

3 60Ky Hepsosoi cucmemu.

YacTo: IOpyIIEHHSI CMaKy.

3 60Ky mpasHo20 mpakmy.

Iyxe "acTo: po3nafgu 3 60Ky TpaBHOI CUCTEMH, TaKi IK: HygoTa, 61i0BaHHs, Hiapes, 0inb y KUBOTI,
BifmCyTHiCTh aneTuTy. Haiiuacrire 11i mo0igHi sBUIla BUHUKAIOTh Ha IIOYATKY JIIKYBaHHS Ta Y

OiNTBIIIOCTI BUMMAAKIB CIIOHTAHHO 3HUKAIOTE. [IJ1 ToNepeqKeHHss BUHUKHEeHHS MOOIYHUX SBUII 3 OOKY
TPABHOT'0 TPAKTy PEKOMEHAYETHCS MOBiIbHE 30i/bIIIEHHS OO3U MTpemnapary.

3 6oky 2enamobiniapHoi cucmemu.

Iyxe pigKo: OKpeMi IIOBiOM/IEHHS IIOA0 MOPYIIeHHS IOKAa3HUKIB QYHKIII MeviHKu abo remaTuTis,
II10 NTOBHICTIO 3HUKAIOTH IiC/IS BiAMiHK MeT(OpPMIiHY.

3 60Ky wKipu ma niOwWKipHOi KAIMKOBUHU.

Iyxe pigko: IIKipHi anepriufi peakilil, BKJII0Yal0Yy BUCUIIH, €PUTEMY, CBepOiK, KPOIIUB' THKY.



ITosidomeHHs npo HebadxcaHi nobiuHi peakuil.

[ToBimoMnenHs npo nobiuHi peakiiil micyis peecTparliil 1ikapchbKoro 3aco0y Mae BaXK/IMBe 3HAYEHHS.
ITe nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBIIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif TIOBiOMJISITH TIPO YCi BUMTAAKHU Iif03PI0OBaHKX MOOIYHMX Peakllii Ta

BiICYTHOCTI e(peKTHUBHOCTI TiKapChKOro 3aco0y yepe3 ABTOMATH30BaHY iHGOPMAIlifiHy CUCTEMY 3
dbapMakoHarnsAaoy 3a nmocunaHHsaM: https://aisf.dec.gov.ua/.

Tepmin npudamHocmi.

4 poxwm.

YMoBH 30epiraHHsi.

36epiraTu mpu TeMnepaTypi He Buie 25 ‘C. 36epiraTu y HegOCTYIHOMY AJIS AiTei MicIii.

YnakoBkKa.

I[To 15 Tabnetoxk y 6mictepi. ITo 2 abo 4 GicTepu y KapTOHHI#K KOPOOIIi.

KaTteropis Bigmycky.

3a pelenTom.

BupoOHUK.

Mepk Cante, ®paniis/Merck Sante, France.

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca MicIsi MPoBaIXKeHHs HOT0 TisTbHOCTI.

2 pro mio IIpeccyap Bep, 45400 Cemya, @pantis/2 rue du Pressoir Vert, 45400 Semoy, France.



