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 3HMKYE TinepaHApPOTreHilo, OB’ A3aHy i3 CHHAPOMOM IOJTiKiCTO3HUX SE€YHUKIB
(CIIK4).

MeTdopmiH € aKTUBATOPOM afieHO3UHMOHOpochaTmpoTeinkiHa3u (AMPK) i migBuiye
TPAHCIIOPTHY 3[aTHICTh YCiX TUMIB MeMOpaHHUX ITepeHOCHUKIB rimoko3u (GLUT).

KrniniyHa ebeKTHBHICTD.

3HMXKEHHS PU3UKY a00 3aTpPUMKa II0YATKY IIYKPOBOI0 miabeTy 2 THUIY.

[Tporpama npodinaktuku giabety (DPP) y mopocnux Oya 6araToleHTPOBUM,
PaHIOMi30BaHUM, KOHTPOJILOBAHUM KIIIHIYHUM JOCIIIAKEHHIM, B AIKOMY OL[IHIOBaIU
e(eKTHUBHICTb BIIPOBAAKEHHS aKTUBHOTO CIIOCO0Y XKUTTS ab0 3aCTOCYBaHHS MeThHOPMiHYy
IS TIoTlepemKeHHsT a00 3aTPUMKHU PO3BUTKY IIYKPOBOTO miabety 2 Tumy. Kpurtepisimu
BKJIIOYEeHHS Oymu Bik = 25 pokis, IMT =24 kr/m* (=22 kr/M” 171 aMepHKaHIiB a3ifiCbKoro
IIOXOMKEHHS) Ta IOPYIIeHH TOIEePAaHTHOCTI A0 I'JIF0KO3U ILIIC PiBEHb I'IIOKO3U HATILe
95-125 mr/gn (abo <125 mr/an ang ameprKaHChKUX iHAiaHIIB). [TamienTam 6ymo
IIPHU3HAYEeHO aKTUBHUY CITOCI0 XKUTTS, 2X850 Mr MmeTdhOpMiHy IJIFOC CTAHAAPTHI 3MiHK CITOCOOY
XKUTTS a00 mane6o MII0C CTaHOAPTHI 3MiHKM CIIOCO0Y KUTTS.

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

3aCTOCyBaHHSIM MeT(hOPMiHY 3[aTHI 3HAYHO 3MEHIIUTH PU3UK PO3BUTKY IIYKPOBOTO fiabeTy B
mopiBHSHHI 3 nnaie6o, 58% (95% I 48-66%) ta 31% (95% II 17-43%), BimmoBigHoO.

[lepeBara BIIpOBafxKeHHS 3MiH CII0CO0Y XKUTTS HaJl 3aCTOCyBaHHAM MeThopMiny Oya
Oi/BII0I0 Y JTiTHIX MAlli€eHTiB.

[TarieHTH, 10 OTPUMaJIM Halbinblly KOPUCTE Bif NiKyBaHHS MeT(QopMiHOM, Oy/IK BiKOM Bif
45 pokis i3 IMT = 35 kr/M’, y sikuxX 6a30BHii piBeHb ITIOKO3H 4epe3 2 TONUHY CTaHOBuB 9,6-11,0
MMoJIb/1, 6a3oBuit HbA1C = 6,0%, abo marieHTH 3 recrauiiHuM miadeTom. [I1d 3amobiraHus
PO3BUTKY IIYKPOBOT'0 AiabeTy MPOTIroM TPhOX POKiB i3 yuacHukiB DPP - 6,9 mariienTiB 6ynu y rpymi
aKTHBHOTrO crocoby xkutTtsd Ta 13,9 - y rpymi metdopminy. Touka HOCATHEHHS KyMYISTUBHOL YaCTOTH
BUHUKHEHHS IIyKPOBOTO AiabeTy, ska nopiBHIoe 50%, Oy7a BifcTpoyeHa NpubIM3HO HA TPU POKHU B
rpymi MeTdOpMiHY TIOPiBHSAHO 3 I1alebo.

[locmimKeHHS OIIHKY pe3yIbTaTiB nporpaMu npodinaktuku miabety (DPPOS) - 11e moBrotpusane

crmoctepexenHs: DPP, 1o Bkimodae B cebe Oinbi Hizk 87% mouatkoBux DPP marfieHTiB miis
MIOAAJIbIIOr0 JOBrOTPUBAJIOTO CIIOCTEPEXKEHHS.

Cepen yuyacuukiB DPPOS (n 2776), KyMy/nIsiTUBHaA YaCTOTa BUHUKHEHHS LIyKPOBOTO fiabeTy



Ha 15-My poti cTaHOBUTH 62% y rpymi nanebo, 56% B rpymi MmeTgopminy Ta 55% y rpymi
BIIPOBAJI>KEHHS aKTUBHOTO CIIOCOOYy XKUTTSA. 3aranbHi Koedirientu craHoBngTs 7,0, 5,7 Ta 5,2
BUMAAKiB miabeTy Ha 100 maIieHTO-pokiB y rpymax miane6o, MeThOpMiHy Ta aKTUBHOTO CIIOCOGY
JKUTTS BiANOBiAHO. Y OPiBHSHHI i3 rpymoio muarebo y rpyni MeTdopMiHy pu3uk aiabety 0yB
3menmenust Ha 18% (koediuienT pusuky (KP) 0,82, 95% I 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 Cr1oco0y kKuTTs. Illomo cyKymHOI
MiKPOIIMPKYJISTOPHOI KiHIIEBOl TOYKYM HedpomarTil, peTUHOIATIil Ta Helpomnaril pe3ylbTaTu He
BiIPi3HANMKCh 3HAYHO MiX I'PynaMu, aje O Y4aCHUKIB, y IKUX He PO3BUHYBCS I[yKPOBUiL fiabeT
npotsarom DPP/DPPOS, nomupeHicTs MiKDOCYOUHHUX YCKIafHEeHb Oya Ha 28% HUXKUOI0, HiX y TUX,
y KOT'0 po3BUHYBCS HmiabeT (kKoedinieHT pusuky 0,72, 95% II 0,63-0,83; p<0,0001). Hemae KomHUX
NOPIBHANBHUX JaHUX IIOAO BINIKBY MeT()OPMiHYy Ha MAKPOCYAUHHI YCKIagHeHHS y nauieHTis i3 [TTT
ta/abo IIT'H, Ta/abo nigBumenum HbAlc.

dakTOopu PU3UKY miabeTy 2 TUIY, PO SKi BimoMo 3 my06JTikallii, BKJII04al0Th: MOHTOJIOITHE YU
HerpoifiHe MOX0XKeHHs, Bik moHayn 40 pokiB, muciimigeMis, rimepTeH3is, 0XKUPIiHHSA YU
HaAMipHa Maca Tifna, BiK, pOOUHHUY aHaMHe3 (1 CTymiHb CiMelHOl CIIOPigHEHOCTi i3 XBOPUM
Ha IYKPOBUY miabeT), recTalliiftHUM IIyKPOBUH MiabeT B aHaMHe3i Ta CHHAPOM IOJTiKiCTO3HUX
seunukiB (CITKA).

JIikyBaHHS IIYKPOBOTO HiabeTy 2 TUITY.

[TpocnekTuBHe panmomizoBaHe (UKPDS) mocmimkeHHS BCTaHOBUJIO TIEPEBary morinudieHoro
KOHTPOJIIO PiBHS TJIIOKO3U B KPOBi Y XBOPUX Ha I[yKPOBUH fiabeT 2 TUIY 3 HaAMipHOIO Macolo TiNa, 110
OTPUMYBaJIi MeT(POPMIiHY TigPOXIOPUL HETAaHOTO BUBIIbHEHHS K Tepallilo MepIoi JIiHil mcas Toro,
sK [leTa BUIBUJIACh Hei€BOK0. AHaIi3 pe3y/bTaTiB XBOPUX 3 HaAMIPHOI Macol0 Tisla, SKi OTpUMYyBaIu
MeT(hOPMIHY TiIPOXJIOPUA IICJIg TOTO, IK Ai€Ta BUSIBUIIACh HE[i€BOIO, II0KA3aB:

3HAYHE 3HUKEHHS a0COIIOTHOT'0 PU3UKY OyIb-IKOT'0 YCKIIAAHEHHS, ITOB’I3aHOTO 3
IIyKpoBUM fiabeToM, B rpymi MeTdopMminy rimpoxmopuny (29,8 Bumanky/1000 naiieHTO-pOKiB)
IIOPIBHSHO 3 TPYIIOIO MallieHTiB Ha mieTi (43,3 Bunaaky/1000 mauienTo-pokis), p=0,0023, Ta
TIOPiBHSIHO 3 TpynaMu KoMOiHOBaHOI Teparil i3 cynmbhoHiNICeY0BMHOI Ta MOHOTepartil incyninom (40,1
Bunagky/1000 mamienTo-pokis), p=0,0034.

3HAYHe 3HUKEHHS a0COJIIOTHOT'0 PU3UKY IOB’I3aH01 3 IIyKPOBUM fiabeToM
CMEePTHOCTI: MeTGopMiHy rigpoxnopup - 7,5 Bunaaky/1000 maiieHTo-pokiB, nuiie gieta - 12,7
Bunanaky/1000 nanierTo-pokis, p=0,017;

3HaYHE 3HUKEHHS abCOJTIOTHOTO PU3UKY 3arajbHOI CMEPTHOCTI: y rpyIIi
MeThopMiny rigpoxmopuny 13,5 Bunagky/1000 marieHTo-pokiB y mopiBHsHHI 3 20,6 Bumagky/1000
nauiesTo-pokiB (p=0,011), y rpymi maiienTis Ha gi€Ti, Ta mopiBHAHO y rpymi KoMOGiHOBaHOI Teparrii i3
Cynb(pOHINICEeYOBUHOIO Ta MOHOTeparmil iHcyninoM; 18,9 Bunanky/1000 naumierTo-pokis (p=0,021);

3HAYHEe 3HUKEHHS a0COIIOTHOTO PU3UKY iH(apKTy MioKapaa: MeThoOpMiHy
rigpoxmnopup 11 Bunankis/1000 maiieHTO-poKiB, nmutie gieta - 18 Bumaakis/1000 naiieHTo-poKiB
(p=0,01).

st MeThOPMiHY TiIpOXIOPUAY, III0 3aCTOCOBYETHCA K Teparis ApyToi JiHii, y KoMmOiHaii 3
Cynb(hOHINICEYOBMHOIO, TIepeBara MoA0 KIiHIiYHUX pe3yNibTaTiB He Oyiia MoKa3aHa.

[Tpu mykpoBomy miabeTi 1 Tumy KoMOiHalliio MeTGOPMiHY TigpOXIOpUAY Ta iHCYIiHY
3aCTOCOBYBa/IM OKpEeMUM IallieHTaM, ajle KJIiHiuyHa IepeBara Iiei kom0OiHarii He Oyma



0(iIliHO BCTaHOBIIEHA.
dapmaKkoKiHemukKa.
BcmokmyeaHHA.

[Ticns nepopanbHOro npuiioMy npenapaty ['miokodaxk XR i3 IpoI0OHTOBAaHUM BUBIIbHEHHSM,
abcopOirist MeThopMiHy 3HAYHO YIIOBITEHIOETHCS MTOPIBHSIHO 3 TabmeTKaMu MeT(GOPMiHY i3 HerauHUM
BUBiNbHEHHAM. Yac NOCATHEHHS MaKCUMalbHOI KoHIeHTpail (T,,,) ctaHoBuTh 7 roguH (T,,,, A1d
Ta0JIETOK i3 HeraliHUM BUBIIbHEHHSIM CTAHOBHUTL 2,5 TOTUHHU).

[Tpu piBHOBaXKHOMY CTaHi, K i MpU 3aCTOCYyBaHHi TaOIETOK i3 HETaHUM BUBIIbHEHHSM,
MakcuManbHa KoHneHTpanis (C,,,) Ta mnoma mig KkpuBoio AUC 36imbIIyi0TCS HEPOIIOPLIMHO [0
BBefIeHOl BHYTPIIHEO [03u. AUC micns ogHOpa30BOro npuiioMy BHYTpimHEO 2000 Mr MeTdopMiHy
rigpoxopupny y BUTISAOI TaOlIeTOK i3 MIPOJIOHTOBaHKUM BUBiNbHEHHSIM aHasoriuae AUC, 1m0
cnoctepiraetsces nicns npuiiomy 1000 Mr meTdhopMiHy TifpoXIOpPUAY y BUTTIsAAL TaOIeToK i3
HeTaHUM BUBiTbHEHHSM IBa pa3u Ha Ho0y.

Komnusausus C,,, Ta AUC B okpeMux Ccy0’€KTiB y BUNaIKy IpuiioMy TabneTok MeThopMiHy
TigpOXJIOPUAY 3 IIPOJIOHTOBaHUM BUBIIbHEHHSIM IIOPIBHSAHHI 3 KOJIMBAHHSIMM, SIKi CIIOCTEPIraroThCA Y
BUIIQMIKy IpuiioMy TabeToK MeTGOPMiHY TiTPOXIOPUAY i3 HeTalHUM BUBITbHEHHSIM.

[Ticns npuiioMmy TabneToK i3 MPOJIOHTOBAaHUM BUBIIbHEHHSIM HATIIEe CliocTepiranocs 3uuxkeHHs AUC
Ha 30 % (C ., i T,,,3aIuInaniucsa He3MiHHUMHU).

BcMmokTyBaHHS MeT(GOPMiHY 3 TaOIETOK i3 MPOJIOHTOBAaHUM BUBIIbHEHHSM He 3MiHIOETHCS 3a1€3KHO
Bif ckiapy 1xki. He crioctepiraetscs Kymyndiil npu 6araTopa3oBomy npuiioMi o 2000 mr
MeT(HOPMiHY TiIPOXIOPUAY V BUTJIAAI TA0IETOK i3 MPOIOHTOBAHUM BUBITbHEHHSM.

Po3nodin.

3B’si3yBaHHS 3 OifIKkamMu I1a3MU KPOBi He3HAUHe. MeThOpMiH MPOHUKAE B €PUTPOLIUTH.
MakcuMarbHa KOHLIEHTpPaLlisl Y KpOBi HMXKYa, HiXK MaKCUMaJlbHa KOHLIEHTpalis y IIJla3Mi KPoBi, 1
IOCSITAETHCS MPUOIU3HO Yepe3 TOM camMuil yac. EpuTporuTu, iMoBipHiIle 3a Bce, TPEICTaBISIIOTh
OpyTy KaMepy po3amnopniny. CepenHiii 06’eM posnopiny (Vd) KonuBaeTbes y giana3oHi 63-276 1.

Memabonism.
MeTtdopMiH BUBOIUTHCS ¥ HE3MIHEHOMY BUTJISAAL 3 cedelo. MeTaboJIiTiB v MIOOUHYN HE BUSBIIEHO.
BugedeHH:.

Hupkosuii knipeHc MeThopminy ctaHoBuTh > 400 mii/xB. Lle BKa3ye Ha Te, 1m0 MeTHopMiH
BHMBOIUTHCS 32 PaXyHOK KIyO04YKOBOI (inbTpallil Ta KaHanbleBol cekpetii. [Ticis mepopanbHOTO
IPUHOMY [O3Y TIepiof HalliBBUBEOEHHS CTAHOBUTHL OJIM3bKO 6,5 TOOUHHU.

[Tpu mopymeHHi QyHKIll HUPOK HUPKOBUY KJIiPEHC 3HUXKYETHCS MPOMOPIINHO A0 KIIiPpEeHCY
KpeaTUHiHy i ToMy nepiofi HaniBBHBeIeHHS 30ibIIYETHCS, 10 TPU3BOAUTD 40 30iIbIlIeHHS PiBHS
MeT(OpMIHY y Ia3Mi KPOBi.

Ocobausi epynu nayieHmis.

Hupkosa HedocmamHicmb.



HasiBHi 0OMexKeHi maHi om0 MmallieHTiB i3 MOMipHUM CTyIIeHEM HUPKOBOI HEIOCTATHOCTi, TOMY
HEMOXKJINBO TOYHO OIIIHUTY CUCTEMHY €KCIO3HUIi0 MeT(OPMiHY B IIill TPYyTi HalLli€HTiB MOPIBHIHO 3
nalieHTaMy 3 HOPMaJbHOI QYHKIIiEI0 HUPOK. ToMy HeoOXiflHe KOPUTYBAHHS 03U 3TiIHO 3 KITiIHIYHOIO
eekTUBHICTIO/TEpeHOCUMICTIO (IUB. po3ain «Crocib 3aCTOCyBaHHS Ta JO3U»).

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

3HMXKEHHSI pU3UKy a0 3aTpUMKa II0YaTKY I[YKPOBOTO AiabeTy 2 TUILY Y JOPOCIUX MallieHTiB
3 HaMipHOIO Macow Tina Ta 3 ITTT* ta/a6o III'H*, Ta/abo migpummenum piBaeM HbA1C, ki MaOTh:

- BHCOKMM PU3MUK PO3BUTKY IBHOTO (MaHi(peCTHOT0) yKPOBOTO fAiabeTy 2 Tumy (OUB. PO3Min
«OapMaKoOuHaMiKa»);

- IIPOTPEeCyIodi MOPYIIeHHs BYTIeBOOHOT0 00MiHYy He3BaxKal4yd Ha Mogu(iKallilo aKkTUBHOTO
CII0co0Y KUTTS MIPOTSATOM Bif 3 10 6 Mics1IiB.

JlikyBaHHS nipenapaTtoM ['mokodax XR moBrHHO OyTH 3aCHOBaHE Ha OIL[HII PU3UKY, 1110
BKJII0YA€E BiATIOBIHI 3aX00u KOHTPOJIIO TJIiKeMil Ta CBifUeHHS BUCOKOT'0 PU3UKY 3 OOKY
CepIEeBO-CyIUHHOI CUCTEMHU.

[TapanenbHO 3 TOYaTKOM 3aCTOCYBaHHS MET(QOPMiHY MOTPiOHO MPOOOBKYBaTH 3MiHU
crioco0y XKUTTS, 3@ BUHATKOM THX BUIIAIKIB, KOJIM MAlliEHT HECIIPOMOXKHUM 10 TAKUX 3MiH 3
MeOUYHUX [IPUYUH.

*[ITT": IlopyiieHa TonepaHTHICTH mo rioko3y; [IT'H: ITopyiueHa rimikemis HaTie.

JIikyBaHHS LIyKPOBOTO fiabeTy 2 TUIY y HOPOCTIKX, 0COOIMBO V¥ XBOPUX 3 HaAMipHOIO Macoio
Tina, KOJIK JuIlle fieToTeparis Ta Gi3vyHi HaBaHTaXKeHHS He 3a0e3neuyIoTh afeKBaTHUN
rIiKkeMigyHUN KOHTPOIb. ['mokodax XR MoxkKHa 3aCTOCOBYBaTH SIK MOHOTeparito abo y koMmOiHatii 3
iHIMMMY TepopanbHUMU MPOTHAiabeTHYHUMHU 3aco0aMu, abo CyMiCHO 3 iHCYTiHOM.

CuHpapoM momikicTo3Hux ssevyHuKiB (CITK).

CTuMynALis OByIALil AJd MiATPUMKHY 3a4aTTA ¥ XkiHOK 3 CITKH. I'mokogax XR MoxKHa
3aCTOCOBYBaTH K MOHOTepaIioo abo B IOeJHAHHI 3 iHIIUMY MeTOJaMH JIiKyBaHHS.

IIpomunoka3anHus.
- TligBuIieHa 4yTAUBICTh 0O MeThOpMiHY ab0 10 OyAb-SKOTO iHIIOro KOMIIOHEHTA IIpernapary;

- OyOb-IKU# THI TOCTPOTO METAbO0IiYHOT0 arua03y (HAapUKIIaf, TaKToaIua03, fiabeTHYHum
KeToalumos);

- miabeTUYHA IIPEKOMa;

- HUPKOBa HEIOCTATHICTh TSXKKOT'0 CTYIEeHS (IBUAKICTL KITy604YKOBOI (inbTparrii



(IIK®) < 30 mi/xB);

- TOCTpI CTaHH, 1I0 IPOTIKAKTh 3 PU3UKOM PO3BUTKY IOPYIIEHb (PYHKIIil HUPOK, TaKi SK:
3HEeBOJHEHHS OpPraHi3My, TSIXKKi iHQeKIiiHi 3aXBOpIOBaHHS, IIIOK;

- 3aXBOPIOBAHHS, III0 MOXKYTh MPU3BOOUTHU N0 PO3BUTKY TiMOKCil TKaHWH (0COOIMBO IOCTPi
3aXBOPIOBAHHS ab0 3aroOCTPEHHS XPOHIYHOI XBOPOOU): TEKOMIIEHCOBaHa CepIieBa HeIOCTATHICTE,
ouxajbHa HEJIOCTATHICTh, HEIIOJaBHO IepeHeceHn iHpapKT MioKapaa, 1I0K;

- IIe4YiHKOBa HEOCTaTHICTh, TOCTPE OTPYEHHS aJIKOT0JIEM, aJIKOTOJIi3M.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditii.
KombiHauii, u,o He pekomeHOyeMbCA 3acmocosysamu.
AK020b.

AnKOToJIbHA iHTOKCHKAIIisT aCOIII0ETHCS 3 MiABUINEHUM PU3UKOM JIAKTOALHUI03Y, 0COOIUBO Y
BUITIQ[IKaX TOJ0OyBaHHS a00 JOTpUMaHHS HU3bKOKAJIOPiMHOI OiETH, a TAKOXK IPU MeYiHKOBiH
HeIOOCTATHOCTI.

HodosmicHi peHmeeHOKOHMPACMHi PeYOBUHU.

[TamieHTaM CJIifi MPUNMHUTHU 3aCTOCYBaHHS MeThOPMiHY o abo Iifl Yac IpoBefieHHs [OCTiIKeHHS i
IIOHOBUTHU He paHilie HixX yepe3 48 rofuH micag OOCIIIXKEHHS 3a YMOB OTPUMaHHS HOPMaJIbHOTO
pe3ynbTaTy GyHKIII HUPOK (OuB. po3minu «Crocib 3acTocyBaHHS Ta m03u» i «B3aeMopmis 3 iHmmMMuU
JMiKapChKUMU 3aco0aMy Ta iHIIi BUOU B3AEMOIIN»).

KombiHauii, u,o caid 3acmocosysamu 3 obepedcHicmio.

Hesiki mikapchKi 3aco0u, HAIPUKIIa[ HECTEePOinHi mpoTul3ananbHi npemnapatu (HIT13I1), BKI0O49a0du
cenekTHBHi iHribiTopu muknookcurenasu (LIOI) II, iuribiTopu aHTi0TEeH3UHIIEPETBOPIOBAIEHOTO
dbepmenTty (AII®), aHTaroHicTH pelenTopiB aHrioTeH3uny II i miypeTuku, 0co6IKUBO METIHOBI
[iypeTHKH, MOXKYTh HETaTUBHO BINIMHYTH Ha QYHKIII0 HUPOK, 110 MOXKe 30iMbIINTH PU3UK
BUHUKHEHHS JlakToanupao3y. Ha nmoyaTky nikyBaHHS BUIe3a3HauYeHUMU JTiKapChbKUMU 3acobaMu abo
ix 3acTocyBaHHs B KoMOiHallii 3 MeThopMiHOM HEOOXiIHO 37iliCHIOBATH PETENIbHUN KOHTPOIb QYHKIII
HUPOK.

JlixapcoKi 3acobu, w,o YyuHAMb 2inepaaikemiuHy 0ito (2a0K0KOPMUKOCMEpPoiou cucmemHoi
ma Micuesoi 0ii, cumMnamomimemuxku,).

Heo0xifHO "acTillle KOHTPOJIOBAaTH PiBeHb I'JIFOKO3U Y KPOBi, 0COOIMBO Ha 1MOYATKY JiKyBaHHS. I1if
yac i micnst mpuUIrHEeHHS Takol cCyMicHOI Teparii HeoOXimHO KOPUTYBATH OO3Y IIperaparTy
I'morodax XR.

Tparcnopmepu opzaHiyHux kamiouia (OCT)
Metdopwmin € cybecTpaTom 060x TparcnopTepiB OCT1 i OCT2.

CymyTHE 3aCTOCyBaHHS MeT(HOPMIHY 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 QyHKIII HUPOK, CeplieBo-IereHeBOMY 3aXBOpioBaHHi abo
cercuci. [Ipu roctpoMy noripieHHi GyHKII1 HUPOK Bif0OyBa€ThCS HAKOMUYEeHHS MeTHOPMIiHY,
1110 30i/IbIyEe PU3UK PO3BUTKY TAKTOALUI03Y.

Y pasi 3HeBogHeHHS (cunmbHOI miapel abo O0BaHHS, rapsiukyu a00 3MEHIIIeHHS BXKUBAHHS PioquHM)
PEKOMEHOYETHCS TUMYACOBO IIPUITMHUTH 3aCTOCYBaHHS MET(MOPMIiHY i 3BEpHYTHUCS 3a METUYHOIO
OOIIOMOTOIO.

AKmo nanieHT oTpuMye MeT(OpPMiH, cif 3 06epeXHICTIO PO3NOUYNHATH JIiKyBaHHS 3acobaMu, 1110
MOXKYTbh I'OCTPO MOTIpUINTH (QYHKIII0 HUPOK (HaIpUKJIIa[, FinOTEH3UBHUMU IIpellapaTaMy,
cevorinauMu 3acobamu Ta HIT3II). [H1i hakTOpM PU3UKY BUHUKHEHHS JTaKTOAIMI03y BKITI0YAI0Th
HagMipHe BXKUBaHHS QJIKOT'0JI0, IEYiHKOBY HELOCTATHICTh, HEJJOCTATHHO KOHTPOJILOBAHUY IIyKPOBUM
niabeT, KeT03, TpUBaJje roJIONYBaHHS i OyOb-AKi CTaHU, IIOB’SI3aHi 3 TIOKCI€I0, a TAaKOXK CYIyTHE
3aCTOCyBaHHS JIiKapChKUX 3ac00iB, 1110 MOXKYTh IPU3BECTH [0 JAKTOAIMA03Y (OUB. PO3TiIK
«[IpoTunoka3aHHsa» Ta «B3aeMopis 3 iHIIMMY TiKapCbKUMU 3aco0aMu Ta iHII BUOM B3aEMOMIN»).

[Tamientu Ta/abo ocobu, 110 3MIMHCHIOITH JOTJISAM 3a HUMHU, MaloTh OyTH M0iH(GOPMOBaHI PO PU3UK
PO3BUTKY TaKTOALUI03Y.

XapakTepHUMHU O3HAKAMHM JIAaKTOAIMI03Y € allUI0TUYHA 3afAuINKa, Oi/lb y KHUBOTI, M'I30Bi CyoMH,
aCTeHis Ta rimoTepMis 3 MOXKJIMBUM IIOJAJIBIIUM PO3BUTKOM KOMHU. Y pasi MOsiBY OyIb-IKOTO
CHMIITOMY BUHUKHEHHS JTAaKTOAIIUA03Y Malli€eHT TOBUHEH IMPUIIMHUTH 3aCTOCYBAHHS MeThHOpPMiHY i
HeralHO 3BEPHYTUCS [0 JIiKaps.

HiarHoCTUYHI pe3yIbTaTH 1abopaTOPHUX AOCTiAXKeHb - 3HUKEeHHs PH KpoBi (< 7,35), mifgBuieHHs
piBHS JaKTaTy B CUPOBATII KPOBi (> 5 MMOIIb/1) i 36iNbIIIEHHS aHIOHHOTO IIPOMIXKKY Ta
CIIiBBIIHOLIEHHS JIaKTaT/IipyBar.



ITauieHmu 3i ecmaHosaeHuMu abo ni0o3pH8aAHUMU MiMOXOHOPIAIbHUMU 3AXB0PHOBAHHAMU
[TamieHTaM 3i BCTAHOBIEHUMH MiTOXOHIOPiaTbHUMHU 3aXBOPIOBAHHSIMHU, TAKUMU K MITOXOH[pialbHa
eHIledasonarisa 3 7aKTOaIMA030M Ta iHCYyIbTONMO#iOHUMY emizogamu (cuHgpoM MELAS
(Mitochondrial Encephalopathy with Lactic Acidosis, and Stroke-like episodes)) Ta
MiTOXOHIpiambHUM ycrnagkoBaHuil aiabet i rioyxota (Maternal inherited diabetes and deafness
(MIDD)), 3acTocyBaHHS MeT()OpPMiHYy He PEKOMEHAYETHCS Yepe3 PU3UK 3aTOCTPEHHS JTaKTOALUA03Y
Ta HEBPOJIOTIYHUX yCKJIagHEHb, 110 MOXKYTh IPU3BECTHU [0 NOTipIIeHHS nepebiry 3aXxBoploBaHHS.

Y pasi gKIIo micnsa 3acTocyBaHHS MeT()OPMiHy BUHMKAIOTh O3HAKH i CUMIITOMH, 110 CBig4YaTh IIPO
cuagpoMm MELAS a6o nipo MIDD, nikyBaHHS MeT(GOPMiHOM CJIifi HeraHO IPUIIUHUTU Ta IPOBECTH
IIBUAJIKY A1arHOCTAYHY OLIHKY.

Hupkosa HedocmamHicmb.

IIK® crmip omiHoOBaTU [0 II0YATKY JIIKYBaHHS i pETyJIapHO IiCJg KOT0 3aBepIleHHs (OUB. PO3Min
«Cmocib 3acTocyBaHHS Ta [H03W»). 3aCTOCYBaHHS MeT(GOPMiHy ITpoTUoKa3aHe mnarienTam 3 [IIK®
< 30 M71/xB i Mae 6yTH TUMYACOBO IIPUIIMHEHE 3a HAsSIBHOCTi 3aXBOPIOBaHb, 1110 3MIiHIOIOTh
HUPKOBY (PYHKIIi0 (IUB. po3Min «IIpoTUnIOKa3aHHI»).

Cepuesa ¢pyHKuiA.

[TawieHTH i3 cepIieBOI0 HEJOCTATHICTIO MalOTh OiIbII BUCOKHY PU3UK PO3BUTKY TilOKCil Ta HUPKOBOI
HepmocTaTHOCTI. ITarieHTam 3i cTabiTbHOIO XPOHIYHO CEPIIeBOI0 HEJOCTATHICTIO METGOPMIH MOXKHA
3aCTOCOBYBATH IIPU PETYJIIPHOMY MOHITOPHHTY CEPIeBOl Ta HUPKOBOI (pyHKIil. MeTdhopmin
IIPOTHUIIOKA3aHUH IMAIliEeHTaM i3 rOCTPOIO Ta HeCTabiTbHOI CepIieBOI0 HEOOCTATHICTIO (IUB. PO3Mis
«[IpoTUnIOKa3aHH»).

ITayienmu AiMHbL0O20 BIKY.

Yepes3 oOMeKeHH] laHi 110710 TepaneBTUYHOI e(peKTUBHOCTI 3aCTOCYBAHHS I 3MEHIIIEHH S
PU3UKY BUHUKHEHHS IIyKPOBOro miabeTy 2 Tumy abo 3aTPUMKH MOT0 MMOYATKY V HaIli€HTiB
BIKOM Bifi 75 POKiB, TAaKUM IallicHTaM IIpU3HaYeHHSI MeTPOPMiHY He PEKOMEH0BaHe.

HodoemicHi peHmeeHOKOHMpacmHi 3acobu.

BHYTpIlIHbOCYAMHHE BBEIE€HHS MOOOBMICHUX KOHTPACTHUX PEYOBUH MOXKE BUK/IMKATH
KOHTPACT-iHAYKOBaHYy He(POIaTiio, 10 TPU3BOOUTH 00 HAKOMUYeHHS MeTGopMiHy i 30inbiIeHHS
PU3MKY PO3BUTKY JIaKTOAUA03y. [TallieHTaM Clifg TPUNMHUTY 3aCTOCYyBaHHS MeTGopMiHy mo abo min
YacC IPOBEMIEHHS OOCTIAXKEHHS 1 IOHOBUTH He PaHillle HixkK 4epe3 48 roguH miciis OOCTigXKeHHS 3a
YMOB OTPUMAaHHS HOPMAaJIbHOTO Pe3ynbTaTy QyHKIII HUPOK (auB. po3minu «Croci0 3acTocyBaHHS Ta
no3u» i «B3aemoyist 3 iHIIUMY TiKapChKUMU 3aco0aMu Ta iHII BUOU B3a€EMOMIIN»).

Xipyp2iuHi BmMpy4YaHHA.

Heo0xigHO IPUNMHUTH 3aCTOCYBaHHS MeT(HOPMIHY ITiff 9Yac XipypriyHOro BTpy4YaHHS 3
3aCTOCYBaHHSIM 3arajibHoi, CIiHaabHOI abo enmigypasnbHOi aHecTe3il, i MOHOBIIOBATH He paHillle Hixk
yepe3 48 roguH Mmicisg IpoBefeHHs ornepallii abo BiTHOBIEHHS IIepopaJbHOTO0 XapuyBaHHS 32 YMOB
OTPUMaHHS HOPMa/IbHOTO Pe3yIbTaTy QYHKIIil HUPOK.

THwWi 3anobixcHi 3axodu.

[TamieHTaM HEOOXiIHO OTPUMYBATHCS HiETH, PIBHOMIPHOTO IPHUIOMY BYTJIEBO[IIB IIPOTATOM HOOHU.



[NTauieHTaM i3 HAEMipHOIO MacOI0 Tijla CHIif MPONOBXKYBaTH HOTPUMYBATHCS HU3bKOKAIOPiMHOI TiETH.
Heo0xifmHO perynsipHo KOHTPOJIIOBATH J1Tab0paTOPHi MOKa3HUKHU PiBHS T'TIOKO3U B KPOBI.

MeTdopMiH MOKe 3HUKYBaTH PiBeHb BiTaMiHy B, y cupoBaTIii KpoBi. PU3uK HU3LKOTO PiBHS BiTaMiHy
B,, 3pocTae 3i 36inbineHHSIM 0031 MeTGHOPMiHY, TPUBAJIOCTI JTiKyBaHHS Ta/ab0 y pa3i HAsIBHOCTI y
nanieHTa (HakTOpiB PU3UKY, 5Ki, IK BiIOMO, CIPUYNHSIOTH AeinuT BiTaMminy B,,. V pasi nigo3pu Ha
nedinuT BiTaminy B,, (Hampuknag, aHeMisi abo Helponarisi) CiIifi KOHTPOIIOBAaTU piBeHb BiTaMiHy B,y
cupoBartli KpoBi. ITarienTam 3 pakTopamu pusuky gedinuty Bitaminy B,, Moxe 6yTu noTpiOHUN
MOHITOPUHT piBHA BiTaMiHy B,,. Tepamito MeT(opMiHOM CIIi IPOOOBKYBaTH A0 THX IIip, TIOKU BOHA
IIePEeHOCUTHCA 1 He € IPOTUIIOKAa3aHa, a BiAlIOBigHe KOpeKIiliHe NTiKyBaHHA AedinuTy BiTaminy B,
Ha[a€ThCS BIAMOBIAHO A0 MTOTOYHUX KITIHIYHUX PEKOMEHOalIlil.

MonoTeparis MeTpOpPMiHOM He CIIPUYMHSE TiMoriikeMil, ogHak ciif 0yTu 06epekHUM IIPU
OJHOYAaCHOMY 3aCTOCyBaHHiI MeT(QOpMiHy 3 iHCyniHOM ab0 iHIKUMY IepOPaIbHUMU TiNOTTiKEMiYHUMU
3acobaMu (HAMpPUKIAM, IOXiTHUMHU CYIbGOHITICeYoBHHY ab0 MermiThHigaMu). MoXK/IrBa HasBHICTh
¢dbparmMeHTiB 000JI0HKH TaObIeTOK y pekanisx. Lie € HopManbHUM SIBUIIEM i He Ma€ KIIiHIYHOTO
3HAYEHHS.

Lle#t mikapchbkui 3aci6 MicTUTh MeHIIe 1 MMOJb HATPito (23 MTI) Ha OOUHUINO NO3yBaHHS, TOOTO
BBAXKA€ETHCA TAKKUM, II0 «HE MICTATh HATPIIO».

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py00i0.

BazimHicmb. HeKOHTPOIbOBAHA TillepriIiKeMis y MPeKOHIeNIinHUN Iepiof Ta il Yac BaTiTHOCTI
II0B’S13aHa 3 MigBUIEHUM PU3UKOM BPOIKEHUX aHOMasIil, BTPaTX BariTHOCTI, TilepToHil,
CIIPUYMHEHO] BariTHICTIO, IpeeKIaMIICil Ta TepuHaTalbHOl CMEPTHOCTI. BaxnuBo migTpuMyBaTH
piBeHb I'TIIOKO3H B KPOBi STKOMOTra 0/1uK4e 10 HOPMAJIbHOTO IIPOTSATOM BCi€l BariTHOCTI, 11100 3HU3UTH
PU3UK HECTIPUSTINBUX HACHINKIB rimepriaikemii amis MaTepi Ta ii QUTUHM.

MeTdhopMiH MPOHUKAE Yepe3 IJIaleHTy Y KiTbKOCTSX, SKi MOXKYTb OYTH TaKUMU XK BUCOKUMHU, 5K
KOHIIeHTpallil y MaTepi.

Benuka KinbKiCTh JaHUX PO BariTHUX XKiHOK (6inbire 1000 pe3ynbTaTiB BIIMBY) 3 KOTOPTHOTO
IOCTiAKEeHHSI Ha OCHOBI peECTPiB Ta omy01iKOBaHUX pPe3yJIbTaTiB MeTaaHali3iB i KITiHIYHUX
OOCIiIKeHb BKA3y€E Ha BiACYTHICTb MiIBUIIIEHOT0 PU3UKY BPOAKEHUX aHOMaIik ab0 TOKCUYHOCTI AJIs
TIJI0la/HOBOHAPOKEHOT0 BHACTIIOK BIJIMBY MeT(HOPMIHY Y TepUKOHLENUiNHUY nepion Ta/abo min
Yac BariTHOCTI.

€ mesiKi HemiATBepAXKeHI JaHi PO JOBIOCTPOKOBUM BIIMB MeT(OPMiHYy Ha Bary HiTel, Ki 3a3HaIu
BHYTPIIHEOYTPOOHOTO BIIUBY. Cx0Ke, 110 MeT()OPMiH He BIJIMBAE Ha PYXOBHUH Ta COIiaIbHUAN
PO3BUTOK MiTeM BiKOM [0 4 POKiB, SIKi 3a3HaNIM BHYTPIITHLOYTPOOHOT'O BILIMBY, X04a HaHi 11010
IOBTOCTPOKOBUX HACIiOKiB 00MeKeHi.

Y pagzi kniHiuHOI He06XiMHOCTI 3acToCyBaHHS MeT(hOPMiHY IIifi Yac BariTHOCTI Ta Y TPEKOHIENIINHUAN
nepiofi MOXKJIMBe SIK NOTIOBHEHHS abo K albTepHATHBA iHCYIiHY.

JKiHKu penpodykmueHoeo 8iky. Y XKiHOK, 5IKi He 1epe0yBaloTh B MeHOIay3i, TiKyBaHHS
npenapaToM ['mokodax XR MoxkKe ITPU3BECTH J0 OBYJIALI] ¥ XKiHOK 3 aHOBYJIITOPHUM
IIUKJIOM, 110 MOXe IIPKU3BEeCTU A0 HeOaxKaHol BariTHOCTI.



I'odysanHA 2py00r. MeThopMiH eKCKPETYEThCS Y TPYAHE MOJIOKO, ale ¥
HOBOHaPOIKEeHUX/HEMOBIIIT, Ki 3HaXOAUJIKACS Ha TPYIHOMY TrOflyBaHHi, T06iuHi eeKTH He
croctepiranucs. OfHaK, OCKiIbKY HeIOCTaTHhO HaHUX 1[0f0 O0e3MeKu 3aCTOCyBaHHS IIperapary,
TOMIyBaHHS I'PYAOI0 He PEKOMEHMIYETHCS MMPOTSATOM Tepallil MeTgopMiHoM. PillteHHS 1100
IPUNUHEHHS TOOYBaHHS TPYONI0 HeoOXimHO MPUAMAaTH 3 YpaxyBaHHSIM IIepeBar TPyqHOTO
TOlyBaHHS Ta IOTEHIIMHOTO PU3UKY MOOIYHUX eDeKTiB Oyt TUTUHU.

d®epmuvHicmb. MeThopMiH He BITUBAB Ha (GePTUTBHICTD TBAPHUH MTPHU 3aCTOCYBaHHi y mo3ax 600
MI/Kr/Ha 0o0y, 1o Maiixke y 3 pa3u IepeBUIllyBall MaKCUMalbHy PEKOMEH0BaHy N000BY 03y AT
JIFOOWHU 3 PO3paxXyHKY Ha IIJIOIly IIOBEPXHi Tifna.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3Mamu.

'miokodax XR He BIIMBA€E Ha MIBUAKICTH peakllili Ipu KepyBaHHI aBTOTPAHCIOPTOM abo po6oTy 3
iHIMMMY MexaHi3MaM¥, OCKiJIbKM MOHOTEpAIis perapaToM He CIPUYUHSE TinoriKeMii.

Opuak, crif 3 06epeKHICTI0 3aCTOCOBYBaTH MeTPOpPMiH y KoMOiHAIlil 3 iHIIUMHU TilOTTiKeMiYHUMHI
3acobamu (moxifgHi cynb(OHINICEeYOBUHY, iHCYIiH, METTIITUHIAN) ¥ 3B'I3KY 3 PU3UKOM PO3BUTKY
rinormikeMil.

Cnoci6 3acmocyeaHHss ma do3u.
Llopocai nauieHmu 3 HOpMavbHOW GyHKUie HUPOK (LLIK® = 90 ma/xs).

3HMXKEHHS PU3UKY a0 3aTPUMKa II0YATKY IIYKPOBOT0 miabeTy 2 THUIY.

MetdopmiH crif mpu3HavaTy NUIIE TOOI, KOJU 3MiHU B CIOCO0i KUTTS Ha POTATOM 3-6 MiCAIIiB He
3a0e3MeuyoTh afieKBaTHOTO T'TiKeMiYHOT0 KOHTPOJIIO.

JIikyBaHHS CJTif MOYMHATH 3 OfHiel TabmeTku npemnapaty ['mokodax XR 500 mr 1 pa3 Ha
no0y Mif Yac mpriioMy 1XKi BBeUYepi.

Yepes 10-15 gHiB mpoBegeHOro JTiKyBaHHS J03y HEOOXiMHO BiIKOPUTYBATH BilIIOBIIHO [0
pe3yNbTaTiB BUMipIOBaHb PiBHS T/IIOKO3M B KpoBi (3HaueHHsA OI'TT (opanbHUM
TJII0KO30TOJIEPAHTHUM TeCT) i/abo BMiCTY I'7TI0OK03U B IJTa3Mi KpoBi Hatie i/abo HbAlc
OBUHHI OyTH B HOpMi). [ToBintbHE 30iNbIIEHHS 103U MOXKe IOKPAIIUTH ITePEHOCUMICTDb 3 00Ky
TPaBHOTO TPakKTy. MaKcrMaslbHa peKOMeHIoBaHa fio3a cTaHoBUTH 4 TabnmeTku (2000 mr) 1
pa3 Ha mo0y mim yac mpuiomy ixi BBeuepi.

PeKOMeHOYyEThCA PETYISIPHO KOHTPOJIOBATH (KOXKHI 3-6 MiCALiB) ITIKEMIYHUY CTATyC
(3uHauenHs OI'TT (opanbHUM TIIOKO30TOJIEPAHTHUM TeCT) i/ab0 BMICTy I'JIF0OKO3H B IJIa3Mi
KpoBi HaTile, i/a6o HbAlc), a TakoX (hakTOpPU PU3UKY [AJISI IPUNUHSATTS PillleHHS OO0
HeoOXigHOCTI TPOMIOBXKEHHS, 3MiHU YU MIPUIMHEHHS JTiKyBaHHS.

TakoxX HeoOXiHO TPOBOAUTY IIOBTOPHY OIIIHKY JiKYBaHHS, SKIIO MAIliEHT 3ro0M
BIIPOBAJIXKY€ IOKpallleHHS Xap4yyBaHHS Ta/ab0 (i3nyHi HaBaHTaxKeHHS a00 SKIIO 3MiHU



CTaHy 3[I0POB’S MallieHTa JO3BOJISIOTh 3MIHUTHU CIIOCIO XKUTTS.

MoHomepanis abo kombiHoBaHa mepanis y NOEOHAHHI 3 IHWUMU NepopasbHUMU
2inoesikeMiyHumMu 3acobamu.

PekomMeHgOBaHa IMOYaTKOBA f103a - 1 TabneTka Ha m00y.

Yepes 10-15 gHiB TpoBeeHOr0 NTiKyBaHHS 103y HE0OXiIHO BifKOPUTYBAaTH BiAMOBIOHO OO
pe3yIbTaTiB BUMipIOBaHb PiBHS I'IIOKO3U B KPOBi. [10BifTbHE 30i/IbllIeHHS NO3U CIPUSIE
3HUKEHHIO M00iYHUX edeKTiB 3 60Ky TPaBHOI'0 TPaKTy. MakcuMaabHa peKOMeH0BaHa [103a
CTaAHOBUTH 4 TabneTKu Ha J00y.

o3y mpemnapaty npuiimatu 1 pas Ha fo0y mifm yac npuiioMy iXi BBedepi, 36inmbiryiouu Ha 500
Mr KoxHi 10-15 gHiB mo 2000 mr.

Ao HeoOXimHOTO PiBHA TIiKeMil He MOXKHa OOCATHYTH ITPU 3acTyBaHHI [Miokodaxy XR y
no3i 2000 mr, sky maiieHT npuiimMae 1 pa3 Ha mo0y, Mali€HTy CIlif 3acTocoByBaTu ['mokodax XR y
no3i 1000 Mr 2 pa3u Ha fo0y mif Yac mpuioMy Ixi.

Ao HeoOXimHOT 0 PiBHSA TTiKeMil He OCSATHYTO, MOXKHA 3aCTOCOBYBaTu [ mokodax,
TablIeTKU, BKPUTI IJIiIBKOBOIO 0060I0HKOI0, y MaKCUMallbHill pekoMeHoBaHiit 703i 3000 MT Ha

no0y.

Ilns marieHTiB, SKi BxXKe JTiKyBanucs MeTHOPMiHOM, IT0YaTKOBA [I03a IIpemapaTy [ mokodax
XR, TabeTOK 3 IPOJIOHTOBAaHKM BUBIJIbHEHHSIM, Ma€ OyTu eKBiBareHTHa J000BiK m03i
TabJIeTOK i3 HeraHUM BUBiTbHEHHSM. [1alieHTaM, sSIKi OTPUMYIOTh Tepalliio MeTGpOPMiHOM Y
noai Butie 2000 Mr Ha 700y, He PEKOMEHYETLCS IIEPEXONUTH Ha Tepallilo IpernapaToM
I'mokodax XR.

Y Bumagky nepexony Ha npemnapat I'mokodaxk XR, TabneTKy 3 MPOJIOHTOBAaHUM BUBITbHEHHSM,
500 MT, HeOOXiTHO IPUNIUHUTU IIPUIOM iHIIIOTO MPOTUAIa0ETUYHOTO MIpenapary Ams
IIepOPabHOr0 3aCTOCYBaHHS.

KombiHosaHa mepanis 3 iHCyAiHOM.

[t qOCATHEHHS KPaIoro KOHTPOJIIO 3a PiBHEM IJIIOKO3M B KPOBI MeT(HOPMIH Ta iHCY/IiH MOXHa
3aCTOCOBYBATH y BUTTIAAi KOMOiHOBaHOI Tepamil. 3a3Buyaii moyaTkoBa fo3a ['mokodaxy XR
cTaHOBUTH 1 TabneTky Ha o0y mif 4ac IpuiioMy 1Xi BBeuepi, ToAi K03y iHCYIiHYy HEOOXiIHO
nifgOupaTy BiAMOBIAHO OO pe3y/IbTaTiB BUMipIOBaHHS PiBHS I'IIOKO3HU B KPOBI.

Cmumyasauyia osyaauii 044 niompumku 3auammas y cHciHok i3 CIIKSA

3Bud4ariHa fo3a craHoBUTh 1500-2000 Mr oguH pa3 Ha [00y. [1oBinbHe 30inbIIeHHS 103U MOXKe
MOKpAIIUTH TePEeHOCUMICTh IipenapaTty 3 60Ky IITyHKOBO-KUIIKOBOTO TPaKTy. MakcuMaabHa
peKoMeH0BaHa fno3a ctaHoBuUTh 2000 Mr ofuH pa3 Ha HoOy Iif yac BedipHbOTo mpuitomy ixi. Crin
3acTtocoByBaTu ['mokodax XR npoTaroM moHalMeHIIe 6 MiCSIiB.

PimeHHs mpo MPOOOBXKEHHS Tepalil micsg 3a4aTTs Ta Iif Yac BaTriTHOCTI HeOOXiIHO MpUiMaTH
KJTIHiYHO B iHOWBiAyalbHOMY MOPSIIKY, BPAaXOBYIOYHU MOTPEOU MallieHTa Ta OIiHKY IMOTEeHI[HHUX
PU3UKIB i mepesar.



Y nauieHmis nimHb020 8iKYy MOXKJIMBE TOTIpIIEeHHS QYHKIIil HUPOK, TOMY 003y MeT(hHOpPMiHy
HeoOXigHO mimOrpaTy Ha OCHOBI OLIHKY (PYHKIII HUPOK, SIKY CJIifi TPOBOOUTU PETYIISIPHO (IUB.
po3min «OcoB6IMBOCTI 3aCTOCYBaHHS»).

[lepeBara 3MeHIIeHHSI pU3UKY BUHUKHEHHS I[yKPOBOTo AiabeTy 2 Tumy abo 3aTPUMKU HOT0
no4aTKy He OyJla BCTAHOBJIEHA Y MallieHTiB BiKOM Biff 75 POKiB (IUB. pO3Ain
«PapmMakofuHaMiKa»), TOMy TaKUM TallieHTaM He peKOMeH0BaHe IPU3HaYeHHS
MeThopMiHy (OuB. po3ain «OcoGIUBOCTI 3aCTOCYBAHHSI»).

Hupkosa HedocmamHicmb.

[IK® cripg o1iHIOBaTH [0 MOYATKY JiKyBaHHS JTiKapChbKUMHU 3acobaMi, 110 MiCTATh MeTGOPMiH, Ta
IIiCJIs [T0YAaTKY JIIKYBAaHHS IPUHAUMHI WIOPIYHO. YV NallieHTiB 3 MigBUILIEHUM PU3UKOM I10Ja/IbIIOr0
IIPOTpPeCcyBaHHsS HAPKOBO1 HEJOCTATHOCTI Ta Y MAIli€HTIB JIITHOTO BiKYy CJIifi IPOBOJUTH PETEIbHUN
KOHTPOJIb QYHKIIii HUPOK STKOMOTA YacCTillle, HallpuKyag KOXHi 3-0 MICSIIiB.

[MTK® 3arajabHa ITomaTKOBI peKOMeHarlii
(M11/%XB) MaKCHMaJIbHa
moboBa mo3a
60-89 2000 mr Y pasi 3HuKeHHS QYHKIIil HUPOK PEKOMEHOYEThCS
[DO3IJISTHYTH MOKJIUBICTh 3MEHIIIEHHST JO3M.
45-59 2000 mr Crip mpoaHanisyBaTu (paKTOpH, SIKi MOXKYTh

30ITTBITMTH PU3UK PO3BUTKY JTAKTOALUIO03Y (IUB.
03xin «Oco6IMBOCTI 3aCTOCYBAHHS»), 10 IOYATKY

30-44 1000 mr ITiKyBaHHS MeT()OPMiHOM.

[ToyaTKoBa 003a CTAHOBUTL He Oilbllle ITOJIOBUHHI

MaKCHUMaJIbHOI TO3H.

<30 - 3acTocyBaHHSA MeT()OPMiHY IPOTUIIOKa3aHe.

Himu.

[IpenapaT He 3aCTOCOBYBaTH HiTSIM, OCKiJIbKM HeMa€ KITiHIYHUX JaHUX CTOCOBHO IIi€l BiKOBOI Tpymnu
MMAllieHTiB.

Ilepedo3yeanHsi.

[Tpu 3acTocyBaHHI IIpenaparty y 4o3i 85 T po3BUTKY rinoriikeMii He cioctepiranocs. OfHaK y IboMy
BUIIAJKY CIIOCTEPiraBcs PO3BUTOK JTAKTOALUUO03Y. 3HAYHE MTePEeBUILEHHS 1031 MeThopMiHy abo
CynyTHi ()aKTOPH PU3UKY MOXKYTh CIPUYNHATI BUHUKHEHHS JIaKTOanuao3y. JlakToanumos €
HEeBiIKJIagHUM CTAHOM. Y BUNAAKYy PO3BUTKY JAKTOAIMAO3Y IiKyBaHHS npenapaTtoM ['mokodax XR
HeoOXiTHO IPUIIMHUTHU i TEPMiHOBO T'OCIiTani3yBaTH XBoporo. HalieeKTUBHIIMM 3aX0[I0M [T
BUBEJEHHA 3 OpraHi3My /1akTaTy i MeThOopMiHy € reMofiaris.

ITobiuni peakuii.

3rigHo 3 MAaHUMU ITOCTMAPKETUHTOBUX Ta KOHTPOIbOBAHUX KITIHIYHUX [OCTiAXKeHb Mo0iuHi



peaxilil y MmaIfieHTiB, SKi 3aCTOCOBYBasu npemnapart [mokodpax XR, 6ynu momiOHUME 3a
IIPUPOAOI0 Ta CTyIIeHEM TSAKKOCTI 10 TAKUX y MALi€HTIB, sIKi 3aCTOCOBYBAJIM IIpernapaT
['miokodax (i3 HeraiHUM BUBITbHEHHSIM aKTUBHOI PEYOBUHHU).

Havuacrimumu HeOakaHUMY peakIlisiMU Ha II0OYaTKY JIiIKyBaHHS € Hy[OTa, OI0BaHHS,
niapes, 6isb y XKUBOTI, BigCyTHICTh aneTuTy. LIi cuMmnTomMu y OiNbLUIOCTi BUIagKiB MUHAIOTh
CaMOCTINHO.

Heb6axaHi eekTr 3a 4aCTOTOI0 BUHUKHEHHS KJTaCU(iKyIOTh 32 TAKUMHU KaTETOPisIMHU:

nyxe gacto (> 1/10), gacto (> 1/100 i < 1/10), HewacTo (> 1/1000 i < 1/100), pigko (> 1/10000 i
< 1/1000), ny=xe pigko (< 1/10000).

ITopyweHHs1 06MiHY PEeYOBUH.

YacTo: 3HMKEHHS piBHS/gediunuT BiTaMiny B,, (guB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).
Iyxe pigko: makToanugo3 (ouB. po3min «OcoOMMBOCTI 3aCTOCYBAHHS»).

3 boky Hepeoegoi cucmemu.

YacTo: IOpyIIEeHHSI CMaKy.

3 60Ky mpasHo20 mpakmy.

Iyxe "yacTo: po3nagu 3 60Ky TpaBHOI CUCTEMH, TaKi IK: HygoTa, O61i0BaHHS, miapest, 0ilb y KUBOTI,
BifCcyTHiCTh aneTtuTy. Haiiuacrirme 11i mo6iuyHi fBUIa BUHHKAIOTh Ha II0YATKY JIIKYBaHHS Ta Y
OiNBIIIOCTI BUMIAAKIB CTIOHTAHHO 3HUKAIOTE. [[71g TonepenKeHHs BUHUKHEHHS MOOIYHUX SABUI 3 OOKY
TPABHOT'0 TPAKTy PEKOMEHAYETHCS MOBiIbHE 30i/IbIIIEHHS NO3HU IIpenapary.

3 6oky 2enamobiniapHoi cucmemu.

IyXe pimKo: OKpeMi oBigOMJIEHHS 1100 MOPYIIEHHS MOKAa3HUKIB QYHKIII meuiHKu af0 renaTuTis,
III0 TTOBHICTIO 3HUKAIOTH IiC/IS BiAMiHK MeT(OpMiHY.

3 60Ky wKipu ma niOwKipHOi KAiMKOBUHU.
Iyxe pigko: IIKipHi anepriuxi peakiril, BK/II04Yal0Yu BUCUIIH, €PUTEMY, CBEpOiK, KPOIIUB' THKY.
ITogidomaeHHA npo HebadxcaHi nobiuHI peakuyii.

[ToBimomneHHs mpo mob6iuHi peakilil micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle nae 3MOry IPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JIiKapCchKOro 3aco0y. MeguuHUM Ta (apMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallienTaM abo ix
3aKOHHUM ITPeCTaBHUKAM CJIiT] TOBiTOMJISITH IIPO YCi BUITAAKHK Mi03PIOBAaHUX MOOIYHUX Peakilii Ta
BiiCcyTHOCTI e(heKTHUBHOCTI JIiKapchKOTO 3aco0y Yyepe3 ABTOMaTH30BaHy iHpopMalliiiHy cucteMy 3
(dbapMmakoHarisAagy 3a nocunaHHAM: https://aisf.dec.gov.ua/.

Tepmin npudamHocmi.

4 poxKH.



YMmoBu 30epiranHsi.

30epiraTu npu TeMIlepaTypi He Buile 25 ‘C. 30epiratu y HegOCTYIIHOMY IJIST OiTe# MicIi.

YnakoBka.

[To 15 Tabnetoxk y 6mictepi. ITo 2 abo 4 GicTepu y KapTOHHIi! KOPOOIIi.

KaTteropisa Bigmycky.

3a peLemnToM.

BupoOHUK.

Mepk Cante, Opanmisi/Merck Sante, France.

Miciie3HaxoIKeHHsI BUPOOHHKA Ta afipeca Miclisi IPOBaXKeHHS HOr0 Tis/IbHOCTI.

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



