Ckian

Oitova peuosuHa: metformin;

1 TabreTka, BKpuTa 000JI0OHKOIO, MiCTUTH MeThopMiny rigpoxmopuny 1000 mr;

00ONoMIdJiICHI pedyoB8UHU: HaTpilo KapMeno3a, rimpoMesio3a 100 000 cPs, marHiio
cTeapar.

JIikapcbKa ¢popmMa

TabneTKu MPOJIOHTOBAHOI [ii.

OcHoB8HI ¢i3uko-ximiuHi 81acmueocmi: 6i1i abo Maiike 0iTOro KOJIbOPY KalCyJIOBUAHI
OBOOMYKIJIi TabneTku 3 rpaBipyBaHHsIM «1000» 3 omHoro 60Ky Ta «MERCK» - 3 iHItIOTO.

®dapMakKoTepalneBTHUYHA Irpyna
[TepopanbHi rimormikemiuHi 3acobu, 3a BUHSITKOM iHcymniHiB. Kom ATX A10B A02.
dapMakogHHaMiKa

MeTdopmMmiH - OiryaHig 3 aHTUTINEPTIiKeMiYHUM e(eKTOM. 3HUXKYE PiBEHD T'JIIOKO3HU Y
IJ1a3Mi KpOBi K HaTIIe, Tak i micig npuiiomy 1xki. He ctumynioe cekperito iHCymiHY i
He COIPUYMHSE TINOTJIIKEMIYHOT0 e(peKTy, 0OIO0CEPEeOKOBaHOT0 IUM MeXaHi3MOM.

MeTdopMiH i€ TppOMa IIJIIXaMU:

e IIPU3BOOUTH A0 3HUKEHHS IIPOAYKYBaHHSA IJIIOKO3M y MEYiHIIl 3a paXyHOK
iHriOyBaHHS TJIIOKOHEOTEeHe3y Ta T'JIiKOTeHOJIi3Y;

e MIOKpAIIyE€ YYTJIUBICTh OO0 IHCYJIIHY Y M’si3aX, III0 MPU3BOAUTH OO IMOJIMIIEHHS
nepudepudHOTro 3aXO0MJIEeHHS Ta YTHUIi3allil TJII0KO3Y;

e 3aTPUMYy€ BCMOKTYBaHHS IIIOKO3U y KUIIIEYHUKY.

MeTdopMiHy TiApPOXJIOPUL CTUMYJIIOE€E BHYTPIIIHbOKIIITUHHNUY CUHTE3 T'JIiKOTEHY,
BILUIMBAIOYU Ha TJIIKOTeHCUHTEeTa3y. 30iMbIllye TPAHCIIOPTHY 3Ai0HICTD yCixX BimoMux



TUIIiB MeMOpPaHHUX ITePeHOCHUKIB rimoko3u (GLUT).

dapMakoouHaMiuHi edeKTH.

KriniyHi gocmigKeHHS moKa3aid, 110 OCHOBHOIO Ai€l0 MeT(HOPMiHY, OKpPiM
rirmormikeMiuyHol, € cTabini3allis abo He3Ha4YHa BTpaTa MacH Tija.

He3zanexHo Bif CBOE€I mii Ha riikeMito, TabneTku MeTGOPMiHY 3 HETaUHUM
BUBiJIbHEHHSIM ITPOSIBIISIOTH ITO3UTUBHUYM eeKT Ha MeTaboini3M ninimiB. Lle#t edekT
OyB mOBeOeHUM IIPU 3aCTOCyBaHHI TepalleBTUYHUX OO3yBaHb ¥ KOHTPOJIbLOBAHUX
cepenHbo- ab0 MOBroTPUBAIUX KITIHIYHUX OOCITiAXKEHHIX: TabeTK1 MeTPOpMiHy 3
Hera’HUM BUBIIbHEHHSM 3HUKYIOTh BMICT 3arajbHOT0 XOJIECTEPUHY, JIIMONIPOTEIHIB
HU3bKOI ITITBHOCTI Ta TpuriituepuniB. ITomioHuM edeKT He CIIoCcTepiraBcs Impu
3aCTOCyBaHHIi TabJIETOK ITPOJIOHTOBaHOI [Iii, iMOBipHO, y 3B’I3KYy 3 3aCTOCYBaHHSIM
npemnapaTty BBedepi. Hepes 1ie TaKOXK MOXKe CIIOCTEepiraTucs MigBUILIEHHS BMICTY
TPUTJIILIEPUIIB.

KnaiHiuHa epekmueHicmeo.

3HMXKEeHHS PU3UKY a00 3aTPHMKa IMOYaTKy IIYKPOBOTrO AiabeTy 2 Tumy.

[Tporpama npodinakTuku miabety (DPP) y mopocnux Oyna 6araToieHTPOBUM,
PaHOOMi30BaHUM, KOHTPOJILOBAHUM KJIIHIYHUM [OOCIIIOXKEHHAM, B SIKOMY OL[IHIOBaJIN
e(peKTUBHICTh BIPOBAJAXKEHHS aKTUBHOT'O CIIOCO0Y KUTTSA ab0 3aCTOCYBaHHSA
MeTHOPMiHY IS monepenkeHHs: a00 3aTPUMKU PO3BUTKY IIYKPOBOTO mOiabeTy 2 THUITY.
Kpurepisimu BkItoueHHS Oy Bik =25 pokis, IMT =24 KT/M2 (=22 KT/M2 LI
aMepUKaHIIIB a3iiCbKOT0 IIOXOAKEHHSs), Ta IMIOPYIIEeHHs TOJIEPAaHTHOCTI A0 I'JII0OKO3HU
ILTIOC PiBeHb I'/II0K03U HaTie 95-125 mr/on (abo <125 Mr/on st aMepuKaHChbKUX
inmianiB). [TammienTaMm Oyno IpU3HaYeHUM aKTUBHUM CIIOCIO XKUTTS, 2X850 Mr
MeTHOPMiHYy IJTIOC CTaHOAPTHI 3MiHU CIIoCco0y KUTTS, abo mnaiebo MIoC cCTaHgapTHI
3MiHU CITOCOOY KUTTS.

CepepHi BuxigHi 3HaYyeHHs A1 yuacHukiB DPP (n=3,234 gnsa 2,8 pokiB) Oynu
HacTynHuMU - BiK 50,6+10,7 pokKiB, piBeHb I'/IFOKO3U B IIJIa3Mi KpoBi HaTile 106,5+8,3
MT/IJ1, piBeHb IJIIOKO3M B I1JIa3Mi KPOBI Uepe3 OBi TOOMHU IiC/Isd IPUKUOMY T'JIIOKO3HU



nepopanbuo 164,6+17,0 mr/on ta 34,0+6,7 Kl"/M2 IMT. BopoBaaKeHHS aKTUBHOTO
CcrIoco0y KUTTS Pa3oM i3 3aCTOCYyBaHHSAM MeTGhOPMiHY 3[aTHi 3HAYHO 3MEHIIIUTH
PU3KK PO3BUTKY LIYKPOBOTO HOiabeTy B IOPiBHAHHI 3 manebo, 58% (95% [OI 48-66%) Ta
31% (95% OI 17-43%), BioIloBigHO.

[TepeBara BOPOBAMXKEHHS 3MiH CIIOCO0Y KHUTTS Haf 3aCTOCYyBaHHAM MeT(hOPMiHYy Oyiia
OiNnBIOIO y JIITHIX MallieHTiB.

[TamieHTH, 1110 OTPUMaIX HaUWOiNIbIly KOPUCTD Bif JIIKyBaHHSA MeTHOpPMiHOM Oy BiKOM
Big 45 pokiB i3 IMT, m1o = 35 K1"/M2, y IKuX 0a30BUY PiBEHb T'JIIOKO3U Yepe3 2 TOOUHU
crtanoBuB 9,6-11,0 mmons/n, 6a3o0Buit HbA1C = 6,0%, abo naiieHTu 3 recTalliiHuM
niabeToM.

II11s 3amobiralHs OMHOT0 PO3BUTKY IIYKPOBOTO AiabeTy Ha MPOTs3i TPhOX POKIB y
rpynmi naiiesTiB DPP, 6,9 nanieHTiB Oysiu y rpyni aKTUBHOTI'O CIIOCO0y KUTTS Ta 13.9 -
y rpyni MeTdopMiny. Touka JOCATHEHHSI KyMYJISTUBHOL YaCTOTU BUHUKHEHHS
IIYyKpoBoOro giabeTy, ska gopiBHioe 50%, Oyna 3aTpuMaHa IpUOINU3HO Ha TPU POKU B
rpy1mi MmeTdopMiHy IOpPiBHSAHO 3 Iy1aiebo.

Iocmim»keHHs OLIIHKM pe3yJIbTaTiB nporpamMu npodinaktuku niabety (DPPOS) - nie
OOBTOTpHBale cruocTtepexeHHss DPP, 1110 BKiiodae B cebe OinbIl HixK 87% 1m0o4aTKOBUX
DPP niatieHTiB OJis IIOOabIlioro JOBrOTPUBAJIOr0 CIIOCTEPEXKEHHS.

Cepepn yuacHukiB DPPOS (n = 2776), KyMmy/IaTUBHaA 4aCTOTa BUHUKHEHHS IIyKPOBOT'O
miabeTy Ha 15-My poli ctaHOBUTBL 62% y rpymi nmiamebo, 56% B rpymi meTdopMiny Ta
55% y rpymni BIpoBaJXKeHHS aKTUBHOI'O CIIOCO0Y KUTTSA. 3arajabHi KoedillieHTH
crtaHoBnsTh 7,0, 5,7 Ta 5,2 Bumnagkis giabety Ha 100 mallieHTO-POKiB cepen IpyIl
maie6o, MeThHOPMiHYy Ta aKTUBHOTO CITOCOOY KMTTS BiAMIOBIAHO. Y MOPiBHSIHHI i3
rpyrmoio nnaiebo y rpymni MmeTdopMiny pusuk giabety 0yB 3MeHIeHu Ha 18%
(koedimiernt pusuky (KP) 0,82, 95% 11 0,72-0,93; p=0,001) ta Ha 27% (KP 0,73, 95%
I 0,65-0,83; p<0,0001) y rpyni akTUBHOT'O CIIOCOOY KUTTH.



[[Tomo cykKymHOI MiKpOIIMPKYJISATOPHOI KiHIIeBO1 TOYKH HedpoIaTii, peTUHOIAaTIil Ta
HeWpoIarTil pe3yJIbTaTy He BIIPi3HANNCH 3HAYHO MiXK IpynaMHu, ajie Ojisd y4aCHUKIB, y
SIKUX He PO3BUHYBCS IIyKpoBui miabet nporsarom DPP/DPPOS nomupeHicTh
MiKpPOCYOUHHUX YCKIIaAHEeHb OyJia Ha 28% HUKUY0I0, HiXK y TUX, Y KOTO PO3BUHYBCS
miabet (kKoedimieHT pu3uky 0,72, 95% [I 0,63-0,83; p<0,0001). Hemae xkKogHUX
MOPiBHANIBHUX JaHUX IIIOAO BIJIMBY MeT(POPMiHY Ha MaKPOCYOMHHI yCKIaOgHEHHS y
narienTiB i3 IITT Ta/abo IIT'H Ta/abo nigBumenauM HbAlc.

Ony6ikoBaHi (paKTOpU PU3UKY AiabeTy 2 TUIY BKIIOUYAIOTh: MOHTOJIOIfHE YU
HerpoijHe MOXOmKeHHs, Bik moHang 40 pokiB, guciinigeMisi, rinepTeH3isi, OXKUPIiHHS YU
HaOMipHa Maca Tina, BiK, poguHHUM aHaMHe3 (1 CTymiHb CiMelHOl CIOPigHEHOCTi i3
XBOPUM Ha LIyKpoBUi fiabeT, recramiiHui MyKpoBul giabeT B aHaMHe3i, Ta CUHIPOM
oJIiKicTO3HUX A€4HUKIB (CIIKH).

JIiKyBaHHS IIYKPOBOIr'0 giabeTy 2 TUMy.

ITpocnekTuBHe paHpomizoBaHe (UKPDS) gocnigKeHHs BCTAHOBUJIO IepeBary
Mornu6IeHOro0 KOHTPOJTIO PiBHSI TJIFIOKO3UW B KPOBi ¥ XBOPUX Ha IYKPOBUM AiabeT 2 Tumy
3 HaAMIpHOIO MacCoI0 Tija, I[0 OTPUMYyBaid MeT(POPMiHYy TiAPOXJIOpUA HETAaWHOT O
BUBIJIbHEHHS SIK Tepallilo IepIIol IiHil pAoy Micis TOro, K Oi€Ta BUSBUJIACh HEIIE€BOIO.
AHasi3 pe3ynbTaTiB XBOPUX 3 HAAMIPHOIO MacCOIO Tila, Ki OTpUMyBaliu MeTHOPMiHY
rigpoxyiopup IIiCiasd TOro, K Ai€Ta BUSABUJIACh HEOIEBOIO, [I0OKa3aB:

e 3HAYHE 3HUKEHHS a0COJIIOTHOT O PU3UKY OyAb-1KOT'0 YCKIaJgHEHHs, II0B 13aHOT0
3 I[yKpOBUM fiabeToM, B rpyni MeTdopMiny rigpoxnopuny (29,8 sumnaaky/1000
MalieHTO-POKiB) IMOPiBHAHO 3 TPYIIOI0 NalieHTiB Ha mieTi (43,3 Bunagky/1000
nauieHTo-pokis), p=0,0023, Ta mOpiBHSAHO 3 rpynamMu KoMOiHOBaHOI Teparmii i3
cynbGhOHIICEYOBUHOIO Ta MOHOTepamil incyninoMm (40,1 Bunaaky/1000 namieHnTo-
pokiB), p=0,0034.

e 3HAUYHE 3HUKEHHS a0COIOTHOTO PU3HUKY ITOB'sI3aHO0l 3 iabeToM CMEepPTHOCTI:
MeTdopMiH rigpoxmopun 7,5 Bunagky/1000 maiieHTo-poKiB, nuilie mieta - 12,7
Bunaaky/1000 namienTo-pokis, p=0,017;

e 3HAYHEe 3HUKEHHS a0COJIIOTHOTO PU3UKY 3arajbHOl CMEPTHOCTI: y IpyIIi
MeTdopMiny rigpoxnopuny 13,5 sunaaky/1000 mnaiieHTO-pOKiB y IIOPiBHSHHI 3
20,6 Bunagki/1000 nanienTo-pokiB (p=0,011), y rpymi naiieHTiB Ha Oi€Ti, Ta
MMOPiBHAHO y rpyni KoMOiHOBaHOI Teparlil i3 cyIb(OHIICEYOBUHOIO Ta MOHOTEpAaIil
incymninoMm; 18,9 Bunagkis/1000 nmauieHTo-pokis (p=0,021);

e 3HAYHE 3HUXEHHS a0COJIIOTHOTO PU3UKY iHDapKTy MioKapma: MeThOopMiH
rionpoxnopup 11 Bunankis/1000 maiieHTO-poKiB, nuile aieta - 18 sunankis/1000



naiieHTo-pokis (p=0,01)

s MmeThOPMiHY TiAPOXJIOPHUAY, III0 3aCTOCOBYETHCSA SIK Tepallis APYyroro psany, y
KoMOiHaIril 3 cynb(pOoHIZICEeUHOBHHOIO, TIepeBara oo KIiHiYHUX pe3ynabTaTiB He Oynia
moKa3aHa.

[Tpu miabeti 1 Tuny KoMbiHatisgs MmeTdopMiHy TigpoxIopuay Ta iHCYITiHY
BUKOPUCTOBYBAJIaCh y OKPEMUX IAlliEHTIB, ajie KJIiHiYHa IepeBara Iliel komOiHallii He
Oysna odiIlifiHo BCTaHOBIEHA.

®dapMaKOKiHeTHKa

BcmoxkmysaHHA.

[Ticnst mepopanbHOTO 3acTocyBaHHsA 1 Tabnetku ['mokodazxk XR 1000 Mr naiieHTaMu
[MiCJig IPUKMOMY 1Ki Ta HaTIle MaKCHUMaJlbHa IIJla3MOBa KOHIIEHTpallid CTaHOBUTH 1214
HI/MJI 1 JOCATAETHCA B CEPEeIHbOMY 3a 5 roguH (Big 4 no 10 rogun).

MakcumMaribHa KOHIIEHTpaIlisd (CmaX) Ta niomia mig kpuBoio AUC npenapaty
I'mokodax XR 1000 mr € 6ioekBiBanenTHEMU 1031 1000 Mr mpemnapaty ['mokodaxk XR
500 Mr y 3m0opoBUX NOOPOBOJIBINIB SIK ITiC/IsT MPpUMOMY iXKi, Tak i HaTIe.

bioekBiBajleHTHUM IIpelnlapaT Ma€ HaCTYIIHI BIaCTUBOCTI.

[Tpu piBHOBaXKHOMY CTaHi, SIK i IIpu 3aCTOCyBaHHi Tab/IE€TOK i3 HeraHUM
BUBIJIbHEHHSIM, MaKCrUMaJlbHa KOHIIeHTpallis (Cmax) Ta IIola Imig KpuBoo AUC
30iTBITYIOTHCST HEITPOIIOPITiMHO A0 BBEeeHOl BHYTPiltHbo go3u. AUC micns
OOHOPa30BOro npuiioMy BHYTPIHEO 2000 Mr MeTdOPMIiHY TigPOXJIOPUAY Y BUTIALL
TabJIETOK i3 IIPOJIOHTOBAaHUM BUBiINIbHEHHSAM aHasnoriyde AUC, 1110 cmocTepiraeThbcs
micisg npuriomy 1000 Mr MeThOpMiHY TigpOXJIOpUAY y BUTISAAL TaOIETOK i3 HerauHUM
BUBiJIbHEHHSIM OBa pa3u Ha mo0y.

KonuBanHuA Cmax Ta AUC B okpeMux cy0’€KTiB y BUIIaAKy IIpuiioMy TabIeTOK
MeT(POPMIiHY TiTPOXJIOPUAY 3 IIPOJIOHTOBAaHUM BUBIJIBHEHHSM Yy MOPiIBHSAHHI 3
KOJIMBaHHSIMM, SIKi CIIOCTEPIiraloThCs y BUIIAAKY ITpuiioMy TabieTOK MeT(hOpPMiHy



rigpoxJjiopupny i3 HeraHUM BUBUIBPHEHHSM, 3iCTaBHI.

[Ticns 3acTocyBaHHS TabJIETOK i3 MPOJIOHTOBaHUM BUBiNbHEeHHAM 1000 Mr micns
nmpuiioMy ixi cnocrtepiranocs 36inbuienus AUC Ha 77 % (Cm
% 1 TmaX IIOJOBXKYBaJocs 0o 1 roouHu).

ax MigBUIIYBajioCcsa Ha 26

BcMmokTyBanHS MeThOPMiHY rigpoxnopuay 3 TabIeTOK i3 MPOJIOHTOBaHUM
BUBIIbHEHHSIM He 3MIiHIOETHCS 3a/Ie?KHO Bif cKiaay 1Xki. He cnocTepiraetbcs
KyMyJsilil npu 6aratTopasoBoMy nputioMi mo 2000 Mr MeThoOpMiHy Tigpoxiopuny y
BUTJISIAI TaOIETOK i3 IMMPOJIOHTOBAHUM BUBIJIbHEHHSIM.

Po3nooin.

3B’s13yBaHHS 3 6ilkaMu IJ1a3MM KPOBi He3HauHe. MeT(opMiH IpOHUKAE B
epuTpouuTH. MakcuMaibHa KOHIIEHTpallisl Y KPOBi HHXK4a, Hi’2K MaKCcuMaJlbHa
KOHIIEHTpallid y IJIa3Mi KPOBi, i JocsraeTbcs MpubIn3HO Yepe3 TOM caMui dac.
Eputponuty, iMOBipHillle 3a BCe, IPEACTABIAITh OPYTy KaMepy po3nominy. CepenHiu
06’eM poznopiny (Vd) KonmuBa€eThCs y Aiamna3oHi 63-276 1.

Memaboaiszm.

MeTdopMiH BUBOOUTHLCS Y HE3MiHEHOMY BUTJISAMI 3 ceuelo. MeTalboIiTiB y TIOAUHYN He
BUSIBIIEHO.

BuseoeHHA.

Hupkosuii kiipeHc MeTdopMminy ctaHoBUTH > 400 mii/xB. Lle BKa3ye Ha Te, 1110
MeTHOPMiH BUBOOUTHCS 3a PaXyHOK KJIy0OO4YKOBOI (inbTpallil Ta KaHaJIbIIeBOl CeKperil.
[Ticnss mepopajibHOTO IPUMOMY 03U ITePiod HalliBBUBEAEHHS CTAHOBUTDL OJIM3BKO 6,5
roguHu. [Ipu nopylieHHi QyHKII1 HUPOK HUPKOBUH KITipEHC 3HNUXKYETHCS ITPOIOPILIiNHO
[0 KJTipeHCY KpeaTUHIHYy i TOMy nepiof HaniBBUBeOEeHHS 30ibITyETHCS, 110
MIPU3BOAUTH A0 30ibIIeHHS PiBHSA MeTHOPMiHY V IIJ1a3Mi KPOBi.

Ocobauei 2pynu nauieHmis.



Hupkosa HedocmamHicmeb.

HasiBHiI 0OMexKeHi fJaHi 11010 MalliEHTIB i3 TOMipHUM CTYII€HEM HUPKOBOI
HEeOOCTaATHOCTi, TOMY HEMOZKJIUBO TOYHO OLIIHUTHU CUCTEMHY €KCIIO3UIlil0 METHOPMIHY
B IIi¥ TPYIIi MALliEHTiB ITIOPiBHSAHO 3 MalliEHTaMU 3 HOPMaJIbHOIO QYHKITi€I0 HUPOK. Tomy
HeoOximHe KOPUTYBaHHS [M03M 3TiAHO 3 KJIiHiYHOI0 e(eKTUBHICTIO/TIEPEHOCUMICTIO
(muB. po3pin «Crocib 3acTocyBaHHS Ta AO3U»).

IToxka3aHHA

e 3HMIKEHHS PU3UKY ab0 3aTpHMKa II0YaTKy IyKPOBOTO AiabeTy 2 THUNY ¥ HOPOCIIUX
MalieHTiB 3 HagMipHOO Barow Ta 3 IITT™* ta/abo ITI'H* Ta/abo migBuineHUM
piBHeM HbA1C, sKi MaOTh:

e BHCOKHUM PU3UK PO3BUTKY SIBHOTO (MaHi(eCTHOT0) IIyKPOBOTO fAiabeTy 2 TUILY
(ouB. po3nin «®apMaKoguHaMiKa»);

e IPOrpeCyloyi MOPYIIeHHS BYTJIEBOOHOTO 0OMiHYy, HE3BaXKaluu Ha Moaudikaliio
aKTUBHOT'O CIIOCO0Yy KUTTSA Ha NMPOTs3i Big 3 mo 6 micsanis.JIikyBaHHS ITperapaToM
I'mrokodax XR moBuHHO OyTH 3aCHOBaHE Ha OIIiHIII PU3UKY, 110 BKIIIOYAE
BiITIOBigHI 3aX0u KOHTPOJIIO I'/IiKeMil Ta CBimYeHHST BUCOKOTO PU3UKY 3 OOKY
CepleBO-CYOUHHOI CUCTEMU.

e ITapanesbHO 3 TOYATKOM 3aCTOCYyBaHHS MeT(HOPMiHY IMOTPiOHO MPOIOBKYBaTHU
3MiHU CIIOCO0Yy KUTTS, 3@ BUHSTKOM TUX BUIIAAKiB, KOJIY IMAIliEHT HECIIPOMOXKHUU
OO0 TaKuX 3MiH 3 MEOUYHUX [TPUYHH.

*ITTT: TlopyiieHa TojepaHTHICTD 00 rioko3y; III'H: [TopyuieHa riikeMis HaTIe.

JIikyBaHHS LIyKPOBOTO HiabeTy 2 TUIIY Y HOPOCIUX, 0COOJIMBO ¥ XBOPUX 3 HAIMipHOIO
Macol0 Tilla, KOJIU JIuIlle AgieToTeparis Ta QizuyHi HaBaHTaXXKeHHS He 3a0e31MeYyioTh
aJeKBaTHUU TIIKEMiYHUU KOHTPOIIb.

I'mokodax XR M0zKHa 3aCTOCOBYBaTH SIK MOHOTeparliio abo y koMm0OiHalil 3 iHmmmMu
IMepopaabHUMU ITPOTUAia0eTHYHUMHU 3aco0amMu, ab0 CyMiCHO 3 iHCYITiHOM.

IIporunnoka3aHHs

e [limBUIlleHa YYTIUBICTH M0 MeTGOPMiHy ab0 A0 OyOb-IKOT0 iHIIIOI0 KOMIIOHEHTA
mpernapary;



OyIOb-IKUM THUI TOCTPOT0 MeTaboJIiYHOT 0 anuao3y (Halmpukiam, JaKToallumos,

miabeTHYHMM KeToalumo3s);

e NiabeTHYHa IIPEKOMaA;

e HUPKOBA HEOOCTATHICTh TSIKKOI'O CTYIeHs (IIBUAKICTh KITyOOYKOBOI (inbTpaiiii
(ITK®) < 30 mi/xB);

e TOCTPi CTaHH, UI0 IIPOTiKAIOTh 3 PU3UKOM PO3BUTKY ITOPYIIEeHb PYHKIIII HUPOK,
TaKi IK: 3HeBOOHEHHS OpPraHi3My, TSKKi iH(QEeKIilHI 3aXBOPIOBAHHS, IIIOK;

e 3aXBOPIOBAHHS, 1110 MOXKYTh MPU3BOAUTH 10 PO3BUTKY TillOKCil TKaHUH (0COOIMBO
rocTpi 3aXBOpIOBaHHSA ab0 3arOCTPEHHS XPOHiIYHOI XBOpOoOHU): JEeKOMIIeHCOBaHa
ceplieBa HeJOCTaTHICTh, AUXallbHa HEJOCTaTHICTh, HEIIOJaBHO IIepeHEeCEeHUun
iHpapKT MioKapma, II0K;

e IIeYiHKOBa HEOOCTATHICTh, TOCTPE OTPYEHHS aIKOTOJIEM, aJIKOTOJIi3M.

B3aemogisi 3 iHIIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMoOIin

KombiHauii, wo He pekomeHOyemubCsi 3acmocosyeamu.

AK0201b. AJIKOTOJIPHA IHTOKCUKALiSA aCOLIIETHCSA 3 MiABUIIIEHUM PU3UKOM
JIaKTOAIU03y, OCOOIMBO y BUIIaKaX roJI0OyBaHHSA ab0 JOTPUMaHHSI
HU3bKOKAJIOPiNHOL JIETHU, a TAaKOXK IIPU II€UYiHKOBiM HEJOCTAaTHOCTI.

HodoaMicHi peHmeeHoKoOHmpacmui peyosuHu. IlamieETaM 3aCTOCyBaHHSA METHOPMIHY
CIIi MPUIIMHUTHU OO abo ITif Yac MpoBedeHHs OOCIiOXKEeHHS i TOHOBIIIOBATH He paHilile
HiX 4depe3d 48 roguH micisg OOCIiAXKEeHHS 1 JIUIIe ITiC/Isa MOBTOPHOI OI[iHKY Ta
OTPUMaHHS HOPMAaJIbHOTO pe3yJbTaTy QYHKIII HUPOK (OuB. po3ninu «Crocid
3aCTOCyBaHHA Ta mo3u» Ta «OCOOJIMBOCTI 3aCTOCYBaHHS»).

KombiHauii, wo caid 3acmocosysamu 3 obepedcHicmro. Jlesiki mikapcbki 3acobu,
HanpuKiag, HeCTepolinHi mpoTu3anasnbHi npenapaTtu (HIT3I1), BKIo4Yaouym ceTIeKTUBHI
iHridiTopu nukmnookcurenasu (L1OT) II, iHribiTopu aHTioTEH3UHIIEPETBOPIOBAIFHOTO
dbepmenTy (AIIP), aHTaroHicTu penenTopiB aurioren3uny Il i miypetuku, ocob61mBO
NeTIbOBI OiypeTUKHU, MOXKYTh HETAaTUBHO BIJIMHYTHU Ha (PYHKIII0O HUPOK, III0 MOXKeE
30iTbITUTY PU3KK BUHUKHEHHS JlJaKToauao3y. Ha mo4yaTKy JiKyBaHHS
BHUIlle3a3HaUE€HUMHU JIiIKapChbKUMHU 3acobamMu abo iX 3aCTOCyBaHHS B KOMOiHaIlil 3
MeTHOpPMiHOM HeOoOXimHO 3[iliCHIOBATH PETEIbHUMN KOHTPOIb GYHKIII HUPOK.



JIikapcvki 3acobu, wo YuHAMb 2inepaaikemMiuHy 0ito (2/110KOKOpmuKocmepoiou
cucmeMHol ma micuesoi 0il, cumMnamomimemuku).

Heo0OxigHO YacTillle KOHTPOJIIOBATH PiBEHb I'JIIOKO3U Y KPOBi, 0COOJIMBO Ha IMOYaTKY
nmikyBaHHA. [1ig 9ac i micssa npunuHeHHS TaKol CYMiCHOI Tepallili HeoOXimgHO
KopuryBaTu A03y npemnapaty ['mokodax XR.

TpaHcnopmepu opaaHiyHux kamioHig (OCT)

MeTtdopmin € cydcTpaTom 060x TpancmopTepiB OCT1 i OCT2.

CynyTHE 3aCTOCyBaHHSI MeTHOPMIHY 3:

e inri6iTopamu OCT1 (TaKUMU K BepalaMiil) MoxKe 3MeHIIUTH ePeKTUBHICTh
MeTPOpPMiHY;

e ingykTOopamu OCT1 (TakuMu siK pudamMoinuH) MoxKe 30iIbIINTHA HIJTYHKOBO-
KHMIIIKOBE BCMOKTYBaHHS Ta €(PEKTUBHICTH MeTHOPMIiHY;

e iHribiTopamMu OCT2 (TakKuMM K HMMETHUONH, JOIyTerpaBip, paHOIa3uH,
TPUMETONIPUM, BaHeTaHi0, i3aBYyKOHA30/1) MOXKe 3HU3UTH HUPKOBE BUBENEHHS
MeT(hOPMiHY 3 HACTYITHUM 30i/IbIIIEeHHSIM KOHIIeHTpallil MeTHOpMiHy B miia3mi
KPOBI;

e iHridiTopamu o6ox OCT1 i OCT2 (TakuMHU SIK KPHU30THUHIO, ojtarmapub) Moxke
BIUIMHYTU Ha €(PEeKTUBHICTh Ta HUPKOBE BUBEOEHHSI MeTHOPMIiHY.

ToMy PEKOMEHOYETHCSA BUSBISATU 0COOJIMBY 00€PEXKHICTh IPU CYIIyTHHEOMY
3aCTOCYBaHHI IIMX mpernapariB 3 MeTHopMiHOM, 0COOJIIMBO V MAIIIEHTIB 3 MOPYIIEHHSIM
(pyHKIIil HUPOK, OCKIIBKU KOHIIEHTPalil MeT(HOPMiHY B IjIa3Mi KPOBI MOXKYTh 3POCTH.
[Tpu HeoOXimHOCTI CIi 3Ba’KUTHU MOXKJIMBICTh KOPUTYBAHHS 103U MeTHOPMiHY,
ockinbkH iHTiOiTOpU/iHOYKTOPU OCT MOXKYTh BINIMHYTH Ha €e(EeKTUBHICTh MeT(POPMiHY.

Oco00/1UBOCTi 3aCTOCYBaHHSA

Jlakmoauu0os.

JlakToammumo3 € AyKe PigKiCHUM, aje TSIXKKUM MeTaOOoIiYHUM YCKIaJHEeHHSIM, 1110
HaW4acTillle BUHUKAE ITPU TOCTPOMY MOTipIIeHHI PyHKIIiI HUPOK, CEPIIEBO-TIETEHEBOMY
3axXBOpIOBaHHi abo cencuci. I[Ipu roctpoMy moripuieHHi GyHKIIil HUPOK BinOyBa€eThCSA
HaKOIIMYeHHSA MeT(POpPMiHy, 110 30i/TbIIye PU3UK PO3BUTKY JTaKTOALUA03Y.



Y pa3si 3HeBogHEeHHS (CUIbHOI miapel abo OMoBaHHS, rapsadkyu abo 3MeHIIIeHHS
B2XKMBaHHS PiOWHMN) PEKOMEHOYETHCSA TUMYacOBO IPUIUHUTU 3aCTOCYBAHHS
MeT(POPMIiHY i 3BEPHYTHUCS 3a MEOUYHOIO OIIOMOTOIO.

K110 manieHT oTpuMy€e MeT(hOPMIiH, CiTifg 3 00epPekHICTIO PO3MIOYMHATY JTiKyBaHHS
3acobamu, 1110 MOXKYTh T'OCTPO MOTIiPIIUTH QYHKIII0 HUPOK (HalpuKIIam,
TiIIOTeH3WBHUMU ITpellapaTaMu, cedyorinuumMu 3acobamu ta HIT3II). Iumri pakTopu
PU3UKY BUHUKHEHHS JIaKTOoallu03y BKJII0YAIOTh HaJgMipHe BXXUBaHHS aJIKOTOJII0,
MMe4YiHKOBY HENOCTaTHICTh, HEMOCTaTHbO KOHTPOJILOBAHMM IIYKPOBUM AiabeT, KETO3,
TpUBAaJie TOJI0AyBaHHS i Oyab-sIKi CTaHU, TTOB’I3aHi 3 TIMOKCi€I0, @ TAKOXK CYIIyTHE
3aCTOCYBaHHS NiKapChbKUX 3aCc00iB, 110 MOXKYTh IIPU3BECTH A0 J1aKTOAUUO03y (OUB.
po3minu «IIpoTunokalaHHsI» Ta «B3aemopis 3 iHIMMMU TiKapChbKUMU 3acobaMu Ta iHIIIi
BUOU B3a€EMOMIN»).

[MamienTu Ta/abo ocobw, 110 OOTJIAOAIOTh 3a HUMU, MaloTh OyTH ITPoiHpOpMOBaHi Ipo
PHU3UK PO3BUTKY JTaKTOAlUMA03y. XapaKTEepHUMM O3HaKaMM JTaKTOalua03y €
alMOOTUYHA 3aAullKa, OiIb y )KUBOTi, M’'I30Bi CyIOMHU, acTeHis Ta rimoTepMist, Hamairi
MOKJIMBUY PO3BUTOK KOMHU. Y Pa3i MosiBu O0yOb-IKOT0 CUMIITOMY BUHUKHEHH S
JIaKTOAlIMA03Y IAalliEHT MOBUHEH NPUIUHUTU 3aCTOCYBaHHSA MeT(POpPMiHy i HeralHO
3BEPHYTUCHA OO JIiKapA.

IliarHoCTUYHI pe3ynbTaTu JIabOpPaTOPHUX OOCIiOXKeHb - 3HUXKeHHs pH Kposi (< 7,35),
ITiIBUIIIEHHSI CUPOBATKOBOI KOHIIEHTPAllil TakTaTy (> 5 MMOJIb/) i 30inbIIIeHHS
aHIOHHOI'O IIPOMIXKKY Ta CIIIBBiJHOIIIEHHS JIaKTaT/IipyBarT.

Hupkosa HeOdocmamHicmb.

[IK® crming omiHOBaTH OO0 MOYATKY JIIKYBAaHHS 1 peryJisipHO IiCJIs UOT0 3aBEPIIEHHS
(muB. po3min «Cmoci6 3acTOCyYBaHHS Ta MO3U»). 3aCTOCYBAaHHSA MeT(hOPMIiHY
nmpoTunokasaHe narieHTaM 3 [IIK® < 30 mi/xB i Ma€ OyTH TUMYACOBO IIPUITMHEHE 3a
HasIBHOCTi 3aXBOPIOBaHb, 110 3MiHIOIOTh HUPKOBY QYHKIIiIO (OUB. PO3min
«[TpoTUIIOKa3aHHI»).



Cepuesa ¢pyHKUiA.

[NamieHTH i3 cepiieBO0 HEAOCTATHICTIO MAlOTh OiJIbIII BUCOKHM PU3UK PO3BUTKY
rirmokcii Ta HUPKOBOI HemocTaTHOCTI. [TarieHTaM 3i cTabiIbHOIO XPOHIYHOIO CEPIIEBOI0
HEeJOCTaTHICTIO MeT(POPMiH MOKHA 3aCTOCOBYBATH IIPU PETYIAPHOMY MOHITOPUHTY
cepieBol Ta HUPKOBO1 QyHKIil. MeT(hopMiH MPOTUIIOKa3aHUM ITalliEHTaM i3 TOCTPOIO
Ta HeCcTabiTbHOIO CepIieBOI0 HeOCTaTHICTIO (OUB. po3min «IITpoTUIIOKA3aHHS»).

ITauieHmu AiMHBLO20 BIK).

Yepe3 oOMexkKeHHi JaHi 1100 TepaneBTUYHOI e(eKTUBHOCTI 3MEHIIEHHS PU3UKY
BUHUKHEHHS IIyKPOBOTO fmiabety 2 Tumy ab0 3aTPUMKM MOTro IMOYaTKy y Malli€HTiB
BiKOM Bifi 75 pPOKiB, TaKHUM IallieHTaM IMpU3Ha4YeHHsI MeTHOPMiHy He peKOMeHIOOBaHe.

HodoemicHi peHmeeHOKOHMpAacmHi 3acobu.

BHyTpIiIIHbOCYIVHHE BBEAEHHS MOJOBMICHUX KOHTPACTHUX PEYOBHUH MOXKE BUKJIMKATU
KOHTpPACT-iHAyKOBaHY HedpOoIaTiio, 110 IPU3BOOUTE A0 HAKOIIMYEHHS MeT(HOPMIiHY i
30iNIbIIIeHHS PU3UKY PO3BUTKY JlaKToalupgo3y. [lallieHTaM 3acTOCyBaHHSA MeT(POPMiHY
CIIi MPUIMHUTHU 00 abo ITig Yac IIpoBeeHHs OOCIIiIXKeHHs i TOHOBIIIOBATH He paHile
HiX 4depe3d 48 roguH micisg OOCIiAXKEeHHS 1 JIUIIe ITiC/Isa MOBTOPHOI OI[iHKY Ta
OTPUMAaHHS HOPMAJILHOTO pe3ynbTaTy PyHKIII HUPOK (auB. po3mdinu «Cmocid
3aCTOCYBaHHS Ta mo3u» i «B3aeMoisa 3 iHIMMMM TiKapCchbKMMM 3acoO0aMu Ta iHIII BUOU
B3a€EMOMin»).

Xipyp2iuHi 8Mpy4YaHHA.

Heo06xigHO NpUOUHUTU 3aCTOCyBaHHS MeTGhOPMIHY ITiZl Yac XipypriuyHoOro BTPy4YaHHS,
siKe TIPOBOJSTH ITifl 3arajibHOIO, CITiHAJIbHOIO ab0 emigypanbHOI0 aHeCcTe3i€ro, i
ITOHOBJIIOBATH He paHillie HiXK 4depe3 48 roguH micis mIpoBeeHHs omepaillii abo
BIJHOBJIEHH II€POPAaJIbHOTO Xap4YyBaHH4 1 JIUIIE IIiCJIA OL[IHKU Ta OTPUMaHHSA
HOPMAaJIbHOTO pe3yabTaTy (PyHKIIil HUPOK.

IHwi 3ano6idcHI 3axo0u.

[ManieHTaM HeOOXiMHO MOTPUMYBATUCS Oi€TH, PIBHOMIPHOTO IPUHMOMY BYTJI€BOIiB
npoTsaroM mo6u. ITamieHTaM i3 HagMipHOI0 MacoIO Tijla CJIif IPOIOBXKYBaTHU



OOTPUMYBATHCS HU3bKOKAIOPiMHOI gieTr. HeoOXimHO perynsipHO KOHTPOIIOBATH
mabopaTopHi MOKa3HUKY PiBHS T'TIOKO3U B KPOBI.

MoHoTepanisa MeThOpMiHOM He COPUYMHSE TiMlOTTiKeMii, ofHaK ciing 6yTu o0epexXHUM
IIPY OOHOYAaCHOMY 3aCTOCyBaHHiI MeT(HOPMiHy 3 iHCYJIiHOM a00 iHIIUMU IepopaTbHUMU
rimornikeMiyHUMHK 3aco0aMu (HAIPUKIIa, TOXiTHUMY CyIb(OoHIICeuoBUHU ab0
MeTJIiTUHiZaMu). MoxIuBa HassBHICTh pparMeHTiB 000I0HKHU TabJIeTOK y peKamisax.
Lle € HOpMaJIbHUM SIBUIIIEM 1 HE Ma€ KIIHIYHOTO 3HAYEHHS.

3maTHiCTh BIUIMBATH HA IMBHIKICTH peakiIiii mpu KepyBaHHI aBTOTPAHCIIOPTOM
a0o0 iHIMUMH MexaHi3MaMu

I'mokodax XR He BIIUBa€ Ha MIBUOKICTh peakliiil TPy KepyBaHHI aBTOTPAHCIIOPTOM
abo po6oTy 3 iHIIMMHU MexaHi3MaMM, OCKiTbKY MOHOTEpaIlis mpernapaToM He
CIIPUYMHSIE TiMOTITiKeMil.

OpmHak ciin 3 00epeKHiCTI0O 3aCTOCOBYBaTH MeThOPMiH y KoMOiHallil 3 iHITUMHT
rimormikeMiuHMMH 3acobaMu (ToXigHi cynb(OHIICEYOBUHM, iHCYITiH, METIITUHIAN) ¥
3B’SI3Ky 3 PU3UKOM PO3BUTKY TillOTIiKeMil.

3acTocyBaHHs y nepioa BaritTHocTi a00 rogyBaHHs IPyaaio

BazimHicmb.

HekouTposnboBaHui miabeT y mepion BariTHOCTI (recrariinuii abo MOCTiNHMM)
30ibIIy€e PU3UK PO3BUTKY BPOIXKEHUX aHOMAJIiM i mepuHaTalbHOIL JTIeTalbHOCTI. €
oOMexKeHi JaHi 3acTocyBaHHS MeT(OPMiHYy BariTHUM KiHKaM, III0 He BKa3yIOTh Ha
OigBUIIEHUNW PU3UK BPOOXKEHUX aHOMamiu. [IOKIiHIYHI HOCHigKeHHSI He BUSIBUIHN
HeraTHUBHOTO BIJIMBY Ha BariTHICTh, pO3BUTOK eMOpioHa abo Ijiofa, IIOJIOTHU Ta
MiCJISTIONIOTOBUY PO3BUTOK. Y pa3i IJlaHyBaHHS BariTHOCTI, a TAKOX y pa3i HaCTaHHA
BariTHOCTI peKOMEHI0BAaHO He 3aCTOCOBYBaTH MeT(OPMiH AJIis JIIKyBaHHS IMOPYIIEHb
rIiKeMigYHOTO KOHTPOJI0 abo miabety. [ nikyBaHHS OiabeTy PEKOMEHIYEThCS
3aCTOCOBYBaTH IHCYJIIH [JIA MIATPUMKM PiBHSA I'JIIOKO3U KPOBI MakKCUMaJIbHO
HaOMHUXKEeHUM [0 HOPMalIbHOT O, 3a4JId 3MEHIIIeHHSI PU3UKY PO3BUTKY Baj IJIOfA.

I'ooysanHs 2pydoro.

MeTdOopMiH eKCKPETYETHCA Y TPYOHE MOJIOKO, ajie Y HOBOHAPOAXKEHUX/HEMOBIIAT, AKi
3HAXOOUJIMCS Ha TPYIHOMY rOOyBaHHI, MoOiuHi epekTu He criocTepiranucs. OoHaxk,
OCKIiTbKM HEIOCTaTHhO JaHUX 11040 Oe3IIeKU 3aCTOCYBaHHS IpelaparTy, TOgyBaHHS



TPYLOI0 He PEKOMEHOYETHCS IPOTATOM Teparlril MeTdhopMiHoOM. PilieHHS 10100
MIPUNIMHEHHS TOOYBaHHS I'PYAOI0 HeoOXigHO mMpuiiMaTy 3 ypaxyBaHHSM IlepeBar
TPYAHOIO TOOYBaHHS Ta MOTEHI[IMHOI0 PU3UKY NMOOIYHUX e(EeKTiB OJI1 OUTHUHU.

depmusibHIiCMb.

MeTdopMmiH He BILIMBaB Ha PepPTUIILHICTh TBAaPUH IIPHU 3aCTOCYyBaHHi y mo3ax 600
MT/KT/Ha go0y, 1110 Maiixke y 3 pa3u IepeBUIyBall MaKCUMaJIbHy peKOMEHOOBaHy
no00BY MO3Y [OJIs JIIOOWMHU 3 PO3PAaXYHKY Ha IIJIOIIYy IMOBEPXHi Tina.

Cmocid 3acTocyBaHHs Ta I03H

Ilopocai nauieHmu 3 HOpMAaabHOW PyHKUi€ HUPOK (ILIIK® = 90 ma/xs).

3HMKEeHHS PU3UKY a00 3aTPHMKa IMOYaTKy IIYKPOBOIro AiabeTy 2 Tumy.

MeTdopMiH crig mpul3HadyaTH JIUIIe TOMi, KOIU 3MiHM B c1OCO0i XKUTTS IMMPOTATOM 3-6
MicsLiB He 3a0e3MeuyloTh afleKBaTHOI'O TJIiIKEMiYHOTO0 KOHTPOJIIO.

e JlikyBaHHS CIif TouMHaTH 3 OgHi€l TabneTku nmpemnapaty I'mokodax XR 500 mr 1
pa3 Ha moOy mig yac npuiioMy 1Ki BBedepi.

e Yeped 10-15 gHiB IpoBegeHOro JTiKyBaHHS A03y HEOOXiMHO BiIKOPUTyBaTU
BITIOBIOHO OO pe3yJIbTaTiB BUMIpIOBaHb PiBHA IJIIOKO3U B KPOBi (3HaueHHa OI'TT
(opanbHUM TJIIOKO30TOJIEPAHTHUM TeCT) i/ab0 BMICTy I'/TIOKO3U B IJIa3Mi KPOBi
HaTie Ta/abo HbAlc moBunHi OyTu B HOpMIi). [ToBibHE 30iNbIIIEHHS JO3U MOXKE
MMOKPAIIUTH IIePEHOCUMICTh 3 00Ky TPaBHOTO TPakKTy. MakKcuMalbHa
pekoMeHOoBaHa mo3a npemnapaty ['mokodax XR 1000 Mr cTaHOBUTH 2 TabeTKH
(2000 Mr) mig yac npuitoMy 1ki BBeuepi.

e PeKOMEHIOYETHCA PEryIIPHO KOHTPOIIOBATH (KOXKHI 3-0 MiCAIiB) IIiKeMiUYHUA
ctaryc (3HaueHHs OI'TT (opasbHUM T'TIOKO30TOJIEPAHTHUM TecT) i/abo BMicTy
TJIIOKO3M B II1a3Mi KpoBi HaTine, i/abo HbAlc), a TakoX (pakKTOpu PU3UKY OIS
MPUUHSTTS PillIeHHS HI00 HeOOXigHOCTI MPOAOBXKEHHS, 3MiHN Y1 IPUITUHEHHS
JIIKYBaHHSI.

e TakoK HeOOXimHO TPOBOAUTY MOBTOPHY OILIIHKY IiKyBaHHS, SKIIO MaIliEHT 3roJIoM
BITPOBA/2KY€E ITOKPAIlleHHS XapuyBaHHs i/abo ¢i3nyHi HaBaHTaXKeHHs ab0 SKIIIO
3MiHU CTaHy 3[I0POB’S Ialli€eHTa J03BOJISIOTh 3MiHUTU CIOCIO KUTTS.

Moxomepanisi abo KombiHOBaHA Mmepanisi CymMiCHO 3 IHWUMU NepopaabHUMU
2inoesikemiuHuMu 3acobamu.

[Tpenapat I'mokodaxk XR 1000 Mr 3acTocoByBaTH OOWH pa3 Ha HoOy IIif Yac mpuiioMy
ki BBeuepi. MakcuMasibHa peKOMeHAOBaHa 03a CTaAHOBUTL 2 TabJieTKU Ha [o00y.



[Tpemnmapat I'mokodax XR 1000 Mr 3acTOCOBYyBaTH K MiATPUMYIOUYy Tepalliio O
MaIli€HTIB, Ki BXKe JIiKyBalIucs MeTGOPMiHOM TrigpoxnopunoM y mo3dyBaHHI 1000 Mmr
a6o 2000 wmr. ITpu nepexoni mo6oBa mo3a npemnaparty ['mokodax XR noBuHHa OyTH
€KBiBaJIEHTHOIO IOTOYHi¥ J000Bi 403i MeTHOpPMiHY TigpoxIopuay.

[NamienTaM, sIKi TiKyIOTbCSA MET(POPMiHOM TifpOXIOPUAOM y Ho3yBaHHi Oinbire 2000 mr
Ha no0Oy, He peKOMEeHOYEThCS MePEeXOAUTH Ha Tepamniio npemnapatoM ['mokodaxk XR.

[TamienTaM, siKi JTiKyioThbCs npenapaTtom ['mokodaxk XR, gosyBanus 2000 Mr Ha moby
He CJIig mepeBUlllyBaTH.

IIJ1s malienTiB, gKi po3movalid JIiKyBaHHS, 3a3BUYalu [Io4aTKOBa [03a IIpemnapary
I'miorkodaxk XR craHoBuTth 500 Mr oguH pa3 Ha A00y mif Yyac IpUMOMYy 1Ki BBeUepi.
Yepes 10-15 gHiB IpOBeOeHOrO JIiKyBaHHS 03y HEOOXiIHO BiTKOPUTYBaTU BiAIOBITHO
o0 pe3yIbTaTiB BUMipIOBaHb PiBHS I'TTIOKO3U B KPOBi. [ToBiibHE 30iTbIIIeHHS O03U
CIIpUsi€ 3HUXKEHHIO M00iYyHNX e(eKTiB 3 60Ky TPaBHOTO TPaKTYy.

A0 HEeoOXimHOTO PiBHSA TIiKeMil He MOXKHa AOCATHYTHU IIPU 3aCTyBaHHI ITpenapary
I'mokodax XR y MmakcumanbHii 1o3i 2000 Mr, Ky npuiiMaioTsk 1 pa3 Ha go0y, 1110
O0o3y MOJKHa PO3MiINTU Ha 2 NpUMOMHU Ha o0y (oOuH pa3 3paHKy i OOMH pa3 BBeuepi,
i 4ac mpuioMy 1xi).

Y pasi skio HeoOXigHUM piBeHb I'JIiKeMil 3aIuIlnaeThCs HeJOCITHEeHUM, MOXKHa
3acTocoByBaTu ['mokodaxk, TabmeTKH, BKPUTI MITIBKOBOIO 000I0HKOIO, Y MAaKCUMaIbHil
pekoMeHpgoBaHi# mo3i 3000 Mr Ha mo0Oy.

ITpu nepexopmi 3 Teparil iHIIIUM IIPOTHUAIA0EeTUYHUM ITpeIrlapaToM Ha IIpemnapar
I'miokodaxk XR 1000 Mr o3y TUTPYBaTH i pO3MOYMHATU 3 IPUNOMY IIpelapaTy
I'mokodax XR 500 mr.

KombiHoeaHa mepanis 3 iHCyAiHOM.

[I7151 DOCATHEHHS KpPaIlloro KOHTPOJIIO 3a PiBHEM TJIIOKO3HW Yy KPOBi MeTHOPMiH Ta
iHCyJIiH MO2Ha 3aCTOCOBYBaTH Yy BUIJISAAi KOMOiHOBaHOl Tepamii. 3a3BU4Yail mOo4YaTKOBa
mo3a I'mokodaxy XR cranoBuTh 500 Mr oguH pa3 Ha HoOy I 4ac mpuiioMy ixi
BBeUepi, TOAl D03y iHCyJiHy ciif nigdupaTy BiAIOBIOHO [0 pe3yabTaTiB BUMIpIOBAHHSA
PiBHS T'TIOKO3U Yy KPOBI.

I'mokodax XR, TabneTku mposoHroBaHoi aii, 1000 Mr MozkHa 3aCTOCOBYBATH MiCIIs
TUTPYBAHHS OO3M IIpelapary.

Y nauienmis animHb020 BIKY.

MoxnuBe ToripiieHHs QyHKIII HUPOK, TOMY H0o3y MeT(hOpMiHy HeoOXigHO migoupaTu
Ha OCHOBI OLIIHKY QYHKIIil HUPOK, SKY CJIif IPOBOOUTU PETYISIPHO (OUB. PO3Aia



«OCcOoOIUBOCTi 3aCTOCYBAHHSI»).

[TepeBara 3MeHIIIEHHS PU3UKY BUHUKHEHHS IIyKPOBOTO fiabeTy 2 Tuiy abo 3aTpUMKU

1oro nmoyatky He Oyjia BCTaHOBJIEHA Y IAIliEHTIB BiKOM Bif 75 pOKiB Ta cTapiie (qus.

po3ain «®apMakKOogWHaMiKa»), TOMy TaKUM IalliEeHTaM He PeKOMeHOOBaHe
npu3HadYeHHS MeTPopMiHy (OuB. po3nisi «OcoOIUBOCTI 3aCTOCYBaHHSI»).

Hupkoea HedocmamHicmb.

[ITK® cnimg omiHIOBaTH A0 ITOYATKY JIiKyBaHHS JIiIKAPChbKUMM 3aco0aMu, 110 MiCTSATh

MeT(hOPMiH, Ta HiCIA MOYaTKY JIIKyBaHHS IIPHHAWMHI IIIOPiYHO. Y Halli€HTIiB 3

MTiABUIIEHUM PHU3UKOM MOOAJILIIOrO ITPOrpecyBaHHs HUPKOBOI HEIOCTATHOCTI Ta y

Malli€EHTiB JIITHBOTO BiKY CJIif IPOBOAUTH PETEJILHUYM KOHTPOIb (PYHKIII HUPOK SKOMOTa

YacrTille, HanpuKkiag KOXKHi 3-6 MicsaLis.

KD 3arajnbHa MaKcHUMallbHa ,
IomaTKOBI peKOMeHaalril
(MIL/XE) moOoBa [103a
Y pa3zi 3HuXkeHHa YHKIII HUPOK PEKOMEHOVETh!
60-89 2000 mr past st by PO¥ P Y
MOZKJIUBICTh 3MEHIIIEeHHS JO3MU.
Cnig mpoaHarisdyBaTu GakKTopH, SIKi MOXKYTb 30ir
45-59 2000 mr .
PU3UK PO3BUTKY JIaKTOAUUA03Y (OUB. PO3mint «Oc
3aCTOCyBaHHS»), 0O IOYaTKY JIIKyBaHHS MeT(Oop
ITouaTKkOBa J03a CTAHOBUTL He OifIbIlle IT0JIOBUH]
30-44 1000 mr .
MaKCHMaJIbHOI TO3MU.
< 30 - 3acTtocyBaHHSA MeT(HOPMiHY ITPOTUIIOKa3aHe.
OiTu

[IpenapaT He 3aCTOCOBYBATH AiTSAM, OCKIJIbKY HEMAaE KITIHIYHUX JaHUX CTOCOBHO IIi€l

BIKOBOl I'PyIIM IAIli€HTIB.

Ilepeno3yBaHHA

[Tpu 3acTocyBaHHI penapaTty y 403i 85 r po3BUTKY TillOTIiKeMil He CIoCTepiramsocs.

OpmHakK y IIbOMY BHIIQAKY CIIOCTEPIiraBCsi PO3BUTOK JIAKTOAIIUO03y. 3HAYHE



TepeBUILIEHHS 103U MeTGopMiHy abo cynyTHi GaKTopu PU3UKY MOXKYTh CIIPUUYUHSATHA
BUHUKHEHHS JIaKToauuao3y. JIakToanunos € HeBigKJIagHUM CTaHOM. Y BUIIAIKY
PO3BUTKY JTAaKTOAMA03Yy JIiKyBaHHs npernapaTtoM [mokodaxk XR HeoOXimHO
MNPUIIMHUTHU 1 TEPMIHOBO rOCITiTani3yBaTy XBOporo. Halie(heKTUBHIMINM 3aX0O0M [JId
BHUBEOEHHS 3 OpraHi3My akKTaTy i MeTpOpMiHy € reMoiamis.

ITo6iuHi peakmii

3rigHO 3 JAHMMM IOCTMAPKETUHIOBUX Ta KOHTPOIbOBAHUX KIIIHIYHUX OOCIIOXKEHb
nmoOivuHi peakiril y mallieHTiB, SKi 3acTocoByBanu npemnapat ['mokodax XR, Oynu
MOoNiOHMMHU 3a IPUPOMAOI0 Ta CTyIIEeHEM TSAKKOCTI IO TAKUX Y IAlli€HTIB, SIKi
3acToCcoByBanu npemnapart ['mokodax (i3 HeraiHUM BUBITbPHEHHSIM aKTUBHOIL
PEYOBUHMN).

Hamtyacrimumu HebakaHUMHU peaklligMU Ha IIOYaTKYy JIiKyBaHHSA € HyfoTa, OJII0BaHHS,
miapesi, 6i7ib y KMBOTI, BiICyTHICTD aneTuTy. Lli cumMmnTomMu y GinbIIIOCTi BUNIAKiB
MUHAITh CaMOCTINHO.

Heb6axkaHi epeKTHU 3a 4aCTOTOI0 BUHUKHEHHS KTacu(}iKylOTh 3a TAaKUMU KaTEeTOPisIMU:

oyke 4dacTto (> 1/10), gvacto (> 1/1001i < 1/10), HegacTo (> 1/1000 i < 1/100), pigko (
> 1/100001 < 1/1000), my=xe pigko (< 1/10000).

ITopyweHHs1 0OMIHY peuo8uH.

Iyxke pigko: makToanumgo3 (OuB. po3mdin «OcoBIMBOCTiI 3aCTOCYBAaHHS»).

[Tpu TpuBasroMy 3aCTOCYBaHHI IpemnapaTy MOKe 3HUKYyBaTUCS BCMOKTyBaHHS

BiTaMiHy B, ., 110 CYIIPOBOAXKYETHCS 3HUKEHHSAM MO0 PiBHS y CUPOBATIIi KPOBI.

12’
PekoMeHyeTECS BpaXOByBaTy TaKy MOXKJIMBY [IPUYMHY TIIIOBITaAMiHO3Y B12, SIKIIO Y

IalfieHTa HasiBHa Merasio0jacTHa aHeMis.

3 60Ky Hepsosoi cucmemu.

YacTo: mopylLIeHHI CMaKy.



3 60Ky mpasHo20 mpakmy.

Iyxe yacTo: po3nagu 3 00Ky TpaBHOL CUCTEMH, TaKi gK: HymoTa, 6/110BaHHSA, Oiapes,
0inb y KWBOTI, BifiCyTHiICTh anneTuTy. Haliyacrimie 11i mo6iyHi SBUIlla BUHUKAIOTh Ha
IMOYaTKYy JiKyBaHHS Ta y OiNbIIOCTiI BUMIaAKiB CIIOHTAHHO 3HUKAIOTh. [[11s
TIOTIEPEIKEHHSI BUHUKHEHHS IOOIiYHUX sIBUI 3 O0KY TPaBHOTO TPaKTy
PEKOMEHYETHCS ITOBiTbHE 30iMbINIEHHS 03U IIpenapary.

3 60Ky 2enamobiniapHoi cucmemu.

Ily>ke pigko: OKpeMi IMOBimOMJIEHHS HIONO IMOPYIIEHHSA MOKa3HUKIB QYHKIII NeYiHKU
abo remaTUTiB, 10 TTOBHICTIO 3HUKAIOTh MiCJIg BigMiHM MeT(HOPMIiHY.

3 60Ky wkKipu ma niOwWKIipHOI KAIMKOBUHU.

Iy>xe pigko: MIKipHi amepriudi peakirii, BKJIlo4aio4u epuTteMy, CBep0OixkK, KpOIIuB’ THKY.
TepMmin npuagaTHOCTI

3 POKH.

VYMoBHM 30epiranas

30epiraTu npu TeMmepaTypi He Buille 25° C. 30epiraTty y HEJOCTYIIHOMY OJIS OiTeu
Miciti!

VYnakoBka

ITo 10 TabneTok y 65icTepi; mo 3 abo mo 6 6icTepiB Yy KapTOHHiM KOPOOITi.
KaTeropist Bignnycky

3a penemnTomMm.

BupooHuK

Mepk Cante, ®paHiiss/Merck Sante, France.

Mepk Xenckea Kl'aA, Himeuunna/Merck Healthcare KGaA, Germany.



Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJgpeca MiCIisi IPpoBaaXKeHHSI
IisTIBHOCTI

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

®paukdyprep Lltpacce 250, 64293 [Napmiutant, Himeuunna/Frankfurter Strasse
250, 64293 Darmstadt, Germany.

[Ixepesno iHCTPYyKIil

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

JIiIKapChKHX 3aco0iB YKpaiHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

