IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBAaHHS JIIKapChKOT0 3aC00y

I'TIOKO®AXK XR

(GLUCOPHAGE® xR)

Cknao:
ditoua pevosuHa: metformin;
1 TabneTka, BKpHUTa 000JI0HKOI0, MiCTUTh MeThopMiHy rigpoxnopuny 1000 mr;

0ONOMIJCHI peyo8UHU: HaTpil KapMeo3a, rimpomesnosa 100 000 cPs, Maruiio cTeapar.

Jlikapcbka ¢popma. TabreTKy IPOJIOHTOBAHOI [ii.

OcHoeHi ¢isuko-ximiuni 81acmusocmi: 6imi abo Maiixke 0i0ro KoIbopy KaICyIoBUOHI
IOBOOIYKJIi TabneTku 3 rpaBipyBaHHAM «1000» 3 ogHOoro 60Ky Ta «MERCK» - 3 iHIIIOTO.

dapMakoTepaneBTHYHA rpyna. [lepopasnbHi rimornikeMiuni 3acobu, 3a BUHATKOM iHCYITiHiB.

Kom ATX A10B A02.

dapmakono2iuHi e1acmueocmi.

®apmakoduHamika.

MeTtdopMmin rigpoxmopup € 6iryaHimoMm 3 aHTUTimepriIikeMidyHUM eheKTOM: 3HUKYE PiBEHb TTIOKO3U
SK HaTIe, Tak i micnsa npurioMy 1Xi. He cTUMysTioe cekpeliio iHCYTiHY i He CIpUYnHSE
rinornikeMiyHoro egekry. MeThopMiH 3HUXKYE TinepiHcyniHeMiio HaTie, a B KoMOiHallil 3 iHCyIiHOM
3HUXKYe 0Tpely B iHCYTIiHI.

MeTdopMiH IeMOHCTPY€E aHTUTINIEPTTiKEeMiYHUYN e(PEeKT 3a AOIOMOI010 KiJIbKOX MeXaHi3MiB:

- 3HUXKYE IPOOYKYBaHHS IJIIOKO3U Y EYiHIIi;

- nojiermye neprudepruyHe 3aXOMJIEHHS Ta YTUIi3allilo TJII0K031, YaCTKOBO 3a PaXxyHOK
IIOCUJIEHHS [il iHCYIIiHY;

- 3MiHI0O€ 0OMiH I'/IIOKO3Y B KMIIEYHUKY: MOTJIMHAHHS 3 KPOBOOOIry 30i/bIIyETHCS, @
BCMOKTYBaHHSA 3 1Ki 3HUKYEThCA. [JOOAaTKOBI MexXaHi3MH, OB’ sI3aHi 3 KAILIEYHUKOM, BKITIOYalOTh



30i/bIIeHHS BUBiIIbHEHHS TMI0KaroHonomionoro mentumy 1 (I'TITI-1) i 3HUXKeHHS pe30p0ilii :KOBUHUX
KUCIIOT. MeThopMiH 3MiHIOE MiKPOOiOM KUIIEYHUKY;

- MOXKe MOKPAIUTH MiMifHui npodins y MalieHTiB 3 rinepainigemiero.

Y xopi KNMiHIYHUX [OCHiAXKEHD MiJ Yac 3aCTOCyBaHHSA MeT(OPMiHy Maca Tifla MallieHTiB 3a/IuIlanacs
cTabinbHOI a00 MOMipHO 3HUXKYyBaJIaCs.

MeTdhopMiH € akTUBATOPOM afieHO3MHMOHO(DOoCchaTnpoTeinkiHa3u (AMPK) i migBuIye TpaHCIOPTHY
3[aTHICTh ycix TuMIiB MeMOpaHHUX TepeHOCHUKIB riaoko3u (GLUT).

KniniuHa eeKTUBHICTB.

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

[Tporpama npodinaktuku giabety (DPP) y mopocnux Gyna 6araTolieHTPOBUM, paHAOMi30BaHUM,
KOHTPOJIbOBaHUM KJTiIHIYHUM [OCHIAKEHHIM, B IKOMY OLIiHIOBaIXd e()eKTUBHICTh BIIPOBaIKEHHSI
aKTUBHOTO CIIOCO0Y XKUTTS a00 3aCTOCYBaHHSI MeT(HOPMIHY [ IMonepeaKeHHs abo 3aTPUMKHU
PO3BUTKY IyKpoBOro miabery 2 tumy. KpurepiaMu BKIOYeHHs Oyiu Bik =25 pokis, IMT =24 xr/m’
(=22 xr/M* 14 aMepHKaHIIiB a3ificbKOro MOX0oAKeHHs), Ta IOPYLIeHHS TOJIePaHTHOCTI 0 TJII0KO3H
IITIOC PiBeHb III0K03U HaTie 95-125 mr/gn (abo <125 Mr/mim oyisi aMeprKaHChKUX iHIiaHINB).
[TamienTaMm Oy0 MpH3HaYeHUM aKTUBHUY C1IOCi0 KuUTTs, 2X850 Mr MeThopMiHy IITI0C CTaHAAPTHI
3MiHu crioco0y XKUTTs, abo manebo III0C CTaHJapPTHI 3MiHM CIIOCO0Y KUTTS.

CepepHi BuxifiHi 3Ha4eHHs s ydacHUkKiB DPP (n=3,234 nns 2,8 pokiB) Oy/u HaCTYIIHUMHU - BiK
50,6+10,7 pokiB, piBeHb I'TI0KO3H B Ija3Mi KpoBi HaTie 106,5+8,3 Mr/an, piBeHb I'TIIOKO3U B IINTa3Mi
KPOBIi 4epe3 [ABi TOOUHMU IIiCJIg IPUUOMY IJII0KO3U nepopanbio 164,6+17,0 mr/on ta 34,0+6,7 Kr/M”
IMT. BupoBafizKeHHS aKTUBHOT'O CIIOCOOY KHUTTS Pa3oM i3 3aCTOCyBaHHSIM MeTHOPMiHY 3[aTHi
3HAYHO 3MEHIIUTHU PU3UK PO3BUTKY LIYKPOBOro AiabeTy B mopiBHsAHHI 3 mnane6o, 58% (95% [
48-66%) ta 31% (95% [I 17-43%), BigmoBigHO.

[TepeBara BIIPOBaIKEHHS 3MiH CITOCO0Y XKUTTS HaJl 3aCTOCYBaHHSIM MeThHOpMiHy Oyia Oifbiio y
JIITHIX IAli€HTiB.

[MarienTy, 110 OTPUMaNK HaibinblTy KOPUCTH Bif MiKyBaHHSA MeThopMiHoM Oyiu BikoM Bif 45 PoKiB i3
IMT, mo = 35 kr/M’, y ikux 6a30BHil pPiBeHb ITMOKO3K 9epe3 2 TOMUHY CTaHOBUB 9,6-11,0 MMoIIB/II,
pas3osuil HbA1C = 6,0%, abo mallieHTH 3 recTalliiHuM OiabeToM.

Ins 3amobiraHHs OOHOTO PO3BUTKY LIYKPOBOTO AiabeTy Ha MPOTA3i TPHOX POKIB y TPYIIi MaIli€HTiB
DPP, 6,9 nauieHTiB Oynu y rpymi akTUBHOTO CIioco0y xkuTTs Ta 13.9 - y rpyni metdopminy. Touka
IOCATHEHHS KyMYJIITUBHOI YaCTOTH BUHUKHEHHS I[yKPOBOTO fiabeTy, ska mopiBHIOE 50%, Oymna
3aTprMaHa NpubIM3HO Ha TPU POKH B IPyIli MeTHOPMiHY IIOPiBHSAHO 3 m1aiebo.

HocmimKeHHS OIIHKK pe3yibTaTiB mporpaMu npodinaktuku miabety (DPPOS) - 11e moBroTpuBae
crioctepexenHs DPP, 1o Bkitodae B ceOe Oinbin HixK 87% moyaTkoBux DPP malfieHTiB ams
MIOAAJIbIIIOT0 JOBrOTPHBAJIOTO CIIOCTEPEXKEHHS.

Cepen yuacHukiB DPPOS (n 2776), KyMy/nIsiTHBHa YaCTOTa BUHUKHEHHS IIyKPOBOro fiabeTy Ha 15-My
potii cTaHOBUTh 62% y rpymi mnane6o, 56% B rpymi metdopminy Ta 55% y Tpymi BIpoBafXKeHHS
aKTUBHOTO CIIOCO0y XKUTTA. 3aranbHi KoedinienTn cranosngaTs 7,0, 5,7 Ta 5,2 Bunmagkis giabety Ha
100 mamieHTO-pOKiB cepen rpym miaredo, MeTOPMiHY Ta aKTUBHOTO CIIOCOOY KUTTS BigloBimHO. ¥
IIOPiBHSHHI i3 rpymoio nnauebo y rpymi MeT@opMiny pusuk giabety O6yB 3mMeHIeHui Ha 18%
(xoedimient pusuky (KP) 0,82, 95% [I10,72-0,93; p=0,001) ta 5a 27% (KP 0,73, 95% [ 0,65-0,83;



p<0,0001) y rpymi akTuBHOTO cr1oco0y kuTTsA. [l00 CYKyIIHOI MiKpOIMPKYIATOPHOI KiHIIEBOl TOYKU
HedpomarTii, peTUHONATIl Ta HEMpoMaTil pe3y/bTaT! He BigPi3HS/INCH 3HAYHO MiX rpylnaMy, ajie O
Y4aCHUKIB, Y IKUX He PO3BUHYBCS IyKpoBuil miabet nmpotsrom DPP/DPPOS momupeHicTh
MIiKPOCYIMHHUX YCKIagHeHb 0yna Ha 28% HUXKY0I0, HiX Y THUX, Y KOTO PO3BUHYBCS miabeT
(koedimient pusuky 0,72, 95% M1 0,63-0,83; p<0,0001). Hemae KomHUX MOPIBHAIBHUX AAHUX IIOH0
BIUINBY MeT(HOPMiHy Ha MaKpOCYOUHHI yCKIagHeHHs y nauieHTiB i3 ITTT ta/abo IIT'H ta/abo
mimBumenuM HbAlc.

Omny0nikoBaHi pakTOpU PU3UKY AiabeTy 2 TUIY BKIIIOYAIOTh: MOHTOJIOIOHE YU HETPOIfHe
IOXOMXKeHHs, BiK moHapn 40 pokis, mUCHiNiAeMis, rinepTeH3sis, 0XKUPIHHS YU HafMipHa Maca Tifa, BIK,
ponuHHUM aHaMmHe3 (1 cTymiHb ciMelHOI CIOpigHEHOCTi i3 XBOpUM Ha I[yKpPOBUY AiabeT, recTalinHum
IIyKpoBUii miabeT B aHaMHe3i, Ta CHHAPOM IIOJIiKiCTO3HUX seyHuKiB (CITKH).

JIikyBaHHS IIYKPOBOTO HiabeTy 2 TUITY.

[TpocnektusHe pannomizoBane (UKPDS) mocnigxKeHHS BCTAHOBUIIO IIEpEBAry mornubieHoro
KOHTPOJTIO PiBHS I'JIIOKO3U B KPOBi y XBOPUX Ha I[yKPOBUi miabeT 2 THUIy 3 HAAMIPHOIO MaCOI0 Tisa, 110
OTPUMYBaJIi MeT(POPMiHY TigpPOXIOPUL HETAaHOTO BUBIIbHEHHS K Tepallilo MepIol JTiHil psaay micis
TOrO, IK [Ii€Ta BUSABUJIACh HEMi€BO0. AHAJII3 Pe3yJIbTaTiB XBOPUX 3 HAJIMIPHOK MaCO0 Tijla, AKi
OTpUMyBaii MeTHOPMIiHY TiAPOXTIOPHUL IiCIIA TOTO, SIK [i€Ta BUSIBUJIACh HEAIEBOIO, TOKA3aB:

3HayHe 3HUKEHHS a0COJIIOTHOT0 PU3UKY OyOb-IKOT0 YCKIIaAHEHHS, II0B’13aHOTO 3
IIyKpOBUM [iabeToM, B Ipymi MeTdopMiHy rimpoxnopuny (29,8 sunaaky/1000 naiieHTO-pOKiB)
MIOPIBHSAHO 3 TPYIIOI0 MalieHTiB Ha AieTi (43,3 Bunagky/1000 mamierTo-pokis), p=0,0023, Ta
TIOPiBHSAHO 3 TpynaMu KoMOGiHOBaHOI Teparii i3 cynbdoHinIceY0BUHOI0 Ta MOHOTepaTtii incyninom (40,1
Bunagky/1000 mamienTo-pokis), p=0,0034.

3HAYHe 3HUKEHHS a0COJIIOTHOT'0 PU3UKY IIOB'sI3aHOI 3 Jia6eTOM CMEePTHOCTI:
MeThopMiH rigpoxnopup 7,5 Bunagky/1000 maiieHTo-poKiB, nuiile gieta - 12,7 sunaaky/1000
malieHTo-pokis, p=0,017;

3HaYHe 3HUKEHHS a0COJIIOTHOT0 PU3UKY 3arajibHOI CMEPTHOCTI: ¥ IpyIi MeTGopMiHy
rigpoxnopupny 13,5 Bunapaky/1000 nauierTo-pokiB y mopiBHSHHI 3 20,6 Bunaakis/1000 maiieHTo-pOKiB
(p=0,011), y rpymi nauieHTiB Ha Ai€Ti, Ta IOPiBHSAHO y IPyIi KoMOiHOBaHOI Teparii i3
CcynbGhOHINICEeYOBUHOIO Ta MOHOTeparii iHcyminoM; 18,9 Bunaakis/1000 mamienTo-pokis (p=0,021);

3HayHe 3HUKEHHS a0COJII0OTHOTO PU3UKY iHQapKTy MioKapaa: MeThopMiH
rigpoxsnopup 11 Bunagkis/1000 maiieHTo-poKiB, nuie gieta - 18 Bumaakis/1000 namieHTo-poKiB
(p=0,01)

s MeTdopMiHY TiIpoXIOpULY, 110 3aCTOCOBYETHCS SIK Tepallis gpyroro psAny, y komOiHartrii 3
cynbGhOHIICEYOBUHOIO, TIepeBara 1ono KIiHiYHUX pe3yJIbTaTiB He Oysa IoKa3aHa.

[Tpu giaGeTi 1 Tumy koMOGiHaliss MeTGOPMiHY TiZPOXTIOPUAY Ta iHCYIiHY BUKOPUCTOBYBaIach y
OKpeMuX NAali€HTIB, ane KIliHiyHa mepeBara i€l koMmOiHarlii He Oysa odiniiHO BCTaHOBIIEHA.

dapmakoKiHemuxka.
BcmoxkmyeaHHA.

[Ticns mepopanbHOro 3acTocyBaHHs 1 TabmeTku I'mokodax XR 1000 Mr mamieHTaMu micist mpuuomMy
1Xi Ta HaTIle MaKCUMaJbHa IIJTa3MOBa KOHIIEHTPaIlis CTaHOBUTDL 1214 HI/MII i TOCATAETHCS B
cepegHbOMY 3a 5 ropguH (Big 4 go 10 rogus).



MakcuManbHa KoHeHTpatlis (C,,,) Ta moia mmig kpuBoio AUC npemnapaty ['moxkodax XR 1000 mr €
6ioekBiBanenTHUMHU 7031 1000 Mr npenapaty ['mokodaxk XR 500 Mr y 300poBuX OOPOBOJBIIIB SIK
micysa mpuiioMy 1XKi, Tak i HaTIIe.

BioekBiBaneHTHUY NpeapaT Ma€ HACTYIIHI BI1aCTUBOCTI.

[Tpu piBHOBaXXHOMY CTaHi, K i MpK 3aCTOCYBaHHi TaOlIETOK i3 HETAWHUM BUBIIbHEHHSM,
MakcuMaibHa KoHneHTpanis (C,,,,) Ta noma mig kpuBoio AUC 36imbIIyI0TCS HEMPOIIOPLIMHO [0
BBe[leHOl BHYTPiHBO fo3u. AUC micig ogHOPa30Boro npuiioMy BHyTpimmHE0 2000 Mr MeThopMiny
rimpoxmopupny y BUTIsAAi TaOlIeTOK i3 MPOJIOHIOBaHUM BUBiNbHEHHSIM aHasoriue AUC, 1o
croctepiraerscs micns mputiomy 1000 Mr MeThopMiHY TiTpOXIOPUAY Y BUTTISAL TaOIeToK i3
HerallHUM BUBiJIbHEHHSM [iBa pa3yu Ha f00y.

Konuauus C,,, Ta AUC B okpeMux cy6’eKTiB y BUIIAOKy IIpuiiomMy TabaeToK MeThopMiHy
TiAPOXJIOpUOY 3 IPOJIOHTOBAHUM BUBIJIBHEHHSM Y IIOPiBHAHHI 3 KOJIMBaHHSIMH, SIKi CIIOCTEPITalOThCS Y
BUNIAJKY NIpUitoMy TabneToK MeThOpMiHy Tifpoxyopuny i3 HeraHUM BUBiITbHEHHSM, 3iCTaBHi.

[Ticnst 3acTocyBaHHS TabNeTOK i3 MpOIOHTOBaHUM BuBinbHeHHAM 1000 Mr micnis mpuiiomy ixi
croctepiranocs 36insienus AUC Ha 77 % (C,,,, mimBumyBasocst Ha 26 % i T, mogoBxKyBanocs mo 1
TOOUHU).

BcMmokTyBaHHS MeT(GOPMiHY TifpoXIopuAy 3 TablIeTOK i3 MPOJIOHTOBaHKUM BUBIIbHEHHSM He
3MIHIOETHCS 3aJIeXKHO Bifi cKyany 1xki. He crocTepiraetscst Kymyailil nmpu 6araTopa3oBoMy IIpHUoMi
no 2000 mMr meTopMiHy TiZpPOXIOPUAY V BUTJISAAL TaOIETOK i3 MIPOIOHTOBAHUM BUBIJTbHEHHSIM.

Po3nodin.

3B’si3yBaHHA 3 OiIKkamMu 11a3MHU KPoBi He3HauHe. MeThOpMiH POHUKAE B €PUTPOLIUTH.
MakcrMasbHa KOHIIEHTpAllid Y KpOBi HUXK4Ya, Hi’K MaKCUMaJlbHa KOHI[EHTpallis y Ia3Mi KpoBi, i
IocsATaeThCs MPUOIN3HO Yyepe3 TOM camuit yac. EputpounTy, iMoBipHille 3a Bce, IPeCTaBISIOTh
Opyry KaMepy poamnoniny. Cepenniii 06’eM po3nominy (Vd) KonuBa€eTbcs y miama3oHi 63-276 1.

Memaboaism.
MeTdopMiH BUBOOUTLCS Y HE3MIHEHOMY BUTIISAL 3 ceyero. MeTaboiTiB y TIONUHY HE BUSIBIIEHO.
BugedeHHs.

HupkoBsuii kitipeHc MeThopMiHy cTaHoBUTh > 400 mi/xB. Lle BKa3ye Ha Te, 110 MeTHopMiH
BHMBOMIUTHCS 3a PaXyHOK KIy004YKOBOI GinbTpallil Ta KaHanbIeBol cekpeliil. [Ticis nepopaibHOTO
IPUIOMY 003U Iepiof HaliBBUBEEHHS CTAHOBUTH 013bKO 6,5 roguuu. [Ipu nmopyienHi QyHKIIi
HUPOK HUPKOBUY KIIIPEHC 3HUKYETHCS MIPOMOPLINHO N0 KIIPpEeHCY KpeaTUHIHY i TOMy Iepiof
HalliBBUBEJEeHHS 30iMbIIyETHCS, 1110 IIPU3BOOUTE A0 30i/blIeHHS PiBHSI MEeTGOPMIHY y IIJ1a3Mi KPOBi.

Ocob.uei epynu nayieHmis.
Hupkosa HedocmamHicme.

HasiBHi 0OMexKeHi maHi om0 MmallieHTiB i3 MOMipHUM CTyIIeHEM HUPKOBOI HEIOCTATHOCTi, TOMY
HEMOKJIMBO TOYHO OIIIHUTY CUCTEMHY €KCIIO3HUIi0 MeT(OPMiHY B IIill TPy Nalli€HTiB OPIBHIHO 3
nalieHTaMy 3 HOPMaJbHOI QYHKIliEI0 HUPOK. ToMy HeoOXiflHe KOPUTYBAHHS 03U 3TifHO 3 KITiHIYHOIO
eekTUBHICTIO/TEpeHOCUMICTIO (IUB. po3ain «Crocib 3aCTOCyBaHHS Ta JO3W»).



Kniniuni xapakKTepuCTHKH.
Iloka3aHHs.

3HUKEHHST pU3uKy ab0 3aTpHMKa II0YaTKy I[yKPOBOTO HiabeTy 2 TUILY Y MOPOCIUX IMallieHTiB 3
HapgMipHOO Baroo Ta 3 ITTT* ta/a6o ITI'H* Ta/abo mippuinenum piBaeM HbA1C, siki MaioTh:

- BHCOKMM PU3UK PO3BUTKY SIBHOTO (MaHipeCTHOTO) LIyKPOBOTO fiabeTy 2 TUMy (OUB. PO3Min
«®apMakKoguHaMiKa»);

- IIPOTPECYIodi MOPYIIeHHs ByTIeBOOHOTO 00MiHY, He3Baxkal4yy Ha Mogudikallio
aKTHBHOTI'0 CIIOCO0Y XKUTTS Ha MPOTA3i Bix 3 mo 6 micsiis.

JlikyBaHHS npenapatoM ['mokodax XR moBrHHO OyTH 3aCHOBaHE Ha OIL[HII PU3UKY, 110
BKJII0YA€E BifTIOBiHI 3aX00¥ KOHTPOJIIO TJIiKeMil Ta CBifUeHHS BUCOKOT'0 PU3UKY 3 OOKY
CepIEeBO-CyIUHHOI CUCTEMHU.

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

*[ITT: IlopyiieHa TonepaHTHICTH [0 ritoko3y; [II'H: TlopylieHa rinikeMisa HaTIe.

JIikyBaHHS LIyKPOBOTO fiabeTy 2 TUIY y MOPOCIUX, 0COOIMBO Y XBOPUX 3 HAAMIpPHOIO Macoio
Tina, KOJIU JIuIlle mieToTeparis Ta Gi3vyHi HaBaHTaXKeHHS He 3a0e31euyIoTh afeKBaTHUN
TJIiKeMiYHUW KOHTPOJIb.

'mokodax XR MoKHa 3aCTOCOBYBATH SK MOHOTepario abo y koMmGiHarlii 3 iHIIMMYU ITepopaabHUMU
npotufiabeTHYHUMHU 3acobaMu, abo CyMiCHO 3 iHCYITiHOM.

IIpomunoka3aHHs.
- TligBuIinieHa 4y TIUBICTh 00 MeThHOPMiHY ab0 J0 OyIb-IKOT0 iHIIIOTO KOMIIOHEHTA IIpemapary;

- OyOb-IKUH TUI TOCTPOT0 MeTabOo IiYHOT0 alliao3y (HapuKIIak, TaKToalua03, fiabe THIHUN
KeTOoalluao03);

- miabeTH4YHA MPEKOMa;
- HUPKOBA HEIOCTATHICTh TSKKOTO CTYIeHs (IIBUAKICTh KIy0oukoBoi ¢inbrparnii (IIK®) < 30 mi/xB);

- TOCTPi CTaHM, 110 IPOTIKaIOTh 3 PU3UKOM PO3BUTKY IOPYIIEHb QPYHKIIiI HUPOK, TaKi SK:
3HEeBOJHEHHS OpraHi3My, TSXKKi iH(eKIIiiHI 3aXBOPIOBaHHS, LIOK;

- 3aXBOPIOBAHHS, III0 MOXKYTh MPU3BOOUTHU N0 PO3BUTKY TiMOKCii TKaHUH (0COOIMBO IOCTPi
3aXBOPIOBAHHS ab0 3aroCTPEHHS XPOHIYHOI XBOPOOU): TeKOMIIEHCOBaHa CepIieBa HeIOCTATHICTE,
ouxajbHa HEJOCTATHICTh, HEIIOJaBHO NepeHeceHn iHpapKT MioKapaa, II0K;

- IIe4YiHKOBa HEOCTaTHICTh, TOCTPE OTPYEHHS aJIKOT0JIeM, aJIKOT0JIi3M.



B3aemodin 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.
KombiHauii, u,o He pekomeHOyemMbCs 3acmocosysamu.

A1K020.1b. ATTKOTONTbHA IHTOKCHUKAIIiST acOLil0EThCS 3 MiABUIIEHUM PHU3UKOM JIAaKTOAIUI03Y, 0COOIMBO
y BUIIagKaX roJIoNyBaHHs abo mOTpMMaHHS HU3bKOKAJIOPiMHOI Ai€ETH, @ TAKOXK MPHU MTeYiHKOBIN
HeIOCTaTHOCTI.

HodosmicHi peHmeeHokoHmpacmHi pevosuHu. I1aIfieATaM 3aCTOCyBaHHS MeT(GOPMIHY CIIif
IPUIUHUATU 00 abo Iif Yac IpoBefeHHs NOCTiIXKEHHS i TOHOBIIOBATH He paHillle HiX yepes
48 TomuH IiC/s MOCITiIXKEeHHS i JIUIIIe Iic/Is IOBTOPHOI OIIiIHKK Ta OTPUMAaHHS HOPMAaJIbHOTO
pe3ynbTaTy QyHKIII HUPOK (muB. po3minu «Cmocib 3acTocyBaHHS Ta 0o3u» Ta «Oco0IMBOCTI
3aCTOCYBaHHS»).

Komb6inauii, wo caid 3acmocosysamu 3 obepescHicmio. [esKi mikapchKi 3acobu, HanpuKiaf,
HecTepoigHi npoTtusananbHi npenapatu (HII3II), BKIo4alouy CeNneKTUBHi iHTibiTOpH
muknookcurenasu (LIOD) I, iuribiTopu aHTioTEH3WHIIEPETBOPIOBAILHOTO (pepMeHTy (AIID),
AQHTATOHICTU pellenTopPiB aHTioTeH3uHy Il i giypeTuku, 0CoOIUBO METILOBI OiypEeTUKH,
MOXKYTb HETAaTHBHO BIJIMHYTH Ha QYHKIIiI0 HUPOK, 110 MOXKe 30iMbIINTH PU3UK BUHUKHEHHS
nakToanuaoly. Ha noyaTKky nikyBaHHS BUllle3a3HaUeHUMU JIiIKapChbKUMU 3acobfaMu abo 1x
3acTocyBaHHS B KoMOiHa1ii 3 MeTpopMiHOM HEOOXiTHO 3MiNICHIOBATH PETEIbHUN KOHTPOIb
(GYHKIIII HUPOK.

JlikapcuKi 3acobu, wy0 YuHsAMb 2inepeaaikemiuHy 0ito (2/110KOKOpmukocmepoiou cucmemHoi ma
Micuesoi 0il, cumnamomimemuku).

HeoOxifHO 4acTillle KOHTPOIIOBATH PiBeHb I'JIFOKO3U Y KPOBi, 0COOIMBO Ha MOYATKY JIiKyBaHHS. I1if
Yac i micis mpUIMHEeHHS TaKoi CyMiCHOI Teparii HeoOXigHO KOPUTYBATH H03Y IpemnaparTy I'mokodax
XR.

Tpancnopmepu opzaHiyHux kamiouig (OCT)

MeTtdopmin € cybcTpaToM 000x TpaHcmopTepiB OCT1 i OCT2.

CynyTHe 3acToCyBaHHS MeT()OPMIHY 3:

- inri6itopamu OCT1 (TakuMU SIK Bepalamin) MoXke 3MeHIIUTH e)eKTUBHICTE MET(POPMiHY;

- ingykTopamu OCT1 (TakuMu SK prudaMItinuH) MoxKe 30iIbIIUTY MITYHKOBO-KHAIITKOBE BCMOKTYBaHHS
Ta e(peKTUBHICTbH MeT(HOPMIHY;

- inri6itopamu OCT2 (TakUMHU SIK IHUMETUANH, [OIyTErpaBip, paHoia3uH, TPUMETOIIPUM, BaHIeTaHi0,
i3aByKOHAa30J1) MOXKe 3HU3UTH HUPKOBE BUBEIEHHS MeT(POPMiHy 3 HAaCTyITHUM 30i/IbIIIEHHSIM
KOHIIeHTpallil MeT(QOpMiHy B IJIa3Mi KPOBi;

- inri6itopamu 060x OCT1 i OCT2 (TakuMHM SIK KPH30THUHIO, oflanmapu0) MoXKe BIIMHYTHU Ha
e(eKTUBHICTb Ta HUPKOBE BUBEOEHHS MeT(HOPMiHY.

ToMy peKOMEHIY€EThCS BUSBISATHA 0COOINBY 00€PEKHICTL IIPU CYIIyTHEOMY 3aCTOCYBaHHI LIUX
npernapariB 3 MeThOPMiHOM, 0COOIMBO y MAIliEHTIB 3 MOPYIIEHHIM (QYHKIIil HUPOK, OCKITbKA



KOHIIeHTPallil MeTQOpPMiHy B I1a3Mi KPOBi MOXKYTh 3pOCTHU. [Ipy HEOOXIIHOCTI CIIif 3BaKUTH
MOZKJIMBICTb KOPUTYBAHHS 03U MeThOpMiHy, ocKinbky iHribiTopu/inpykTopu OCT MOXYTh BIJIUHYTH
Ha e(peKTHUBHICTb MeT()OpPMiHY.

Oco6.1ueocmi 3acmocyeaHHsi.
Jlakmoau,u0os.

JIakTOAUUI03 € MyXKe PiIKiCHUM, aJie TSIXKKUM MeTa0oliYHUM yCKIagHEeHHSM, ITI0 HaiyacTiie
BMHUKAE MPU TOCTPOMY TOTipiIeHHi (QyHKIII HUPOK, CEPIIEBO-JIETEHEBOMY 3aXBOpPIOBaHHI ab0
cericuci. [Tpu roctpomy moripineHHi QyHKII HUPOK BiTOyBa€eThCS HAKOMMYEHHS MeTGHOPMIiHY, 1110
30iTbIIy€e PU3UK PO3BUTKY JTAaKTOAIUIO3Y.

Y pasi 3HeBogHeHHs (CUIbHOI miapel a0o O0BaHHS, rapsiuyky a00 3MEHIIeHHS BXKUBAHHS PioquHM)
PEKOMEHIYEThCSI TUMYACOBO IIPUITMHUTH 3aCTOCYBaHHS MeTHOPMiHY i 3BEpHYTHUCS 3a MEIUYHOIO
OOIIOMOTOIO.

Ao mamieHT oTpuMye MeT(opMiH, ciif 3 06epekHICTIO pO3NOUYNHATH JIiKyBaHHS 3acobaMu, 1110
MOXKYTbh TOCTPO MOTipUINTH QYHKIIiI0 HUPOK (HalpUKJIIaf, Fin0TeH3WBHUMU IIpellapaTaMy,
cevorinHuMHU 3acobamu Ta HII3II). [Himmi ¢pakTOpu pU3NKy BUHUKHEHHS JTAKTOAIMA03y BKIIIOYaloTh
HaZMipHe BXKMBaHHS aJIKOT0JII0, IIEYiHKOBY HEJOCTATHICTh, HEHOCTAaTHHO KOHTPOJIbOBAHUM LIyKPOBUU
niabeT, KeTo3, TpUBaje roJIONYBAHHS i OyIOb-AKi CTaHU, IIOB’sI3aHi 3 TIilOKCIEI0, a TAKOXK CYIyTHE
3aCTOCyBaHHS JIiKapChKUX 3ac00iB, 1110 MOXKYThb IIPU3BECTH [0 JAKTOAIMA03Y (OUB. PO3TiNK
«IIpoTunoka3aHHs» Ta «B3aemois 3 iHIIMMY TiKapPCHKUMU 3aco0aMu Ta iHII BUOU B3a€EMOMIN»).

[TauienTu Ta/abo ocobu, IO OOTIANAIOTE 3@ HUMU, MaloTh OyTH ITPOiH(GOPMOBaHi PO PU3UK PO3BUTKY
JTAaKTOALKA03y. XapaKTePHUMHU O3HaKaMU JIaKTOalU03y € alluioTHYHa 3aQullKa, 0ilb y JKUBOTI,
M’SI30Bi CyIOMH, aCTeHid Ta rimoTepMis, Hagasli MOKINBUAY PO3BUTOK KOMHU. Y pasi MosBu Oyab-IKOTO
CHMIITOMY BUHUKHEHHS JTaKTOA[MA03y Nalli€eHT TOBUHEH IPUINHUTH 3aCTOCYBaHHS MET(HOPMIHY i
HeTalHO 3BEPHYTUCS [0 JIiKaps.

HiarHOCTUYHI pe3yIbTaTH JTabOPaTOPHUX HOCITiAXKeHb - 3HUKeHHs PH KpoBi (< 7,35), migBuIneHHs
CUPOBATKOBOI KOHIIEHTPAIlil TaKTaTy (> 5 MMOJIb/7) i 30iNbIIeHHST aHIOHHOTO ITPOMIiXKKY Ta
CIIiBBIIHOLIEHHS JIaKTaT/IipyBar.

Hupkosea HedocmamHicme.

IK® crmip omiHOBaTU [0 IIOYATKY JIIKYBaHHS i peTyJISpHO IIiCIg KO0 3aBepIleHHs (OUB. PO3Mi
«Crmocib 3acTocyBaHHS Ta 4O3W»). 3aCTOCYBaHHS MeT(HOPMiHY IpoTUIIoKa3aHe naiieHTam 3 [IIK®
< 30 mn/xB i Ma€e 6yT¥ TUMYaCOBO MPUIIMHEHE 3a HAsIBHOCTI 3aXBOPIOBaHb, 1[0 3MiHIOIOTh HUPKOBY
GbysKUi0 (TUB. po3pin «IIpoTUoOKa3aHHA»).

Cepuesa ¢yHKuis.

[TamieHTH i3 cepieBOI0 HEOOCTATHICTIO MAIOTh OiTbII BUCOKHM PU3UK PO3BUTKY TiMOKCil Ta HUPKOBOI
HepmocTaTHOCTI. ITarieHTaMm 3i cTabiTbHOIO0 XPOHIYHOI CEPIIeBO0 HEJOCTATHICTIO MET(GOPMiIH MOXKHA
3aCTOCOBYBATH IIPU PETYJIIPHOMY MOHITOPHHTY CEPIeBOl Ta HUPKOBOI pyHKIil. MeThopMin
IIPOTUIIOKA3aHUM MallieHTaM i3 TOCTPO0 Ta HeCcTabiIbHOI0 CEPIIEBOI0 HEIOCTATHICTIO (IUB. PO3MIin
«IIpoTUNIOKa3aHHS»).

ITauieHmu AimHb020 BIKY.



Yepes oOMekeHHi faHi 00 TepaneBTUYHOL e(peKTUBHOCTI 3MEHILIEHHS PU3UKY
BUHUKHEHHS LIyKPOBOTO fiabeTy 2 TNy abo 3aTPMMKU HOTO IIOYATKY Y MallieHTiB BiKOM Bif
75 pOKiB, TAaKUM TallieHTaM IpU3HaYeHHI MeTHOPMiHy HE peKOMEeH0BaHe.

HoodoemicHi peHm2eHOKOHMpacmHi 3acobu.

BHyTpIlIHbOCYIVHHE BBEOEHHS MOJ0BMICHUX KOHTPACTHUX PEYOBUH MOXKE BUKJIMKATU KOHTPACT-
iHmyKoBaHy HedpoIaTiio, 110 TPU3BOAUTL N0 HaKOMKUYeHHs MeT)OPMiHY i 30i/IbIIIEHHST PU3UKY
PO3BUTKY JaKToaImao3y. [lamiednTamM 3acTocyBaHHS MeT(QOPMIHY CIlig IPUOUHUATU H0 abo mmif gac
IIPOBEEHHS NOCIIiIXKEeHHS 1 IOHOBJIIOBATH He paHillle HiX dyepe3 48 roguH micisa JOCIiAXKeHHd 1
JIUIIe TiCJIs IOBTOPHOI OIIiIHKY Ta OTPUMaHHS HOPMaJIbHOTO Pe3yNIbTaTy QYHKIIl HUPOK (OUB. PO3OiIH
«Crmoci6 3acTocyBaHHS Ta 0o3u» i «B3aemomis 3 iHIIUMY JTiIKapCHbKUMHU 3aco0aMu Ta iHII BUON
B3aEMOMIN»).

XipypeiuHi BmpyyaHHA.

Heo06xigHO IPUIMHUTH 3aCTOCYBaHHS MeT(HOPMIHY IIif Yac XipypriuHoro BTpy4aHHS, SKe IPOBOASATh
IIifl 3arajbHOI0, CIiHAIBHOI0 ab0 emigypaibHOI0 aHEeCTe3i€l0, i TOHOBIIOBATH He paHillle Hixk dyepes 48
TOJUH MiCJig IPOBEefEeHHS olepallil a0o BiTHOBIEHHS IIepOpPabHOT0 XapuyBaHHS i JIUIIE MiCJIA OLiHKI
Ta OTPUMAHHS HOPMAJIbHOTO Pe3ynbTaTy (PYHKIIl HUPOK.

ITHwi 3anobiscHi 3axodu.

[TauieHTaM HeOOXiIHO HOTPUMYBATUCS HOiETH, PIBHOMIPHOI'O MIPHUIOMY BYTJIEBOMIB IIPOTSATOM HOOH.
[TamieHTaM i3 HAEMipHOIO MacOI0 Tijla CHIifl MPOMOBXKYBATH HOTPUMYBATHCS HU3bKOKAIOPiMHOI TiETH.
Heo06xigHOo peryaspHO KOHTPOIIOBATH JTabopaTOPHi MOKA3HUKHK PiBHS T'IIOKO3U B KPOBI.

MeTtdopMiH MOXKe 3HMUKYBATHU piBeHb BiTaMiHy B,, y CHpoBaTIli KPOBi. PU3KMK HU3BKOTr0 PiBHA BiTaMiHy
B,, 3pocTae 3i 36inblIeHHIM 1031 MeTGOPMiHY, TPUBAIOCTI TiKyBaHHS Ta/ab0 y pa3i HasgBHOCTI Y
naiieHTa (akTOpiB PU3UKY, SKi, IK BiIOMO, CIPUYUHSAIOTh AediuuT BiTaminy B,,. V pa3si migo3pu Ha
nedinut Bitaminy B,, (Hanpukiap, aHeMis abo HelpomaTisi) clig KOHTPOJIIOBaTH PiBeHb BiTaMiny B,y
cupoBaTli Kpogi. [TamienTaM 3 hakTOpaMu pu3uKy AedinuTy Bitraminy B,, Moxke OyTu nmoTpiOHUN
MOHITOPUHT piBHA BiTaMiHy B,,. Tepamito MeT(opMiHOM CIIifl MPOOOBKYBAaTH OO THX IIip, TIOKU BOHA
IIePeHOCUTHCS 1 He € TPOTUIIOKA3aHa, a BiANOBiAHEe KOpeKliliHe NTiKyBaHHS AediuuTy BiTaminy B,
HaA€ETHCS BiAIIOBIMIHO 10 MTOTOYHUX KITIHIYHUX PEKOMEHOAIlil.

MonoTepariss MeTGOpPMiHOM He CIIPUYMHSE TimoriaikeMii, ogHak ciim 6yTu 06epekHUM IIPU
OJIHOYaCHOMY 3aCTOCYyBaHHi MeTQopMiHy 3 iHCyniHOM ab0 iHIIMMY IePOPaIbHUMU TiNOTTiKEMiYHUMHU
3acobaMu (HaMpuKiaf, IOXiTHUMU CyIbGOHITICeYoBHHY ab0 MermiTuHifaMu). MoXK/I1Ba HasBHICTh
(dbparmeHTiB 060710HKY TabIeTOK y deKanisix. Lle € HopManbHUM SBUIIEM i He Ma€ KITiHIYHOTO
3HAYeHHS.

e nikapchbkuit 3acib MiCTUTh MeHIIle 1 MMOJIb HATpio (23 MI') Ha OOUHUINO [I03yBaHHS, TOOTO
BBaXKa€ThCS TAaKUM, 1110 «HE MICTUTh HATPilO».

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHsA 2pydoto.

Bazimuicmb. HEKOHTPOJIbOBaHa TillepriikeMisa y IPeKOHLENiNHAN IIepiof Ta Mmif 4ac
BariTHOCTI II0B’3aHa 3 MiIBUIIIEHUM PU3UKOM BPOIXKEHUX aHOMaJIil, BTpaTU BariTHOCT],
TilepTOHil, CHPUYKMHEHO] BariTHICTIO, TpeeKyIaMIICii Ta IepruHaTaaIbHOl CMEPTHOCTI. BaxXIuBo



IiATPUMyBaTH PiBEHb I'TIOKO3U B KPOBi SKOMOTa OJTMKYE N0 HOPMaJIbHOTO IIPOTSITOM BCi€l
BariTHOCTI, 1100 3HU3UTHU PU3UK HECIPUSTINBUX HACIIIMIKIB rinepriaikeMii gias mMaTepi Ta il
OUTUHU.

MeTdhopMiH MpPOHUKAE 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 0my0IiKOBaHUX pPe3yJIbTaTiB MeTaaHali3iB i KITiHIYHUX
OOCIiI?KeHb BKA3y€E Ha BiACYTHICTb MiIBUIIIEHOT0 PU3UKY BPOAKEHUX aHOMaik abo TOKCUYHOCTI OJIst
TIJI0la/HOBOHAPOKEHOT0 BHACIIIOK BIJIMBY MeTGOPMIHY Y TepUKOHUENUiNHUYN nepion Ta/abo mif
Yac BariTHOCTI.

€ mesiKi HemiATBepAXKeHI JaHi PO JOBIOCTPOKOBUM BIIMB MeT(OPMiHy Ha Bary HiTel, Ki 3a3HaIu
BHYTPIIIHEOYTPOOHOTO BIIUBY. CxX0Ke, 110 MeT()OpPMiH He BIJIMBAE Ha PYXOBHUH Ta COIiaIbHUN
PO3BUTOK MiTeM BiKOM [0 4 POKiB, SIKi 3a3HaNIK BHYTPIITHLOYTPOOHOT'0 BILIMBY, X04a HaHi 11010
IOBTOCTPOKOBUX HACIiOKiB 00MeKeHi.

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

I'odysaHHs 2pydor. MeThopMiH eKCKPETYETHCSA Y TPYLHE MOJIOKO, ane y
HOBOHapPOMKEHUX/HEMOBIAT, IKi 3HAaXOOUINCA Ha 'PyOHOMY TOfyBaHHi, mo0iuHi edhekTu HE
cnocTepiranucsa. OgHak, OCKiJIbKY HeJOCTATHbO JaHUX 1000 Oe3MeKU 3aCTOCYyBaHHS
npenaparty, TONyBaHHS IPYIAI0 He PEKOMEHIYETHCS IPOTATOM Tepatil MeThOpPMiHOM.
PilmeHHs 110710 TPUIIMHEHHS TOAYBaHHS IPYAO0 HeoOXigHO IPUUMATH 3 ypaxyBaHHIM
nepeBar TPyAHOro rofyBaHHS Ta MOTEHIIMHOI0 PU3UKY NO0IYHUX e(DeKTiB A1l TUTHHI.

®epmuavHicms. MeT(OPMiH He BIJIMBAB Ha (PEPTUNIBHICTE TBAPUH IIPU 3aCTOCYBaHHI y f03ax
600 mr/kr/Ha goOy, 110 Maiixke y 3 pa3u IepeBUIlyBald MaKCHMaJIbHy PEKOMEHIOBaHY
no0OBY MO3y AJIS IIOAWHY 3 PO3PaXyHKY Ha IIJIOLTY MTOBEPXHi Tisna.

30amuicmb 8niusamu Ha weudKicmbeb peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

'miokodax XR He BIIMBA€E Ha IMIBUAKICTh peakliliii TPy KepyBaHHI aBTOTPAHCIOPTOM abo po6oTy 3
iHIMMMY MexaHi3MaMu, OCKiJIbKM MOHOTEpAIis perapaToM He CIPUYUHSE TinoriKeMii.

OpHaxk crig 3 00epeXkHICTI0 3aCTOCOBYBaTH MeTGOPMiH y KoMOiHaIlil 3 iHIIUMHU TillOTTiKeMiYHUMHI
3acobamu (oxifHi cynb(OHINICEeYOBUHY, IHCYIIH, METTIITUHIAN) ¥ 3B'I3KY 3 PU3UKOM PO3BUTKY
rinormikeMil.

Cnocid 3acmocyeaHHsi ma do3u.

Llopocai nauieHmu 3 HOpMaavbHOW pYyHKUiE HUPOK (LLIKD = 90 ma/x8).

3HMKEHHS PU3UKY a0 3aTpPUMKa II0YATKY IIYKPOBOT0 miabeTy 2 THUIY.



MeTdhopMiH crig npu3HadaTH JIUIIE TOHi, KOJIU 3MiHU B CIIOCO0i JKUTTS NMPOTATOM 3-6 MiCSIIiB He
3a0e3MeuyoTh afieKBaTHOTO TTiKeMiYHOT0 KOHTPOJIIO.

JIikyBaHHS CITifl MOYMHATH 3 OfHiel TabneTku npemnapaty ['mokodax XR 500 mr 1 pas Ha goly
il 4ac IpUUoOMY 1Ki BBEUYEDi.

Yepes 10-15 mgHiB MpoBeeHOro NTiKyBaHHS 03y HEOOXiMHO BiIKOPUTYBATH BiATIOBIIHO O
pe3ynbTaTiB BUMipIOBaHb PiBHS T'NIIOK03HU B KpoBi (3HaueHHs OI'TT (opanbHUY TII0OKO30TOJIEPAaHTHUN
TecT) i/abo BMiCTy I'Ti0K03H B Iy1a3Mi KpoBi HaTie Ta/abo HbAlc moBunHi 6yTu B HOpMi). [ToBinbHE
30inbIIIEHHS NO3K MOXKe ITOKPAIUTH ITepeHOCUMICTh 3 60Ky TpaBHOI'O TPakKTy. MakcuMaJsbHa
peKoMeHJoBaHa fio3a mpemnapary ['mokodax XR 1000 mMr cranoBuTs 2 Tabnetku (2000 Mr) mipg dyac
IPUNOMY 1Ki BBEUepi.

PexoMeHAyeThCS PETYISPHO KOHTPOJIIOBATH (KOXHI 3-6 MiCALIB) ITiKeMiYHUM CTaTyC
(3HauenHs OI'TT (opasnbHUIL TTIIOKO30TOJIEPAHTHUM TECT) i/ab0 BMiCTy T'JII0KO3H B I1JIa3Mi KPOBi
Hartie, i/abo HbAlc), a Takoxk (GaKTOpy pU3UKY AJIS IPUMHATTS PillleHHs 1000 HeoOXigHOCTi
IIPOOBXKEHHS, 3MIHU YU IPUNUHEHHS JIIKyBaHHS.

Takoxk HeoOXigHO MPOBOOUTH ITOBTOPHY OLIHKY JIiKyBaHHS, SKIIO MAIiEHT 3TOHOM
BIIPOBAIXKY€E MOKpPAIIEHHS XapuyBaHHs i/a00 ¢i3nyHi HaBaHTaxKeHHs a0 SKIINO 3MiHU CTaHY 3MOPOB’S
ralfieHTa MO03BONIAI0TL 3MIHUTH CIIOCIO KUTT.

Monomepanis abo kombiHoBaHa mepanis CymiCHO 3 IHWUMU NepPopPaAbHUMU 2ino2aiKe MiuHuUMU
3acobamu.

[Tpemapat ['mokodax XR 1000 Mr 3acToCOBYBaTH OOWH pa3 Ha m00y Iif yac mpuiioMy ixi BBeuepi.
MakcumasnbHa peKOMeHIoBaHa [103a CTaHOBUTD 2 TablIeTKu Ha J00y.

[Tpenapat I'mokodax XR 1000 Mr 3acTOCOBYBaTH SK IiATPUMYIOYY Tepallilo Ojs Nalli€HTiB, SKi BXKe
nikyBanucst MethopmiHoM rigpoxmopunpoM y go3yBaHHi 1000 mr a6o 2000 mr. ITpu nepexoni mo6oBa
no3a npenapaty ['mokodax XR noBuHHa OyTH €KBiBaJle€HTHOIO IIOTOYHIN H000BiH 031 MeTdhopMiHy
TiOPOXJIOPULY.

[TamieHTaM, fKi JiKyIOTbCS MeT(GOPMiHOM TiipoxiopuaoM y mo3yBaHHi 6inbie 2000 Mr Ha o6y, He
PEKOMEHIYEThCS IEPEXOAUTH Ha Tepariio mpenapatoM [miokodax XR.

[MTamieHTaM, fKi JiKyloTbcs mpenapatoM [mokodax XR, go3ysanus 2000 Mr Ha mo0y He criifg
IIePEBUIIIYBATH.

Ilng nauieHTiB, sSIKi po3noyYany JiKyBaHHS, 3a3BMYall II04aTKOBa [i03a npenapaty [miokodax XR
craHoBuTh 500 Mr oguH pa3 Ha moby mig yac mpuiiomy ixi BBeuepi. Yepes 10-15 gHiB mpoBegeHOTO
NiKyBaHHS 03y HE0OXiIHO BiTKOPUTYBATH BifTIOBIIHO 10 pe3y/1bTaTiB BUMipIOBaHb PiBHS IJIIOKO3U B
KpoBi. [ToBinibHEe 36ibIIIEHHS NO3U CIIPUsE 3HUXKEHHIO M06iuHNX eeKTiB 3 00Ky TPAaBHOTO TPAKTY.

Ao HeoOXimHOTO PiBHA TJiKeMil He MOXKHa [OCSATHYTH IIPU 3aCTyBaHHi npenapaty ['mokodax XR y
MakcuManbHiu 1o3i 2000 Mr, Ky npuiiMaioTh 1 pa3 Ha go0y, 110 103y MOXKHA PO3MiNMUTH Ha 2
npuiioMu Ha 0oOy (oguH pa3 3paHKy i OOuH pa3 BBedepi, Iif yac mpuioMy ixi).

Y pagzi K110 HeoOXigHUM piBeHD IIikeMil 3aUIaeThCsl HEIOCITHEHUM, MOXKHA 3aCTOCOBYBATH
['miokodax, TabneTKy, BKPUTI IIIBKOBOIO 000JI0HKOIO, Y MaKCUMaJIbHil peKoMeHnoBaHi# no3i 3000
MT Ha go0y.

[Tpu mepexomi 3 Teparmii iHIMKMM TPOTHUAia0e THYHUM IIpernapaToM Ha npemnapatT ['mokodax XR 1000



MT 103y TUTPYBATHU i pO3MOYMHATH 3 IpuiioMy mpenapaty ['mokodpax XR 500 mr.
Komb6iHosaHa mepanis 3 iHCYAiHOM.

[71g mocArHEHHS Kpaloro KOHTPOJIIO 3a piBHEM I'/II0K03H ¥ KPOBi MeT(HOPMIH Ta iHCYJIiH MOXKHa
3aCTOCOBYBATH y BUTTIAAi KOMOiHOBaHOI Tepamil. 3a3Bu4ai moyaTkoBa fmo3a ['mokodaxy XR
crtaHoBuTh 500 Mr oguH pas Ha mo0y Iim Yac mpuiioMy ixi BBeuepi, TOMi 003y iHCYIIiHY cItifg
nigOupaTy BiAMOBIAHO OO pe3ybTaTiB BUMIpPIOBAHHS PiBHS I'TIOKO3H ¥ KPOB.

'mokodax XR, TabmeTku nponoHroBaHoi fii, 1000 Mr MoxkHa 3aCTOCOBYBATH IIiC/IS TUTPYBAHHS J03U
nmpenapary.

Y nauienmis aimHvo20 8IKY.

MoxmuBe noripieHHs GYHKIII HUPOK, TOMY 003y MeThopMiHy HeoOximHO migbupaTy Ha OCHOBI
OLIHKY QYHKIIII HUPOK, SIKY CJIifi TPOBOAUTH PETYIAPHO (IUB. po3min «Oco6IUBOCTI 3aCTOCYBAHHSI»).

[TepeBara 3MeHIIIEHHS PU3UKY BUHUKHEHHS IIYKPOBOTO AiabeTy 2 TuUy a00 3aTPUMKHU HOT0 1TOYaTKy
He OyJla BCTAHOBJIEHA Y IAllieHTiB BikoM Bif 75 poKiB Ta cTapiue (AuB. po3min «dapMakoguHaMiKka»),
TOMY TaK{M IallieHTaM He peKOMeHIoBaHe Npu3HayeHHs MeThHopMiHy (IuB. po3nin «OcobIuBOCTi
3aCTOCYBaHHS»).

Hupkxosa HedocmamHicme.

IK® cip oriHioBaTH [0 IIOYATKY JiKyBaHHS JTiKAPCHKUMHU 3aco0aMH, 1[0 MiCTSATh MeTHOPMiH, Ta
IIiCJIs TO0YAaTKY JIIKyBaHHS IPUHANUMHI MIOPIYHO. YV MallieHTiB 3 MigBUILEHUM PU3UKOM I10Ja/IbIIOr0
IIPOrpecyBaHHs HUPKOBOI HEAOCTATHOCTI Ta y MAIi€HTIB JIITHLOTO BiKy CJIifl IPOBOJUTU pPEeTEIbHUN
KOHTPOJIb PYHKIIII HUPOK TKOMOTA YacCTillle, HallpUKiIag KOXHi 3-0 MiCSIIiB.

[MIK® 3arajbHa [logaTKoOBi peKoMeHpallil
(M11/XB) MaKCHMaJIbHa 0o00Ba
no3a
60-89 2000 mr Y pa3si 3HuKeHHS QYHKIIil HUPOK PEKOMEHOYEThCS
PO3TTISTHYTH MOXKJIUBICTh 3MEHIIIEHHS TO3M.
45-59 2000 mr Crig mpoaHai3dyBaTu (GakTOPH, SKi MOXKYThb

30i/TbIITyBaTH PU3UK PO3BUTKY JIAKTOALUO03Y (IUB.
031in «Ocob6IMBOCTI 3aCTOCYBaHHS»), 0 TOYATKY
30-44 1000 mr JTiKyBaHHSI MET(OPMIHOM.

[TouaTKOBa [03a CTAHOBUTEL He OiJbIlle TOJIOBUHHU
MaKCUMa/IbLHOI JO3H.

< 30 - 3acTtocyBaHHS MeTHOPMIHY IPOTUIIOKA3aHe.

Iimu. [IpenapaT He 3aCTOCOBYBaTH HiTSIM, OCKiJIbKM HeMa€ KIIIHIYHUX JaHUX CTOCOBHO IIi€l BiKOBOI
TPyIY Hali€HTIB.

IlIepedo3yeanHsi.

[Ipu 3acTocyBaHHI Ipemapary y go3i 85 r po3BUTKY rimoriikemil He crocTepiranocs. OmHak
y LIbOMY BUIIAJKy CIIOCTEPIraBCsd PO3BUTOK JIAKTOALMA03Yy. 3HaUHE IEePEBULLEHHS N03HU



MeThopMiHy a0 cynmyTHi (aKTOpU PU3UKY MOKYTh CIPUYUHSITA BUHUKHEHHS JTaKTOAIUA03y.
JlakTOAUXI03 € HEBIAKIAOHUM CTAHOM. Y BUIIAAKY PO3BUTKY JIAKTOALUI03Y JIiIKyBaHHS
npemnapaToM ['mokrodax XR HeoOXiIHO IPUNUHUTHU i TEPMiHOBO T'OCITiTali3yBaTH XBOPOTO.
Haiie(deKTUBHIIIM 3aX0[0M [JIg BUBEOEHHS 3 OpraHi3My JIaKTaTy i MeThOpMiHy €
remMopiaris.

ITo6iuni peakuii.

3rigHo 3 JAaHUMM IIOCTMAPKETUHTOBUX Ta KOHTPOJIbOBAHUX KITIHIYHUX JOCITiXKeHb MOGiYHI peakii y
NallieHTiB, SIKi 3acTOCOBYBaiu pemnapart [mokodax XR, Oymu momiOHUMH 3a IIPUPOMAOI0 Ta CTYIIEHEM
TSKKOCTI [0 TAKUX Y MAIli€HTIiB, AKi 3aCTOCOBYBaiu npenapat ['mokodax (i3 HerauHuM
BUBiTbHEHHSIM aKTUBHOI PEUYOBUHU).

Haituacrimumy He0akaHUMY pPeakilisMy Ha I0YaTKy JIiKyBaHHS € Hyf0oTa, O/toBaHHS, fiapes, 6inb y
JKUBOTI, BigCyTHICTh aneTuTy. L{i cuMnToMY y OinbIIOCTI BUMIaKiB MUHAIOTh CAMOCTIWHO.

HebaxaHi e(peKTH 3a 4aCTOTOI0 BUHUKHEHHS KJ1acu(DiKyl0Th 3a TaKUMHU KaTeropisMu:

nyxe 4dacto (> 1/10), gacrto (> 1/100i < 1/10), mHewgacto (> 1/1000i < 1/100), pigko (> 1/10000 i
< 1/1000), myxe pigko (< 1/10000).

ITopyweHHA 06MiHY PeuOBUH.

YacTo: 3HMKEHHS piBHs/medinuT BiTaminy B,, (quB. po3min «OcoGIMBOCTI 3aCTOCYBaHHS»).
Iyxe pigko: makToauungo3 (ouB. po3min «OcoONMMBOCTi 3aCTOCYBaHHS»).

3 boky Hepeogoi cucmemu.

YacTo: IOpyILLIEeHHSI CMaKy.

3 60Ky mpasHo20 mpakmy.

Iyxe 4acTo: po3yagu 3 60Ky TPaBHOI CUCTEMH, TaKi IK: HygoTa, OI0BaHHs, miapest, 0ilb y KUBOTI,
BimcyTHiCTh anetuTy. Haiuacrirme 11i mo6iuyHi sBUIa BUHUKAIOTh Ha IIOYATKY JIIKYBaHHS Ta Y
OiNbIIIOCTI BUMIAAKIB CIIOHTAHHO 3HUKAIOTE. [[J1g IonepeqKeHHss BUHUKHEHHS MOOIYHUX SABUI 3 OOKY
TPaBHOT'O TPAKTy PEKOMEHAYETHCS MOBibHE 30i/bIIIEHHS NO3HU IIpernapary.

3 6oky eenamobiniapHoi cucmemu.

IyXe pigKo: OKpeMi IIOBiOM/IEHHS IIOA0 MOPYIIEHHS IT0Ka3HUKIB (PYHKII1 MediHKu a00 relaTuTiB,
110 TTOBHICTIO 3HUKAIOTH IiC/Is BigMiHU MeT(OpMiHY.

3 6oky wkipu ma niOwKipHoi KAiMKOBUHU.
IyXe pigko: IMIKipHi afepriuyfi peakilil, BKJII04Yal04u epuTeMy, CBepbixK, KpOIUB' THKY .
ITogi0omaeHHs npo HebadxcaHi nobiuHi peakuii.

[ToBimomneHHs mpo 1mo6iuHi peakiril micis peecTpaltiii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle nae 3MOry IPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO



JIiKapCchKOro 3aco0y. MeguuHUM Ta (hapMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallienTaM abo ix
3aKOHHUM ITPeCTaBHUKAM CJIi[] TOBiTOMJISITH TIPO YCi BUITAAKK MiI03PI0BAaHUX MOOIYHUX Peakiii Ta
BifmCyTHOCTI e(peKTHUBHOCTI TiKapchKoro 3aco0y yepe3 ABTOMATH30BaHY iHGOPMAIliliHy CUCTEMY 3
(dbapMakoHarisAay 3a nocunaHHaM: https://aisf.dec.gov.ua/.

Tepmin npudamHocmi.

4 poxwu.

YMmoBH 30epiranssi.

30epiraTu mpu TEMIIEpPATypi He BUIIE 25°C. 30epiraTy y HEJOCTYITHOMY I [iTen Micii!

VYnaxoBka.

[To 10 Tabnetoxk y 6iicTepi; mo 3 abo mo 6 G1icTepiB y KAPTOHHIN KOPOOIIi.

Kareropis Bigmycky.

3a pemenTom.

BupoOHHUK.
Mepk Canre, Opanirisg/Merck Sante, France.

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

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsl MPoBagKeHHsI HOT0 TisIbHOCTI.
2 po mio [Ipeccyap Bep, 45400 Cemya, ®pantris/2 rue du Pressoir Vert, 45400 Semoy, France.

®pankdyprep ltpacce 250, 64293 NapmimTant, Himeuunna/Frankfurter Strasse 250, 64293
Darmstadt, Germany.



