Cmocib 3acTocyBaHHSI Ta I03H

Cnocib 3acToCcyBaHHSA

TabnmeTKu CITim KOBTATH IITMMHU, 3alIMBAI0YM BOMOIO. [X HE CJIil PO37KOByBaTHu abo
MoApiOHIOBATH.

Ilopocai nauieHmu 3 HOpMaabHOW (PyHKUi€ HUPOK (LLIK® = 90 ma/xe8)

3HMXKEeHHS PU3UKY a00 3aTPHUMKa IIOYaTKYy IIYKPOBOTrO AiabeTy 2 Tumy

MeTdopMiH crig mpul3HadyaTH JIUIIE TOMi, KOIU 3MiHU B cIOCO0i XKUTTS IMPOTATOoM 3-6
Mics1IiB He 3a0e31euyioTh aileKBaTHOTO TIiKeMiYHOT0 KOHTPOJIIO.

e JlikyBaHHS CJIil TOYMHATH 3 OOHi€l TaOJIeTKYU IIpemapary CIO®OP® XR 500 1 pa3
Ha moOy mig yac BXKUBaHHSA 1Ki BBeuepi.

e Yeped 10-15 mHiB IpoBegeHOro JTiKyBaHHS A03y HEOOXimMHO BiIKOPUTyBaTU
BiITIOBIOHO OO pe3yIbTaTiB BUMiPIOBaHb PiBHSA TJIIOKO3M B KPOBi (3HaueHHs OI'TT
(opanbHUM TJIIOKO30TOJIEPAHTHUM TeCT) Ta/abo BMICTy T'TIOKO3U B IJTa3Mi KPOBI
HaTie Ta/abo HbAlc moBuuHi OyTu B HOpMi). [ToBinbHe 30iNbIIIEHHS JO3U MOXKE
MMOKPAaNIUTH IIePEHOCUMICTh 3 00Ky TPaBHOTO TPakKTy. MakcuMalbHa
PEeKOMeH0BaHa J03a mperapary CIO®OP® XR 1000 cTanoBUTH 2 TabIETKH
(2000 Mr) 1 pa3 Ha moOy Iig Yac BXKUBaHHS 1Ki BBedepi.

e PeKOMEHOYETHCA PETyIIPHO KOHTPOIIOBATH (KOXKHI 3-06 MiCAIiB) IIiKeMiUYHUA
ctatyc (3HaueHHsa OI'TT Ta/abo BMiCTy I'JIIOKO3M B IIJIa3Mi KpoBi HaTile, Ta/abo
HbA1lc), a TakoK paKTOpU PU3UKY OIS IIPUNHSATTS PillleHHS 1000 HeoOXigHOCTI
MIPOAOBXKEHHS, 3MiHM UM IPUNUHEHHS JTiKyBaHHS.

e Tak0>K HEOOXiMHO MPOBOOUTU MOBTOPHY OIIHKY JIIKYBaHHS, SIKIIO MAIliEHT 3Tr0I0M
BITPOBA/>KY€E ITOKPAIlleHHS XapuyBaHHs Ta/a00 $i3nyHi HaBaHTaxKeHHS abo SIKIIO
3MiHU CTaHy 3[IOPOB’S Ialli€eHTa JO3BOJISIOTh 3MIiHUTU CIOCIO KUTTS.

Moxomepanisi abo KombiHoOBaHa mepanisi y NOEOHAHHI 3 IHWUMU NepopaAbHUMU
2inoanikemiuHuUmMu 3acobamu

[Ipemapart CIO®0P® XR 1000 3acTocoByBaTu 1 pa3 Ha mo0y mig 9yac BXKUBAHHS 1XKi
BBeuepi. MakcuMayibHa peKOMeH/I0BaHa [03a CTaHOBUTh 2 TabIeTKu Ha mooy.

[Tpemnapat CIO®OP® XR 1000 3aCTOCOBYBATHU SIK HIATPUMYHOUYY Tepallito s
MaIli€HTIB, Ki BXKe JIiKyBalIucsa MeTGOPMiHOM TrigpoxnopunoM y mo3dyBaHHI 1000 Mmr
a6o 2000 wmr. Ilpu nepexoni moboBa mo3a mperaparTy CIO®OP® XR 1000 mosurHA
OyTH eKBiBaJIeHTHOIO IIOTOYHIN H000BiM m03i MeTHOpMiHY rimpoxiopuny.



[TamieHTaM, siKi JTiKyIOTbCSI MeT(GOPMIiHOM TigpPOXJIOPUIOOM Y Ho3yBaHHi Oinbie 2000 Mr
Ha o0y, He peKOMEeHOYEThCS IIePeXOquTH Ha Tepallilo mpernapaToM CIO®0P® XR
1000.

[TamienTaMm, Kl JIIKYIOTBCSA IIperapaToM CIO®0OP® XR 1000, gpo3yBauusa 2000 Mr Ha
noOy He CJIif ITepeBUIlyBaTH.

IIms malieHTiB, SKi po3moYaind JiKyBaHHS, 3a3BUYal Mo4YaTKOBa [03a Ipemnapary
CIO®OP® XR cranoButs 500 Mr 1 pa3 Ha moOy Imif yac BXKUBaHHSA 1Ki BBeuepi. Hepes
10-15 gHiB mpoBeaeHOTro IiKyBaHHS M03y HEOOXiAHO BiIKOPUTYBaTH BiAMIOBIOHO O
pe3ynbTaTiB BUMiIpIOBaHb PiBHS T'JIIOKO3U B KPOBi. [ToBinibHE 30ibIIIEHHS MO3U CIPUSE
3HUKEHHIO IMOO0iYHUX e(eKTiB 3 O0OKYy TPaBHOTO TPaKTY.

AxIi1o0 HeoOXigHOTO PiBHA TJIiKeMil He MOXKHAa AOCSATHYTHU IIPU 3aCTyBaHHI IIpenapary

CIO®OP® XR 1000 y MakcuMaJibHi# go3i 2000 mr, sKy npuiiMamTh 1 pa3 Ha go0y, 1o
O03y MOXKHa PO3MiMINTU Ha 2 IpuiioMu Ha o0y (OOMH pa3 3paHKYy i OOMH pa3 BBeuepi,
i yac BXKUBaAHHS 1XKi).

Y pas3si akIo HeoOXigHUM piBeHb I'JIiKeMil 3aIUNIIaEThCSI HeOOCATHEHUM, MOXKHa
3aCTOCOBYyBaTHu CIO®OP®, tabneTxy, BKPHTI IJIIBKOBOIO 000JIOHKOIO, Y MaKCUMaJIbHil
pekoMeHaoBaHiM mo3i 3000 Mr Ha moOy.

[Tpu nepexofi 3 Teparii iHmuM npoTugiabeTUYHUM npenapaToM Ha npenapaTt CIOPOP
® XR 1000 0O3y TUTPYBaTHU 1 pO3MOYUHATHU 3 IPUHUOMY IIpelaparTy CIO®OP® XR 500.

KombiHosaHa mepanis 3 iHCYyaiHOM

II71s1 DOCATHEHHS Kpallloro KOHTPOJIIO 3a PiBHEM IJIIOKO3HW Y KPOBi MeT)OPMIiH Ta
iHCyJIiH MO2KHa 3aCTOCOBYBATH Yy BUTJISANI KOMOiHOBaHOI Teparril. 3a3BUYal mo4aTkoBa
Io3a JIiIKapCchKOTO 3aco0y CIO®OP® XR cranoButs 500 Mr 1 pa3 Ha moOy g yac
BXKMBAHHS 1XKi BBeuepi, Tomi mo3y iHCyIiHy cirig migbupaTy BinmoBigHO [0 pe3ysbTaTiB
BUMIPIOBaHHS PiBHSA I'JIFOKO3U Y KPOBI.

JlikapcbpKuii 3aci6 CIO®OP® XR 1000 moxHa 3aCTOCOBYBATH IIiCJIA TUTPYBaHHSA [O3U
npenapary.

ITauieHmu AiMHbLO20 BIKY

Y nmaui€eHTiB ITiTHBOTO BiKy MOZKJIMBE IIOPYIIEHHS (PYyHKIIil HUPOK, TOMY HO3Y
MeTGhOpPMiHy HeoOXimHO migdupaT Ha OCHOBI OLIIHKY (QYHKIII HUPOK, SIKY CJIif
ITPOBOOUTH PETYIISIPHO (OuUB. po3min «OcoBGIUBOCTI 3aCTOCYBAaHHS»).

[lepeBara 3MeHIIEeHHS PU3UKY BUHUKHEHHS IIyKPOBOTO fiabeTy 2 Tuny abo 3aTPUMKHU
Moro rmoyaTky He OyJla BCTaAHOBJIEHA y MAIliEHTIB BiKOM Bif 75 pPOKiB (OMB. PO3Mis



«PapMaKoOuHaMiKa»), TOMy TaKUM IIalliEHTaM He PeKOMEHOOBaHO NpU3HadYaTU
MmeTdopMiH (muB. po3mdin «OCcoBIUBOCTI 3aCTOCYBAHHS»).

Hupkosa HeOdocmamHicmb

[ITK® cnig omiHIOBaTH A0 ITOYaTKy 3aCTOCYBaHHS JIiKapChKUX 3ac00iB, 110 MiCTSATH
MeT(OpMiH, Ta IIicIs moYaTKy JIiKyBaHHS ITPUHANMHI IIOPiYHO. Y Malli€eHTiB 3
MigBHUINIEHUM PU3MKOM IIOOAIbIIIOr0 IPOTrpPecyBaHHS HUPKOBOI HEIOCTATHOCTI Ta y
MAaIli€HTIB JIITHBOTO BiKYy CIIi IPOBOOUTHU PETENbHUN KOHTPOJIb PYHKIIl HUPOK SKOMOTa
YacTille, HalrpukKiag KOXHi 3-6 MiCSIIiB.

[IIK® |3aramabHa
MaKcHuMaJlbHa IlogaTKOBi peKoMeHalril
(M11/%B) [no6oBa mo3a

Y pa3si 3HukKeHHS QYyHKIIil HIPOK PEKOMEHOYETHCS
60-89 2000 mr )
PO3IJIAHYTU MOXKJIMBICTh 3MEHIIIEHHS OO3U.

Cnig mpoaHasisyBaTu (aKTOpPH, IKi MOXKYTh 30ibIlIyBaTH
PU3UK PO3BUTKY JIaKTOALUA03Y (OUB. PO3MIin
«OCco06IMBOCTi 3aCTOCYBaHHSI»), IO ITOYATKY IiKyBaHHS

45-59 2000 mr

MeT(hHOPMiHOM.

30-44 (1000 MT [ToyaTKOBa J03a CTAHOBUTH He OiIbllle TTOJIOBUHU
MaKCHMAJIBHOI JO3MU.

<30 | 3acTocyBaHHS MeT(HOPMiHY IIPOTUIIOKA3aHe.

Iimu.

[IpenapaTt He 3aCTOCOBYBATH OiTSAM, OCKIIbKM HEMa€ KIIiHIYHUX OaHUX IIOMO0 ITi€l
BiKOBOI IrpyIIy Nalli€HTiB.

3asaBHUK

BEPJIIH-XEMI AT'.
Micue3HaxoaKeHHsI 3asiBHHKA.

I'minikep Ber 125, 12489 Bepnin, HimeuyuunHa.



BupoOHUK

BEPJITH-XEMI AT'.

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta aJpeca MiCIisi IPOBaaXKXeHHsI HOTr o
IisIIHLHOCTI.

I'minikep Ber 125, 12489 Bepnin, HimeuyuyunHa.

Karteropis Bignycky

3a penemnTomMm.

YnakoBka

ITo 15 TabneTok y 6iicTepi; mo 2, 4 abo 8 6micTepiB y KapTOHHIM KOPOOIIi.
VYMmoBHu 30epiranHs

CnenianbHi yMOoBU 30epiranHs He BUMaralThcsa. 30epiratu y HeQOCTYIITHOMY [JIs OiTewn
Micri.

TepMiH NpHIATHOCTI
3 POKH.
IToGiuni epexTn

3rigHO 3 JAHMMM IOCTMAPKETUHIOBUX Ta KOHTPOIbOBAHUX KIIIHIYHUX OOCIIOXKEHb
nmoOiuHi peakiril y mallieHTiB, IKi 3aCTOCOBYBa/IU mperapar CIO®OP® XR 1000, Oynu
MOoNiOHMMHU 3a IPUPOMOI0 Ta CTyIIEeHEM TSAKKOCTI IO TAKUX Y IAlli€HTIB, SIKi
3aCTOCOBYBAJIU IIpernapar CI0®0P® (i3 HeraHUM BUBIJIbHEHHSIM aKTHUBHOIL
PEYOBUHMN).

HavyacTimumy mob6ivHUMHY peakIlisiMU Ha IOYaTKYy JIIKyBaHHS € Hy[0Ta, OJII0BaHHSI,
miapes, Oifib y )KUBOTI, BiACyTHICTDb aneTuTy. Lli cuMnToMu y OilbIIIOCTiI BUIAaAKiB
MHHAIOTh CAMOCTIMHO.

[ToGiuHi peakilil 3a 4aCTOTOI0O BUHMKHEHHS KJIaCU(PiKyIOTh 3a TAKMMU KaTETOPisIMu:

nyzxe 4dacto (> 1/10), gvacto (> 1/1001i < 1/10), mHeyacTo (> 1/1000 i < 1/100), pigko (
> 1/100001 < 1/1000), my=xe pigko (< 1/10000).

ITopyweHHs1 06MiHY peuos8uH



YacTo: 3HUKEeHHI/AediluT BiTaMiHy B12 (muB. po3gin «OcoGIUBOCTI 3aCTOCYBaAHHS»).
Iyxe pigko: makToanuao3 (OuB. po3mdin «OcobGIMBOCTI 3aCTOCYBAaHHS»).

3 60Ky Hepsosoi cucmemu

YacTo: mopylLIeHHS CMaKy.

3 60Ky mpasHoi cucmemu

Iy>xke 4acTo: po3nanu 3 00Ky TPaBHOI CUCTeMHU: HyooTa, OJIl0oBaHHsA, miapes, Oinb y
KUBOTI, BificyTHiCcTh aneTuTy. Haltuacrimie 11i mo6iuyHi peakiiii BUHUKAIOTh Ha ITOYATKY
JIIKYBaHHS Ta Yy OiTLIIOCTI BUMMAIKIiB CIOHTAHHO 3HUKAIOTh. [IJ151 monepenKeHHs
BUHUKHEHHS IMOOiYHUX peakiliii 3 60Ky TpaBHOI CUCTEMH PEKOMEHIYETHCS MOBiIbHE
30iyIbIIIeHHS 003U IIpemapary.

3 6oky 2enamobiniapHoi cucmemu

IIyXe pigKo: OKpeMi MOBiHOMJIEHHS IIIOOO ITOPYIIEHHS MOKa3HUKIB QYHKIT HeYiHKHN
abo0 remaTUTiB, 110 ITIOBHICTIO 3HUKAIOTH IIiC/Ig BifMiHM MeThOpPMiHY.

3 60Ky wKipu ma niOwWKIpHOI KAIMKOBUHU
Iy>xe pigko: MIKipHi amepriuydi peakirii, BKI04al04Yu epuTeMy, CBep0OixkK, KpOIIUB’ THKY.

IToBigOMIEHHS ITPO MOKJIMBI MOOiYHI peakxiril

[ToBigomreHHs mTpo MoOiYHI peakilii Imicas peecTpaliil TikapchKoro 3acoby Mae
BaXJIMBe 3Ha4yeHHA. lle ma€ 3MOry IpOBOAUTU MOHITOPUHT CIiBBiIHOILIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYBaHHi ITbOT'0 JIiIKapPChKOIro 3aco0y. MeouyHuM Ta
bapMmalieBTUYHUM ITpalliBHUKAM, a TAKOXK MHallieHTaM abo X 3aKOHHUM
IMpeAcTaBHUKAM CJIil ITOBiHOMIISITH IIPO YCi BUIIaAKH ITiMO3pPIOBaHUX ITOOIYHUX peakllii
Ta

BiZICYTHOCTi e(heKTUBHOCTI JIiKapChKOTro 3aco0y uepe3 ABTOMaTH30BaHY iHpopMalliiHy
cuctemy 3 hapMaKOHArIsAoy 3a mocunaHHsM: https://aisf.dec.gov.ua ab6o uepes BeO-
cauT KommnaHil https://www.berlin-chemie.ua.

Ilepego3yBaHHs

[Tpu 3acTocyBaHHI npenapary B Jo3i 85 r po3BUTKY TilOTJIikeMil He CIIOCTepiranocs.
OpHak y 1IbOMY BUIIAJKY CIIOCTepiraBCs PO3BUTOK JIaKTOalUO03y. JHaYHe
IepeBUILleHHS 103U MeT(GopMiHy abo CcynyTHi GaKTopu PU3UKY MOXKYTh CIIPUUUHSATHA
BUHUKHEHHS JIaKToauuao3y. JIakToanunos € HeBiAKJIagHUM CTaHOM. Y BUIIAKY
PO3BUTKY JTAKTOAIIMA03y 3aCTOCYBaHHS JIiKapChKOT'0O 3aC00y CIO®OP® XR 1000



HeOoOXimHO IPUIIMHUTH i TEPMIiHOBO rocHiTasidyBaTu mallieHTa. HatieeKTUBHIIINM
3axX0I0M [Jid BUBEOEHHS 3 OpraHi3My JIaKTaTy i MeTGOPMiHYy € reMofiais.

Ckian,

Oitoua peuosuHa: MeThopMiny rigpoxmopun (metformin hydrochloride);
1 TabneTka npomoHroBaHoi Aii mictutk 1000 Mr MmeThOpMiHYy TigpoXnIopuny;

OONOMIJCHI peuog8uHU: MaTrHil0 cTeapaT, KPeMHiIo JioKcuO KOJIOimHuM 6e3BOOHUM,
HaTpiro KapMeJsio3a,

rinpomeno3a (tun B’ s13KocTi - 100 000 mIla-c, Tun 3amimtenss - 2208), Boga o4uileHa.
Oco00/1MBOCTi 1100 3aCTOCYBaHHSA

Jlakmoauuoo3s

JlaKkToammumos € AyKe PigKiCHUM, ajie TSIXKKUM MeTaOoliYHUM YCKIaJHEeHHSSIM, 1110
HaWvacTillle BUHUKAE ITPU TOCTPOMY NOPYIIeHHi (GYHKII1 HUPOK, CEPIIeBO-JIET€HEBOMY
3axBOpIOBaHHI abo0 cencuci. I[Ipu roctpomMy nopyiieHHi QyHKIIil HUPOK BimOyBa€ThCs
HaKONUYeHHS MeTGOPMiHy, 10 30iJbIllye pU3UK PO3BUTKY J1aKTOALUIO3Y.

Y pa3zi 3HeBogHEeHHs (CUIBbHOI miapei a0o 671I0BaHHS, Tapsa4YKu a00 3MeHIIIeHHS
BXKMBAHHS PiAUHU) PEKOMEHOYETHCS TUMYACOBO ITPUIIMHUTH 3aCTOCYBAaHHS
MeT(POPMIiHY i 3BEPHYTHUCS 3a MEOUYHOIO JOIIOMOTOIO.

AKIo maumieHT oTpuMy€e MeT(hOPMIiH, Cilif 3 00epeXHiCTIO PO3MIOYMHATH 3aCTOCYyBaHHS
JIiIKapChKUX 3aco00iB, 1110 MOXKYTh TOCTPO IMOTipMIUTH QYHKITiI0 HUPOK (HallpuKJiafg,
rimoTeH3uBHi MpemnapaTy, cedyorinHi 3acobu Ta HIT3II). [Huri ¢pakTOpu pU3UKY
BUHUKHEHHS JIaKTOAlLIMA03y BKJIIOYAlOTh HaAMipHE BXKHMBaHHS aJIKOT'OJII0, IEYiHKOBY
HeIOOCTaTHICTh, HEIOCTAaTHbO KOHTPOJILOBAHUY IIYKPOBUM AiabeT, KeTo3, TpuBase
TOJIOOYBaHHSA i OyAb-sIKi CTaHM, IIOB’A3aHi 3 TiMOKCi€l0, @ TAKOXK CYIyTHE 3aCTOCYBaHHSA
JIiIKapChKUX 3ac00iB, 110 MOXKYTh IPU3BECTHU [0 JIAKTOAIIUA03Y (OUB. PO3OiIU
«[IpoTturnoka3laHHsa» Ta «B3aemMomis 3 iHIMUMHU TiKapCbKUMH 3aco0aMu Ta iHIIi BUOU
B3aEMOOIN»).

[MamienTn Ta/abo ocobwu, 1110 OOTJIAOAIOTh 3a HUMHU, MalOTh OyTH ITpoiHdOopMOBaHi Ipo
PHU3UK PO3BUTKY JIaKTOAIIUA03y. XapaKTEePHUMHU O3HaKaMM JIaKTOAILMO03y €
alMOoTHYHAa 3aAullliKa, Oillb y 2KUBOTi, M’I30Bi CyIOMHU, aCcTeHis Ta rinoTepMis, Hamaii
MOKJIUBHUY PO3BUTOK KOMHU. Y pa3i MmosiBu 0yAb-IKOTO CUMITOMY BUHUKHEHHS
JIaKTOaIUA03y MalliEHT HOBUHEH NPUIIMHUTU 3aCTOCYBaHHS MeT(HOPMIiHY i HeraiHO
3BEPHYTUCS [0 JIiKap.



IliarHoCcTUYHI pe3ynbTaTu J1aboOpaTOPHUX OOCIiOXKeHb - 3HUKeHHsA pH Kposi (< 7,35),
ITiIBUIIIEHHSI CUPOBATKOBOI KOHIIEHTpPAllil TakTaTy (> 5 MMOJIb/) i 36inbIIIeHHS
aHIOHHOI'O IIPOMIXKKY Ta CIIIBBiJHOIIIEHHS JIaKTaT/IipyBarT.

Hupkosa HeOocmamHicmb

[IK® crming omiHoBaTH OO0 OYATKY JIIKYBaHHS 1 peryJsipHO IIiCJisg KOT0 3aBEPIIECHHS
(muB. po3min «Cmoci® 3aCTOCYBaHHS Ta MO3W»). 3aCTOCYBAHHSA MeT(HOPMIiHY
mpoTunokasaHe natieHTaM 3i [IIK® < 30 mi/xB i Mae OyTH TUMYACOBO ITPUNIMHEHE 3a
HasIBHOCTi 3aXBOPIOBaHb, 110 3MiHIOIOTh (DYHKIIiI0 HUPOK (OUB. PO3Mis
«[IpoTUIOKa3aHHSI»).

dyHKUIA cepuA

[NamuieHTH i3 cepieBO0 HEAOCTATHICTIO MalOTh OiJIbIII BUCOKUU PU3UK PO3BUTKY
rirmokcii Ta HUPKOBOI HemocTaTHOCTI. ITarieHTam 3i cTabiTbHOIO0 XPOHIYHOIO CEPIIEeBOI0
HEeIOOCTaTHICTI0O MeT(POPMiH MOKHAa 3aCTOCOBYBaTHU IIPU PETYJIIPHOMY MOHITOPUHTY
(yHKIIil cepiis Ta HUPOK. MeTopMiH NpoTUIOKa3aHUU IalliEHTaM i3 TOCTPOIO Ta
HecTabiTbHOIO CEePIIeBOI0 HEAOCTATHICTIO (OUB. po3ain «IIpoTUIOKa3aHH»).

ITauieHmu AiMHbLO20 BIKY

Yepes oOMeKeHHI maHi 111010 TeparneBTUYHOI e(peKTUBHOCTI 3MEHIIIEHHS PU3UKY
BUHUKHEHHS ITyKPOBOTO fmiabeTy 2 Tuiy ab0 3aTPUMKHM MOT0 ITOYaTKYy Yy MallieHTIB
BiKOM Bifl 75 pPOKiB, TaKUM IIalliEHTaM IpU3Ha4YeHHS MeTPOPMiHYy He peKOMEeHIOOBaHe.

HodoemicHi peHmz2eHOKOHMpacmHi 3acobu

BHyTpimmHbOCYOUHHE BBEAEHHS MOOOBMICHUX KOHTPACTHUX PEYOBUH MOXKE BUKJIUKATH
KOHTPaCT-iHAyKOBaHy HedpoIaTiio, 10 IPU3BOAUTH A0 HAaKONUYEeHHSI MeTHOPMIiHY i
30iTbIIeHHST PU3UKY PO3BUTKY JIaKTOAIIMa03Yy. [TamieHTaM 3aCTOCYBaHHS MeT()OPMIiHY
CHIig IpUIMHUTH [0 abo IIif Yac MpoBeOeHHs AOCIiIXKEeHHS i ITOHOBJIIOBATU He paHiIlle
HiXK yepe3 48 roguH Oicas OOCITiAXKEeHHS 1 JIUIe HiC/Is MOBTOPHOI OIiHKM Ta
OTPUMAaHHS HOPMaJIbHOTO pe3ynbTaTy PyHKIII HUPOK (auB. po3minu «Cmocib
3aCTOCyBaHHS Ta OO3W» Ta «B3aeMopis 3 iHIIUMU JTiIKapChbKUMU 3aco0aMu Ta iHIII
BUIU B3aEMOMOIN»).

Xipyp2iuHi empy4yaHHA

Heo06xigHO NpUOUHUTU 3aCTOCyBaHHS MeTGhOPMIiHY ITiZl Yac XipypriuyHOTro BTPy4YaHHS,
siKe TIPOBOMSTH ITifl 3arajibHOIO, CITiHAJIbHOIO ab0 emigypanbHOIO0 aHeCcTe3i€ro, i
IIOHOBJIIOBATH He paHillle HixK Yyepes 48 roguH Imicis mpoBegeHHs omepaliil abo
BIJHOBJIEHHA II€POPAaJIbHOTO Xap4YyBaHH4 1 JIUIIE IIiCJIA OL[IHKYM Ta OTPUMAaHHSA
HOPMAaJIbHOTO pe3yabTaTy (PyHKIlil HUPOK.



IHwi 3anobijcHI 3axoou

[NamienTaM HeOOXiMHO MOTPUMYBATUCS Oi€TH, PIBHOMIPHOTO NPUNOMY BYTJI€BO/IiB
npoTsaroM mo6u. ITarieHTaM i3 HagMipHOIO MAacoOIO Tijla CJIif IPOIOBKYBaTHU
OOTPUMYyBaTHUCS HU3bKOKAIOPiHOI gieTu. HeoOXimHO perynsapHO KOHTPOIIOBATHU
TabopaTOpPHi MOKAa3HUKHU PiBHS T'JIIOKO3U B KPOBI.

MeTdopMiH MoXKe 3HMKYBaATH PiBEHDb BiTaMiHYy B12 y cUpoBaTLi KpoBi. Pu3uk
HU3BKOTI'0 PiBHA BiTaMiHy B12 3pocTac€ 3i 30iNblIeHHSIM 003U MeT(hOPMiHYy, TPUBAJIOCTI
JIIKyBaHHS Ta/abo y maIieHTiB i3 dakTopamMu pU3UKYy, SKi, IK BiTOMO, CHPUYNHSIOTH
nedimuT BiTaMiHy B12. Y pasi nigo3pu Ha gediuuT BiTaMiHy B12 (HammpuKagn, aHeMis
abo HeWpomarTisa) CIIig KOHTPOJIIOBAaTU PiBeHb BiTaMiHy B12 Yy CHpPOBAaTIIi KPOBI.
[TamienTaM i3 pakTopamMu pU3uKy AedinuTy BiTaMiHy B,, Moxe OyTu HeoOXigHUMI
epioguYHUYN MOHITOPUHT BiTaMiHy B12. Tepario MeTGHOPMIHOM CJIif IPOJOBXKYBaTHU
0O TUX IIip, IIOKU BiH IIEPEHOCUTHCH 1 He € IPOTUIIOKa3aHHAM, a BiAIOBinHEe
KOpEeKIliliHe JTiKyBaHHSA AediluTy BiTaMiHy B12 HaJa€ThCS BIOIIOBITHO OO IIOTOYHUX
KJIIHIYHUX pEeKOMEeHalliu.

MonoTepanisa MeThOpPMiHOM He COIPUYMHSE TillOTJIiKeMil, OmHaK ciig 0yTu
00epeKHUMHU ITPU OOHOYACHOMY 3aCTOCyBaHHI MeT(OopMiHy 3 iHCyJiHOM abo iHmuMU
IMepopaaIbHUMH TiNOTrTiKeMiYHUMHY 3aco0aMu (HallpUKiIal, MOXimHUMHU
cynbdoHinceuoBuHU ab0 MermiTuHimaMmu). MoxkjuBa HasiBHICTh ¢pparMeHTiB 000JI0HKHT
TabeToK y pekanisix. Lle € HopMaTbHUM SIBUIIEM i He Ma€ KJTIHIYHOTO 3HAYEHHS.

Lle# mikapcbkuit 3acid MicTuTh MeHIIe 1 Mmonb (23 Mr)/mo3y HaTpito, ToOTO
NPaKTUYHO BiJIbHUH Bif HaTpilo.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
BaeimHuicmpb

HekoHTpoObOBaHa TinepriiikeMisa Ha HIepUKOHLENIiNHIN ¢a3i Ta mifg Yac BariTHOCTI
MIOB’sA3aHa 3 MiABUILEHUM PU3UKOM BPOAXKEHUX aHOMaJliil, BTpaTu BariTHOCTI,
apTepianbHOI rinepTeH3il, CIPUYNHEHO]1 BariTHICTIO, ITpeeKJIaMIICili Ta mepuHaTaIbHOL
CMEPTHOCTi. BaX/IMBO ImMiATpUMyBaTH PiBEHb I'TIOKO3U B KPOBi SKOMOTa O/IuK4e [0
HOPMAaJILHOTO MPOTSTOM BCi€l BariTHOCTI, 11100 3HU3UTH PU3UK HECIPUSTIINBUX
HaCJIiAKiB rinepriaikeMil ajs MaTepi Ta 11 ZUTUHU.

MeTdopMiH ITPOHUKAE Uepe3 IIIAlleHTy 3 PiBHEM, SIKUM MOXKe OyTHU TaKUM Ke
BUCOKMM, K KOHIIEHTpallid y MaTepi.

Benuka KinbKiCTh JaHUX PO BariTHUX XKiHOK (0inbire 1000 pe3ynbTaTiB BIIUBY) 3
KOTOPTHOTO AOCJIiAKEHHS Ha OCHOBI PEECTPIB Ta ONy0JIiKOBaHMX JaHUX (MeTa-aHaJli3u,
KJIiHiYHI JOCIiAXKEeHHS Ta PeECTPHU) BKa3ylOTh Ha BiICYTHICTh IMiABUIIEHOTO PU3UKY



BPOOKEHUX aHOMaJIii abo TOKCUYHOCTI [JIs MJI0oga/HeOHaTaIbHOI IUTUHU ITiCIIs
BILUIUBY [0 MeT(hOPMIiHY B IIepiof ImepuKoHIIenIlil Ta/abo mig yac BariTHOCTI.

IcHy10Th OOMeEZKeHi Ta HeIePeKOH/IUBI aHi Ipo BOIUB MeTHOpPMiHYy Ha
OOBTOCTPOKOBHUY pe3yIbTaT MAacCH Tilla AiTeu, gKi 3a3Haiu BHYTPIIIHLOYTPOOHOTO
BIUTuBYy. CX03Ke, 1110 MeT(OPMiH He BIIJIMBA€E Ha PyXOBUH Ta COLiaIbHUUN PO3BUTOK
OiTeu BIKOM [0 4 POKIiB, Kl 3a3Ha/IX BIJIUBY IIiJl 4YaC BariTHOCTIi, X04a [OaHi IIox0
OOBTOCTPOKOBUX HACIIAKIB 0OMeXKeHi.

Y pa3i k1iHiYHOoI HeoOXiAHOCTI 3aCTOCYBaHHSA MeTHOPMiHY MOKHA POITISHYTH IIif 4ac
BariTHOCTI Ta B Iepioj IIePUKOHIIEIIi] IK JOTOBHEHHS ab0 albTepPHATUBY iHCYIIiHY.

ITepiod 200yB8aHHA 2py00t0

MeTdopMiH eKCKPETYETHCS y TPYAHE MOJIOKO, ajle Y HOBOHAPOOXKEHUX/HEMOBIIAT, AKi
3HAXOOUJIMCS Ha TPYIHOMY IOoyBaHHI, MoOiuHi epekTH He criocTepiranucsa. OoHaxk,
OCKiJTbKM HEOCTAaTHhO JaHUX I10A0 Oe3IeKu 3aCTOCYBaHHS mpelapaTy, TOOyBaHHS
TPyOOi0 He PEKOMEHAYETHCS IIPOTATOM Teparlril MeThpopMiHOM. PillleHHS 1100
MIPUIINHEHHS TOAyBaHHS I'PYOOI0 HEOOXimHO MpUiMaTH 3 YpaXyBaHHSIM IlepeBar
TPYOHOTO TOAYBaHHS Ta MOTEHIIIMHOTO PU3UKY NOOIYHUX e(DEeKTiB OJid TUTUHU.

depmusabHiCMb

MeTdopmiH He BIIMBaB Ha PEepPTUIILHICTh TBAPUH IIPU 3aCTOCYBaHHi y mo3ax 600
MT/KT Ha mo0y, 110 Maiixke y 3 pa3u IlepeBUIlyBall MaKCUMaJIbHy pEKOMEHAOBaHy
no0O0BY mO3Yy [OJIs JIIOOWUHU 3 PO3PAaXYHKY Ha IIJIOIIy IMOBEPXHI Tina.

30amHicmb 8nausamu Ha weuodKicmb pedkuii npu kepye8aHHi asmompaHcnopmom abo
[HWUMU MexaHi3mMamu.

JIikapcbKui 3aci6 CIO®OP® XR 1000 He BijzBae Ha LIBUAKICTH peaxiil mpu
KepyBaHHi aBTOTPaAHCIIOPTOM ab0 poOOoTy 3 iHIIMMU MexXaHi3MaMM, OCKiJTbKHU
MOHOTEPAIIisl IpenapaToM He CIIPUYMNHSE TiIOoTJIiKeMil.

OpnHaxk citing 3 06epekHiCTI0 3aCTOCOBYyBaTH MeTHOpMiH y KoMOiHallil 3 iHIIuMU
rinmornikeMiyHuUMHU 3acobamu (MMOXigHI cynb(OHINICEYOBUHM, iIHCYJIiH, METJIITUHION) ¥
3B’5I3Ky 3 PUSUKOM PO3BUTKY TillOTIiKeMil.

B3aemMoaisi 3 iHIIMMH JTiKapChbKUMH 3aco0aMHu Ta iHIIi BHIH B3a€eMoail

KombiHauii, wo He pekomeHOyemubCsi 3acmocosysamu

AK0201b



AnKoronpbHa iIHTOKCHUKAIIiSl aCOILIII0ETHCS 3 MIABUIIEHUM PU3UKOM JIaKTOallUuao3y,
0CO0JIMBO y BUMAJKaX roJIOOYBaHHS a00 JOTPUMaHHS HM3bKOKAJIOPiINHOI OieTH, a
TAKOXK IIPY IEeYiHKOBIY HEOOCTaTHOCTI.

HodosmicHi peHm2eHOKOHMpPAacmHi pe4o8uHU

[NamieHTaM Cif TPUNMHUTU 3aCTOCYBaHHSA MeT(POpPMiHy A0 abo mif 4ac IpoBeOeHHS
OOCIIIOKEeHHs 1 IOHOBUTHU He paHillle HiX yepe3 48 roguH micis JOCIiAXKEeHHs 3a YMOB
OTPUMaHHS HOPMAaJIbHOTO pe3yJibTaTy QYHKIII HUPOK (OuB. po3ninu «Crocio
3acTOCyBaHHS Ta mo3u» Ta «OcoOJIMBOCTi 3aCTOCYBaHHS»).

KombiHauii, wo caid 3acmocosysamu 3 obepedxcHicmo

IMesiki mikapchKi 3aco0u, HAIlpUKJIalg HECTEPOIHi mpoTu3ananbHi npenapaTtu (HIT3II),
BKJIIOYAIOYHN CeJIeKTHUBHI iHTi0iTOopu 1uknookcurenasu (LIOI) II, iuridiTopu
aHTi0TEH3UHIIEPETBOPIOBAILHOTO hepMeHTy (AII®), aHTaroHiCTH pelenTopiB
aurioren3uny Il i giypeTuku, 0co6IMBO NETIHOBI OiypeTUKH, MOXKYTh HETaTUBHO
BIUITMHYTHU Ha QYHKIII0 HUPOK, 1110 MOXKe 30iIbIIIUTH PU3UK BUHUKHEHHS
nmakToanmuao3ly. Ha moyaTKy JIiKyBaHHS BHUIlle3a3HAUYEHUMH JIiIKapChbKUMHU 3acobamMu
abo 1x 3acTocyBaHHS y KoMOiHalil 3 MeThopMiHOM HeOOXigHO 3[iiCHIOBATU PETEJIbHUMU
KOHTPOJIb (DYHKIIil HUPOK.

JIikapcvki 3acobu, w,o YuHAMb 2inepaaikemMiuHy 0ito (2/11H0KOKOpmuKkocmepoiou
cucmeMHol ma micuesoi 0il, cumnamomimemuku)

Heo06xigHO 4acTille KOHTPOJIIOBATH PiBEHD I'JIIOKO3M Y KPOBi, 0COOJIMBO Ha IIOYaTKY
nmikyBaHHA. I1ifg 9ac i micjisg npunuHeHHS TaKol CyMicHOI Teparrii ToTpi6HO KOpUryBaTu
0o3y Ipenapary CIO®OP® XR 1000.

TpaHcnopmepu opeaHiyHux kamioHig (OCT)
Metdopmin € cybcTpaToM 060x TparncmopTepiB OCT1 i OCT2.
CymnyTHE 3aCTOCyBaHHS MeT(HOPMIHY 3:

e inribiTopamu OCT1 (TaKkuMHU SIK BepamaMiil) MoxKe 3MEeHIIUTH e(peKTUBHICTD
MeT(POpPMiHY;

e ingykTOopamu OCT1 (TakuMu sK pudamMOinuH) MoxKe 30iIbIINTHA HIJTYHKOBO-
KHUIIIKOBE BCMOKTYBaHHS Ta e(PEeKTUBHICTb MeT(POpMiHy;

e iHribiTopamMu OCT2 (TakKuMHM K IIMMETHINH, DOIyTerpaBip, paHOIa3uH,
TPUMETONIPUM, BaHeTaHi0, i3aByKOHAa30J/1) MOXKe 3MEHIINTU HUPKOBE BUBEOEHHS
MeTHOpPMiHYy 3 HAaCTyITHUM 30iJIbIIIeHHAM KOHIIeHTpallil MeTpopMiHy B mna3mi
KPOBI;



e inribiTopamMu 06ox OCT1 i OCT2 (TakuMHU SIK KPU30TUHIO, oJtarapud) MoxKe
BIUTMHYTU Ha e(PeKTUBHICTh Ta HUPKOBE BUBEOEHHS MeTHOpPMiHY.

ToMy peKOMEeHOYETHCSA BUSABIISATU 0COOIUBY 00€PEKHICTh ITPU CYIIyTHHOMY
3aCTOCyBaHHI IIUX IpernaparTiB 3 MeTHOpPMiHOM, 0COOJIMBO y MAIliEHTIB i3
MOpYyIIeHHSAMHU PYHKII1 HUPOK, OCKiNTbKYM KOHIIeHTpallisi MeT¢GOpPMiHYy B IJTa3Mi KPOBi
MOzKe 3pocTHU. [Ipu HeoOXigHOCTI CITim 3BazKUTU MOKJIMBICTh KOPUTYBAHHS 03U
MeThOpMiHy, ocKinbku iHTi6iTOpH/iHAYyKTOPU OCT MOXKYTH BIJIMHYTH Ha €(DEKTUBHICTH
MeTPOPMiHY.

IIporunnoka3aHHs

e [limBUIllleHa YYTIUBICTH M0 MeTGOPMiHy ab0 A0 OyOb-IKOT0 iHIIIOI0 KOMIIOHEHTA
nmpemnapary;

e OyOb-SIKUM TUII TOCTPOro MeTaboIivyHOro anuno3y (HalpuKia, JTaKToalluao3,
niaOeTUYHUU KeToaluaos);

e NiabeTH4YHa IIPEKOMaA;

e HUPKOBA HEOOCTATHICTh TSIKKOT'O CTyIeHs (IMIBUAKICTh KITyOOYKOBOI (pinbTpaiiil
(ITK®) < 30 mi/xB);

e TOCTPHUU CTaH, II0 IPOTIKA€E 3 PU3UKOM PO3BUTKY IIOPYIIEHb QYHKIIi1
HUPOK: 3HEBOAHEHHS OpraHi3My, TAXKKi iH(eKIIiliHi 3aXBOPIOBAHHS, IIIOK;

e 3aXBOPIOBAHHS, III0 MOXKYTh MPU3BOAUTH 10 PO3BUTKY TillOKCil TKaHUH (0COOIMBO
TOCTPi 3aXBOPIOBaHHS ab0 3aroCTpeHHS XPOHIYHOI XBOPOOM): MeKOMIIeHCOBaHa
cepiieBa HEIOCTATHICTh, AUXalbHa HEJOCTAaTHICTh, HEIIOOAaBHO IIepeHeCeHU
iHpapKT MioKapma, II0K;

e MEYiHKOBA HEOCTATHICTh, TOCTPE OTPYEHHS aJIKOTOJIEM, aJIKOTOJIi3M.

IToxa3zaHHSA

e 3HMIKEHHS PU3UKY ab0 3aTpHMKa IT0YaTKy IyKPOBOTO miabeTy 2 TUNY ¥ HOPOCIIUX
MalieHTiB 3 HaAMipHOIO0 Macoro Tina ta 3 IITT* Ta/ab6o [I['H* Ta/abo0 migBuIieHuM
piBEHeM HbA1C, sKi MaiTh:

e BUCOKHNUM PU3UK PO3BUTKY SIBHOTO (MaHi¢peCTHOro) IIyKPOBOro miabeTy 2 TUITY
(ouB. po3nin «®apMaKoguHaMiKa»);

e IPOrpPECyI0Yi MOPYIIEeHHS BYTJIEBOOHOTO 0OMiHYy, HE3BaXKal4uu Ha Moaudikallio
aKTUBHOTO CIIOCO0Y KUTTS IPOTATOM Bifl 3 IO 6 MicCsIIiB.

JIikyBaHHS IpenapaToM CIO®OP® XR 1000 moBHHHO OyTH 3aCHOBaHe Ha OLIiHII
PHU3UKY, 110 BKJIIOYAE BiANOBiIAHI 3aX01 KOHTPOJIIO TJIiKeMil Ta CBifUeHHS BUCOKOTO
PU3UKY 3 O0OKYy CeplieBO-CyOUHHOI CUCTEMHU.



[TapanenbHO 3 TOYAaTKOM 3aCTOCYBaHHSA MeT)OpPMiHy MOTPiOHO MPOAOBKYBaTH 3MiHU
criocoOy KHUTTS, 3a BUHSITKOM TUX BUIAQJKiB, KOJIU NAILliEHT HECIIPOMOXKHUM 0 TaKUX
3MiH 3 MEOIUYHUX [IPUYUH.

*TTTT: TlopyiueHa TonepaHTHICTD A0 rioko3u; [II'H: [TopymeHa rioikeMis HaTIe.

e JlikyBaHHS IIyKPOBOTO AiabeTy 2 TUNY ¥ AOPOCJINX, 0COOIUBO y TAIliEHTIB 3
HaIMipHOIO Macol0 Tijla, KOJIU JIMIIEe gieTOoTeparlis Ta Gpi3uydHi HaBaHTaXXEeHHS He
3a0e31euyioTh afeKBaTHUM TJIiIKEeMiYHUN KOHTPOJIb.

JlikapcbKkui 3acio CIO®OP® XR 1000 moxHa 3aCTOCOBYBATHU SIK MOHOTepamniio abo y
KoMOiHallil 3 iHIMMMU ITepopalbHUMM IIPOoTUNiabeTUYHUMU 3acobaMu, abo CyMicHO 3
IHCYJTIHOM.

®apMaKo/JI0riuHi BJ1acTUBOCTI

dapmakoduHamika.

MeTdopMmiH - OiryaHig 3 aHTUTINIEPrIiKeMiYHUM epeKTOM. 3HUXKYE PiBEHb T'JIIOKO3HU Y
IJ1a3Mi KpPOBi K HATIIE, Tak i micisg BXKUBaHHSA 1Ki. He cTuMysioe cekpeliito iHCYIiHY i
He BUSBIISE TIiIOTTiKEMiIYHOTO e(eKTy, OII0CepegKOBaHOI 0 IIMM MeXaHi3MOM.

MeTdopMmiH gi€ TppbOMa LITAXaMU:

e IIPU3BOOUTH OO 3HUKEHHS NPOAYKYBaHHS T'JIIOKO3U Yy IMEUiHIll 3a paXyHOK
iHriOyBaHHS TJIIOKOHEOTeHe3y Ta TJIiKOTeHOJIi3Y;

e IIOKpAIIy€ YYTJIUBICTH A0 IHCYJIIHY V M’g3aX, 110 IPU3BOAUTH A0 MOJINIIEeHH S
neprudepuyHOro 3axoIJIEHHS Ta YTUJIi3allil TITI0KO3Y;

e 3aTPUMYy€ BCMOKTYBaHHS I'JIIOKO3U Y KUIIIEYHUKY.

MeTdopMiHy TigpOoXJI0pUL CTUMYJIIOE BHYTPIITHBOKJIITUHHUN CUHTE3 TJIIKOTEHY,
BIIJIMBAIOYU Ha TJIiKOTeHCUHTeTa3y. 30iJIbIIye TPAaHCIIOPTHY 30aTHICTh yCiX BifoMux
TUTIiB MeMOpaHHUX IIePeHOCHUKIB rimoko3u (GLUT).

dapMakoouHaMidHi edbekTu

KnixiuHi mocnigKeHHS MOKa3aiu, III0 OCHOBHOIO [i€l0 MeT(POpMiHy, OKpiM
rimormikeMmiuyHoi, € crabimizalliss abo He3Ha4YHa BTPaTa MacH Tina.

He3zanexHo Bif CBOE€I mii Ha riikeMito, TabneTKu MeTGOPMiHY 3 HETAaUHUM
BUBiJIbHEHHSIM BUSIBJISIOTH TO3UTUBHUY eeKT Ha MeTabomni3Mm ninimiB. Ileir edpekT OyB
OOBeOeHUU IIPU 3aCTOCYBaHHI TepaleBTUYHUX NO03YBaHb Y KOHTPOJILOBAHUX CEPENHLO-
ab0 JOBroTpUBaJIMX KITIHIYHUX OOCIiIXKEHHSX: TableTKu MeTGOpPMiHy 3 HETaUHUM
BUBUIbHEHHSM 3HUXKYIOTh BMICT 3arajIbHOT0 X0JIECTEPUHY, JIMIONIPOTEIHIiB HU3bKO1
IIiIBHOCTI Ta Tpuriiunepupis. ITomioHUM eeKT He CIIOCTepiraBcst MpPuU 3aCTOCYBaHHI



TabIeTOK IPOJIOHTOBAHOI Ail, iMOBipHO, y 3B’3KY 3i 3aCTOCYBaHHSIM IIpenapaTy
BBeuepi. Hepes 11e TaKOXK MOXKe CIIOCTEPIraTucs HNiABUILNEHHSA BMICTY TPUTIIILIEPUAIB.

KniniyHa edeKTUBHICTD

3HUXKEHHS PU3UKY a00 3aTPUMKA IIOYATKY HYKPOBOTO OiabeTy 2 THUITY

[Iporpama npodinakTuku giabety (DPP) y mopocnux Oyna 6araToieHTPOBUM,
paHOOMi30BaHUM, KOHTPOIbOBAHUM KIIIHIiYHUM OOCIHIIXKEHHSIM, B SKOMY OIliHIOBAJIN
e(peKTUBHICTb BIPOBA/I?)KEHHSI aKTUBHOT'O CIIOCO0Y KUTTS a0 3aCTOCYBAHHS
MeTHOPMiHY [JIs ImonepenkKeHHss ab0 3aTPUMKU PO3BUTKY IIYKPOBOTO miabeTy 2 THUITY.
KpuTtepisiMmu BKmoueHHs Oynu BikK = 25 poKiB, iHOmekc macu Tina (IMT) = 24 KF/M2 (=
22 Kr/M2 IOJIs1 aMepUKaHIliB a3iiChKOT0 IMOXOAKEHHS) Ta IMOPYILIEeHHS TOJIEPaHTHOCTI 0
TJIIOKO3H TI/IIOC PiBEeHbB I'/II0K03U HaTie 95-125 mr/on (abo < 125 Mr/on ons
aMepuKaHChbKUX iHmiaHIiB). [TamienTam O0yso Mpu3HaAYeHO aKTUBHUM CIOCIO XKUTTS,
2x850 Mr MmeThOpMiHy ITIOC CTaHOAPTHI 3MiHM cIToCco0y XKUTTSA abo mianebdo ITC
CTaHOapTHIi 3MiHU CIIOCOOY KUTTH.

CepenHi BuxigHi 3Ha4yeHHs A1 ydacHuKiB DPP (n = 3,234 gna 2,8 poky): BiK
50,6+10,7 poky, piBeHb I'JTIOKO3M B IJIa3Mi KpoBi HaTtiie 106,5+8,3 Mr/g, piBeHb
TJIFOKO3U B IIJIa3Mi KPOBi Yepe3 ABi TOOAUHMU IIiCJig IPUNOMY TJIFOKO3U I1epOopajibHO
164,6+17,0 mr/on ta 34,0%6,7 kr/M2 IMT. BnpoBamkeHHS aKTUBHOT'O CIIOCO0Y XKUTTS
pas3oM i3 3aCTOCyBaHHSAM MeT(POPMiHy MOXKe 3MEHIIUTU PU3HUK PO3BUTKY IIYKPOBOTO
miabeTy mopiBHsSHO 3 1aiebo, 58 % (95 % IOI 48-66 %) Tta 31 % (95 % I 17-43%)
BIOIIOBIgHO.

[TepeBara BOpoBaaKeHHS 3MiH CIIOCOOy KUTTS Haf 3aCTOCyBaHHAM MeT(hOpMiHy Oyiia
OiTbIII0I0 y IMAIliEHTIB JIITHHOTO BIiKY.

[TamieHTH, Ki oTpUMasnyu HaubiIbIly KOPUCTH Bifl TiKyBaHHS MeThOpMiHOM, OynIu
BikoM Bifg 45 pokiB i3 IMT, m10 = 35 Kl"/Mz, y IKuX 0a30BUM PiBEHb I'ITIOKO3U Yepe3 2
roguHu ctraHoBuB 9,6-11,0 mmons/mn, 6a3zoBuit HbA1C = 6,0 %, abo naitieHTu 3
recTalinHuM niabeToM.

II71a 3amob6iralHss OMHOTO0 PO3BUTKY IIYKPOBOTO AiabeTy MPOTSATrOM TPhOX POKIB y I'PyIIi
nanienTis DPP 6,9 natienTiB Oynu y rpyIi akTUBHOTO CItoco0y kKuTTs Ta 13,9
Mali€HTiB - y rpyImi MeTdopMiny. TouKa JOCATHEHHS KyMYISTUBHOL YaCTOTH
BUHUKHEHHS IIYKPOBOTO AiabeTy, sika gopiBHIOE 50 %, Oysna BimcTpouyeHa npubIM3HO
Ha TPHU POKHU B IrpyIri MeTopMiHy IOPiBHSAHO 3 mJiaiebo.

IlocmigKeHHs OLIIHKM pe3yJibTaTiB mporpamMu npodinakTtuku niadbety (DPPOS) - ue
OoBTOTpHUBale cuocTtepexeHHsa DPP, 110 Bkitodae B cebe OinbIil HixK 87 % moyaTKOBUX
DPP naiieHTiB Oy IOOabIIOr0 JOBrOTPUBAJIOTO CIIOCTEPEXKEHHS.



Cepepn yuyacHukiB DPPOS (n = 2776), KyMyJIaTUBHa 4aCTOTa BUHUKHEHHS IL[YKPOBOTO
miabety Ha 15-my potri ctaHOBUTDL 62 % y rpymi nnanebo, 56 % - y rpymni metdopMminy
Ta 55 % - y rpymi BIpoBaAKeHHA aKTUBHOTO CIIOCO0Y XKUTTS. 3arajbHi KoedillieHTn
crtaHoBnsTh 7,0, 5,7 Ta 5,2 Bumnagky giabety Ha 100 mailieHTO-pOKiB cepen rpyIl
maie6o, MeThOPMiHYy Ta aKTUBHOTO CIIOCOOY KUTTS BiAMmoOBigHO. [TOPiBHSAHO 3 IPyHOI0
manebo y rpymi meTdopMiny pusuk miadbety OyB 3MeHIeHud Ha 18 % (kKoeditlieHT
pu3uky (KP) 0,82, 95 % 11 0,72-0,93; p = 0,001) ta Ha 27 % (KP 0,73, 95 % [OI 0,65-
0,83; p < 0,0001) y rpyni akTuBHOTO Ccrtoco0y xkutTs. [Ilomo cyKymHo1
MiKpOIIMPKYJISITOPHOI KiHIIeBOl TOUKU HedpomnarTii, peTuHOIAaTil Ta Heuponarii
pe3y/IbTaTU He BiAPI3HAINCSA 3HAYHO MiX rpynaMiy, aje ojid Yy4aCHUKIB, y AKUX He
PO3BUHYBCA LIYKpoBUM AiabeT npoTtsirom DPP/DPPOS, nommpeHicTh MiKPOCYOUHHUX
yCKagHeHb Oyna Ha 28 % HUKYO0I0, HiXK y TUX, Yy KOT0 po3BUHYBCS giabet (KP 0,72,
95 % I 0,63-0,83; p < 0,0001). Hemae xKoOHUX NOPIBHAIBPHUX JaHUX MO0 BILJIUBY
MeTPOPMiHy Ha MaKPOCYOUWHHI YCKIaJgHEHHS y Ialli€HTIB i3 IIOPYILIEHOIO
ToJlepaHTHicTIO go rimoko3u (ITTT) Ta/abo i3 mopyiieHoto riikemiero Hatie (ITT'H),
Ta/ado nigsumenum HbAlc.

Ony6mikoBaHi (pakTOpU PU3UKY AiabeTy 2 TUITY: MOHTOJIOImHE ab0 HErpoigHe
IOXOOXKeHHs, BikK nnoHapn 40 pokKiB, gucrinifnemis, apTepiajbHa TinepTeH3is, OXUPIHHSA
abo HagMipHa Maca Tina, BiK, poguHHMNYN aHaMHe3 (1 cTymiHb ciMelHOI CIiopigHeHOoCTi
i3 XBOpMM Ha IyKPOBUM HiabeT, recTallilHuM IIYKPOBUM OiabeT B aHaMHe3i Ta CUHOIPOM
nostikicTo3uux sseuHukiB (CITK).

JIiIKyBaHHS IIYKPOBOT'O giabeTy 2 Tumy

Y npoueci npocnekTuBHOro paHmomizoBanoro (UKPDS) gocnimkKeHHsT BCTaAHOBIIEHO
repeBary moraubieHOTr0 KOHTPOJIIO PiBHS TTIOKO3U B KPOBi y Malli€eHTiB 3 LIyKPOBUM
miabeToM 2 THUITY 3 HAOIMipHOIO MAcCoO0 TiNna, AKi oTpuMyBanu MeTHOPMiHY TigpoXITOpPUL
Hera’HoT0O BUBIIbHEHHS SIK Tepalliio IepiIol JTiHil micist Toro, siK JieTa BUSIBUIIACh
He[ieBOl. AHAJII3 pe3yJIbTaTiB MAlll€HTIB 3 HAAMIPHOI MacCoO0 Tijla, IKi OTpUMyBan
MeTHOPMiHYy TiOpOXJIOPU[ ITiCJIg TOTO, K Oi€Ta BUSABUIACh HEOi€BOIO, TOKa3aB:

e 3HAYHE 3HUXKEHHS a0COJII0THOTO PU3UKY OyIb-IKOT0 YCKJIagHEHHSs, ITOB’I3aHOT0
3 IIYKPOBUM giabeToM, y rpymi MeThopminy rigpoxmopuny (29,8 Bumnanky/1000
MaIiEHTO-POKIB) MTOPiBHSHO 3 IPYIIOIO IallieHTiB Ha mieTi (43,3 Bunaaky/1000
nauieHTo-pokiB), p = 0,0023, Ta nmopiBHAHO 3 rpynaMu KOMOiHOBaHOI Teparrii 3i
cynb(}OoHiTICe4Y0BUHOIO Ta MOHOTepamnii iHncynminom (40,1 Bunmaaky/1000 maienTo-
pokiB), p = 0,0034;

e 3HAYHE 3HUXEHHS a0COJJII0THOTO PU3UKY ITOB'sI3aHOl 3 iabeToM CMepPTHOCTiI:
MeTdopMiny rigpoxnopup 7,5 sunaaky/1000 mamieHTO-poKiB, nuie mieta - 12,7
Bunaaky/1000 marmienTo-pokiB (p = 0,017);



e 3HAYHE 3HUKEHHS a0COJIIOTHOTO PU3UKY 3arajbHOI CMEPTHOCTI: y IpyIri
MeTdopMiny rigpoxnopuny 13,5 Bunaaky/1000 maiieHTO-poKiB nmopiBHSAHO 3 20,6
Bunagky/1000 namienTo-pokis (p = 0,011), y rpymni namieHTiB Ha Oi€Ti, Ta
MMOPiBHAHO y rpyni KoMOiHOBaHOI Teparlil 3i cynb(OHiIICEYOBUHOIO Ta MOHOTEpPAaIil
igcyninoM; 18,9 sunaaky/1000 nanierTo-pokis (p = 0,021);

e 3HAYHE 3HUKEHHS a0COJIIOTHOT0 PU3UKY iHDapKTy Miokapaa: MeThOpMiHy
rimpoxsiopup 11 Bunankis/1000 nmanierTOo-poKiB, nuitte gieta - 18 sunagkis/1000
namiesTo-pokKiB (p = 0,01).

151 MmeThOPMiHY TiAPOXJIOPHUAY, 110 3aCTOCOBYETHCSA SIK Tepallis APYroro psany, y
KoMOiHa1ril 3i cysb¢pOoHiIICEYOBUHOIO ITepeBara 1iono KiIiHiYHUX pe3ynabTaTiB He Oyna
IIOKa3aHa.

[Tpu miabeti 1 Tuny KoMb6iHa1lisgs MeTHopPMiHy TimpoxIopuUAy Ta iHCYIiHY
BUKOPUCTOBYBAJIaCh Y OKPEMUX IAlliEHTIB, ajie KJIiHiYHa IepeBara i€l komOiHallii He
Oysna odilifiHo BCTaHOBIEHA.

dapmakokKiHemuka.
BcmoxkmyeaHHA

[Ticnst mepopanbHOTO 3aCTOCyBaHHA 1 TabnmeTKu JIiKapCchKOTO 3acoby CIO®OP® XR
1000 malieHTaMu ITiciist BXKUBAHHS 12Ki Ta HATIe MaKCHUMaJIbHA IIJIa3MOBa
KOHIIEeHTpallisi CTaHOBUTH 1214 HI/MII i JOCSATaETHCS B CEPEeOHbOMY 3a 5 roguH (Bim 4
mo 10 roguH).

MakcumMaribHa KOHIIEHTPaIlisd (Cmax) Ta IIJIoIIa ITig (hapMaKOKIiHETUYHOI KPUBOIO
«KOHIleHTpallisg-dac» (AUC) npemnaparty CIO®OP® XR 1000 € 6ioekBiBameHTHEMY 003i
1000 Mr npemaparty CIO®0P® XR 500 V 3[I0POBUX HOOPOBOJIBINIB SIK ITiCJIST BXKUBAHHS
1XKi, Tak i HaTIHIE.

BioekBiBajleHTHUU IIpenapaT Ma€e HaCTYIIHI BJIaCTUBOCTI.

[Tpu piBHOBaXKHOMY CTaHi, SIK i ITpu 3aCTOCyBaHHi Tab/IEeTOK i3 HeraHuUM

BUBIJIbHEHHSIM, MaKCuMallbHa KOHIeHTpairis (C ) Ta AUC 30i1bIIyIOThCS

HEITPOIIOPIIiiHO A0 BBEIEHOl BHYTPIITHHO AO3U. ﬁ%}(c IMiCJIsE ODHOPA30BOr0 IIPUUOMY
BHYTpimHbO 2000 Mr MeThOpPMiHY TiAPOXIOPUAY Y BUTISAOI TabJIETOK i3
IIPOJIOHTOBAHUM BUBINIbHEHHAM aHayioriuHe AUC, 110 CIIoCTepira€ThCs Miciast IPpUUuoMy
1000 Mr meTdhOpMiHY TiAPOXIOPUAY Y BUTTIAAI TaOIETOK i3 HeraHUM BUBIIbHEHHSM 2

pa3u Ha mooy.

KonuBaHHA Cmax Ta AUC B OKpeMUX Malli€EHTiB y BUMIAOKy NPUHOMYy TabJIeTOK
MeTHOPMiHY TiOpOXJIOPUAY 3 MPOJIOHTOBAaHUM BUBIJIbHEHHSM IIOPIBHSIHO 3
KOJIUBAaHHSIMHU, SKi CIIOCTEPIraloThCs Y BUMAAKY IIpuiioMy TabieTok MeThopMiHy



rigpoxJjiopupny i3 HeraHUM BUBUIBPHEHHSM, 3iCTaBHI.

[Ticnst 3acTocyBaHHS TabJIETOK i3 MPOIOHTOBaHUM BUBiNbHEeHHAM 1000 Mr micns
BXKMBAHHS 1Xi crioctepiranocs 306ineimenus AUC Ha 77 % (Cmax HigBUIIyBasiocsa Ha 26
% 1 Tmax IMOJOBXKYyBaJocs 0o 1 roouHm).

BcMmokTyBaHHS MeT(HOPMIiHY TiApOXIOpUAY 3 TaOJIETOK i3 IPOJIOHTOBAaHUM
BUBIIbHEHHSIM He 3MiHIOETHCS 3a/Ie2KHO Bif cKiany 1xki. He cnocTepiraerbcs
KyMyJauii npu 6aratTopa3oBomy npuiiomi o 2000 Mr MeThOpPMiHY TigpoXnopuny y
BUTISIAI TaOJIETOK i3 IMPOJIOHTOBAHUM BUBIJIbHEHHSIM.

Po3noodin

3B’s13yBaHHS 3 OiIKaMU IJIa3MU KPOBi He3HauHe. MeTopMiH IPOHUKAE B
epuTpouuTH. MakcrMaJsibHa KOHIIEHTpAallisl y KPOBi HUK4Ya, Hi2K MaKCUMaJlbHa
KOHIIeHTpallisd y mj1a3Mi KpoBi, i jocaraeTbcss npubIN3HO Yepe3 TOM caMuii dac.
EpuTtpouuTtu, iMOBipHillle 3a BCe, MPEeACTaBIAITh APYTY KaMepy po3noainy. CepenHiu
006’em po3nopainy (Vd) KonmBa€eThbCcs y Aiamal3oHi 63-276 1.

Memaboaizm

MeTdopMiH BUBOOUTHLCS Y HE3MiHEHOMY BUTJISAML 3i cedyero. MeTaboJIiTiB y JIIOOUHU He
BHUSIBJIEHO.

BuseoeHHsA

Hupxkosuii Kiipesac Mmetgopminy ctanoBuTh > 400 mi/xB. Lle BKa3ye Ha Te, 110
MeTHOpPMiH BUBOOUTHCS 3a PaXyHOK KIIy0OO4YKOBOI (inbTpallil Ta KaHaJIbIIeBOl CEKpelil.
[Ticnss mepopajibHOTO IPUMOMY 03U IIePiof HaAlliBBUBEAEHHS CTAHOBUTDL IIPUOIIU3HO
6,5 roguHU. [1pu mopymeHHi QyHKIIil HUPOK HUPKOBUHU KIJIipEeHC 3HUKYETHCS
ITPOIIOPIIINHO A0 KITipeHCY KpeaTUHiHy, TOMY I1epio HalliBBUBeOeHHs 30iTbITy€EThCS,
III0 TIPU3BOOUTH [0 30isbIlIeHHS PiBHSI MeT(GOpPMiHYy y IJTa3Mi KPOBi.

Ocobausi epynu nauieHmia
Hupkosa HeOocmamHicmb

HasiBHiI 0OMezKeHi fJaHi 1010 MalliEHTIB i3 TOMipHUM CTyII€HEM HUPKOBOI
HEeIOOCTaTHOCTi, TOMY HEMOXKJIMBO TOYHO OLIIHUTYU CUCTEMHY €KCIIO3UI[iI0 METHOPMIiHY
B LIi{ TPYIi MALi€HTiB ITOPiBHSAHO 3 MalliEHTaMU 3 HOPMaJIbHOIO PYHKITI€EI0 HUPOK. Tomy
HeoOXximHe KOPUTYBaHHS [MO3U 3TiHO 3 KJIiHiYHOI0 e(eKTUBHICTIO/TIEPEHOCUMICTIO
(muB. po3min «Cmocib 3acTOCyBaHHS Ta MO3U»).

IokaiHiuHI OaHi 3 be3neku




IokniniyHi maHi He BUSABUNYU crenudiyHol HeOe3MeKy O JIIOAUHYU, BUXOOSIYN 3
pe3ynbTaTiB TPAOUIIIMHUX OOCHIAXKeHb (hapMaKOoJIOTiuHol 6e3neKy, TOKCUYHOCTI
IIOBTOPHUX [03, TEHOTOKCUYHOCTI, KAHIIEPOT€HHOI'0 IIOTEHIialy, TOKCUYHOCTI OJ1sd
PEnpPOayKTUBHOI QYHKIIl.

®apMakKoTepalneBTHYHA Irpyna

limornikemiuyHi 3acobu 3a BUHSATKOM iHCYJIiHiB. Biryanimu.

Kom ATX A10B A02.
JIikapcbKa ¢popmMma

TabneTKu MPOJIOHTOBAHOI [Iii.

OcHoBHi (pi3uko-ximiuHi 81acmueocmi: TabeTKu OBaIbHOI ¢opmu Bif Gismoro mo
Matike 0inoro Konpopy 3 TucHeHHSIM «SR 1000» 3 ogHOT0 O0OKY Ta I'/TafKi 3 iHIIIOTO
OOKYy.



