IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

METAMIH® SR

(METAMIN® SR)

Cknao:
ditoua pevosuHa: metdopminy rigpoxnopup (metformin hydrochloride);
1 TabneTka MicTuTh MeTdopMiny rigpoxmopuny 500 Mr;

0ONOMIdCHI peyoBUHU: 1IeJTI0II03a MiKPOKPUCTaIidYHa, eTUIIENI0NI03a, TimpoMeno3a, MarHiio creapar,
KPEMHII0 TiOKCHU[ KOJOigHUM 6e3BOIHUMN.

JlikapcbKka ¢popMa. TabneTKy MPOJIOHTOBAHOI Mil.

OcHogHi ¢izuko-ximiuHi 81acmusocmi: TabneTku 6il0ro KOas0py, 0BalbHOI POPMHU, TafeHbKi 3 000X
OOoKiB.

dapMakoTepaneBTHYHA rpyna. [lepopasnbHi rinormaikeMisyioui 3aco6H, 3a BUHATKOM iHCYITiHiB.
Biryaninu. Kog ATX A10B A02.

dapmakonoeiuHi e1acmueocmi.

®apmakoduHamika.

MeTtdopMmiH - 6iryanin 3 anTurinepriikeMidyHuM eheKToM. 3HUKYE PiBEeHb I'TI0KO3H Y IIJIa3Mi KpoBi
K HaTIIe, Tak i micasa mpuiiomy 1xi. He cTuMyioe cekpetito iHCYMiHY i He CIpUYnHSIE
TinmoriIikeMidHOro eekTy, OocepegKoBaHOI0 UM MeXaHi3MOM.

MeTtdopMiH [ii€ TpbOMa LITIXaMHU:

- IPU3BOOUTE 10 3HUKEHHS IIPOAYKYBaHHS I'JIIOKO3U Y MEeYiHIl 3a paxyHOK iHriOyBaHHS
TJIIOKOHEOTeHe3y Ta IJIiIKOreHOIi3y;

- TIOKpallly€ YyTIUBICTh [0 iHCYJiHY ¥ M'd3aX, 110 IPHU3BOAUTH [0 MOJINIIEHHS TepUu(PepuIHOro
3axOIJIEHHS Ta YTUJIi3allii TII0K03Y;

- 3aTPUMY€ BCMOKTYBaHHS I''TIOKO3U y KUIMIEYHUKY.



MeTdopMiHy TifPOXIOPUA CTUMYJIIOE€ BHYTPIIIHbOK/TITUHHIM CUHTE3 TJIiIKOTeHY, BIIJIUBal0YM Ha
TJTiKOTeHCUHTeTa3y. 36inbllye TPAHCIOPTHY 3MiOHICTD YCiX BifoMUX TUMIB MeMOpaHHUX
IepeHoCHUKIB rimoko3u (GLUT).

dapMakKomuHaMi4YHi eQEKTH.

OcHOBHOI0 fi€0 MeTHOPMIHY TiIPOXTIOPUAY, OKPiM TimoriikemiuHoil, € cTabimizais abo He3HAYHA
BTpaTa MacHu Tijna.

HesanexHo Bif CBOEI Iil Ha riIikeMito, TabneTKyu MeT(POPMiHY 3 HETaHUM BUBITbHEHHSIM
IIPOSIBIISIIOTE TTO3UTUBHUY eheKT Ha MeTabosi3M mimifiB. 30kpeMa, 3HUXKYIOTh BMICT 3aTralbHOTO
XOJIeCTePUHY, JIMONpPOoTeiHiB HU3BKOI IIiTbHOCTI Ta Tpurainepunis. IlogibHuit ehekT He
CIIOCTepiraBcs NMPU 3aCTOCYBaHHi TaOIeTOK MPOJIOHTOBAHOI [Iii, iMOBIpHO, ¥ 3B’SI3KY 3 3aCTOCYBaHHSIM
IIperapaTy BBeuepi. Yepes Iie TaKOXK MOXKe CIIOCTEPIraTUCS IMiBUIEHHS BMICTY TPUIJIIIEPULIB.

KrniniyHa ebeKTHBHICTD.

3HMXKEHHS PU3UKY ab0 3aTpUMKa II0YATKY IIYKPOBOT0 HiabeTy 2 THUIY.

[Tporpama npodinaktuku giabety (DPP) y mopocnux 6yna 6araToleHTPOBUM, PaHAOMi30BaHUM,
KOHTPOJIbOBaHUM KJTiHIYHUM JOCHIAKEeHHSIX, B IKOMY OLIiHIOBaiX e()eKTUBHICTh BIIPOBai2KEHHS
aKTHBHOTIO Cc11oco0y KUTTS abo 3acTocyBaHHS MeTHOPMIHY IJIs MonepenKeHHSI ab0 3aTPUMKHU
PO3BUTKY IyKpoBOro miabeTy 2 Tumy. KpurepisMu BKmoYeHHs Oyiy BiK = 25 pokis, IMT =24 kr/m’
(=22 Kr/™M’ 1719 aMepUKaHIIB a3iiicbKOro MOXOMKEeHHs) Ta MIOPYIIEeHHS TOJIEPAHTHOCTI [0 TTII0KO3HU
IIJIIOC PiBEHb III0K03U HaTire 95-125 mr/mn (abo <125 Mr/mn ams aMepuKaHChbKUX iHAiaHIIB).
[MamienTam 6yn0 MpU3HaYeHO aKTUBHUM CIIOCIO XKUTTS, 2X 850 Mr MeTGOpMiHY ITIOC CTaHAAPTHI
3MiHu crioco0y XKUTTs a0o manedo III0C CTAaHAAPTHI 3MiHM CTIOCO0Y KUTTS.

CepenHi BuxigHi 3HaueHHS Ag y4acHUKiIB DPP (n=3,234 npotsirom 2,8 pokiB) OyIu HaCTyIHUMU -
BiK 50,6+10,7 poKiB, piBeHD TMIOKO3HX B I1a3Mi KpoBi HaTie 106,5+8,3 Mr/moj, piBeHb I'TIOKO3H B
y1a3Mi KpOBi 4epe3 ABi TOOUHM IIiCIIg MIPUMOMY TII0KO3U nepopanbHo 164,6+17,0 Mr/on Ta
34,0+6,7 xkr/mM* IMT. BopoBajXKeHHsI aKTUBHOTO CIIOCO0Y KHUTTS Pa3oM i3 3aCTOCYBaHHAM
MeT(OpMiHy 37aTHI 3HAYHO 3MEHIIUTH PU3UK PO3BUTKY IIYKPOBOTO AiabeTy B MOPiBHAHHI 3 maiebo,
58% (95% I 48-66%) ta 31% (95% M1 17-43%), BimmoBigHO.

[TepeBara BIPOBa[KEHHS 3MiH CIIOCO0Yy XKUTTS HaJ 3aCTOCyBaHHSIM MeT(hopMiHy Oyia OifbiIoio y
JITHIX IIalli€HTiB.

[ManieHTH, 110 OTPUMaK HaUOINbIITY KOPUCTH Bif JTiKyBaHHS MeThopMiHOoM, Oyiu BiKoM Biff 45 POKiB
i3 IMT = 35 kr/M°, y sKuxX 6a30BHuii PiBeHb ITIOKO3M Yepe3 2 TONUHU CTAaHOBUB 9,6-11,0 MMOIB/II,
6a3oBuit HbA1C = 6,0%, abo marienTu 3 rectaninaum giabetom. [s 3anobiraHHs PO3BUTKY
IIYKPOBOT0 OiabGeTy IPOTATOM TPhOX POKiB i3 yuyacHuKiB DPP - 6,9 narieHTiB O6ynu y rpymni akTUBHOT'O
criocoOy xkuTTs Ta 13,9 - y rpymi MeTdopminy. Touka JOCATHEHHS KyMYJISITHBHOI YaCTOTH
BUHUKHEHHS IIyKPOBOTO fiabeTy, ska mopiBHioe 50%, Oy7a BifcTpoyeHa NpubIM3HO HA TPU POKHU B
TpyIi MeTHOpPMiHY TIOPiBHSAHO 3 m1arebo.

[locmimKeHHS OIIIHKK Pe3yIbTaTiB mporpaMu npodinaktuky niabety (DPPOS) - 11e moBroTpuBae

crioctepexenHs DPP, 1o Bkitodae B ceOe Oinbin Hik 87% mouaTkoBux DPP matfieHTiB ams
MIOAAJIbIIIOT0 JOBrOTPHUBAJIOTO CIIOCTEPEXKEHHS.

Cepeq yuacHukiB DPPOS (n 2776), KyMy/aTHBHa 94acTOTa BUHUKHEHHS I[yKPOBOTo fgiabeTy Ha 15-Mmy
poti cTaHOBUTh 62% y rpymi nnane6o, 56% B rpymi metdopminy Ta 55% y Tpymi BIpoBafXKeHHS
aKTHBHOTI'0 CII0Cc0o0y XKUTTs. 3aranbHi KoedirienTu ctanoBnaTs 7,0, 5,7 Ta 5,2 Bunaakis miabety Ha



100 nmauieHTO-pOKiB y rpymnax mnane6o, MeTGopMiHy Ta aKTUBHOTO CIIOCO0Y XKUTTS BiATOBigHO. Y
TIOpiBHSAHHI i3 rpynoto mianebo y rpymni MeTdopMiny pusuk niabety 6yB 3aMeHmenut Ha 18%
(xoedimient pusuky (KP) 0,82, 95% 1 0,72-0,93; p=0,001) Ta HA 27% (KP 0,73, 95% [O1 0,65-0,83;
p<0,0001) y rpymi akTuBHOTO CI1oco0y KuUTTs. [I[010 CYKYIIHOI MiKPOIIMPKYIATOPHOI KiHIIEeBOI TOYKH
HedpomarTii, peTUHOMNATIl Ta HeMpoIaTil pe3y/bTaTy He Bifpi3HAINCL 3HAYHO MiX IrpylaMH, aje ajis
y4aCHUKIB, y IKUX He PO3BUHYBCS LyKpoBUY miabet npoTsarom DPP/DPPOS, nomupeHicTs
MIKPOCYIVHHUX YCKIagHeHb Oyia Ha 28% HUXKYOI0, HiX Y THUX, Y KOTO PO3BUHYBCS OiabeT
(xoedimient pusuky 0,72, 95% 11 0,63-0,83; p<0,0001). Hemae xogHNX NOPIBHANBHUX JaHUX IIOA0
BIIJIUBY MeT(HOPMiHY Ha MaKpPOCYAUHHI yCKnagHeHHs y nauieHTis i3 ITTT ta/ab6o IIT'H, Ta/abo
migBumenuM HbAlc.

®akTopu pu3uKy mgiabeTy 2 TUILY, IIPO SKi BimoMo 3 my0iKallii, BKII049aloTh: MOHTOJIOIIHE Y1
HeTPoigHe MOXOIXKeHHs, Bik moHan 40 pokiB, gucimifeMis, rimepTeH3is, 0XKUPIHHA Y1 HagMipHa
Maca Tina, BiK, pooguHHUY aHaMHe3 (1 CcTymiHb ciMeiiHOl CIIOPifHEHOCTi i3 XBOPUM Ha LyKPOBUHU
miabet), recTauiiHuM yKPOBUM fAia0eT B aHaMHE3i Ta CHHAPOM IOIiKicTO3HUX sieuHuKiB (CITKH).

JIikyBaHHS LIYKPOBOTO HiabeTy 2 TUmy.

[TpocnekTuBHe panpoMizoBane (UKPDS) mocrigKeHHS BCTAHOBHUJIO TIePEBAry MOTIn0IeH0T0
KOHTPOJTIO PiBHS TJIIOKO3HU B KPOBi y XBOPUX Ha I[yKpOoBUii fiabeT 2 TUIy 3 HAOAMiPHOIO MacoI0 Tia, 110
OTpUMyBanu MeTHOPMiHY TiIpOXI0pU HETalHOTO BUBIIbHEHHS K Tepallilo MepIol JTiHil micig Toro,
SIK IOieTa BUSIBUJIACh HEAi€BOK. AHaIi3 pe3yIbTaTiB XBOPUX 3 HAAMIPHOIO MacoI0 Tisla, SKi OTpUMyBaIu
MeThHOPMIHY TiIPOXJIOPHA IiCJIg TOTO, IK Ai€Ta BUSIBUIIACh HEMi€BOIO, II0KA3aB:

3HauHe 3HUXKEHHS a0COIIOTHOT0 PU3UKY Oy[Ob-IKOT0 YCKIaAHEHHS, II0B’ 13aHOTO 3
IIyKpOBUM [iaGeToM, B Ipymi MeTdopMiHy rimpoxnopuny (29,8 sunanky/1000 nauieHTO-pOKiB)
MIOPIBHSAHO 3 TPYIIOI0 Mali€eHTiB Ha AieTi (43,3 Bunagky/1000 mamierTo-pokis), p=0,0023, Ta
TIOPiBHSAHO 3 TpymnaMu KoMOiHOBaHOI Teparii i3 cynbdoHiIceY0BUHOI0 Ta MOHOTepaTtii incyninoM (40,1
Bunagky/1000 marienTo-pokis), p=0,0034.

3HAYHe 3HUKEHHS a0COJIIOTHOT'0 PU3UKY IOB’SI3aHO1 3 IIyKPOBUM miabeToM
CMepPTHOCTi: MeTGopMiHy rigpoxnopup - 7,5 Bunaaky/1000 maiieHTo-pokiB, nuiie gieta - 12,7
Bunaaky/1000 namienTo-pokis, p=0,017;

3HayHe 3HUKEHHS a0COJII0OTHOTO PU3UKY 3arajbHOI CMEPTHOCTI: ¥ IpyIi
MeThopMiny rigpoxnopuay 13,5 Bunagky/1000 marieHTo-poKiB y mopiBHsAHHI 3 20,6 Bumagky/1000
naiienTo-pokis (p=0,011), y rpymi naifieHTiB Ha [i€Ti, Ta MOPiBHSIHO y Ipymi KOMOiHOBaHOI Teparii i3
CcynbGhOHINICeYOBUHOIO Ta MOHOTeparii iHcynminoM; 18,9 Bunanky/1000 namierTo-pokis (p=0,021);

3HayHe 3HUKEHHS a0COJIIOTHOTO PU3UKY iHPapKTy MioKapaa: MeTQopMiHy
rigpoxmopup 11 sunankis/1000 mamieHTO-POKIB, nuiile mieta - 18 Bumanakis/1000 mamieHTO-POKIB
(p=0,01)

s MmeTGopMiHy TigpOXJIOPHUAY, 110 3aCTOCOBYETLCS K Teparlis Apyroi iiHil, y komOiHa1ii 3
Cynb(dOoHiNICEeYOBHHOIO, TIepeBara Iofo KIiHiYHUX pe3yIbTaTiB He OyJla IIoKa3aHa.

[Tpu niykpoBomy miabeti 1 Tumy KombiHalriio MmeTopMiHy rigpoxmopuny Ta iHCYIiHY 3aCTOCOBYBaIU
OKpeMUM TIallieHTaM, ajie KJliHiyHa rnepesara Iliei koMmOiHalii He Oy7a o¢iliifHO BCTaHOBIIEHA.

dapmaxoKiHemuxka.

BcmoxkmyeaHHA.



[Ticns mepopaibHOTO MPUtOMy TabIeTOK MeT(POPMiHY TiTPOXJIOPUAY i3 TPOIOHTOBAHUM
BUBiTbHEHHSM, abcopO1isi MeTHOPMiHy 3HAUHO YIIOBIILHIOETHCS TTOPIBHSAHO 3 TabIeTKaMu
MeThOPMiHY i3 HeralHUM BUBiITbHEHHSAM. Yac HOCATHEHHS MaKCHMallbHOI KoHIeHTpalil (T,,,)
ctaHoBUTh 7 roguH (T,,, 015 TabneToK i3 HeralHUM BUBITbHEHHSIM CTAHOBUTD 2,5 TOOUHN).

[Tpu piBHOBaXXHOMY CTaHi, 5K i Ipu 3acTOCyBaHHi TabIeTOK i3 HEraWHUM BUBITbHEHHSIM,
MakKcuMasbHa KoHIeHTpanis (C,,,,) Ta mmoma mig KpuBoo AUC 36imbIIyI0TECS HEMTPOIIOPLIRHO 10
BBe[IeHOI BHYTPIIIHLO [I03H.

AUC micns ogHOPa30BOro npuiiomMy BHyTpimHE0 2000 Mr MeTHOPMiHY TiIpOXTIOPUAY Y BUTIAM]L
TabJIeTOK i3 MPOJIOHTOBaHUM BUBiIbHEHHSIM aHajoriuie AUC, 110 CIIOCTEPIraeThCs MiCIs IPUUOMY
1000 mr meTdhopMiny rigpoxnopuny y BUrisagi TabmeTox i3 HeraHUM BUBITbHEHHSM [IBa pa3u Ha
no0y.

Komusanss C,,, Ta AUC B okpeMux Cy0’€KTiB y BUMafKy mpuiioMy TabaeTok MeThopminy
TigpOXJIOPUAY 3 IIPOJIOHTOBAHUM BUBIIbHEHHSIM IIOPIBHAHHI 3 KOJIMBAHHSAMMY, SKi CIIOCTEPIratoThCA Y
BUIIQ[IKy NpuiioMy TabieToK MeTHOPMiHY TifPOXIOPUAY i3 HeralHUM BUBITbHEHHSIM.

[Ticnsa npuiioMy TabeToK i3 IPOJIOHTOBaHMM BUBIIbHEHHSM HaTIIe CIIocTepiranocs 3uuxkeHHs AUC
Ha 30 % (C, 1 T, 3a/IMIIaTNCS HE3MIHHUMU).

BcMmokTyBaHHS MeThOPMiHY 3 TaGIETOK i3 MPOIOHTOBAHUM BUBITbHEHHSM HE 3MIiHIOETHCS 3aJIEKHO
Bip cknany ixi. He ciocrepiraerbcs Kymynsiil npu 6araTopazoBoMy npuiiomi o 2000 mr
MeT(OPMiHY TiZPOXJIOPUAY Y BUTTISAMI TabIE€TOK i3 IIPOJIOHTOBAHUM BUBITbHEHHSIM.

Po3nodia. 38’si3yBaHHs 3 OinKaMu m1a3Mu KPoBi He3HauHe. MeThOpMiH IPOHUKAE B €PUTPOLIUTH.
MakcuMarbHa KOHLIEHTpaLllisl Y KPOBi HMXKYa, HiXK MaKCUMaJlbHa KOHLIEHTpallis y IIJla3Mi KPoBi, 1

IOCSITAETHCS MPUONIM3HO Yepe3 TOM camMuil yac. EpuTporuTu, iMoBipHiIle 3a Bce, IPeaCTaBISIOTh
Ipyry KaMepy po3amnopniny. Cepenniii 06'em po3nofiny (Vd) konuBaeThes y Aiana3oHi 63-276 1.

Memaboaism.
MeTdhopMiH BUBOOUTLCS Y HE3MiHEHOMY BUTIISAAL 3 ceyero. MeTabomiTiB y TIONUHY HE BUSBIIEHO.
BuseodenHs.

Hupxkosuii knipeHc MeThopminy cTaHoBUTh > 400 mu1/xB. Lle BKa3ye Ha Te, mo0 MeTHOpMiH
BHBOIUTHCS 32 PaXyHOK KIIyO04YKOBOI GinbTpallil Ta KaHambleBol cekpetrii. [Ticis mepopanbHOT0O
IPUHOMY [O3H Tepiof HaliBBUBEOEHHS CTaHOBUTHL O6/IM3bKO 6,5 roguuu. [Ipu mopyiieHHi GyHKIIi
HUPOK HUPKOBUY KJIIPEHC 3HUKYETHCS MPOMOPILINHO A0 KIiPEHCY KpeaTUHiHy i TOMy Iepiof
HaliBBUBEEeHHS 30iMbIIYETHCS, 110 TPU3BOOUTD MO0 30iNblIeHHS PiBHSI MeT(OPMIHY Y IJ1a3Mi KPOBI.

Ocobaugi 2pynu nauieHmia.
Hupkxosa HedocmamHicme.

HasiBHiI 06MexKeHi laHi 11010 Nalli€HTIB i3 MOMipHUM CTyIIeHEeM HHPKOBOI HEJOCTATHOCTi, TOMY
HEMOXKJIMBO TOYHO OLIIHUTH CUCTEMHY €KCIIO3HUIIiI0 MEeT(OPMIiHY B Iili I'PYIIi MAlliEHTiB IOPiBHIHO 3
nalieHTaMy 3 HOpMaJbHOI0 PYyHKIli€I0 HUPOK. ToMy HeoOXiilHe KOPUTYBaHHS 03U 3TifHO 3 KJIiHiYHOIO
epeKTUBHICTIO/TIepeHOCUMIiCTIO (IuB. Po3Min «Crmocib 3aCTOCYBaHHS Ta HO3U»).



Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

3HUKEHHSI pU3uKy a00 3aTpUMKa II0YATKY IYKPOBOTO HiabeTy 2 TUILY Y HOPOCTIUX MallieHTiB
3 HaMipHOIO Maco Tina ta 3 ITTT* ta/abo III'H*, Ta/abo miguinenum piBaeM HbA1C, sKi MaoTh:

- BHCOKMM PU3UK PO3BUTKY SIBHOTO (MaHi(peCTHOT0) yKPOBOTO fiabeTy 2 TUIY (OUB. PO3Min
«®apMaKoOuHaMiKa»);

- IIPOTPECYIodi MOPYIIeHHs BYTI€BOOHOT0 00MiHY He3BaxKal4yy Ha Mogu(iKallilo aKkTUBHOTO
CIIoco0y KUTTS MPOTATOM Bif 3 10 6 MicsIIiB.

JIikyBaHHS IIpenapaToM MeTtamia®SR moBUHHO OyTy 3acCHOBaHe Ha OLiHIIi PU3UKY, II0 BKII0YAE
BiATIOBigHiI 3aX0¥M KOHTPOJIIO TJIiKeMii Ta CBifueHHs BUCOKOT0 PU3UKY 3 OOKY CeplieBO-CyOUHHOI
CUCTEMMU.

[TapanenbHO 3 TOYATKOM 3aCTOCYBaHHS MeT(QOPMiHY OTPiOHO MPOMOBKYBATH 3MiHHM CIIOCOOY KUTTS,
3a BUHATKOM THUX BUIIaAKiB, KOIY MalliEHT HECIIPOMOXKHHUM A0 TaKUX 3MiH 3 MEOUYHUX ITPUYKH.

*[1TT: TlopyimeHa TonepanTHICTH f0 rtoko3u; [1I'H: Tlopyiena rinikemis HaTie

JIikyBaHHS IIyKPOBOTO fiabeTy 2 TUIY y MOPOCIUX, 0COOIMBO y XBOPUX 3 HAAMIpPHOIO Macoio
TiNa, KOJIU JIUIIe AieToTeparisd Ta GisvyHi HaBaHTaxKeHHS He 3a0e3neuyioTh afeKBaTHUN
raikeMiuHK#E KOHTPOJb. MeTamid®SR MOXKHa 3aCTOCOBYBATH K MOHOTEpamio a6o y kombiHamii 3
IHIMUMY TepopanbHUMU MpoTHAiabeTHYHUMHU 3aco0aMu, ab0 CyMiCHO 3 iHCYTiHOM.

IIpomunoka3aHHs.
- TligBuIineHa 4y TIUBIiCTh 00 MeThHOPMiHY ab0 m0 Oyab-IKOT0 iHIIIOTO KOMIIOHEHTA IIpelapary;

- OyOb-IKHMH THI TOCTPOT0 MeTa0Oo IiYHOTO allua03y (HAIPUKIIaM, TaKToalua03, JiabeTHIHUN
KeToalluao03);

- miabeTUYHA ITPEKOMa;

- HUPKOBA HEIOCTATHICTh TSKKOTO CTYIeHs (IIBUAKICTh KIy0oukoBoi ¢inmbrparnii (IHK®) < 30
MJI/XB.);

- TOCTPi CTaHM, 110 IMPOTIKaI0Th 3 PU3UKOM PO3BUTKY IOPYIIEHb QPYHKIII HUPOK, TaKi SK:
3HEeBOJHEHHS OpraHi3My, TSXKKi iH(eKIIiliHI 3aXBOPIOBaHHS, LIOK;

- 3aXBOPIOBAHHS, III0 MOXKYTh MPU3BOOUTHU N0 PO3BUTKY TiMOKCii TKaHUH (0COOIMBO IOCTPi
3aXBOPIOBAHHS ab0 3aroCTPEeHHS XPOHIYHOI XBOPOOH): TEKOMIIEHCOBaHa CepIieBa HeIOCTATHICTE,
ouxajbHa HEJIOCTATHICTh, HEIIOJaBHO IepeHeceHn iHpapKT MioKapaa, II0K;

- IIe4YiHKOBa HEOCTaTHICTh, TOCTPE OTPYEHHS aJIKOT0JIeM, aJIKOT0JIi3M.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.



KombiHauii, u,o He pekomeHOyemMbCs 3acmocos8ysamu.

AK0201b. ATIKOTONTbHA IHTOKCUKAIIiSl acOLil0ETHCS 3 MiABUIIEHUM PHU3WKOM JIaKTOAIU03y, 0COOIMBO
y BUIIafIKaX rOJIOOyBaHHSA a00 JOTPMMAaHHS HU3bKOKAIOPiMHOI Mi€TH, @ TaKOXK IIPHU MEeYiHKOBIiA
He[oCTaTHOCTI.

HodosemicHi peHmeeHokoHmpacmi pevosuru. TTamieHTaM 3acTOCyBaHHS MEeThOPMIHY CIIifL
IPUIIMHUTH 0 a0 Mmif Yac IPOBefeHHs NOCTiIXXeHHS Ta He MIOHOBJIIOBATH paHille HixX yepe3 48
TOMH IIiCIIS OOCTiAXKEeHHS 3a YMOB OTPUMaHHS HOPMa/IbHO pPe3ynbTaTy HyHKIIl HUPOK (OUB. PO3Oinu
«Croci6 3acTocyBaHHs Ta 0o3u» Ta «OcoOMMBOCTi 3aCTOCYBaHHS»).

KombiHauii, ujo cai0 3acmocosysamu 3 obepedxcHicmio.

Hesiki nmikapceki 3acobu, HaNpUKIIafl, HECTEPOifHI mpoTu3ananbhi npenapatu (HII3II), BKI0OYaoyu
cenekTHBHi iHribiTopy muknookcurerasu (LIOT) II, iHribiTopu aHTi0TEH3UHIEPETBOPIOIOYOTO
dbepmenTty (AII®), aHTaroHicTH pelenTopiB aHrioTeH3uny II i miypeTuku, 0co6IUBO METIHOBI
[iypeTHKH, MOXKYTh HETaTUBHO BINIMHYTH Ha QYHKIII0 HUPOK, 110 MOXKe 30ibIINTH PU3UK
BUHUKHEHHS JlakToanupao3y. Ha moyaTky nikyBaHHS BUIle3a3HauYeHUMU JTiKapChbKUMU 3acobaMu abo
ix BUKOpuCTaHHi B KoMOiHarii 3 MeTopMiHOM HE0OXiIHO 3AiliCHIOBATH PETENILHUN KOHTPOIb QYHKIIiI
HUPOK.

Jlikapcuki 3acobu, w0 YuHsAMb 2inepeaaikemiuHy 0ito (2/110KOKOpmukocmepoiou cucmemHoi ma
Micuesoi 0il, cuMnamomimemuku,).

Heo0xifmHO "acTillle KOHTPOJIIOBATH PiBeHb I'IFOKO3U Y KPOBi, 0COOIMBO Ha MOYATKY JiKyBaHHS. I1if
Yac i micins mpUIrHEeHHS TaKol CyMiCHOI Teparii HeoOXifHO KOpUTYBaTH J03y MeTPOpMiHy
TigpoXJIOpUpay.

Tpancnopmepu opzaHiyHux kamiouia (OCT).

Metdopwmin € cybecTpaTom 060x Tumi Tpancnoptepis OCT1 i OCT2.

CymyTHE 3aCTOCyBaHHS MeT(HOPMIHY 3:

* inribiTopamu OCT1 (TakuMU SK BepamaMii) MOXKe 3HUKYBaTH e(heKTUBHICTE MeTPOPMIHY;

¢ ingykTopaMu OCT1 (Takumu K prudaMmIinmH) Moxke 301TbIIUTH MTyHKOBO-KUIIKOBE BCMOKTYBaHHS
Ta e(peKTHUBHICTh MET(HOPMIHY;

¢ inribiTopamu OCT2 (TakKuMU IK OIUMETHOUH, NOTyTerpaBip, paHOlIa3uH, TPUMETOIIPUM, BaHETaHio,
i3aByKOHAa30JI) MOXK€e 3HU3UTH HUPKOBE BUBEIEHHS MEeT(QPOPMiHYy 3 HACTyITHUM 301/IbIIIEHHSIM
KOHIIEHTPallil MeT(QOPMiHy B IJIa3Mi KPOBI;

* inri6iTopamu 060x OCT1 i OCT2 (Takumu sIK Kpi3oTiHib, omamapi6) Moxke BIJIUHYTH Ha
e(peKTUBHICTh Ta HUPKOBE BUBELNEHHS MeTHOPMIHY.

ToMy peKOMEHAYETHCS BUSIBIIATH 0COONMUBY 00€PEXKHICTh IIPU CYIYyTHBOMY 3aCTOCYBaHHI IUX
npenaparis 3 MeTHOpMiHOM, 0COOMMBO ¥ NMALIEHTIB 3 OPYIIeHHAM QYHKIII HUPOK, OCKiTbKU
KOHIIeHTpallil MeTGopMiHy B I1a3Mi KPOBi MOXKYTh 3POCTH. 3a HEOOXiMHOCTI CITif 3BaKUTH
MOXKJIMBICTbh KOPUTYBaHHS N03U MeThOpPMiHy, ocKinbKu iHTibiTopu/iHmyKTOopu OCT MOXKYThH BITUHYTH
Ha e(peKTUBHICTb MeT(OPMIiHY.



Oco06.1ue8ocmi 3acmocyeaHHsi.

Jlakmoauudo3 € myXxe PidKiCHUM, ajie TSXKKUM MeTaboliYHUM YCKIagHEeHHSM, 110 HalvacTile
BMHUKAE IIPU TOCTPOMY IOTipIneHHi QyHKII HUPOK, ceplieBo-1ereHeBOMY 3aXBOpioBaHHi abo Cemncuci.
[Tpu roctpoMmy moripieHHi QyHKINI HUPOK Bi0yBa€ThCS HAKONMUYEHHS MeTHOPMiHY, 1110 306ibIIyeE
PU3UK PO3BUTKY JIAKTOALUA03Y.

Y pasi 3HeBogHeHH (CumbHOI miapel abo OII0BaHHS, rapsTYKy a00 3MEHIIEHHS CII0XKUBAHHS PiqUHM)
PEKOMEHYEThCSI TAMYACOBO MIPUITMHUTH 3aCTOCYBaHHS METHOPMIHY i 3BEPHYTHUCS 3a MEOUYHOIO
OOIIOMOT 00,

fAKmio mamieHT oTpuMye MeTopMiH, ciif 3 06epekHICTIO pO3NMOUYNHATH JIiKyBaHHS 3acobaMu, 1110
MOXKYTb F'OCTPO MOTIipUIUTH (YHKIII0 HUPOK (HAaIPUKJIaf, TilMOTeH3UBHUMU IIPellapaTaMy,
cevorinauMu 3acobamu Ta HIT3II). [HIi hakTOpH PU3UKY BUHUKHEHHS JTaKTOAIUI03y BKITIOYAIOTh
HaAMipHe BXKUBaHHS aJIKOT0JII0, IIEYiHKOBY HEJOCTATHICTh, HEHOCTAaTHHO KOHTPOJIbOBAHUM LIyKPOBUU
niabeT, KeTo3, TpUBaJje roJIONYBaHHS i OyOb-AKi CTaHU, IIOB’sI3aHi 3 TIiOKCI€I0, a TAKOXK CYIyTHE
3aCTOCyBaHHS JIiKapChKUX 3ac00iB, 1110 MOXKYThb IPU3BECTH [0 JAKTOAIMA03Y (OUB. PO3TiNK
«IIpoTunoka3aHHs» Ta «B3aemofis 3 iHIIMMY TiKapPCHKUMU 3aco0aMu Ta iHII BUOU B3aEMOMIN»).

[MTauienTu Ta/abo ocobu, 110 3AiNCHIOITL 38 HUMU OIS, MaloTh OyTH MpoiHGOopMOBaHi PO PU3UK
PO3BUTKY AaKTOALMI03y. XapaKTePHUMM O3HAKaMU JIAKTOAIUA03Y € alluAOTUYHA 3aqullKa, Oinb y
JKUBOTIi, M'SI30Bi Cy[IOMH, aCTeHis Ta TilOTepMis 3 MOXK/IMBUM MIOJAbIIAM PO3BUTKOM KOMHU. Y pasi
0SIBY OY[Ib-IKOT'0 CUMIITOMY BUHUKHEHHS JIAaKTOAIUI03Y MalliEHT IIOBUHEH MPUITUHUTH
3aCTOCYBaHHSI MET(QOPMIiHY i HeraiHO 3BEPHYTHUCS [0 JiKaps.

IiarHOCTUYHI pe3yIbTaTH TabopPaTOPHUX AOCTiAKEHb - 3HUXKEHHS piBHg pH KpoBi (< 7,35),
IiABUINEHHS CUPOBATKOBOI KOHIIEHTPAIlil TaKTaTy (> 5 MMOJIb/T) i 30ibIIeHHS aHIOHHOTO IIPOMiXKKY
Ta CIIiBBIJHOLIEHHS JIaKTaT/IipyBart.

ITauieHmu 3i BCMAaHOB/AEHUMU YU Ni003PHBAHUMU MIMOXOHOPIAAbHUMU 3AXB80PHOBAHHAMU.
[TarmienTaM i3 MiTOXOHIOPiaTbHUMK 3aXBOPIOBAHHSIMY, TAKMMU SIK CHHIPOM MiTOXOHIPianbHOI
eHIledasonarii 3 71aKTOAMA030M Ta iHCYIbTONOAIOHUMY enizogamu (cuagpoM MELAS) i
ychiafkoBaHUM Bil MaTepi miabet i3 riyxoroio (MIDD), 3acTocyBanHS MeThOPMIiHY He
PEKOMEeHI0BAHO Yepes3 PU3UK 3arOCTPEHHS JIaKTOalUA03y Ta PO3BUTKY HEBPOJIOTIYHUX YCKIIagHEHD,
SIKi MOXKYTb IIPU3BOAUTH [0 MOTipIIeHHs Iepebiry 3aXxBopioBaHHS.

Y pasi nmosiBu micns npuitoMy MeThHOpPMiHy 03HaK i CHMIITOMIB, 10 BKa3yloTh Ha cuHapoM MELAS a6o
MIDD, nikyBaHHS HUM CJIil HETaWHO NPUIMHUTHU Ta IPOBECTHU LWIBUAKY HiarHOCTUYHY OLIHKY.

Hupkosa Hedocmamuicmy. IIK® crif OLiHIOBaTH A0 MOYATKY JIIKYBaHHS 1 PETYISPHO MiCisd 0T
3aBepireHHs (OuB. po3min «Crocib 3acTocyBaHHS Ta HO3W»). 3aCTOCYBAHHS MeTHOPMIiHY
npoTtunokasaHe naiiestam 3 [IIK® < 30 mn/xB i Mae OyTu TUMYacOBO NIPUNMHEHE 3a HasBHOCTI
3axXBOPIOBaHb, 110 3MiHIOIOThH (PYHKIIiI0 HUPOK (AUB. po3Hin «IIpoTUIIOKa3aHHS»).

Cepuesa ¢yHkuis. [1anieHTH i3 cepiieBoi0 HeJOCTAaTHICTIO MalOTh OiNTbII BUCOKUM PU3UK PO3BUTKY
rimokcii Ta HUPKOBOI HegocTaTHOCTI. [TamienTam 3i cTabiTbHOI0 XPOHIYHOIO CEPILIEBOI0 HEIOCTATHICTIO
MeT(hHOPMiH MOXKHA 3aCTOCOBYBATH IIPH PETYISIPHOMY MOHITOPUHTY CEPIIEBOI Ta HUPKOBOI QYHKIIII.
MetdopMiH npoTUNoOKa3aHUY MalliEeHTaM i3 TOCTPOI0 Ta HecTabiTbHOI0 CEPIIEBOI0 HEJOCTATHICTIO
(muB. po3min «IIpoTUIOKA3aHHSI»).

ITayieHmu AiMHb0O20 BIKY.

Yepes o6MeKeHHi faHi 00 TepaneBTUYHOI e(eKTUBHOCTI 3aCTOCYBaHHS /151 3MEHIIIEHHS PU3UKY



BUHUKHEHHS IIyKPOBOTO fAiabeTy 2 Tumy ab0o 3aTpUMKHU MOT0 [I0YaTKy y Malli€eHTiB BiKOM Bifi 75 POKIiB,
TaK{M IallieHTaM Npu3HauyeHHs MeT)OPMiHy He PeKOMEeHIOBaHe.

HodosemicHi peHmeeHokoHmMpacmi 3acobu. BHYTpillHEOCYIMHHE BBeJ€HHS HONOBMIiCHIX
KOHTPACTHUX PEYOBUH MOXKe BUK/IMKATH KOHTPACT-iHAYKOBaHY He(poMarTiio, 10 IPHU3BOOUTH 0
HaKONMU4YeHHS MeT(opMiHy i 30iNbIeHHs pU3UKY PO3BUTKY JlaKToauuno3y. [laieHTaM 3acToCyBaHHS
MeT(OPMIHY CITif IPUIUHUTH [0 a0o Iif Yac MpoBedeHHS JOCIigKeHHs Ta He IIOHOBJIIOBATH paHillle
HiXK dyepe3 48 romuH micis JoCligKeHHs 3a YMOB OTPUMAaHHS HOPMAJIbHOTO Pe3ylbTaTy QyHKIII
HUPOK (muB. po3pinu «Crocib 3acTocyBaHHS Ta [03U» i «B3aeMopis 3 iHIMMU TiKapChKUMU 3acobaMu
Ta iHII BUOY B3aEMOMIN»).

XipypeiuHi empyuaHHA. HeoOxigHO IPUIMHUTH 3aCTOCYBaHHS MeT(HOPMIHY IIif 9ac XipypriyHOro
BTPY4YaHHS, SIKe IIPOBOMSATS ITif] 3araibHOI0, CIIiHAIBHOIO a00 emigypanbHOI aHecTe3iero, i
TIOHOBJTIOBATH He PaHillle HixK yepe3 48 TOOUH Micys MPOBefeHHs onepallil abo BiTHOBIEHHS
IIepOPaIbHOTO XapuyBaHHS 3a YMOB OTPUMaHHS HOPMAaJIbHOTO Pe3yNbTaTy QyHKIIl HUPOK.

IHwi 3acmepedicHi 3axodu. TTarienTaM HEOOXigHO JOTPUMYBATUCS [i€TH, PIBHOMIPHOTO IPUHAOMY
BYTJIEBOMIB poTsaroM mobu. [TamienTaM i3 HaiMipHOIO MacoI0 Tina CJIifi TPOAOBXKYBaTH
NOTPUMYyBATUCS HU3bKOKANIOpPiKHOI fieTu. HeoOXigHO perynsipHO KOHTPOJIIOBATH 1abopaTopHi
[IOKa3HUKU PiBHSA IJIIOKO3U B KPOBI.

MeTtdopMiH MOXKe 3HMKYBaATU piBEHb BiTaMiHy B,, y cHpoBaTIli KPOBi. PU3KMK HU3BKOr0 PiBHA BiTaMiHy
B,, 3pocTae 3i 36inblIeHHIM 1031 MeTHOPMiHY, TPUBAIOCTI TiKyBaHHS Ta/ab0 y pa3i HasgBHOCTI y
nanieHTa (GakToOpiB PU3UKY, 5Ki, IK BiIOMO, CIPUUNHSAIOTH AeinuT BiTaminy B,,. V pasi nmigo3pu Ha
nedinuT BiTaminy B,, (Hampukiag, aHeMist abo HeWpomarTist) CiIil KOHTPOIIOBATH piBeHb BiTaMminy B,y
cupoBaTli Kpogi. [TanienTaM 3 hakTOpaMu pu3uKy medinuTy Bitraminy B,, Moxe OyTu noTpiOHUN
MOHITOPHUHT piBHA BiTaMiHy B,,. Tepamito MeT(opMiHOM CIIif MPOOOBKYBAaTH OO THX IIip, TIOKU BOHA
IIePeHOCUTHCS 1 He € IPOTUIIOKA3aHa, a BiANOBiAHEe KOpeKliliHe NTiKyBaHHSA AedinuTy BiTaminy B,
Ha[Aa€ThCS BiAMOBIMHO 10 MTOTOYHUX KITIHIYHUX peKOMeHOallil.

MonoTepariss MeTGOpPMiHOM He CIIPUYMHSE TimoriikeMii, ogHak ciim 0yTu 06epekHUM IIPU
OJHOYaCHOMY 3aCTOCyBaHHi MeTQOpMiHy 3 iHCyniHOM ab0 iHIIMME IepOPaIbHUMU TiNOTTiKEMiYHUMU
3acobaMu (HanpuKiaf, NOXiTHUMU CyIbGOHINICeY0BUHY ab0 METTiTUHITaMu).

MoxrBa HasBHICTh PparmMeHTiB 060710HKY TabeToK y dhekanisax. lle € HopMaIbHUM SBUILEM i He
Mae€ KJIiHIYHOTO 3HaYEeHHS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BaeimHicmb. HeKOHTpO/IbOBaHa TinepriikeMisa y NIPeKOHIENUiMHNY [Tepiof Ta Iif Yac BariTHOCTI
IIOB’sI3aHa 3 IMiIBUIIEHUM PU3UKOM BPOMIKEHUX aHOMaJli#, BTPATH BaTriTHOCTI, TilepToHii,
CIIPUYMHEHO] BariTHICTIO, IPeeKIaMIICil Ta TeprHAaTalbHOl CMEPTHOCTI. BaXkIKUBO MiATpUMyBaTH
piBeHb I'TIOKO3H B KPOBIi STKOMOTra 0/1uK4e [0 HOPMAJIbHOTO IIPOTSATOM BCi€i BariTHOCTI, 11100 3HU3UTH
PU3KK HECITPUSTINBUX HACJIINKIB rimepriikemii ais MaTepi Ta ii gUTHHH.

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

Benuka KinbKicTh JaHUX PO BariTHUX XKiHOK (Oinbire 1000 pe3ynbTaTiB BIIMBY) 3 KOTOPTHOTO
IOCTiIKEeHHSI Ha OCHOBI peeCTPiB Ta omy0IiKOBaHUX pe3yJIbTaTiB MeTaaHali3iB i KIiHIYHUX



IOCTiAKeHb BKa3y€e Ha BiICYTHICTh MigBUIIEHOTO PU3UKY BPOMXKEHUX aHOMaJIili a00 TOKCUYHOCTI A7
TIJI0la/HOBOHAPOXKEHOT0 BHACTIIOK BIJIMBY MeTGOPMIHY Y MepUKOHUENUiNHUY nepion Ta/abo min
4yac BariTHOCTI.

€ mesiKi HemiATBepAXKeHI JaHi PO JOBMOCTPOKOBUM BIIMB MeT(OPMiHy Ha Bary HiTel, Ki 3a3HaIu
BHYTPIIIHEOYTPOOHOTO BIIUBY. Cx0XKe, 110 MeT(HOpPMiH He BIJIMBAE Ha PYXOBHUH Ta COI[iaIbHUAN
PO3BUTOK MiTeM BiKOM [0 4 POKiB, SIKi 3a3HaNIK BHYTPIITHLOYTPOOHOT'0 BILIMBY, X04a HaHi 11010
NOBTOCTPOKOBUX HACIiOKiB 00MekKeHi.

Y pagzi kniHiuHOi He06XimHOCTI 3acToCyBaHHS MeT(hOPMiHY IIii Yac BariTHOCTI Ta Y TPEKOHIENIIINHAN
nepiofi MOXKJIMBE SIK NOTIOBHEHHS abo K albTepHATHBA iHCYiHY.

I'odyeaHHA 2py00. MeT()OpMiH €KCKPETYETHCSA ¥ TPyIHE MOJIOKO, aje y
HOBOHAPOIKEHUX/HEMOBIIAT, sIKi 3HaXOOWINCS Ha TPyAHOMY IofoyBaHHi, M0o0iYHi eheKTH He
cnocrtepiranucsg. OfHaK, OCKiTbKY HeJOCTaTHLO AaHUX 100 Oe3eKU 3aCTOCYBaHHS IIpenapary,
rOOyBaHHS I'PYALI0 HE PEKOMEHAYEThCSA IPOTATOM Tepallil MeTdopMminoM. PimerHs mopo
IPUNMHEHHS TONYBAHHS TPYANI0 HeoOXiqHO MpuiiMaTi 3 ypaxyBaHHSIM IepeBar I'pygHOT0
TOflyBaHHS Ta IOTEHUIMHOTO PU3UKY MOOIYHUX eDeKTiB Oy IUTUHU.

depmuavHicmb. MeThopMiH He BIIKMBaB Ha QEePTUIbHICTL TBAPUH MIPU 3aCTOCYBaHHI y mo3ax 600
MT/KT Ha mo0y, 1110 MaiiKe B 3 pa3u MepeBUIyBall MaKCHMalbHy PEKOMEHI0BaHy J000BY HO3Y [T
JIIOAWHY 3 PO3PaxyHKYy Ha IUIOLLY II0BEPXHI Tifa.

30amuicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

MeTtdhopMiHy TimpoX/JIOpUA He BIIJIMBAE HAa MIBUAKICTh peakiliii Ipu KepyBaHHi aBTOTPAHCIOPTOM abo
po0OTYy 3 iHIMUMM MeXaHi3MaMM, OCKiTbKM MOHOTEpAIIis IIperapaToM He CIPUYUHSE TimoraikeMil.

Opnaxk, crig 3 06epeKHICTI0 3aCTOCOBYBATH MeTGOPMiH y KoMOiHAIll 3 iHIIMMY TilOTTiKeMiYHIMUI
3acob6amu (moxigHi cynb(oHiICEUOBUHHU, IHCYIiH, METTITUAIHN) Y 3B'I3Ky 3 PU3UKOM PO3BUTKY
rimormikemil.

Cnocib 3acmocyearHHs ma do3u.

Llopocai nayieHmu 3 HOPMAaavHOW pYyHKUiE HUPOK (LIIK® = 90 ma/x8).

SHMKEHHS PU3UKY abo 3aTPHUMKA ITIOYATKY IIYKPOBOT'O giaGeTy 2 THIIY.

MeTdhopMiH crifg npu3HavaTHy JUIIEe TOMi, KOJIU 3MiHU B CIIOCO0i JKUTTS MPOTATOM 3-6 MiCSIIiB He
3a0e3MeuyoTh aieKBaTHOTO TTiKeMiYHOT0 KOHTPOJIIO.

JIikyBaHHS CIIif HOYMHATY 3 OfHiel TabneTku npenapary Metamin "SR 500 mr 1 pa3 Ha mo6y mif gac
IPUIOMY 1Ki BBEUepi.

Yepes 10-15 pmHiB MpoBefeHOr0 JIiKyBaHHS 103y HE0OXiAHO BiTKOPUTYBATH BifTIOBIMHO [0 Pe3yJIbTaTiB
BUMIipIOBaHb PiBHS I'IIOKO3U B KpoBi (3HaueHHS OI'TT (opanbHUY TTIOKO30TOJIEPAaHTHUY TeCT) i/abo
BMICTY I'JII0OKO3H B Ij1a3Mi KpoBi HaTile i/abo HbAlc noBunHi 6yt B HOpMi). [ToBinbHE 36inbIIeHHS
03U MOXKe ITOKPAIIUTH IePEHOCUMICTh 3 00Ky TpaBHOTO TpakTy. MakcuMabHa peKOMeHI0BaHa



no3a ctaHoBuTh 4 Tabnetku (2000 mr) 1 pa3 Ha go0y mif yac npuiioMy ixki BBedepi.

PexoMeHOyeThCS PETyIAPHO KOHTPOIIOBATHU (KOXKHI 3-6 MicAIll) rMTiKeMidyHUM CTaTyC (3HaYEHHS
OT'TT i/abo BMicTy T'/II0OKO3H B IJ1a3Mi KpoBi HaTie, i/abo HbAlc), a Takox (paKTOpy pU3UKY OIS
IPUMHATTS PillleHHS [00 HeoOXigHOCTI MPOOOBXKEHHS, 3MiHU YU IIPUNMHEHHS JIIKYBaHHS.

Takok HeoOXigHO MIPOBOOUTH ITOBTOPHY OLIHKY JIiKyBaHHS, SIKIIO MAlieHT 3TOAOM BIIPOBAIKYE
TIOKpallleHHs XapuyBaHHs Ta/a00 ¢i3nyHi HaBaHTaXeHHS a00 SKII0 3MiHM CTaHY 3[0POB'S MallieHTa
[I03BOJIAIOTh 3MIHUTH CIIOCI0 KUTTS.

Monomepanis abo kombiHosaHa mepanis y NOEOHAHHI 3 THWUMU NEpPopPaANbHUMU 2ino2aiKeMidyHUMU
3acobamu.

PekomeHgoBaHa moyaTkoBa fmo3a - 500 mr (1 TabimeTka) Ha mo0y.

Yepes 10-15 nHiB mpoBemeHOro JiKyBaHHS 03y HEOOXiIHO BiTKOPUTYBATH BifTIOBIAHO 10 pe3y/lbTaTiB
BUMIpIOBaHb PiBHS TJIIOKO3U B KPOBi. [I0BifibHE 30iNbIIeHHS 03U CIIPUSIE 3HUKEHHIO T0OIYHUX
edekTiB 3 60Ky TpaBHOTO TPaKTy. MakCUMalbHa peKOMEeH0BaHa 03a cTaHoBUTL 2000 Mmr (4
tTabneTkKu) Ha 0o0y.

o3y mpemnapaty npuiiMaTi 1 pa3 Ha goOy Iig yac npuitoMy ixi BBeuepi, 30inbiyoun Ha 500 mr
KoxkHi 10-15 griB mo 2000 Mr.

Ao HeoOximHOTO pPiBHA TTiKeMil He MOXKHA JOCATHYTHU IIPU 3aCTOCYBaHHi Metamia®SR y 1o3i 2000
MT, SIKYy TIpuiimMace maifieHT 1 pa3 Ha go0y, MallieHTy CIlifg 3aCTOCOBYBaTH Metamia®SR y 1031 1000 mr 2
pasu Ha o0y mif Yac mpuroMy ixi.

Ao HeoOximHOTO piBHS I'/TiKeMil He HOCSITHYTO, MOXKHA 3aCTOCOBYBaTH TabneTKu MeTHopMiHy
rigpoxiopuay 3 HeraHUM BUBITbHEHHSIM y MaKCUMallbHill pekoMeHoBaHii 103i 3000 mMr Ha [o0y.

[l malieHTiB, AKi BXKe JiKyBanucs MeT)OPMiHOM, TOYaTKOBA J03a Ipenapary Mertamia®SR,
TabJeTOK 3 MMPOJIOHTOBAaHUM BUBiTbHEHHSM, Ma€e OyTH eKBiBasieHTHa 1000Bil m03i TabnIeToK i3
HeralHUM BUBiIbHeHHAM. [lallieHTaM, SIKi OTPUMYIOTh Tepaliio MeTgopMinoM y mo3i Buie 2000 mMr
Ha 00y, He PeKOMEHIyETLCS [IePeXOUTH Ha Tepamiio npenapatoM Meramin®SR.

Y Bunapky nepexony Ha mpenapat MeTtamia®SR, TabneTKu 3 MIPOJIOHTOBaHUM BUBiNbHEeHHSIM, 500 Mr,
HeOoOXiTHO IPUNMHUTHU NIPUIOM iHIIIOT0 MPOTUAIa0eTUYHOTO IIperaparty AJis IepopaabHOTO
3aCTOCYBaHHS.

KombiHosaHa mepanis 3 iHCYaiHOM.

[l qocATHEHHS KPAaIoro KOHTPOJIIO 3a PiBHEM IJIIOKO3M B KPOBI MeT(HOPMIH Ta iHCY/IiH MOXKHa
3aCTOCOBYBATH y BUTIISAZi KOMGiHOBAHOI Tepamii. 3a3Budail moyaTkoBa fo3a MetaMin®SR CTaHOBUTH
500 mr (1 TabneTka) Ha Ho0y mif Yac mpuiioMy 1Xki BBedepi, ToAi K O03y iHCYIiHy He0OXigHO
nigOupaTy BiAMOBIMHO OO pe3y/bTaTiB BUMipIOBAHHS PiBHS I'MIIOKO3U B KPOBI.

Y nauienmis 1imHb020 8iKy MOKJIMBE NOTipINeHHS (QyHKIiI HUPOK, TOMY 003y MeT()opMiHy HeoOXigHO
nigOupaTy Ha OCHOBI OIiHKY (QYHKIII HUPOK, SKY CIIif IIPOBOOUTH PETYISIPHO (IUB. PO3MiN
«Oc06IUBOCTI 3aCTOCYBaHHS»).

[lepeBara 3MeHIIEHHS PU3UKY BUHUKHEHHS IIyKPOBOTO fiabeTy 2 Tumy ab0 3aTPUMKHU HOTO TOYATKY
He OyJla BCTAHOBJIEHA Y IAIlieHTiB BikoM Bif 75 pokiB (ouB. po3min «PapMakKoguHaMiKa»), TOMy TaKUM
nalieHTaM He peKOMeH[I0BaHe Ipu3HadeHHSI MeT(POopMiHY (guB. po3min «Oco0auBoCTi



3aCTOCYBaHHS»).

Hupkosa Hedocmamuicmy. LIIK® criif omiHIOBaTH [0 IOYATKY JIiIKyBaHHS JiKapChKAMU 3ac00aMH, 1110
MiCTSTh MEeT(QOPMiH, Ta MiC/ISA MOYATKy JIiKyBaHHS IPUHAUMHI IOPiYHO. Y Nalli€HTIB 3 MigBULIIEHUM
PU3UKOM IIOHAJBIIOTO MPOrPeCyBaHHS HUPKOBOI HEIOCTATHOCTI Ta y Malli€HTIB JIiITHLOTO BiKYy, CITif
IIPOBOIUTY PETEIbHUM MOHITOPUHT (DYHKIII HUPOK SKOMOTa YacTillle, HallpUKJIal, KOXHi 3-6 MicALiB.

[IK® (mn/xB) |3arampHa MaKcHMajbHa mo0oBa |[logaTKoBi peKoMeHmallii

no3a

60-89 2000 mr Y pasi sHmKeHHS QYHKII HUPOK PEKOMEHIYETHCS
PO3TJITHYTH MOXKJIMBICTh 3MEHIIEHHS [O3H.

45-59 2000 mr Cnip mpoaHanisyBaTy (akTOpH, SIKi MOXKYTh
30ITBIIUTY PU3UK PO3BUTKY JIaKTOALKUIO03Y (OUB.
po3min «OcobONMMBOCTI 3aCTOCYBAHHS») OO TOYATKY
TiKyBaHHSI MET()OPMiHOM.

[ToyaTKOBa 4032 CTAHOBUTL He OiJbIle IIOJIOBUHHU

30-44 1000 mr [MakcumanbHOI Do3H.

<30 - 3acTocyBaHHSI MeT(HOPMiHY IPOTHAIIOKA3aHe.

Himu.

[IpenapaT He 3aCTOCOBYBATH HiTSIM, OCKiIbKM HeMa€ KIIiHIYHUX [JaHUX CTOCOBHO Ii€l BiKOBOI Ipymnu
MAllieHTiB.

Ilepedo3yeanHns.

[Tpu 3acTocyBaHHi IIpenapaTy y 4031 85 I pO3BUTKY TimoriikeMil He crocTepiranocsa. OgHaK y IbOMY
BUIIAJKYy CIIOCTEPiraBCcs PO3BUTOK JIaKTOALUA03Yy. 3HAYHE [TePeBUILleHHS 1031 MeThopMiHy abo
CyHyTHi ()aKTOpY PU3UKY MOXKYTh CIPUYUHSATI BUHUKHEHHS J1aKToauuno3y. JlakToaluumgos €
HEeBIOKJIafHUM CTAaHOM. Y BUIIAKy PO3BUTKY JIaKTOALMA03Y JIIKyBaHHSA IIperapaToM MeTamin®SR
HeoOXimHO ITPUNIMHUTH i TEPMiHOBO TrocmiTasidyBaTtu xBoporo. HatieeKTUBHIIIIMM 3aX000M AJIs
BHMBEIEHHS 3 OpraHi3aMy JaKTaTy i METQOPMiHY € reMofiaia.

ITobiuni peakuii.

[To6iyHi peaktii y maIfieHTiB, SKi 3aCTOCOBYyBanyu MeTHOPMiHY TiIpOXIOPHUL ITPOJIOHTOBAHOI il Oyu
nofiOHMMU 3a MPUPOOI0 Ta CTYIIEHEM TSKKOCTi 10 TaKUX Y MAIiEHTIB, SKi 3aCTOCOBYBAJX IIperapar
MeT(QOpPMiHy TiZPOXJIOPHN i3 HeTalHUM BUBITbHEHHSIM aKTUBHOI PEUOBHHU.

Haituacrimumu He6akaHUMM PeakIlisMu Ha IMOYaTKy JIiKyBaHHS € Hy[IoTa, O/1toBaHHS, fiapes, 6inb y
JKMBOTI, BigCyTHICTh ameTuTty. Lli cuiMnToMu y GinbIIOCTi BUMIQ[IKiB MUHAIOTh CAMOCTIHWHO.

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

nyxe 4dacto (= 1/10), gacto (= 1/100i < 1/10), Hewyacto (= 1/1000i < 1/100), pigko (= 1/10000 i
< 1/1000), myxe pigko (< 1/10000).




ITopyweHHsA 0OMIiHY PeUOBUH.

YacTo: 3HMKEHHS piBHS/OedinuT BiTaMiny B,, (guB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).
Iyxke pigko: makToanugo3 (AuB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

3 boky Hepeogoi cucmemu.

YacTo: IOPyILIEHHS CMaKy.

3 60Ky mpasHo20 mpakmy.

Iyxe "yacTo: po3yagu 3 60Ky TpaBHOI CUCTEMH, TaKi IK: HygoTa, O6i0BaHHS, miapest, 0ilb y XKUBOTI,
BifmCcyTHiCTh aneTtuty. Haituacrire 11i mo6iuyHi sBUIla BUHHKAIOTh Ha IIOYATKY JIIKYBaHHS Ta Y
OiNBIIIOCTI BUMIAAKIB CTIOHTAHHO 3HUKAIOTE. [[71g TonepenKeHHs BUHUKHEHHS MOOIYHUX SABUI 3 OOKY
TPABHOT'O TPAKTy PEKOMEHAYETHCS MOBiIbHE 30i/IbIIIEHHS NO3HU IIpernapary.

3 boky 2enamobisiapHoi cucmemu.

Iyxe pigKo: OKpeMi IIOBifOM/IEHHS IIOA0 MOPYIIeHHS II0Ka3HUKIB QYHKII] euiHKu abo remaTuTis,
1110 TIOBHICTIO 3HMKAIOTH IiCJg BiAMiHM MeT(opMiHy.

3 6oky wkipu ma niOwKipHoi KAiMKOBUHU.

IyXe pigko: IIKipHi anepriufi peakilil, BK/II04Yal0Yu BUCUIIH, €PUTEMY, CBEPOikK, KPOIIUB' THKY.

[ToBimomIeHHs IPO Migo3pioBaHi M06GiYHI peakiiii.

[ToBimoMnenHs mpo mobiuHi peakilil micyis peecTpariii 1ikapchKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.
Lle mae 3MOry IPOBOOUTHA MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBAHHI LIbOT'O
JiKapchKOro 3acoby. MeguuyHuM Ta ¢hapMalleBTUUHUM IIpalliBHUKAM, a TaK0OX MallieHTaMm abo ixHiMm
3aKOHHUM IIpefCTaBHUKAM CJIif TIOBiTOMJISITH TIPO YCi BUTIAAKHU Ii03PI0OBaHUX IMOOIYHUX Peakllii Ta
BifICyTHOCTI e(peKTHUBHOCTI TiKapCchKOro 3aco0y dyepe3 ABTOMaTH30BaHy iHGOpPMalliliHy CUCTEMY 3
dhapMakoHarnsAmy 3a MmocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 pPOKH.

YMoBu 30epiranHsi.

36epiratu nmpu TeMiepaTypi He Buile 25 °C B opuUTiHaNbHIM YIIAKOBII.

36epiraté y HEOOCTYIIHOMY OJIST OiTe# MicCIIi.

YnakoBka.



[To 7 TabneTtok y GmicTepi; mo 4 6icTepH y KapTOHHIM YIIaKOBIIi.

[To 15 TabneTox y GiicTepi; mo 2 abo 6 6iicTepiB y KapTOHHIM YIIaKOBII.

Kareropis Bigmycky.

3a pelemnToM.

BupPOOHHK.

TOB «KYCYM OAPM».

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.

40020, Ykpaina, Cymcrka o6nacth, M. Cymu, Byn. CkpsibiHa, 54.

abo

BupoOHHK.

TOB «['JIEODOAPM JITI».

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micls IpoBaJIXKeHHs HOro Tis/IbHOCTI.

40020, Ykpaina, Cymchka ob6nactb, M. Cymu, Bys. [JaBumoBCchKOTO I'puropis, 54.



