Ckian

Oitoua peuosuHa: MmeTHoOpMiHYy rigpoxnopun (metformin hydrochloride);
1 TabrmeTka nposioHroBaHOl Oil MicTuth 500 Mr MeT(hHOPMIiHY TiAPOXTIOPULY;

OONOMIJICHI pedyoB8UHU: MarHil0 CTeapaT, KPEMHIIO MiOKCUL KOJIOImHUIM Oe3BOOHUM,
HaTpio KapMeo3a,

rinpomesno3a (tun B’13kK0CTi - 100 000 MmIla-c, Tun 3amimnenHs - 2208), Boga o4uIeHa.
JIikapcbKa ¢opMma

TabsieTKu IIPOJIOHTOBAHOI Mil.

OcHOBHI (i3uko-ximiuHi 81acmueocmi: TabeTKU KarncynononioHol ¢opmu Big 6inoro
oo Marizke 0in1oro Konbopy 3 TUCHEeHHSIM «SR 500» 3 omHOTro O0KY Ta TIafKi 3 iHIIOTro
OOKYy.

®dapMaKoTepalneBTHYHA Irpymna

limornikemiuHi 3acobu 3a BUHATKOM iHCYJTiHiB. Biryaninu.

Koo ATX A10B A02.
®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

Metdopwmin - GiryaHig 3 aHTurinepriaikeMidyauM epekToM. 3HUKYE PiBEHD T'JIIOKO3U Y
IJIa3Mi KPOBIi SIK HaTIIe, TakK i micis BXKKUBaHHS 1Ki. He cTUMyJi0€ ceKpellito iHCyminy i
He BUSBJISIE TIMIOTIIKEMIYHOTO e(PeKTy, OII0CEPEeIKOBAHOI0 UM MeXaHi3MOM.

MeTdopMiH i€ TppOMa IIJIIXaMU:

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

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

e 3aTPUMYy€E€ BCMOKTYBAHHS IIIOKO3U y KUIIIEYHUKY.

MeTdopMiHy TiApPOXJIOPUL CTUMYJIIOE€E BHYTPIIIHbOKIIITUHHNUY CUHTE3 T'JIiKOTEHY,
BILUIMBAIOYU Ha TJIIKOTeHCUHTEeTa3y. 30ibIllye TPAHCIIOPTHY 3[aTHICTh yCiX BigoMux
TUIIiB MeMOpPaHHUX ITePeHOCHUKIB rimoko3u (GLUT).



dapMakoguHaMiuHi edeKTHu

KriniuHi mocmigKeHHS moKa3alH, 110 OCHOBHOIO Ai€l0 MeT(HOPMiHY, OKpPiM
rimormikemiuHol, € cTabini3allis abo He3Ha4YHa BTpaTa MacH Tija.

HeszamekHo Bif CBO€] fil Ha riikeMiro, TabseTku MeTPOPMiHYy 3 HETAUHUM
BUBiJIbHEHHSIM BUSBJISIOTH TO3UTUBHUM e(PeKT Ha MeTabomni3M ninimiB. Lleir edpekT OyB
OOBeOEeHUM IIPU 3aCTOCYyBaHHI TepaleBTUYHUX O03yBaHb Y KOHTPOJILOBAHUX CEPEIHBO-
a00 MOBrOTpPUBAIUX KITIHIUYHUX OOCITiIXKEHHAX: TabmeTKu MeTPOopMiHy 3 HeTalHUM
BUBIJIBHEHHSM 3HUXKYIOTH BMICT 3arajIbHOTO XOJIECTEPUHY, JIIIOIPOTEIHIB HU3bKO1
IIiITBHOCTI Ta Tpuriiuepunis. ITomioHui epeKT He ciocTepiraBcs MpPU 3aCTOCYBaHHI
TabJIETOK MPOJIOHTOBAHOI [il, iMOBIpHO, y 3B’SI3KY 3i 3aCTOCYBaHHSM IperaparTy
BBedepi. Hepes 11e TaKOXK MOXKe CIIOCTEPIraTUCs HiABUILEHHSA BMICTY TPUTJIILIEPUIIB.

KrniniyHa e)eKTHUBHICTh

3HMKEeHHS PU3UKY a00 3aTPHUMKa IIOYaTKYy IIVKPOBOTrO AiabeTy 2 Tumy

[Tporpama npodinakTuku miabety (DPP) y mopocnux Oyna 6araToieHTPOBUM,
pPaHOOMi30BaHUM, KOHTPOJILOBAHUM KJIIHIYHUM OOCIIIOXKEHHSAM, B SIKOMY OL[iHIOBaIu
e(peKTUBHICTh BIPOBA[XKEHHS aKTUBHOTO CIIOCO0Y KUTTSA ab0 3aCTOCYBaHHSA
MeTGhOPMIHY OIS onepenkKeHHs: abo 3aTPUMKHU PO3BUTKY IIYKPOBOTO AiabeTy 2 TUITY.
Kpurepisimu BkIoueHHs Oyiu Bik = 25 pokiB, iHgekc macu Tina (IMT) = 24 KT/M2 (=
22 KF/M2 OJIs1 aMepHUKaHIIiB a3iiiChbKOT0 ITOXOAKEHHS) Ta IOPYILIeHHs TOJIEPaHTHOCTI 0
TJIIOKO3M IIJIIOC PiBeHb I'/II0K03U HaTtie 95-125 mr/on (a6o < 125 Mr/on mns
aMepUKaHCbKUX iHmiaHIiB). [TamieHTam Oysi0 Mpu3HaAYe€HO aKTUBHUU CIOCIO XKUTTS,
2x850 Mr MeT(hOpPMiHYy IIJIIOC CTaHOAPTHI 3MiHUM cIoCcO0y KUTTS abo 1iamebo ILTIoC
CTaHOaAPTHI 3MiHU CITIOCOOY KUTTH.

CepepnHi BuxifHi 3HadyeHHs a4 ydacHUKiB DPP (n = 3,234 gna 2,8 poky): BiK
50,6+10,7 poky, piBeHb I'JIFOKO3U B my1a3Mi KposBi HaTiie 106,5+8,3 Mmr/a, piBeHb
TJIIOKO3HU B IJTa3Mi KPOBi Yepe3 ABi TOOAWHMU ITiCJIg IIPUNOMY TJIIOKO3U ITepPOpaibHO
164,6+17,0 mr/on ta 34,0+6,7 KF/M2 IMT. BuupoBaaXKeHHSI aKTUBHOTO CITOCOOY KUTTS
pa3oM i3 3aCTOCyBaHHSAIM MeT(HOPMiHY MOXKe 3MEHIINTU PU3UK PO3BUTKY IIYKPOBOTO
miabeTy mopiBHsIHO 3 1aebo, 58 % (95 % I 48-66 %) Tta 31 % (95 % I 17-43%)
BiAIOBIOHO.

[TepeBara BOpoBaIKeHHS 3MiH CIIOCO0Y KUTTS HaJl 3aCTOCYBaHHSAM MeTdopMiHy Oyra
OinbIIIOIO y MAalliEHTIB JIITHHOTO BIiKY.

[MaienTH, Ki oTpUMasii HaubiNbIly KOPUCTH Bifl JIiIKyBaHHS MeTQopMiHOM, Oynu
BikoM Bim 45 pokiB i3 IMT, 1o = 35 KI"/MZ, y IKuX 0a30BUM PiBEHb I'TIIOKO3U Yepe3 2
roguHu ctaHoBuB 9,6-11,0 mmonb/mn, 6a3oBuit HbA1C = 6,0 %, abo martieHTu 3
recTalinHuM aiabeToMm.



I71s1 3amo6iraHHst OQHOT0 PO3BUTKY IIYKPOBOTO AiabeTy MPOTSATOM TPhOX POKIB y I'pyIri
naniedTis DPP 6,9 nanienTiB Oynu y rpyIi akTUBHOTO cItocoOy kutTs ta 13,9
NalLi€eHTiB - y rpymi MeTdopMiny. TouKa HOCATHEHHS KyMYJISTUBHOL 4aCTOTH
BHHUKHEHHS IIYKPOBOTO AiabeTy, sika gopiBHIOE 50 %, Oysna BimcTpodyeHa npubIM3HO
Ha TPHY POKHU B I'pyIli MeT(OpMiHy IOPiBHAHO 3 mJiaiebo.

IociimxeHHs OLIHKYA pe3yJIbTaTiB mporpamMu npodinaktuku giabety (DPPOS) - e

OOBroTpuBaJe crocrepexeHHss DPP, 1o Bkitouae B cebe Oinbli HiXK 87 % mMoYaTKOBUX
DPP na1ieHTiB Ojis IIOOaIbIIOr0 JOBrOTPHUBAIOr0 CIIOCTEPEXKEHHS.

Cepepn yuacHukiB DPPOS (n = 2776), KymyJIaTUBHA 4aCTOTa BUHUKHEHHS IIyKPOBOI'O
miabeTty Ha 15-my potri ctaHOBUTDL 62 % y rpyti nnaiebo, 56 % - y rpyni metdopMiny
Ta 55 % - y rpy1i BIpoBaAKeHHSA aKTUBHOTO CIIOCO0Y XKUTTA. 3arajibHi KoedilieHTn
ctaHoBnATh 7,0, 5,7 Ta 5,2 Bunagky aiabety Ha 100 maiieHTO-poKiB cepeq rpyIl
miane6o, MeTGopMiHy Ta aKTUBHOTO CIIOCOOY KUTTS BiAnmoBigHO. [TOpiBHAHO 3 IPyIIoio
manebo y rpymi meTdopMiny pusuk miabety 6yB 3MeHIeHud Ha 18 % (kKoeditlieHT
pu3uky (KP) 0,82, 95 % 101 0,72-0,93; p = 0,001) ta Ha 27 % (KP 0,73, 95 % I 0,65-
0,83; p < 0,0001) y rpyni akTuBHOTO c1rioco0y kKuTTs. [Ilogo cyKymHo1
MiKPOIIMPKYJIITOPHOI KiHIIeBOl TOYKU HedpomnarTii, peTUHOIIATil Ta HelponarTii
pe3yJbTaTu He BIOPi3HAIUCSI 3HAYHO MiXK rpyllaMy, ajie OJjid YYaCHUKIB, Y IKUX He
PO3BUHYBCS IIYKpoBuM miabeT npotsirom DPP/DPPOS, mommpeHicTh MiKpOCYIUHHUX
yCKIamHeHb Oysa Ha 28 % HUKUYO0I0, HiXK y THUX, Y KOro po3BuHYBCs giabet (KP 0,72,
95 % 11 0,63-0,83; p < 0,0001). Hemae KOOHUX MMOPIBHAJIBHUX JaHUX INOAO BIIJIUBY
MeTPOpPMiHy Ha MaKpPOCYOWHHI yCKJIagHEHHS y MaIli€HTIB i3 MOpPyILIeHO0
ToJlepaHTHicTIO go rimoko3u (ITTT) Ta/abo i3 mopyieHoto riuikemiero Hatie (ITT'H),
Ta/abo nigBumenum HbAlc.

OnyG6nikoBaHi ¢hakKToOpu PU3UKY OiabeTy 2 THUIY: MOHT0JIOimHEe a00 HerpoigHe
IOXOIKeHH4, BiKk moHap 40 pokiB, AUCIIinigeMis, apTepiajibHa rinepTeH3is, OXKUPIHHSA
abo HagMipHa Maca Tifna, BiK, poauHHUYN aHaMHe3 (1 cTymiHb ciMelHOl CIIOpigHEeHOCTi
i3 XBOpMM Ha LIyKpPOBUU HiabeT, recTalliiHUM IIYKPOBUH AiabeT B aHaMHe3i Ta CUHOAPOM
nostikicTo3Hux sseuHukiB (CITK).

JIiKkyBaHHS IIYKPOBOro miabeTy 2 THUOY

Y npormeci npocnekTuBHOro paHmomizoBanoro (UKPDS) gocmimkeHHsT BCTAHOBIIEHO
repeBary morjinbIeHoTro KOHTPOJIIO PiBHS I'IIOKO3M B KPOBI Y IAIli€HTIB 3 I[YKPOBUM
miabeToM 2 TUITYy 3 HAOMipHOIO Macolo Tina, IKi OTpuMyBaau MeTHOPMIiHY TigApPOXITOPUL
HeramHOTO BUBIIbHEHHS SIK Tepallilo IIepIIol TiHil micis Toro, sSK AieTa BUSIBUIIACh
HenieBOr0. AHasIi3 pe3yIbTaTiB MAlli€HTIB 3 HAAMIPHOI MacCoOl0 Tijla, K1 OTpUMYyBaju
MeTPOPMIiHY TiTPOXJIOPHU[ MiCJIsA TOTO, SIK Oi€Ta BUSBUIIACh HEOi€BOIO, TOKa3aB:



e 3HAYHE 3HUXEHHS a0COJII0THOTO PU3UKY OyIb-IKOT0 YCKJIaOHEHHS, ITOB’I3aHOT0
3 IIYKPOBUM fgiabeToM, y rpymi MmeThopminy rigpoxmopuny (29,8 Bumnanky/1000
MaIiEHTO-POKIiB) IMTOPiBHSIHO 3

rpymnoro naiieHTiB Ha gieTi (43,3 Bunagky/1000 namienTo-pokiB), p = 0,0023, ta
MMOPiBHAHO 3 rpynaMu KOMOiHOBaHOI Teparrii 3i Cyb(pOHIICEHOBUHOIO Ta MOHOTEPaIlil
incyminoMm (40,1 sunagky/1000 manierTo-pokiB), p = 0,0034;

e 3HAaYHEe 3HMKEHHS a0COJIIOTHOTO PU3UKY ITOB’A3aHO]l 3 AiabeToM CMEPTHOCTI:
MeTdopMiny rigpoxnopup 7,5 sunaaky/1000 mamieHTO-poKiB, nuie mgieta - 12,7
Bunaaky/1000 mamierTo-pokiB (p = 0,017);

e 3HAUHE 3HUIKEHHS a0COJIIOTHOTO PU3UKY 3arajibHOI CMEPTHOCTI: y TPyIi
MeTdopMiny rigpoxnopuny 13,5 Bunagky/1000 naiieHTO-poKiB nmopiBHsHO 3 20,6
Bunanky/1000 nauierTo-pokiB (p = 0,011), y rpyni nanieHTiB Ha Oi€Ti, Ta
MMOPiBHSHO y IpyIi KoMOiHOBaHOI Teparrii 3i cynbGhOHIZICEYOBUHOIO Ta MOHOTEpAaITii
incyniroMm; 18,9 sunmaaky/1000 nmamieHTo-pokKiB (p = 0,021);

e 3HAUHE 3HUKEHHS a0COJIIOTHOTO PU3UKY iHDapKTy MioKapma: MeThOpPMiHY
rinpoxnopup 11 Bunankis/1000 maiieHTO-pOKiB, nuiile amieta - 18 sumankis/1000
naiieHTo-poKiB (p = 0,01).

st MmeThOPMiHY TiAPOXIOPHUAY, III0 3aCTOCOBYETHLCS SIK Tepallis APyroro psanoy, y
KoMOiHarIrii 3i cymb¢hoHiICeYOoBUHOIO ITepeBara Ioao KiIiHiYHUX pe3ynabTaTiB He Oyia
IIOKa3aHa.

[Tpu piaberti 1 Tunmy KoMOiHaMiss MeTPOPMiHY TimpoXIOpUAY Ta iHCYITiHY
BHKOPUCTOBYBaJaCh y OKpeMHUX Ialli€HTiB, ajie KJIiHidyHa IlepeBara Ili€el KombOiHallil He
Oysa odiIlifiHo BCTaHOBIEHA.

dapmaKoKiHemuKa.
BcmokmyeaHHA

[Ticns mepopanbHOr0 IPUKMOMY IIpenapaTy CIO®OP® XR 500 i3 IPOJIOHTOBaHUM
BUBiNIbHEHHSM abcopOi1iiss MeTHOpMiHy 3HAUHO YIOBIIbHIOETHCS MOPIBHSIHO 3
TabsieTkaMu MeT(POPMiHYy i3 HeralHUM BUBIIbHEHHSAM. Yac JOCATHEHHS MaKCUMallbHOl
KOHIIeHTpallil (Tmax) CTAHOBUTH 7/ TOOUH (Tmax oJIs1 TabJIeTOK 13 HerauHuM
BUBLJIbLHEHHSIM CTAaHOBUTD 2,5 TOOUHH).

[Tpu piBHOBaXXHOMY CTaHi, SIK i ITpu 3aCTOCyBaHHi Tab/lIeTOK i3 HeraHUM
BUBIIBHEHHSAM, MaKCHUMaJlbHa KOHIIEHTpallisa (Cmax) Ta IJIoIIA IIif
(apMakoOKiHETUYHOIO KPUBOIO «KOHIIeHTpalisg-dac» (AUC) 30inblIyI0ThCS
HEITPOIIOPIIiHO A0 BBeAEeHOl BHYTPIiIHLO Ao3u. AUC micsss ogHOPa30BOT0 IIPUUOMY
BHYTpimHbO 2000 Mr MeThOpPMiHY TiApPOXIOPUAY Y BUTISOI TabJIEeTOK i3
IIPOJIOHTOBaHUM BUBIJIbHEHHAM aHasioriyae AUC, 110 CIIOCTePira€ThbCA IIiCIsA IPUNOMY



1000 mMr meTdhopMiHY TigPOXIOPUAY Y BUTIISAAI TaGIeTOK i3 HeralHUM BUBIJIbHEHHSIM 2
pa3u Ha mooby.

KonuBaHuHA Cmax Ta AUC B OKpeMUuX IallieHTiB y BUIIAOKy NPUHOMy TabJIeTOK
MeT(POPMIiHY TiAPOXJIOPUAY 3 IIPOJIOHTOBAaHUM BUBIJIbHEHHSM IIOPiBHSIHHI 3
KOJIMBaHHSIMH, SIKi CIIOCTEPIraloThCs y BUIIAAKY IIpuioMy TabjieTOK MeT(hHOPMiHy
rigpoxJyiopupny i3 HeralHUM BUBLJIbHEHHSIM.

[Ticns nmpuiioMmy TabIEeTOK i3 IPOJIOHTOBAaHUM BUBiIbHEHHSIM HaTIIEe CIIOCTEPiraaocs
3HuxkeHHsA AUC Ha 30 % (C 1T 3aJIMHIAIUCS HEe3MIiHHUMMN).
max max

BcMmokTyBaHHS MeT(hOPMiHY 3 TaOJIETOK i3 IPOJIOHTOBAHUM BUBITbHEHHSIM HE
3MIiHIOETHCS 3aJIe’KHO Bil cKiafay 1ki. He cmocTepiraeTbcs KyMyJisdlili Ipu
b6araTtopa3oBomy mpuiiomi go 2000 Mr MeTdOpPMiHY TiTPOXIOPUAY Y BUTJIALAI TabIeTOK
i3 IIPOJIOHTOBAaHUM BUBIJIbHEHHSIM.

Po3noodin

3B’s13yBaHHS 3 OilKaMU IJIa3MM KPOBi He3HauHe. MeTopMiH IPOHUKAE B
eputpouuTu. MakcuMaibHa KOHIIEHTpallisl Y KPOBi HUXK4a, Hi’K MaKCuMaJlbHa
KOHIIeHTpallid y IjIa3Mi KPOBi, i JocsraeTbcs MpubIn3HO Yepe3 TOM caMHUi 4dac.
Eputponuty, iMOBipHillle 3a BCe, IPEACTABIAKTh OPYTy KaMepy po3noniny. CepenHiu
06’em po3nominy (Vd) KomuBaeThCs v giamal3oHi 63-276 1.

Memaboaizm

MeTdopMiH BUBOOUTHLCS Y HE3MiHEHOMY BUTJIAMI 3i ceuero. MeTaboJIiTiB y TIOOUHU HeE
BUSIBIIEHO.

BuseoeHHsA

HupkoBuii KiipeHc MeTdopMiny ctaHOBUTH > 400 mi/xB. Lle BKa3ye Ha Te, 1110
MeT(hOPMiH BUBOIUTHCS 3a PAXYHOK KJIyOOYKOBO1 (inbTpallil Ta KaHaJIblIeBOl CEKpellil.
[Ticnss mepopaibHOTO IPUHMOMY [IO3U IIePiof HalliBBUBEIEHHS CTAHOBUTDL IIPUOIIU3HO
6,5 TOOWHU.

[Tpu mopy1ieHHi QyHKIIil HUPOK HUPKOBUY KITIipEeHC 3HUKYETHCS ITPOIIOPIIINHO A0
KJIipeHCy KpeaTuHiHy, TOMYy epiof HaniBBUBeOEeHHS 30i/IbITYETHCS, 110 TPU3BOOUTH [0
30inbIlIeHHS PiBHSA MeT)OPMiHYy y I1a3Mi KpOBi.

Ocobauei 2pynu nauieHmia

Hupkosa HeOdocmamHicmb



HasaBHi oOMexkeHi maHi 1100 MalliEHTIB i3 TOMipHUM CTyIeHeM HUPKOBOI
HEeJO0CTATHOCTi, TOMY HEMOZKJIMBO TOUYHO OLIIHUTU CUCTEMHY €KCIIO3UIlil0 MeTHOPMIiHY
B IIifl TPYyIi NAIi€EHTIB IIOPIBHAHO 3 IMalliEHTaMMU 3 HOPMaJIbHOKI (PYHKII€I0 HUPOK. ToMy
HeoOXigHe KOPUTYBaHHS J03HU 3TiAHO 3 KJIiHIiYHOI0 e(peKTUBHICTIO/TIEPEHOCUMICTIO
(muB. po3pin «Cmocib 3acToCyBaHHS Ta [MO3U»).

ITokiHiuHI OaHi 3 be3neku

IokniniyHi maHi He BUSABUNYU crenudiyHOol HeOe3neKy O JIIOOUHYU, BUXOOSIYU 3
pe3ynbTaTiB TPAOUIIMHUX MOCHIAXKeHb (hapMaKOoJIOTiuHOl 0e3MneKy, TOKCUYHOCTI
IIOBTOPHUX [03, TEHOTOKCUYHOCTI, KAHIIEPOT€HHOI'0 IIOTEHIialy, TOKCUYHOCTI 1
PENpPOayKTUBHOI QYHKIIl.

IToxa3aHHSA

e 3HUXKEHHS PU3UKY ab0 3aTpUMKa II04YaTKy IIyKPOBOTO miabeTy 2 TUNY V HOPOCIINX
MaIliEHTiB 3 HAAMipHOIO Macoio Tina Ta 3 [ITT* ta/abo III'H* Ta/a6o migBumieHuM
piBaeM HbA1C, siKi MalOThb:

e BHCOKHUU PU3UK PO3BUTKY ABHOTO (MaHi(eCTHOT0) IIyKPOBOTO OiabeTy 2 TUILy
(ouB. po3nin «®apMakKoguHaMiKa»);

e ITPOT'PECYIOUi MOPYIIIEHHS BYTJIeBOOHOT0 0OMiHYy, He3Baxalouu Ha Moaudikallito
aKTHUBHOTO CIIOCOOY JKUTTS IIPOTATOM Bif 3 m0o 6 MicSIIiB.

JIikyBaHHA IpenapaToM CIO®OP® XR 500 moBHHHO OyTH 3aCHOBaHe Ha OILiHII
PHU3UKY, 110 BKIIOYAE BIATIOBIOHI 3aX0Au KOHTPOIIIO TJIiKeMil Ta CBiTYeHHS BUCOKOTO
PHU3UKY 3 OOKY CeplieBO-CyOUHHOI CUCTEMHU.

[TapanenbHO 3 TOYAaTKOM 3aCTOCYBaHHSA MeTHOpPMiHy OTPiOHO MPOAOBKYyBaTH 3MiHU
cioco0y KHUTTS, 3a BUHSITKOM TUX BUMA[KiB, KOJIU NalLliEHT HECIIPOMOXKHUU 0 TaKUX
3MiH 3 MEIUYHUX [IPUYUH.

*IITT": [TopyieHa TonepaHTHICTD Ao r1oKo3u; [II'H: [TopyiueHa riikemisa HaTIIe.

e JlikyBaHHS I[yKPOBOTO AiabeTy 2 TUNY Y AOPOCJINX, 0COOIUBO y MAIliEHTIB 3
HaIMipHOIO Macol0 Tijla, KOJIU JIMIIEe AieToTeparlis Ta (i3udHi HaBaHTaXXeHHS He
3a0e3reuyioTh afeKBaTHUM TJIiKeMiYHUM KOHTPOJIb. JIikapCchKui 3acid CIOQOP®
XR 500 MokKHa 3aCTOCOBYBATHU SIK MOHOTepaIito abo y KomOiHaIlil 3 iHImuMu
IMepopaabHUMU ITPOTUAia0e TUYHUMHU 3acobamMu, ab0 CyMiCHO 3 iHCYJTiHOM.

IIporunoka3aHHs

e [limBUIlleHa YYTIUBICTH 0 MeTHOPMiHy ab0 A0 Oyab-IKOT0 iHIIIOrO0 KOMIIOHEHTA
pernapary;



OyIOb-IKUM THUI TOCTPOT0 MeTaboJIiYHOT 0 anumo3y (Hampukiam, JaKToallumos,

miabeTHYHUYN KeToalua03);

e NiabeTHYHa IIPEKOMaA;

e HUPKOBA HEOOCTATHICTh TSIKKOT0O CTyHeHs (IIBUOKICTh KITyOOYKOBOI
dinprparii (IIK®) < 30 Mi/xB);

e TOCTPUM CTaH, IO IPOTIKAE 3 PUIUKOM PO3BUTKY IIOPYIIEHb QYHKIIII
HUPOK: 3HEBOOHEHHS OpraHi3My, TAXKKi iH(eKIliliHi 3aXBOPIOBAHHS, IIIOK;

e 3aXBOPIOBAHHS, 1110 MOXKYTh MPU3BOAUTH 10 PO3BUTKY TillOKCil TKaHUH (0COOIMBO
rocTpi 3aXBOpIOBaHHSA ab0 3arOCTPEHHS XPOHiIYHOI XBOpOoOHU): JEeKOMIIeHCOBaHa
cepiieBa HeOCTaTHICTh, MUXajlbHAa HEOOCTAaTHICTh, HEIllOJlaBHO IIepeHeCeHu
iHpapKT MioKapma, II0K;

e MEeYiHKOBA HEIOCTATHICTh, TOCTPE OTPYEHHS aJIKOTOJIEM, aJIKOTOJIi3M.

B3aemonisi 3 iHIIMMH JTiKapChbKUMH 3aco00aMH Ta iHIIi BHIH B3a€EMoOil

KombiHauii, wo He pekomeHOyemMubCs 3acmocosysamu
AK0201b

AnKOrojibHa iHTOKCHUKAIlis aCOLII0ETHCS 3 MiABUILIEHUM PU3UKOM JIaKTOallua03y,
0Cc00IMBO y BUIIaAKaX rojIofyBaHHs ab0 JoTprMaHHS HM3bKOKAJIOPiMHOI gi€eTH, a
TaAKOXK IIPY IIEeYiHKOBIY HEOOCTaTHOCTI.

HooloemicHi PEHM2eHOKOHMPACMHI pe4yo8uHU

[NamieHTaM Ciifg TPUIIMHUTU 3aCTOCYBaHHSA MeT(POpMiHy A0 abo mif Yac mpoBeOeHHS
OOCIIIOKEeHHS 1 IOHOBUTHU He paHillle HiX yepe3 48 roguH micis OOCIigXKEeHHs 3a YMOB
OTPUMAaHHS HOPMAaJIbHOTO pe3yJbTaTy QYHKIII HUPOK (OuB. po3ninu «Crocio
3acTOCyBaHHS Ta mo3u» Ta «OcoOJIMBOCTI 3aCTOCYBaHHS»).

KombiHnauii, wo cai0 3acmocosysamu 3 ob6epescHicmo

Ieski mikapchKi 3aco0u, HaAIIpUKJIag HEeCTePOoigHi mpoTu3ananbHi npenapaTtu (HIT3II),
BKJIIOYAIOYHN CeJIeKTHBHI iHTi0iTopu 1muknookcurexnasu (LIOI) II, iuridiTopu
aHTi0TEH3UHIIEPEeTBOPIOBAILHOTO hepmMeHTy (AIT®), aHTaroHiCTH pelenTopiB
aurioren3uny Il i giypeTuku, 0co6IMBO NETIHOBI OiypeTUKHU, MOXKYTh HETAaTUBHO
BIUITMHYTHU Ha (QYHKIII0 HUPOK, I110 MOXKe 30ibIIUTH PU3UK BUHUKHEHHS
nmakToanuao3ly. Ha moyaTKy JIiKyBaHHS BUIlle3a3HAUEHUMH JIiIKapCbKUMHU 3aco0aMu
abo 1x 3acTocyBaHHS y KoMOiHallil 3 MeT(hopMiHOM HeOOXigHO 3[iiCHIOBATU PETEJIbHUMU
KOHTPOJIb (DYHKIIil HUPOK.

JIikapcvki 3acobu, w0 YuHAMb 2inepaaikemMiuHy 0ito (2100KOKOpmuKkocmepoiou
cucmeMHol ma micuesoi 0ii, cumnamomimemuku)



Heo06xigHO 4acTille KOHTPOJIIOBATH PiBEHD I'JIIOKO3M Y KPOBi, 0COOJIMBO Ha IIOYaTKY
nmikyBaHHS. ITig 9ac i micisg npunuHeHHs TaKol CyMicHOI Teparrii moTpi6HO KOPpUryBaTu
no3y npenapaty CIO®0OP® XR 500.

TpaHcnopmepu opaaHiyuHux kamioHie (OCT)
MeTtdopmin € cydcTpaTom 060x TpancmopTepiB OCT1 i OCT2.
CymyTHE 3aCTOCyBaHHS MeT(HOPMIiHY 3:

e igri6iTopamu OCT1 (TaKMMU K BepalaMil) MOKe 3MeHIIUTH eDeKTUBHICTh
MeTPOpPMiHY;

e ingykTOopamu OCT1 (TakuMu siK pudaMIiniuH) MoxKe 30iIbIINTHA HIJTYHKOBO-
KHUIIIKOBE BCMOKTYBaHHS Ta €(PEeKTUBHICTh MeT(POpPMiHYy;

e iHTibiTOopamMu OCT2 (TakKuMM K HIMMETUONH, JOIyTerpaBip, paHO/Ia3uH,
TPUMETONIPUM, BaHIeTaHi0, i3aByKOHA30/1) MOXKe 3MEHIINTU HUPKOBE BUBEOEHHS
MeT(hOPMiHY 3 HACTYITHUM 30i/IbIIIeHHSIM KOHIIeHTpallil MeTHOpMiHy B miia3mi
KPOBI;

e inridiTopamu o6ox OCT1 i OCT2 (TakuMHu SIK KPU30THUHIO, onamnapud) Moxe
BIUITMHYTU Ha e(PeKTUBHICTh Ta HUPKOBE BUBEOEHHS MeTHOPMiHY.

ToMy peKOMEHOYETHCS BUSBIIATU 0COOIUBY 00€PEKHICTh IMTPU CYIIyTHHOMY
3aCTOCYBaHHI ITUX IIpernaparTiB 3 MeTHOPMiHOM, 0COOIUBO Yy MAlLiE€HTIB i3
NOpyUIeHHSAMH (QYHKIIil HUPOK, OCKiJIbKY KOHIIEHTpallii MeTHOPMiHy B ma3Mi KpoBi
MO2Ke 3poCcTHU. [Ipu HeoOXimHOCTI CIIifl 3BaKUTH MOXKJIUBICTh KOPUTYBAHHS MO3U
MeTdopMiHy, ocKinbku iHTiGiTOpU/iHAYKTOPH OCT MOXKYThH BONTUHYTH Ha €(pEeKTUBHICTD
MeTHOpMiHY.

OC00/1MBOCTi 11010 3aCTOCYBaHHSI

Jlakmoauuoo3s

JlakToamumo3s € AyxKe PigKiCHUM, ajie TSIXKKUM MeTaOOoIiYHUM YCKIaJAHEeHHSIM, 1110
HaW4acTillle BUHUKAE IIPU ITOCTPOMY HOPYILIeHHi QYHKIIl HUPOK, CEPIIEBO-JIETEHEBOMY
3axBopioBaHHi abo cencuci. [Ipu rocTpoMy nmopyuieHHi GpyHKII1 HUPOK BimOyBa€eThCs
HaKOIIMYeHHS MeT(OpMiHy, 1110 30i/TbITyEe PU3UK PO3BUTKY JTAKTOAUO03Y.

Y pa3si 3HeBogHeHHS (CHUIbHOI miapel abo OMoBaHHS, rapsddkyu abo 3MeHIIIeHHS
B2XKMBaHHS PiOWHMN) PEKOMEHOYETHCSA TUMYaCcOBO IPUIUHUTU 3aCTOCYBAHHS
MeT(POPMIiHY i 3BEPHYTHUCS 3a MEOUYHOIO JOIIOMOTOIO.

SAKIIO malieHT oTpuMy€e MeT(hOPMIiH, Ciif 3 00epPeXHICTIO PO3MIOYMHATH 3aCTOCYyBaHHS
JIiIKapChKUX 3ac00iB, 1110 MOXKYTh TOCTPO MOTipIIMTHU QYHKIII0 HUPOK (HalpUKIIaf,
rimoTeH3uBHIi IpemnapaTy, cedyorinHi 3acodu Ta HIT3II). [HuIi ¢pakTOpU pU3UKY



BUHUKHEHHS JIaKTOAlLIMA03y BKJIIOYAlOTh HaAMipHE BXKMBaHHS aJIKOTOJII0, IE€YiHKOBY
HeIOOCTaTHICTh, HEIOCTAaTHbO KOHTPOJILOBAHUM IIYKPOBUM OiabeT, KeTo3, TpuBase
TOJIOOYBaHHSA i OyAab-sIKi CTaHM, IIOB’A3aHi 3 TilOKCi€l0, @ TAKOXK CYIyTHE 3aCTOCYBaHHSA
JIiIKapChKUX 3ac00iB, 110 MOXKYTh IPU3BECTHU [0 JIAKTOAIIUA03Y (OUB. PO3OiIU
«[IpoTurnokaszaHHsa» Ta «B3aemMomis 3 iHIMUMHU TiKapCbKUMH 3aco0aMu Ta iHIIi BUOU
B3aEMOOIN»).

IMamienTn Ta/abo ocobwu, 1110 OOTJIAOAIOTh 3a HUMH, MalOTh OyTH ITpoiHdopMOBaHi Ipo
PHU3UK PO3BUTKY JIaKTOAIIUA03y. XapaKTEePHUMHU O3HaKaMM JIaKTOAIuOo3y €
allMOoTHYHA 3aAullliKa, Oillb y 2KUBOTi, M’I30Bi CyIOMHU, aCTeHis Ta rinoTepMis, Hamaii
MOKJIUBHUY PO3BUTOK KOMHU. Y pa3i MosiBu OyOb-IKOTO CUMIITOMY BUHUKHEHHS
JIaKTOaIUA03y TMalliEHT NOBUHEH NPUIIMHUTU 3aCTOCYBaHHSA MeT(HOPMiHY i HerauHo
3BEPHYTHUCS OO0 JTiKapH.

IiarHoCTHYHI pe3ynbTaTu J1abOpPaTOPHUX OOCIiOXKeHb - 3HUKeHHs pH Kposi (< 7,35),
ITiIBUIIEHHSI CUPOBATKOBOI KOHIIEHTpPAllil TakTaTy (> 5 MMOJIb/) i 36inbIIIeHHS
aHIOHHOI'O IIPOMIXKKY Ta CIIIBBIJHOIIEHHS JIaKTaT/IipyBarT.

Hupkosa HeOdocmamHicmb

[IK® crming omiHOBaTH OO IOYATKY JIIKYBAHHS 1 peryJsipHO IiCJis UOro 3aBEPILIEHHS
(muB. po3min «Cmocib 3acTOCyYBaHHS Ta MO3U»). 3aCTOCYBaHHSA MeT(hOPMIiHY
mpoTunokasaHe narieHTtaM 3i [IIK® < 30 mi/xB i Mae OyTH TUMYACOBO ITPUNIUHEHE 3a
HasIBHOCTi 3aXBOPIOBaHb, 110 3MiHIOIOTh (DYHKIIi}0 HUPOK (OUB. PO3Iis
«[TpoTUIIOKa3aHHI»).

dyHKUIA cepuAa

[TamieHTH i3 ceplieBOI0 HEJOCTATHICTIO MalOTh OiTbIII BUCOKUM PU3UK PO3BUTKY
rirmokcii Ta HUPKOBOI HemocTaTHOCTI. I[TarieHTam 3i cTabiTbHOIO XPOHIYHOIO CEPIIEBOIO
HEeIOOCTaTHICTI0O MeT(OPMiH MOXKHa 3aCTOCOBYBaTU IIPU PETYJIIPHOMY MOHITOPUHTY
¢yHKI1il cepis Ta HUPOK. MeThOpMiH ITPOTUNIOKA3aHUH IalliEHTaM i3 TOCTPOIO Ta
HecTabiTbHOIO CePIIeBOI0 HEAOCTATHICTIO (OUB. po34in «IIpoTUIOKa3aHH»).

ITauieHmu AiMHbLO20 BIKY

Yepe3 oOMerKeHH] maHi 11010 TeparneBTUYHOI e(peKTUBHOCTI 3MEHIIIEHHS PU3UKY
BUHUKHEHHS IIyKPOBOTO miabeTy 2 Tuiy ab0o 3aTPUMKHM MOT0 IMOYaTKYy Yy Malli€eHTIB
BiKOM Bif 75 POKiB, TaKUM IIalliEHTaM IpPU3Ha4YeHHS MeTQOPMiHY He peKOMEeHIOOBaHe.

HoooemicHi peHmeeHoKoHmMpacmi 3acobu

BHYTpImIHLOCYOUHHE BBEOEHHS MOQOBMICHUX KOHTPACTHUX PEUYOBUH MOXKE BUKJIUKATU
KOHTpPACT-iHAYKOBaHy HedpoImaTito, 1110 IMPU3BOAUTh N0 HAKOMUYEeHHS MeTdopMiny i



30iTbIIeHHST PU3UKY PO3BUTKY JIaKTOoaAlnao3y. [TamieHTaM 3aCcTOCyYBaHHS MeT(HOPMiHY
CIIi IPUIMHUTHU 00 abo ITi Yac IMpoBeeHHs OOCIIiIXKeHHs i MTOHOBIIIOBATH He paHile
HiXK yepe3 48 roguH micas OOCITiAXKEHHSA 1 JIUIe MiC/Is MOBTOPHOI OIiHKM Ta
OTPUMaHHS HOPMAaJIbHOTO pe3ynbTaTy PyHKIII HUPOK (auB. po3finu «Cmocibd
3aCTOCyBaHHS Ta OO3W» Ta «B3aeMopis 3 iHIIUMU JTiIKapChbKUMU 3aco0aMu Ta iHIII
BUOIU B3aEMOMOIN»).

Xipyp2iuHi empy4yaHHA

Heo0OxigHO IPUIIMHUTU 3aCTOCYBaHHSA MeTGOPMIHY ITifl Yac XipypriyHoro BTpy4YaHHSI,
siKe TIPOBOJSTH ITifl 3arajibHOIO, CITiHaJIbHOIO abo emigypanbHOIO0 aHeCTe3i€ro, i
TIOHOBJIIOBATH HEe paHillle HixK yepe3 48 roguH miciasi mpoBeOeHHs omepaliii abo
BiITHOBJIEHHS II€POPaIbHOI0 Xap4yyBaHH4 1 JIUIIe MiC/IA OLiHKYU Ta OTPUMaHHS
HOPMAaJIbHOTO Pe3ynbTaTy (QYHKII1 HUPOK.

IHwi 3ano6idcHI 3axoou

[NanienTaM HeOoOXiMHO MOTPUMYBATUCS Oi€TH, PIBHOMIPHOTO IPUNOMY BYTJI€BOIiB
npoTsaroM mo6u. ITarieHTaM i3 HagMipHOI0 MacoIO Tijla CJIif IPOIOBXKYBaTHU
OOTPUMYBaTHCS HU3bKOKAIOPiHOI gieTu. HeoOXigHO perynsapHO KOHTPOIIOBATHU
nmabopaTOpHi MTOKa3HUKY PiBHS T'JTIOKO3U B KPOBI.

MeTdopmiH MOXKe 3HMKYBaATH PiBEHDb BiTaMiHYy B12 y cupoBaTi KpoBi. Pu3uk
HU3bKOI'0O PiBHA BiTaMiHY B12 3pocTae€ 3i 30iIbIIIeHHSIM I03u MeT(GHOPMiHY, TPUBAIOCTI
JIIKyBaHHS Ta/abo y malieHTiB i3 pakTopamMu pU3UKYy, AKi, IK BiTOMO, CHPUYUHSIOTH
nedimuT BiTaMiHy B12. Y pasi nigo3pu Ha gediuuT BiTaMiHy B12 (HanpuKnan, aHeMis
abo HeWpomaTisa) CIIig KOHTPOJIIOBAaTU PiBeHb BiTaMiHy B12 Yy CHpPOBAaTIIi KPOBI.
[NamienTaM i3 ¢pakTOpaMu PU3UKY AeillUTy BiTaMiHy B12 MOzKe OyTU HeOoOXimHuM
epioguYHUYN MOHITOPUHT BiTaMiHy B12' Tepariio MeTGHOPMIHOM CJIif IPOJOBXKYBaTHU
0O TUX IIip, IIOKY BiH IIEPEHOCUTHCSH 1 He € IPOTUIIOKa3aHHAM, a BiAIOBinHEe
KOpEeKIliliHe JIiKyBaHHA AediluTy BiTaMiHy B12 HaJa€ThCS BIOIIOBIOHO OO IIOTOYHUX
KJIIHIYHUX peKOMeHOalliu.

MonoTepanisa MeThOpPMiHOM He COPUYMHSIE TIiMOTJIiKeMil, OOHaK CJIif OyTu
00epeXHUMHU IPU OQHOYACHOMY 3aCTOCYBaHHI MeThopMiHy 3 iHCynmiHOM ab0 iHIMMHT
IMepopaJbHUMU TiNOTTiKeMiYHUMHU 3aco0aMu (HallpUKiaj, IOXimHUMHU
cynbdoHinceuoBuHU ab0 MermiTuHimaMu). MoxkiuBa HasiBHICTh ¢pparMeHTiB 000JI0HKHT
TabeToK y pekanisx. lle € HopManbHUM SIBUIIEM i He Ma€ KJTIHIYHOTO 3HAYEHHS.

Lleu mikapcbkuit 3acid micTuTh MeHIIe 1 Mmonb (23 Mr)/mo3y HaTpito, TOOTO
IpaKTUYHO BUIBHUU Bif HATPilo.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.



BaeimHicmb

HekoHTpobOBaHa TinepriikeMisa Ha HIepUKOHUENIiNHIN ¢a3i Ta mifg 4ac BariTHOCTI
II0B’si3aHa 3 MiABUILEHUM PHU3UKOM BPOIXKEHUX aHOMaJlil, BTpaTyu BariTHOCTI,
apTepianbHOI rinepTeH3il, CIPUYNHEHO]1 BariTHICTIO, ITpeeKJIaMIICii Ta mepuHaTaIbHOL
CMEPTHOCTi. BaXX/IMBO ImMiATpUMyBaTH PiBEHb I'TIOKO3U B KPOBi IKOMoOTra O/IuK4e [0
HOPMAaJILHOTO MPOTSTOM BCi€l BariTHOCTI, 11100 3HU3UTH PU3UK HECIPUSITIIMBUX
HaCJIiAKIB rinepriikeMil Ajs MaTepi Ta 11 ZUTUHU.

MeTdopMiH IPOHUKAE Yepe3 IIJIAlleHTy 3 PiBHEM, SIKUM MOxKe OyTHU TaKUM Ke
BUCOKMM, K KOHIIEHTpallid y MaTepi.

Benuka KinbKiCTh HaHUX PO BariTHUX XKiHOK (0inbire 1000 pe3ynbTaTiB BIIUBY) 3
KOTOPTHOTO AOCJIiAKEHHS Ha OCHOBI PEECTPIB Ta ONMy0JIiKOBaHMX JaHUX (MeTa-aHalli3u,
KJIiHIYHI JOCIiAXKEeHHS Ta PEECTPHU) BKa3ylOTh Ha BiICYTHICTh IMiABUIIIEHOTO PU3UKY
BPOOKEHUX aHOMaJIii abo TOKCUYHOCTI [JIs MJIoga/HeOHaTaIbHOI IUTUHU ITiCJIs
BILUIMBY [0 MeT(hOPMIiHY B IIepiof IMepuKoHIIenIlil Ta/abo mig yac BariTHOCTI.

IcHyi0oTh OOMeEZKeHi Ta HEIEePEeKOHIUBI aHi Ipo BOIKUB MeTHOPMiHYy Ha
OOBTOCTPOKOBHUY pe3yIbTaT MAcCH Tijlla AiTeu, gKi 3a3Haiu BHYTPIIIHLOYTPOOHOTO
BIUuBYy. CxX0xXKe, 1110 MeT(QOPMiH He BIIJIMBA€E Ha PyXOBHUH Ta COLiaIbHUUN PO3BUTOK
OiTeu BIKOM [0 4 POKIiB, AKi 3a3Ha/IU BIJIUBY IIiJl 4YaC BariTHOCTI, X04a [OaHi 100
TOBTOCTPOKOBUX HACJIIOKIB 0OMeKeHi.

Y pa3i k1iHiYHOol HeoOXiAHOCTI 3aCTOCYBaHHSA MeTHOPMiHY MOKHA POITISHYTH IIif 4ac
BaTriTHOCTI Ta B Iepiof IIepUKOHIEIIIi] IK JOMOBHEHHS ab0 albTepHATUBY iHCYIIiHY.

ITepio0 2o0ysaHHA 2py00t0

MeTdopMiH eKCKPETYETHCSA Y TPYOHE MOJIOKO, ajie Y HOBOHAPOAXKEHUX/HEMOBIIAT, SKi
3HAXOOUJIMCS Ha TPYIHOMY IOOyBaHHI, MoOiuHi epekTu He criocTepiranucs. OoHaxk,
OCKiTbKM HEeIOCTaTHhO JaHUX I10A0 0e3IeKu 3aCTOCYBaHHS mpelapaTy, TOOyBaHHS
TPYOOI0 He PEKOMEHIOYETHCS MPOTATOM Teparlrii MeTdhopMiHoM. PilteHHs 110110
MIPUIINHEHHS TOAyBaHHS I'PYAOI0 HEOOXiTHO MpUMaTH 3 YpaXyBaHHSIM IiepeBar
TPYOHOTO TOAYBaHHS Ta MOTEHIIMHOTO PU3UKY NOOIYHUX e(DEeKTiB OJid TUTUHU.

depmuabHiCcmMb

MeTdopmiH He BILIMBaB Ha PEPTUILHICTh TBAPUH IIPU 3aCTOCYBaHHi y mo3ax 600
MT/KT Ha o0y, 1o Maiixke y 3 pa3u IepeBUIlyBaii MaKCUMaJIbHy PEKOMEHIOBaHy
no0OOBy [O3Yy [OJId JIOOWMHU 3 PO3PaxyHKYy Ha IIJIOLLY ITOBEPXHi Tina.

30amHicmb 8nausamu Ha weuodKicmb peakuii npu kepye8aHHi asmompaHcnopmom abo
[HWUMU MexXaHi3mamu.



JlikapcbKui 3aci6 CIO®OP® XR 500 He BIIUBaE Ha MIBUAKICTD peaxiiil mpu KepyBaHHI
aBTOTPAHCIIOPTOM abo PoOOTYy 3 IHIIMMU MeXaHi3MaMM, OCKiJIbKM MOHOTepaIlis
npenapaToM He CIPUYMHSE TiHOTJIiKeMil.

OpHaxk ciing 3 06epekHiCTI0 3aCTOCOBYyBaTH MeTHOpMiH y KoMOiHallil 3 iHIIuMHu
rinornikeMiyHUMHU 3acobamu (MMOXigHI cynb(OHIICEYOBUHM, IHCYJIiH, METJIITUHION) ¥
3B’I3Ky 3 PU3SUKOM PO3BHUTKY TillOTIiKeMil.

Cmoci6 3acTocyBaHHSI Ta I03H

Cnocib 3acToCyBaHHSA

Ta6neTKy CIifi KOBTATH I[iIIMMM, 3allMBalOYy BOJO0. IX He CIIif po3XK0oByBaTH abo
nmogpiOHIOBATH.

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

3HMXKEeHHS PU3UKY a00 3aTPHUMKa IIOYaTKY IIYKPOBOTro miabeTy 2 Tumy

MeTdopMiH crig mpul3HadyaTH JIUIIE TOMi, KOIU 3MiHU B cIOCO0i XKUTTS MPOTATOM 3-6
Mics1IiB He 3a0e3IedyioTh aileKBaTHOTO TIiKeMiYHOT0 KOHTPOJIIO.

e JlikyBaHHS CJIi TOYMHATH 3 OOHi€l TaOIeTKYU IIpemapary CIO®OP® XR 500 1 pa3
Ha moOy mig yac BXKUBaAHHS 1Ki BBeuepi.

e Yeped 10-15 mHiB IpoBegeHOro JTiKyBaHHS A03y HEOOXimMHO BiIKOPUTyBaTU
BIITIOBIOHO [0 pe3yIbTaTiB BUMiPIOBaHb PiBHS IJIIOKO3M B KPOBi (3HaueHHs OI'TT
(opanbHUM TJIIOKO30TOJIEPAHTHUM TeCT) Ta/abo BMICTy I'TFIOKO3U B IJTa3Mi KPOBI
HaTie Ta/abo HbA1lc moBunHi OyTu B HOpMIi). [ToBimbHe 30iNbIIIEHHS JO3U MOXKE
MMOKPaLIUTH IIePEHOCUMICTh 3 00Ky TPaBHOTO TPakTy. MakcuMasbHa
peKoMeHO0oBaHa [03a npemnapary CIO®OP® XR 500 craroBuTh 4 Tabuetku (2000
Mr) 1 pa3 Ha moOy I yac BXKUBaHHS 1Ki BBeUepi.

e PeKOMEHOYETHCA PETyIIPHO KOHTPOIIOBATH (KOXKHI 3-06 MiCAIliB) IIiKeMiUYHUA
craryc (3HaueHHs OI'TT i/aGo BMicTy I'/IFOKO3M B IIJIa3Mi KpOBi HaTiie, Ta/abo
HbA1lc), a TakoxK paKTOpU PU3UKY OIS IIPUNHSATTS PillleHHS 1000 HeoOXigHOCTI
MIPOIOBXKEHHS, 3MiHN UM NIPUITUHEHHS JTiKyBaHHS.

e TakoK HeOOXimHO TPOBOAUTY MOBTOPHY OILIIHKY IiKyBaHHS, SKIIO MaIliEHT 3roJIoM
BITPOBA/I2KY€E ITOKPAIlleHH XapuyBaHHs Ta/a00 ¢i3nyHi HaBaHTaxKeHHS abo SIKIIO
3MiHU CTaHy 3[I0POB’S Ialli€eHTa J03BOJISIOTh 3MiHUTU CIOCIO KUTTS.

Moxomepanisi abo KombiHoO8aHa mepanis y NOEOHAHHI 3 IHWUMU NepopaibHUMU
2inoesikemiuHuMu 3acobamu

e PekoMeHII0BaHa IMOYaTKOBa mo3a - 1 TabjieTKa mpenapary CIO®OP® XR 500 na
no0y.



e Yeped 10-15 gHiB MPOBEOEHOTO JIIKyBaHHS 003y HEOOXiIHO BifKOpPUTyBaTH
BIAIIOBIOHO OO pe3y/IbTaTiB BUMiIpPIOBaHb PiBHA I'IFOKO3U B KPOBi. [1oBinibHE
30iIbIIIeHHS 003U CIIPUSE 3HUKEHHIO IT00iYHUX e(eKTiB 3 00Ky TPAaBHOT'O TPAKTY.
MaxkcuMaJsibHa peKOMeHIoBaHa J03a CTaHOBUTH 4 TabIeTKU Ha Ho0y.

e Jlo3y npemnapaty npuriMatu 1 pa3 Ha o0y mig yac BXKMBaHHS 1Ki BBedepi,
306inmpirytoun Ha 500 Mr kKoxkHi 10-15 guiB go 2000 Mr. AdxkIro HeoOXigHOTO PiBHS
rJIikeMil He MOXKHa JOCATHYTH IIpU 3acTyBaHHI no3u 2000 Mr, Ky Halli€eHT
npuiiMmae 1 pa3 Ha goOy, MalieHTy CiIif 3aCTOCOBYBaTH HikKapchbkui 3acio CIOPOP
® XR 1000 2 pa3u Ha moOy mim yac BKMBaHHS 1XKi. AKIII0 HeOOXimHOTO PiBHSA
riikeMil He JOCATHYTO, MOXKHa 3aCTOCOBYBATH TiKapChKHUM 3acib CIO®OP®,
TabJIeTKY, BKPUTI IIIBKOBOIO 000JIOHKOIO, Y MaKCUMaJIbHIi PEeKOMEeHO0BaHil 1031
3000 Mr Ha moOy.

e [l Talli€eHTIB, SIKi BXKe JIiKyBaJIicsa MeT(POpMiHOM, ITOYaTKOBa A03a
mperapary CIO®OP®XR 500 mae OyTu ekBiBasieHTHa M000Bil H03i TabIeTOK i3
HeraHUM BUBiIbHEHHAM. [lallieHTaM, IKi OTPUMYIOTH Tepallito MeTpOPMiHOM y
po3i Bumie 2000 Mr Ha o0y, He PEKOMEHOYEThCS ITEPEXOUTH Ha Tepalliio
npenapaTom CIO®OP® XR 500.

e YV BUIIQOKYy IIepeXOoay Ha IIpernapar CIO®OP® XR 500: HeOoOXiTHO IPUITUHUTHU
IIPUMOM iHIIIOTO ITPOTUAIa0Ee TUYHOIO IIPpeIapaTy Ta Po3nodyaTu NpUuiioM
npemnapary CIO®0P® XR 500 Yy 0031 BKa3aHiu BUIIIE.

Komb6iHosaHa mepanis 3 iHCYyaiHOM

[7151 JOCATHEHHS KPAaIlloro KOHTPOJIIO 3a PiBHEM I'JIFOKO3U Y KPOBi MeT(POPMiH Ta
iHCy/IiH MOXKHa 3aCTOCOBYBATH y BUTISAAi KoMOiHOBaHOl Tepamnii. 3a3BUyail mo4YaTKOBa
[03a JIiIKapCchKOT0 3aco0y CIO®OP® XR 500 craHoBHUTS 1 TabreTKy Ha moOy mig gac
BXKMBaHHS 1Ki BBe4epi, ToHi o3y iHCyniHy HeoOXigHO migbupaTy BiIIIOBIAHO OO
pe3y/ibTaTiB BUMIPIOBaHHS PiBHA I'JIIOKO3U B KPOBI.

ITauieHmu AiMHBLO20 BIKY

Y nauienmis nimHb020 8iKy MOXKJIMBE MOPYIIEeHHS QPYHKIIil HUPOK, TOMY HO3Y
MeTGhOpPMiHy HeoOXimHO migdupaT Ha OCHOBI OLIIHKY (QYHKII HUPOK, SIKY CIIif
MIPOBOJAUTHU PETYISAPHO (AUB. po3Aain «OCcoOIUBOCTI 3aCTOCYBaHHS»).

[TepeBara 3MeHIIIEHHS PU3UKY BUHUKHEHHS IIyKPOBOTO fiabeTy 2 Tuiy abo 3aTpUMKU
Moro mo4yaTky He Oyja BCTaHOBJIEHA Y IAIliEHTIB BiKOM Bif 75 POKiB (AUB. PO3OiN «
dapmMakoguHaMika»), TOMy TaKUM HallieHTaM He PeKOMEH0BaHO IIpUu3HavyaTu
MeThOpMiH (OuB. po3minn «OcoBIMBOCTI 3aCTOCYBaHHS»).

Hupkosa HeOdocmamHicmb



[ITK® cmixg omiHIOBaTH A0 ITOYATKY 3aCTOCYBaHHS JIiIKapPChKUX 3aC00iB, 110 MiCTSATH
MeT(hOPMiH, Ta HiCIsA MOYaTKY JIIKyBaHHS IIPHHAWMHI IIIOPiYHO. Y Halli€HTiB 3
IMiABUIIIEHUM PHU3UKOM MOOAJILIIOrO ITPOrpecyBaHHs HUPKOBOI HEIOCTATHOCTI Ta y
Malli€HTiB JIITHBOTO BiKY CJIif IPOBOAUTH PETEJILHUU KOHTPOIb PYHKIII HUPOK SKOMOTa
YacTillle, HalmpukKiaag KOXHi 3-6 MicsIIiB.

3arajabHa
KD
MaxcuMaJjibHa ITomaTKOBi peKoMeHaalrii
(MI1/XB)
moOoBa Jo3a

Y pa3i 3HuMKeHHSA QYHKIlil HUPOK PEKOMEHOYEThCS
60-89 2000 mr ,
PO3TJISHYTHU MOXKJIMBICTh 3MEHIIIEHHS MO3U.

Crnim nmpoaHanizyBaTu QaKTOPH, sIKi MOXKYTh 30iIbIINTHA
45-59 (2000 mr A TP yBaTh paxTop yr ,
PU3UK PO3BUTKY JTaKTOAUUOo3y (OuB. po3min «Ocob1mBOCTi

3aCTOCyBaHHSA»), IO IOYATKY JIIKyBaHHS MEeT(GOPMIHOM.

[TouaTKOBa MOo3a CTAHOBUTL He OiJIbIIle IIOJIOBUHU
30-44 (1000 mr .
MaKCUMAaJIbHOL DO3H.

<30 - 3acTtocyBaHHS MeT(HOPMiHYy ITPOTUIIOKAa3aHe.

Iimu.

[IpemapaT He 3aCTOCOBYBATHU HOiTSAM, OCKiIbKY HEMA€E KITIHIYHUX OJaHUX MIOIO0 ITi€l
BiKOBOI I'PYyIIM IAIli€HTIB.

Ilepemo3yBaHHA

[Tpu 3acTocyBaHHI mpenapaTy B 031 85 I pO3BUTKY TillOrIiKeMil He CIIOCTepPiramgocH.
OpHaxk y 11bOMY BUIIAOKy CIIOCTEpPIraBcsa PO3BUTOK JIAaKTOALIUA03Y. 3HAYHE
TepeBUIIeHHS 03U MeThOpMiHy abo cymyTHI paKTOpU PU3UKY MOXKYTH CIPUUUHSATH
BUHUKHEHHS JIaKTOoaUuuao3y. JIakToauao3 € HeBigKJIagHUM CTaHOM. Y BUIIAKY
PO3BUTKY JTAKTOAMO03Yy 3aCTOCYBaHHS JIiIKAPChKOT'0 3aC00y CIO®0P® XR 500
HeOoOXigHO MPUIIMHUTH i TEPMIHOBO rocCIiTanidyBaTu naiieHTa. HattepekTuBHiIIMM
3axX0I0M [Jid BUBEOEHHS 3 OpraHi3My JIaKTaTy i MeTGOPMiHYy € reMofiaiis.

IToGiuni edpexkTn



3rigHO 3 JaHUMHU IOCTMapPKETUHIOBUX Ta KOHTPOJIbOBAHUX KITIHIYHUX OOCIIOXKEHbD
mobiuHi peakiril y maIfieHTiB, SKi 3aCTOCOBYBaIX mperapar CIO®0P® XR 500, Ooynu
NogiOHUMU 3a IPUPOMAOI0 Ta CTYIEeHeM TAXKKOCTI A0 TaKUX Y Nalli€HTiB, SKi
3aCTOCOBYBaJIu IIpenapar CIO®OP® (i3 HeraHUM BUBIJIbHEHHSIM aKTHUBHOIL
PEYOBUHU).

HavyacTimumy mob6iYHMMHY peakIlisiMy Ha IMOYaTKYy JIIKYBaHHS € HymoTa, OJII0BaHHSI,
miapesi, 6i71b y 3KMBOTI, BiICyTHICTB aneTuTy. Lli cumnTomMu y GilIbIIIOCTI BUNIA[IKiB
MHHAIOTh CAMOCTIHHO.

[ToGiuHi peakiril 3a 4aCTOTOI0O BUHUKHEHHS KJIaCU(PiKyIOTh 3a TAKUMU KaTETrOPisIMu:

nyxe 4dacto (> 1/10), gvacto (> 1/1001i < 1/10), mHegacTo (> 1/1000 i < 1/100), pigko (
> 1/10000 1

< 1/1000), nyxe pigko (< 1/10000).

ITopyweHHsA 0O6MiHY peuo8uH

YacTo: 3HNKEeHHA/0ediluT BiTaMiHy B12 (muB. po3mgin «OcoBGIMBOCTI 3aCTOCYBAaHHS»).
Iyxke pigko: makToanuao3 (OuB. po3mdin «OcobGIMBOCTI 3aCTOCYBaHHS»).

3 60Ky Hepsosoi cucmemu

YacTo: mopylLIeHHS CMaKy.

3 6oKy mpasHoi cucmemu

Iy>xke 4acTo: po3nanu 3 00Ky TPaBHOI CUCTeMHU: HyOoTa, OJIi0oBaHHsA, fiapes, Oinb y
KUBOTI, BificyTHiCTh anneTuTy. Haliuacrimie 11i mo6iuyHi peakiiii BUHUKAIOTh Ha ITOYATKY
JIIKyBaHHS Ta y OiTbIIOCTI BUMIAOKiB CHOHTAHHO 3HUKAIOTh. [IJ151 monepenKeHHs
BUHUKHEHHS IMOOIYHUX peakiliii 3 600Ky TpaBHOI CUCTEMH PEKOMEHOYETHCS MOBiIbHE
30inbIIIEHHS [MO03U mpelapary.

3 60Ky eenamobiaiapHoi cucmemu

I[yXe pigKoO: OKpeMi MOBIiHOMJIEHHS IIIOAO IIOPYIIEeHHS NOKa3HUKIB (QYHKITl IeYiHKHN
abo renaTUTiB, 10 TTOBHICTIO 3HUKAIOTh MiCJIg BigMiHM MeT(hOpPMiHy.

3 60Ky wKipu ma nidwkKipHoi KAimKo8UuHU
Ily>ke pigko: MIKipHi alepriuydi peakilii, BKJII04al04u epuTeMy, CBep0OixkK, KpOIIMB' THKY.

IToBigoMJIEHHS IIPO MOKJIMBI MO0iIYHI peakiil




[ToBimoMeHHs Mpo MOOiIYHI peakirii mmicss peecTpatiii 1iKapcbKoro 3acody Mae
BaXXJ/IUBe 3HauYeHH. lle mae 3MOry IpOBOOUTH MOHITOPHUHT CHiBBIIHOIIIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYBaHHi IIbOT0 JTiIKapChKOro 3aco0y. MeguyHuUM Ta
(apMmalieBTUYHUM ITpalliBHUKAM, a TAKOXK MHallieHTaM abo0 X 3aKOHHUM
IIpeAcTaBHUKAM CJIifl ITOBIHOMIISITH IIPO YCi BUIIaAKH ITiMO3pPIOBAaHUX ITOOIYHUX peakKIlii
Ta

BiZIICyTHOCTi e(heKTUBHOCTI JTiKapChKOTro 3aco0y uepe3 ABTOMaTHU30BaHy iHpopMalliiHy
cuctemy 3 ¢hapMaKOHarIsaay 3a mocunaHHsM: https://aisf.dec.gov.ua abo yepes Beb-
caut Kommasdii https://www.berlin-chemie.ua.

TepMmin npuagaTHOCTI
3 POKH.
VYMoBH 30epiranus

CnetianbHi yMOBU 30epiraHHs He BUMaraloThCs. 30epiratu y HeJOCTYITHOMY OJIs OiTek
MicIi.

YnakoBka

[To 15 TabneTok y 65icTepi; mo 4 abo 8 GricTepiB y KapTOHHIN KOPOOIIi.
KaTteropis Bignycky

3a penemnTomMm.

BupoOHUK

BEPJIIH-XEMI AT'.

Micie3Haxo/dKeHHsI BHPOOHHKA Ta aJpeca MiCIisi IPOBaaXKeHHsI HOTr 0
IisIIHLHOCTI.

I'minikep Ber 125, 12489 Bepnin, HimeuyuunHa.
3assBHUK

BEPJIIH-XEMI AT'.
Micue3HaxoaKeHHsI 3asiBHHKA.

I'minikep Ber 125, 12489 Bepnin, HimeuuunHa.



