[HCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

ciooopr® XR 1000

(SIOFOR® XR 1000)

Cknao:

Oitoua pevosuHa: MmeTpopMminy rigpoxnopup (metformin hydrochloride);

1 TabneTka nponoHrosaHoi Aii Mictuth 1000 Mr MeThOpPMiHY TigpoXIopUmy;

0ONOMIdCHI peyosuHU: MarHil0 cTeapaT, KPeMHilo TiOKCHM KOIOimHuIN 0e3BOOHUM, HATPil0 KapMeo3a,

rimpomeno3sa (tum B’sg3kocTi - 100 000 mIla-c, Tun 3amimenns - 2208), Boga ouuIeHa.

Jlikapcbka ¢popma. TabmeTKy IPOJIOHTOBAHOI [il.

OcHoeHi (hizuko-ximiuni 8 1acmueocmi: TAOJIETKY OBATbHOI dbopMmu Bifg 6inoro mo Mmaiixke 6irmoro
KOJIbopy 3 TucHEHHSM «SR 1000» 3 ogHOTro 60Ky Ta r'Tafki 3 iHIIOro OOKY.

dapmakoTepaneBTHYHA rpymna. [inornikemiyni 3acobu 3a BUHATKOM iHCymiHiB. Biryauingu.

Kom ATX A10B A02.

®Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

MeTtdopMiH - 6iryaHin 3 aHTUTiIeprIikeMidyHUM e(eKTOM. 3HUKY€E PiBeHb I'TI0K03H ¥ IIJIa3Mi KpoBi
SIK HaTIIe, TaK i Imicis BXXKUBAHHA 1XKi. He cTUMYITIOE CeKpellito iHCYTiHY i He BUSIBIISIE
TinorIiKeMidHOTO e(eKTy, OII0CEePeaKOBAaHOT0 IIUM MeXaHi3MOM.

MeTdopMiH fie TppOMa IIISIXaMu:

- IPU3BOJUTH 10 3HUXKEHHS NIPONYKyBaHHS IJII0KO3U y IEeYiHIl 3a paxyHOK iHTi0yBaHHS
[JIIOKOHEOTreHe3y Ta IJIIKOreHOJIi3y;

- IIOKpallly€e YyTIUBICTh [0 IHCYNiHYy y M’s13aX, 10 IIPU3BOAUTH [0 NOJINIIeHHS [TeprudepudHoro
3axXOIJIeHHS Ta yTHUi3allil IMTI0K03Y;

- 3aTPUMY€ BCMOKTYBAHHS I''TIOKO3U Y KUIIEYHUKY.



MeTdopMiHy TifPOXIOPUA CTUMYJIIOE€ BHYTPIIIHbOK/TITUHHIM CUHTE3 TJIiIKOTeHY, BIIJIUBal0YM Ha
TTiKOTeHCUHTeTa3y. 36iblIye TPAaHCIIOPTHY 30aTHICTD YCiX BifOMUX TUMIB MeMOpaHHUX
IepeHoCHUKIB rimoko3u (GLUT).

d®apMakogvHaMiuHi ehekTH

KniniuHi mocmigXeHHS MMOKa3ally, 110 OCHOBHOIO [i€l0 MeT(GOPMiHY, OKpPIiM TilormikKeMidHOi, €
crabimizamis abo He3HAYHA BTpaTa MacH Tija.

HesanexHo Bif CBOEI il Ha rikeMito, TabneTKy MeT(POPMiHY 3 HETaHUM BUBITbHEHHSIM BUSBISIOTH
No3UTHBHUY eeKT Ha MeTaboni3Mm mininis. Lie#t edpext OyB moBemeHuM Ipu 3aCTOCyBaHHI
TepaneBTUYHUX [O3yBaHb ¥ KOHTPOJIbOBAaHUX CEPENHBO- a00 MOBrOTPUBAJIUX KITIHIYHUX
IoCTimKeHHX: TaOneTky MeTGopMiHy 3 HeraHUM BUBITbHEHHSM 3HUXKYIOTh BMICT 3arajibHOTO
XOJIECTEPUHY, JIMONPOTEeiHiB HU3BKOI IIiTbHOCTI Ta Tpuriinepunis. IlomibHuii ehekT He
CIIOCTEpiraBcs NMPU 3aCTOCYBaHHI TabIETOK MIPOJIOHT0BAHOI [Iii, iMOBIpPHO, Y 3B’s13KY 3i 3aCTOCYBaHHSM
mpernapaTy BBeudepi. Yepes Ile TaKOXK MOXKe CIIOCTEPIraTUCS MifABUIIEHHS BMICTY TPUTIILEePULIIB.

KniniuHa eeKTUBHICTD

3HMXKEeHHS PU3UKY ab0 3aTpUMKa II0YaTKY IIYKPOBOrO giabeTy 2 TUIY

[Tporpama npodinaktuku giabety (DPP) y mopocnux Oyna 6araTolieHTPOBUM, paHAOMi30BaHUM,
KOHTPOJIbOBaHUM KJTiHIYHUM [OCTiI2KEHHSIM, B IKOMY OLiHIOBa/IM €()eKTUBHICTh BIPOBaAKEHHS
aKTUBHOTO CIIOCO0Y XKUTTS a60 3aCTOCYBaHHSI MET(HOPMIHY [/ IMoNepeaKeHHs abo 3aTPUMKHU
PO3BUTKY IIyKpoBoro miabety 2 Tumy. Kputepismu BkmtoueHHs 6ynu Bik = 25 pokiB, iHgeKC Macy Tina
(IMT) = 24 kr/™M* (= 22 Kr/™M° 071 aMepUKaHI[iB a3iliCbKOro IOXOIXKEeHHS) Ta IOPYLIeHHS
TOJIEPAHTHOCTI 0 TJII0KO3H IITIOC PiBeHb IMTI0K03u HaTtile 95-125 mr/on (abo < 125 mr/mn mis
aMepHuKaHChKUX iHmiaHNiB). [TanieHTaM O6y10 Mpu3Ha4eHO aKTUBHUIM CIIOCi0 KUTTS, 2X850 Mr
MeT(QOpMiHy IITI0C CTaHOAPTHI 3MiHU ciocoby KUTTS abo marebo MIoc CTaHAaPTHI 3MiHU CIIOCO0Y
KUATTH.

CepenHi BuxifHi 3Ha4eHHs A1g y9acHuKiB DPP (n = 3,234 gna 2,8 poky): Bik 50,6+10,7 poky, piBeHb
TJIFOKO3HU B I7Ta3Mi KpoBi HaTie 106,5+8,3 Mr/an, piBeHb IJIIOKO3U B II71a3Mi KPOBi 4epe3 ABi TOOUHU
TicJIs puiioMy TITIOKO3M TTepopaibho 164,6+17,0 mr/an ta 34,0+6,7 kr/mM’ IMT. BupoBagxeHHs
aKTHBHOTI'0 CIIOCOOY XKHUTTS Pa3oM i3 3aCTOCYBaHHSIM MeT(POPMiHy MOXKe 3MEHIIUTHA PU3UK PO3BUTKY
IIyKpoBoro niabeTy mopiBHSHO 3 manedo, 58 % (95 % I 48-66 %) ta 31 % (95 % OI 17-43%)
BiZIIOBigHO.

[TepeBara BIIPOBaiKEHHS 3MiH CIIOCO0Y XKUTTS Haj 3aCTOCyBaHHSIM MeThOpMiHy Oyna Oinblio y
IIal[l€HTIB JIITHBOTO BiKY.

[MauieHTH, sIKi OTprMany HabinbIly KOPUCTH Bif NiKyBaHHS MeT@opMiHoM, Oynu BikoM Bim 45 pokiB
i3 IMT, mo = 35 Kr/M?, y sikuxX 0a30BUM pPiBeHb I'IIOKO3W Yyepe3 2 TOAUHYU cTaHoBUB 9,6-11,0 MMob/,
0azoBuit HbA1C = 6,0 %, abo marjieHTH 3 recTaliiHuM giabeTom.

Ins 3amobiraHHs OgHOTO PO3BUTKY LIyKPOBOTO fiabeTy MPOTSATrOM TPHOX POKiB y Ipymi nauieHTis DPP
6,9 martienTiB 6yau y rpymi akTUBHOTO criocoby KUTTS Ta 13,9 nalieHTiB - y rpymni MeThOopMiHy.
Touka mOCATHEHHS KyMy/JISITUBHOL YaCTOTH BUHUKHEHHS LIyKPOBOTO HiabeTy, fiKa mopiBHIOE 50 %,
Oyna BimcTpoueHa MpuOIM3HO Ha TPU POKU B Ipymi MeThOpMiHy MOPiBHSHO 3 manebo.

HocnigXeHHS OLiHKY pe3ynbTaTiB mporpamu npodinaktuku piabety (DPPOS) - e gororpuBae
croctepexenHst DPP, 1o Bkmodae B cebe Ginbin HiK 87 % nmouyaTtkoBux DPP martienTiB st
IIOJaIbIIOr0 JOBIOTPUBATIOTO CIIOCTEPEXKEHHS.



Cepeq yuacHukiB DPPOS (n 2776), KyMyaTHBHa 9aCTOTa BUHUKHEHHS I[yKpoBoro fgiabety Ha  15-
MY poli CTaHOBUTH 62 % y rpymi miate6o, 56 % - y rpyni Mmetdopminy Ta 55 % - y rpymi
BIIPOBAIKEHHS aKTUBHOTO CIIOCO0Y XKUTTS. 3aranbHi KoedinienTu ctanosnats 7,0, 5,7 Ta 5,2
BUMafKy miabety Ha 100 maiieHTO-pOKiB cepen rpym miaiebo, MeThOPMiHY Ta aKTUBHOTO CIIOCO0Y
KUTTSA BifnoBigHo. [TopiBHSAHO 3 Ipymoio mianedo y rpymi MeTdhopMiHy pu3uk miabety OyB
3meHenns Ha 18 % (koedinienT pusuky (KP) 0,82, 95 % 11 0,72-0,93; p = 0,001) Ta Ha 27 % (KP
0,73, 95 % II 0,65-0,83; p < 0,0001) y rpymi akTuBHOrO0 crioco0y XKuTTs. [lfomo cyKymnHoi
MIKPOLUPKYIATOPHOI KiHIIeBOl TOYKY He(dpomIaTii, peTUHOMATIl Ta HeUpomnarTil pe3yabTaTu He
BiIPi3HANKCS 3HAYHO MiXK T'PyIaMH, ajie AJis YYaCHUKIB, Y SKUX He PO3BUHYBCS LIYKPOBUY miabeT
npotsirom DPP/DPPOS, nommmpeHicTh MiKpOCYOUHHUX YCKIIafHEeHb Oyia Ha 28 % HUKUOI0, HiX y THX,
y Koro po3BunyBcs miabet (KP 0,72, 95 % II 0,63-0,83; p < 0,0001). HeMa€e xKomHUX MOPiBHSAIBHUX
OaHUX IIOO0 BIJIMBY MeTHOPMiHY Ha MaKpPOCYIWHHI YCKIIagHEHHS Y MAIli€HTIB i3 OPYIIEHO0
ToJIepaHTHicTIO M0 rioko3u (ITTT) Ta/abo i3 mopyuieHoro riikemieto Hatiie (ITT'H), Ta/abo
migBuienum HbAlc.

Omny6rnikoBaHi (haKTOpU PU3UKY miabeTy 2 THUIY: MOHTO/I0IgHE ab0 HEerpoigHe MOXOMXKEeHHS, BiK IIOHA
40 pokiB, mucrnimigemisi, apTepianbHa rinepTeH3is, oXXuUPiHHA a00 HagMipHa Maca Tila, BikK, pOIUHHUN
aHamHe3 (1 cTymiHb ciMeNHOI CTIOPigHEHOCTI i3 XBOPUM Ha LYKPOBUH AiabeT, recTaliiitHui 1IyKpPOBUii
miabeT B aHaMHE3i Ta CUHIPOM IOIiKicTO3HUX sieuHuKiB (CITK).

JIikyBaHHS IIYKPOBOTO HiabeTy 2 TUNY

Y nponeci npocnektuBHOr0 panaoMizoBaHoro (UKPDS) mocmigkeHHST BCTAHOBIEHO IIepeBary
nor/I0IeHOTO KOHTPOJTIO PiBHS T'JIIOKO3U B KPOBi y MAIli€HTIB 3 IYKPOBUM AiabeToM 2 TUIY 3
Ha[IMipHOI0 MacoI0 TiNla, AKi OTpUMYyBajd MET()OPMiHY TiAPOXIOPU HETalHOTO BUBIIbHEHHS 5K
Tepariiio ImepIoi fiHil micis Toro, K gi€Ta BUSBUIACh HeMlieBOI0. AHAJi3 pe3y/IbTaTiB Malli€eHTIB 3
HagMipHOIO Macol0 Tijla, SKi OTPUMYBaIl MeT(QOPMiHy TifpPOXJIOPUL MiCNIg TOTO, SIK Ai€Ta BUSBUIACh
He[ieBOI0, I0Ka3as:

3HAYHe 3HUKEHHS a0COJIIOTHOT'0 PU3UKY OYIb-IKOT'0 YCKIIQMHEHHS, IIOB’I3aHOTO 3
IIyKpoBUM [fiabeToM, y rpymi MeTdopminy rimpoxmopuny (29,8 sumaaky/1000 maIieHTO-pOKiB)
IIOPiBHSHO 3 I'PYIIOIO MallieHTiB Ha mieTi (43,3 Bunagky/1000 marienTo-pokis), p = 0,0023, ta
IIOPiBHSIHO 3 TpynaMu KoMOiHOBaHOI Teparril 3i cynbhoHiNICeY0BMHOIO Ta MOHOTepatil incyninom (40,1
Bunagky/1000 mamieHTo-pokis), p = 0,0034;

3HauHe 3HUKEHHS a0COJIIOTHOT'0 PU3UKY IIOB'sSI3aHO] 3 fiabeTOM CMepPTHOCTI:
MeT(opMiHy rigpoxsiopup 7,5 Bunanaky/1000 nauieHTo-pokiB, nutie gieta - 12,7 Bunanky/1000
manieHTo-pokKis (p = 0,017);

3HAYHe 3HUKEHHS a0COMIOTHOTO PU3UKY 3arajibHOI CMEPTHOCTI: V¥ TPy MeTGopMiHy
rigpoxmnopuny 13,5 Bunaaky/1000 namieHTo-pokiB mopiBHAHO 3 20,6 Bunmaaky/1000 maiieHTO-poKiB (P
= 0,011), y rpymi nanienTiB Ha fi€eTi, Ta IOpiBHAHO ¥ rpymi KoMOiHOBaHOI Teparmii 3i
Cynb(pOHINICEYOBUHOIO Ta MOHOTeparil iHcyninoM; 18,9 sunaaky/1000 nmauierTo-pokis (p = 0,021);

3HAYHe 3HUKEHHS a0COJII0OTHOT0 PU3UKY iHPapKTy MioKapaa: MeTGopMiHy
rimpoxmnopup 11 Bunankis/1000 marieHTO-pOKiB, nmuiie gieta - 18 unmankis/1000 mamieHTO-poKiB (p =
0,01).

s MmeTGopMiHy TigpoXJIOPHUAY, 110 3aCTOCOBYETLCS K Tepallis APyroro psaay, y kombiHarii 3i
cynb(}oHiICEeUYOBHMHOIO TIepeBara o0 KIIiHiYHUX pe3yabTaTiB He Oya ImoKa3aHa.

[Tpu piabeTi 1 Tuny koMmOiHalisgs MeTGOPMiHY TiZPOXJIOPUAY Ta iHCYIiHY BUKOPUCTOBYBAsach y



OKpeMUX TIalli€eHTiB, ajle KiiHiuHa IepeBara I1i€el KoMmOiHairil He Oyna o¢illiiHO BCTaHOBIIEHA.
dapmakoKiHemuxka.
BcmoxmyeaHHA

ITicns mepopanbHOro 3acTocyBaHHs 1 TabneTku mikapchkoro 3aco6y CIO®OP® XR 1000 nauieHTaMu
micJIs BXXMBAHHS 1XKi Ta HaTIlle MaKCUMaJlbHA IJITa3MOBa KOHIIEHTPAIlis CTaHOBUTH 1214 Hr/mit i
NOCATAETHCS B CepefHbOMY 3a 5 rofguH (Big 4 no 10 ropus).

MakcuManbHa KoHIeHTpanis (C,,,,) Ta Mioia i papMakKoKiHETUYHOI0 KPUBOIO «KOHIIEHTPallis-4ac»
(AUC) npenaparty CIO®OP® XR 1000 € GioexsiBanenTHEMH 703i 1000 Mr npemapaty CIO®OP® XR
500 y 3mopoBuX HOOPOBOJBIIIB SIK IIiC/s BXKHUBAHHS 1XKi, Tak i HaTIIE.

BioeksBiBajleHTHUY IIpellapaT Ma€ HACTYIHI BIaCTUBOCTI.

[Tpu piBHOBaXKHOMY CTaHi, K i IpKU 3aCTOCyBaHHi TaOIETOK i3 HETalHUM BUBIIbHEHHSM,
MakcuMasbHa KoHleHTpauis (C,,,) Ta AUC 36inblIyioThCs HEITPONMOPLINHO 10 BBEJEHOI BHYTPILIIHEO
no3u. AUC micnst ogHOPa30Boro npuiiomMy BHYTpimHE0 2000 Mr MeThOPMiHY TigpOXI0pPUAY Y BUTISAI
TabJIeTOK i3 MPOJIOHTOBaHUM BUBiIbHEHHSIM aHasoriune AUC, 1110 CIIOCTepIraeThCs MicIis IPUUOMY
1000 mr meTdopMiny rigpoxnopuny y BUrisgi TabmeToK i3 HeraHUM BUBITbHEHHSM 2 pa3u Ha fo0y.

Konuauus C,,, Ta AUC B OKpeMUX Ialli€HTIiB Y BUNIaAKy IPUoMy TabIeTOK MeTHOPMiHY
TigpOXJIOPUAY 3 IPOJIOHTOBaHUM BUBLIbHEHHSIM IIOPIBHAHO 3 KOJIMBAaHHSIMU, SIKi CIIOCTEPIral0ThCA y
BUIIQMIKy NpuiioMy TabieToK MeTHOPMiHY TiIpOXIOPUAY i3 HeraltHUM BHBIIbHEHHSM, 3iCTaBHI.

[Ticns 3acTocyBaHHs TabNeTOK i3 mMpoIoHToBaHUM BUBiIbHEeHHSIM 1000 Mr micys BXKUBaHHS 1XKi
croctepiranocs 30insimenHs AUC Ha 77 % (C,,,, mipgBuityBasnocs Ha 26 % i T,,,, TogoBxKyBanocs mo 1
TOMUHHU).

BcMmokTyBaHHS MeTGHOPMiHY TiIpoXIopuay 3 TablIeToK i3 MPOIOHTOBAHUM BUBITbHEHHSM HE
3MIHIOETHCS 3aJIeKHO Bifl cKnanmy 1xki. He criocTepiraerscst Kymynsuii npu 6araTopasoBoMy IpuioMi
no 2000 Mr MmeThOpMiHY TiTPOXJIIOPUAY Y BUTTIAAI TabIeTOK i3 TPOJIOHTOBAaHUM BUBITbHEHHSIM.

Po3noodin

3B’si3yBaHHS 3 OiIKaM¥u IJ1a3MU KPOBi He3HAaUHe. MeThOpMiH MPOHUKAE B €PUTPOLIUTH.
MakcuMarnbHa KOHLIEHTPaLlisl Y KPOBl HMXK4Ya, HiXK MaKCUMaJlbHa KOHILIEHTpallis y IIJla3Mi KPOBi, 1
IOCSTAETHCS MPUOIM3HO Yepe3 TOM caMuil yac. EpuTpoIuTH, iMoBipHiIle 3a Bce, IPeaCTaBIISIOTh
Opyry KaMepy poamnopniny. CepenHiii 06’eM po3snopiny (Vd) KonuBaeTbcs y giamna3oHi 63-276 1.

Memaboaizm
MetdopMiH BUBOIUTHCS ¥ HE3MiIHEHOMY BUTJIAMIL 3i ceuero. MeTaboMiTiB y TIOAUHY He BUSIBIIEHO.
BugedenHsa

Hupkosuii kipeHC MeThopMiny cTaHoBUTh > 400 mi1/xB. Lle BKa3ye Ha Te, 1m0 MeTHopMiH
BUBOJUTLCS 3a PaXyHOK KJIy00uKOBOI (inbTpatil Ta KaHasbIeBol cekpetil. ITicns nepopaabHOTo
IPUHOMY [O3H Iepiof HaliBBUBEOEHHS CTAHOBUTHL MPUOIKU3HO 6,5 rogunu. [Ipu mopyienHi QyHKIii
HUAPOK HUPKOBUY KJIipEHC 3HUKYETHCS MPOIOPIIIKHO A0 KIIipeHCY KpeaTHHiHy, TOMY I1epiof
HalliBBUBEJEeHHS 30iNMbIIyETHCS, 1110 IPU3BOOUTE [0 30iNblIeHHS PiBHSI MEeT(QOPMiHY y IIJ1a3Mi KPOBi.



Ocobaugi epynu nauieHmis
Hupkoesa HedocmamHicmb

HasiBHI 06MexKeHi laHi 111010 Nalli€HTIB i3 MOMipHUM CTyIIeHEM HHPKOBOI HEJOCTATHOCTI, TOMY
HEMOXKJIMBO TOYHO OLIIHUTH CUCTEMHY €KCIIO3HUIIiI0 MeT(OPMIiHY B Iill I'PYIIi MAlli€eHTiB IOPiBHIHO 3
nalieHTaMy 3 HOpMaJbHOI0 PYHKITiEI0 HUPOK. ToMy HeoOXiflHe KOPUTYBaHHS 03U 3TifHO 3 KJIiHIYHOIO
epeKTUBHICTIO/TIepeHOCUMIiCTIO (IuB. Po3Min «Crmocib 3aCTOCYBaHHS Ta HO3U»).

IokaiHiyHI OaHi 3 be3neku

IokniHiuHI aHi He BUSBUIY clienndigHol Hebe3neKu I TIOANHY, BUXOSYX 3 pe3yIbTaTiB
TPAAUIIINHUX JOCTigXKeHb (papMaKoIoriyHol 6e3meKy, TOKCUYHOCTI TOBTOPHUX 103, TeHOTOKCUYHOCTI,
KaHIIEPOTEHHOT0 IIOTEHIiamy, TOKCUYHOCTI [JIST peIPOAYKTHBHOI (PYHKIII.

KrinigHi XxapaKTepHCTHKH.
Iloka3anus.

3HUXKEeHHS pU3UKY a00 3aTpUMKa I0YaTKy LYKPOBOTO fiabeTy 2 TUIY Y HOPOCIUX NAli€HTIB 3
HaMipHOI0 Macoo Tina Ta 3 ITTT* ta/a6o III'H* Ta/abo migpummenum piBaeM HbA1C, ski Mao0Th:

- BHCOKMM PU3UK PO3BUTKY SIBHOTO (MaHi(heCTHOTO) LIyKPOBOTO fiabeTy 2 TUMy (OUB. PO3Min
«®apMakoguHaMiKa»);

- IIPOTPecyiodi MOPYIIeHHs BYTIeBOOHOT0 00MiHY, He3Baxkal4yy Ha Mogudikallio
aKTHBHOT'0 CIIOCO0OY XKHUTTS IIPOTATOM Bif 3 mo 6 Micsiris.

JlikysanHs npenapaTom CIO®OP® XR 1000 noBuHHO GyTH 3aCHOBaHE Ha OLIHII PU3MKY, IO BKIIIOYAE
BiATIOBigHI 3aX0OM KOHTPOJIIIO TJIiKeMii Ta CBifueHHs BUCOKOT0 PU3UKY 3 OOKY CeplieBO-CyOUHHOI
CUCTEMH.

[TapanenbHO 3 TOYATKOM 3aCTOCYBaHHS MeT(GOPMiHY OTPiOHO MPOMIOBKYBATH 3MiHU CIIOCOOY KUTTS,
3a BUHATKOM THX BUIIaKiB, KOJIU MALliEHT HECIIPOMOXKHHUM 10 TaKUX 3MiH 3 MEJUYHUX IPUYHUH.

*[TTT: [lopymeHa TosiepaHTHICTH fo rioko3u; [II'H: [TopyiieHa riikeMis HaTIle.

JIikyBaHHS LIyKPOBOTO fiabeTy 2 TUIY y HOPOCIKX, 0COOIMBO V MalliEHTiB 3 HAAMIPHOIO Macoi0
Tina, KOJIK JIuIlle fieToTeparis Ta GisvyHi HaBaHTaxKeHHS He 3a0e31euyioTh afeKBaTHUN
TJIiKeMiYHU KOHTPOIIb.

Jlikapcekuii 3aci6 CIO®OP® XR 1000 MoXHa 3aCTOCOBYBaTH SIK MOHOTepaImio abo y KoMmbiHamil 3
iHIMMMY TepopanbHUMU MPOTHAiabeTHYHUMHU 3aco0aMu, abo CyMiCHO 3 iHCYTiHOM.

IIpomunoka3aHHs.

- IligBuinieHa 4y TIUBICTh 00 MeThHOPMiHY ab0o 70 OyIab-IKOT0 iHIIIOTO KOMIIOHEHTA IIpelapary;



- OyIb-SIKU¥ THUII TOCTPOTr0 MeTabO0IiYHOT0 alla03y (HalmpuKiIaj, TakKToaluaos, Jiabe THUHUN
KeToalluao03);

- miabeTH4YHA MMPEKOMa;
- HUPKOBA HEIOCTaTHICTh TAKKOTO CTYIeHs (IIBUAKICTh Kiny0oukoBoi ¢inbrpaii (IIK®)
< 30 mi/xB);

- TOCTPUHM CTaH, IO NMPOTIiKa€ 3 PU3UKOM PO3BUTKY IOPYIIEHb (QDYHKIl HUPOK: 3HEBOOHEHHS
OpraHi3My, TSXKKi iH(peKLiHI 3aXBOPIOBaHHS, II0K;

- 3aXBOPIOBAHHS, 1[0 MOXKYTh IPU3BOAUTH OO PO3BUTKY TiMOKCii TKAaHWH (0COOIMBO TrOCTPi
3aXBOPIOBAHHS a00 3arOCTPEHHS XPOHIYHOI XBOpOoOM): TeKOMIIEHCOBaHa CepIieBa HeIOCTATHICTE,
ouxajibHa HeJOCTATHICTh, HEIIOJaBHO TepeHeceHnH iHpapKT MioKap/a, MIOK;

- Me4iHKOBa HENOCTATHICTb, TOCTPE OTPYEHHS aJIKOT0JIEM, aJTIKOTOJTi3M.

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.
KombiHauii, u,o He pekomeHOyembCsi 3acmocos8ysamu
AK0201b

AnKorosibHa iHTOKCHKAaIIisl aCOII0ETHCS 3 MiABUIIEHNM PU3UKOM JIaKTOALKU03Y, 0COOIIUBO Y
BUIIa[IKaX TOJI0OyBaHHS a00 JOTpUMaHHS HU3bKOKAJIOPiMHOL OiETH, a TAKOXK NIPU NEYiHKOBIil
HeIOCTaTHOCTI.

HoodosmicHi peHMe2eHOKOHMPACMHi pe408uHU

[TatieHTaM CJIifi IPUNIMHUTHU 3aCTOCYBaHHS MeT(hHOpPMiHY o abo Iifl Yac ITpoBefieHHs [OCTiIKeHHS i
IIOHOBUTH He paHillle HiX dyepe3 48 roguH mics JOCTigXKEeHHS 3a YMOB OTPUMaHHSI HOPMalIbHOTO
pe3ynbTaTy QyHKII HUPOK (muB. po3minu «Crocid 3acTocyBaHHS Ta m03u» Ta «Oco6IUBOCTI
3aCTOCYBaHHS»).

KombiHauii, ujo csai0 3acmocosysamu 3 obepedxcHicmio

HesiKi mikapchKi 3acobu, HapUKIIaA HECTEePOIAHI npoTu3ananbHi npenapaty (HIT3I1), BKIo4aoyu
cenekTuBHi iHribitopu uuknookcurenasu (LIOT) 11, inribiTopu aHTiOTEH3UHIIEPETBOPIOBAJILHOTO
bepmenty (AII®), aHTaroHicTH perenTopiB anrioren3uny II i miypeTuku, 0co6IMBO METIHOBI
[iypeTHKY, MOXKYTh HETaTUBHO BIIMHYTU Ha (PYHKIIiI0 HUPOK, 110 MOXKe 30iTbIIUTH PU3UK
BUHUKHEHHS JlakToanuno3y. Ha moyatky nikyBaHHS BHUIle3a3HaYeHUMU JTiKapChbKuMu 3acofamMu abo
ix 3acTocyBaHHs y KoMOiHa1lii 3 MeTGpopMiHOM HeOOXiIHO 3[ilCHIOBATUA PeTEIbHUN KOHTPOIbL QYHKIIi1
HUPOK.

Jlikapcuki 3acobu, w,0 YuHsAMb 2inepeaikemiuHy 0ito (2/H0KOKOpmukocmepoiou cucmemHoi ma
Mmicuesoi 0ii, cumnamomimemuku)

Heo06xigHo gacTille KOHTPOIIOBATU PiBeHB IJII0KO3H ¥ KPOBi, 0CO0OIMBO Ha OYATKY JIiKyBaHHS. [1ig
Yac i micis mpUIMHEeHHS Takol CyMicHOI Teparii moTpi6HO KOpUTryBaTH HO3Y IIpenapaTy



CIO®OP® XR 1000.

Tparvcnopmepu opzaHiyHux kamiouia (OCT)

MeTtdopMmin € cybcTpaTom 000x TpaHcmopTepiB OCT1 i OCT2.

CynyTHE 3aCTOCYBaHHSI MET(QOPMIHY 3:

- inri6iTopamu OCT1 (TakKMMHU K BepalaMin) Moxe 3MEHIIUTH ePeKTUBHICTh MeTHOPMIHY;

- irpykTopamu OCT1 (TakuMu SIK pudaMminmH) Moxke 30iTbIIUTH IITYHKOBO-KUIITKOBE BCMOKTYBaHHS
Ta e(eKTUBHICTh MET(HOPMIHY;

- inribitopamu OCT2 (TakKMMH SIK IUMETUAWH, JOIyTerpaBip, paHOa3uH, TPEMETOIIPUM, BaHIEeTaHi0,
i3aBYyKOHA30J1) MOXKe 3MEHIIUTH HUPKOBE BUBEIeHHS MEeT(POPMiHYy 3 HACTYITHUM 30i/TbIIIEHHIM
KOHIIeHTpallil MeT(HOPMiHY B IIJTa3Mi KPOBi;

- inri6itopamu 060x OCT1 i OCT2 (TakuMM SIK KPH30THUHIO, oanmapu0) MoxKe BIIMHYTH Ha
e(eKTUBHICTh Ta HUPKOBE BUBEEHHS METHOPMIiHY.

ToMy peKOMEeHAYETLCS BUSBIIATH 0COONMUBY 00€PEXHICTh IIPU CYIyTHBOMY 3aCTOCYBaHHI ITUX
npernaparis 3 MeThOpPMiHOM, 0COONMMBO y MAIliEHTIB i3 MOPYIIeHHIMHU QYHKIIII HUPOK, OCKiIbKH
KOHIIEeHTPaIlisg MeT(opMiHy B ma3Mi KpoBi Moxke 3pocTH. [Ipu He0OXigHOCTI CITif 3BaXKUTH
MOXKJIMBICTbh KOPUTYBaHHS N03U MeTHOPMiHy, OCKinbKu iHTiOiTopu/iHAyKTOpH OCT MOXKYThH BIIUHYTH
Ha e(eKTUBHICTL MeT)OPMiHY.

Oco6.1ueocmi 3acmocy8aHHs1.
Jlakmoauudo3

JlakTOaIuMa03 € OyxXKe PifKiCHUM, ajie TIKKUM MeTa0OJIiYHUM yCKJIafHEHHSM, 110 HaldacTiie
BUHUKAE IIPU TOCTPOMY IOpYLIeHH] GYHKIII HUPOK, CEPIIEBO-JIETEHEBOMY 3aXBOPIOBAHHI ab0 Cercuci.
[Tpu roctpomy nopyuieHHi GyHKIII HUPOK BinOyBaeThCs HaKONMUUYEeHHS MeT(GopMiHy, 1110 306ibImye
PU3UK PO3BUTKY JIaKTOAIUIO3Y.

Y pazi 3HeBogHEHHS (cunbHOIL giapei abo O/M0BaHHS, TapsTuKyu a0 3MEHIIIEHHST BXXUBAHHS PiTUHN)
PEKOMEHYEThCSI TAMYACOBO MIPUIIHHUTH 3aCTOCYBaHHS METHOPMIHY i 3BEPHYTUCS 3a METUYHOIO
IOIIOMOT0I0.

Ao mamieHnT oTpuMye MeTGopMiH, ciif 3 06epekHICTIO PO3MOYMHATH 3aCTOCYBaHHS JTIKapChKUX
3aco006iB, 1[0 MOXKYTh T'OCTPO TOTIiPIIUTH (YHKIIiI0 HUPOK (HaNpHKiaj, TilMoTeH3uBHi Ipenaparu,
cedorinHi 3acobu Ta HIT3II). [Hmi dakTOpy pU3UKy BUHUKHEHHS J1aKTOAIMA03y BKIII0Yal0Th
Ha[JMipHe BXKUBAHHS aJIKOTOJII0, IeYiHKOBY HE[JOCTATHICTh, HEAOCTATHLO KOHTPOJIbOBAHUY I[yKPOBUU
niabeT, KeTO3, TPUBAJIE IOJIOAYBaHHS i Oy[Ib-IKi CTaHM, TOB’sI3aHi 3 TIMOKCi€I0, a TAaKOXK CYMyTHE
3aCTOCYBaHHS JIiKapChKUX 3ac00iB, 1110 MOXKYThb IIPU3BECTH [0 JAKTOAIMA03Y (OUB. PO3IiNK
«IIpoTunoka3aHHs» Ta «B3aemofis 3 iHIIUMY TiKapChbKUMH 3aco0aMu Ta iHIT BUOU B3a€EMOMIN»).

[MTauienTu Ta/a6o ocobu, 110 OOTIANAIOTE 3@ HUMU, MalOTh OyTH ITPOiH(GOPMOBaHi PO PU3UK PO3BUTKY
JaKToauuo3y. XapaKTepHUMU O03HaKaMU JIAKTOAIU03y € alluI0TUYHAa 3afAUIIKa, Oilb y KUBOTI,
M’SI30Bi CyIOMH, acTeHisd Ta rimoTepMis, Hagasli MOKIMBHAY PO3BUTOK KOMHU. Y pasi MosiBu OyIb-IKOTO
CHMIITOMY BUHMKHEHHS JTAaKTOAI[MA03y Malli€eHT TOBUHEH MPUINHUTH 3aCTOCYBaHHS MeTHOPMIiHY i



HeTalHO 3BEPHYTUCS [0 JliKaps.

HiarHocTU4Hi pe3yabTaTi 1abopaTOPHUX AOCTiAKEHb - 3HUXKeHHS PH KpoBi (< 7,35), nmifBuiieHHs
CHPOBATKOBOI KOHIIEHTpalil TakTaTy (> 5 MMOIB/N) i 30iMbIIIEHHST aHIOHHOT'0 ITPOMiXKKY Ta
CIIiBBIIHOILIIEHHS TaKTaT/IipyBar.

Hupkosa HedocmamHicmb

IIK® crmip omiHoOBaTU [0 II0YATKY JIIKYBaHHS i peTyJIapHO ICJg KO0 3aBepIleHHs (OUB. PO3MiN
«Cmocib 3acTocyBaHHS Ta LO3W»). 3aCTOCYBaHHS MeT(HOPMiHy IPOTUIIOKa3aHe narjieHTaMm 3i [IIK®
< 30 mn/xB i Ma€ 6yTH TUMYacOBO IIPUNIMHEHE 3a HAsBHOCTi 3aXBOPIOBaHb, 1110 3MiHIOIOTh PYHKIIiI0
HUPOK (OUB. po3min «IIpoTUIIOKa3aHHS»).

QyHKUiA cepusa

[TarieHTH i3 CepleBoO0 HEMOCTATHICTIO MalOTh OiTbIll BUCOKUYM PU3UK PO3BUTKY TiMOKCii Ta HUPKOBOI
HepocTaTHOCTI. ITa1tieHTaM 3i cTabinbHOI0 XPOHIYHOIO CEPIIEBOI0 HEIOCTATHICTIO MeThOPMiH MOXKHa
3aCTOCOBYBATH IIPU PETYISIPHOMY MOHITOPUHTY (YHKIIil Cceplid Ta HUPOK. MeThopMiH
IIPOTUITOKA3aHUH MAIliEeHTaM i3 TOCTPOI Ta HeCcTabiIbHOI CEepIIeBOI0 HeIOCTATHICTIO (IUB. PO3MIin
«IIpoTunoka3anHsa»).

ITayieHmu AiMHbO20 BIKY

Yepes oOMexkKeHHI JaHi 11010 TepaneBTHYHOI e()eKTUBHOCTI 3MEHIIIEHHST PU3UKY BUHUKHEHHS
IIyKpoBoro giabety 2 Tuiy abo 3aTPUMKH HOT0 II0YaTKy Y MallieHTiB BikOM Bif 75 pOKiB, TaKUM
nalieHTaM IIpH3HaYeHHS MeTHOPMiHy He peKOMeHI0BaHe.

HooosmicHi peHmeeHOKOHMpAcmHi 3acobu

BryTpimHbOCYAMHHE BBeIE€HHS MOOOBMiCHUX KOHTPACTHUAX PEYOBHMH MOXK€ BUK/IMKATH KOHTPACT-
iHmyKoBaHy HedpoIaTiio, 110 TPU3BOAUTDL N0 HaKOMKUYeHHs MeTHOPMiHY i 30i/IbIIIEHHST PU3UKY
PO3BUTKY JaKToanuao3y. [lamienTamM 3acTocyBaHHS MeT()OPMIHY CITig IPUOUHUATU H0 abo mmif gac
IIPOBEEeHHs NOCIIiIXKEeHHS 1 IOHOBJIIOBATU He paHillle HiX dyepe3 48 roguH Mmicisa JOCIiAXKeHHd 1
JIAIIIE TIiCTISA TOBTOPHOI OIIiIHKY Ta OTPUMaHHS HOPMa/IbHOTO pe3ybTaTy (QYHKIIl HUPOK (OUB. PO3MAiNK
«Croci6 3acTocyBaHHS Ta 0o3u» Ta «B3aeMopmis 3 iHIMMMU TiKapchbKUMU 3aco0aMy Ta iHII BUOU
B3aEMOMIN»).

XipypeiuHi Bmpy4aHHA

Heo6ximHO IPUIMHUTH 3aCTOCYBaHHS MeT(HOPMIHY ITif Yac XipypriuHoOro BTpy4aHHS, SKe IPOBOASATh
IIifl 3arajbHOI0, CIiHAIBEHOI0 ab0 emigypanbHOI0 aHeCcTe3i€lo, i TOHOBIIOBATH He paHille Hixk dyepes 48
TOJUH IIiCJI IPOBEeeHHS orepallii a00 BifHOBIEHHS ITepOopaJbHOTO0 XapuyBaHHS i JIUIIE IiCIIg OLliHKU
Ta OTPUMaHHS HOPMaJIbHOTO pe3yabTaTy (PYHKIlil HUPOK.

IHwi 3anobixcHi 3axodu

[TamieHTaM HEeOOXiIHO MOTPUMYBATHCS HOiETH, PIBHOMIPHOIO MIPHUIOMY BYTJIEBO[IIB IIPOTSATOM HOOH.
[TamieHTaM i3 HAEMipHOIO MacOI0 Tijla CHIifl MPOMOBXKYBAaTH HOTPUMYBATHCS HU3bKOKAIOPiHOI TiETH.
Heo0OxigHO perynsipHO KOHTPOIOBATH 1a00paTOPHi MOKA3HUKY PiBHS T'JIIOKO3U B KPOBI.

MeTtdopMiH MOxKe 3HUKYBATU piBeHb BiTaMiHy B,, y cHpoBaTIii KPOBi. PU3KMK HU3BKOI0 PiBHA BiTaMiHy
B,, 3pocTae 3i 36inbIneHHsIM 0031 MeThHOPMiHY, TPUBAJIOCTI TiKyBaHHS Ta/a0o y MallieHTiB i3
(daxTopaMu pU3UKY, SIKi, K BiOMO, CHPUYUHSIOTE AediluT Bitaminy B,,. ¥ pa3i nigo3pu Ha mgedinut



BiTaminy B,, (Hanpuknaz, aHemis abo HelpomaTisi) Ciiff KOHTPOJIIOBaTH PiBeHb BiTaMiny B, y
cupoBaTii KpoBi. [TanienTaM i3 hakTopamMu pu3uky medinuTy Bitraminy B,, Moxe OyTu HeOOXigHUM
nepiofUYHNN MOHITOPUHT BiTaMminy B,,. Tepamnito MeT(opMiHOM CIIif IPOXOBKYBATH A0 TUX Iip, IOKU
BiH MEPEHOCUTHLCH i He € IPOTUIIOKAa3aHHAM, a BiiMOBifHE KOpEeKIliiiHe JTiKyBaHHS AedinuTy BiTaMiHy
B,, Ha{aeThCS BiATOBIAHO A0 MOTOYHUX KITiHIYHAX PEKOMEHALIii.

MosoTeparis MeThOpMiHOM He CIIPUYUHSIE TiMormikeMii, ogHaK ciif 6yTH 00epeKHUMY TIPU
OOHOYACHOMY 3aCTOCYBaHHI MeT(GOpMiHy 3 iHCyIiHOM ab0 iHIIUMYU epOpPaNbHUMH TilorTiKeMiYHUMU
3acob6aMu (HaMpUKaf, IOXiTHUMU CYIbGOHINICeY0oBHHY ab0 MermiTuHigaMu). MoXK/I1Ba HasBHICTh
(dbparMenTiB 000JI0HKM TabneToK y pekarnisx. Lle € HopManbHUM SIBUILIEM i He Ma€ KJIiHiYHOTO
3HQYEHHS.

Lle#t mikapcbku# 3aci6 MictTuth MeHIIe 1 Mmornb (23 Mr)/mo3y HaTpiio, TOOTO MPaKTUYHO BiTbHUM Bif
HaTpik.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BazimHicmb

HekoHTpobOBaHa rinepriikeMis Ha IePUKOHLIENINHIN (a3i Ta mif yac BaTriTHOCTI II0B’'3aHa 3
IMiTBUINIEHNM PU3UKOM BPOMKEHUX aHOMaJIil, BTPATH BariTHOCTI, apTepianbHOI rinepTeHsil,
CIIPUYMHEHO] BariTHICTIO, IIpeeKJIaMIICil Ta TepruHaTalbHOl CMEPTHOCTI. BaxXnuBo migTpuMyBaT
piBeHb I'TIIOKO3H B KPOBi SIKOMOTra 0/IMK4e 10 HOPMAJIbHOTO IIPOTSATOM BCi€l BariTHOCTI, 11100 3HU3UTH
PU3UK HECTIPUSTIUBUX HACINKIB rinmepriaikemii ams MaTepi Ta ii QUTUHM.

MeTdopMiH IpOHUKAE Yepe3 IJIaleHTy 3 piBHeM, SKHUW MOXKe OyTH TaKuM 3Ke BUCOKUM, SIK
KOHIIEHTpAllis y MaTepi.

Benuka KinbKiCTh JaHUX PO BariTHUX XKiHOK (6inbire 1000 pe3ynbTaTiB BIJIMBY) 3 KOTOPTHOTO
OOCIiIKEeHHST Ha OCHOBI PEECTPIB Ta omy0JIiKOBAaHUX HAHUX (MeTa-aHali3u, KIiHIYHI JOCTiIXKeHHS Ta
PEECTPH) BKA3YIOTh Ha BiICYTHICTh MiABHUIIEHOT0 PU3NKY BPOIKEHUX aHOMaJtii a60 TOKCUYHOCTI ISt
T71071a/HEe0HATAIbHOI DUTUHY ITiCIIS BIUIUBY 10 MeTHOPMiHY B Iepion mepuKoHuenil Ta/abo mig yac
BariTHOCTI.

IcHyIOTH 00MeXKeHi Ta HellepeKOHIMBI IaHi ITPo BIIJTMB MeTHOPMiHY Ha JOBITOCTPOKOBUY Pe3yIbTaT
MacH TiNa fiTeH, sSKi 3a3Had BHYTPIIIHbOYTPOOHOTO BIIUBY. CX0xkKe, 1110 MeT(GOpPMiH He BIIMBAE Ha
PYXOBUH Ta COILiaJIbHUM PO3BUTOK [iT€X BiKOM IO 4 POKIiB, gKi 3a3HaJIX BIJIUBY IIifi YaC BariTHOCTI,
X04Ya [laHi I[0JI0 HOBTOCTPOKOBUX HACTIOKiB 00MeXKeHi.

Y pagzi kniHiyHOl He0OXiMHOCTI 3aCTOCyBaHHS MeT(GOPMiHYy MOXKHA PO3TJISHYTH IIi[l Yac BariTHOCTI Ta
B IIePiofl MEPUKOHIIENIII] SIK JOTIOBHEHHS a00 abTepHATUBY iHCYMiHY.

ITepiod 200ys8aHHA 2py0010

MeTdopMiH eKCKPETYEThCSA ¥ TPYAHE MOJIOKO, ajie Y HOBOHaPOXKEHUX/HEMOBJIAT, AKi 3HAXOOUIIUCS
Ha rpygHOMY rofyBaHHI, M06GiuHi eeKTH He crnocTepiranucsa. OgHakK, OCKiTbKM HEJOCTaTHHO TaHUX
oo 6e3meKy 3aCTOCYBaHHS Ipenapary, TOOyBaHHS TPYANI0 He PEKOMEHIYETLCS MPOTITOM Teparrii
MeTdopMiHOM. PillleHHS 1010 MPUNMHEHHS FOJyBaHHS I'PYOAI0 HeoOXigHO IpUMaTH 3
ypaxyBaHHSM IlepeBar IPyIHOr0 TOOYBaHHS Ta MOTEHI[INHOT0 PU3UKY MOO0iYHUX ePEeKTiB ATs
OUTUHU.



depmuabHicmb

MeTdopMiH He BIIMBaB Ha (PepPTUIBHICTL TBAPUH IIPU 3aCTOCYBaHHi ¥ fo3ax 600 Mr/kr Ha #o0y, 110
Maixke y 3 pa3u [epeBUIllyBaIl MaKCUMalIbHy DeKOMEHI0BaHy H000BY 03y NS IIOOUHHU 3
PO3paxyHKy Ha IUIOLLY [I0BEPXHi Tina.

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHi3mamu.

Jlikapcekuii 3aci6 CIO®OP® XR 1000 He BIixBac Ha MIBUAKICTh Peakxilil Ipy KepyBaHHi
aBTOTpPAHCIIOPTOM abo pobOoTy 3 iHIMMMU MexaHi3MaMu, OCKiJTbKM MOHOTepaIlis pernapaToM He
CIIPUYMHSIE TiMOTrIiKeMil.

OpHaxk crif 3 00epeXKHICTI0 3aCTOCOBYBaTH MeT(POPMiH y KOMOiHAIli] 3 iHIIUMH TilOT/TiKeMiYHUMHI
3acobamu (moxigHi cynbdoHince4oBUHY, iHCYIiH, METTITUHIAN) ¥ 3B'3KY 3 PU3UKOM PO3BUTKY
rinormikeMil.

Cnoci6 3acmocyeaHHss ma do3u.

Cnocib 3acTocyBaHHS

TaGIeTKH CITill KOBTATH I[iJTMMHU, 3allMBAIOYM BOMOI0. IX He CIIif PO32K0BYyBaTH abo MMoApiOHIOBATH.

Llopocai nauieHmu 3 HOpMaabHOW (YyHKYiE HUPOK (LLIK® = 90 ma/xe)

3HMXKEHHS PU3UKY a00 3aTpPUMKa II0YATKY IIYKPOBOT0 miabeTy 2 TUIY

MetdopMmiH crif mpu3HavaTH NUIIE TOHI, KOJK 3MiHU B CIIOCO0i KUTTS MPOTATOM 3-6 MiCAIIiB He
3a0e3MeuyoTh afleKBaTHOTO TTiKeMiYHOT0 KOHTPOJIIO.

JIikyBaHHS CIIif moYyrHATH 3 ofHiel TabneTku npemapary CIO®OP® XR 500 1 pa3 Ha moGy mif
Yyac BXKMBaHHSA 1XKi BBeUEDI.

Yepes 10-15 gHiB mpoBeeHOTO0 TiKyBaHHS 003y He0OXigHO BiTKOPUTYBaTH BiAMOBIAHO 10
pe3ynbTaTiB BUMipIOBaHb PiBHS T'NIIOKO3HU B KpoBi (3HaueHHs OI'TT (opanbHUY TNI0OKO30TOJIEPAaHTHUM
TecT) Ta/abo BMiCTy T'/II0KO3H B Ijla3Mi KpoBi HaTime Ta/abo HbAlc moBunHiI OyTé B HOpMi). [ToBinbHE
30inbIIeHHS NO3U MOXKe IOKPAIIUTH IePeHOCUMICTh 3 00Ky TPaBHOTO TpakTy. MakcuMaibHa
PEeKOMeHi0BaHa [03a IIpemnaparTy CIO®OP® XR 1000 cranoBuTsh 2 Tabnetku (2000 Mr) 1 pas Ha no0y
i Yyac B:XKMBaHHS 12Ki BBeUepi.

PexoMeHyeThCS PEryIsPHO KOHTPOJIIOBATH (KOXHI 3-6 MiCALIB) IMTiKeMiYHUM CTaTyC
(3HauenHs OI'TT Ta/abo BMiCTy TJII0KO3M B IJIa3Mi KpPoBi HaTie, Ta/abo HbAlc), a Takox dakTopu
PU3MKY /151 IPUUHSATTS PillIeHHS 00 HeOOXiMHOCTI MPOIOBKEHHS, 3MiHU YUY TPUITUHEHHS
JIIKyBaHHS.

Takoxk HeoOXigHO MPOBOIUTH ITOBTOPHY OLIHKY JIiKyBaHHS, SKIIO MAIiEHT 3TOHOM
BIIPOBAIXKY€E IOKPAILIEHHS XapuyBaHHs Ta/abo ¢i3nyHi HaBaHTaxXKeHHS a00 SKIIO 3MiHM CTaHY
3[OPOB’S MaIlieHTa HO3BOJISIOTh 3MIHUTH CIIOCIO KUTTS.



Monomepanis abo kombiHoBaHa mepanis y NOEOHAHHI 3 IHWUMU NEpPopPAIbHUMU 2ino2aiKeMidyHuUMU
3acobamu

IIpenapar CIO®OP® XR 1000 3acTocoByBaTts 1 pa3 Ha o0y Iif Yac BXUBaHHS iXKi BBEUEpi.
MakcumanbHa peKOMeH[I0BaHa [103a CTaHOBUTH 2 TabIeTKy Ha [o0y.

ITpemapatr CIO®OP® XR 1000 3aCTOCOBYBaTH SIK MiATPUMYIOUYY TEpAIlilo [Jis MAI[i€HTIB, SKi BXKe
nikyBanucsi MeThopmiHoM rigpoxmopunoM y go3ysaHHi 1000 mr abo 2000 mr. [Tpu nepexoni fo6osa
no3a mpenapary CIO®OP® XR 1000 noBuHHa OyTH eKBiBaJIeHTHOIO IIOTOYHIl H0OOBIl H03i
MeT(OpPMiHy TigpPOXJIOPULY.

[MamienTaM, sKi MiKy0TbCSI MeTGHOPMiHOM TiAPOXIOPHUAOM y H0o3yBaHHi 6inmbiie 2000 Mr Ha moby, He
PEKOMEHIyETLCS [IePeXONUTH Ha Tepamio npemapatom CIO®OP® XR 1000.

ITamienTtam, sKi nikyoTeca npenapatoM CIO®OP® XR 1000, mosysaunas 2000 Mr Ha §oOy He CIif
IIePEBUIIIYBATH.

Ilns malieHTiB, SKi po3moYany JIiKyBaHHs, 3a3BMYall MoYyaTKoBa fo3a npenapary CIO®OP® XR
craroBuTh 500 Mr 1 pa3 Ha goOy mig yac BxXuBaHHS ixki BBeuepi. Yepes 10-15 gHiB mpoBemeHOro
JiKyBaHHS 103y HEOOXiIHO BiTKOPUTYBATH BifTIOBIIHO 10 pe3y/1bTaTiB BUMipIOBaHb PiBHS I'JIIOKO3U B
KpoBi. [ToBinibHEe 30ibIIIEHHS N03U CIIPUSE 3HUXKEHHIO M06iYHNX eeKTiB 3 00Ky TPAaBHOTO TPAKTY.

Ao HeoOXimHOTO piBHS T'TiKeMil He MOXKHA [OCATHYTH IIPU 3aCTyBaHHI IpemnapaTy

CIO®OP® XR 1000 y makcuManbHil 1o3i 2000 Mr, SKy OpuitMaTh 1 pa3 Ha 7oy, L0 J03y MOXKHa
po3minuty Ha 2 mpuiioMu Ha 0o0y (OfMH pa3 3paHKY i OMUH pa3 BBedepi, Iif yac BXKUBAHHS 1XKi).

Y pagzi axuro HeoOXigHUHN PiBeHb IIikeMil 3amHIIaeThCs HEIOCITHEHUM, MOXKHA 3aCTOCOBYBATH
CIO®OP®, TabneTKu, BKPUTI ITiBKOBOX 0G0JIOHKOI0, Y MAKCHMaJIbHill peKoMeHgoBaHii 1o3i 3000 Mr
Ha 100y.

IIpu mepexofi 3 Teparii iHIIMM TpOTHAiaGeTHYHKMM IpemnapaToM Ha npenapatr CIO®OP® XR 1000
03y TUTPYBATH i PO3MOYKMHATH 3 mpuitomy npenapary CIOPOP® XR 500.

Komb6iHosaHa mepanis 3 iHCYAiHOM

I7s mocArHeHHS Kpaloro KOHTPOJIIO 3a piBHEM TI'JII0K03H ¥ KPOBi MeT(HOPMiH Ta iHCYJIiH MOXKHa
3aCTOCOBYBATH y BUTJIAAI KOMOiHOBaHOI Tepamii. 3a3BuYai I04aTKOBa 03a JIiKapChKOro 3acoby
CIO®OP® XR cranosuth 500 Mr 1 pa3 Ha o0y Iif Yac BXUBaHHs 1XKi BBEUEpi, TOAI H03y iHCYIIHY
cip migOupaTy BigNOBITHO [0 Pe3y/bTaTiB BUMipIOBAHHS PiBHS TJIIOKO3U Y KPOBI.

Jlikapcekuit 3aci6 CIO®OP® XR 1000 MoXKHa 3aCTOCOBYBATH IiCIs TUTPYBaHHA [O3HU IIpenapary.
ITayieHmu AiMHbO20 BIKY

Y nmatieHTiB JTiTHHOTO BiKy MOXKJIMBe IOPYIIeHHS PYHKIII HUPOK, TOMY 103y MeT(GOpMiHy HEOOXiTHO
migOupaTy Ha OCHOBI OIMiIHKY (DYHKIII HUPOK, SKY CJIif IPOBOOUTH PETYISPHO (OUB. PO3MilN

«OCc06IUBOCTi 3aCTOCYBAHHS»).

[TepeBara 3MeHIIIEHHS PU3UKY BUHUKHEHHS IIyKPOBOTO AiabeTy 2 Tumy ab0 3aTPUMKHU MOT0 ITOYaTKy
He Oy/la BCTaHOBJIEHA Y MAlli€HTIB BikoM Bifl 75 pokiB (quB. po3ain «PapMakoguHaMika»), TOMy TaKUM
malieHTaM He PeKOMEeHI0OBAHO MpHU3HavYaTu MeThHOpPMiH (quB. po3min «Oco6IUBOCTI 3aCTOCYBaHHS»).



Hupkosa HedocmamHicmb

IK® coip oriHioBaTH [0 TOYATKY 3aCTOCYBaHHS JIiKapChKUX 3ac00iB, 1[0 MiCTATh MeTHOPMiH, Ta
IIicJIs [T0YaTKY JIIKyBaHHS IPUHAUMHI IOPIYHO. YV NallieHTiB 3 MigBUILEHUM PU3UKOM I10Ja/IbIIOr0
IPOTpeCcyBaHHS HUPKOBOI HEAOCTATHOCTI Ta y MAIi€HTIiB JTITHLOTO BiKy CJIifl IPOBOOUTU PEeTEIbHUU
KOHTPOJIb PYHKIIil HUPOK SKOMOTa 4acTillle, HalpUKiaa KOXKHi 3-6 MicAIiB.

MK 3araabHa ITogaTKOBi peKoMeHaIlil
(M1/%B) MaKCHMaJIbHa To00Ba
no3a
60-89 2000 mr Y pasi 3HuXKeHHS QYHKILil HUPOK PEKOMEHOYEThCS
PO3TISIHYTH MOXKJIUBICTh 3MEHIIIEHHS JO3M.
45-59 2000 mr Crnig mpoaHanisyBaTu GaKTopH, 5IKi MOXKYTh 30i/blIyBaTH

PU3KK PO3BUTKY JIAKTOAIMI03Y (AUB. po3min «OcobmuBOCTi
3aCTOCYBaHHS»), [0 MTOYATKY JIiIKyBaHHS MET(POPMIHOM.

30-44 1000 mr [ToyaTKOBa [I03a CTAHOBUTH He Oifblile MOJIOBUHU
MaKCHMaJIbHOI JO3H.

< 30 - 3acTocyBaHHSA MeT()OPMiHY NPOTUIIOKAa3aHe.

Himu.

[TpemapaT He 3aCTOCOBYBATH [iTSIM, OCKiJIbKM HEMa€ KITiHIiYHUX AaHUX OO0 Li€i BIKOBOI Ipymu
MIAlli€HTiB.

IlIepedo3yeanHsi.

[Tpu 3acTocyBaHHI IipenapaTty B A03i 85 I po3BUTKY rinoriikeMii He ciocTepiranocs. OgHaK y oMy
BUIIAJKY CIIOCTEPiraBcs PO3BUTOK JTAKTOALUUO03Y. 3HAYHE MTEPEBUILEHHS 103U MeThopMiHy abo
CynyTHi ()aKTOPH PU3UKY MOXKYTh CIPUYUHATH BUHUKHEHHS JIaKTOanuao3y. JlakToanumos €
HeBiKJIaMHUM CTAaHOM. Y BUIIAKy PO3BUTKY JIAKTOAIM03Y 3aCTOCYBaHHS JIIKAPCHKOT0 3aC00y
CIO®OP® XR 1000 HeoOXigHO IPUIMHATH i TEPMiHOBO rOCIITaIi3yBaTy namicHTa. Halieek THBHIIIIM
3ax0fI0M M1l BUBEIE€HHS 3 OpraHi3My JIaKTaTy i MeT(OpMiHy € reMofiati3.

ITo6iuni peakuii.

3rigHo 3 JAaHUMM IIOCTMapPKETHHTOBUX Ta KOHTPOJIbOBAHUX KITIHIYHUX JOCIiZKeHb MOGiYHI peakil y
TMalieHTiB, 9Ki 3acTocoByBanu npenapaT CIO®OP® XR 1000, 6ynu nomiGHUMH 3a IPUPOMIOK0 Ta
CTyIIeHeM TSXKOCTi [I0 TaKKX y HALli€HTiB, AKi 3acTocoByBanu npenapatr CIOQ®OP® (i3 HeraitHuM
BUBiTbHEHHSIM aKTUBHOI PEYOBUHU).

Haiiuacrimumy no0iYHMMY peakIlisiMy Ha [T04YaTKy JIiKyBaHHS € HyfoTa, O/1f0BaHHS, fiapes, 6inb y
JKUBOTI, BifCyTHICTh aneTuTy. L{i cuMnToMy y OinbIIOCTI BUMIaKiB MUHAIOTh CAMOCTIWHO.

[ToOiyHi peakiiii 3a 4aCTOTOI0 BUHUKHEHHS KJIaCcU(iKyIOTh 3a TaKUMHU KaTeropisaMu:

nyxe 4dacto (> 1/10), gacto (> 1/1001i < 1/10), Hewgacto (> 1/1000 i < 1/100), pigko (> 1/10000 i
< 1/1000), myxe pigxo (< 1/10000).



ITopyweHHsA 06MiHY peuosuH

YacTo: 3HMKeHHS/medinuT Bitaminy B,, (muB. po3min «OcobIUBOCTI 3aCTOCYBaHHS»).
Iyxke pigko: makToanugo3 (AuB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

3 boky Hepeogoi cucmemu

YacTo: IOPyILIEHHS CMaKy.

3 60Ky mpagHoi cucmemu

Iyxe "yacTo: po3yagu 3 60Ky TPaBHOI CHCTeMH: HyHmoTa, O/0BaHHS, miapes, 6inb y XKUBOTI,
BifCcyTHiCTh aneTtuTy. Haiiuacrire 11i mo6iyHi peakilii BAHUKAIOTh Ha IT0YATKY JIiKyBaHHS Ta y
OiBIIOCTI BUMAMKIB CIIOHTAHHO 3HUKAIOTh. [IJ1 IOmepenKeHHsI BUHUKHEHHS MO0iYHUX peakiiiii 3
00Ky TpaBHOI CUCTEMU PEKOMEHAYEThCS MOBiNMbHE 30iNbIIEHHS NO3U IIPemapary.

3 boky 2enamobisiapHoi cucmemu

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

3 boky wkipu ma nidwkKipHoi KAiMKoBUHU
IyXe pigko: IIKipHi anepriufi peakilil, BK/IIo4Yalo4u epuTeMy, CBepbixK, KpOIUB' THKY .
[ToBimomMIeHHS IPO MOXKIKBI MO6iIYHI peakiril

[ToBimoMnenHs npo nmobiuHi peakilil micyis peecTpariii 1ikapchbKoro 3aco0y Ma€e BaXKIMBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CHIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif TIOBiOMJISITH TIPO YCi BUMTAAKHU Iif03PI0OBaHUX IMOOIYHMX Peakllii Ta

BifiCyTHOCTI e(peKTUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMaIliliHy CUCTEMY 3
(dapmakoHarnsany 3a nocuiiaHHAM: https://aisf.dec.gov.ua abo yepe3 BeO-calT KoMnaHii
https://www.berlin-chemie.ua.

Tepmin npudamHocmi. 3 POKH.

YmoBu 30epiranns. CrellianbHi yMoBY 30epiraHHs He BUMaramThCs. 30epirati y HETOCTYIIHOMY
IJIS OiTed MicIi.

YnakoBka. [To 15 TabneToxk y 6mictepi; mo 2, 4 abo 8 GricTepiB y KapTOHHIM KOPOOIIi.

Kareropis Bignmycky. 3a pelenToM.



BupoOHHK.

BEPJIIH-XEMI AT

Micue3HaxoaKeHHsI BHPOOHHKA Ta afipeca Micus MpoBaIXKeHHS HOT0 Tis/IbHOCTI.

Iminikep Ber 125, 12489 Bepnin, HimeuunHa.

3asIBHHUK.

BEPJIIH-XEMI AT'.

Micue3HaxoaKeHHsI 3asiBHHKa.

Iminikep Ber 125, 12489 Bepnin, HimeuunHa.



