[HCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

CIO®OP°® XR 1000

(SIOFOR® XR 1000)

Cknao:

ditoua pevwosuHa: MmeTpopMminy rigpoxnopup (metformin hydrochloride);

1 TabneTka nponoHroBaHoi fil mictuth 1000 Mr MeThopMiHY rifpoxIopuny;

0onoMidCHI pe4osuHU: MaTHiIO cTeapaT, KPeMHil0 MioKCuM KOnoigHuM 0e3BOIHUM, HATPil0 KapMeso3a,

rinpomeno3sa (tum B’g3kocTi - 100 000 mITa-c, Tun 3amimenss - 2208), Boga ouuIeHa.

JIlikapcbka ¢opma. TabmeTKy MPOIOHTOBAHOI [Iii.

OcHoeHi (Pi3uko-ximiuHi 8 1acmueocmi: TadneTKu oBa/ILHOI GopMH Bix Oiloro mo manxke 6i/10ro Koabopy 3
THCHeHHAM «SR 1000» 3 omHOr0 00KY Ta rjIajaki 3 iHIIOro 00Ky.

dapMmakoTepaneBTHYHA rpymna. [imormikemiuni 3acobu 3a BUHATKOM iHCYiHiB. Biryanigu.

Kom ATX A10B A02.

Papmakono2iuHi e1acmueocmi.
®apmakoduHamika.

Metdopwmin - Giryanin 3 aHTUrinepriikeMivHuM epeKTOM. 3HUXKYE PiBEHB TIIOKO3U Y IIa3Mi KpoBi
SK HaTIIe, Tak i micis BXKUBaHHA 1XKi. He cTUMYyITIOe ceKpelliio iHCYTiHY i He BUSIBIISIE
rimoriikeMidHoOro eekTy, ornocepegKoBaHOI'0 IIUM MeXaHi3MOM.

MeTdopMiH [ii€ TpbOMa LIIIXaMHMU:

- IPU3BOJUTH 10 3HUXKEHHS NPONYKYBaHHS IJII0KO3U y MEeYiHIl 3a paxyHOK iHTriOyBaHHS
TJIFOKOHEOTeHe3y Ta IJIiKOreHOIi3y;

- IIOKpaIIye YyTIUBICTh J0 IHCYTiHY y M’sI3aX, 10 IPU3BONUTH OO MOJINIIEHHS Iepu(pepuaHoro
3aXOIJIEHHS Ta yTUJIi3allil TJII0K03H;

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



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

dapMakogvHaMiuHi ehekTH

KminiuHi mocmigXeHHS MMOKa3aily, 110 OCHOBHOIO [i€l0 MeT(GOPMiHY, OKpPIiM TilormikKeMidHOi, €
crabimizamis abo He3HAYHA BTpaTa MacH Tija.

HesanexHo Bif CBOEI il Ha rikeMito, TabneTKy MeT(OPMiHY 3 HETaHUM BUBITbHEHHSIM BUSBISIOTH
No3UTHBHUY eeKT Ha MeTaboni3Mm mininis. Lie#t edpext OyB moBemeHuM Ipu 3aCTOCyBaHHI
TepaneBTUYHUX [03YBaHb ¥ KOHTPOJIbOBAaHUX CEPENHBO- a00 MOBrOTPUBAJIUX KITIHIYHUX
IOCTimKeHHX: TaOneTky MeTGopMiHy 3 HeraHUM BUBITbHEHHSM 3HUXKYIOTh BMICT 3arajbHOTO
XO0JIECTEPUHY, JIMONPOTEeiHiB HU3BKOI IIiTbHOCTI Ta Tpuriinepunis. Ilomi6Huii ehekT He
CIIOCTEpiraBcs MPU 3aCTOCYBaHHI TablIETOK MPOJIOHTOBAHOI [Iii, iMOBIpPHO, Y 3B’s13KY 3i 3aCTOCYBAHHSIM
mpernapaTy BBeudepi. Yepes 1le TaKOXK MOXKe CIIOCTEPIraTUCS MifABUIEHHS BMICTY TPUTIILEePULIIB.

KniniuHa eeKTUBHICTD

3HMXKEeHHS pU3UKY ab0 3aTpUMKa II0YaTKY IIYKPOBOTO giabeTy 2 TUILY

[Tporpama npodinaktuku giabety (DPP) y mopocnux Oyna 6araTolleHTPOBUM, 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
aMepHuKaHChbKUX iHmiaHLiB). [TanienTaM O6y10 Mpru3HaYeHO aKTUBHUIM CII0Ci0 KUTTS, 2X850 Mr
MeT(OpMiHy IITIOC CTaHOAPTHI 3MiHU ciocoby KUTTS abo marebo MIoc CTaHAaPTHI 3MiHU CIIOCO0Y
KUATTH.

CepenHi BuxifHi 3Ha4eHHs A1d 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 I'JII0OKO3U B II71a3Mi KPOBi 4yepe3 ABi TOOUHU
TicJIs puiioMy TITIIOKO3HM TTepopabho 164,6+17,0 mr/aon ta 34,0+6,7 kr/mM’ IMT. BupoBagxeHHs
aKTHBHOTI'0 CIIOCOOY XKUTTS 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 Oinbiioi y
IIal[l€HTIB JIITHBOTO BiKY.

[MauieHTH, sIKi OTprMany HabinbIly KOPUCTH Bif JTiKyBaHHS 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/I,
0azoBuit HbA1C = 6,0 %, abo marjieHTH 3 recTaliiHuM giabeTom.

Ins 3amobiraHHs OgHOTO PO3BUTKY LIyKPOBOTO fiabeTy MPOTSATrOM TPHOX POKiB y Ipymi naiienTis DPP
6,9 martienTiB 6yau y rpymi akTUBHOTO criocoby KUTTS Ta 13,9 malieHTiB - y rpymi MeThOopMiHy.
Touka mOCATHEHHS KyMy/JISITUBHOL YaCTOTH BUHMKHEHHS LIyKPOBOTO HiabeTy, fiKa mopiBHIOE 50 %,
Oyna BimcTpoueHa MpubIM3HO Ha TPU POKU B Ipymi MeThOpMiHy MOpPiBHSHO 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.



Cepep yuacHukiB DPPOS (n = 2776), KyMy/lIsiTUBHA YaCTOTa BUHUKHEHHS IIyKPOBOTO fiabeTy Ha

15-my porii cranoBuTh 62 % y rpymi nnaue6o, 56 % - y rpymi metdhopminy Ta 55 % - y rpymi
BIIPOBAIKEHHSI aKTUBHOTO CIIOCO0Y KUTTS. 3aranbHi KoedimienTu 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 Tpymoio0 mianedo y rpymi MeTdhopMiHy pu3uk miabeTy OyB
3meHmenn 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 akTuBHOr0 crioco0y XKuTTs. Ilfomo 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 % HUKUOIO, HiX y THX,
y Koro po3BunyBcs miabet (KP 0,72, 95 % II 0,63-0,83; p < 0,0001). HeMae xKomHUX MOPiBHSATIBHUX
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, BiK, pOIUHHUN
aHamHe3 (1 cTymiHb ciMeNHOI CTIOPigHEHOCTI i3 XBOPUM Ha LYKPOBUH AiabeT, recTaliiiHui IIyKpOBUii
miabeT B aHaMHE3i Ta CUHIPOM IOIiKicTO3HUX sieuHuKiB (CITK).

JIikyBaHHS IIYKPOBOTO HiabeTy 2 TUIY

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 OTPUMYBaIu 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 Bumaaky/1000 maIieHTO-pOKiB)
IIOPiBHSHO 3 I'PYIIOIO MallieHTiB Ha mieTi (43,3 Bunagky/1000 marienTo-pokis), p = 0,0023, ta
NIOPiBHSIHO 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
marieHTo-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(pOHIICEYOBUHOIO Ta MOHOTeparil iHcyninoM; 18,9 sunaaky/1000 nmauierTo-pokis (p = 0,021);

3HAYHe 3HUKEHHS a0COJIIOTHOT0 PU3UKY iHPapKTy MioKapaa: MeTGopMiHy
rimpoxmnopup 11 Bunankis/1000 marieHTO-pOKiB, nmutie gieta - 18 Bunmankis/1000 mamieHTO-poKiB (p =
0,01).

s MmeTGopMiHy TigpoXJIOPHUAY, 110 3aCTOCOBYETLCS K Tepallis APyroro psaay, y kombiHarii 3i
cynb(}OoHiNICEeUYOBHMHOIO TIepeBara o0 KIIiHiYHUX pe3yabTaTiB He Oya moKa3aHa.

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



OKpeMUX TIalli€eHTiB, ajle KiIiHiuHa IepeBara Ifi€l KoMmOiHairil He Oyna o¢illiiHO BCTaHOBIIEHA.
dapmakoKiHemuxka.
BcmoxmyeaHHA

ITicns mepopanbHOro 3acTocyBaHHs 1 TabneTku mikapchkoro 3aco6y CIO®OP® XR 1000 nauieHTaMu
micJIs BXXMBAHHS 1XKi Ta HaTIle 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) npenapaty 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 BJIaCTUBOCTI.

[Tpu piBHOBaXKHOMY CTaHi, K i IpKU 3aCTOCyBaHHi TaOIETOK i3 HETalHUM BUBIIbHEHHSM,
MakcuMasbHa KoHleHTpauis (C,,,) Ta AUC 36inblIyioThCs HEITPOMOPLINHO 10 BBEJEHOI BHYTPILIHEO
no3u. AUC micnst ogHOpa30Boro npuiiomy BHYTpimHE0 2000 Mr MeThOPMiHY TifpOXIOPUAY Y BUTIAMIL
TabJIeTOK i3 MPOJIOHTOBaHUM BUBiIbHEHHSIM aHajoriune AUC, 10 CIIoCTepiraeThCs MicIis IPUUOMY
1000 mr meTdhopMiny rigpoxnopuny y BUrasgi TabmeToK i3 HeraHUM BUBITbHEHHSM 2 pa3u Ha fo0y.

Konusauus C,,, Ta AUC B OKpeMuX Ialli€HTIiB Y BUNAAKy IPUoMy TabIeToK MeThHOPMiHY
TigpOXJIOPUAY 3 IPOJIOHTOBaHUM BUBLIbHEHHSM IIOPIBHAHO 3 KOJIMBAaHHSIMU, SIKi CIIOCTEPIral0ThCA y
BUIIQMIKy NpuiioMy TabeToK MeTHOPMiHY TiIpOXIOPUAY i3 HeraltHUM BHBITbHEHHSM, 3iCTaBHI.

[Ticns 3acTocyBaHHs TabNeTOK i3 MpoIoHToBaHUM BUBiIbHEeHHSIM 1000 Mr micis BXKHUBaHHS 1XKi
croctepiranocs 30insimenHs AUC Ha 77 % (C,,,, mipgBumtyBasnocs Ha 26 % i T,,,, mogoBxKyBanocs mo 1
TOMUHHU).

BcMmokTyBaHHS MeTGHOPMiHY TiIpoXIopuay 3 TaOlIeToK i3 MPOJIOHTOBAHUM BHUBITbHEHHSM HE
3MIHIOETHCS 3aJIeKHO Bifl cKnanmy 1xki. He crioctepiraerscst Kymynsuii npu 6araTopasoBoMy IpuioMi
no 2000 Mr MmeThOpMiHY TiTPOXJIOPUAY Y BUTTIAAI TabIeTOK i3 IIPOJIOHTOBAaHUM BUBITbHEHHSIM.

Po3noodin

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

Memaboaizm
MeTtdopMiH BUBOIUTHCS ¥ HE3MIHEHOMY BUTJIAMIL 3i ceuero. MeTaboMiTiB y TIOAMHY He BUSIBIIEHO.
BugedenHsa

Hupkosuii kipeHC MeThopMiny cTaHoBuTh > 400 mi1/xB. Lle BKa3ye Ha Te, 1m0 MeTHopMiH
BUBOJUTLCS 3a PaxXyHOK KJIy00uKOBOI ¢inbTpalil Ta KaHasbIeBol cekpetil. ITicns nepopaabHOTo
IPUHOMY [O3H Mepiof HaliBBUBEOEHHS CTAHOBUTHL MPUOIU3HO 6,5 roguuu. [Ipu mopymenHi QyHKIii
HUAPOK HUPKOBUY KJIipEHC 3HUKYETHCS MPOIOPIIKHO A0 KIIipeHCYy KpeaTHHiHy, TOMY I1epiof
HalliBBUBEJEeHHS 30iMbIIyETHCS, 1110 IPU3BOOUTE A0 30iNblIeHHS PiBHSI MEeTQOPMiHY 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»);

- IIPOTPecylodi MOPYIIeHHs ByTIeBOOHOT0 00MiHY, He3Baxka4yy Ha Mogudikallio
aKTHBHOT'0 CIIOCOOY XKUTTS IIPOTATOM Bif 3 mo 6 Micsiris.

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

[TapanenbHO 3 TOYATKOM 3aCTOCYyBaHHS MeT(GOPMiHY MOTPiOHO MPOMIOBKYBATH 3MiHHU CIIOCOOY KUTTS,
3a BUHATKOM THX BUIIaKiB, KOJIU MAILliEHT HECIIPOMOXKHHUM 10 TaKUX 3MiH 3 MEJUYHUX IPUYHUH.

*[TTT": [TopymeHa TosiepaHTHICTH fo rioko3y; [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 MOHOTeparmio abo y KoMmbiHamil 3
iHIMMMY TepopanbHUMU MPOTHAiabeTHYHUMHU 3aco0aMu, abo CyMiCHO 3 iHCYTiHOM.

IIpomunoka3aHHs.

- IligBuIinieHa 4y TIUBICTh 00 MeThHOPMiHY ab0 70 Oyab-IKOT0 iHIIIOTO KOMIIOHEHTA IIpelapary;



- Oy[Ob-SIKM¥ THUII TOCTPOTr0 MeTabO0IiYHOT0 allua03y (HalmpuKiIaj, TaKToaluaos, diabe THuHUN
KeToalluao03);

- miabeTH4YHA ITPEKOMa;
- HUPKOBA HEIOCTATHICTh TAKKOTO CTYIeHs (IIBUAKICTh Kiny0oukoBoi ¢inbrparii (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, aJTKOTOJTi3M.

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

AnKoroJibHa iHTOKCHKAaIIisl aCOII0ETHCS 3 MiABUIIEHNM PU3UKOM JIaKTOALKU03y, 0COOIIUBO Y
BUIIa[IKaX TOJ00yBaHHSI a00 JOTpUMaHHS HU3bKOKAJIOPiMHOL OiETH, a TAKOXK NIPU NEYiHKOBIil
HeIOCTaTHOCTI.

HoodosmicHi peHMe2eHOKOHMPACMHi pe408uHU

[TatieHTaM CJIifi IPUNMHUTH 3aCTOCYBaHHS MeT(hHOpPMiHY o abo Iifl Yac IpoBefieHHs [OCTiIKeHHS i
IIOHOBUTH He paHillle HiXK dyepe3 48 roguH micis JOCTigXKEeHHS 3a YMOB OTPUMaHHSI HOPMaIbHOT0
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 nuknookcurenasu (LIOT) II, inribiTopu aHTiOTEH3UHIIEPETBOPIOBAJILHOTO
dbepmenty (AII®), aHTaroHicTH perenTtopiB anrioTen3uny II i miypeTuku, 0co6IMBO METIHOBI
[iypeTHKY, MOXKYTh HETaTUBHO BIIMHYTU Ha (PYHKIIiI0 HUPOK, 110 MOXKe 30iTbIIUTH PU3UK
BUHUKHEHHS JlakToanuno3y. Ha moyatky nikyBaHHS BHUIle3a3HaYeHUMU JTiKapChKuMu 3acofaMu abo
ix 3acTocyBaHHs y KoMOiHa1ii 3 MeTGpopMiHOM HeOOXiHO 3[iCHIOBATU PeTEIbHUN KOHTPOIbL QYHKIIil
HUPOK.

Jlikapcuki 3acobu, w,0 YuHsAMb 2inepeaikemiuHy 0ito (2/110KOKOpmukKocmepoiou cucmemHoi ma
Mmicuesoi 0ii, cumnamomimemuku)

Heo06xigHo gacTille KOHTPOIIOBATY PiBeHB IJIIOKO3H ¥ KPOBi, 0CO0IMBO Ha IOYATKY JIiKyBaHHSA. [1ig
4ac i micis mpUIMHEeHHS TaKol CyMiCHOI Teparii moTpi6HO KOpUryBaTu 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 (TakuMH SIK IUMETUAWH, JOIyTEerpaBip, paHOoa3uH, TPEMETOIIPUM, BaHIEeTaHi0,
i3aBYyKOHA30J1) MO2Ke 3MEHIIUTA HUPKOBE BUBEIeHHS MEeT(POPMiHYy 3 HACTYITHUM 30i/TbIIIEHHIM
KOHIIeHTpallil MeT(HOPMiHY B IIJTa3Mi KPOBI;

- inri6itopamu 060x OCT1 i OCT2 (TakuMHM SIK KPH30THUHIO, oytarmapu0) MoXKe BIIMHYTH Ha
e(eKTUBHICTh Ta HUPKOBE BUBEEHHS MET(HOPMIiHY.

ToMy peKOMEeHAYETLCS BUSBIIATH 0COONMUBY 00€PEXHICTh IIPU CYIIyTHBOMY 3aCTOCYBaHHI ITUX
npernaparis 3 MeThOpPMiHOM, 0COONMMBO Yy MAIliEHTIB i3 MOPYIIeHHIMHU QYHKIIII HUPOK, OCKiIbKH
KOHIIeHTPaIlisg MeT(opMiHy B my1a3Mi KpoBi Moxke 3pocTH. [Ipu He0OXigHOCTI CITif 3BaXKUTH
MOXKJIMBICTbh KOPUTYBaHHS N03U MeTHOPMiHy, OCcKinbKu iHTi0iTopu/iHAyKTOpH OCT MOXKYThH BIIUHYTH
Ha e(eKTUBHICTL MeT)OPMiHY.

Oco6.1ueocmi 3acmocy8aHHs1.
Jlakmoauudo3

JlakTOaIuMao3 € OyxXKe PifKiCHUM, ajle TIKKUM MeTaOOJIiYHUM yCKJIafHEHHSIM, 110 HaldacTiie
BUHUKAE IIPU TOCTPOMY IOpYLIeHH] GYHKIII HUPOK, CEPIIEBO-JIETEHEBOMY 3aXBOPIOBAHHI ab0 Cercuci.
[Tpu roctpomy nopyuieHHi GyHKIII HUPOK BinOyBaeThCs HaKONMUUYEeHHS MeT(QopMiHy, 1110 306ibInye
PU3UK PO3BUTKY JIaKTOAIUIO3Y.

Y pazi 3HeBogHEHHS (cunbHOIL giapei abo O/M0BaHHS, TapsTuKyu a0 3MEHIIIEHHST BXXUBAHHS PiTUHN)
PEKOMEHYEThCS TUMYACOBO MPUITHHUTH 3aCTOCYBaHHS METHOPMIHY i 3BEPHYTHUCS 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 BKIII0YaI0Th
Ha[JMipHe BXKUBAHHS aJIKOTOJII0, IeYiHKOBY HE[JOCTATHICTh, HEAOCTATHLO KOHTPOJIbOBAHUY I[yKPOBUU
niabeT, KeTO3, TPUBAJIE IOJI0OAYBaHHS i Oy[Ib-IKi CTaHM, TOB’sI3aHi 3 TIMOKCi€I0, a TAKOXK CYNyTHE
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
JaKToauugo3y. XapaKTepHUMU 03HaKaMU JIAKTOAIU03y € alluI0TUYHAa 3afAHIIKa, Oilb y KUBOTI,
M’SI30Bi CyIOMH, acTeHisd Ta rimoTepMis, Hagasli MOXKIUBHAY PO3BUTOK KOMHU. Y pasi MosiBu OyIb-IKOTO
CHMIITOMY BUHMKHEHHS JTaKTOAI[MA03y Malli€eHT TOBUHEH NPUINHUTH 3aCTOCYBaHHS MeTHOPMIiHY i



HeTalHO 3BEPHYTUCS [0 JliKaps.

HiarHocTu4Hi pe3yabTaTi 1abopaTOPHUX AOCTiAKEHb - 3HUXKEeHHS PH KpoBi (< 7,35), nmifBuieHHS
CHPOBATKOBOI KOHIIEHTpalil TakTaTy (> 5 MMOIB/N) i 30iMbIIIEHHST aHIOHHOT'0 ITPOMiXKKY Ta
CIIiBBiIHOILIIEHHS TaKTaT/mipyBar.

ITauienmu 3i scmaHosieHUMU abo ni003pPHBAHUMU MiMOXOHOPIANbHUMU 3aXB0PHOBAHHAMU

[TauieHTaM 3i BCTAHOBIEHUMY MITOXOHIPiaIbHUMHU 3aXBOPIOBAHHSIMHU, TAKUMU K MITOXOH[piaibHa
eHnedanonaris 3 TaKTOalUKUa030M Ta iHCYNbTONOAIOHUMY emizomamu (cuHapoM MELAS
(mitochondrial encephalomyopathy, lactic acidosis, and stroke-like episodes)) Ta cmagkoBuit giaber i
rioyxoTa y Marepi (maternal inherited diabetes and deafness (MIDD)), 3acTocyBaHHS MeT(})OPMiHY He
PEKOMEHAYETLCA Yepe3 PU3UK 3arOCTPEHHS JIaKTOALUI03Y Ta HEBPOJIOTIYHUX YCKIIaAHEeHb, 1110
MOXKYTb IIPU3BECTHU [0 MOTipIIeHHS 1epediry xBopoou.

Y pa3i BUHUKHEHHS 03HaK i CHMIITOMIB, I[0 CBigyaTh po cuHapoM MELAS a6o npo MIDD, nikyBaHHS
MeT(HOPMIHOM CIIif] HeTalHO NPUIMHUTY Ta IIPOBECTH IIBUAKY OiarHOCTUYHY OLIHKY.

Hupkoesa HedocmamHicmb

[IK® crmip omiHOBaTH [0 IIOYATKY JIKYBaHHS i peTyISpHO IIiCg KOT0 3aBepIleHHs (OUB. PO3Mi
«Crmoci6 3acTocyBaHHS Ta 0O3W»). 3aCTOCYBaHHS MeT(HOPMiHY IpOoTUIIOKa3aHe maljieHTam 3i [IIIK®
< 30 mn/xB i Mae OyTu TUMYaACOBO NIPUNMHEHE 3a HasBHOCTI 3aXBOPIOBaHb, I10 3MiHIOIOTh QYHKIIi0
HUPOK (OuB. po3ain «IIpoTUnoKa3aHHS»).

QyHKUIA cepya

[TaiieHTH i3 cepiieBOI0 HEOOCTATHICTIO MalOTh OiTbII BUCOKHY PU3UK PO3BUTKY TiMOKCil Ta HUPKOBOI
HefocTaTHOCTI. [TanieHTaM 3i cTabiTbHOI0 XPOHIYHOIO CEPIIEBOI0 HEOOCTATHICTI0O MeT(HOPMiH MOXKHA
3aCTOCOBYBaTH IIPU PETYIIPHOMY MOHITOPUHTY (PYHKIIi1 cepIisd Ta HUPOK. MeTdhopmin
IIPOTUIIOKA3aHUM MallieHTaM i3 roCTpoIo Ta HeCcTabinbHOIO CEPLEeBOI0 HENOCTATHICTIO (IUB. PO3MiN
«ITpoTUTIOKA3aHHS»).

ITayieHmu AiMHb0O20 BIKY

Yepes oOMexkeHHi JaHi 11010 TepaneBTUYHOI e(DeKTUBHOCTI 3MEHIIEHHST PU3UKY BUHUKHEHHS
IIyKpoBoro miabety 2 tumy a0o 3aTPUMKH HOT0 IIOYaTKY Y MallieHTiB BikoM Bif 75 pOKiB, TaKUM
malfieHTaM IIpu3HadYeHHs MeTQOpPMiHY He peKOMeHI0BaHe.

HodosmicHi peHmeeHOKOHMPACMHI 3acobu

BHyTpIlIHbOCYAVHHE BBEOEHHS MOJ0BMICHUX KOHTPACTHUX PEYOBUH MOXKE BUKJIMKATU KOHTPACT-
iHmykKoBaHy HedpoIaTiio, 110 TPU3BOAUTD N0 HAaKOMHUYeHHS MeTHOpPMiHy i 30i/IbLIeHHST PU3UKY
PO3BUTKY JaKToaIuao3y. [lamiedTamM 3acTocyBaHHS MeTQOPMIHY Cllig TpUOUHUTH A0 abo mim yac
IIPOBENEeHHS MOCTiIXKEeHHS i IOHOBIIOBATH He paHillle HiXK 4epe3 48 roguH micns OOCHiaKeHHS i
JIMIIIE TTiCTIs TTOBTOPHOI OIIiIHKY Ta OTPUMaHHS HOPMaJIbHOTO Pe3yIbTaTy GYHKIII HUPOK (OUB. PO3MiK
«Croci6 3acTocyBaHHS Ta Ho3u» Ta «B3aeMopmis 3 iHIMMMU TiKapCchKUMHU 3aco0aMy Ta iHIII BUOU
B3aEMOJIIN»).

XipypeiuHi BmpyyaHHA

Heo0xigHO IPUIMHUTY 3aCTOCYBaHHS MeT(HOPMIHY IIif Yac XipypriuHOro BTpy4aHHS, SKe IPOBOASATh
Tifl 3arasibHOM0, CIIiHAMBbHOW a0 emigypaabHO aHecTe3i€lo, i MOHOBIIOBATH HE paHillle HiXK uyepe3 48



TOJUH MiCJiI IPOBEefEeHHS omnepallii a0o BifHOBIEHHS IIepOpaJbHOTO0 XapuyBaHHS i JIUIIE MiCJIA OLiHKI
Ta OTPUMaHHS HOPMaJIbHOTO Pe3yabTaTy (PYHKIIil HUPOK.

THwi 3anob6ixcHI 3axodu

[TanieHTaM HeOOXiIHO OTPUMYBATHCS OiETH, PIBHOMIPHOTO IPHUIOMY BYTJIEBOMIB IIPOTATOM HO0HU.
[MTauieHTaM i3 HAgMipHOIO MacOI0 Tijla CHif MPONOBXKYBaTH HOTPUMYBATHCS HU3bKOKAIOPiNHOL TiETH.
Heo0xifmHO perynsipHO KOHTPOJIIOBATH J1Ta00paTOPHi MOKa3HUKYU PiBHS I'TIOKO3U B KPOBI.

MeTdopMiH MOKe 3HUKYBaTH PiBeHb BiTaMiHy B, y cupoBaTiii KpoBi. PU3uK HU3LKOTO PiBHS BiTaMiHy
B,, 3pocTae 3i 36inbIneHHSIM 0031 MeThHOPMiHY, TPUBAJIOCTI TiKyBaHHS Ta/abo y MallieHTiB i3
(dbaxTOpaMu pU3UKY, SKi, K BiOMO, CHPUYUHSIOTE AediluT Bitaminy B,,. ¥ pasi nigo3pu Ha gedinut
BiTaminy B,, (Hanpuknap, aHeMis a6o HelpomaTisi) Ciifi KOHTPOJIIOBATH PiBeHb BiTaMiny B, y
cupoBartui KpoBi. [TarienTam i3 pakTopamu pusuky nedinuTy Bitaminy B,, Moxke 6yTu HeoOXigHUN
IepiofUYHNN MOHITOPHUHT BiTaMmiHy B,,. Tepamito MeTpopMiHOM CIIifl TPOIOBKYBATH [0 TUX IIip, TIOKU
BiH MEPEHOCUTHLCS i He € IPOTUIIOKAa3aHHAM, a BiiMIOBifHE KOPEeKIliiiHe JTiKyBaHHS AedinuTy BiTaMiHy
B,, HamlaeThCA BiATOBIOAHO N0 MOTOYHUX KITiHIYHUX PEKOMEHIAIIii.

MonoTeparis MeT(GpOpMiHOM He CIIPUUMHSE TiMOTIiKeMil, ogHak ciif 0yTu 06epekHUMU IIPU
OJHOYAaCHOMY 3aCTOCyBaHHiI MeT(QOpMiHy 3 iHCyniHOM ab0 iHIKUME IepOpaIbHUMU TiNOTIiKEMiYHUMU
3acob6aMu (HAMPUKIAM, IOXiTHUMHU CYIbGOHIIICeY0oBHHY ab0 MermiTuHigaMu). MoXK/IiBa HasBHICTh
dbparMeHTiB 000JI0HKH TabnIeTOK y pekanisx. Lle € HopManbHUM SIBUIEM i He Ma€ KJIiHIYHOTO
3HAYEHHS.

Lle#t mikapcbkuit 3aci6 mictuth MeHIe 1 Mmmonb (23 Mr)/mo3y HaTpito, TOOTO MPAKTUYHO BiTbHUU Bif
HaTpilo.

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

HekoHTpoOsIbOBaHa TinepriikeMis Ha IePUKOHLENIiHIN (a3i Ta mif yac BariTHOCTI ITOB’sI3aHa 3
MigBUIIEHNM PU3UKOM BPOIXKEHUX aHOMAJIil, BTPaTH BariTHOCTI, apTepianbHOI rimepTeHsi],
CIIPUYMHEHO] BariTHICTIO, IpeeKIaMIICil Ta TepuHaTalbHOl CMEPTHOCTI. BaxnuBo migTpuMyBaTi
piBeHb I'TIOKO3H B KPOBi STKOMOTra 01uK4e 10 HOPMAJIbHOTO IIPOTSATOM BCi€l BariTHOCTI, 11100 3HU3UTH
PU3UK HECIIPUSTINBUX HACINKIB rimepriikemii ams MaTtepi Ta ii gUTUHM.

MeTdhopMiH MpOHUKAE Yepe3 IJIalleHTy 3 piBHEM, IKUW MOXKe OyTH TaKuUM 3Ke BUCOKUM, SIK
KOHIIEeHTpalis y MaTepi.

Benuka KinbKiCTh JaHMUX PO BariTHUX XKiHOK (6inbire 1000 pe3ynbTaTiB BIJIMBY) 3 KOTOPTHOTO
IOCTiIKeHHSI Ha OCHOBI peecTpiB Ta omy0IiKOBaHUX JaHUX (MeTa-aHai3u, KIIiHiYHi HOCTigXKeHHS Ta
PEECTpHU) BKa3yIOTh Ha BiICYTHICTE MigBUILEHOTO PU3UKY BPOMIXKEHUX aHOMaJii a0 TOKCUYHOCTI [JIst
T7107a/HEe0HATAIbHOI MUTUHY ITiCIIsS BIIUBY 10 MeTHOPMiHY B Iepion mepuKoHIenIil Ta/abo mig yac
BariTHOCTI.

IcHYIOTH 06MeXkeHi Ta HellePeKOHJIUBI aHi ITPo BITUB MeTGHOPMiHY Ha JOBIOCTPOKOBUN PE3yIbTaT
MacH Tina #iTe, sKi 3a3HaIM BHYTPILIHEOYTPOOHOTO BIIMBY. CX0XKe, 110 MeT(hOpPMiH He BIIJIMBAE Ha
PYXOBUH Ta COLiaJIbHUYM PO3BUTOK AiTel BiKOM [0 4 POKIiB, Ki 3a3HaJIM BIUIMBY IIifl 4YaC BariTHOCTI,
X04Ya [laHi I0JI0 JOBTOCTPOKOBUX HACIIOKiB 00MeXKeHi.



Y pagzi kniHiuHOl He0OXiMHOCTI 3aCTOCYyBaHHS MeT(HOPMiHYy MOXKHA PO3TJISHYTH IIifl Yac BariTHOCTI Ta
B IIepiof] IEPUKOHIIENIII] K JOTOBHEHHS a0 albTePHATUBY iHCYIIiHY.

ITepiod 200ysaHHs 2py0010

MeThopMiH eKCKPETYETLCS Y TPYAHE MOJIOKO, ajle Y HOBOHAPOMXKEHUX/HEMOBIIAT, SIKi 3HAXOAUIUCS
Ha TPYOHOMY TrOfyBaHHi, Mo0iuHi eeKTH He crocTepiranucs. OmHaK, OCKiTbKY HEJOCTAaTHbO HaHUX
mono 6e3meKy 3aCTOCYBaHHS IIpenapary, TOfyBaHHS IPYALI0 He PEKOMEHYEThCS IPOTATOM Tepartril
MeTdopMiHOM. PillleHHS 11040 MPUIKXHEHHS rOAYBaHHS IPYAI0 HeoOXimHO mpuiiMaTu 3
ypaxyBaHHSIM IlepeBar IPyIHOr0 TOOYBaHHS Ta IMOTEHI[INHOT0 PU3UKY MO0iYHUX ePEKTiB AT
OUTUHU.

depmuabHicMb

MeTtdhopMiH He BIIMBaB Ha (GepPTUIBHICTL TBAPUH IIPU 3aCTOCYBaHHI ¥ mo3ax 600 Mr/kr Ha go0y, 110
Maiixke y 3 pa3u IepeBUllyBaii MaKCUMaJIbHy PeKOMeHI0BaHy N000BY 03y OJIs IOOUHU 3
PO3paxyHKy Ha IUIOLLY II0BEPXHI Tina.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Jlikapcekuit 3aci6 CIO®OP® XR 1000 He BIMBaE Ha MIBUAKICTL peakllil IpX KepyBaHH]
aBTOTPAHCIIOPTOM abo pobOoTYy 3 iHIIMMU MexXaHi3MaMu, OCKiJIbKM MOHOTEepaIlis IpernapaToMm He
CTIPUYMHSIE TiMmormikeMil.

OpHaxk crig 3 00epeXKHICTI0 3aCTOCOBYBAaTH MeTGOPMiH y KoMOiHaIlil 3 iHIIKMHU TillOTIiKeMiYHUMHI
3acobamu (oxingHi cynb(OHINICEeYOBUHY, IHCYIIH, METTIiTUHIAN) ¥ 3B'3KY 3 PU3UKOM PO3BUTKY
rimormikemil.

Cnoci6 3acmocyeaHHss ma do3u.

Cnoci6 3acTocyBaHHS

Ta6neTKy Cifi KOBTaTH IiTMMH, 3aMBAIOYH BOFOK. IX He CIIif] po32K0ByBaTH a00 IOPiOHIOBATH.
Ilopocai nauieHmu 3 HOPpMAaabHOW (YyHKYiE HUPOK (LIIK® = 90 ma/x8)

SHMKEHHS PU3UKY abo 3aTPHUMKA IIOYATKY IIYKPOBOT'O giaGeTy 2 THUIIY

MeTdhopMiH crig npu3HavaTH JIUIIEe TOMi, KOJIU 3MiHU B CIIOCO6i JKUTTS MPOTATOM 3-6 MiCSIIiB He
3a0e31evyoTh afeKBaTHOTO TJIiKeMiYHOI'0 KOHTPOJIIO.

JIikyBaHHS CITif HOYMHATH 3 ofHiel TabneTku npenapaty CIO®OP® XR 500 1 pa3 Ha mo6y mif
Yyac BXKMBAHHS 1Ki BBeUep.

Yepes 10-15 pmHiB IpoBeieHOT0 JIiKyBaHHS 03y HEOOXiMHO BiZKOPUTYBAaTH BifITIOBITHO [0
pe3ybTaTiB BUMIPIOBaHb PiBHS I'JII0OK03U B KpoBi (3HadeHHsI OI'TT (opasbHUY IIII0OKO30TOJIEPAHTHUY
TeCT) Ta/abo BMICTY I'/TIOKO3H B Ij1a3Mi KpoBi HaTie Ta/a6o HbAlc nmoBunHi 6yt B HOpMi). [ToBinbHE
30inbIIEHHS T03U MOXKe IOKPAIIUTH IEPEHOCUMICTh 3 00Ky TPaBHOTO TPakTy. MakcuMaibHa



peKoMeHfioBaHa fo3a npenapaty CIO®OP® XR 1000 craHoBuTh 2 Tabnetku (2000 Mr) 1 pa3 Ha 5oy
i Yac B:XKMBaHHSA 1Ki BBeUepi.

PexoMeHAy€eThCS PEryIsIPHO KOHTPOJIIOBATH (KOXHI 3-6 MiCALIB) ITiKeMiYHUM CTaTyC
(3mauennst OI'TT Ta/abo BMicTY I/m0K03u B ma3Mi KpoBi HaTie, Ta/abo HbAlc), a Takox dakTopu
PUBUKY OJIsT IPUMHSATTS PillleHHs 00 HeoOXiMHOCTI MPOIOBXKEHHS, 3MiHN YU ITPUIUHEHHS
JIIKyBaHHS.

Taxox He0oO0XiHO IIPOBOOUTY IIOBTOPHY OLIHKY JIiKyBaHHS, SKIIO MAI[iEHT 3TOIO0M
BIIPOBAIXKY€E IOKpPAIIeHHS XapuyBaHHs Ta/abo ¢iznyHi HaBaHTaxKeHHS a00 SKIIO 3MiHU CTaHY
3[OPOB’S MallieHTa HO3BOJISIOTh 3MIHUTH CIIOCIO XKUTTS.

Monomepanis abo kombiHoBaHa mepanis y NOEOHAHHI 3 THWUMU NEepopPaIbHUMU 2ino2aiKeMiuyHUMU
3acobamu

I[Ipenapatr CIO®OP® XR 1000 3actocoByBats 1 pa3 Ha mo0y IIifi 9ac BXUBAHHSA 1Xi BBEYepi.
MakcumasnbHa peKOMeHIoBaHa [03a CTaHOBUTD 2 TablIeTKu Ha J00y.

[Ipenapatr CIO®OP® XR 1000 3acTOCOBYBaTH SIK HiATPUMYIOYY TEPAIIiio [JIs IalLicHTiB, IKi BX&Ke
nikyBanucst MetThopmiHoM rigpoxmopunoM y go3yBaHHiI 1000 mr abo 2000 mr. [Tpu nepexoni mobosa
[03a IIpenaparty CIO®OP® XR 1000 moBuHHA OyTu eKBiBaJIEHTHOIO IIOTOYHiN N0OOBii 7031
MeT(hHOPMIHY TiIPOXTIOPUAY.

[TamieHTaM, sKi JTiKyIOTbCS MeT(GOPMiHOM TifipoxiopuaoM y mo3yBaHHi 6inbine 2000 Mr Ha o6y, He
PEKOMEHMIyETLCS [IepexX0ouTH Ha Tepamiio npenapatom CIO®OP® XR 1000.

[TamienTaM, gKi JIIKYyIOThCA IIperapaToM CIO®OP® XR 1000, no3yBaHHS 2000 Mr Ha mo6y He CJIif
IIepPEeBUILlyBaTH.

[lns maieHTiB, sIKi po3noyanu JIiKyBaHHS, 3a3BU4Yal 104aTKOBa [03a IpenapaTy CIO®OP® XR
cranoButh 500 Mr 1 pa3 Ha goOy mig yac BxKuBaHHS ki BBeuepi. Yepes 10-15 gHiB mpoBeneHOTo
JIiKyBaHHS 103y HeOOXiHO BiIKOPUTYBaTH BifTIOBIOHO [0 pe3yJIbTaTiB BUMiIpIOBaHb PiBHS I'IIOKO3U B
KpoBi. [ToBinbHE 30iNbIEHHS 03U CIIPUSE 3HUKEHHIO M0OiUHUX e(eKTiB 3 00Ky TPaBHOTO TPAKTY.

Ao HeoOXimHOTO piBHA TTiKeMil He MOXKHa [IOCATHYTH IIPU 3aCTyBaHHI IIpenapaTry

CIO®OP® XR 1000 y MakKcuManbHi# 103i 2000 Mr, Ky npuiimMaioTs 1 pa3 Ha fo0y, 110 03y MOXKHa
PO3MinuTH Ha 2 NpuiioMu Ha [o0y (omMH pa3 3paHKY i OMKUH pa3 BBeUepi, IMifl Yac BXKUBaHHS 1XKi).

Y pagzi K10 HeoOXigHUM piBeHD TIikeMil 3aUIaeThCsl HENOCATHEHUM, MOXKHA 3aCTOCOBYBATH
CIO®OP®, TabneTKy, BKPHUTI NIiBKOBOI 0G0TI0HKOIO, y MakCHUMalbHii peKoMeHaoBaHiu f103i 3000 mr
Ha 700y.

IIpu mepexopi 3 Tepamii iHIIEM npoTuniabeTHYHNM IpelapaToM Ha npemnapaT CIO®OP® XR 1000
03y TUTPYBATH i PO3MOYKMHATH 3 mpuiioMy npenapary CIOPOP® XR 500.

Komb6iHoeaHa mepanis 3 iHCYyAiHOM

It qocATHEHHS KPaIoro KOHTPOJIIO 3a PiBHEM TJIIOKO3M Y KPOBi MeT(HOPMIH Ta iHCYJIiH MOXKHa
3aCTOCOBYBATH y BUTTIAI KOMOiHOBaHOI Tepamil. 3a3BuYai IoYaTKOBa [I03a JIiKapChKOTo 3acoby
CIO®OP® XR cranoBuTh 500 Mr 1 pa3 Ha noOy mim yac BXKUBaHHS 1Ki BBeuepi, Toxi 03y iHCymiHY
ciip migOupaTy BiATIOBIMHO [0 Pe3yJibTaTiB BUMipIOBaHHS PiBHS T'IIOKO3U Y KPOBI.



Jlikapcekuii 3aci6 CIO®OP® XR 1000 MoXHa 3aCTOCOBYBATH IIiCJIs THTPYBAHHS 03U IIperapary.

ITayieHmu AiMHbO20 BiKYy

Y natieHTiB NTiTHHOTO BiKy MOXKJIMBE IOPYIIEHHS QPYHKINI HUPOK, TOMY 103y MeTGOpMiHy HEOOXiTHO
nigOupaTy Ha OCHOBI OI[IHKYM (QYHKIIil HUPOK, SKY CJIi[l IPOBOJUTH PETYISPHO (OUB. PO3Min
«OCco6MMBOCTI 3aCTOCYBaHHS»).

[TepeBara 3MeHIIEeHHS PU3UKY BUHUKHEHHS IIyKPOBOTO AiabeTy 2 TUy a60 3aTPUMKHU MOT0 ITOYaTKy
He OyJla BCTAHOBIIEHA Y IAIiEHTIB BikoM Bif 75 pokiB (muB. po3min «®apMakKogrHaMiKa»), TOMy TaKUM
nalieHTaM He peKOMEHI0BaHO NMprU3HavyaTH MeThOopMiH (OuB. po3nin «OcobIUBOCTI 3aCTOCYBaHHS»).

Hupkosa HedocmamHicmb

IK® coip oriHioBaTH [0 MOYaTKy 3aCTOCYBaHHS JIiKapChKUX 3ac00iB, 1[0 MiCTATh MeTHOPMiH, Ta
IIiCJIs [T0YaTKY JIIKyBaHHS IPUHAUMHI MIOPIYHO. YV NallieHTiB 3 MigBUILEHUM PU3UKOM I10Ja/IbIIOr0
IPOrpeCcyBaHHSI HUPKOBOI HEAOCTATHOCTI Ta y MAIi€HTIiB JTITHLOTO BiKy CJIifl IPOBOTUTU PEeTEIbHUU
KOHTPOJIb PYHKIIil HUPOK SKOMOTa 4acTillle, HalIpUKiaj KOXKHi 3-6 MicAIiB.

MK 3araabHa ITogaTKoOBi peKoMeHaIlil
(M1/%B) MaKCHMaJIbHa To00Ba
nosa

60-89 2000 mr Y pagi 3HuKeHHS QYHKIII HUPOK PEKOMEHOYEThCS
PO3TISTHYTU MOXKJIUBICTh 3MEHIIIEHHS JO3M.

45-59 2000 mr Cnig mpoaHani3yBaTu GaKkTopH, sIKi MOXKYTh 30i/bIIyBaTH
PU3KK PO3BUTKY JIAKTOAIMI03Y (AUB. po3min «OcobmIuBOCTi

3044 1000 3aCTOCYBAHHS»), 0O T0YATKY JIIKyBaHHS MET(QOPMIHOM.

) Mr [TouyaTKOBa 103a CTAHOBUTH He OifbIlle TTOJTIOBUHYU

MaKCHMaJIbHOI I03H.

< 30 - 3acTocyBaHHSA MeT()OPMiHY NIPOTUIIOKAa3aHe.

Himu.

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

Ilepedo3yeanHsi.

[Tpu 3acTocyBaHHI IipenapaTty B A03i 85 r po3BUTKY rinoriikeMii He ciocTepiranocs. OgHaK y oMy
BUIIAJKY CIIOCTEpiraBcs PO3BUTOK JTAKTOALUUO03Y. 3HAYHE MTEPEeBUILEHHS 103U MeThopMiHy abo
CynyTHi ()aKTOPU PU3UKY MOXKYTh CIPUUYNHATH BUHUKHEHHS JIaKTOanuao3y. JlakToanumos €
HeBiKJIAMHUM CTAaHOM. Y BUIIAAKy PO3BUTKY JIAKTOAIM03Y 3aCTOCYBaHHS JIIKAPCHKOT0 3aC00y
CIO®OP® XR 1000 HeoO6XigHO MPUNKHUTH i TEPMIHOBO rocHiTanisysaty naniesTa. HaiteeKTHBHIIIM
3ax0fI0M [J151 BUBEIEHHS 3 OpraHi3My JIaKTaTy i MeT(OpMiHy € remMofianmi3.

ITo6iuni peakuii.

3rigHo 3 JAaHUMU IIOCTMapPKETHHTOBUX Ta KOHTPOJIbOBAHUX KITIHIYHUX OCIiZKeHb MOGiYHI peakil y



TalienTiB, 9Ki 3acTocoByBanu npenapaT CIO®OP® XR 1000, 6ynu nomiGHUMH 3a IPUPOMIOK0 Ta
CTyIleHeM TSXKOCTi [I0 TaKKX y HALli€HTiB, AKi 3acTocoByBanu npenapatr CIOQPOP® (i3 HeraitHuM
BUBIJIbHEHHSIM aKTUBHOI DEYOBUHN).

Haiiuacrimumy no0iYHMMY peakIlisiMU Ha [T04aTKy JIiKyBaHHS € HyfgoTa, O/10BaHHS, fiapes, Oinb y
JKUBOTI, BigCyTHiCTh anmeTtuty. Lli cuMnTomMu y GinbLUIOCTi BUIAAKIB MUHAIOTh CAaMOCTINHO.

[To6iuHi peaxilii 3a YaCTOTOI0 BUHUKHEHHS KITacUiKyIOTh 3a TAKUMU KaTeTOPisiMu:

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

ITopyweHHs 06MiHY peuo8uH

YacTo: 3HMKeHHS/medinuT Bitaminy B,, (muB. po3min «Oco6IUBOCTI 3aCTOCYBaHHS»).
Iyxke pigko: makToanumo3 (IuB. po3min «Oco0IUBOCTI 3aCTOCYBaHHS»).

3 boky Hepeogoi cucmemu

YacTo: IOpyILIEHHS CMaKy.

3 60Ky mpagHoi cucmemu

Iyxe 4acTo: po3yagu 3 00Ky TPaBHOI CUCTEMU: HyHmoTa, O/0BaHHS, miapes, O6inb y XKUBOTI,
BifmcyTHiCTh aneTtuTy. Haituacrire 11i mo6iyHi peakilii BUHUKAIOTh Ha ITOYATKY JIiKyBaHHS Ta y
OiNBIIOCTI BUTIAMIKIB CIIOHTAHHO 3HUKAIOTh. [IJ1 IOmepenKeHHsI BUHUKHEHHS MO0IYHUX peakiii 3
00Ky TpaBHOI CHCTEeMHU PEKOMEHAYETHCS MOBiNbHE 30i/bIIIEHHS 003U IIpenapary.

3 6oky 2enamobisiapHoi cucmemu

Iyxe pigKo: OKpeMi IIOBiJOM/IEHHS 100 MOPYIIEHHS I0Ka3HUKIB QYHKIII MeuiHKu abo remaTuTis,
1110 [TOBHICTIO 3HUKAIOTH IiC/IS BiAMiHU MeT(OpPMIiHY.

3 6oky wkipu ma nidwkKipHoi KAiMmKoBuHU
Iyxe pigko: IIKipHi anepriufi peakirii, BK/II04Yal04u epuTeMy, CBepbixK, KPOIUB' THKY .
[ToBimoMIeHHS TPO MOXKIIKBI MOGiIYHI peakiril

[ToBimoMneHnHs npo mobiuHi peakiiil micnis peecTparttii 1ikapchKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CHIBBiIHOIIEHHS KOPUCTh/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
niKapcbKoro 3aco6y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif] TIOBiOMJISITH TIPO YCi BUMIAAKHU Iif03PI0OBaHUX IMOOIYHMX Peakllii Ta

BificyTHOCTI epeKTHUBHOCTI TiKapchKoro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMalliliHy cucTeMy 3
(dapMaKoHarnsany 3a nocuaHHaM: https://aisf.dec.gov.ua abo yepe3 BeO-cailT KoMMaHii
https://www.berlin-chemie.ua.

Tepmin npudamHocmi. 3 POKH.



YmMmoBu 30epirannsi. CrelrianbHi yMoBY 30epiraHHsl He BUMaraioThCcs. 30epiratu y HEOOCTYIIHOMY
IJIST OiTed Micli.

YnakoBka. [To 15 ta6netok y 6mictepi; mo 2, 4 abo 8 6icTepiB y KapTOHHI#M KOPOOIIi.

Kareropis Bigmycky. 3a perenTtom.

BupoOHUK.

BEPJIIH-XEMI AT'.

Micue3HaxoKeHHsI BHPOOHHKA Ta afijpeca MicCIsi IPpOBaIKeHHs HOro Jis/IbHOCTI.

I'minikep Ber 125, 12489 bepnin, HimeuunHa.

3asiBHHK.

BEPJIIH-XEMI AT

Micne3HaxomXKeHHS 3asiBHHKA.

I'ninikep Ber 125, 12489 Beprnin, HiMmeyunHa.



