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Cknao:

oiroua peuosuna: metformin;

1 Tabnerka, BKpuTa 000JIOHKOIO, MiCTUTH MeT(hOpMiHY rigpoxiopury 1000 mr;
O0ONOMIdICHT pevosunuy. HATPIIO KapMenno3a, rimpomenosa 100 000 cPs, marHiro creapar.

Jlikapcbka ¢opma. TabaeTKH MPOJIOHTOBAHOT JIii.
Ocnosni ¢hizuko-ximiuni énacmusocmi: 0111 a00 Maiixke O1JIOro KoJIbOpy KarcCyJI0BUAHI IBOOMYKJI
Tabnetku 3 rpaBipyBaHHAM «1000» 3 ogHoro 6oky Ta «MERCK» - 3 iHmoro.

®apmakoTepaneBTH4YHa rpyna. [lepopanbHi rinoriaikeMiuHi 3aco0H, 3a BUHATKOM 1HCYITiHIB.
Kox ATX A10B A02.

Dapmakonoziuni e1acmusocmi.

Dapmakoounamika.

MeTtdopMiH — OiryaHi 3 aHTUTIHEPIIIIKEMIYHUM €(PEeKTOM. 3HMKYE PIBEHb IIIOKO3H Y IJIa3Mi KPOBI
SK HaTile, Tak 1 micnd npuilomy Tki. He cTumyntoe cekpewito 1HCYJiHY 1 HE CHpPUYHHSE
THIOrIIKEMIYHOTO €(eKTy, OTIOCEPETKOBAHOTO IIMM MEXaHI3MOM.

MetdopMmiH Ai€ TpbOMa HUIIXAMU:

— MPU3BOAUTH J0 3HIKEHHS MNPOAYKYBAaHHS TIJIIOKO3UM Y TMEYIHII 3a pPaxyHOK 1HT1OyBaHHS
TJIIOKOHEOT'€HEe3Y Ta TIIIKOTeHOMI3Y;

— MOKpalllye YyTJIUBICTh J0 1HCYJIIHY y M’si3aX, 1110 MPU3BOAUTH A0 MOJIMIIEHHS Nepu(pepuaHoro
3aXOIUICHHS Ta yTUIIi3alii INII0KO3H;

— 3aTPUMY€E BCMOKTYBaHHS TJIFOKO3H Y KHIIIEYHUKY.

MetdopMiHy TiAPOXIOPU] CTUMYIIOE BHYTPIIIHBOKIITHUHHUN CHHTE3 IJIIKOT€HY, BIUIMBAIOYU Ha
[NIIKOTEHCUHTETa3y. 30UIbIlye TPAHCHOPTHY 3A10HICTh YCIX BIIOMUX THIIIB MeMOpaHHUX
nepeHocHukiB rimoko3u (GLUT).

dapmakoarHaMiuHi eheKTH.

KniniyHi gocmiKeHHST TOKa3aiH, 10 OCHOBHOIO Ji€l0 MeTHOPMiHY, OKpIM TIMOTIIKEMIYHOI, €
crabimi3aiiis abo He3HaYHA BTpaTa MacH Tijia.

Hezanexno Big cBoei nii Ha riikeMito, TaOneTku MeT(OpMiHy 3 HEralHUM BHBUIBHEHHSIM
MPOSIBJISIOTh TO3UTUBHHUKM edekT Ha wmetabomism mimigiB. llei edexkr OyB moBeaeHH TpU
3aCTOCYBaHHI TEPANeBTUYHUX J03yBaHb Y KOHTPOJBOBAHUX CEpPEelHBO- a00 JOBrOTPUBAIUX
KJIIHIYHAX JOCIIKEHHSAX: Ta0JIeTKH MEeTHOPMIHY 3 HETaWHMM BUBUIBHCHHSM 3HIDKYIOTH BMICT




3arajJbHOTO XOJIECTEPUHY, JIIMOMPOTEIHIB HU3BKOT MIIJTLHOCTI Ta TpuriainepuaiB. [lomxiOnmii edexr
HE CIOCTepiraBcs IpH 3aCTOCYBaHHI TaOJETOK IPOJOHTOBAHOI [ii, IMOBIpHO, y 3B’SI3KY 3
3aCTOCYBAaHHSAM IpenapaTry BBeuepi. Uepes 1€ TakoK MOKE CIOCTepiraTtucs MiJBULICHHS BMICTY
TPUTIIILEPUIIB.

Kiiniuaa epeKkTUBHICTS.

3HIKEHHS PU3HUKY a00 3aTPUMKa MMOYaTKY IYKPOBOIO Aia0eTy 2 THiy.

[Tporpama npodinmaktuku niadery (DPP) y mopociaux Oyina GaraToleHTpOBUM, PaHIOMI30BaHUM,
KOHTPOJIbOBAHUM KJIIHIYHUM JOCIHIPKEHHSM, B SIKOMY OILIIHIOBAJM €(EKTHUBHICTD BIPOBAHKEHHS
aKTUBHOTO CHOCO0Y KHUTTS a00 3acToCcyBaHHS MET(HOPMIHY JJIsi MOMEpEeIKEeHHs ad0 3aTPUMKHU
PO3BUTKY IIyKpOBOIO Aiabety 2 Tuiy. KpuTepisimu BKiIrodeHns 6ymnu Bik >25 pokis, IMT >24 kr/m?
(>22 xr/M? 115 aMEpPHKAHITIB a3ifiCbKOT0 MOXOKEHHS), Ta OPYIICHHS TOJEPAHTHOCTI 10 TIIFOKO3H
IUTIOC PIBEHB TIIIOKO3HW HaTiie 95—-125 mr/an (abo <125 mr/mn s aMepUKaHCHKUX 1HJIAHIIIB).
[TamienTam Oyio MpU3HAYECHU aKTUBHUM CIIOCIO KHUTTS, 2X850 Mr MeThOpMIHY IUTIOC CTaHIapTHI
3MiHHU CTIOCOO0Y JKUTTS, 00 TUIane0o MIroc CTaHAaPTHI 3MiHU CIIOCO0Y JKUTTSI.

CepenHi BuxinHi 3HaueHHs a5 ydacHukiB DPP (n=3,234 nns 2,8 pokiB) Oyiu HACTyIHUMH — BIK
50,6+10,7 pokiB, piBeHb TITIOKO3H B Tu1a3Mi KpoBi HaTie 106,548,3 Mr/m1, piBeHb TIFOKO3H B IJ1a3Mi
KPOBi Uepe3 JIBi TOMHY MicIs NPUoMy ITIOKO3H nepopanbHo 164,6+17,0 mr/mn ta 34,0£6,7 kr/m?
IMT. BrnpoBamKeHHsI aKTHBHOTO CIIOCOOY KHTTSI pa3oM i3 3aCTOCYBaHHAM MeT(OpMiHYy 3[aTHI
3HAYHO 3MEHILIUTH PU3UK PO3BUTKY IYKPOBOTO J11a0eTy B MOPIBHAHHI 3 manebo, 58% (95% /11 48-
66%) ta 31% (95% 1 17-43%), BianoBigHO.

[lepeBara BpoBaIXKEHHS 3MiH CIIOCOOY JKUTTS HaJ 3aCTOCYBaHHIM MeTQopMiHy Oyna OilblIoN y
JITHIX MAIIE€HTIB.

[NamienTy, Mo OTpUManu HANOLIBITY KOPUCTH BiJ JiKyBaHHS MeT(opmiHOM Oynu BiKOM Bin 45
pokiB i3 IMT, mo > 35 kr/m%, y skux 6a3oBHil piBeHb I'IIOKO3H Yepe3 2 TOAMHU CTaHOBUB 9,6-
11,0 mmomns/n1, 0a3oBuit HbA1C > 6,0%, abo maii€eHTH 3 TecTalliiHUM 11a0€TOM.

Jlnst 3ano0iranHsl OJTHOTO PO3BUTKY LIYKPOBOTO JiabeTy Ha MpOTA31 TPhOX POKIB y IPyIi Malli€HTIiB
DPP, 6,9 namientiB Oynu y Tpymi akTUBHOTO cr1oco0y uTTs Ta 13.9 - y rpyni metdopminy. Touka
JOCSITHEHHS! KyMYJIATUBHOI YaCTOTH BHHMKHEHHS I[yKpOBOTO jaiabery, sika aopiBHIo€e 50%, Oyna
3aTpuMaHa NpuoOJIM3HO Ha TPU POKHU B TpyIi MEeT(HOPMIHY MOPIBHSAHO 3 MJIaLEe00.

JlocIipKeHHs OLIHKY pe3ybTaTiB mporpamu npogizaktuku giadery (DPPOS) — e nosrorpusaine
cnoctepexxenns DPP, mo Bkitouae B cebe Outbmn HiX 87% mouatkoBux DPP mamieHTiB st
MOJIAJIBLIOTO IOBIOTPUBAJIOTO CIIOCTEPEHKEHHS.

Cepen yuyacnukis DPPOS (n = 2776), kyMynITHBHA 4acTOTa BUHUKHEHHS I[yKpOBOIrO J1abeTy Ha
15-my poui cranoButh 62% y rpym miane6o, 56% B rpyni merdopminy ta 55% y rpymi
BIPOBAKEHHSI aKTUBHOTO CIOCO0Y JKUTTS. 3araibHi KoedilieHTu crtaHoBisate 7,0, 5,7 ta 5,2
BUNa KIB AiabeTy Ha 100 maieHTO-pOKiB cepes] IpyI Mmi1anedo, MeTGOpMiHY Ta aKTUBHOT'O CLIOCOOY
KUTTS BIAMOBIAHO. Y TOPIBHSHHI 13 TPYIMO0 Tjanedo y rpymni MeTgopMiHy pu3HK miabety OyB
3meHmeHuit Ha 18% (koediuient pusuky (KP) 0,82, 95% I 0,72-0,93; p=0,001) ta na 27% (KP
0,73, 95% I 0,65-0,83; p<0,0001) y rpym aktuBHOro cmocoOy >kutts. Illomo cykymHOT
MIKPOLMPKYJIATOPHOI KiHIIEBOI TOYKM Hedpomarii, peTMHOnartii Ta Hedpomarii pe3ynbTaTH He
BIJIPI3HSJIMCH 3HAYHO MK TpyNaMu, aje JUid yYaCHUKIB, Y SKUX HE PO3BHUHYBCS IIYKpOBUH Jiaber
npotsirom DPP/DPPOS nommpeHicTh MiKpOCYAMHHUX YCKJIaJHEHb Oyia Ha 28% HUXKUOI0, HIXK Y
THX, Y KOro po3BUHYBcS aiadet (koedimient pusuky 0,72, 95% I 0,63-0,83; p<0,0001). Hemae
KOJHHUX TOPIBHAJIBHUX JAaHUX 100 BIUIMBY MET(GOpPMiHY Ha MAaKpOCYAHWHHI YCKJIaJHEHHS Y
mauienTis i3 IITT Ta/a6o IIT'H ta/a6o miasumennm HbALC.

Ony6nikoBaHi (hakTopu pHU3MKY JiadeTy 2 THUIy BKIIOYAlOTh: MOHTOJIOIAHE YW HErpoigHe
MOXOJKEHHS, BiK ToHaa 40 poOKiB, TUCTIMIIEMIsl, TIIEPTEH31s, OKUPIHHS YM HaaMIpHA Maca TiJa,
BiK, poauHHHMN aHamHe3 (1 CTymiHb CIMEHHOI CHOPIAHEHOCTI i3 XBOPUM Ha I[yKPOBWIA Hialer,
recTalliiHul IyKpOBUH Ala0beT B aHaMHE31, Ta CHHIPOM MOTiKicTo3HUX sieuHuKiB (CITKS).
JlikyBaHHS IIYKPOBOTO Jiabery 2 TUMYy.

[IpocnextuBHe pangomizoBane (UKPDS) mocmimkeHHs BCTaHOBWIJIO TIEpeBary MOTIHOJICHOTO
KOHTPOJIIO PiBHS IIIOKO3M B KPOB1 Y XBOPHX Ha I[yKPOBHH /1ia0eT 2 TUITY 3 HAAMIPHOIO Macolo TiJa,




10 OTPUMYBAIIK METHOPMIHY T1APOXIIOPHT HETAMHOTO BUBIJILHEHHS K TEPAITIIO MEPIIOT JiHIT psAIy
MICJIA TOTO, SIK JII€Ta BUSBUIIACH HE/NI€BOIO. AHANI3 pe3ylbTaTiB XBOPUX 3 HAAMIPHOIO MACOI0 Tifa,
SIKI OTPUMYBAJIM MET(HOPMIHY TiIPOXIIOPHUT TICIS TOTO, K JAIETA BUSBUIIACH HEIEBOIO, MIOKA3aB:

® 3HayHE 3HW)KEHHS a0COJIIOTHOIO PU3UKY OYyIb-SIKOI'0 YCKJIaJHEHHs, OB’ A3aHOr0 3 LYKPOBUM
niabetom, B rpyni MeTdopminy riapoxnopuny (29,8 sumaaky/1000 namieHTO-pOKiB) MOPIBHAHO
3 Tpynoro mamieHTiB Ha mieTi (43,3 Bumaaky/1000 nariento-pokir), p=0,0023, Ta mopiBHIHO 3
rpynamMu KOMOiIHOBaHOI Teparmii i3 Cylb(OHIICEUOBHHOIO Ta MOHOTeparii iHcyniHom (40,1
Bunaaky/ 1000 mamiento-pokis), p=0,0034.

e 3HayHE 3HWKEHHS aOCOJIOTHOIO PH3UKY TOB'SI3aHOI 3 Ala0eTOM CMEPTHOCTI: MeT(HOpPMiH
rigpoxsopua 7,5 Bunaaky/1000 mamienTo-pokiB, aume giera — 12,7 sunaaky/1000 mamieHTo-
pokiB, p=0,017;

e 3HayHE 3HWXKEHHS aOCONFOTHOTO PHU3HMKY 3arajbHOI CMEPTHOCTI: y Tpymi MeThopMiHy
rigpoxsopuay 13,5 Bumaaky/1000 mnamiento-pokiB y mnopiBHsHHI 3 20,6 Bumazakis/1000
namieHTo-pokiB (p=0,011), y rpymi maimi€HTiB Ha AI€Ti, Ta MOPIBHIHO Yy Ipyni KOMOiHOBaHOI
Teparii i3 cyab(pOHIJICEYOBUHOIO Ta MOHOTeparrii iHcyminoM; 18,9 Bumankis/1000 mamieHTO-
pokiB (p=0,021);

e 3HauyHE 3HIKEHHA a0CONIIOTHOTO PU3UKY iH(apKTy Miokapaa: meTdopmiH riapoxiopuna 11
Bumakis/ 1000 mamieHTO-poKiB, ymme aieta — 18 Bunaakis/1000 mamienTo-pokis (p=0,01)

s MeTopMiHy TiIpOoXJIOpUIy, IO 3aCTOCOBYETHCS SIK Teparis OpYyroro psaay, y KoMOiHarii 3

Cyb(OHIICEYOBHHOIO, TIepeBara Io/10 KIiHIYHUX pe3yabTaTiB He Oyiia mokaszaHa.

[Tpu miaGeti 1 Tuny xomOiHallis MeTGOPMIHY TiAPOXIOPUAY Ta IHCYIIHY BHKOPHUCTOBYBAJach y

OKpeMUX TAaIli€HTiB, aje KIiHiYHa nepeBara 1iei komOiHarii He Oyna odiniiHO BCTaHOBJICHA.

Dapmarokinemuxa.

Bcemokmyesanns.

[Ticns mepopanbHOro 3actocyBaHHs 1 Tabnetku ['moxodax XR 1000 Mr mamieHTamu micis

npuiloMy 1K1 Ta HaTlle MaKCUMallbHa IUIa3MOBa KOHLIEHTpalis cTaHOBUTH 1214 Hr/mia 1

JOCSITAEThCS B cepeHbOMY 3a 5 roauH (Bix 4 10 10 roau).

MaxkcumanbHa koHueHTpanis (Cmax) Ta ruoma mig kpuBoro AUC mpenapary I'moxodax XR

1000 mr € OioexBiBaieHTHUMH 1031 1000 mMr mpenapaty ['mokodax XR 500 mr y 3mopoBux

JOOPOBOJIBIIIB SIK IMICJISI MPUHAOMY K1, TaK 1 HATIIIE.

bioekBiBaseHTHUII Tpenapar Mae HACTYIHI BIaCTUBOCTI.

[Ipn piBHOBa)XHOMY CTaHl, SK 1 INPH 3aCTOCYBaHHI TaOJETOK 13 HEraHUM BUBLIbHEHHSIM,

MakcuMaibHa KoHIeHTpais (Cmax) Ta miora mif kpuoto AUC 3011bIIYI0ThCS HEMPOMOPIIITHO 10

BBelIeHOI BHYTpimHKO J03u. AUC micnsa omHopa3oBoro mpuiiomy BHyTpimHbO 2000 wMr

METQOPMIHY TIAPOXJIOPUIY Y BUIVIAAI TaOJNETOK 13 MPOJIOHTOBAHUM BUBUIBHEHHSIM aHAJIOTIYHE

AUC, mo crnocrepiraetbea miciag npuiiomy 1000 Mr MerdopMiHy TIAPOXJIOPUAY Y BHIJISAL

TabJIeTOK 13 HerailHMM BUBIJILHEHHSM JIBa pa3y Ha J00Yy.

KonuBanus Cmax Ta AUC B okpeMux cy0’€KTIB y BHMNAJKy Npuiiomy TaOJIeTOK MeT(hOpMiHY

TiIpOXJIOPUAY 3 TPOJIOHITOBAHUM BUBIJIBHEHHSM Yy TIOPIBHSHHI 3 KOJHMBaHHAMHM, SIKi

CIIOCTEPIraloTbCs y BUMAJKY MNpUHOMY TaOJeTOK MeT(OPMIHY TiAPOXJIOpUIY 13 HEeraiHuM

BUBLIBHCHHSIM, 31CTaBHI.

[Ticns 3acTocyBaHHS TabJIETOK 13 MPOJOHrOoBaHMM BUBUIbHEHHSAM 1000 Mr micis mpuiiomy ki

criocrepirainocs 30unbmenHss AUC Ha 77 % (Cmax niaBuiyBanocst Ha 26 % 1 Tmax HOJOBXKYyBaIoCs

1o 1 rogunn).

BceMmokTyBanHS MeT(hOpPMiHY TiApOXJIOpuAY 3 TaOJEeTOK i3 MPOJOHTOBaHMM BHBIJIBHEHHSM He

3MIHIOETBCSI 3QJIEKHO BIJ CKiIagy ixki. He cmocrepiraerbcsi Kymynsmii mpu OaratopazoBoMy

npuiiomi 10 2000 Mr merdopMiHy TiAPOXJIOPUAY y BUIJISAAI TAaOIETOK 13 MPOJIOHTOBAHUM

BHUBIJTbHEHHSIM.

Posnooin.

3B’s3yBaHHS 3 OUIKaMH IUIa3MH KpoOBI He3HauyHe. MeThopMmiH TpPOHUKAE B EPUTPOIUTH.

MaxkcumanbHa KOHIIEHTpALlisl Y KpOBl HMXK4Ya, HIK MaKCUMaJlbHA KOHIIEHTpallig y IUia3Mi KpoBi, i



JOCSITAE€ThCS IPUOJIM3HO Yepe3 ToW caMuid yac. EputporuTy, iMOBIpHiIIe 3a Bce, MPEICTaBISIOTh
apyry kamepy posnoziny. Cepenniit 06’em posnoainy (Vd) konuBaerses y niana3zoni 63-276 .
Memabonizm.

MetdopMiH BUBOIUTHCS y HE3MIHEHOMY BUTIISIAL 3 cedero. MeTaboiTiB y JTIOAMHN HE BUSABIICHO.
Buseoenns.

HupkoBuii kiipenc merdopMminy cranoButbh > 400 mu/xB. Lle Bkasye Ha Te, mo MeTHOpMiH
BHBOJIUTHCS 3a PaxXyHOK KIyOOUKOBOI (inbTpallii Ta KaHaIbIEBO1 cekperlii. [Ticis mepopaibHOTO
NpUHOMY /103U TIepio]l HaMiBBUBEIEHHS CTAHOBUTH OJMU3bKO 6,5 rogunu. [lpu nopymenHi ¢GyHKmii
HUPOK HHUPKOBUH KIIPEHC 3HIKYETHCS MPOIMOPIIHHO 10 KIIPEHCY KPEaTHHIHY 1 TOMY Mepion
HaIiBBUBEACHHS 30UTBIIYETHCS, IO MPHU3BOAUTH A0 30LIbIICHHS PIiBHA MET(GOpPMIHY y IUIa3Mi
KpOBI.

Ocobnusi epynu nayienmis.

Huproea neoocmammuicmeo.

HasBHi oOMexeHi AaHi MIOJ0 MAIliEHTIB 13 TOMIPHUM CTYIEHEM HHUPKOBOI HEAOCTATHOCTI, TOMY
HEMOJKJIMBO TOYHO OLIIHUTH CUCTEMHY €KCIIO3HUIIiI0 MeT(hOpMiHY B LIl TPyl NAIIEHTIB MOPIBHSHO
3 MaIieHTaMu 3 HOPMAaIbHOIO (PYHKIi€I0 HUPOK. ToMy HEoOXigHe KOpPHUT'YBaHHS JIO3HM 3TiTHO 3
KIIIHIYHOIO €(PEeKTUBHICTIO/MEPEHOCUMICTIO (IUB. po3ia «Crocib 3acTOoCyBaHHS Ta JJO3U).

KuiniyHi xapakTepucTHKH.

Ilokazannusa.
e  3HIWKEHHA pU3UKY a00 3aTPUMKa [TOYATKY IIYKPOBOTO /ia0eTy 2 THUITy y TOPOCIHX MAIiEHTIB
3 HaaMipHOto Baroto Ta 3 [ITT* ta/a6o III'H* ta/abo nmigsumenum pisaem HbA 1C, ski maroTh:
—  BUCOKHH PU3HK PO3BHUTKY SBHOTO (MaHi()eCTHOI0) IyKpOBOTo AiabeTy 2 Tumy (IUB. pO3/IiT
«DapmMakoIMHAMIKaY);
- MPOTpecyrovi MOPYIICHHS BYTJCBOAHOTO OOMiHY, HE3BaKalO4M Ha MOJUQiKaIio
aKTHUBHOT'O CIIOCOOY >KUTTS Ha MPOTsI3i BiA 3 10 6 MiCSLIB.
JlikyBanHs npenaparom [mokogax XR moBuHHO OyTH 3acHOBaHE Ha OLIHII PHU3UKY, IO
BKJIIOYAE BiJIMOBIAHI 3aX01 KOHTPOJIIO TTIiKeMii Ta CBiTYEHHS BUCOKOTO PU3UKY 3 OOKY CepIeBO-
CYAVWHHOI CHCTEMH.
[TapanenbHO 3 MOYATKOM 3aCTOCYBaHHS MET(QOPMiHY MOTPIOHO MPOAOBKYBATH 3MIHU CIIOCOOY
KHTTS, 32 BUHATKOM THX BHUIIQ/IKIB, KOJIM MAIlIEHT HECITPOMOXHHIA JI0 TaKUX 3MIiH 3 MEIUIHHUX
MPUYHH.
*[ITT": [lopymiena TonepanTtHicTh A0 raoko3u; [II'H: Tlopymena riikemis HaTIIe.
e JlikyBaHHS LIyKpoBOro Aia0eTy 2 THIY y JOPOCIHMX, OCOOJMBO y XBOPUX 3 HAJAMIPHOIO
MAacolo TiJ1a, KOJIM JIMILE Ji€ToTeparnis Ta (pi3MyHi HaBaHTa)KEHHs He 3a0e3MeUyIoTh a/IeKBaTHUI
TJIIKEMIYHUA KOHTPOJIb.
I'mokodpaxx XR MOkHa 3acTOCOBYBaTH SK MOHOTepamil0 abo y KoMOiHamii 3 i1HIIUMHU
nepopaibHUMHU IPOTHA1a0€THIHUMHU 3ac00aMu, 200 CYMICHO 3 THCYJTIHOM.

Ilpomunoxazannsa.

— [linBuiieHa yyTiauBicTh A0 MeTHOpMiHy 200 10 Oy/Ib-SIKOTO 1HIIIOTO KOMIIOHEHTA Ipernapary;

— Oyab-SKMIl TUII TOCTPOro MeTabOJIYHOIO anuao3y (HampuKIaj, JaKTOAMI03, M1a0eTUYHUMN
KETOAIHUI03);

— niabeTHYHa MPEeKOMa;

— HHMPKOBa HEJOCTATHICTh TSDKKOTO CTyNeHs (IIBUAKICTH KiyOoukoBoi ¢imprpamii (LKD) <
30 mur/xB);

— TOCTpl CTaHM, L0 MPOTIKAIOTh 3 PU3UKOM PO3BUTKY MOpPYyIIEHb (YHKIII HHUPOK, TaKi SK:
3HEBOJHEHHS OpPraHi3My, TSDKK1 IHQEKIIHHI 3aXBOPIOBAHHS, LIOK;

— 3aXBOPIOBaHHA, II0 MOXYTh NPU3BOAMTH JO PO3BUTKY TiNOKCii TKaHWH (0COONMBO TOCTpi
3aXBOPIOBaHHS a00 3arOCTPEHHSI XPOHIYHOI XBOPOOH): JEKOMIIEHCOBAaHA CepIieBa HEJOCTATHICTD,
JIUXaabHa HEIOCTATHICTh, HEI[O/IaBHO MepEeHECCHHH 1H(PAPKT MioKap/a, IIOK;

— NIEYIHKOBA HEJIOCTATHICTh, TOCTPE OTPYEHHS aJTKOTOJIEM, AJIKOTOJTI3M.



B3aemooia 3 inwiumu nikapcokumu 3acodamu ma iHuii 6uOU 63aEmMo0il.

Kombinayii, o ne pekomenoyemucs 3acmocogysamu.

Anxoeonb. ANKOTOJNIBHA I1HTOKCHKAINS ACOIIIOETHCS 3 IIJBHUIEHUM PH3UKOM JIAKTOAIUI03Y,
0cO0JIMBO y BHUNAJKax TOJIOAYyBaHHS a00 JOTPUMaHHSA HU3bKOKAJOPIMHOI Ai€TH, a TakoX Hpu
MEYiHKOBINA HETOCTATHOCTI.

Hooosmicni penmeenoxonmpacmui pewosunu. TlalieHTaM 3acTocyBaHHS MeTQOPMiHY CITif
INPUITMHUTHA 0 a00 MiJ 4ac MPOBEACHHS JOCITIDKCHHS 1 TMOHOBJIIOBATH HE paHillle HK yepes
48 ronuH mICHs JOCTIKEHHS 1 JIMINE TICIs TMOBTOPHOI OIIHKM Ta OTPUMaHHS HOPMAaJIbHOTO
pe3ynbraty QyHKIT HUpOK (muB. po3aimm «Crocid 3acTtocyBaHHS Ta q03u» Ta «OcoOIUBOCTI
3aCTOCYBaHH»).

Kombinayii, wo cnio 3acmocogysamu 3 obepedcnicmio. Jleski dikapchki 3aco0u, HANPUKIA,
HecTepoimHi  mpotusamanbHi  npenapatu  (HII3II), Brmroyaroum CeNeKTUBHI  1HTIOITOpH
nukiookcurenasu (LIOTY) II, iHriGiTopm aHrioreH3mHNEpeTBOpIOBaIbHOTO (epmenty (AIID),
aHTAroHICTH peuentopiB aHrioreH3uny Il 1 miypeTuku, oCOOIMBO METIBOBI IYPETUKU, MOXKYTh
HETaTUBHO BIUTMHYTH Ha (DYHKIIIFO HUPOK, [0 MO’KE 301IBIINTH PU3UK BUHUKHEHHS JTAKTOAIHI03Y.
Ha mnouarky mikyBaHHs BHIE€3a3HAYEHUMM JIKapCbKUMHU 3aco0amMM abo iX 3acTOCyBaHHS B
KoMOiHaIlii 3 MeTopMiHOM HEOOXITHO 3/1HCHIOBATH PETEIBHII KOHTPOIb (PYHKIIIT HUPOK.
Jixapcoxi 3acobu, wo uunamo cinepenikemiuny O0it0 (2IOKOKOPMUKOCMePoiou cucmemHoi ma
Micyesoi 0ii, cumMnamomimemuxu,).

HeoOxigHo yacTinie KOHTPOJIIOBATH PiBeHb IJIIOKO3U Y KPOB1, OCOOJMBO Ha MOYATKY JIKyBaHHS.
[Tig wac i micis MPUIMHEHHS TaKOi CYMICHOI Tepamii HeOOXiJHO KOPUTYBATH 03y Tpernapary
I'mroxodax XR.

Tpancnopmepu opeaniunux kamionie (OCT)

MeTtdopmin € cydberpatom 060x TpancnoprepiB OCT1 1 OCT2.

CynyTHe 3acTOCYBaHHS MET(HOPMIHY 3:

- inrioiTopamu OCT1 (Takumu sIK Beparnamisl) MOXe 3MEHIIUTH €(eKTUBHICTh METOPMIHY;

- iHpykropamu OCT1 (Takumu sK puaMIiLUH) MOXKe 30UIBIIMTH NUTYHKOBO-KHILIKOBE
BCMOKTYBaHHS Ta €(EeKTUBHICTb MET()OPMIHY;

- iHribitopamu OCT2 (TakuMH SK LUMETUAMH, JOJIYTErpaBip, PaHOJA3UH, TPUMETONPUM,
BaHJeTaHi0, 13aByKOHA30J) MOK€ 3HU3UTU HUPKOBE BHBEJIEHHS MET(OPMIHY 3 HACTYIHUM
301IbIIEHHSM KOHIIEHTpaLlii MeT(OpMiHy B IIa3Mi KPOBI;

- iHridiropamu 060ox OCT1 1 OCT2 (TakuMu SIK KpU30THHIO, oyamapu0) MoOKe BIUIMHYTH Ha
e(EeKTHBHICTb Ta HUPKOBE BUBEIECHHS METHOPMIHY.

ToMy pexkoMeHIyeTbcs BUSIBISTH OCOOJIMBY OOEpEXHICTh IMPHU CYNYTHbOMY 3aCTOCYBAaHHI ITMX
npemnapariB 3 MeT(OpMiHOM, 0COOIMBO y MALIEHTIB 3 MOPYHIEHHAM (DYHKIIT HUPOK, OCKIJIBKH
KOHIEHTpalii MeTGopMiHy B IUIa3Mi KpoBlI MOXYTh 3pocTd. [Ipu HEOOXIAHOCTI Cli 3BaXHUTH
MO>KJIMBICTh KOPHUTYBaHHS /103U MeT(hOpMiHY, OCKUIbKH iHriOiTopu/iHaykTropu OCT MOXyTh
BIUIMHYTH Ha €()EeKTUBHICTh MeT(POPMIHY.

Ocobnueocmi 3acmocysanns.

Jlakmoayuoos.

JlakToanua03 € AyXKe PIAKICHUM, aje TsDKKUM MeTaOONliYHUM YCKIIaTHEHHSM, 10 HaidacTiiie
BUHUKA€ TpPU TOCTPOMY TMOTIpIIEHHI (QYHKIII HUPOK, CEpLEBO-JIEreHEBOMY 3aXBOpIOBaHHI abo
cericuci. [Ipu roctpomy noripueHHi GpyHKIIT HUPOK BiI0OYBa€eThCs HAKONMMYEHHS MET(HOPMiHY, 1110
30UIBIITYE PUBHK PO3BUTKY JIAKTOAIHI03Y.

V pasi 3HeBOJHEHHS (CUIIBHOI Aiapel abo OIroBaHHS, rapsyky a00 3MEHIICHHS B)KUBaHHS PiAUHN)
PEKOMEHAYEThCS THMYACOBO MPHUITMHUTH 3aCTOCYBaHHS MET(HOPMiHY i 3BEPHYTHCS 332 METUIHOIO
JI0TIOMOT O10.

k1o nmamieHT oTpuMye MeTHOPMIH, CITil 3 00EPEKHICTIO PO3MOYMHATH JIIKYBaHHS 3ac00aMHu, 1110
MOXYTh TOCTPO TOTIPIIUTH (YHKIIIO HHUPOK (HANpPUKIAA, TINOTEH3UBHUMHU IIperapaTamMi,
cevorinaumu 3aco6amu ta HIT3IT). [Hun gakropu pu3nKy BHHUKHEHHS JTAKTOAIIHUI03Y BKITIOUYAIOTh



Ha/JIMIpHE B)XXMBAHHS aJKOTOJIIO, IE€YIHKOBY HEIOCTATHICTh, HEJOCTaTHbO KOHTPOJbOBAHUI
IyKpOBHIA iabeT, KeT03, TpUBaje rojoayBaHHs 1 Oyib-sAKi CTaHH, OB’ A3aHi 3 T1MOKCI€l0, a TAKOXK
CYNYTHE 3aCTOCYBaHHS JIKapChbKUX 3aco0iB, L0 MOXYTb IMPHU3BECTU 0 JAKTOALM03y (AUB.
po3ninmu «IIpotunokaszanus» Ta «B3aemopis 3 IHIIUMHU JIIKAPCHKUMHU 3acO0aMU Ta 1HII BUIU
B3AEMOIIN»).

[MamienTnn Ta/abo 0coOM, IO AOMISNAIOTH 32 HUMH, MAlOTh OyTH MPOiH(GOPMOBAHI MPO PUUK
PO3BHUTKY JIAKTOALU03Y. XapaKTePHUMHU O3HAKAMU JIAKTOALUI03Y € al[MI0TUYHA 3aJUILKa, OlIb Yy
KHUBOTI, M S130B1 CYZIOMH, aCTEHisl Ta T1OTepMisi, Hafai MOXKIUBUI PO3BUTOK KOMH. Y pa3i MOsBU
Oy/b-KOTO CUMIITOMY BMHHUKHEHHS JIAKTOAMJ03Y MAIlEHT MOBUHEH NPUIMHUTH 3aCTOCYBAHHS
MeT(QOPMIiHY 1 HEraifHO 3BEPHYTHCS 0 JIiKapsl.

JliarHOCTHYHI pe3yJbTaTH JIA0OPATOPHUX JOCIIKEHB — 3HKEeHHs pH kpoBi (< 7,35), miaBUIIICHHS
CHpPOBATKOBOI KOHIIEHTpawii JIaktaTy (>S5 MMOJb/1) 1 30UIbIICHHA aHIOHHOTO IMPOMIXKY Ta
CIIBBiHOIIICHHS JIAKTAT/IMpyBaT.

Hupkosa neoocmammuicmeo.

HIK® cnif omiHOBATH 10 MOYATKY JIKYBaHHS 1 PETyIsSpHO Micis HOro 3aBepIIeHHs (IUB. PO3iT
«Crmoci6 3acTocyBaHHS Ta JI03U»). 3aCTOCYBaHHS MET(HOpPMiHY pOoTHIIOKa3aHe manieHTam 3 [IIK®
< 30 Mi1/XB 1 Mae OyTH TUMYAacOBO IPUIIMHEHE 32 HAABHOCTI 3aXBOPIOBaHb, 1110 3MIHIOIOTh HUPKOBY
¢bynkuiro (auB. po3ain «[IpoTunokasanHsm»).

Cepyesa ¢hynxyis.

[amieHTH i3 cepueBOI HEIOCTATHICTIO MAlOTh OUTHII BHUCOKHMHA PH3UK PO3BHTKY TiMOKCii Ta
HUPKOBOI HemoctaTtHOcTi. [larieHTam 31 CTaOUIBPHOK XPOHIYHOKO CEPIIEBOI HEAOCTATHICTIO
MeT(QOPMiH MOKHA 3aCTOCOBYBATH MPH PETYISIPHOMY MOHITOPUHTY CEpIIEBOi Ta HUPKOBOI (PYHKITI1.
MetdopMiH MPOTUIIOKA3aHKH TAIlIEHTaM 13 TOCTPOIO Ta HECTAOLIHHOKO CEPIIEBOIO0 HETOCTATHICTIO
(muB. po3ain «IIpoTunokazanus»).

Hayienmu nimnvo2o 6ixy.

Uepe3 oOMexXeHHI J1aHi LI0J0 TeparneBTUYHOI €(eKTUBHOCTI 3MEHIIEHHS PU3UKY BUHUKHEHHS
LYKpOBOTO /iabeTy 2 Tuiy abo 3aTpUMKU HOTO0 MOYaTKy y MAIIEHTIB BIKOM BiJ 75 POKIB, TAKUM
nalfieHTam Mpu3HaueHHs MeTPOPMiHY HE PEKOMEH/I0BaHE.

Hooosmicni penmeenoxonmpacmui 3acobu.

BHyTpiliHbOCYIMHHE BBEIEHHS HOJOBMICHUX KOHTPACTHUX PEYOBHUH MOXE BHUKJIMKATU KOHTPACT-
1HAYKOBaHy He(porlarito, 1110 MPU3BOAUTH A0 HAKONHUYEHHS MET(OPMIHY 1 30UIBIIEHHS PUZHKY
PO3BHUTKY JakToanu103y. [lamientam 3acTocyBanHs MeTGOPMIHY CIIiJl IPUIIUHUTH 10 a00 Mij yac
MIPOBEJICHHS JOCIIIKEHHS 1 IIOHOBIIIOBATH HE paHillle HiXk uepe3 48 roAuH MICHs TOCHIKEHHS 1
JIMILE TICs MOBTOPHOI OLIHKM Ta OTPUMAaHHS HOPMAJIBHOTO pe3yabTaTy (YHKLII HUPOK (JIUB.
po3ainu «Crocid 3acTocyBaHHS Ta 1031y 1 «B3aemMoist 3 IHIIMMH JIIKAPCHKUMH 3ac00aMu Ta 1HIII
BUJIM B3a€EMOJIIN»).

Xipypeiuni empyuanns.

Heo0XiqHO NPUNMHUTH 3acTOCYBaHHS MET(OPMIHY IIiJ] 4yac XipypriyHOro BTpPYYaHHS, SKE
MIPOBOJISATH I1]] 3aTaJIbHOIO, CIITHAIBHOO a00 eMiTypaabHOI0 aHECTE31€10, 1 TOHOBIIOBATH HE PaHIIIe
HIXK yepe3 48 TOAMH Micis MPOBEAEHHs orepalii ab0 BiAHOBJIEHHS MEpOPaAIbHOTO XapuyBaHHS i
JIUIIIE TTICHS OLIHKU Ta OTPUMAaHHSI HOPMAJILHOTO pe3yNbTaTy (PYHKIIT HUPOK.

Tnwi 3ano06idxcHi 3axo00u.

[TarienTam HEoOX1AHO TOTPUMYBATHCSA A1€TH, PIBHOMIPHOTO PUHOMY BYTJIEBOAIB IIPOTATOM A00H.
[NamienTam 13 HaJAMIPHOIO Macol0 Tijla CIiJ MPOJOBXKYBaTH JOTPUMYBATHCA HU3bKOKAIOPIHHOL
nietd. HeoOX1aHO peryasipHO KOHTPOJIIOBATH JJaOOPAaTOPHI MOKAa3HUKH PIBHS [NIFOKO3U B KPOBI.
Metdopmin MOXke 3HHXKYBaTH piBeHb BiTaMmiHy Bi2 y cupoBatii kpoBi. Pu3uk HU3BKOTO piBHS
BiTaminy Bi2 3pocTae 31 301IbIICHHSM 103U MET(QOPMiHY, TPUBAIOCTI JIIKyBaHHS Ta/abo y pasi
HAsBHOCTI y MarieHTa (pakTopiB pU3MKY, [Ki, K BIIOMO, CIIPUUMHSAIOTH AediuuT BiTamiHy Bi2. ¥V
pasi mizo3pu Ha AedinuT BitTaMiHy Bio (Hampukiazn, aneMiss abo Helpomaris) Ciifi KOHTPOJIIOBATH
piBeHb BiTamiHy Bi2 y cupoBarui kpoBi. [amientam 3 ¢akropamu pusuky aedinury Bitaminy Biz
MOXe OyTH TMOTpiOHWUN MOHITOPUHT piBHSA BiTaminy Bio. Tepamito MerdopmiHoM ciin
MPOJIOBXKYBATH JIO THX IMip, TIOKKM BOHA IMEPEHOCUTHCS 1 HE € MPOTHUIIOKA3aHA, a BiJMOBIIHE



KOpeKIIiiiHe JiKyBaHHS AedinuTy BiTamiHy Bi, HamaeTbcst BIAMOBIAHO 10 MOTOYHUX KITIHIYHHX
pPEKOMEHTaITiH.

MomnoTepariisi MeTGOpPMIHOM HE CHPHYMHSE TIMOTNIIKEMii, OJHaK ciiag OyTH OOEpEeKHHM IpH
OJTHOYACHOMY 3aCTOCYBaHHI MeTQOopMiHy 3 IHCYJIHOM a00 IHIIUMH TEPOPATBHUMU
TIIOTIIIKEMIYHIMU 3ac00amMul (HAIpUKIIal, TOX1THUMH CYJIb(OHIJICEUOBUHHA a00 METJIITHHIIAMH).
MoxIMBa HasiBHICTh ()parMeHTiB 000J0HKH TabneToK y (pekamnisx. Lle € HopManbHUM SIBUILEM 1 HE
Ma€ KJIIHIYHOTO 3HAYEeHHS.

Ie#t mikapcbkuii 3aci®6 MiCTUTH MeHIIe 1 MMOIIb HaTpito (23 MTr) Ha OAMHHUIIO TO3yBaHHS, TOOTO
BBa)KA€THCS TAKUM, 1[0 «HE MICTHTh HATPIIO».

3acmocyeanns y nepioo eazimuocmi abo 200y8anHsL 2pyoor.

Bazimnicms. HeKOHTpOIbOBaHA TiMEPIIIiKeMis Y NMPEKOHLENIIHNAN Mepio Ta ImiJl Yyac BariTHOCTI
MOB’s3aHa 3 IIJIBHIICHUM PU3UKOM BPOKCHMX aHOMAaJil, BTpaTH BariTHOCTi, TINEPTOHIi,
CIPUYMHEHOI BariTHICTIO, MPEEKJIAaMIICIi Ta MepHUHATAIBHOI CMEpTHOCTI. BaxkiuBo miarpuMyBatu
PIBEHb TJIFOKO3M B KPOBI SKOMOTa OJIMDKYE JI0 HOPMAJIBHOTO IMPOTATOM BCi€i BariTHOCTI, 100
3HU3HUTHU PU3UK HECTIPUATIMBUX HACIIAKIB TiMepriiikeMii A Matepi Ta il TUTHHU.

MeTtdopMiH NpoOHHUKAE Yepe3 TUIALEHTY y KUTBKOCTSIX, SIKI MOXYTh OyTH TaKUMHU 5K BUCOKUMH, K
KOHIIEHTpaIii y Marepi.

Benuka KinbKiCTh JaHUX MPO BariTHUX XiHOK (Oiabiie 1000 pe3ynbTaTiB BILUTUBY) 3 KOTOPTHOTO
JOCIIJKCHHSI Ha OCHOBI PEECTPIB Ta OIMyONIKOBAaHUX pe3yJdbTaTiB MeTaaHAII3iB 1 KIIHIYHHX
JOCTIPKEeHb BKa3ye Ha BIJICYTHICTh MiBUILIEHOTO PU3UKY BPODKEHUX aHOMaliid a00 TOKCHYHOCTI
JUTS TUTO/13/HOBOHAPOKEHOTO BHACIIIIOK BILTUBY MET(QOPMIHY Y IEPUKOHICTIIIHIIA TIepioJ1 Ta/a00
11 9Yac BariTHOCTI.

€ nesiki HeMiATBEPPKEH1 JJaHi PO JOBIOCTPOKOBHI BIUTMB MET(GOPMiHY Ha Bary JiTeH, sKi 3a3HAIN
BHYTPIIIHBOYTPOOHOTO BILIMBY. CX03Ke, 10 METPOPMiH HE BIUIMBAE HA PYXOBUH Ta COLIATbHHIA
PO3BUTOK JIiTE€H BIKOM A0 4 POKIB, SIKI 3a3HAJIM BHYTPIIIHbOYTPOOHOTO BIUIMBY, XO4a JaHl LI0J0
JIOBFOCTPOKOBHUX HACIIJIKIB OOMEXKEHI.

VY pa3i KIHIYHOT HEOOXITHOCTI 3acTOCyBaHHS MeT(OpMiHY TiJ Yac BariTHOCTI Ta Yy
MPEKOHLENLIHHUHI MepioJ MOKIMBE K JOMOBHEHHS a0 K aJbTepHATUBA IHCYIIIHY.

l'ooysannua  epyoorw.  MeTQopMiH  €KCKpPETYyeThCS Yy  TpPyAHE  MOJOKO, ajle y
HOBOHApPOJKEHUX/HEMOBIIAT, SIKI 3HAXOAWIMCA Ha TPYAHOMY TOJyBaHHI, MOOIYHI e(peKTH He
cnocrepiraiucs. OgHaK, OCKUIBKM HEIOCTaTHbO JIaHUX 110710 O€3MeKH 3aCTOCYBaHHs Mpenapary,
TOAYBaHHS TPYyJJII0 HE PEKOMEHAYETbCA MPOTAroM Teparii MeTdopMmiHOM. PimeHHs 11010
NPUIMHEHHSI TOAYBAaHHS TPYIJII0O HEOOXITHO NpUHAMATH 3 ypaxyBaHHSM IIepeBar TpyAHOTO
rOJlyBaHHA Ta MOTEHI[IHHOTO PU3UKY MOOIUYHUX €(EeKTiB AN TUTUHHU.

Depmunvricms. MeTQOpMiH HE BIUITMBAB Ha (PePTHIBHICTD TBAPHH MPH 3aCTOCYBaHHI y 103ax 600
MI/KI/Ha 100y, 110 Maike y 3 pa3u NepeBUIlyBaId MaKCUMaJlbHy PEKOMEHJI0BaHY J00OOBY /103y
JUIS JIIOJIMHY 3 pO3paxyHKY Ha IUIONLY TOBEPXHI Tija.

30amuicms enausamu Ha WEUOKICMb peaxyii npu KepyeawHi a8MOMpPpAHCNOPMOM abo THWUMU
MexanizMamu.

I'moxodaxx XR He BIIMBae Ha MBHUIKICTh peakiliil Mpu KepyBaHHI aBTOTPAHCIIOPTOM abo poboTy
3 IHIIMMHU MeXaHi3MaMHM, OCKUJIBKA MOHOTEpaIlis IPpernapaToM He CIIPUYUHSIE TIIOTITiKeMil.

Opnak cnif] 3 00epexHICTIO 3aCTOCOBYBaTH MEeT(HOPMIH Y KOMOIHAIIT 3 IHIIMMH THIOTTIKEMIYHUMH
3aco0amu (TOXiJHI CyIb(OHIJICEYOBUHH, 1HCYNIH, METTITHHIN) Y 3B’A3KYy 3 PU3UKOM PO3BUTKY
TinoTJiKeMmii.

Cnoci6 3acmocysanns ma 0o3u.

Jopocni nayienmu 3 Hopmanvroio hynxyieto Hupok (LLIKD > 90 mu/xa).

3HIKEHHS PU3UKY a00 3aTPUMKA MOYaTKY IIYKPOBOTO JiabeTy 2 TUMy.

MetdopMmiH ciil MpU3HAYATH JHILIE TO1, KOJIH 3MiHU B CIOCOO1 XKHUTTS MPOTATOM 3—6 MICAILIB HE
320€3MevyI0Th aICKBATHOTO TIIKEMIYHOTO KOHTPOJTIO.




e JlikyBaHHS CIiJl MOYMHATH 3 OAHI€T TabneTku npenapary I mokodax XR 500 mr 1 pa3 Ha
00y Tij yac mpuiomy ki BBEYEpi.

e Uepes 10—15 nHiB mpOBEIECHOTO JIIKYBaHHS 03y HEOOX1AHO BiAKOPHUTYBATH BiAMOBIIHO J0
pe3ynbTaTiB  BUMIPIOBaHb pIiBHA TUIIOKO3W B KpoBi (3HaueHHss OI'TT (opanbHuit
TJTFOKO30TOJIEPAaHTHUM TecT) 1/ab0 BMICTY IIFOKO3HM B IUIa3Mi KpoBi Hartmie Ta/abo HbAlc
noBUHHI Oyt B HOpMi). [loBUTbHE 30UTBIICHHS 03U MOKE MOKPAIIUTH IMEPEHOCUMICTD 3
00Ky TpaBHOro TpakTy. MakcuMaibHa peKOMEHJ0BaHa jo3a npenapary [nmokogpax XR
1000 mr cranoButs 2 Tabnerku (2000 Mr) mix yac nmpuiioMy ixi BBeuepi.

e PeKOMEHIYETbCA PETYISPHO KOHTPOJIOBATH (KOXHI 3—6 MicAliB) TIIKEMIYHUH CTaTyc
(3nauennss OI'TT (opanabHUI TIIFOKO30TOJIEPAHTHUIN TECT) 1/a00 BMICTY IJTIOKO3W B TUIa3Mi
KpoBi HaTtiie, 1/abo HbAlc), a Takox (akTOpH PHU3UKY I NPUHHATTSA PILICHHS IOA0
HEOOX1THOCTI TIPOJIOBKEHHS, 3MIHU UM TPUITUHEHHS JIIKYBaHHSI.

e Takoxx HEOOXIIHO MPOBOAWTH IIOBTOPHY OIIHKY JIIKyBaHHS, SKIIO IAIIEHT 3T0J0M
BIIPOBA/IKY€ MOKPALICHHS Xap4yyBaHH 1/a00 (pi3nuHi HaBaHTaXeHHS a00 SKIIO 3MiHU CTaHY
3JI0pPOB’S MAIliEHTA TI0O3BOJISIOTH 3MIHUTH CITOCIO YKHUTTS.

Monomepanis abo kombiHosana mepanisi CyMiCHO 3 IHUUMU NEPOPATILHUMU 2INO2TIIKEMIYHUMU
3acobamu.

[Tpemapat ['mokodak XR 1000 Mr 3acToCOBYBaTH OAWMH pa3 Ha 00y IiJ] Yac MPUHOMY 1K1 BBeUepi.
MaxkcumanbHa peKOMEH/10BaHa /1032 CTAHOBUTH 2 TaOJIeTKU Ha J00Y.

[Tpenapar I'moxodax XR 1000 Mr 3acTocoByBaTH SIK MiATPUMYIOUY TEPAITIIO IS MAIi€HTIB, sKi
BIXKe JTKyBalncs MeT(hopMiHOM riapoxiopuaoM y nozyBanHi 1000 mr ab6o 2000 mr. ITpu nepexoxni
noboBa mo3a npemnapary [mokodax XR moBuHHA OyTH €KBIBAJICHTHOIO IMOTOYHIN M00O0BIH 1031
MeT(hOPMIHY T1IPOXIOPUTY.

[MamienTtam, siKi JiKyIOTbCs MET(GOPMIHOM TiApoxsIopuaoM y ao3yBanHi Oinbme 2000 Mr Ha 100y,
HE PEKOMEH/YEThCS NEPEeXOUTH Ha Tepanito npenaparom [mokodax XR.

[TamienTam, skl JikytoTbes npenaparoMm [nmrokodax XR, nosyeBanns 2000 mr Ha n00y He ciif
NIEePEBUIILYBaTH.

Jlig mani€eHTiB, sIKI pO3MOYay JIIKYBaHHS, 3a3BUYail MoYaTkoBa Ao3a npenapaty [moxodax XR
cranoBUTh 500 Mr oJIMH pa3 Ha 700y Mif yac npuitomy ki BBeuepi. Yepes 10—15 qHiB mpoBeaeHOro
JIKYBaHHS 103y HEOOX1THO BIIKOPUTYBATH BIJNIOBIAHO JI0 pE3YJIbTATIB BUMIPIOBAaHb PIBHS INIFOKO3HU
B KpoBi. [loBiibHE 301UIBIIEHHS J03U CIPUSE 3HIDKEHHIO MOOIYHUX e(deKTiB 3 OOKYy TpaBHOTO
TPAaKTYy.

SIkmo HeoOXiHOro piBHA TJiKeMil HE MOXKHa JIOCATHYTHM IIpH 3acTyBaHHI Hpenapary
I'moxodaxk XR y MmakcumanbHii 1031 2000 mr, sky npuitmatots 1 pa3 Ha 100y, 110 103y MOXHa
PO3LIMTH Ha 2 puifoMH Ha 100y (OJIMH pa3 3paHKY 1 OIMH pa3 BBeUepi, MiJ] Yac Npuiomy ixi).

VY pa3i Ko HEoOXITHUN PIBEHBb TIIKEMIi 3aJIUIIAETHCS HEJOCSITHEHHM, MOXHA 3aCTOCOBYBATH
I'mokodax, TabneTku, BKPUTI IUTIBKOBOIO OOOJOHKOIO, Y MAaKCHUMalbHIH PEKOMEHIOBaHIH 031
3000 mr Ha 100Yy.

ITpu mepexoni 3 Tepanii iHIIMM NPOTHIia0eTHYHUM IpenapaToM Ha npenapart [ mrokodax XR 1000
MT J103y TUTPYBATH 1 pO3MIOYMHATH 3 TpuitoMy npenapaty ['nmoxodax XR 500 mr.

Kombinosana mepanis 3 incyninom.

Jl1 JOCATHEHHS Kpalioro KOHTPOJIIO 32 PIBHEM TIJIIOKO3HM Yy KpOBI MET(OPMIH Ta 1HCYJIIH MOXKHA
3aCTOCOBYBAaTH y BHIJIAJI KOMOiHOBaHOi Tepamii. 3a3Buyail mouatkoBa no3a ['mokogaxy XR
cranoBUTh 500 Mr oauH pa3 Ha 100y mia 4yac mpuiioMmy DKi BBeuepi, TOMI A03Y 1HCYJIHY CHij
niaOupaTu BIAMOBIAHO 10 PE3Y/IbTATiB BUMIPIOBAHHS PIBHS ITIIOKO3HU Y KPOBI.

I'moxodax XR, tabnerku nposnoHrosanoi aii, 1000 Mr MoHa 3aCTOCOBYBATH MiCJIsl TUTPYBAHHS
71034 TIpernapary.

Y nayienmie nimnvo20 8iKy.

MoxuBe noripieHHs GyHKLii HUPOK, TOMY /103y MeT(hopMiHy HEOOXITHO MiaOUpaTh Ha OCHOBI
OIIHKM (YHKIII HHUPOK, SKY CIiJ TPOBOJUTH peryiasipHo (auB. po3ain «OcoOnMBOCTI
3aCTOCYBAHHS»).



[TepeBara 3MeHIIEHHS pU3UKY BUHUKHEHHS IIyKPOBOTO iabeTy 2 Ty ab0 3aTPUMKH HOTO IOYaTKy
He Oyna BCTaHOBJIIEHA Yy TALI€HTIB BIKOM Big 75 pokiB Ta crapme (AMB. pO3ALT
«DapmakoMHaMiKa»), TOMy TaKUM Mali€eHTaM HE PEKOMEHJOBaHE MPH3HAYEHHS MeT(OPMiHY
(muB. po3ain «OcoOIUBOCTI 3aCTOCYBAHH).

Hupkosa neoocmammicmeo.

HIK® caizx ouiHIOBATH 10 TOYATKY JIIKYBaHHS JIIKaPCHKUMHU 3aC00aMH, 1110 MICTSITh METQOPMiH, Ta
MICIIs TOYATKY JIKYBaHHsI PUHAWMHI IIOPIYHO. Y MAII€HTIB 3 MABUIIICHUM PU3UKOM TOIATBIITOTO
MPOTrpecyBaHHs HUPKOBOI HEIOCTATHOCTI Ta Y MAIII€HTIB JIITHHOTO BIKY CIIiJl TPOBOJIUTH PETEIbHUI
KOHTPOJIb (PYHKIIIT HUPOK SIKOMOTA YacTillle, HAaIpPUKJIIaJ KOXKHI 3—6 MicsIliB.

KD 3araigpHa JlomaTtkoBi pekomMeHaarii
(MI1/XB) MaKCUMajbHa
no0oBa 103a

60—-89 2000 mr Y pa3i 3HWKEHHS QYHKLIIT HUPOK PEKOMEHIYETHCS
PO3IIISIHYTH MOJIMBICTh 3MEHILIEHHS TO3H.

45-59 2000 mr Cnin npoananizyBaTH (hakTopu, sIKi MOKYTb 301IbIIYBAaTH

30-44 1000 mr pHU3UK PO3BHUTKY JAKTOAM 03y (nuB. po3ait
«Oco0nMBOCTI 3aCTOCYBaHHA»), 10 IOYATKY JIKyBaHHS
MET(GOPMIHOM.
[ToyaTkoBa 032 CTaHOBUTb HE OUIbIIE IOJOBUHU
MAaKCHUMAaJIbHOI JO3H.

<30 - 3actocyBaHHs MeT(HOPMiHY IPOTHIIOKA3aHE.

Himu. llpenapatr He 3aCTOCOBYBAaTH [ITSAM, OCKUIbKM HEMae KJIIHIYHHUX JaHUX CTOCOBHO IIi€l
BIKOBOI IPyIIH MAIli€HTIB.

Ilepeoo3ysanns.

ITpu 3acTocyBaHHI mpenapary y 1031 85 T po3BUTKY rinoriikemii He crnoctepiraigocs. OQHak y
[IbOMY BHIIQJIKy CIIOCTEPIraBcs PpO3BUTOK JIAKTOANMIO03Y. 3HAYHE TEPEBUIIECHHS O3H
MeTGopMiHy a0o0 CymyTHI (PaKTOpU PU3MKY MOXKYTh CIPUUYMHATH BUHUKHEHHS JIAKTOALUA03Y.
JlakToammm03 € HEBIOKIAJHUM CTaHOM. Y BHUMAIKy pPO3BHUTKY JAKTOAIMI03y JIIKYBaHHS
npenaparoM ['mokogpax XR HE0OXiAHO MPUIMHUTU 1 TEPMIHOBO TOCHITaNi3yBaTH XBOPOTO.
HaitedexTuBHIMM 3aX0/10M JJI1 BUBEJCHHS 3 OPraHi3My JIaKTaTy 1 MeT(OpMiHY € reMoaiai3.

Io6iuni peakuii.

3riHO 3 JAHUMHU TTOCTMAPKETHHTOBUX Ta KOHTPOJIbOBAHUX KIIIHIYHUX JOCHIKEHb MOO1UHI peakii
y Malli€HTIiB, AK1 3acTocoByBasiu mpenapar [mokodax XR, Oynu moaiOHUMU 3a IPUPOJIOKD Ta
CTYIEHEM TSDKKOCTI /10 TaKMX Yy Halli€HTIB, sIKi 3aCTOCOBYBaJIM mpenapart [ mrokodax (i3 HeraitHuM
BUBUIbHEHHSIM aKTHBHO1 PEYOBHHH).

Haituactimumu HebaxaHUMH peakiliiMU Ha MIOYaTKY JIKyBaHHS € Hy10Ta, OJII0BaHHs, Aiapes, O11b
y JKHUBOTI, BIACYTHICTb aneTuTy. L{i cumnToMu y GUIIIOCT] BUMA/IKIB MUHAIOTh CAMOCTIIHO.
Hebaxani eexTH 3a 4aCTOTOI0 BUHUKHEHHS KJIacu(iKYyIOTh 32 TAKMMU KaTeTrOpisiMU:

nyxe yacto (> 1/10), wacto (> 1/100 i < 1/10), newacro (> 1/1000 1 < 1/100), pinko (> 1/10000 1
< 1/1000), nyxe pinko (< 1/10000).

Topywenns obminy peuoguH.

Yacro: 3umxkeHHs piBH/nedinut Bitaminy Biz2 (auB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHS).

Hyxe piako: makToaruao3 (IuB. po3ain «OcobIuBOCTI 3aCTOCYBAHHS).

3 boky Hepgosoi cucmemu.

YacTo: mopymeHHs CMaKy.

3 60Ky mpagnoeo mpaxkmy.

Jly>xe 9acTo: po3naau 3 00Ky TpaBHOT CHCTEMH, TaKl sIK: Hy/10Ta, OJTFOBaHHS, Jliapesi, OUTb y dKUBOTI,
BIACYTHICTh ameTtuty. HaifuacTime 1i moOiuHi sBUIA BUHHKAIOTh HA MOYATKY JIIKYBaHHS Ta y



OUTBIIIOCTI BUTIAJKIB CIIOHTAHHO 3HUKAIOTh. {7151 momepemkeHHs BUHUKHEHHS MOOIYHUX SIBHII 3
OOKYy TPaBHOTO TPAKTYy PEKOMEHIY€ThCsI MOBLUIbHE 301IBIIICHHS 103U Mpernapary.

3 boky eenamobiniaproi cucmemu.

Jly>ke piiKo: OKpeMi IMOBLIOMIICHHS 1010 MOPYIICHHS MOKa3HUKIB (PyHKIT euiHKK a0 remaTuTis,
110 IMOBHICTIO 3HUKAIOTH IMICIIS BIAMIHU METHOPMIHY.

3 60Ky wiKipu ma RIOWKIPHOT KLIMKOBUHU.

Jly>ke piaKo: MIKIpHI alepridHi peakiiii, BKIIYaYl epUTEeMY, CBEpOK, KPOITUB SHKY.
Tlogioomnenns npo nebasxcaui nobiuHi peaxyii.

[ToBimomieHHs Ipo OOIYHI peakiii Mmcis peecTpallii JikapcbKOro 3aco0y Mae BaKJIMBE 3HAYCHHS.
Lle mae 3Mory mpoBOJUTH MOHITOPUHI CIIiBBiIHOIICHHS KOPUCTB/PU3UK MPU 3aCTOCYBAaHHI LIOTO
JIKapCchKOTO 3aco0y. MenuuHumM Ta ¢apMarieBTUYHUM IpalliBHUKaM, a TaKOX IMaIieHTaM abo ix
3aKOHHHMM TIPEICTaBHUKAM CJIiJ] TIOBITOMJISITH MPO YC1 BUIAJIKH IT1I03PIOBAHUX MOOIYHUX PeaKIlii
Ta BIJICYTHOCTI €(h)eKTUBHOCTI JIIKAPChKOTO 3ac00y uepe3 ABTOMaTH30BaHy iH(OpMaIliiHy CHCTEMY
3 (hapmakoHarmsay 3a mocuiaHHsAM: https://aisf.dec.gov.ua/.

Tepmin npuoammnocmi.
3 poku.

YMoBH 30epiranus.
36epiraTu npu Temneparypi He Bue 25 C. 36epiraTi y HeIOCTYHHOMY IS JIiTel Miciri!

YnakoBka.
ITo 10 tabnerok y 6uicrepi; mo 3 abo mo 6 6iicTepiB Yy KAPTOHHIN KOPOOIIi.

Kareropis Binnmycky.
3a perienTom.

Bupoonuk.
Mepk Cante, @pannis/Merck Sante, France.
Mepk Xenckea KI'aA, Himeuunna/Merck Healthcare KGaA, Germany.

Micue3HaxoakeHHsI BUPOOHUKA Ta ajpeca Miclsi NPOBA/ZKeHHS HOro AislJIbHOCTI.

2 pto nto Ipeccyap Bep, 45400 Cemya, @pannist/2 rue du Pressoir Vert, 45400 Semoy, France.
Opankdyprep Hlrpacce 250, 64293 Jlapmmrant, Himeuunna/Frankfurter Strasse 250, 64293
Darmstadt, Germany.

JlaTa octannboro nepersasaay. 06.01.2023
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