IHCTPYKLIUA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIKapPCHKOIo 3ac00y

TTIOKO®AK
(GLUCOPHAGE®)

Cknao:

ditoua peuosuna: metformin hydrochloride;

1 TabGneTKa, BKpHUTA IJTIiBKOBOKO 00010HKOI0, 10 500 Mr MicTuTh 500 Mr MeThOpMiHY TIAPOXJIOPHUIY, TKHIMA
Bignosijgae 390 Mr Mmetdopminy;

1 TabneTka, BKpUTA IUIIBKOBOIO 000JI0HKOIO, 110 850 Mr MicTuTh 850 Mr MeT(pOpMIHY TiAPOXIOPUAY, SIKUH
Binmosigae 662,90 mr meThopmiHy;

1 TabneTka, BKpUTa IU1iBKOBOIO 000510HKO10, 110 1000 Mr mictuth 1000 Mr MeTdopMiHy TiAPOXIOPUAY, IKHHA
Bignosigae 780 Mr MmeThoOpMIHY;

Odonomidxcui pewosunu: ioBioH K 30, marHito creapar;

niiekosa 06ononka 0nst mabremok no 500 me, 850 me: Timpomenosa;

niiexoea obonouka 0151 maobaemox no 1000 me: onangpait kiia (rimpomenosa, makporoi 400, makporon 8000).

Jlikapcbka popma. TaGneTkun, BKPUTI IITIBKOBOIO 00OJIOHKOIO.

OcHo6HI hi3uKo-XiMiuHI 61ACMUBOCTNI:

Ta0JIETKH, BKPUTI TUTIBKOBOIO 000710HKO0, 110 500 Mr, 850 Mr: TabneTku Kpyriidé Gopmu 3 TBOOYKIIOKO
MMOBEPXHEI0, OLJIOTO KOJIBOPY, BKPUT TUTIBKOBOIO 000JIOHKOIO;

Ta0JIeTKH, BKPUTI TUTIBKOBOIO 000710HKO0, 110 1000 Mr: TabneTku oBanbHOI )OPMU 3 ABOOMYKIIOKO MOBEPXHEIO,
01J10T0 KOJIBOPY, BKPUT IUTIBKOBOIO 0O0JIOHKOIO, 3 PUCKOIO 3 000X 00K B Ta rpaBipyBaHHsIM «1000» 3 ogHOTO OOKY.

dapmakoTepaneBTH4YHA rpyna. [lepopanbHi rinoriikeMidti 3aco0u, 3a BUHATKOM iHCyHIB. biryaniau. Kox
ATX A10B A02.

Dapmakonoauni enacmugocmi.

DapmakoouHamika.

MetdopmiH — GiryaHiz 3 aHTUT IIEPIIiKeMIYHUM e(eKTOM. 3HIKYE piBEHb IIIOKO3H Y I1a3Mi KPOBI SIK HATLIE,
TakK 1 micis npuitomy 1xi. He cTUMYyIIoe cekpertito iHCy iHy 1 He CIPUYHHSE TIMOTIIKEMIYHOTO e(eKTy,
OIIOCEPEIKOBAHOTO IIUM MEXaHI3MOM.

MertdopmiH i€ TppOMA HUTSIXaMHU:

— MPU3BOJIUTH JI0 3HIKEHHS MIPOIYKYBAaHHS TIIFOKO3H Y TICUHIII 32 paXyHOK 1HT10yBaHHS TITFOKOHEOTEHE3Y Ta
TJIIKOT€HOJI3Y;

— MOKpAIy€ YyTJIUBICTb 70 1HCYJIHY Y M’s13aX, 1[0 MPU3BOJAUTH A0 MOMIMIIECHHS Nepru(epuyHOro 3aXorieHHs Ta
yTHII13a1lii TTF0K03H;

— 3aTPUMY€ BCMOKTYBAHHS TJIFOKO3H Y KUILIEYHHUKY.

MetdopMiH cTUMYITIOE BHY TP IIIHBOKJIITHHHUHN CUHTE3 TITIKOT€HY, BIUTMBAIOYU HA TJIKOTEHCHHTETA3y. 30UIbIIy€
TPAHCIIOPTHY 3IOHICTh YCIX BIJJOMHX THITIIB MeMOpaHHUX NepeHOCHUKIB ritoko3u (GLUT).

HesanexHo Bif cBO€T i1 Ha TITiKeMito, MeT(OpMiH MPOSIBIISE MO3UTUBHUN ePeKT Ha MeTaboi3M JinifiB. Llen
edexT OyB OBEJCHNUI TPH 3aCTOCYBaHHI TEPANIEBTHYHUX JI03yBaHb Y KOHTPOJIBOBAHUX CEPEIHBO- 200
JIOBIOTPUBAIIUX KJIIHIYHUX JOCIDKEHHSX: MET(OPMIH 3HIKYE BMICT 3arajJbHOTO XOJIECTEPHHY, JITTONPOTEIHIB
HU3bKOI IIITFHOCTI Ta TPUTIIIIEPHIIB.

VY xom KIHIYHUX JOCIIIKEHB ITiJT 9ac 3aCTOCYBaHHS MeT(HOPMiHY Maca Tijia MAII€HTIB 3aIUIIaIacs CTad UIbHOIO
ab0 OMIPHO 3HIKYBaJIacs.

Dapmaxoxinemuxa.
Bemoxmysannsa. Tlicas nepopaabHOro npuiioMy MeTgpopMiHy yac JOCATHEHHS MakcuManbHOT KoHIeHTpamii (T .,
) CTaHOBUTH 01M3bKO 2,5 roguHu. AGCOMIOTHA GOIOCTYIHICTh Ta0IETOK 500 mr a6o 800 Mr cTaHOBHUTH

npub3Ho 50-60 % y 3m0poBUX 100poBOIBIIB. [Ticis mepopansHOTo 3acTocyBaHHs (Ppakiis, Mo He
BCMOKTAJIacs Ta BUBOJUTHCS 3 KajoM, cTaHOBUTH  20-30 %.
[Ticnis mepopanbHOTo 3acToCcyBaHHS abcopO1Iis METGOPMiHY € HACHIYBAHOIO 1 HETIOBHOIO.



[TepenbauaeTbes, mo GapmakokiHeTHka adcopO1ii MmeTgopMiHy € HemniHilHOo0. [Ipu 3acTocyBaHH1
PEKOMEHI0BaHMX /103 MET(HOPMIHY 1 PEKUMIB 103yBaHHS CTAa01JIbHI KOHIEHTpAIli y M1a3Mi KPOBI 10CSTalOThCS
poTsAroM 24-48 TOHMH 1 CTAHOBJISATH MEHIIE | MKI/MII. Y KOHTPOJIBOBAHHUX KIHIYHUX JOCT1KEHHSIX
MaKCHMallbHI piBHI MeT(opMiHy y maa3mMi KpoBi (Cp,,y) HE IEPEBUITYBAIU 5 MKI/MII HaBITh IIPH 3aCTOCYBaHHI
MaKCUMAaJIbHHX J103.

[Tpu ogHOYacHOMY npuiioMi ki a0copOI1is MEeTHOPMIHY 3HHKYETHCS 1 3J1eTKa YIOBIJIBHIOETHCS.

ITicns nepopasibHOro 3acTocyBaHHA 103U 850 MI' crioCTepiragocs 3HWKEHHSI MAKCHUMANIbHOT KOHLIEHTpaLyi y
ruta3mi KpoBi Ha 40 %, 3menmenns AUC — Ha 25 % 1 30u1blIeH s Ha 35 XBUJIMH Yacy TOCATHEHHS MaKCHUMAaJIbHOT
KOHIIGHTpaIlii y 1ia3mi kposi. KimHigHa 3HaYyIIiCTh WX 3MiH HEBiIOMa.

Po3noodin. 38’a3yBanHs 3 OUIKaMu I1a3MU KpoBi He3HauHe. MeT(opMiH IPOHUKAE B epUTPOLUTH. MakcuMabHa
KOHIICHTpALlisl y KPOBI HIKYA, HK MaKCHMaJIbHA KOHIIEHTPAIis y IJIa3Mi KPOBi, 1 TOCATAETHCS IPUOIIM3HO Yepes
TOM camuii yac. Eputponnty, iMOBipHIiIIe 3a Bce, MPEACTaBISAIOTh IPYyry Kamepy posnoainy. CepenHiii 00’ em
posnoginy (Vd) konuBaeThes y Aiama3oHi 63-276 1.

Memabonizm. MeThopmiH BUBOIUTHLCS Y HE3MIHHOMY BUTJISIIL 3 ceueto. MeTaboJIiTiB Y JIOIMHN HE BUSBIICHO.
Buseoennsa. HupkoBuii kitipeHc metopmiHy ctaHOBHUTH > 400 mu/xB. Lle Bkasye Ha Te, 1110 MeTQOpMiH
BHUBOJIMTHCS 32 PaXYHOK KITyOOUKOBOI (ibTpallii Ta KaHAIbIEBO1 cekperrii. [Ticist mepopabHOTO pUioMy TIepion
HaIBBUBECHHS CTAHOBUTH NPUOIM3HO 6,5 ronuuu. [Ipu nopymieHiit GyHKIT HIPOK HUPKOBHUH KIIPEHC

3HUKY €ThCS IPONIOPLIHHO 70 KIIPEHCY KpeaTHHiHY 1 TOMY epio/l HaliBBUBEACHHS 30 UIbIITY €ThCS, 110
NPU3BOAMTH J0 30UTBIICHHS PiBHSI MET(GOPMIHY Y TIa3Mi KPOBI.

Kuainiuni xapakTepucTukm.

Ilokazanns.

ykpoBuii giabet 2 Ty npu HeeEKTUBHOCTI Ai€TOTEparii Ta pexxuMy (i3UYHUX HABAHTAXKEHb, OCOOIUBO Y
XBOPHX 3 HaJUIUIIKOBOIO MacoI0 TiIa;

— sIK MOHOTEparisi a00 KOMOIHOBaHa Tepartisi CyMiCHO 3 1HIIMMHU MEePOPATLHUMH TIMOTIIKEMIYHUMHU 3aC00aMH,
a00 CyMICHO 3 1HCYJIIHOM JUIsl JIIKYBaHHS JJOPOCIIHX.

— sIK MOHOTeparisi a00 KOMOiHOBaHa Tepartist 3 IHCYJIHOM JIJIsl JIKYBaHHS iTel BikoM Bix 10 pokiB Ta ImiITITKIB.
Jlns1 3MeHIIIeHH YCKIIaHEHB AiabeTy y TOpOCINX MaIli€HTIB 3 IYKPOBUM Jia0ETOM 2 THUITY 1 HAJTUIITKOBOIO
MacoIo TiJIa K IpenapaT MepIoi JiHii micias HeeeKTUBHOI TieToTeparii.

Ilpomunoka3auna.

— [ligBuieHa 9y TIUBICTH 10 METHOPMIHY 200 10 OyIb-SKOT0 IHIITOTO KOMITOHEHTA TIpernapary;

— niabeTUYHHM KeToanua03, AiabeTuyHa MpeKoMa;

— HUPKOBA HEJOCTaTHICTH moMipHOTO (cTamis I1Ib) Ta Tspkkoro cTymnens abo mopyuieHHs GyHKIIT HUPOK (KITipeHC
kpeatuHiny < 45 mi/xB a6o LIIK® < 45 mn/xs/1,73 M2);

— rOCTpi CTaHM, 110 MPOTIKAIOTh 3 PU3UKOM PO3BUTKY MOPYIIECHb (PYHKINI HUPOK, TaKi SK: 3HEBOAHEHHS
Oprasi3My, TSKK 1HQEKII1iHI 3aXBOPIOBaHHS, I110K;

— 3aXBOPIOBAHHA, 10 MOKYTh MMPU3BOAUTH IO PO3BUTKY TIMOKCIT TKAHUH (OCOOIMBO TOCTP1 3aXBOPIOBAHHS 200
3aroCTPEHHS XPOHIYHOI XBOPOOH): JEKOMIICHCOBAHA CepIieBa HEJOCTATHICTh, TUXabHA HEJIOCTATHICTS,
HEI0/IaBHO MepeHeceHnH 1H(apKT Miokapa, IIOK;

— MIE4iHKOBA HEJOCTATHICTh, TOCTPE OTPYEHHS AJIKOT'OJIEM, aJIKOTOJI3M.

B3aemooia 3 inmumu nikapcekumu 3acooamu ma iHuii 6UOU 63aEMOOLIL.

Kombinayii, wo ne pexomeHoyemvbcs 3acmoco8ysami.

Anxoconw. I'ocTpa aqKoroJibHAa IHTOKCHUKAITIS aCOIIFOETHCS 3 M IBUIICHAM PU3UKOM JIAKTOAIUI03Y, OCOOIUBO Y
BUIIA/IKAX FOJIOYBaHHS a00 JOTPUMaHHS HU3bKOKAJOPIMHOI A1€TH, a TAKOXK MPH MEUIHKOBIN HegocTaTHOCTI. [Ipn
JiKyBaHHI penapaTtoM [ mokodax ciij yHUKaTh IpUHOMY aJKOTOJIO1 JIIKAPCHKHUX 3aC00iB, 10 MICTATH CIHPT.
Hooosmicni penmeenoxonmpacmui peuosunu. BHyTpilIHLOBEHHE 3aCTOCYBAHHS HOOBMICHHX
PEHTIC€HOKOHTPACTHUX PEYOBUH MOXKE MPU3BECTH /10 HUPKOBOI HEJIOCTATHOCTI 1, SIK HACTIOK, aKyMYJISILiT
MeT(QOpMiHY Ta i ABUIICHHS PU3UKY PO3BUTKY JIAKTOAIHIO3Y.

[TamienTam 3 IHK® > 60 ma/xB/1,73 M2 3acTocyBaHHS METGOPMIHY CJTiJ MPUITHHATH 10 200 i1 Yac MPOBEICHHS
JOCII/DKEHHS Ta He TIOHOBIIIOBATH paHillle HDK depe3 48 rouH Miclis JOCHIPKEHHS, JIUIIE MiCIs OBTOPHOI
OILIIHKYU (PYHKI[IT HUPOK Ta IMiATBEPIKEHHS BIICYTHOCTI MOAAJIBUIOTO MOTIPIIEHHS CTAHy HUPOK (JIMB. PO3ILIT
«Oco0aMBOCTI 3aCTOCYBAHHS» ).



[TamienTam 13 momipHoto HupKoBOrO HepocTaTHICTIO (IIIKD 45 — 60 mu/xB/1,73 M2) 3acTocyBaHHS MeTHOPMIHY
CIi MPUIMHUTH 3a 48 TOJUH 10 BBEACHHS HOJOBM CHUX PEHTTEHOKOHTPACTHUX PEYOBHH 1 HE TIOHOBIIOBATH
paHiie Hix yepe3 48 TOAMH MiCIs IPOBEACHHS TOCIIHKCHHS, JIUIIE TTICIISI TOBTOPHOI OIIHKU (DYHKIIIT HUPOK Ta
MiATBEPPKCHHS BIICYTHOCTI IMOJANIBIIIOTO MOTIPIICHHS CTaHy HUPOK.

Kombinayii, wo cnio 3acmocogysamu 3 00epedicHicmio.

Jixapcoki 3acobu, wo uunamo cinepeiikemiuty 0ito (21H0KOKOPMUKOCMePoiou cucmemMHoi ma micyegoi 0ii,
cumnamomimemuxu). HeoOxiJHO YacTilie KOHTPOIIOBATH PIBEHb INIIOKO3U Y KPOBi, 0COOJIMBO HA TOYATKY
nikyBaHHsI. [1i1 9ac 1 micist pUMMHEHHSI TaKOI CyMICHOI Tepartii HeoO0XiIHO KOPUTYBaTH 103y | mrokodaxy.
Hiypemuuni 3acobu, ocobauso nemavbo& Oiypemuku, MOXKYTh MIIBULITYBaTH PU3UK PO3BUTKY JIAKTOALMIO3Y
BHACJIi TOK MO>KJIMBOT'O 3HM)KEHHS (PYHKILIT HUPOK.

Ocoonueocmi 3acmocysanns.

Jlakmoayuoo3s € nysxe piAKiCHUM, ajie TSHKKUM MEeTa0O0IiYHUM YCKIIaJHEHHSAM (BUCOKHUI piBEHb JIETAIBHOCT 1 IPU
B1ICYTHOCT1 HEBIKJIATHOTO JIIKYBaHHS), 1[0 MOYKE€ BUHUKHYTH SIK PE3yJIbTaT KyMyJIsilli MeT(hopMiHy.
3apeecTpoBaHi BUMAJKU BUHUKHEHHS JIAKTOALUA03Y Y MALI€HTIB XBOPUX HA IyKPOBHH Jia0eT 13 HUPKOBOIO
HEIOCTATHICTIO a0 pi3KUM MoTipmeHHsIM QyHKIT HupoK. HeoOXiqHO MposIBIIATH 00EPEKHICTD y TUX BUTIA/IKAX,
KOJIM MOJKE€ MOPYITyBaTUCS (DYHKINST HUPOK, HAMPUKIIAJI, Y BUNIAAKY 3HEBOJHEHHS (CHIIbHA Jiapes abo OJIFOBaHHS),
a00 Ha MOYaTKy JIKYBaHHS TIIOTEH3UBHUMU 3aC00aMH, 11ypeTUKaMH Ta Ha IMOYaTKy Teparii HeCTepo iTHUMHU
npotu3anaibHuMu 3acodamu (HII33). ¥V pasi BUHHKHEHHS 3a3HAYE€HUX 3ar0CTPEeHb HEOOXiTHO THMYACOBO
HNPUIIMHUTH 3aCTOCYBAaHHSA MET()OPMIHY.

Cuin BpaxoByBaTH iHIII ()aKTOPU PU3UKY JUISI YHUKHEHHS PO3BUTKY JIAKTOAIM03Y: TIOTAHO KOHTPOJILOBAHUN
IyKpOBUH A1abeT, KeT03, TpUBaje rojlolyBaHHs, HAAMpPHE BXXKMBAHHSI aJIKOTOJII0, TE€YHKOBA HEIOCTATHICTh 200
OyIb-sIKUI CTaH, TIOB’A3aHMI 3 TIMOKCIEI0 (IEKOMIIEHCOBAaHA CEplIeBa HEAOCTATHICTh, TOCTPHH 1H(pAPKT MiOKapaa)
(muB. posnut «IIpoTumokazanHs»).

JlakToanumo3 Moke MPOSBISATUCS Y BUTIISA M’ SI30BHX CYJIO0M, TTOPYIIICHHS TPABJICHHS, O0JIIO Y )KUBOT 1 TSHKKOL
actenii. [lanieHTam ciiJi HeraifHO MOBIAOMUTH JIIKapsl PO BUHUKHEHHS TaKUX peakiliif, 0co0IMBO, SIKILO paHille
MAIIEHTH T0Ope TMePEHOCHITH 3aCTOCYBAaHHSI METQOPMIHY. Y TaKUX BUMAAKaX HEOOXiJHO THMYACOBO MTPUITHHUTH
3aCTOCYyBaHHS METGOPMIHY 110 3’sICyBaHHS cuTyallii. Tepamto MeTdopMiHOM CJIi1 TOHOBIIOBATH MM CJIS OIIIHKU
CIIBBIIHOIICHHS KOPUCTH/PU3HK B IHAWBIIyAIbHUX BUMAAKAX Ta OLIHKU (YHKIIT HUPOK.

Jiacnocmuka. JIakToanmMmo3 XapakTePU3yeTHCS AllUI03HOIO 3aIUIIIKO0, 00JIEM Y ’KUBOTI Ta TIMOTEPMIEIO, B
MOJAJIBIIIOMY MOIJIMBUN PO3BUTOK KOMH. J§arHOCTUYHI MOKa3HUKU: JJabopaTopHe 3HWKeHHs pH KpoBi,
MIJBUIICHHS CHPOBATKOBOI KOHIICHTPAITT JJAKTATy BUIIE 5 MMOJIB/N, 301IbIIIEHHS aHIOHHOTO MPOMIKKY 1
CITIBBITHOIICHHS JIAKTAT/TIpyBaT. Y BUMAIKY PO3BUTKY JIAKTOAIMI03Y HEOOXTHO HETAaHHO TOCITITalli3yBaTH
natienTa (quB. po3ain «llepeno3yBanns»). Jlikap HOBUHEH MONEPEIUTH MAIIE€HTIB PO PU3UK PO3BUTKY Ta
CHUMITTOMH JIAKTOAIHI03Y.

Hupkosa neoocmamuicme. OCKiIbKH MET(HOPMIH BUBOJAUTHCS HUPKAMU, TIEPE]T MOYATKOM 1 PETYJISIPHO i Yac
JKyBaHHS MEeT(HOPMiHOM HEOOXiTHO EPEBIPATH KIIPEHC KpeaTuHiHy (MOXKHA OIHUTH 33 PIBHEM KPEaTHHIHY
m1a3Mu KpoBi 3a gonomoroto popmynu Kokpodra-I'onrta) abo IIKD:

— TMaIji€eHTaM i3 HOpMaJbHOIO (PYHKIII€I0 HUPOK — HE MeHIIe 1 pa3y Ha pikK;

— Mali€HTaM 13 KIIPEHCOM KpeaTHHIHY Ha HIDKHIN MeKi HOPMH Ta MaIieHTaM JIITHBOTO BiKy — HE MeHIIe 2-4 pa3iB
Ha piK.

VY Bunmaaxy, ko kiapeHc kpeatuiny < 45 mur/xs (IHK® < 45 mn/x8/1,73 M2), 3acrocoByBaTi MeThopMiH
MPOTHITOKa3aHOo (IuB. po3ain «[IpoTumokazanusy).

3HmKeHHS (QYHKIIT HUPOK Y MAaIi€HTIB JITHROTO BIKY 3yCTPIYA€ETHCS YacTO Ta MpoTikae 6escuMnToMHO. Cirijt
HPOSIBIATH 00EPEXKHICTh y TUX BUMAJIKAX, KOJIHU MOXKE MMOPYIIYBAaTUCS (QYHKIISI HUPOK, HAIIPUKIIA, Y BULIAJIKY
3HEBOJHEHHsI a00 Ha MOYATKY JIKYBaHHS TIOTEH3UBHUMHU 3ac00aMH, JlypeTUKaMH Ta Ha MOYaTKy Teparii
HecTepoiIHUMHU MpoTh3anaabHuMHy 3acobamu (HII133). Y Takux Bunaikax TakoX peKOMEHIYETbCS EPEBIPSITU
(YHKIIII0 HIPOK Mepe]] MOYaTKOM JIKYBaHHS MET(HOPMIHOM.

Cepyesa ¢hynxyis. I1amieHTH 13 CEPIIEBOIO HEAOCTATHICTIO MAIOTh OJTBIIT BUCOKHIA PU3HK PO3BUTKY TIMOKCIT Ta
HUPKOBOI HegocTaTHOCTI. [lamienTam 31 cTalbiIbHOIO0 XPOHIYHOIO CEPLIEBOIO HEAOCTATHICTIO MET(HOPMIH MOXKHA
3aCTOCOBYBATH IIPH PETYJISIPHOMY MOHITOPUHTY CEpIIEBOI Ta HUPKOBOI (yHKIii. MeThopMiH MPOTUTIOKAa3aHUI
MalieHTaM i3 TOCTPOO Ta HECTA0 LTbHOKO CEPIIEBOIO HEAOCTATHICTIO (MUB. po3aia «IIpoTunokazaHHs»).
Hoooemicui penmeenokonmpacmui 3acobu. BHyTpilllHOBEHHE 3aCTOCYBAHHS PEHTTeHOKOHTPACTHHX 3aCO0IB [T
PaaioJIOTIYHUX JOCT1/IKEHb MOYKE CIPUYMHUTHA HUPKOBY HEJAOCTAaTHCTh, T, IK HACI 0K, TPU3BECTH J10
KyMyJISLii MeTOopMiHY 1 MIABUIICHHS PU3UKY PO3BUTKY JakToanuao3y. [lamentam 3 IIIK® > 60 mu/xs/1,73 M2



3aCTOCYyBaHHS METPOPMIHY HEOOX1JHO MIPUITUHUTH 70 a00 ITi/1 Yac IPOBEICHHS TOCIPKCHHSI 1 HE TIOHOBJIIOBATH
paHilie Hix yepe3 48 TOAMH MICIIs OCI1IKEHHS, JIUIIE MICIs MOBTOPHOI OI[IHKHM (DYHKIIIT HUPOK Ta
HIATBEPKEHHS BIICYTHOCT1 MOJIAJIBILIOTO MOTIPLIEHHS CTaHy HUPOK (IUB. po3ail «B3aemonis 3 IHIIMMU
JKapChKUMU 3ac00aMU Ta 1HII BUIU B3aEMOIIN).

[Tamientam i3 momipHOI0 HUPKOBOIO HenocTaTHicTIO (ILIK® 45 — 60 mn/xB/1,73 M2) 3acTocyBaHHS METHOPMIHY
CJIiJT IPUTTUHATH 32 48 TOMH 70 BBEACHHS HOAOBMICHUX PEHTTCHOKOHTPACTHUX PEYOBHH 1 HE TTIOHOBITIOBATH
paHiie Hix yepe3 48 TOANH MicTs TPOBEACHHS JOCTIHKEHHS, JIUIIE TICHs TOBTOPHOI OIIIHKU (YHKIIIT HUPOK Ta
MIATBEPKCHHS BIICYTHOCTI TOJIAIBIIIOTO MOTIPIICHHS CTaHy HUPOK (IUB. po3ain «B3aeMois 3 iHITUMEI
JKapChKUMU 3ac00aMU Ta 1HII BUIU B3AEMOIIN ).

Xipypeiuni empyuanns. HeoOXiTHO IPUITMHUTH 3aCTOCYBaHHS MeT(opMiHy 3a 48 rOUH IO TUIAHOBOT'O
XIpypriyHOTO BTpYUYaHHS, K€ MPOBOATH iJ] 3araJIbHO0, CHIHAIBFHOI0 a00 MEepHIypaIbHOIO aHECTE31€10, 1 He
MTOHOBJIFOBATH paHillle HiXK yepe3 48 ToIMH Micis MPOBEACHHS orepallii 200 BiTHOBICHHS EPOPATHHOTO
XapuyBaHHS Ta TUIBKU SKIIO BCTAHOBJIEHA HOpMaJlbHA (DYHKIIiSI HUPOK.

Himu. J1o no4yatky nikyBaHHS MeT(GOPMIHOM Mae OyTH MATBEPHKEHUN AlarHO3 IyKpoBOTo Aiabery 2 Tumy. 3a
pe3ylbTaTaMi OJHOPIYHUX KOHTPOJIBOBAaHUX KIIHIYHUX JTOCIIKeHb HE BUSBIECHO BILTUBY MeT(opMiHy Ha 3picT i
cTaTeBe J03piBaHHA y AiTedl. OHaK HeMa€e JaHuX MIOAO Jii MeTGOpPMiHY Ha 3piCT i cTaTeBe J03piBaHHS MPH
O1JIbIII TPUBAJIOMY 3aCTOCYBaHHI MET(POPMiHY, TOMY PEKOMEH/I0BAHE YBaKHE CITOCTEPEIKCHHSI 3 ITUMHU
napamMeTpamu y JiTeH, sKi JIKYI0TbCs MeT(HOPMIHOM, OCOOJIMBO Y MEPiO] CTATEBOT0 103PIBAHHS.

Himu sixom 6i0 10 0o 12 poxie. 3a pe3yJibTaTaMu KOHTPOJIHOBAHUX KIIHIYHUX JTOCIIHKCHB 15 miTel Bikom Big 10
110 12 pokiB epeKTUBHICTH 1 O€3MeKa 3acToCyBaHHS MET(HOPMIHY y TaHOT IPYIIH MAIli€HTIB HE B1IPI3HSIUCS BiJl
TaKoi y JiTei cTapmioro BiKy Ta miuiiTKiB. [Ipemapar ciij npusHadaTtu 3 0cOOIMBOIO OOEPEKHICTIO NITAM BIKOM
Bix 10 mo 12 pokis.

Tnwi 3acmepesicri 3axoou. IanieHTaM HEOOXITHO TOTPUMYBATHCS TIETH, PIBHOMIPHOTO MPUHOMY BYTJIEBO/IB
npoTsirom 106wu. [lamienTam i3 HAAMIPHOIO MACOIO Tija CIIiJI MPOJAOBXKYBATH JOTPUMYBATHUCS HU3bKOKAJIOA HHOT
nietr. HeoOxiqHO peryasipHO KOHTPOTFOBATH MTOKa3HUKH BYTJICBOJIHOTO OOMHY TAIlIE€HTIB.

Momnortepartist MeT(hOpMIHOM HE CIPUUMHSE TINOTTIKEMIT, OHAK Ci OyTH 00epeKHUM IIPU OJTHOYACHOMY
3aCTOCYBaHHI METQOPMiHY 3 iIHCYJIHOM a00 IHITMMH NEPOPATEHUMHE TIMOTIIIKEMIYHUMHE 3ac00aMu (HaIpUKJIIa,
MOX1THUMH CYJIb()OHIIICCUOBUHH a00 METJITHHIIaMH ).

3acmocyeanns y nepioo eacimnocmi abo 200y8anHsL 2pyo0k0.

Bazimnicms. HekonTponboBaHuii AiabeT y mepiof] BariTHOCTI (rectaniifHuil abo mocTidHU) 30UIbIIY€E PU3HK
PO3BHUTKY BPO/KCHUX aHOMAJIi 1 epuHATAIBHOI JIeTadbHOCTI. € 0OMeXeHi JaHi 3aCTOCyBaHHS MET(HOPMiHY
BariTHUM >KIHKaM, 110 HE BKa3YIOTh Ha MIJBUIIEHUN PU3UK BPOHKECHUX aHOMAIH. JIOKTiHIYHI JOCT1KEHHS HEe
BUSIBIJIM HETaTUBHOTO BIUIMBY Ha BariTHICTh, PO3BUTOK eMOpiOHa a0o IJ10/1a, MOJIOTH Ta MiCIISANOIOTOBUI
PO3BHUTOK. Y pa3i IUIaHyBaHHS BariTHOCTI, a TAKOX Y BUIAJIKy HACTAHHS BariTHOCTI JUTS JIKyBaHHS Jia0beTy
PEKOMEHIOBAHO 3aCTOCOBYBATH HE MET(HOPMIH, a IHCYJIH JJIs1 MIATPUMKHU PiBHS TIIOKO3U KPOBI MaKCUMaIbHO
HAOJIMKEHUM JI0 HOPMAaJILHOTO, 33]Isl SMEHIIICHHSI PU3UKY PO3BUTKY BaJ IJIOJA.

T'ooysanns epyoor. MeThopMiH €KCKPETYEThCS y TPYIHE MOJIOKO, ajie y HOBOHAPOKEHUX/HEMOBJIST, SIK
3HAXOJIMJIMCS Ha TPYIHOMY T'OJyBaHH, MOO14HI ehekTu He criocTepiranucs. OqHaK, OCKiTbKA HEJJOCTAaTHRO JaHUX
10710 Oe3MeKH 3aCTOCYBAHHS MperapaTy, TOAyBaHHS TPYAII0 HE PEKOMEHIYTHCS MPOTITOM Tepanii
MeThopmiHOM. PilieHHs 111010 TPUMMHEHHS TOIyBaHHS TPYII0 HE0O0X THO IPUIMATH 3 ypaxyBaHHSM IepeBar
IPYJIHOTO TOAYBAHHS Ta MOTEHLIHHOTO PU3HKY NOOIYHUX €(EeKTIB A TUTHHH.

@epmunvricms. MeTdopMiH He BIUTHBAB Ha (PepTUIIBHICTh TBAPUH TP 3aCTOCYBaHHI y n1o3ax 600 mr/kr/Ha
o0y, 110 Maike y 3 pa3u MepeBHIyBaIi MaKCUMAIIbHY PEKOMEHIOBaHY J1000BY J03Y JUTS JFOJUHU 3 PO3PaXyHKY
Ha IJIONLY TIOBEPXHI Tija.

30amuicmob eniueamu Ha WEUOKICMb pearyii npu KepyeaHHi agmompancnopmom abo iHuumMu Mexanismamu.
Momnorepartist MeT(hOpMIHOM HE BIUIMBAE HA IIBUAKICTh PEaKIlii MpH KepyBaHHI aBTOTPAHCIOPTOM abo poboTi 3
IHITMMHU MEXaHI3MaMH1, OCKUJIBKHU TIpernapat He CIpUIHHSIE rinormkemMii. OgHak ¢ 0yTu 00epeXHUM TTPU
3aCTOCYBaHHI METQOPMiHY Y KOMOIHAI{ 3 IHIIUMH THIOTTIKEMIYHUMHU 3aco0amu (OXiAHI CYIb(OHIICEUOBUHH,
IHCYNiH 200 METJITHHIN ) Yepe3 PU3HK PO3BUTKY TiMOTITIKEMIi.

Cnocio 3acmocyeanns ma 003u.

Jlopoci.

Monomepanisa abo kombiHO8ana mepanis CyMIiCHO 3 THUUMU NEPOPATLHUMU 2iN02NIKEMIYHUMU 3ACOOAMU.



3a3Buyaii movyaTkoBa go03a cTaHoBUTH SO0 mr a6o 850 mr (I'mrokodask, TabneTKH, BKPpUT TIJTi BKOBOO 000JIOHKOIO,
o 500 mr a6o 850 mr) 2-3 pa3u Ha 100y mif yac abo micist npuiioMy ixi.
Yepes 10-15 nHiB 103y HEOOXiTHO BiJKOPUTYBATH BIATIOBIAHO 10 PE3yJIbTATIB BUMIPIOBaHb PIBHS TIIIOKO3H Y
CHPOBATIIl KPOBI.
[ToBinbHE 30UTBIIEHHS JO3H CIIPHIE 3HMKCHHIO MOOIYHUX €(EKTIB 3 OOKY TPaBHOTO TPAKTY.
[Tpu nikyBanHi Bucokumu go3amu (2000-3000 Mr Ha 100y) MOKIIMBE 3aMILICHHS KOKHUX 2-X TaOJIETOK
npenapaty ['mokodax, 500 mr, Ha 1 Tabnetky npenapary [mokodax, 1000 mr.
MaxkcumanbHa pekoMeH10BaHa 103a cTanoBUTh 3000 Mr Ha 100y, po3mnozjieHa Ha 3 PHUIHOMH.
VY BUManKy mepexoy 3 iHIIOT0 MPOTHA1a0eTUYHOTO 3ac00y HEOOXI THO MPUITMHUTH MPUHOM I[LOTO 3aC00y Ta
NPU3HAYUTH MET(HOPMIH SIK 3a3HAUYEHO BUIIIE.
Kombinosana mepanis cymicno 3 incyninom.
Jl1st TocSITHEHHS KPaIloro KOHTPOJIIO PIBHA TIIOKO3U Y KPOBI MET(QOPMIH Ta IHCYJIIH MO>KHA 3aCTOCOBYBATH Y
BUTTISAI KOMOIHOBaHOT Teparii. 3a3Buyaii moyaTkosa fg03a cTanoBUTh 500 Mr abo 850 Mr meTdopminy
riapoxjopuay 2-3 pasu Ha 100y, y TOW 4ac K 103y1HCYJIHY Ci1 MiA0UpaTH BIIMOBITHO 0 PE3YyJIbTATIB
BHMIPIOBaHHSI PIBHS TJIIOKO3U Y KPOBI.

iTH.
Monomepanis abo kombiHO8aHa mepanis CYMICHO 3 IHCYIIHOM.
[Tpenapat I'mokodax 3acrocoByBatu ATsM BikoM B 10 pokiB Ta mijstiTkaM. 3a3BHuail moyaTkoBa J103a
cranoBuTh 500 mMr a6o 850 mr npenapary ['mrokodax 1 pa3 Ha 700y Mg gac adbo micis mpuiiomy ki, Yepes 10-
15 nHiB 103y HEOOXIAHO BIAKOPHUTYBATH BIAMOBIAHO IO PE3YIbTATIB BUMIPIOBAHb PIBHS ITFOKO3HM Y CHPOBATI]
KpOBI.
[ToBisibHE 30UTBIIICHHS JO3H CIPUSIE 3HMKEHHIO MOOIYHUX €PEKTIB 3 OOKY TPAaBHOTO TPAKTY.
MaxkcumanbHa pekoMeH10BaHa 103a ctaHoBUTh 2000 Mr Ha 100y, po3nozjeHa Ha 2-3 mpuioMH.
Y nayienmis nimuvoeo 6iky MOXKIMBE 3HWKEHHS (DYHKIIT HIPOK, TOMY 03y MeT(hopMiHy HEOOXiTHO minduparu
Ha OCHOBI OITIHKY (YHKIIIT HUPOK, Ky HEOOXiTHO IPOBOIUTH PETYJISIPHO (IMB. po3t «OcobaruBoOCTI
3aCTOCYBAHHS»).
Tayienmu 3 Hupkosoto Hedocmamuicmio. MeThopMiH MO>KHA 3aCTOCOBYBATH MAI€HTaM 13 IIOMIpPHOIO HUPKOBOIO
HenocTatHicTio, cTaais [la (knipeHc kpeatuniny 45 — 59 mur/xB a6o IIIK®D 45 — 59 mn/xs/1,73 M2) nume y pasi
BIJICYTHOCTI 1HIIIMX YMOB, III0 MOXYTh MIABHIUTH PU3HK PO3BUTKY JIAKTOALNI03Y, 3 HACTYITHUM KOPUT'YBaHHSIM
JI03U: o4yaTKoBa J103a cTaHoBUThH 500 Mr ado 850 mr merdopminy rigpoxmnopuny 1 pa3 Ha 1o6y. MakcumanbHa
no3a ctanoBuTh 1000 Mr Ha 100y Ta Mae OyTH po3aisieHa Ha 2 npuitomu. CitiJl IPOBOJUTH PETEIbHUMN
MOHITOPHHT (YHKIIT HUPOK (KOXkHi 3 - 6 MicALiB).
Axmo kiiperc kpeatuHiny ado [IIK® 3amkyeThes g0 < 45 mur/xB a6o 45 mu/xs/1,73 M2 BIATOBITHO, HEOOXIAHO
HEeraifHO MPUIIMHUTH 3aCTOCYBaHHS MET(HOPMIHY.

Jimu. Ipenapat ['mrokodask 3acTocoByBaTH Il JIKyBaHHS AiTel BikoM B 10 pokiB.

Ilepeoo3ysanns.

I[Tpu 3acTocyBaHHI npenapaTy y 7031 85 I pO3BUTKY rinoriikeMii He cioctepiranocs. OQHaK y IbOMY BUIAIKy
CIIOCTEpIraBcsi PO3BUTOK JIAKTOAIM03Y. 3HAUHE MEPEBUILEHHS JJ03U METPOPMHY a0b0 CynmyTHi (pakTopu pu3nKy
MOJKYTb CIIPUYMHATH BUHUKHEHHs JJaKTOAM103y. JIakToann103 € HEBIKIaJHUM CTAaHOM 1 HOTo CIIiJ JIIKYBaTH y
ctauionapi. HalfepekTuBHIIINM 3aX0/10M U1l BUBEACHHS 3 OpPraHi3My JaKTaTy 1 MeT(OpMiHY € reMojliais3.

Hobiuni peakuii.

Haituactimumu Heb6akaHUMHU peakLisiIMUA Ha ITOYaTKy JIKYyBaHHS € HYA0Ta, OJIFOBaHHS, Jjapesi, 0171b Y )KUBOTI,
BIJICYTHICTh anieTuty. L cumnTomMu y OLIBIIOCTI BUMIAJKIB MUHAIOTh CaMOCTi#HO. J1Ji monepeaKeHHs
BUHUKHEHHS 3a3HAUYEHUX MOOIYHUX SBUII] PEKOMEHAYEThCS MOBLUIbHE 30UTBIICHHS JO3YBaHHS Ta 3aCTOCOBYBaHHS
n1000BO1 103U Mpenapary y 2-3 npuiioMu.

Heb6axani ehekTH 32 4aCTOTOI0 BHHUKHEHHS KIACU(IKYIOTh 32 TAKUMHU KaTETOPISIMH:

nyxke yacto (> 1/10), wacto (> 1/1001 < 1/10), meuacto (> 1/1000 i < 1/100), pinko (> 1/100001 < 1/1000),
noyxe pigko (< 1/10000).

VY K0’)XKHOMY CHCTEMHO-OpPTraHHOMY KJIacl MOO14H1 peakIlii 3a3HaueHl y MOPSAAKY 3HKEHHS 1X KJIIHIYHOTO 3HAYCHHS.
THopywenns oominy peyosun.

Hyxe piako: jakToanuao3 (auB. po3aut «OcobInBOCTI 3aCTOCYBAHHS ).



ITpu TpuBanomy 3acTOCYBaHHI IpenapaTy MOXe 3HUKYBaTHCS BCMOKTYBaHHs BETaMiHy By, o
CYIIPOBOJIKYEThCS 3HUKEHHSM HOTo piBHS Yy CUpOBATLi KpoBi. PEKOMEHIyeThCSI BpaXOBYBATH TaKy MOXKIIUBY
NPUYMHY TINOBiTaMiHO3Yy Bi,, SIKIIO y MalfieHTa HasiBHA Merajgo0jacTHa aHEMIs.

3 boky Hepeosoi cucmemu.

YacTo: NopyILIEHHS CMaKy.

3 6oky mpasHoi cucmemu.

Jy>e gacTto: po3naau 3 00Ky TpaBHOI CUCTEMHU, TaKi sIK HYJ10Ta, OJIIOBaHHS, Jiapes, OiTb y )KUBOTI, BIICYTHICTD
anetuTy. Halfyacmie i mo6iyHi sSBHIfa BAHUKAIOTH HA MTOYATKY JIKYBaHHS 1y OLIBIIOCTI BUITAKIB CIOHTAHHO
3HUKaIOTh. /{11 nonepekeHHs] BAHUKHEHHS MOOIYHUX SIBUII 3 OOKY TPAaBHOI CUCTEMHU PEKOMEH/IYEThCS ITOBIJIbHE
301IbIICHHS JO3yBaHHS Ta 3aCTOCYBaHHs J0OOBOI /103U Ipemnapaty y 2-3 npuifomu mij yac ado micist npuiiomy
K.

3 60Ky neuinku ma Hco8408UBLOHUX ULTSXIE.

Jyxe pinko: mopyueHHs MoKa3HUKIB (PyHKIUT mediHKu a0 renaTuTH, 10 MOBHICTIO 3HUKAIOTH MICHS BiIMIHU
MeT(hOpMiHY.

3 60Ky wiKipu ma niOWKIpHUX MKAHUH.

Jyxe pinko: mKipHi peaxilii, 10 BKIIOYAIOTh EPUTEMY, CBEPOK, KPOIIUB STHKY.

Tepmin npuoammuocmi.
TabneTku, BKPUTI TUTIBKOBOIO 000J10HKOI0, 110 500 MT, 850 Mr— 5 pokis.

TabyeTku, BKpUTI TUTIBKOBOIO 000J10HKOI0, 110 1000 Mr— 3 pokH.

YmoBu 36epirannsi. He morpedye ocobnmuBux yMoB 30epiranas. 30epirata y HeJOCTYITHOMY ISl AITeH micIti!

Ynakoska.

Tabaemku, expumi niiexoeor obonoukoro, no 500 me. Ilo 15 Tabnetok y 6mctepi; mo 2 abo 1o 4 6micTepu y
KapToHHi i KopoO1y. [To 20 Tabnerox y 6micTepi; mo 3 OicTepH y KapTOHHIN KOPOOLIi.

Tabnremxu, expumi niigkosoro obononkoio, no 850 me. Ilo 15 tabnerok y Gmicrepi; mo 2 abo mo 4 Gmicrepu y

KapToHHi# KopoO1t. [To 20 TabneTok y OmicTepi; mo 3 6JicTepu y KapTOHHIM KOpoOIIi.
Tabremxku, skpumi naiekoeoro o6ononkoro, no 1000 me. Ilo 15 Tabnerok y 6mictepi; mo 2 abomo 4 Omicrepu 'y
KapTOHHIN KOpooO11l.

Kareropis Bianmycky.3a perentom.

BupoOuuk.
Mepk Cante, @panmis/Merck Sante, France.
Mepk, CJI, Icnanis/Merck, SL, Spain.

Micne3HaxoaKeHHsI BUPOOHHKA Ta fi0oro agpeca Micusi NpoBa>KeHHs JislJIbHOCTI.

2 pro mro Ilpeccyap Bep, 45400 Cemya, @panuist/2 rue du Pressoir Vert, 45400 Semoy, France.

[Tpom3zona Mepk, 08100 Momter nens Bamnec (bapcenona), Icnanis/Poligon Merck,08100 Mollet del Valles
(Barcelona), Spain.



