IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Anymer
(Janumet)
Cknao:
004l peyo8uUHU: CUTATIINTHH, MEeTHOPMIiHY TiIPOXJIOPHUL;

1 TabGneTka, BKpHTa IUTIBKOBOIO 000JI0OHKOIO0, MiCTUTh CUTATNTUHY (hocdhaTy MOHOTipaTy
ekBiBasieHTHO 50 Mr cutarninTuy ta 500 Mr a6o 850 mr, a6o 1000 Mr MmeTdopMiHy TigpPOXTOPULY;

0ONoMIdICHI peyo8uHU: 1Ie/II0103a MIKPOKPUCTAaTidHa, IOBiI0H, HaTPilo JaypuicynabdaT, HaTpito
CcTeapuidymapart;

06010HKa mabaemxu: 6apBauK Omanpai 11 85F94203 poxesuit (Tabnetku 50 mr/500 Mr) abo
Omnappaii 1T 85F94182 poxesuii (Tabnetku 50 mr/850 mr), abo Omapapaii I 85F15464 yepBoHUM
(tabmetku 50 mMr/1000 Mr);

cK.na0 6apeHuka: CupT MoJiBiHiNnOBUH, TuTaHy miokcup (E 171), momietunenrmikonb 3350, Tambk,
3aniza okcup yopHuu (E 172), 3amiza okcup yepBouuii (E 172).

JIikapcbka ¢opma. TabneTKy, BKPUTI MTiIBKOBOIO 000I0HKOIO.
OcHosHi (pi3uko-xiMiyHi 8 1acmugocmi:

mabaemxku 50/500 me: TabneTKu, BKPUTI MITiBKOBOIO 060JIOHKOIO, CBIiTIIO-POKEBOTO KOIBOPY 3
rpaBipyBaHHSM «575» 3 ogHOTO OOKY Ta rjaafki 3 iHIIOTo O60KY;

mabaemxku 50/850 me: TabneTKu, BKPUTI MITiBKOBOIO 060JIOHKOI0, POKEBOTO KOJILOPY 3
rpaBipyBaHHSIM «515» 3 ogHOro 6OKY Ta IafkKi 3 iHIoro 60Ky;

mabaemxu 50/1000 me: TabneTKU, BKPUTI ITIBKOBOX 000JI0OHKOI0, YePBOHOT'0 KOJILOPY 3
rpaBipyBaHHSM «577» 3 ogHOro OOKY Ta I'JIafiKi 3 iHIIIOro 60Ky .

®apMakoTepaneBTUYHA I'pyIa.

KombiHarrist mepopanbHUX MYKPO3HUKYBAIBHUX JTiKapchkux 3aco6iB. Kom ATX A10B DO7.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

Anymert sBnsge co0010 KOMOiHAIIO0 IBOX TiMOTJIiIKEMiYHUX JTIKAPChKUX 3ac00iB i3



B3a€EMOJONOBHIOIOUNUM (KOMILJIEMEHTaPHUM) MeXaHi3MOM [iii, 110 Ipru3HadyeHa A7 IOJIMIIeHHS
KOHTPOJIIO TJIiKeMii y XBOpuX Ha IyKpoBu# fmiabert II Tumy: cutarnintuny, inridiTopy
munentugunnenTtunasu 4 (II1I1-4), Ta MmeTdopMiHy rigpoxmopupny, MpeacTaBHUKA Kiacy OiryaHimis.

dapmakokiHemuka.

MexaHizm 0ii. Anymem. KombiHoBaHi TabneTku AHyMeT (CUTArIinTHH/MEeTGHOPMiHY TiIPOXIOPHUL) 10
50 mr/500 mr i 50 Mr/1000 Mr € 6ioeKBiBaleHTHUMYU OKPEMOMY IIPUHOMY BifTIOBIIHUX 003
cutarninTtury ¢ocdary (HyBis) Ta MeTHOPMiHY TiIPOXIOPUAY.

dapmakoKiHemuka 8 OKpeMux 2pyn navieHmis.
ITayieHmu 3 yykpogum diabemom II muny.

CumaeainmuH. ®PapMaKoKiHeTHKa CUTArINTHHY Y NaLieHTiB i3 nykpoBuM giabetom II tumy momibHa
[0 GapMaKOKiHETUKH Y 3L0POBUX LOOPOBOJIBLIIB.

MemdopwmiH. ITpu 36epexkeHilt GyHKIIII HUPOK papMaKOKiHETUYHI TapaMeTpH IiC/isi OHOPa30BOTo i
IIOBTOPHOTO IIPUKOMIB MeT(QOPMiHy Y XBOPUX Ha LyKpoBul Aiabet II Tumy Ta 300poBUX HOOPOBOJIBIIIB
OIOHAKOBI, KyMyJIslii TiKapcbKoro 3acoby Ipu 3aCTOCYBaHHI B TepaleBTUYHUX [03aX He BifOyBaEThCS.

ITauieHmu i3 nopyweHHAM PYHKUil HUPOK.

Cumazainmut. Y nami€HTiB i3 moMipHOI0 HUPKOBOIO HegocTaTHICTO (IHK® = 30 mo < 45 mn/xB)
Big3Havyanu 30inbimeHHs m1a3MoBol AUC cutarminTuHy npuliau3Ho y 2 pa3y, a B Malli€HTiB 3 TAKKOI0
(ITK® < 30 mn/xB) ¥ TepMiHAIBHOIO CTaAi€I0 (Ha reMofiiani3i) HUPKOBOI HEOOCTATHOCTI 3HAaYEHHS
AUC 3pocrano y 4 pa3u. CUTarminTiuH gyxe MOMipHO BUBOAUTLCS IIiJ Yac reMofiani3y (3a ceaHc
remMofianily TpUBAJiCTIO 3 - 4 TONUHY, SKUY ITOYUHAIXA Yepe3 4 TOOUHHU IiCIA 3aCTOCYBaHHSA
JiKapchbKOro 3aco0y, 3 opraHiaMy BuBoguiaocs npubnu3Ho 13,5 % NpUUHSATOI 03U CUTATIINTUHY).

MemeopmiH. Y nalieHTiB 31 3HUKEHOI0 (QYHKIIIEI0 HUPOK IIepiof [171a3MOBOT0 HalliBBUBEIEHH
JIiKapChKOT0 3ac00y IMOAO0BXKYETHCS, @ HUPKOBUY KIIipEHC 3HUKYETHCS (IUB. PO3AINIA
«IIpoTunoka3aHHI», «OCOOIMBOCTI 3aCTOCYBaHHSI»).

ITauieHmu 3 nopyweHHAM QYHKUiI neyviHKU.

CumaenainmuH. [TamieHTaM i3 Me4YiHKOBOIO HEJOCTATHICTIO JIETKOT0 Ta IIOMIPHOTO CTyIeHd (< 9 3a
mkasoio Yaiinga - [1'10) Kopekllis 03U CUTATTNTUHY He oTpiOHa. HeMae KIiHIYHNX HaHUX IIPO
3aCTOCYBaHHSI CUTATJIIITUHY NalliEHTaM 3 TSIKKOI0 MMeYiHKOBOIO HeloCTaTHICTIO (OinbIine 9 OariB 3a
mkanow Yainga - I1'10). OCKINBKY CUTATJIINTUH BUBOOUTHCSA NI€peBaXkKHO HUPKaMU, He OYiKy€eThCS
BIIJIUBY Ha (hapMaKOKIHETHKY CUTATJIITUHY Y Malli€HTiB 3 TAKKOI0 IeYiHKOBOIO HEJOCTATHICTIO.

Memdopwmin. JocnigxeHHS HpapMaKOKiHETUYHUX [TapaMeTpPiB MeT(OPMiHY B MAIi€HTIB 3 IEUYiHKOBOIO
HEJOCTATHICTIO HE IPOBOOVIINCS.

ITayieHmu aimHvo20 8iKy. He moTpibHO KOpUTryBaTH 003y JIiKapChKOTO 3ac00y 3ajIe3KHO Bifl BiKy
naifieHTa. Bik He Ma€ KJIiHiYHO 3HAYyIIOro BIJIMBY Ha ()apMaKOKiHETUKY CUTATJINTUHY. Y Mal[i€HTIB
TTHBOTO BiKYy (65 - 80 POKiB) KOHIIEHTPAIlis CUTATJIINTHHY B I1a3Mi KpoBi mpruOnu3Ho Ha 19 % Buila
3a Iiel TOKa3HUK y OibIl MOJIOOUX Malli€HTiB.



Himu.

dapmakoKiHeTHKa CUTArmnTuHy (pa3osa go3a 50 mr, 100 mMr a6o 200 Mr) Oyra gocmifxkeHa y miTei
(BixoM Bim 10 mo 17 poKiB BKIIIOYHO) 3 IIYKPOBUM miabeToM 2 Tumy. Y midt monynsiii mokasuuku AUC
CUTArJINTUHY B IJIa3Mi IpX 3aCTOCYBaHHi BifKOpUroBaHoi no3u Oynu mpubnu3so Ha 18 % HuK4YuMu
IIOPiBHSTHO 3 TAKMMH Y [IOPOCIIMX TAIIEHTIB 3 I[YyKPOBUM fiabeToM 2 THUIY IPH 3acToCyBaHHi no3u 100
Mmr. [ToCTigXKeHHs 3aCTOCYBaHHS CUTArINTUHY OiTAM BikOM 10 10 pOKiB He IPOBOAUIIOCS.

KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.
[ns nikyBaHHS HOPOCUX MAIliEHTIB i3 yKpoBuUM miabetom II Tumy:

fAHyMeT MoKa3aHUM K JOMOBHEHHS [0 Hi€TH Ta PeXUMY (Qi3WYHUX HaBaHTaXKeHb OJIs
MOJIMIIEHHS KOHTPOJI0 Haf IJIiKeMi€0 Y Malli€HTiB, Y IKUX He JOCATHYTO afeKBaTHOTO KOHTPOJIIO Ha
¢boHi MOHOTepaIil MeT)OPMiHOM y MaKCHUMaJlbHi{ TEPEHOCUMIN 0031, @ TAaKOXK IallieHTaM, SKi yxKe
OTPUMYIOTH JIiKyBaHHS KOMOiHAIli€I0 CUTATTIINTAHY Ta MeTHOPMiHY.

AnyMeT nmokasaHuy y KombiHallii 3 moxigHUMU Cynb(oHiceuoBUHM (KOMOiHaIisT TPHOX
JiKapChbKUX 3ac00iB) K [OTIOBHEHHS [0 Oi€ETH Ta pexXuMy (Qi3MYHUX HaBaHTaXKeHb NallieHTaM, Y SKUX
He JIOCSTHYTO afeKBaTHOI'0 KOHTPOIIO Ha ¢oHi Tepalii MeTGOpMiHOM Yy MaKCUMabHil TEPEeHOCUMIl
[o3i Ta CynbGOHIICEYOBUHOIO.

fAHyMeT nmoka3laHu# y KoMOiHallil 3 arOHiCTaMHU PeIeNTopiB, 110 aKTUBYIOThCS IIPoJTipepaTopaMu
nepokcucoM (PPAR-y) (Hampuknag TiasomiguHmionoM) (KoMGiHAIls TPhOX TiKapChKUX 3aC00iB) K
IOTIOBHEHHS [I0 [i€TU Ta peXuMy (i3uUYHUX HaBaHTaXKeHb MallieHTaM, V SKUX He TOCSATHYTO
aleKBaTHOTO KOHTPOJIIO Ha (POHI Teparil MeT(OPMiHOM Yy MaKCHMaJIbHill IEpeHOCUMiil 1031 Ta
aronictom PPAR-y.

AHyMeT TaKoXK IIOKa3aHUM MallieHTaM, SKi IpuiMaTh iHCYIiH (KoMOiHallis TPhOX TiKapChKUX
3aco0iB), K JOTIOBHEHHS [I0 Ai€TH Ta peXuMy (PisMYHNX HaBaHTaKeHb [JIg IOJIMIIEeHHS KOHTPOJIIO
rIiKeMil y mallieHTiB, SIKi He OOCSATNIM afeKBAaTHOT'0 KOHTPOIIIO Ha (oHi TiKyBaHHS CTabiIbHOIO M03010
iHCYTiHY 1 MeThOopMiHOM.

IIpomunoka3aHHs.

Bimoma migBuIlieHa YyTIUBICTb 0O CUTATMNTUHY hocdaTy, MeTPopMiHy Trigpoxyiopuny abo oo
Oymb-SIKOTO iHIIOr0 KOMIIOHEHTA JIiKapChKOTo 3acoby.

Bynp-sIKWii TUII TOCTPOTO MeTaboIiYHOr0 anuao3y (HalmpukiIag TaKToaluao3, giabeTHuHuN
KeToaluao3).

IiabeTryHa MPeKoMa.

Tszkka HUpPKOBa HepocTaTHICTh (IHK® < 30 mm/xB (muB. po3ain «Oco6IMBOCTI 3aCTOCYBAHHS»,
«HupKoBa HEJOCTATHICTE»)).

[ocTpi cTaHy, 10 MOXKYTh BIUIMBATH Ha GYHKIIII0 HUPOK: OeTigpaTalis, TSXKKi iHekIil, 1ok,
BHYTPIIIHbOCYOMHHE BBEOEHHS HOMOBMiCHUX KOHTPACTHUX PEYOBHUH (IKB. po3min «OcobIuBOCTI



3aCTOCYBaHHS»).

T'ocTpi abo XpoHiuHI 3aXBOPIOBAHHS, II0 MOXKYTh IPU3BOOUTH A0 TiMOKCii TKAHMWH, TakKi K
cepiieBa ab0 nereHeBa HEMOCTATHICTh, HEIIOAABHO NepeHeceHnd iHdapKT Miokapaa, II0K.

[NopyiienHs QyHKIIl IEeYiHKY.
I'ocTpa ankoronbHa iHTOKCUKAIIiS, alTKOTOIi3M.

[Iepion rogyBaHHSA IPyAALo0.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

OpHovacHUM nMpuiioM 6araTopa3oBUX A03 cUTarminTuHy (1o 50 Mr 2 pa3u Ha f06y) Ta MeThopMiHy
(mo 1000 Mr 2 pa3u Ha f00y) He CYIPOBOAXKYBaBCS 3HAUYIIMMHU 3MiHaMu (apMaKOKiHETUUHUX
IIOKA3HUKIB CUTArMinTuHy abo MeThOopMiHy y MalieHTiB i3 ykpoBuM fiabetom II tumy.

dapMakoKiHeTHYHI OOCTiAKeHHS B3a€MOil JTiKapCchKoro 3acoby AHyMeT 3 iHIMMU TiKapChKUMU
3acobaMu He TPOBOMMIIN; OOHAK TaKi AOCTiAXKeHHS Oy/ix poBedeHi OKPeMO 3 aKTUBHUMU
peYOBHHAMU — CUTATJINTHHOM i MeT(QopMiHOM.

He PEKOMEHIOYETECA CyMiCHe 3aCTOCYBAHHAA.

AK0201b. ATIKOTOJIbHA IHTOKCHKALlIA [T0B’A3aHa 3 MiABUIIEHUM PU3UKOM PO3BUTKY JIAKTOALUI03Y,
0Cco0IMBO Y pa3i rosogyBaHHs, HEOOCTATHLOTO Xap4yyBaHHS a00 MOpyIIeHHs PYHKIIII TeYiHKu.

KoHTpacTHi peYOBUHH, 1110 MICTATh 10N

3acTocyBaHHA AAHYMETY CIig IPUIUHUTH A0 abo Iif 4ac pafioorivHOro JOCHiXKEeHHS i oYnHaTH
IPUIOM He paHillle HiXK yepe3 48 roguH micid i€l mpoleaypy 3a YMOBH, 110 GYHKIIiI0 HUPOK
IIOBTOPHO OLIHWJIY i BU3HAIM IPUNHATHOW (OUB. po3fainu «[IpoTunokasanug» i «OcoOnMuBOCTi
3aCTOCYBaHHS»).

Komb6inariii, 1110 BUMaraoTh 3amno0iKHIUX 3aXO0[iB il YaCc 3aCTOCYBaHHS

IesiKi mikapchKi 3aco06M MOXYTh HETATUBHO BIIMBATH Ha (YHKIIiI0 HUPOK, 10 MOXKe 30iMbIInuTH
PU3MK JTaKToanuao3y, Hanpuknag HII33, B Tomy uuchi iHribiTopu ceTeKTUBHOIL IUKIIOOKCUTeHa3HU
(LDOT) 11, inribitopu AII®, anTaronictu penentopiB anrioren3uny II i giypeTuku, oco611BO IETIHOBI
niypetuku. Ha moyaTky 3aCTOCyBaHHS TaKWX JTiKapChKUX 3aco0iB y KoMmbiHaii 3 MeThopmiHoOM
HeoOXiIHUi peTeNbHUN KOHTPOJIb QYHKIIii HUPOK.

OpHOYacHe 3aCTOCYBaHHS JiKapchKuUX 3aco0iB, sIKi BIIMBAIOTh Ha 3arajibHi TPaHCIOPTHI CUCTEMHU
HUPKOBUX KaHAJbIIIB, 10 6epyTh y4acTh y BUBEOEeHHI MeThHOpPMiHy HUpKaMu (HallpuKiIaf iHTiOiTopiB
OpraHivYHOI'0 KaTiOHHOTO0 nepeHocHuka-2 [OCT2]/MynpTUIIepEHOCHUKA NIpelapariB i IepeHOCHUKa
TOKCHUHIB eKCTpy3il [MATE], Takux sIK paHOJla3uH, BaHJeTaHi0, JOyTerpaBip Ta IIMMETHUONH), MOXKE
IIPU3BECTH [0 30ibIIIEHHS CHCTEMHOTO BIITUBY MET(HOPMiHY Ta 30iIbIIUTY PU3KK JIAKTOALHUO3Y.
Crnip po3TnsIHYTH IepeBary i pu3uKu CyMiCHOTO 3acToCyBaHHS. HeoOximHu# peTenbHUM TTiKeMiyHUH
KOHTPOJIb, PETYJ/II0BaHHS 03U B MeXaX PeKOMEHI0BAHOT 0 JO3yBaHHA i 3MiHU B JIIKyBaHHI IIyKpPOBOT'0
niabeTy, Koy 1i JiKapchKi 3ac00M 3aCTOCOBYIOTh OMHOYACHO.

[ MI0KOKOPTHUKOCTEPOIAX (CUCTEMHOI Ta MiciieBoi fiii), 6eTa-2 aroHicTu Ta AiypeTUKH MalOTh BIaCHUMN



MIOTEHITaN TimepriikeMiyHOi akTUBHOCTI. [TallieHTa HeoOXimHO MpoiHdOpPMyBaTH IIPO i€ Ta YaCTillle
KOHTPOJTIOBATH PiBEHB T'MIIOKO3M B KPOBi, 0COOIMBO Ha MOYATKY JIiIKYBaHHS TAKUMHU JTiKAPCHKUMU
3acobamu. AKIo HeoOXimHO, CIIil KOPUTYBATH 03y AHTUTINEPITiKeMiYHOT0 JTIKapChKOTO 3aco0y
IIPOTSITOM OOHOYACHOTO 3aCTOCYBaHHS 3 iHIIMMU JTiKapChKUMU 3acob6aMu Ta IicIis iX BigMiHH.

Iuri6iTopu ATI® MOXKYTh 3HUXKYBATHU PiBHI I'TIOKO3H B KPOBi. AKII0 HEOOXiIHO, CIIil KOPUTYBATH HO3Y
AHTUTINEPIIiKeMiYHOT0 JTIKapChKOTO 3aC00y IIPOTSITOM OOHOYACHOTO 3aCTOCYBaHHS 3 iHIIUMHU
JiKapChKUMU 3acobaMu Ta IicIs iX BimMiHH.

BrnnuB iHmMuX miKapChKKX 3ac00iB Ha CUTArTiITHH

Ilani, BKa3aHi HUXKYe, CBif4aTh IPO HU3bKUY PU3UK BUHUKHEHHS KIIHIYHO 3HaUYNMHX B3aEMOLIN.

HocnigxkeHHS in vitro moKa3asy, 1110 TOJIOBHUMU (GepMeHTaMH, Ki 6epyTh y4acTh ¥ 4aCTKOBOMY
MeTabomni3mi cutarmintuny, € hepMmenTH cucremu muroxpomy CYP3A4 3a yuactio CYP2C8. Y
NallieHTiB i3 HOpMaibHOIO (QYHKIIi€I0 HUPOK MeTaboni3M (BKmodatourn CYP3A4) Bifmirpae nutie
HEBEJIMKY POJib y KJIipeHCi cutarminTuHy. MeTtabosi3aM MoKe BifirpaBaTy OiNlbII CYTTEBY POJIb B
efiMiHalil CUTaTINTUHY NIPU TSIXKKil Ta TepMiHa/lIbHIN CcTafil HUPKOBOI HEAOCTAaTHOCTi. ToMy
MOZKJIMBO, 1110 TOTYXKHi iHri6iTopu CYP3A4 (Hampukiiag KeTOKOHA30J1, iTpakoHa30JI, PUTOHABIP,
KJIaPUTPOMILIMH) MOXKYTh 3MiHIOBAaTH (papMaKOKIHETUKY CUTATIINTUHY y TaKUX NallieHTiB. Brmus
noTykHuX iHridiTopis CYP3A4 y maiiieHTiB i3 HUPKOBOIO HEAOCTATHICTIO Mif Yac KIiHIYHUX
[OCIIKeHb He BUBYABCS.

HocnimKeHHS TPAHCIIOPTY in Vitro moKasasy, 0 CUTATJINTUH € CyOCTPaTOM P-TIIiKOIPOTEeIHy i
TPaHCIIOPTepa OpraHiuHuX aHioHiB TpeThoro tumy (OAT3). In vitro OAT3-onocepeKoOBaHUI
TPAHCIIOPT CUTATINTUHY IPUTHIYYBaBCA IIif ieto mpobeHelXay, X049a PU3UK KITIHIYHO 3HaYUMUX
peaxiiii B3aeMoil BBaxKa€eThCsl HU3bKUM. OHOYaCHe 3acTocyBaHHs inribiTopiB OAT3 i cutarnmintuny
in vivo He BUBYAJIOCh.

IukaocnopuH. Y xofi HOCTiAXKEHHS OGHOYACHOTO IPUIOMYy pa30Bol fo3u cutarmintury 100 mr i
Pa30Boi epopanbHoi fo3u nuknocnopuny 600 Mr cnoctepiranmocst 36inpments AUC Ta C,,,
CUTarminTuHy npubnusHo Ha 29 % i 68 % BigmoBigHo. 3a3HayeHi 3MiHU (papMaKOKiHETUKHU
CUTATJINTUHY He BBaXKAIOThCA KIIiHIYHO 3HAUUMUMU. TaK0XK IIpY 3aCTOCYBaHHI iHIIKX iHTiOITOPIB p-
TIKOIPOTEIHY 3HaYMMi peaklil B3a€EMOIil He 0YiKyIOThCH.

BronwB cuTarnminTHHY Ha iHII TiKapchKi 3acobu

Hawi in vitro moKa3yioTh, III0 CUTATIINTHH He NPUTHIYYe i He iHayKye i3opepmenTu CYP450. Y xomi
KJTIHIYHUX JOCTIiIKEeHb CUTATJINTUH He BUSIBUB CYTTEBOT0 BIUIMBY Ha (papMaKOKIHETUKY MEeT(HOPMIiHY,
rnibypuny, CuMBaCTaTUHY, PO3UTIiTa30Hy, Bap(apuHy, a TAaKOXK IepopalbHUX KOHTPAlleITUBIB;
CUTATJINTUH Ma€ HU3bKY CXUIBHICTH 10 B3aeMopili i3 cyoctpatamu CYP3A4, CYP2C8 a6o CYP2C9 i
TPAHCIIOPTEPiB OpPraHiyYHUX KaTioHiB. CHTArminTuH cinabKo BIIMBAE Ha IIJIa3MOBY KOHIIEHTpAIlii0
IUTOKCUHY i, MOXKJIUBO, € ClTaOKUM iHTiOiTOpOM P-TJIiKONIPOTEIHy B yMOBax in vivo.

[uzokcuH. CutarminTul ciabKo BIIJIMBAE Ha KOHIIEHTpAallil AUTOKCHHY y Ija3Mi Kposi. ITicns
npuiioMmy 0,25 Mr fUroKCUHY ofHO4YacHO 31 100 Mr cuTarninTuHy mwopHsa npoTaroM 10 gHiB MOKa3HUK
AUC pgurokcuny 306inbiryBaBcst B cepeguboMy Ha 11 %, a C,,, B cepenabomy Ha 18 %. KopurysaTtu
[03y OUTOKCUHY He peKoMeHayeThCsa. OfHaK CJIif CIocTepiraTy 3a CTAHOM IIAl[l€HTIB i3 PUSUKOM
TOKCUYHUX IIPOSIBIB AUTOKCUHY, SIKII0 OUTOKCHH IPU3HAYAEThCS OMHOYACHO i3 CUTATJIIITUHOM.

Oco06.1ue8ocmi 3acmocyeaHHsi.



Jlikapchkuit 3aci6 AHymMeT He 3aCTOCOBYIOTH AJIS JTiIKyBaHHS IIyKPOBOTO miabeTy 1 Tumy abo
niabeTUYHOTO KeTOaluuago3y.

TocTpul HAaHKPEATUT

[Tputiom inribiTopis [III1-4 acouil0€ThCS 3 PU3UKOM PO3BUTKY T'OCTPOTO MaHKpeaTUTy. [lamieHTiB
cytifg mpoiHGopMyBaTH PO XapaKTEPHUN CUMIITOM I'OCTPOTO MTaHKPEATUTY - IIOCTIMHUM CUTTbHUM Oib
y XKuBOTi. KymipyBaHHS CUMIITOMIB IaHKPEATUTy CIOCTEPIraaocs Mic/id BiAMiHM CUTATrJINTHHY (3
IiATPUMYI040I0 Teparieio abo 6e3 Hei), aye MOBIHOMIISIIOCS PO AyXkKe PidKi BUMagKu HEKPOTUYHOT'O
abo remMopariyHoro maHKpeaTtuTy ta/abo cMeprTi. Y pasi migo3pu Ha maHKPeaTUT CIIif MPUIUHUTH
3aCTOCyBaHHS JIiIKapChKOT0 3aco0y AHYMeT Ta iHIIuX JIiKapChbKuX 3aco0iB, 1110 MOXKYThb CIIPOBOKYBAaTH
TOCTPUY MAaHKpPeaTUuT. AKI0 rOCTPUM NaHKPeaTUT MifTBEePAKEHU, He CIIif TOYUHATHA 3aCTOCYBaHHS
nikapchkoro 3aco0y Auymert. ITanieHTam 3 iCTOpi€lo NAHKPEATUTY CIIifl MIPOSIBNIATH 00€PEeXKHICTE.

Jlakmoauu0os.

JlakToaImmos, pifKicHe, ane cepiio3He MeTaboniuHe yCKIafHEeHHS, HayacTillle BUHUKAE TIifl Yac
TOCTPOTro MOTipiIeHHs PyHKII HUPOK a00 KapAiopecmipaTOpHOT0 3aXBOPIOBaHHS, ab0 CEeICHucy.
HakomuuyeHHst MeTHOpMiHY BifOyBa€ThCs IPU FOCTPOMY TOTipiieHHi GYHKINI HUPOK i 30iblIye pU3NK
JIAKTOALMO03Yy. Y pas3i 3HeBOogHEeHHS (TSKKa miapest abo 6/1t0BaHHS, TMXOMaHKa ab0 3MeHIIIeHHS
BXKMBaHHS PiAVHU) IPUKOM MeT(POPMIiHY CIIifi TUMYaCOBO IPUIIMHUTH i 3BePHYTHUCS A0 JIiKaps.

3acTocyBaHHS JTiKapChKUX 3aC00iB, STKi MOXKYTh Pi3KO HOTipIIMUTH QYHKIII0 HUPOK (HallpHKIaL
rimoTeH3uBHUX, cevyoriHHux Ta HII33), cmig mouynHaT 3 00€PeKHICTIO MallieHTaM, 110 TPUUMAalOTh
MeThopMiH. [HII pakTOpU pU3NKY PO3BUTKY JAKTOAIMA03Y BKIYAIOTh 3JI0BXKUBAHHS aJIKOT0JIEM,
IIe4iHKOBY HEIOCTaTHICTh, HealeKBaTHO KOHTPOJIbOBAHUM IIyKPOBHUil fiabeT, KeT03, TpuBase
roJIogyBaHHs i Oyab-IKi CTaHU, [TOB’sI3aHi 3 TIMOKCi€0, a TaKOXK CYIMyTHE 3aCTOCYBaHHS JIiIKaPChKUX
3aco0iB, sIKi MOXKYTb BUKJIUKATH JIAaKTOAUUI03 (OUB. po3minu «I[IpoTunoka3aHHsI», «B3aemomist 3
iHImMMY TiKapchKUMU 3acobaMu Ta iHIII BUOM B3aeMOili»). [TanieHTu Ta/ab0 MiKITyBaTIbHUKY TOBUHHI
OyTu npoiHpopMOBaHi PO PU3MK JTAKTOAUKUA03Y. JIaKTOaIMI03 XapaKTePU3y€eThCs alluIOTHYHOIO
3auUIIKOoI0, 60/IEM y KUBOTi, M’'SI30BUMH Cy[IOMaMH, aCTEHI€I0 Ta TinoTepMi€lo 3 I0abIIon KOMOIO.
Y pa3i BUHUKHEHHSI TaKUX CHUMIITOMIB Ialli€HT IIOBUHEH NIPUNUHUTYI IPUINOM MeT(HOPMIHY i HeraliHO
3BEpHYTHUCH [0 Nikaps. [liarHocTtuyHi nabopaTopHi faHi BKII0O4aloTh 3HUXKeHHS pH kpoBi (< 7,35),
IiABUINEHHS PiBHS JTAKTATY B I1a3Mi (> 5 MMoIib/1) i 36inbIIeHHST aHIOHHOTO iHTEpPBay Ta
CIIiBBIIHOLIEHHS JIaKTaT/IipyBar.

ITauienmu 3 ecmaHogieHuMu abo nido3pr8aAHUMU MiMOXOHOPIANbHUMU 3aXB80PHBAHHAMU.

[TamienTaM i3 BCTAHOBJIEHUMU MITOXOHAPiaIbHUMU 3aXBOPIOBaHHSIMU, TAKUMU K MITOXOHMpianbHa
eH1ledasnonaris 3 1aKTOAIMA030M Ta iHCynIbTONmomiOHUMY emizogamu (cuagpoM MELAS
(Mitochondrial Encephalopathy with Lactic Acidosis, and Stroke-like episodes)) Ta HacnigyBaHuu 1o
MaTepUHCHKIN MiHil cuHapoM miabety Ta riyxotu (Maternal Inherited Diabetes and Deafness
(MIDD)), 3acTocyBaHHS MeTHOPMiHY He peKOMEHIYETHCS Yepe3 PU3UK 3arOCTPEHHS JTaKTOoallu03y
Ta HEBPOJIOTiYHUX YCKJIagHEHb, 1[0 MOXKYTh IIPU3BECTH [I0 IOTipIIeHHs nepebiry 3aXBopioBaHHS.

Y pa3i BUHUKHEHHS 03HaK i CHMIITOMIB, IO cBigyaTh npo cuaapoM MELAS a6o npo MIDD micns
3aCTOCyBaHHS MeT(HOPMiHY, TiKyBaHHSI MeT(OPMIHOM CJIii HEralHO IPUNIUHUTH Ta IPOBECTHU IIBUAKY
O1arHOCTHAYHY OLIHKY.

TI'inoenikemis.

[Tpu npuiiomi nikapcbkoro 3acoby AHymeT B KoMOiHallil 3 iHCYIiHOM Ta Cyb()OHIICEYOBUHOIO iCHYE
PU3UK BUHUKHEHHS TinmormikeMil. [l 3HUKEeHHST PU3UKY TillOTJIiKeMil CITifi 3aCTOCOBYBaTU OibII



HU3BKY 003y CyIb(hOoHITICeY0BUHY a0 iHCYIiHy.
DYHKUIA HUPOK.

IK® cip oriHioBaTH [0 IIOYATKY JiKYBaHHS i pETYISIPHO IPOTITOM Teparlii JikapcbKUM 3aco6oM
Auymet (ouB. po3pin «Crocib 3acTOCyBaHHS Ta [O3U»).

AHyMeT NpOTUNIOKAa3aHUM IIPU TAXKKIN HUPKOBiM HegocTaTHOCTI, naniedtam 3 HIK® < 30 mi/xs.
3acTocyBaHHS JTiKapChKOT0 3ac00y CJIii TAMYACOBO IPUIMHUTH, SKIIO € BipOTiAHICTh 3MiH QYHKIIL1
HUPOK (OuB. po3ain «IIpoTUmnoKa3aHHSI»).

Peaxkuii 2inepuymausocmi. [locTMapKeTHHTOBI IOBiJOMJIEHHS IIPO CEPHO3Hi peakKllil rinepuyTIuBOCTI
y TallieHTiB, SKi 3aCTOCOBYBa/IM CUTATJIINITAH, BKJII0YAlOTh: aHadilakcilo, aHTioOHeBPOTUYHMM HaOPSIK,
eKcdoIiaTHBHI CTaHU IIKipH, ¥ T.4. cuHapoM CTiBeHca - [I;)KOHCOHA. Taki peakiil BUHUKaIN
IIPOTATOM MEPILINX TPhOX MICAIIB 3aCTOCYBaHHSI CUTATINTUHY ¥ iHOAI - MiC/IS 3aCTOCYBaHHS IIE€PILOl
mo3u. FAKIIOo € Migo3pH 000 PO3BUTKY Peaklliii TimepuyTIUBOCTI, CMTif BigMiHUTH JTiKapChKUM 3aci0
AHyMeT, OLIHUTH iHIII MOTEHIUIVHI IPUYUHY Peaklliii Ta IPU3HAYUTU ajlbTePHATUBHE JIiKyBaHHS
ITyKpoBOTO miabeTy (ouB. po3min «[1o6iuni peakirii»).

Bynvo3Hul nempizoio.

[Tig yac micnsgpeecTpalliitHOro 3aCTOCyBaHHs Oy OTPUMaHi MOBigoMIIeHHS IPO OYIbO3HUM
neMQiroif y nauieHTiB, 110 npuiimMaioTs inribitopu [III1-4, BKII04al0YX CUTATIINTUH. AKIIO € migo3pa
Ha Oy/Ib03HUM eM)iroif, 3aCToCyBaHHA HYMETY CIif IPUIUHUTH.

XipypeiuHi empyuaHHA. [TpuiioM J1iKapCchbKoTo 3aco0y AHyMeT MOTPiOHO MPUIMHUTH OO OIepaliii mif
3arajbHOIO, CIiHaIbHOI0 abo emigypanbHOI0 aHecTe3iew. Teparmiio MoXHa BiTHOBUTHU He paHillle HixX
yepes 48 roguH micns onepartii abo BiTHOBIEHHS I€POPAIbHOTO Xap4YyBaHHS i 3a YMOBH, 1110 QYHKIIiI0
HUPOK ITOBTOPHO OLIHUIIK i BU3HAIU CcTabinbHO0 (OUB. po3min «Crocib 3acTOCYBaHHS Ta [03U»).

3acmocyBaHHA 110008MICHUX KOHMPACMHUX npenapamis. BHyTpIIHLOCYAUHHE BBEOEHHS
KOHTPACTHOI PEYOBHHH, 110 MiCTUTh MO, MOXKe CIPUUYMHUTUA KOHTPACTIHAYKOBaHy Hedpormariio, 110
IIPU3BOOUTH 10 HAKOMUYEHHS MET(POPMIiHY Ta MigBUILIEHOTO PU3UKY PO3BUTKY JIaKTOALIUO03Y.
[Tputiiom nikapchKoro 3aco0y AHyMeT Cilif IPUNUHUTH J0 abo Iif Yac pagiosioTivyHOro JOCTigKeHHS i
BiDHOBUTHU He paHille Hix yepe3 48 roguH micys ITiel MpoIeaypH i TiMbKY 3a YMOBH, 110 (QYHKIIiIO
HUPOK IIOBTOPHO OLIHWUIIY 1 BU3HAIU IPUNHATHOIO (OUB. po3ninu «[IpoTunoka3aHusa», «B3aemomis 3
iHIITIMM JTiIKapChKUMHM 3aC00aM¥ Ta iHIINI BUOYM B3aEMOIii»).

3miHa KAiHIYHO20 cmamycy nayieHma 3 paHiwe KOoHmMpo/Ab08aHUM uykpoaum diabemom II muny.

AK1o y marieHTa 3 KOHTPOJIbOBAHUM IIYKPOBUM fiabetoMm II Tumy mpu npuitomi jikapchkoro 3aco0y
AHyMeT 3’SIBNAIOTHCS TATOJIOTIUHI BifxuieHHs 1ab0paTOPHUX MOKa3HUKIB a0 KITiHiYHi
3axXBOPIOBaHHS (0COOIMBO HEBCTAHOBJIEHI Ta Ti, 1[0 HE MigHAI0ThCS YiTKi# imeHTUiKaIl), HeoOXimHO
HeralHO BUKJIIOYUTH KeToaluuao3 abo JaKToaluno3 3a pe3yjbTaTaMy aHasli3y CUPOBAaTKU KPOBi Ha
eJIeKTPOJIITH Ta KETOHY, 3a PiBHEM IJII0OKO3Y, @ TAKOX 3a II0Ka3HUKOM pH KpoBi Ta KOHIIEHTpALli€0
JaKTaTy, mipyBaTy Ta MeTdopMiny. [Ipu po3BUTKY auugo3y Oymb-sSKol eTioJoril ofanbIdii IPUioM
niKapchKOro 3acofy AHyMeT BigMiHSIOTh Ta BXKUBAIOTh 3aXO0MiB I[0J0 KOPEKIII anugo3y.

IHm1i 3acTe PEXKEHHA

MeTdopMiH MOKe 3HUKYBaTH piBeHb BiTaminy B12 y cupoBaTili KpoBi. PU3uK 3HUKEHHS PiBHSA
BiTaminy B12 3pocTae 3i 30inblIeHHSAM f03U MeT()OPMiHY, TPUBAIOCTI JIiKyBaHHS Ta/ab0 y malieHTiB
i3 haKTOpPaMU pU3UKY, FKi, K BiOMO, COPUYUHAIOTE AedinuT Bitaminy B12. Y pasi migo3pu Ha



nedinuT Bitaminy B12 (Hanmpukiaf, aHeMis abo HeWPOIaTis) C/Iil KOHTPOIIOBATH PiBeHb BiTaMiHY
B12 y cupoBatui kpogi. ITartienTam i3 pakropamu pusuky nedinuty Bitaminy B12 moxe 3HagoOuTucs
epiogUYHUYN MOHITOPUHT piBHS BiTaminy B12. Tepamito MmeT¢hpopMiHOM CIIifi TPOOBXKYBATH OO0 TUX
ITip, IIOKH BiH ITIEPEHOCUTLCS MAIliEHTOM Ta He MPOTHUIIOKAa3aHMWH, Ta IIPOBOOUTHCS BiAIOBIOHE
KOpeKIIiliHe JTiKyBaHHA AedinuTy BiTaminy B12, BigmoBigHO [0 Aif0YUX KITiHIYHNX peKOMeHOallii.

BwMmicT HaTpilo.

Koxmna Tabnetka 50/500 Mr MicTuTh MeHIe 1 MMoJb HaTpitoo (23 Mr), TOOTO MPAKTUYHO BijlbHA Bif
HaTpilo.

KoxHa Ttabnetka 50/850 Mr mMicTuTh MeHIe 1 MMOIb HATPiio (23 Mr), TOOTO MPaKTUYHO BijlbHA Bifl
HaTpiro.

Koxna Ttabnetka 50/1000 Mr MicTuTh MeHIIe 1 MMOJb HATPito (23 Mr), ToOTO IPAaKTUYHO BiJlbHA Bif
HaTpiro.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

Bazimuicmb. HaneXHUX JaHUX 00 3aCTOCYBAaHHS CUTAlJINTUHY BariTHUM XIiHKaM HEMae.
[ocnimKeHHS Ha TBapMHAX IIPOOEeMOHCTPYBaIU PEMPOAYKTUBHY TOKCUYHICTh BUCOKUX 103
CUTArINTHHY.

HasiBHi 0OMexkeHi maHi, SIKi BKa3yI0Th Ha Te, 110 3aCTOCYBaHHS MeT(OPMiHY BaTiTHUM XiHKaM He
aCoOIIIETHCA i3 MiABUILEHUM PU3UKOM BPOIXKEHUX aHOMaJlill PO3BUTKY MJ10[a/OAUTUHHU. [[0CTiAKEeHHS
MeT(OpMiHy Ha TBaprHaX He IeMOHCTPYIOTh IIKiIIMBOTO BILIUBY JIiKapChKOTO 3aco0y Ha mepebir
BariTHOCTI, PO3BUTOK eMOpioHa Ta IIJIOMA, ITOJIOTH YU ITOCTHATAIbHUM PO3BUTOK.

AHyMeT He CIIif 3aCTOCOBYBATH IIiff Yac BariTHOCTI. AKIo nalieHTKa 6axka€ 3aBariTHITH a0o Bxke
3aBariTHina, niKyBaHHS MpernapaToM AHyMeT HEOOXigHO SIKOMOTa CKOpillle MPUMUHUTY i IepelTH Ha
IHCyJiHOTepaIlio.

I'o0ysaHHs 2pydoro. ZKogHUX HOCTimkKeHb KOMOiHaIlil Iil0YMX peYOBUH JIiKAPChKOTO 3aco0y Ha
TOOyIYNX TBAPMHAX He IPOBOAWIIOCE. Y NOCTIIKEeHHSIX, IPOBeIeHUX 3 000Ma Ail0YMMU PeYOBUHAMU
OKpeMo, i CUTarJinTyH, i MeThOPMiH BUAIMAINCEH ¥ MOJIOKO TORYI0UMX IypiB. MeTpopMiH y
HEeBEeJIMKUX KITbKOCTSX BUAIISETHCS Y TPYAHE MOJIOKO JIIOOWHU. HeBimoMo, 4u pOHUKAE CUTATTIINITUH
y TpyZHe MOJIoKO. ToMy fAHyMeT He MOXKHA 3aCTOCOBYBATH XKiHKaM Y IIepiof TOmyBaHHS TPYIAIO (
ouB. po3Min «I[IpoTUIIOKa3aHHI»).

®epmuavHicmy. [laHi, OTpuMaHi 3 JOCTIAXEHb Ha TBAPMHAX, HE BKa3ylOTh Ha BIIUB JIIKYBaHHS
CUTATJINTUHOM Ha YOJIOBiYY Ta XKiHO4Y PepTUnbHicTh. [laHi JOCTiAKEeHb 3a y4acTIo JIIofel BigCyTHi.

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepysaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

AHyMmeT He BiuBae abo BIIJIMBAE BKpal c1a0Ko Ha 3[aTHICTh KepyBaTH aBToMO00isieM abo mpalioBaTH
3 MexaHiyHMMHU 3acobamu. OgHaK CJIifi BpaX0BYBaTH, 110 IIPU 3aCTOCYBaHHI CUTATTINTHHY
BifiMiyanucs 3alIaMOPOYEHHS Ta COHJIUBICTb, TOMY CJIifi OyTH 00epeKHUM NpU KePyBaHHi
aBTOTPAHCIIOPTOM abo poboTi 3 iHIIMMK MeXaHi3MaMH.



Kpim Toro, malieHTiB CIlif IonepeauTy Ipo PU3UK TinorjIiKeMil TPy 3aCTOCYBaHHI JTiKapChKOTO
3aco0y AnymeT B koMbiHalii 3 moxigHUM cynb(oHinceyoBuHU abo 3 iHCYITiHOM.

Cnocid 3acmocyeaHHsi ma do3u.
Cnocib 3acmocyeaHHsi.

fAHyMeT cItifg 3aCTOCOBYBaTH 2 pa3u Ha J00y OMHOYACHO 3 iZKelo [AJIst 3MeHIlIeHHs To0iYHNX peakiiiil 3
00Ky IITyHKOBO-KUIIKOBOTO TpakTy (IIIKT), moB'si3aHux 3 MeTHOPMiHOM.

PexuM no3yBaHHS JIiKapCchbKOTo 3aco0y AHyMeT cifm migbupaTy iHOUBiAyanbHO, 3 ypaxyBaHHSIM
IIOTOYHOI Teparii, epeKTUBHOCTI Ta IEPEHOCHMOCTI, ajie He IepeBUINyI0YN MaKCHMalbHOl
PeKoMeHIoBaHOoi §o00BOI 03U cuTarminTury - 100 Mr.

Lopocai 3 HopMaabHOW pyHKUiE HUPOK (LLIKD > 90 ma/x8)
HasieHi 003y8aHHA AiKapcbKo20 3acoby:

50 mr curtarnintury/500 Mr MeTGOPMIHY TiIPOXTIOPUAY;

50 Mr curtarnintTury/850 Mr MeThOPMIHY TiIPOXTIOPUAY;

50 mr curtarnintury/1000 Mr MmeThOpPMiHY TiIpOXITOPUAY.

Ilns nauienmia, siKi He 0ocsieau a0eK8amHo20 KOHMPOJ10 NPu MOHomepanii Meme@opmiHom y
MAKCuMdanvHil nepeHocumil 003i.

[ToyaTkOBa peKOMeHIOBaHa 03a IiKapChKOro 3acoby AHYMeT Ojs Malli€eHTiB, SKi He HOCSITIN
ameKBaTHOTO KOHTPOJIIO IIPY MOHOTeparil MeThopMiHOM, TOBUHHA 3a0e3neyuT fo60By
pekomeHaoBaHy 103y cutarminTury 100 mr (To6To mo 50 Mr 2 pasu Ha Ho0y) III0C TIOTOYHY HO3Y
MeT(hHOPMiHY.

a5 nauienmias, sKi nepexod0Aambs 3 00HOYACHO20 NPUUOMY CUMA2AINMUHY Ma Mem@popMiHy.

[Tpu nepexoni 3 MiKyBaHHS CATATTINTHHOM i MeTGOPMIHOM IK MOHOIpellapaTaMy II04aTKOBa [03a
JiKapchbKOTro 3aco0y fAHyMeT nmoBMHHA OyTU €KBiBaJIeHTHOIO [03i, Y SIKill 3aCTOCOBYBaIM OKPEMO
CUTATJLNTUH Ta MET(QOPMiH.

[lns nauienmis, y AKux He 00CA2HYMO a0eK8aAmMHO20 KOHMPO/ NPU AIKYBAHHI MAKCUMAAbHOW
nepeHocumo 003010 MempopMiHy i NOXIOHUM CY/1b(OHIICEeYOBUHU.

Io3a mikapcbKoro 3acoby fAHymMeT moBuHHA 3abe3neunTy [060BY peKOMEHI0BaHY 103y CUTATTIITHHY
100 mr (To6To mo 50 Mr 2 pa3u Ha go0y) 1aioc 6JIU3bKY OO0 MTOTOYHOI f03y MeThopMiny. [alieHTam,
SIKi 3aCTOCOBYIOTh fHyMeT y KoMOiHalil i3 cynbGhOoHIICeY0BUHOI0, MOXKe O0yTH HeoOXigHO HUXKYa
no3a CynbGOHIICEYOBMHMY /Il 3HUXKEHHS PU3UKY PO3BUTKY Timoriikemil (ouB. po3min «OcobmuBocTi
3aCTOCYBaHHS»).

IIns nauieHmis, y AKux He 00Csi2HYymMo a0eKkeamHo20 KOHMpO110 Npu AiKy8aHHi KoMOiHaU i€
mMem@popMiHy y MAKCUMAanvHiU nepeHocumil 0031 ma azoHicmom PPAR-y.

Io3a nikapcekoro 3acoby fAHyMeT moBuHHa 3abe3neyuTu fo6oBy o3y curtariintuny 100 mr (To6To
o 50 Mr 2 pa3u Ha 700Yy) maoc 6/IM3bKY M0 MOTOYHOI 03y MeT(opMiny.



IIns nauieHmis, y AKux He 00Csi2HYymMo a0eKkeamHo20 KOHMpO110 Npu AiKy8aHHi KombOiHau i€
[HCy/iHYy ma Mem@OpPMIHY Yy MAKCUMA/bHIU nepeHocumil 003I.

o3a mikapcbKoro 3acoby AHyMeT moBuHHa 3abe3neunTu K060By go3y cutariaintuay 100 mMr (To6To
no 50 Mr 2 pa3u Ha f00y) TI0c 6IM3bKY [0 IOTOYHOI 103y MeTdhopMiny. [Tpu 3acTocyBaHHI
niKapchKoro 3acofy fAxyMeT 3 iHCyNiHOM MOXKe Oyne JOUiTbHUM 3HU3UTU NTOTOYHY 03y iHCYIiHY i
3HUKEHHS PU3UKY PO3BUTKY Timoriikemil (quB. po3min «OcoGIMBOCTI 3aCTOCYBaHHS»).

[TanieHTH OBYWHHI IPOAOBXKYBaTH SJOTPUMYBATHUCS CIIEeIiaIbHOL OIETU 3 afleKBaTHUM PO3MOLIIOM
CIIOXKVBAHHA BYIJIEBOAIB IPOTATOM AHA. [lallieHTH 3 HaAMIpHOI Macol0 Tijla IOBUHHI IIPOfOBXKYBaTU
NOTPUMYBATHUCS HU3bKOKAIOPINHOI [iE€TH.

OxpeMi rpyny nauieHTiB

Hupkosa HedocmamHicme.

[TarieHTy 3 TOMipHUM MOPYIIEHHSIM (GYHKINI HUPOK (IIBUAKICTE KITy00uKOBOI (inbTpartil

[IIK®] = 60 mn/xB) He mOoTPeOyI0Th Kopekiii mo3u. [IIK® cif omiHoBaTH [0 IOYATKY JIiKyBaHHS
JiKapChbKUMU 3aco0aMu, 0 MiCTSITh MeT(HOPMiH, Ta ¥ ITOfanbIIoOMy IIfoHaliMeHIe 1 pa3 Ha pik. ¥
NAIli€HTIB 3 MiIBUIIEHUM PU3UKOM II0[Ia/IbIIOTO IIPOTPEeCYBaHHS HUPKOBOI HEIOCTATHOCTI i y JiTHIX
Jofel MopyIIeHHsT PYHKIII HUPOK CITiT OIiHIOBATH YacTillle, HalTPUKJIad KOXKHi 3 — 6 MicsIriB.

MaxkcumanbsHy 10060By 003y MeT)OpMiHy Kpallle pOo3[inuTy Ha 2 — 3 npuiioMu. PakTopH, SKi MOKYTh
30iMbIIUTY PU3UK PO3BUTKY JNAKTOAIUAO3Y (AUB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»), CIIif
PO3TIIIHYTU OO0 Ipu3HaueHHsa MeTdopMiny nariertam 3 IIK® < 60 mi/xs.

A0 BiACYTHIN AHYMeT 3 IPUMHATHUM JO3yBaHHAM, CJIifj BUKOPUCTOBYBATH OKPEMi KOMIIOHEHTHU
3aMicTh ¢ikcoBaHOi KOMOiHAITii.

MK®, mi/xB [MetdopMin [CurarnainTun

60 — 89 MakcuManbHa foboBa no3a ctaHoBuTh 3000 Mmr. MakcuMaibHa 1000Ba
3MEHINEeHHS 0031 MOXKe OyTH PO3TISHYTO B 3B's13KY |mo3a cranoBuTh 100 Mr.
3 IOTiPIIEeHHSIM NMOPYIIeHHS (PYHKIIil HUPOK.
45 — 59 MakcuManbHa 0o6oBa qo3a cTaHoBUTL 2000 Mr. MakcuMasbHa Jo0OOBa
[TouaTKOBa [03a CTAHOBUTH He Oi/IbIle MMOJIOBUHKM  |m03a cTaHOBUTL 100 Mmr.
MaKCHMAaJIbLHOI JO3H.
30 — 44 MaxkcuManbHa fo0oBa mo3a cTaHoBUThH 1000 Mmr. MakcuMasbHa To00Ba
[TouaTKoBa 003a CTAHOBUTL He Oi/lIbllle IOJIOBHHU  |§03a CTAHOBUTH 50 MT.
MaKCHMAaJILHOI JO3H.
< 30 MeTdopMiH TPOTUIIOKA3aHUM. MaxkcumasnbHa 1060Ba
m03a CTAHOBHUTH 25 MT.

ITopyweHHsa ¢pyHKUII neviHKu. AHYMeT He CIifg IpuU3HadaTH MallieHTaM i3 IeYiHKOBOIO HEJOCTATHICTIO
(muB. po3min «®apMakKoJIOTriyHi BIaCTUBOCTI»).

ITauienmu aimHbo20 8iKy. OCKinbKHU MeT()OPMIH Ta CUTATIIITUH BUBOASATHCS HUPKaMHU, IHyMET CIIif
3 00epexkHiCTIO TPHU3HAYATH MAI[iEHTAM JIITHROTO BiKYy. [IJ15 MomepenKeHHs OB’ I3aHOT0 3
MeT(POpPMiHOM TaKTOalMA03y HeoOXifHO KOHTPOIIOBATH (PYHKIIiI0 HUPOK, 0COONIMBO Y MAIliEHTIB
JTHBOTO BiKy (OuB. po3minu «IIpoTunoka3anusa», «OCoOIUBOCTI 3aCTOCYBAHHS»).

Himu.



Jlikapcekuii 3aci0 AHyMeT He CIlif 3aCTOCOBYBaTH AiTAM BikoM Bif 10 1o 17 poKiB BK/IIOUHO Yepe3
HenocTaTHIO epekTuBHiCTh. Hapasi HasiBHi maHi omucano y po3pinax «I1o6iuHi peaxirii»,
«®apMaKoIoTiyHi B1acTUBOCTI: PapMaKOKiHeTHKa». [0CHiAKEHHS 3aCTOCYBaHHS JTIKapChKOTO
3acoby Anymert mitsam BikoM 1o 10 pokiB He MPOBOAUIIOCE.

Ilepedo3yeanHsi.

Cumaeainmum. ITig yac npoBegeHHSI KOHTPO/IbOBAHUX KTIHIYHUX JOCIiAXKeHb 3a y4acTI0 300POBUX
noOpoBObLIiB, pa3oBi fo3u go 800 Mr, SIK mpaBuiio, nepeHocunucs qoope. [Ipu 3acTocyBaHHI 7031
800 mr cnocrepiranocs He3HauHe MogoBxkeHHA QTc, 110 He PO3TIaganoch K KIiHIYHO 3HaUYNMe.
Hemae mocBiny 3acTocyBaHHSA 103, 110 nepeBuinyoTs 800 Mr, mif Yyac KJIiHIYHUX AOCHIIAXKEHb. Y X0ai
IOCTiAKeHb He CIIOCTepiranock mo0iYHUX peakiliii, MOB’g3aHUX i3 {03010 JTiKapChKOTro 3aco0y, pu
3actocyBaHHi 7o 600 mr Ha fo0y mpotsrom 10 guiB Ta 400 Mr npoTtsaroMm 28 OHiB.

3HayHe Nepeno3yBaHHs MeThHOopMiHOM (a00 CYyIyTHI pU3KUKHK PO3BUTKY JIaKTOAIMA03y) MOXKe
IIPU3BONUTHU [0 JIaKTOAIUA03Y, 10 BUMara€e HeBiIKIagHOI MEAMYHOL JOTIOMOTH i JIiKyBaHHS B
crarionapi. Ha#binbein eeKTHBHUM METOIOM BHUBEIEeHHS JaKTaTy i MeTopMiHy € remomiarmia.

Y xopi KJTiHIYHUX OOCIiAXKEeHb 3a CeaHC reMofiani3dy TPUBAIICTIO 3 - 4 TOOUHY i3 Opra”izMy
BUBOIMIIOCS Tpubnu3Ho 13,5 % mo3u mikapchkoro 3acoby. 3a KIiHiYHUX MOKa3aHb ITPOBOMSTh
TpUBaNuy remMopmiani3. HeBimoMo, 941 BUBOOUTHCS CUTATIIIITHH 3a AOIOMOTOI0 IIEPUTOHEATBHOTO
nianisy.

Y pagsi nepeno3yBaHHs TiKapchKUM 3ac060M AHyMeT HeoOXimHO PO3MoYaT CTaHAAPTHI MATPUMYI0Yi
3axofu: BUOAJIEHHS 3 KUIITKOBOTO TPaKTy HeabcopOOBaHOTO IiKapChKOro 3aco0y, KIiHigYHu!
MOHITOpHUHT (BKJodaiouu EKT'), a TaKoXK Mpu3HauyeHHS MiATPUMYy040l Teparlii 3a HeoOXigHOCTi.

Io6iuni peakuii.

He nipoBogumucs KITiHiUHI JOCTiKeHHS Teparlil TiKkapchKuM 3acoboM AHyMeT, mpoTe Oyna
IIPOJeMOHCTPOBaHa 6i0eKBiBaJIeHTHICTh AHYMeTY Ta CUTArIiNTHUHY i MeT(hOpPMiHY, AKi 3aCTOCOBYIOTh
crinbHO. [ToBimoMsiocs Ipo cepiio3Hi moOivyHi peakiii, BK/I0Ya0Yy NAHKPEATUT Ta aleprivHi
peaxkiiil. [ToBigomisinocs mpo rinornikeMito Ipu 3acTOCyBaHH] JTikapchKoro 3aco0y B KoMOiHartii 3
cynbdonincedoBunow (13,8 %) Ta incyninom (10,9 %).

CuTarninTtus i Metdopmin

[To6iuHi peaxiiil 3a3HaueHoO 3a TepMiHosorielo MedDRA, moaHo 3a KjlacaMu CUCTEM OpraHiB Ta
abCoITI0THOIO YacTOTOI0. YacToTa BUHMKHEHHS BU3HAa4YeHa SK: qyxKe 4acTo (= 1/10), wacTto (= 1/100,
< 1/10), mewacTto (= 1/1000, < 1/100), pigko (= 1/10000, < 1/1000) Ta myxe pigko (< 1/10000),
49acTOoTa HeBijoMa (HEMOXKJIMBO BCTAHOBUTHU 3a HAsIBHUMU JaHUMU).

YacToTa BUHUKHEHHS MMOOIYHUX peakilili, BU3HaueHa Ha OCHOBI pe3yJbTaTiB mnaiebo-
KOHTPOJIbOBAaHUX KJIIHIYHUX AOCHIIAXKEHb 1 TOCTMapKETUHTOBOT'O CIIOCTEPEXKEHHS.

ITopyweHHs 3 60Ky Kposi ma aim¢pamuuHoi cucmemu: pigko: TPOMOOIUTOIIEHis.

ITopyweHHs 3 6OKY iMYHHOI cucmeMu: 9aCTOTa HEBiloMa: peakilil TimepyyTIUBOCTi, BKIIOYAIOYH
aHaQiTaKTUYHI peaxiil .



HopyweHHs Memaboai3My: 9acTo: Timormkemis'.
ITopyweHHs 3 6OKY HepPB8os8oi cucmemu: He4acCTO: COHJIUBICTb.

ITopyweHHs 3 60Ky opaaHie OuxXaHHs, 2pyOHOI KaimKu i cepe0oCmiHHA: 4acTOTa HeBigoMa:
iHTepcTHUIlianbHe 3aXBOPIOBAHHS JIETEHiB .

ITopywenHs 3 60ky IIIKT: 4acTo: HygoTa, MeTeopu3M, O/II0BaHHS; HEYacTO: fAiapes, 3amop, 6inb y
BepxHboMy Biamini [IIKT; wacTora HeBifoMa: roCcTpuii HaHeraTI/IT*ﬁ, JIeTAJIbHUY 1 HeJleTaIbHuR
reMopariyHui i HeKPOTU3YIOUKil TaHKPeaTHT .

IopyweHHs 3 60Ky WKipu ma niOwWKipHoi kAimKosuHu: HedacTo: cBepOixk ; yacToTa HeBigoMa:
AHTi0HEBPOTHYHMUI HaOPSAK |, BUCKI |, KDONUB SIHKA ', MKIiPHUI BACKYJIT |, eKcholiaTuBHi CTaHK
IKipy, BKIIOYa04yy cuHApoM CTiBeHca - JIKOHCOHA ', Oynb03HMI eMpiroin .

ITopyweHHs 3 6OKY CKesaemHo-M 5130801 cucmeMu ma cno/ay4Hoi MKaHUHU: YacTOTa HeBifoMa:
apTparisi , Miasrisi, 6inb y KiHIiBKax , 6ilb y CoMHI, apTponaris .

ITopyweHHs 3 6OKY HUPOK Mma ceyosudisbHOi cucmemu: 4acTOTa HeBifloMa: MoripieHHs QyHKIII
HUPOK , TOCTPa HUPKOBA HEIOCTATHICTS .

"TloGiuni peakuii 6ynu imeHTH(IKOBaHI Y XOfi IOCTMapKETHHTOBOT0 CIIOCTEPEXKEHHS.
"Mus. po3min «Oco0IMBOCTI 3aCTOCYBaHHS».
"Mus. «JocmigxeHHST cepueBo-cynunHoi 6e3meku TECOS» HuXKYe.

Omuc oKpeMux MoOiYHNX peakilin

Huxye3a3HaveHi noOiuHi peakil yacTilie crocTepiranaucs mif yac KoMGiHOBaHOT'0 3aCTOCYBaHHS
CUTArJLNTUHY Ta MeTHOPMiHY 3 iHIMMU aHTUAIA0e TUYHUMU JTiKapChbKUMU 3aco0aMu, HiX mif dac
OKpPEeMOT0 3aCTOCYBaHHSA CUTATINTHAHY Ta METHOPMIHY:

- rimorikeMis (gyzke 4acTo MpX 3aCTOCYBaHHI 3 CynbGhOHINICEY0BHHO0 ab0 iHCYITiHOM);
- 3amop (YacTo IpX 3aCTOCYBaHHi 3 CyIb(GOHIICEYOBUHOIO);

- nepudepuyHn HabpSK (YacTo MpU 3aCTOCYBaHHI 3 MiOTIiTAa30HOM);

- TOJIOBHUY Oi/1b Ta CyXiCTh y POTi (HeYacTo IpH 3aCTOCYBaHHi 3 iHCYIiHOM).
CumaeainmuH

Y xomi mocmimkeHHS 3acTocyBaHHs cuTariainTuHy 100 Mr oguH pa3 Ha K00y IOpiBHSAHO 3 m1aiebo
TTOBiMOMJISITIOCS IIPO TOJIOBHUM Oifb, rimoriaikemio, 3amop i 3anamopouyenHs. [1po Taki mo6iuni
peaxiiii, He3aIeXKHO Biff IPUYMHHO-HACIIIKOBOTO 3B’5I3KY i3 3aCTOCYBaHHSM JIiKApChKOTO 3ac00y,
IIOBIIOMIISNIOCh IPUHAUMHI ¥ 5 % BUNAAKiB: iH(EKI[il BepXHiX JUXaJIbHUX IIIIXiB i Ha30()apuHTiT.
Kpim Toro, mpo octeoapTpuT i 6inb y KiHIliBKax nosigomsinocs Heyacto (Ha 0,5 % Oinbize y ocib, ski
IpUUMali CUTATJINTHH, TOPIBHAHO 3 KOHTPOIBHOIO TPYIIOI0).

Memdaopmin

B xopi KTiHiYHUX OOCHiIKeHb Ta IOCTMapPKETHHTOBOT'0 BUBUEHHS Tepallil MeThopMiHOM
TIOBIIOMJISIIIOCH IIPO OYy2Ke YacTi BUMAAKU MOOIYHUX peakIliit 3 60Ky IITYHKOBO-KHIITKOBOTO TPAKTY.



Hynorta, 6mtoBanHs, miapes, 0inb y Bigmini IIKT Ta BTpaTa aneTuTy BUHUKAJIU AyKe 9acTo Ha
TI0YaTKYy JIiKyBaHHS i B OilbLIOCTi BUMIAKIB 3HUKAJM PANTOBO. TaKOXK MOBIOMIISIIIOCE ITPO METaJIeBUi
IIprCMaK (4acTo); TaKToalKg03, IOPYIIEeHHS (PYHKIIIl MeYiHKY, TeNaTUT, KPOIIUB THKY, EPUTEMY,
cBepOixX (myKe pimKo); 3HUKEHHS piBHA/medimuT Bitaminy B12 (gacTo) (guB. po3min «Oco6auBOCTi
3aCTOCYBaHHS»).

Himu

Y kniHiYHUX JOCTiAKEHHSX 3aCTOCYBaHHS JTiKapCchbKoro 3acoby fAuymer miTsiM BikoM Big 10 mo 17
POKiB BKJTIOYHO 3 LIyKPOBUM Hia0eToM 2 Ty Impodins mobiuHuX peakiii 6yB 3araaoM MOPiBHIHHUM 3
TAKHUM y [OPOCTUX. Y [iTel, sIKi 3acT0oCOBYBau abo He 3aCTOCOBYBaIX (POHOBUY iHCYIIiH, CUTAT TN TUH
aCoI[il0BaBCS 3 MigBUIIEHUM PU3UKOM PO3BUTKY TilOTIiKeMil.

IlocaidxceHHs cepyeso-cyouHHoi 6e3nexku TECOS.

HocnigxkeHHS 3 OL[IHKU CepleBO-CyauHHOiI 6e3neku cutarnintuny TECOS oxommioBano 7332
NallieHTH, SIKi OTPUMYyBaX CUTArTNTHH y 7031 100 Mr Ha geHb (abo 50 MT Ha OeHb, SKIIO BUXiAHA
PO3paxyHKOBa MIBUAKICTL KIy60ukoBoi pineTpanii (pIIIK®) 6yna = 30 i < 50 mn/xs/1,73 m*), i 7339
NallieHTiB, SIKi OTPUMYyBasu Iyialie0o0 y TPYIIi MallieHTiB, AKi moyanu mikyBaHHa. O0umBa TiKapCchKi
3acobu Oynu JofaHi 1o OCHOBHOI Tepartlii BigIoBiIHO 10 perioHanbHUX CTaHAAPTIB Ta 3 ypaXyBaHHIM
piBHiB HbA, i pakTOpiB pHU3UKY [/ CEPIEBO-CYANHHOL CUCTEMU. 3arajbHa 9aCTOTa CEPHO3HUX
n0OiYHUX SIBUII ¥ MAIli€HTIB, SKi OTPUMYBa/IX CUTArJIINTHH, Oysa rmomidHa M0 TaKoi y MallieHTiB, Ki
OTpUMYyBasH Iaiebo.

Y nonynsuii BCix maifieHTiB, mo 6yau paHOOMi30BaHi [y OTPUMaHHS JTiKyBaHHS, YaCTOTa emi3o0fiB
TSKKOI TimorikeMii ctaHoBuNa 2,7 % y MaIliEHTIB, III0 OTPUMYBaIM iHCYJIiH Ta/abo
cynbdoHiICeYOBHHY Ha eTalli BKIIOUeHHs, Ta 2,5 % y mallieHTiB, sKi oTpuMyBanu mianebo; cepen
Nali€eHTIB, IKi He 0OTPpUMYBaH iHCYJIiH Ta/abo0 cynbdOHIIICEUOBUHY Ha eTalli BKJIIOYEHHS, YaCTOTa
eMi30/iB TSAXKKOI rinoriikemii cranoBuna 1,0 % y mauieHTiB, gKi oTpuMyBanu cutariinTtul, ta 0,7 % B
rpymi nnane6o. YacToTa migTBepAXKeHWX BUMAKiB MaHKpeaTUuTy craHoBuia 0,3 % y mallieHTiB, gKi
oTpuMyBanu cutariintuH, Ta 0,2 % B rpymi mnaiebo.

ITocmmapxemuHezo8ul doceid

[Tig yac mOCTMapKETUHTOBOTO 3aCTOCYBaHHS IIpenapary JHyMeT, CUTATMnTuHy abo MeThopMiHy
Oynu BUSABJIEHI HACTYIIHI M06iIUHI peakilii: TyOynoiHTepCTUIlianbHNM HEQPUT.

38imysaHHs npo nido3prosaHi nobiuHi peakuii

BaxnuBo 3BiTyBaTH PO Mifo3pioBaHi mobiuHi peakiril micis peecTpatlii mikapcekoro 3aco0y. Lle mae
3MOT'Yy ¥ HaJalli KOHTPOJIIOBATH CIIiBBIAHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI TiIKapChKOT0
3aco0y. KBarmiikoBaHUX MPAIiBHUKIB ¥ raiy3i 0XOPOHU 300POB’SI IPOCATH IOBIIOMIISATH TIPO BCi
migo3proBaHi mobiuHi peakiii.

Tepmin npudamHocmi. 2 POKH.

He 3acTocoByBaTu micnis 3aKiHYeHHS TEPMIHY IPUOATHOCTI, 3a3HAYEHOr0 Ha yIIaKOBII.



YmMmoBH 30epiranns.

30epiraTu B OpUTiHANBHIN YIIaKOBI Tpu TeMIepaTypi He Buile 25 °C B HEHOCTYIIHOMY [T HiTen
Micri.

VnaxoBka.

[To 14 TtabneTok y OmicTepi; mo 4 6iicTepu B KapTOHHiM Kopob1li pa3oM 3 [HCTPYKILEIO A1 MEIUYHOTO
3aCTOCyBaHHS.

Kareropis Bigmycky.

3a perenTom.

BupoOHHK.

Mepk Tapm i Joym b.B., Higeprnasgu.

Micue3HaxoaKeHHsI BHPOOHHKA Ta aJpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.

Baapgepser 39, 2031 BH Xaapnewm, Higepnauau.



