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 cutarninTuay Ta 500 Mr a6o 850 mr, a6o 1000 Mr MmeTdopMiHy TigpPOXIOPULY;

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:

fHyMeT MoKa3aHUM K JOMOBHEHHS OO [Ai€TH Ta PeXUMY (i3WYHUX 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 nokasaHu# y KomOiHallii 3 moxigHuMU CynbPoHiIceuoBUHM (KOMOiHaIlisT 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.

fAnyMeT nmoka3laHuM 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 TpuiMaTh 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.

IIpomunoka3sanus.

Bimoma migBuInieHa 4yTIUBICTh OO CUTArMNTUHY hochaTy, MeThopMiHy rimpoxiopumy abo mo
Oymb-sIKOTO iHIIIOr0 KOMIIOHEHTA JIiKapChKOTo 3aco0y.

Bymb-IKWii TUII TOCTPOTO MeTabO0IiYHOT0 alua03y (HampUKIIad TaKToalua03, Jiabe THIHUN
KeToaluao3).

HiabeTryHa MpeKoMa.

TsikKa HUpPKOBa HepmocTaTHICTE (IIK® < 30 my/xB (muB. po3min «Oco0MMBOCTI 3aCTOCYBaHHS»,
«HupKOBa HEOCTATHICTE»)).

TocTpi cTaHy, 10 MOXKYTh BIUIMBATU Ha QYHKIIII0 HUPOK: OeTigpaTalis, TIXKKi iH(peKIil, oK,
BHYTPIIIHbOCYAUHHE BBEIEHHS HOMOBMICHIX KOHTPACTHUX PEYOBUH (IUB. po3min «OcoO6IMBOCTI



3aCTOCYBaHHS»).

TocTpi abo XpoHiuHI 3aXBOPIOBAHHS, III0 MOXKYTh IPU3BOOUTH OO0 TiMOKCil TKAHWH, TaKi K
cepiieBa ab0 nereHeBa HEMOCTATHICTh, HEIIOAABHO NepeHeceHnd iHdapKT Miokapaa, II0K.

[MopymenHas QyHKIIl TeYiHKY.
I'ocTpa ankoronabHa iHTOKCUKALIiS, alTKOTOMIi3M.

[Iepion rogyBaHHSA IPYOALO.

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 moKa3asd, 0 CUTATIITHH € CyOCTpaToM p-TJIiKONpoTeiny i
TPaHCIIOpTepa OpraHiyHuX aHioHiB TpeThoro tuny (OAT3). In vitro OAT3-onocepegKoBaHUN
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.

Oco06.1ueocmi 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.

I'inoesikemis.

[Tpu npuitomi JikapchKoro 3aco0y AHyMeT B KoMOiHalil 3 iHCY/TIHOM Ta CyIb(pOHIICEYOBUHOIO iCHYE
PU3KK BUHUKHEHHS Tirmormikemil. [ 3HUKEHHST PU3UKY TilOTTiKeMil i 3aCTOCOBYBaTH OibIIl
HU3BKY 003y CyIbGOoHINICeuY0BUHYU ab0 iHCYIiHY.

QYHKUIA HUPOK.

ITK® cnip o1iHIOBaTH [0 MOYATKY JiKyBaHHS i PETYIAPHO IPOTATOM Tepalil TikapchbKUM 3aco6oM
Anymet (ouB. po3min «Crocib 3acTOCYBaHHS Ta 03U»).

ArymMeT IpOTUIOKAa3aHUY NIPY TSAXKKIM HUPKOBIiN HemocTaTHOCTI, namieHTam 3 HIK® < 30 m/xB.
3acTocyBaHHS JTiIKapChKOT0 3aco0y CJIii TUMYACOBO IIPUIIMHUTH, SKIIO € BipOTifmHICTh 3MiH GYHKIII
HUPOK (OuB. po3min «IIpoTUoKa3aHHS»).

Peakuii 2inepuymausocmi. [IoCTMapKeTUHTOBI IIOBIIOMJIEHHS IIPO CePHO3Hi peakKilil rinepuyTIuBOCTi
y TaIiEHTIB, SKi 3aCTOCOBYBAJIA CUTATJIIITHH, BK/II0UAlOTh: aHa(iakciio, aHTi0HEBPOTUYHUIM HaOPSIK,



eKkcdoiaTUBHI CTaHu IKipH, ¥ T.4. cuagpoM CriBeHca - [I;)KOoHCOHA. Taki peakiil BUHUKaIN
IIPOTSITOM IEPIINX TPHOX MICSIIB 3aCTOCYBAHHS CUTATINTUHY U iHOAL - MiCIA 3aCTOCYBaHHS IEPIIOl
mo3u. ZAKIIo € Migo3pH 000 PO3BUTKY Peaklliil TimepuyTIUBOCTI, CITif BigMIiHUTH JTiKapChKUH 3aci6
ArymMeT, OLIHUTY IHIUI IOTEHLIHI IPUYNHU PeaKliil Ta IPU3HAYUTH ajlbTepHATHUBHE JIIKYBaHHSI
IIyKpoBoro niabety (ouB. po3gin «[1o6iuHi peakii»).

Byavo3Hul nemiezoio.

[Tig vyac micnsgpeecTpaliiftHOro 3aCTOCYyBaHHs Oy OTPUMaHi MOBiqoMIIeHHS ITPO OYIbO3HUM
neMdiroin y namieHTiB, 1o npuiimMaioTs inribitopu JIIT1-4, BKII04al0YX CUTATIINTUH. AKINO € migo3pa
Ha Oy/b03HUM NeM@iroin, 3acTocyBaHHA AHYMETY CIIif IPUIUHUTH.

XipypeiuHi empyuaHHA. [TpuiioM J1iKapCchbKOTo 3aco0y AHyMeT MOTPiOHO IPUIMHUTH [0 Omepaliii mif
3arasbHOIO, CIiHaNbHOIO abo emifypanbHOI0 aHecTe3i€lo. Teparlliio MoXKHa BiTHOBUTH He paHillle Hixk
yepe3 48 roguH micns onepatii abo BiTHOBIEHHS ITepOPaJbHOTO XapuyBaHHS i 3a YMOBH, 110 QYHKIIII0
HUPOK TTOBTOPHO OLIiHWUIIY i BU3HaM cTabinbHOo0 (IuB. po3min «Criocib 3acToCcyBaHHS Ta JO3U»).

3acmocysaHHs 110008 MICHUX KOHMPACMHUX npenapamis. BHyTpiIHbOCYAMHHE BBEOEHHS
KOHTPACTHOI PEYOBHHH, 110 MiCTUTD MOM, MOXKe CIPUUYUNHUTUA KOHTPACTIHAYKOBaHy HedpoIaTiio, 110
IIPU3BOOUTH 10 HAKOMUYEHHS MET(POPMIiHY Ta MigBUILIEHOTO PU3UKY PO3BUTKY JIAaKTOALIAO03Y.
[Tpuiiom nikapchKoro 3aco0y AHyMeT CIlif IPUNUHUTH J0 abo Iif Yac pagiosiorivyHoro JOCTigKeHHS i
BiTHOBUTH He paHillle HiXK yepe3 48 roguH micyd i€l MpoIenypH i TiTbKK 3a YMOBH, 110 QYHKIIi0
HUPOK IIOBTOPHO OLIIHWUJIY 1 BU3HAIU IPUMHATHOIO (IUB. po3ninu «[IpoTunoka3sanusa», «B3aemomis 3
iHITMMY TiKapChKUMU 3ac00aMu Ta iHIIi BUOU B3AEMOMIl»).

3MiHa KAiHIYHO20 cmamycy nauieHma 3 paHille KOHMpo/Abo8aAHUM UyKposum diabemom II muny.

fAKIo y maijieHTa 3 KOHTPOJIbOBaHUM LyKPOBUM AiabeToMm II Tumy mnpu npuiioMi JikapcbKoro 3acoby
AHyMeT 3’IBIAI0THCSA MATONOTIYHi BigxuIeHHS 1ab0paTOPHUX MOKa3HUKIB ab0 KITiHiuHi
3aXBOPIOBAHHS (0COOIMBO HEBCTAHOBIIEHI Ta Ti, III0 He MiAHAThCS YiTKil imeHTH(iKa1ii), HeoOXigHO
HeraHO BUKJTIOYUTH KeToauuno3 abo JTaKToaluuo3 3a pe3yibTaTaMy aHajlidy CUPOBAaTKU KPOBi Ha
€JIeKTPOJIITH Ta KETOHH, 3a PiBHEM TIIIOKO3H, a TaKOXK 3a IMOKa3HUKOM PH KpoBi Ta KOHIIEHTPAIIIE€I0
JaKTaTy, mipyBaTy Ta MeTdopMiny. [Ipy po3BUTKY auufgo3y O6ymb-sIKOI eTioJorii mofanbIinii puitoM
JIiKapCchKOTo 3aco0y AHyMeT BiMiHAIOTH Ta BXKMBAIOTh 3aXO0[iB 00 KOPEKIIil aluo3y.

IHIITi 3aCTEepEeXRKEHHS

MeTtdopMiH MoXKe 3HUKYBATHU piBeHb BiTaMiHy B12 y cupoBatui KpoBi. PU3uK 3HUXKEHHS PiBHSA
BiTaminy B12 3pocTae 3i 30inbiieHHSAM 03U MeT()OPMiHY, TPHBAIOCTi JIiKyBaHHS Ta/ab0 y malieHTiB
i3 haKTOpPaMu pU3UKY, FKi, K BifoMO, COpUYUHSIOTE AedinuT Bitaminy B12. Y pasi migo3pu Ha
medinut BiTaminy B12 (Hampukiam, aHeMis abo HeHpoIaTis) CJlig KOHTPOJIIOBATH PiBEHb BiTaMiHy
B12 y cupoBatui kpogi. ITarienTam i3 pakropamu pusuky nedinuty Bitaminy B12 Mmoxe 3HagoOuTucs
IepiogUYHUYN MOHITOPUHT piBHSA BiTaminy B12. Tepamio MmeT¢hpopMiHOM CIIifi TPOJOBXKYBATH OO0 TUX
IIip, TOKM BiH II€PEHOCUTHCS IMAIliEHTOM Ta He IMIPOTUIIOKa3aHui, Ta MPOBOMUTHCS BiOIIOBiIHE
KOpeKIIiiiHe JTiKyBaHHA AedinuTy BiTaminy B12, BignoBigHO [0 Aif0YUX KJTiHIYHUX pEeKOMeHOallii.

BwMmicT HaTpilo.

KoxHa Ttabnetka 50/500 Mr mMicTuTh MeHIe 1 MMOIb HAaTpifo (23 Mr), TOOTO MPaKTUYHO BijlbHA Bif
HaTpito.

KoxHa Ttabnetka 50/850 Mr mMicTuTh MeHIe 1 MMOIb HAaTPifo (23 Mr), TOOTO MPAKTUYHO BijlbHA Bifl
HaTpito.



KoxHa Ttabnetka 50/1000 Mr micTuTh MeHIe 1 MMOIb HaTpito (23 Mr), ToOTO MPaKTUYHO BiJlbHA Bif
HaTpito.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

Bazimuicmb. HaneXHUX JaHUX 00 3aCTOCYBAaHHS CUTAIJINTUHY BariTHUM XIiHKaM HEMae.
HocrnigXeHHS Ha TBapUHAX IPOJEMOHCTPYBAJIA PEIPOAYKTUBHY TOKCUUHICTh BUCOKUX 103
CUTATINTHHY.

HasaBHi 00MexkeHi faHi, SKi BKa3ylOTh Ha Te, 1110 3aCTOCYBaHHS MeT(QOPMiHY BariTHUM KiHKaM He
aCoOIIIETHCA i3 MiABUILEHUM PU3UKOM BPOIXKEHUX aHOMaJlill PO3BUTKY MI0[a/OAUTUHU. [10CTiAKEeHHS
MeT(OpMiHy Ha TBapHHaX He JeMOHCTPYIOTh IIKiIIMBOTO BIIUBY JIiIKAapChKOTO 3aco0y Ha mepebir
BariTHOCTI, PO3BUTOK eMOpioHa Ta IJIOMA, IOJIOTH YU ITOCTHATAIbHUM PO3BUTOK.

fAHyMeT He CIIif 3aCTOCOBYBATH IIif Yac BariTHOCTI. AKIo nalieHTKa 6axka€e 3aBariTHiTH a00 Bxke
3aBariTHina, MiKyBaHHS MpernapaToM AHyMeT HEOOXigHO STKOMOTa CKOpillle MPUMUHUTH i IepelTH Ha
IHCyJiHOTepaIlio.

I'o0ysaHHs 2pydoro. ZKogHUX HOCTimKeHb KoMOiHaIlil il0YWX pedOBUH JIIKApChKOTO 3aco0y Ha
TOAYIOUUX TBAPHHAX He IPOBOAUIOCH. Y JOCTIAXKEHHAIX, IPOBefeHNX 3 000Ma Ail0YuMH peYOBUHAMHU
OKpeMo, i CUTarminTuH, i MeTHOPMiH BUUIATINCE ¥ MOJIOKO FOLYy04YUX MypiB. MeThopMiH y
HEeBEJIMKUX KiJIbKOCTAX BUAIAETHCS y IPyHE MOJIOKO JIIOAUHU. HeBimoMo, 4u IPOHUKA€E CUTATTIIITUH
y TpyAHe MoJoKo. ToMy flHyMeT He MOXKHa 3aCTOCOBYBaTHU XiHKaM y I1epiofi TOgyBaHHSA IPYATIO (
ouB. po31in «I[IpoTUIOKa3aHHI»).

®epmuavHicmy. [laHi, oTpUuMaHi 3 JOCIIAXEHb Ha TBAPHMHAX, HE BKa3yIOTh Ha BIJIUB JIIKYBaHHS
CUTATJIINTUHOM Ha YOJIOBiYY Ta XKiHO4Y PepTUnbHicTh. [laHi JOCTiAKEeHb 3a y4acTIO JIIofel BigCyTHi.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

fAHyMeT He BIuBae abo BIIJIMBAE BKpal c1abKo Ha 3[aTHICTh KepyBaTH aBToMO0bisieM abo mpaloBaTH
3 MexaHiyHMMHU 3acobamu. OgHaK CJIifi BpaX0BYBaTH, 110 IIPU 3aCTOCYBaHHI CUTATIINITHHY
BifiMiyanucs 3aliaMOPOYEHHS Ta COHJIUBICTb, TOMY CJIifi OyTH 00epeKHUM NPU KEPYBaHHi
aBTOTpaHCIOpPTOM ab0 poOoTi 3 iHIIUMYU MeXaHi3MaMH.

Kpim Toro, malieHTiB CIlif IONepeauTy IPo PU3UK TinorjIikeMil IpK 3aCTOCYBaHHI JTiKapChKOTO
3aco0y Anymet B KoMOiHalli 3 moxigHUM Cynb(oHinceuoBrHM ab0 3 iHCYTiHOM.

Cnoci6 3acmocyeaHHss ma do3u.
Cnocib 3acmocy8aHHs.

fAHyMeT cIlig 3aCTOCOBYBaTH 2 pa3u Ha J00y OMHOYACHO 3 i3Kelo [AJIs 3MeHIlIeHHs T00iYHNX peakiliil 3
00Ky IUTyHKOBO-KUIIKOBOTO TpakTy (IIIKT), moB's3anux 3 MeTHOPMiHOM.

PexuM mo3yBaHHS JIiKapChKOT0 3aco0y AHyMeT ciif migbupaTy iHOUBiAyanbHO, 3 ypaxyBaHHSIM
IIOTOYHOI Teparii, epeKTUBHOCTI Ta IEPEHOCUMOCTI, ajie He IepeBUIIyI0YN MaKCHMalbHOl



PeKoMeHIoBaHOoi §o00BOI 03U cuTarminTuny - 100 Mr.
Lopocai 3 HopmaavHOW pyHKUiE HUPOK (LLIKD > 90 ma/x8)
HaseHi 003y8aHHA AiKapCcbKo20 3acoby:

50 mr curtarnintury/500 Mr MeTGOPMIHY TiIPOXTIOPUAY;

50 Mr curtarnintTury/850 Mr MeThOPMIHY TiIPOXTIOPUAY;

50 mr curtarnintury/1000 Mr MmeThOpPMiHY TiIpOXTIOPUAY.

Ilns nauienmia, siKi He 0ocsieau a0eKkeamHo20 KOHMPOJI0 NPu MOHomMepanii Meme@opmiHom y
MAKCuManvHil nepeHocumiu 003i.

[TouaTKOBa PEKOMEHIOBaHa 403a JTiIKapChKOro 3aco0y AHyMeT [Jis Malli€HTiB, sKi He JOCATIN
ameKBaTHOTO KOHTPOJIIO IIPY MOHOTeparil MeThopMiHOM, TOBUHHA 3a0e3neyuT fo60By
pekomMeHaoBaHy 103y cutarminTury 100 mr (To6To mo 50 Mr 2 pasu Ha Ho0y) III0C TIOTOYHY HO3Y
MeThHOpPMiHY.

a5 nauienmia, sKi nepexod0ambv 3 00HOYACHO20 NPUUOMY CUMA2AINMUHY Ma Mem@popMiHy.

[Tpu mepexofi 3 JTiKyBaHHS CUTATIINTAHOM i MeT(OPMiHOM SIK MOHOIIpelapaTaMu ITI0YaTKOBa 403a
niKapchbKOro 3aco0y fAHyMeT nmoBuMHHA OyTH eKBiBaJIeHTHOIO [03i, Y SIKill 3aCTOCOBYBaIM OKPEMO
CUTATJLNTUH Ta MET(QOPMiH.

[ns nauienmis, y AKux He 00CA2HYMO a0eK8aAmMHO20 KOHMPO/ NPU AIKYBAHHI MAKCUMAAbHOW
nepeHocumon 003010 Mem@pOopMiHY i NOXIOHUM CY/1b(OHIACEYOBUHU.

Io3a mikapcbkoro 3acoby AHymeT moBuHHA 3abe3neunTy [060BY peKOMEHI0BAHY 103y CUTATTITHHY
100 mr (To6To mo 50 Mr 2 pa3u Ha go0y) 1maioc 6JIKU3bKY 40 MTOTOYHOI fo3y MeTdhopminy. [alieHTam,
SIKi 3aCTOCOBYIOTH flHyMeT y KoMOiHalil i3 cynbGhOHIICeY0BUHOI0, MOXKe O0yTH HeoOXigHO HUXKYa
no3a CynbGOHIICEYOBUHMY /Il 3HUKEHHS PU3UKY PO3BUTKY Timoriikemil (ouB. po3min «OcobauBocTi
3aCTOCYBaHHS»).

IIns nauieHmis, y AKux He 0OCsi2HYymMo a0ekeamHo20 KOHMpO110 Npu AiKyeaHHi KombiHauiew
mMem@popMiHy y MAKCUMAanvHiU nepeHocumilu 0031 ma azoHicmom PPAR-y.

Io3a nikapcekoro 3acoby fAHymeT moBuHHa 3abe3neyuTtu fo6oBy o3y curtariintuny 100 mr (To6To
o 50 Mr 2 pa3u Ha 700Yy) mmoc 6/IM3bKY 0 MMOTOYHOI 03y MeT(opMiny.

IIns nauieHmis, y AKux He oCsi2HYymMo a0eKkeamHo20 KOHMpO110 Npu AiKy8aHHi KombiHauie
IHCYATHY ma Mem@pOpMiHy Y MAKCUMAAbHIU nepeHocuMmil 003i.

Io3a nikapcekoro 3acoby fAHymeT moBuHHa 3abe3neyuTtu no6oBy o3y curtariintuny 100 mr (To6To
no 50 Mr 2 pa3u Ha [00y) IWi0c 6IM3bKY [0 IOTOYHOI 03y MeTdopMiny. [Tpu 3acTocyBaHHI
JiKapchbKOro 3aco0y AHyMeT 3 iHCynmiHOM Moxke Oyne HOLiTbHUM 3HU3UTH IIOTOYHY 03y iHCYTiHY s
3HUKEHHS PU3UKY PO3BUTKY Timoriikemil (quB. po3min «Oco0IMBOCTI 3aCTOCYBaHHSI»).

[TalieHTH TOBUHHI IPOAOBXKYBATH NOTPUMYBATHCS CIiellialibHOI JiETH 3 afleKBaTHUM PO3MOLiIoM
CIIOXKVBAHHA BYIJIEBOAIB IIPOTATOM fH. [lallieHTy 3 HaAMIipHO Macol0 Tijia IOBUHHI IIPOJOBXKYBaTU
OOTPUMYBATUCS HU3bKOKAJIOPIiMHOI iE€TH.

OxpeMi rpyny Dalli€eHTiB



Hupxosa HedocmamHicmb.

[NauieHTH 3 IOMipHUM MOPYIIEHHSIM QYHKIII HUPOK (IIBUAKICTH KIyOOUKOBOI (inmbTpatiii

[IK®] = 60 Mm/xB) He OTPebyI0Th KopekKiril no3u. IIK® crmig o1iHIOBaTH OO0 MOYATKY JTiKyBaHHS
nmiKapchbKUMU 3aco6aMu, 10 MicTSATh MeT()OPMiH, Ta y momanblUIoMy IoHaliMeHIIe 1 pa3 Ha pik. ¥
MAIlEHTIB 3 MiABUIIIEHUM PU3UKOM ITOAAJBLIOTO IPOrPeCYBaHHSI HUPKOBOI HEIOCTATHOCTI i y MiTHIX
JII0fel OopyIIeHHS (PYHKIIil HUPOK CJIif OIiHIOBATH YacTillle, HalIPUKJIafd KOXKHi 3 — 6 MicAIiB.

MakcumanbHy 1060By 003y MeThopMiHy Kpallle po3minuTy Ha 2 — 3 npuiioMu. PakTopH, SKi MOXKYTh
30iNTBIIUTY PU3UK PO3BUTKY JTAKTOAUUAO03Y (AUB. po3Min «Oco6IMBOCTI 3aCTOCYBaHHS»), CIIif
PO3TJISIHYTHU [0 IpU3HadYeHHSI MeTdopMiny mamieHTaM 3 [IIK® < 60 mn/xB.

AK110 BiACyTHIN AHYMeT 3 IPUMHATHUM [03yBaHHAM, CJIiff BAKOPHUCTOBYBaTH OKPEMi KOMIIOHEHTH
3amicTh (pikcoBaHOI KOMOiHAIIil.

MK®, mi/xB [MeTdopMin [CurarninTun

60 — 89 MaxkcuManbHa 7o0oBa mo3a ctaHoBUThE 3000 Mr. MakcuMasbHa T000Ba
3MeHIIeHHS 003U MOXKe OYTH PO3TISHYTO B 3B’'SI3KY [mo3a ctaHoBUThL 100 Mmr.
3 IOTiPIIEHHSM MOPYIIeHHS (PYHKIIiI HUPOK.
45 — 59 MaxkcuManbHa qoboBa mo3a cTaHoBUTH 2000 Mmr. MakcuMasbHa T000Ba
[ToyaTKOBa [03a CTAHOBUTH He OijibIlle IIONIOBUHYU  |mo3a cTaHOBUTEH 100 Mr.
MaKCHUMaJIbHOL TO3H.
30 — 44 MakcuManbHa foboBa no3a ctaHoBUThL 1000 Mmr. MakcumasibHa 1000Ba
[ToyaTKOBa H03a CTAHOBUTH He OifbIlle IIOJIOBUHU  |mo3a cTaHOBUTEL H(0 MT.
MaKCHMaJIbHOL MO3H.
< 30 MeThopMiH MPOTUTIOKAa3aHUM. MaxkcuMarnbHa 1060Ba
mo3a CTAHOBUTL 25 MT.

ITopyweHHA pyHKUII neuiHKu. AHYMeT He CIif Ipu3HadaTH MallieHTaM i3 eYiHKOBOI0 HEJOCTaTHICTIO
(muB. po3pgin «®apmMakoJIOTiyHi BTaCTUBOCTI»).

ITauieHmu aimHb020 8iKy. OCKiIbKY MeT(HOPMIH Ta CUTATJINTAH BUBOASATLCA HUPKaMu, HYMeT Clif
3 00epexkHiCTIO TPU3HaYaTy Mal[iEHTaM JIiTHBOTO BiKy. [I715 momepenKeHHS OB’ I3aHOT0 3
MeT(HOPMiIHOM JTaKTOAIUI03y HEOOXiMHO KOHTPOIIOBATH GYHKIII0 HUPOK, 0COOIMBO Y Malli€HTiB
JITHBOTO BiKy (OuB. po3ninu «IIpotunokasaHHsa», «OCOOIUBOCTI 3aCTOCYBaHHS»).

Himu.

Jlikapcekuii 3aci0 AHyMeT He CITif 3aCTOCOBYBaTH AiTAM BikoM Bif 10 1o 17 pokiB BK/IIOUHO Yepe3
HenocTaTHIO epekTuBHiICTh. Hapasi HasiBHi maHi omucaHo y po3pinax «ITo6iuHi peaxirii»,
«®apmakonoriyni BjaactTuBocTi: ®apMakoKiHeTUKa». [IOCIIIXKeHHS 3aCTOCYBaHH JIIKapPChKOI0
3aco0y Aduymert mitsam BikoM 1o 10 pokiB He MPOBOAUIIOCE.

Ilepedo3yeanHsi.

Cumaeainmu. ITig yac mpoBegeHHST KOHTPO/IbOBAHUX KTIHIYHUX JOCIiAXKEeHb 3a y4acTI0 300POBUX
moOpoBOIbLIiB, pa3oBi fo3u 7o 800 Mr, SIK mpaBuio, nepeHocunucs qoope. [Ipu 3acTocyBaHHI 7031
800 Mr cnocTepiranocss He3HayHe ogoBxKeHH QTc, 110 He PO3TIsAAanoch K KIIiHIYHO 3HaUYuMe.
Hemae mocBiny 3acTocyBaHHSA 103, 1110 nepeBulyoTs 800 Mr, mif yac KJIiHiYHUX AOCIIAXKEHb. Y Xoai
IOCTiIKeHb He CIIoCcTepiranochk mo0iYHUX peakiliii, OB’ I3aHUX i3 103010 JIiKapChKOT0 3aco0y, pu



3actocyBaHHi 1o 600 mr Ha moby mpoTsrom 10 gHiB Ta 400 Mr mpoTsrom 28 [HiB.

3HayHe Nepeno3yBaHHs MeThHopMiHOM (a00 CYyIyTHI pU3UKHK PO3BUTKY JIaKTOAIM03y) MOXKe
IIPU3BONUTHU [0 JIaKTOAIUA03Y, 10 BUMara€ HeBiIKIagHOI MEAMYHOL JOTIOMOTH i JTiKyBaHHS B
crarionapi. Ha#binbein eeKTHBHUM METOIOM BHBEIEeHHS JTaKTaTy i MeThopMiHy € remomiarmia.

Y xopi KJiHIYHUX OOCIiAXKEeHb 3a CeaHC reMofiani3y TPUBAIICTIO 3 - 4 TOOWHY i3 Opra”izMy
BUBOIMIIOCS Tpubu3Ho 13,5 % mo3u mikapchkoro 3acoby. 3a KIiHIYHUX MOKa3aHb IIPOBOMSTh
TpuBaiuy remopiani3. HeBimoMo, 4 BUBOOUTHCS CUTATJIINITUH 3a JOIIOMOI 00 IEPUTOHEAIbHOTO
nianmisy.

Y pagzi nepeno3yBaHHs TiKapChKUM 3ac060M AHYyMeT HeoOXiIHO PO3MoYaT CTaHAAPTHI MATPUMYI0Ui
3axofu: BUOAJIEHHS 3 KUIITKOBOTO TPaKTy HeabcopOOBaHOTO IiKapChKOro 3aco0y, KIiHigYHu!
MOHITOpHUHT (BKJodaiouu EKT'), a TakoXK NMpu3HauyeHHS MiATPUMYy040l Tepartlii 3a HeoOXigHOCTi.

ITo6iuni peakuii.

He mpoBogumucs KITiHiUHI JOCTiXKeHHS Teparlil TikapchKuM 3aco6oM AHyMeT, mpoTe Oyna
IIPOJeMOHCTpOBaHa 6i0eKBiBalIeHTHICTh AHYMEeTY Ta CUTArIiNTHUHY i MeT(hOpPMiHY, AKi 3aCTOCOBYIOTh
crinbHO. [ToBimoMsiocs Tpo cepiio3Hi moOiYHi peakiii, BK/II0Yal0Yy MAHKPEATUT Ta aleprivHi
peaxkiiil. IToBigomiisinocs mpo rinorniikeMilo pu 3acTOCyBaHH] JTikapchbKoro 3aco0y B KoMOiHartii 3
cynbdoninceuosunow (13,8 %) Ta incyninom (10,9 %).

CuTarnminTtus i Mmetdopmin

[To6iuni peaxiil 3a3HaueHO 3a TepMiHosorielo MedDRA, mofaHo 3a KjlacaMu CUCTEM OpraHiB Ta
abCOITI0OTHOIO YacTOTOI0. YacToTa BUHMKHEHHS BU3HA4YeHa 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 MOOIYHUX peakililii, BU3HaueHa Ha OCHOBI pe3yJbTaTiB mnaiebo-
KOHTPOJIbOBaHUX KJIIHIYHUX AOCIIAXKEHD 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 .

IopyweHHs Memaboai3My: 9acTo: TimormkKemis .
ITopyweHHs 3 60OKY Hep8osoi cucmemu: He4acTO: COHIUBICTS.

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

ITopywenHs 3 60oky IIIKT: 4acTo: HygoTa, MeTeopu3M, OIF0BaHHS; HEeYacTo: fAiapes, 3amop, 6inb y
BepxHboMy Bigaini HIKT; yacTtoTa HeBigoMa: rOCTPUU HaHeraTI/IT*ﬁ, JIeTaJbHUY i HelneTaJIbHUU
reMopariyHuil i HeKPOTU3YIO4Kil IaHKPeaTHT .

IopyweHHs 3 60Ky WKipu ma niOwKipHoi kAimKosuHu: HedacTo: cBepOixk ; yacToTa HeBigoMa:
aHTi0HEBPOTHYHUI HAOPSK |, BUCKI |, KDONUB SIHKA ', MKiPHUI BACKYJIT |, eKcoliaTuBHi CTaHK



IIKipy, BKI0Yal04yy cuHApoM CTiBeHca - JIXKOHCOHA ', Oynbo3HMi neMpiroin .

ITopyweHHs 3 6BOKY CKeaemHo-M’ 30801 cucmemMu ma CnoAy4YHOi MKAHUHU: 9aCTOTa HEBimoMa:
apTpasris , Miasris , 6inb y KiHIiBKax , 6ilb y COMHI, apTponaris .

ITopyweHHs 3 GOKY HUPOK Ma ceuos8udinbHOi cucmeMu: 9aCTOTa HEBimOMa: MOTipIIeHHS QYHKII
HUPOK , TOCTPa HUPKOBA HEOCTATHICTS .

"Tlo6iuHi peakuii 6ymu ifeHTH(iIKOBaHI y X0l IOCTMAaPKETHHTOBOTO CIOCTEPEKEeHHS.
"Mus. po3nin «Oco6IMBOCTI 3aCTOCYBAHHS».
‘lus. «JIoCITigXKeHHs cepleBo-CynquHHoI 6e3neku TECOS» HuXde.

Omnuc okpeMux mo6iYHUX PeaKIrin

Huxxuye3a3HaueHi mo6iuHi peakiril yacriie crioctepiraaucs mig yac KoMOiHOBAHOT'0 3aCTOCYBaHHS
CUTArJINTUHY Ta METHOPMIiHY 3 iHIIMMU aHTUiaO0e THYHUMH JIiIKapCbKUMHU 3aco0aMu, HixX IIif yac
OKPEeMOT0 3aCTOCYyBaHHS CUTAIJIINTHHY Ta MeTHOPMIiHY:

- rinmorikeMis (gyzke 4acTo IpX 3aCTOCYBaHHi 3 CynbGhOHiNICeY0oBUHO0 abo iHCYITiHOM);
- 3am0p (YacTo IpHY 3aCTOCyBaHHi 3 CylIb(OHITICEYOBUHOIO);

- nepudepuyHui HaOpPSK (YacTo IpU 3aCTOCYBaHHI 3 MiOTJIiTA30HOM);

- TOJIOBHUY 6ifb Ta CyXiCTb Y POTi (HEYaCTO MPU 3aCTOCYBaHHi 3 iHCYIiHOM).
CumaeainmuH

Y xomi mocmimKeHHS 3acTocyBaHHSA cuTariainTuHy 100 Mr oguH pa3 Ha fo0y IOpiBHSAHO 3 m1aiebo
IIOBIIOMJISINIOCS IIPO T'OJIOBHUY Oifb, TinmorjikeMito, 3amop i 3amamopodeHHs. [Ipo Taki mobiuni
peaxiii, He3aIeXKHO Bifl MPUYMHHO-HACIIIKOBOI'0 3B’SI3KY i3 3aCTOCYBAHHSIM JIiKApCHKOTO 3aco0y,
MIOBiAOMJISITIOCH IPUHAUMHI y 5 % BUIIAAKiB: iH(pEKIil BepXHIX AUXalbHUX LIJIAXiB i Ha30(hapHHTIT.
Kpim Toro, mpo ocTeoapTput i 6inb y KiHIliBKax moBigoMisnocs HedacTo (Ha 0,5 % 6inbine y ocib, aki
IpUUMaly CUTATINTHH, TOPIBHAHO 3 KOHTPOJIBHOIO TPYIIOI0).

Mem@opmin

B xopi KmiHIYHUX HOCHIAXKEeHb Ta IOCTMAaPKETUHTOBOT0 BUBYEHHS Tepalil MeThopMiHOM
TIOBiIOMJISINIOCH IIPO OYy2Ke YacTi BUNAAKYU I0O0IiYHUX peakiliit 3 00Ky IITYHKOBO-KHIIIKOBOTO TPAKTY.
Hynora, 6mioBanHs, miapes, 0inb y Bigmini IIKT Ta BTpaTa aneTuTy BUHUKAJIU AyKe 4acTo Ha
IIOYATKY JIiKyBaHHS i B OiJILIIIOCTI BUMTAAKIB 3HUKAIN PAnToBO. TaK0XK MOBIqOMIISIOCH ITPO METaleBUM
IIpHCMaK (4acTo); TaKToalug03, IOPYIIEeHHS (PYHKIIIl MeYiHKU, TeNaTUT, KPOIIUB THKY, EPUTEMY,
cBepOix (myKe pimKo); 3HUKEHHS piBHsA/medinuT Bitaminy B12 (gacTo) (guB. po3min «Ocob6auBOCTi
3aCTOCYBaHHS»).

Himu

YV k7TiHIYHUX JOCTIIXKEHHSIX 3aCTOCYBAHHS JTiIKAapCHKOTO 3aco0y Axnymet miTsam BikoM Big 10 mo 17
POKIB BKJIIOYHO 3 IIyKPOBUM [fiabeToM 2 Tumy npodins nobiuHux peakuiit 6yB 3araaoM MOPiBHIHHUM 3
TAKHUM y JOPOCTHX. Y [iTel, sKi 3aCTOCOBYBau abo He 3aCTOCOBYBaIM (POHOBUY iHCYIIiH, CUTAT TN TUH



aCoIIi0BaBCS 3 MiIBULIEHUM PU3UKOM PO3BUTKY TillOTIIiKEMii.

IlocaidxceHHs cepueao-cyouHHoi 6e3neku TECOS

HocmimKeHHS 3 OLIIHKK ceplieBo-cyauHHo1 6e3neku cutarnintTuny TECOS oxormtioBaso 7332
NallieHTH, SKi OTPUMYyBau CUTArIinTyH y 703i 100 Mr Ha geHb (abo 50 MT Ha OeHb, IKIIO BUXiAHA
PO3paxyHKOBa MIBUAKICTL KIy60ukoBoi pinsTpawii (pIIIK®) 6yna = 30 i < 50 mn/x8/1,73 M*), i 7339
NallieHTiB, SIKi OTPUMYyBau Mianebo y TPy Malli€eHTiB, AKi moyanu aikyBaHHa. O0uaBa TiKapCchKi
3acobu Oynu momaHi 10 OCHOBHOI Teparril BiIOBiAHO J0 perioHalbHUX CTAaHAAPTIB Ta 3 ypaxyBaHHIM
piBHiB HbA,, i hakTOpiB pU3MNKY O CEPLIEBO-CYAUHHOI CUCTEMHU. 3arajibHa 4aCTOTa CEPUO3HUX
n00iYHUX SIBUII ¥ MAIli€HTIB, SKi OTPUMYBa/IM CUTArJIINTHH, Oyya momidHa g0 TaKoi y MaIlieHTIB, gKi
OTpUMYyBau miarnebo.

Y nonynsuii BCix maIfieHTiB, mo 6yau paHAOMi30BaHi i OTPUMaHHS JTiKyBaHHS, YaCTOTa emi30fiB
TSIKKOI rimoriikemii cranoBuna 2,7 % y MaIlieHTiB, 1[0 OTPUMYBaJIH iHCYJIiH Ta/a00
cynbhoHiICeUOBHHY Ha eTalli BKIIOUeHHs, Ta 2,5 % y malieHTiB, sKi oTpuMyBanu mianebo; cepen
TIAlli€HTIB, SIKi He OTPUMYBAIH iHCYIiH Ta/abo CynbPOHIICEYOBUHY Ha eTalli BKIIIOYEHHS, 4acToTa
eli3ofiB TSAXKKOI rimoraikeMii cranoBuina 1,0 % y mamienTis, sSiKi oTpuMyBanu cutariaintuH, Ta 0,7 % B
rpymi mnane6o. YacToTa migTBepAXKeHUX BUMAKiB MaHKpeaTuTy craHoBuna 0,3 % y malfieHTiB, gKi
oTpuMyBanu cutariinTtuH, Ta 0,2 % B rpymi miameoo.

ITocmmapxemuHezosul doceid

[Tig yac mOCTMapKETUHTOBOTO 3aCTOCYBaHHS IIpenapary JHyMeT, CUTarMinTuHy abo MeThopMiHy
Oynu BUSABJIEHI HACTYIIHI MO6iIYHI peakilil: TyOyn0iHTepCTUIlianbHN HEQPUT.

3gimyeaHHs npo nido3prosaHi nobiuHi peakuii

BaznuBo 3BiTyBaTH PO Mifo3pioBaHi mobiuHi peakiril micis peecTpailii mikapcekoro 3aco0y. Lle mae
3MOT'Yy ¥ Hafalli KOHTPOJ/IIOBATH CIIiBBIAHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI JIiIKapChKOT0
3aco0y. KBaniikoBaHUX NPAIiBHUKIB ¥ raay3i 0XOPOHU 300POB’S MPOCATH IOBIIOMISATH PO BCi
nifo3pioBaHi mobivHi peakirii.

Tepmin npudamHocmi. 2 POKH.

He 3acTocoByBaTu micng 3aKiHYeHHS TEPMIHY IPUNATHOCTI, 3a3HAYEHOr'0 Ha yIIaKOBII.

YMmoBH 30epirannsi.

30epiraTtu B OpuriHaabHiY yIAaKOBIi IpU TeMIepaTypi He Buille 25 °C B HEJOCTYIIHOMY OJIs HiTei
Micti.

YnakoBka.

[To 14 Tabnetok y 6GiicTepi; mo 4 6iicTepu B KapTOHHIM KOPoO1li pa3oM 3 iHCTPYKIIi€o OIS MEeAUYHOTO
3aCTOCYBaHH4.



Kareropis Bigmycky.

3a pelLemnToM.

BupoOHUK.

Mepk lapn i Toym B.B., Higepnaupou.

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca Miclsi IPOBagKeHHsI HOT0 Tis/IbHOCTI.

Baappepser 39, 2031 BH Xaapnewm, Higepnaunu.



