IHCTPYKIIA

IJIs1 METUYIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aCO0y

Anymer
(Janumet®)
CKnao:
0ito4i peyoBuUHU: CUTATIINTHUH, METHOPMiHY TiIpOXJIOPHUL;

1 TabneTka, BKpUTa IUIIBKOBOIO 000JI0OHKOIO, MiCTUTh CUTATIINTUHY (ochaTy MOHOTIApaTy
ekBiBaseHTHO 50 Mr cutarnintuny Ta 500 Mr a6o 850 mr, a6o 1000 Mr MeThopMiHy TimpoOXIOPULY;

0onoMidCcHI peuoBUHU: 11eJIi0JI03a MIKPOKpPHUCTaliyHa, IOBi0OH, HAaTPilo naypuicyiabdar, HaTpito
cTeapundymapar;

06010HKa mabaemxu: 6apBauK Omappait 11 85F94203 poxesuit (Tabnetku 50 mr/500 Mr) abo
Omappait 1T 85F94182 poxesutt (Tabmetku 50 mr/850 mr), abo Omappait II 85F15464 yepBoHMH
(Tabnetku 50 Mr/1000 mr);

CKna0 bapeHuKa: CIUPT MOJiBiHiNMOBUY, TuTaHy miokcun (E 171), momietunenrnikons 3350, Tambk,
3amiza okcup yopuuu (E 172), 3amiza okcup uyepBouuit (E 172).



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

mabaemxu 50/500 me: TabneTKH, BKPUTI IIiBKOBOIO 000JIOHKOIO, CBiTI0-POKEBOT0 KOIBOPY 3
rpaBipyBaHHSM «575» 3 ogHOro GOKY Ta I'IafiKi 3 iHIIOro 60KYy;

mabaemxu 50/850 me: TabneTKH, BKPUTI IIiBKOBOIO 000JIOHKOIO, POKEBOT0 KOJILOPY 3
rpaBipyBaHHSIM «515» 3 ogHOro 6OKY Ta I'afiKi 3 iHIIIOro 60KY;

mabaemxu 50/1000 me: TabneTKH, BKPUTI ITIBKOBOX 000JI0HKOI0, YePBOHOT'0 KOJIHOPY 3
rpaBipyBaHHSM «577» 3 ogHOro OOKY Ta I'TafiKi 3 iHIIoro 6OKY.

®dapMakoTepaneBTHUYHA rpyna.

Komb6inariisi mepopanbHUX IYKPO3HUKYBaIbHUX JTiKapchbkux 3aco0iB. Kog ATX A10B DO7.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

Anymer sBisie co00t0 KoMOiHaIliio0 IBOX TiMOTrTiKeMiYHUX JTiIKapChbKUX 3ac00iB i3
B3a€EMOJIOTIOBHIOIOYUM (KOMITJIEMEHTAPHUM) MEXaHi3MOM [iii, 1110 TprU3HaYeHa [Jis MOJIINIIeHHs
KOHTPOJTIO TJIiKeMii y XBOpUX Ha IyKpoBuit miabet II Tumy: cutarminTuny, inribiropy
nunentuguanenTtunasu 4 (II1I1-4), Ta MmeTdopMiHy rigpoxmopupy, MpefcTaBHKUKA Kiacy 6iryaHimis.

CumaeainmuH € aKTUBHUM IIPU I€POPaIbHOMY IIPUKAOMI, IIOTY2KHUM, BUCOKOCEIEKTUBHUM
inribiTopoM dhepmenTy gunentugunnentunasu 4 (II1T1-4), mo Tpu3HavYeHUN s JTiKyBaHHS
ykposoro giabety II Tuny. ®apMakonoriuHi epekTu Kiacy npenapatis-inriéitopis OI1I1-4
OTI0CepeNKOBaHi akTUBalli€lo iHKpeTHHiB. Iuribytoun [II11-4, cHTarminTUH MifBUILY€E KOHIEHTPAIIii0
IBOX BiOMHX aKTHBHHMX TOPMOHIB CiMeiCTBa iHKpeTHHiB: TokaroHomnoni6uoro mentumy 1 (I'TIII-1) i
TJII0K0303a/1eKHOr0 iHCyniHoTponHOoro nomninentuny (I'IT1). [HKpeTHHYN € 4aCTUHOIO BHYTPIMIHBOL
¢izionoriunoi cucTeMu perynsilii roMeocTasy IIi0Ko3u. [Ipy HopManbHOMY a0o0 MigBUIIEHOMY PiBHI
riioko3u Kposi ['TITI-1 i I'IIT cnpusiioTh 30inblIeHHIO CUHTE3Y U ceKpelii iHcyniHy 6eTa-KiiTHHaMu
nipmnyHEKoBoi 3amo3u. [TII1-1 TakoXk IPUTHiYye CeKpelilo ITII0KaroHy anbda-KIiTuHaMu
MiANITYHKOBOIL 32103, 3HUKYIOYM TaKWM YMHOM CUHTE3 TJIF0KO3U B IediHIi. fKIo piBeHb TTII0KO3U
KPOBi HU3bKUY, BUBIJILHEHHS IHCYJIIHY He MiICUIIETHCS, a CeKpellid IJII0KaroHy He NPUTrHiYyeThCs.
Bynyuu BUCOKOCENIEKTUBHUM i edekTuBHUM iHTiOiTOpOoM dhepmenty HOIII1-4, cuTariainTul y
TepaneBTUYHUX KOHIIEHTPaIligX He MPUTHIYye aKTUBHOCTI poguHHUX GpepMmenTiB IIII1-8 a6o OITIT-9.
CuTariinTvH BiAPi3HAETHCSA 3a XIMiYHOI0 CTPYKTYPOIO 1 (hapMaKoJIoTiuHO0 fieto Bif a”amnoris I'TII-1,
iHCYTiHy, TOXigHUX Cy/Nb(OHiICe4oBUHM ab0 MEeTTIiTHHIAIB, O6iryaHifiB, aroHICTiB raMMa-pelenTopis,
SIKi aKTUBYIOThCS IpotidepaTopamu nepokcucoM (PPAR-), inri6iTopiB anbda-rmiko3ugasu i aHaoTiB
amininy.

Y xomi mBOOeHHOT0 HOCIiIKEHHS 3a YYacCTIO 3MOPOBUX MOOPOBOJIBIIIB CUTATINTHH Y MOHOPEKUMIi
mifBUIIyBaB KOHLeHTpauito aktuBHoro I'TIII-1, Toxi sk MeTdhopMiH y MOHOpexkuMi Ha nofibHOMY piBHi
MigBUIYBaB KOHILIEHTpAaIlil aKTUBHOTO i 3aranpHoro ['TIT-1.



OpHoYacHe BBe[eHHS CUTATINTHHY i MeT(hHOPMiHYy Majio JOOAaTKOBUM HifCcUIo0unil eekT Ha
KOHLeHTpalito aktuBHOro [TIT1-1. CuTtarninTus, Ha BigMiHy Big MeT(OpMiHy, MigBUILIYBaB
KOHIIEHTpaIiio akTuBHOTO ['IIT.

Kniniyna ebekTHBHICTh Ta 6e3meka

3arajioM CUTATJINTHH MOJTINIIyBaB KOHTPOJIb TJIiKeMii, KOJIX 3aCTOCOBYBAaBCS K MOHOTeparis abo y
CKJIafii KOMOIHOBAHOTO JIIKYBaHHS, ¥ JOPOC/IUX TAI[iEHTIB 3 IyKPOBUM AiabeToM 2 TUILY.

MemdopwmiH. Lle nikapcbkuii 3aci rpynu O0iryaHigis, 0 YMHUTH TiNOTJIIKEMIUHY [1if0, 3HUXKYIOUU
0a3anpHMI i TOCTIIPaHiaIbHUY II71a3MOBUI PiBEHD ITIOKO3U, HE CTUMYIIIOE CEKPEIIilo iHCYMiHy i ToMy
He IIPU3BOOUTH M0 TillOTIIiKeMil.

MeT(dopMiH 3HUKYE CUHTE3 TIIOKO3U B IEYiHIl IIJITXOM IPUTHIYeHHS TTIOKOHEOTeHe3y i
TJIIKOT€HOJII3y, 3HUKYE BCMOKTYBaHHS I'JIIOKO3Y B KUIIIEUYHUKY U ITIOMIPHO IIigBUIIY€E YYTIUBICTH IO
iHCymiHy y M’3aX IUISIXOM ITOCUJIEHHS ITepudepryHOro 3aX0oIieHHs ¥ yTUIi3allii TII0K03H.

MeTdopMiH CTUMYIIOE BHYTPIIIHbOK/IITUHHUIN CUHTE3 TJIIKOTEHY IIJITXOM BIUIMBY Ha
rIiKoreHCuHTa3y. MeTdopMiH mifCUII0E TPAHCIIOPTHY 3TAaTHICTh IIEBHUX TUIIIB MeMOpaHHUX
TpaHcnopTepis riaoko3u (GLUT-1 i GLUT-4).

Y panpomizoBanomy gocnipxkenHi TECOS, npoBegeHoMy 3a y4acTio 14671 nanienta 3 HbA,, Big = 6,5
1o 8,0 % 31 BCTaHOBJIEHUM CePLEeBO-CYAUHHUM 3aXBOPIOBAaHHAM, 3aCTOCOBYBa/IM CUTArINTHH (7332)
100 mr Ha moby (abo 50 Mr Ha moby, Ko Oa30Ba PO3paxXyHKOBA MIBUAKICTH KITy00uKOBOI inbTparii
(pIIK®) 6yna = 30 i < 50 mn/x8/1,73 M*) abo mnane6o (7339), siki 6ynu gofgaHi 4o CTaHAAPTHOL
Teparil 3 ypaxyBaHHsM piBHS HbA,, i pakTOpiB pH3UKY CeplieBO-CyaqUHHOI cucTeMHu. I1allieHTiB 3
pIIIK® < 30 mn/xB/1,73 M’ B OCTiKEeHHS He BKIIOYaIK. Y JOCTifKeHHs Oy10 BKmodeHo 2004
MaIlieHTH BiKOM = 75 pokiB i 3324 mallieHTu 3 HUPKOBOIO HepocTaTHiCTIO (pIHK® < 60 mmn/xB/1,73 M),

[TpoTsarom mocnimkeHHs cepenHs piduuis HbA, mpu 3acTocyBaHHiI cuTariinTuny i nuauebo ckiana
0,29 % (0,01), 95 % HOI (- 0,32, - 0,27); p < 0,001.

[TepBUHHOIO KiHIIEBOIO TOYKOIO 71T CEPIIEBO-CYIUHHOI CUCTEMU OYJI0: CepleBO-CyqUHHA CMEePTh,
HeJleTaJMbHUY iHQapKT MioKapaa, HelleTanbHUM iHCYIbT ab0 rocmiTailallii 3 mpuBofy HecTabiTbHOI
CTeHOKapHil. BropuHHi KiHIIeBi TOUKHU [JI5 CEPIIEBO-CYANHHOI CUCTEMU: CEPLIEeBO-CYAUHHA CMEDPTE,
HeJleTaJabHUY iH(QapKT MioKapaa abo HeleTaIbHUN iHCYJBT; NIepilia I0sIBa OKPEMUX KOMIIOHEHTIB
IIePBUHHOI KiHII€BOl TOUKHU; CMEPTHICTH 3 YCiX IPUYNH; TOCHiTali3alis 3 IPUBOAY 3aCTilHOI CeplieBol
He[oCTaTHOCTI.

[Ticns cnocTepekeHHS B CePeIHbOMY IPOTATOM 3 POKiB CUTATTINTHH IPYU JOAaBaHHI [0 CTaHZapTHOL
Teparil He 30i/bIIyBaB PU3UK CEPHO3HUX MOOIYHUX CEPIIeBO-CYIUHHUX SIBUI a00 pU3UK
rocriTajisallii 3 IpUBOMY CepIleBOl HEJOCTATHOCTI B MOPiBHSHHI 31 3BU4YalHUM JIiKyBaHHSIM 0€3
CUTArJINTUHY Y XBOPUX Ha IyKpoBu# miabert II tuny (Tabnuns 1).

Tabnuus 1. YacToTa KOMIIO3UTHUX i OCHOBHUX BTOPUHHUX CEPIIEBO-CYAUHHUX KiHIIEBUX TOUOK

Cutarmintur 100 mr ITnane6o
YacroTa YacroTa

BUHUKHEHHS Ha BUHUKHEHHS Ha BinHocHu#A
N (%) 7 TON (%) -~ % pusuk p-3HAYeHHST"
100 marienTo 100 marienTo (95 % TII)

POKiB* POKiB*
Anarni3 nonynaiii mnanieHTiB, AKUM 0y/I0 MPU3HAYEHO JTiIKyBaHHS
KinpKicTh nalieHTiB 7332 7339



[TepBrHA KOMIIO3UTHA
KiHIIeBa TO4Ka
(CeprueBo-CcyoquHHa CMEpPThH,

HeJleTaabHUY iHpapKT 839 851 0,98
MioKappa, HelleTaJlbHUU (11,4) 4.1 (11,6) 4,2 (0,89 - 1,08)<0’001
iHCynbT abo rocmitamisaris 3
IPUBOAY HeCTabimTbHOI
CTeHOKapmil)
BTopuHHa KOMIIO3UTHA
KiHIleBa TO4Ka
(CepueBo-cyguHHa CMepTh, 745 746 0,99
HeJleTalbHUM iHbapKT (10,2) 3,6 (10,2) 3,6 (0,89 - 1,1O)<0’001
Miokapaa abo HeneTambHUM
IHCYTIBT)
BTopuHHa KiHIIEBa TOYKa
CepLeBo-CyAuHHA CMEPTh ?58(2)) 1,7 ?56(3) 1,7 (1(’)0;9 1 19)0,711
Bci Bunagku inpapkTy
MioKapaa (3i cMepTenbHUMHU 300 1,4 316 1,5 0,95 0,487
X (4,1) (4,3) (0,81 -1,11)

HaCJimKaMu Ta 6e3 Hux)
Bci Bunagku iHCYBTY (31

; 178 183 0,97
ggazp;ze;;;l)lmn HacaimkaMu (2.4) 0,8 (2.5) 0,9 (0,79 - 1’19)0,760
locmitanizanis 3 npusony 116 129 0,90
HecTabinmbHOI cTeHOKapmili  (1,6) 0,5 (1,8) 0,6 (0,70 - 1,16)0’419
CmMmepTh 3 OyOb-IKO1 HpI/I‘{I/IHI/I(7'5) 2,5 (5732) 2,5 (100910 B 1’14)0,875
locmitanizanis 3 npusony 228 11 229 11 1,00 0983
CepIieBol HelOCTaTHOCTI* 3,1y 3,1y (0,83 -1,20)"

*3axBoproBaHicTs Ha 100 mauieHTO-pOKiB po3paxoByeThcs K 100X (3araibHa KijIbKiCTh XBOPHUX 3 = 1
SIBUIIIEM IIPOTSATOM BifITIOBIZHOTO IEPiofly 3aCTOCYBaHHS JIiIKapChKOIo 3aco0y Ha 3arajibHe 4HCII0
NallieHTO-POKiB HACTYITHOTO CIIOCTEPEXKEHHS).

"Ha migcraBi momeni Kokca, cTtpaTtudikoBaHoi 3a perioHoM. [I/1s1 CKTagoBUX KiHIIEBUX TOYOK P-
3HaueHH4 BifITIOBigal0Th KPUTEPIlo MOMIYKY He MeHINO0l e(peKTUBHOCTI, 11100 IPOJeMOHCTPYBATH, 110
BiTHOIIIEHHS PU3KKIB CTaHOBUTH MeHIe 1,3. [I71g BCiX iHIIMX KiHI]eBUX TOYOK P-3HAYEHHS
BifITIOBiIAIOTh KPUTEPIIO BIIMIHHOCTE!X B ITIOKa3HUKaX PU3HUKIB.

¢AHaJ'Ii3 rocritasnisatii 3 MpUBOIYy CeplieBoi HEOOCTATHOCTI OYB CKOPUTOBaHUM 3 ypaXyBaHHSIM
BUXIOHUX JAHUX IIPO CepleBy HEJOCTAaTHICTh B aHaMHE31 Ha II0YaTKOBOMY DiBHI.

it

€BporelicbKe areHTCTBO 3 JIiKapChKUX 3ac00iB yTPUMAJIOCh Bifi MOGAaHHS Pe3yIbTaTiB OOCTigKeHb
nmiKapchKOro 3aco0y fAHyMeT y BCiX migrpymnax AUTSYOI MOMYyIsLil Ipyu LyKPoBoMY AiabeTi 2 Tumy
(muB. po3min «Croci6 3acToCyBaHHS Ta HO3U» IIOA0 3aCTOCYBAHHS JIiIKAPCHKOTO 3aco0y miTsaMm).

Besmnexka Ta e()eKTUBHICTh 3aCTOCYBaHHS CUTArIINTHHY HiTaM BikoM Bif 10 mo 17 pokiB BKJIIOYHO 3
IIYKPOBUM [fiabeToM 2 THUITy, V IKUX He OyJI0 OCSITHYTO ageKBaTHOTO KOHTPOJIIO TIiKeMil
3aCTOCyBaHHSIM MeTGhOpPMiHY 3 iHCyiHOM ab0 6e3 HbOTO, OLiHIOBAIUCh Y OBOX MOCTIIKEHHIX
npoTsaroMm 54 THXKHIB. [JomaBaHHS CUTATTINTUHY (BBOOUTHCS V GOPMi CUTATTINTHH MeTPopMiH abo



CUTATJINTUH MeT(OPMiH 3 IPOJIOHTOBAHUM BHBITbHEHHSIM) ITOPiBHIOBAJIM 3 JOJaBaHHSIM Ij1areto mo
MeTdopMiHy a6o 1o MeTGOPMiHY 3 ITPOJIOHTOBAHUM BUBITbHEHHSIM.

He3Baxarouu Ha Te, 110 3HUXKeHHS HbAlc 6yn0 MpogeMOHCTPOBAHO O CUTATMINTHHY MeThHOPMiHy /
CUTATJINTUHY MeT(POPMiHYy 3 IPOJIOHTOBAHUM BUBITbHEHHSM MOPIBHAHO 3 MeThopMiHOM Ha 20 TUXKHI
y 3BeeHOMY aHaJIi3i IIuX ABOX OOCIigKeHb, Pe3y/TbTaTH OKPEMUX [OCTiIXKeHb OyIu CylepeyuTuBUMH.
Kpim Toro, Ginbimoi eheKTUBHOCTI IIpU 3aCTOCYBaHHI CUTATTINTUHY MeTQOPMIHY / CUTAT TN TUHY
MeT(HOPMiHY 3 IPOJIOHTOBaHUM BUBIJIbHEHHSM MOPIBHSAHO 3 MET(GOPMIHOM Ha 54 THXKHIi He
cmocTepirasnocs. ToMy nikapchkui 3acib AHyMeT He ciIif 3acTocoByBaTH HiTsSM BikoMm Bif 10 mo 17
POKiB BKJTIOUHO Yepe3 HelloCTaTHIO eheKTUBHICTE (muB. po3min «Crmoci0 3acToCyBaHHS Ta HO3U» IIOH0
3aCTOCYBaHHS JIIKAPCHKOT0 3aC00y TiTSIM).

dapmakoKiHemuxka.

MexaHizm 0ii. AHymem. KombiHoBaHi TabneTku AHyMeT (cUTarIinTHH/MeTGHOPMiHY TiIpOXI0pHUL) 10
50 mr/500 mr i 50 Mr/1000 Mr € 6ioeKBiBaleHTHUMYU OKPEMOMY IIPUKOMY BifTIOBIIHUX 003
cuTarninTtury ¢ocdary (HyBis) Ta MeTHOPMiHY TiIPOXIOPUAY.

3 ypaxyBaHHSIM [IoBeieHO0l 6i0eKBiBalIeHTHOCTi TabIeTOK 3 HaUMEHIIIO0 Ta HaUOiIbIIIO0 J03010
MeThopMiny, TabreTkaM i3 mpomixkHO0 103010 MeTdopminy 850 Mr Oya TaKoXK BilacTUBa
6ioekBiBalIeHTHICTh 3a YMOBU KOMOiHyBaHHS B TabneTii (GikcoBaHUX 03 JIIKAPCHKUX 3aCO0iB.

BemoxkmyeaHHA.

CumazainmudH. ITicnst mepopanbHOro npuitomy mo3u 100 MI y 300poBuX HOOPOBOJIBIB CUTATTIIITHH
IIBUOKO BCMOKTYBABCS Ta AOCSATaB MiKOBUX IJIa3MOBUX KOHIIEHTpalliX (MemiaHa T,,,) Yepes

1 - 4 roguHu micng BBefeHHS, TOAl AK cepenHii moka3HUK AUC CUTarjinTuHy B I71a3Mi CTaHOBUB
8,52 mMkmornsb-rof, a C,,, - 950 HMoIb. AGConmoTHa 610MOCTYIHICTh CUTATJIINITUHY CTAaHOBUTD
npu6nu3Ho 87 %. [IpuitoM CUTArTINTHHY OOQHOYACHO 3 XKUPHOIO 12Kel0 He BIJIMBAE Ha
(hapMaKOKiHETHKY JTiIKapChKOT0 3aco0y.

[Toka3uuk AUC cuUTarjainTuHy B I1a3Mi KPOBi MiABUINYETHCS MPOMOPLIKHO 00 H03HU. [IponopmiiHiCcTh
o 703U He Oysa BCTaHOBJEHA AT MOKa3HUKIB C ., 1 Cyypy (Crray 3pOCTAB OinblIle HixK IPOMOPIIINHO
no3i, Tofi K C,,.,, 3pDOCTaB MEHIIE HiK IPOMOPLINHO 4031).

MemaopmiHy 2i0poxaopud. Tlicns nepopanbHOro IpurioMy MeThopminy T,,., OCATaeThCI Yepes
2,5 roguau. AGcomoTHa 6iooCTyHICTE MeTGOPMIHY TigpPOXTOpUY IIPH 3aCTOCYBaHHi HATIIE B M03i
500 mr ctaHoBUTb 50 - 60 %. ITicist mepopambHOTO 3acTOCyBaHHS HeaOcopOoBaHa (ppakxiiis, 110
BUMIINISETHCS i3 heKamissmu, cTaHOBUTE 20 - 30 %.

BcMokTyBaHHST MET(QOPMIiHY IiC/IS IEPOPAIbHOTO IPUHAOMY Ma€ HaCUYyBaHUY Ta HETIOBHUU
xapakrep. [IpunyckaeTscs, 1m0 papMaKOKiHETHKA MOT0 BCMOKTYBaHHS HeliHilMHa. [Ipy cTaHOapTHUX
[03ax Ta CxeMax 3aCTOCyBaHHA MeT(opMiHy cTabiibHa KOHIIEHTPAIlis y IJa3Mi KPOBi JOCSATAETHCS
npoTAroM 24 - 48 roguH Ta, K IpaBuUiIo, He nepeBullnye 1 MKr/mi. MakcuManbHa KOHLIEHTpALid Y
nna3Mi kposi (C,,,,) He mepeBuillyBaja 4 MKI/MJI HaBiTh IPYU 3aCTOCYBaHHI MaKCHMalbHUX [03.

OnHovyacHUM NMPUNOM JIiIKaPCHKOTO 3aC00y 3 1Kel0 3HUXKYE MIBUAKICTS i KiNbKiCTh BCMOKTYBAHOTO
MeT(hOPMIiHY, 10 MigTBEPAXKYETHCS 3HMKEHHSIM 3HaUYeHHS MiKOBOI I171a3M0oBol1 KoHIleHTpanil (C,,,)
npubnu3Ho Ha 40 %, 3HUKEHHSIM 3Ha4YeHHS IO i KPUBOIO «KOHIeHTpalis-dyac» (AUC)
npubnu3Ho Ha 25 %, a TaK0XK 35-XBUJIMHHOIO 3aTPUMKOIO B IOCSATHEHHI MTiKOBOI I171Ta3MOBO1



KoHneHTpaliii (T,,,) Mcas ogHOPa30Boro npuiioMy MeT@opMiny B m103i 850 MT oHOYACHO 3 1XKe€I0.
KniniyHa 3HAaUYMMIiCTh 3HUKEHHS 3HaUYeHb (h)apMaKOKiHEeTHUHUX ITIOKA3HUKIB He BCTAHOBIIEHA.

Posnodi.

CumazainmuH. CepepnHiit 06’eM po3moIiny B PiBHOBAaKHOMY CTaHi IiCIIsT OIHOPA30BOTO
BHYTPIlIHbOBEHHOT0 BBeieHHs 100 MI' CUTATIiNTUHY B 30OPOBUX NOOPOBOJIBIIIB CTAHOBUTE IPUOIU3HO
198 n. ®paxkiris cuTarminTuHy, 110 060POTHO 3B’A3Y€EThCS 3 OiNIKaMu IIa3MHU, BiTHOCHO HeBeJIHKa

(38 %).

MemdopmiH. 38’si3yBaHHS MeThOPMiHY 3 GiTKaMu IJIa3MU He3HayHe. MeT(opMiH IPOHUKAE B
epuTpouuTy. MakcuMasibHa KOHIIEHTpALlid Y KPOBl HAXKYa, HiXK MakKCUMaJlbHa KOHLIEHTpaLis y
mJ1a3Mi, i JocsraeThbCst MPUOIU3HO 3a OMHAKOBUY ITPOMiXKOK 4acy. EpUTpPOIUTH, HalliMOBipHite,
IPEeICTaBISAIOTh OPYTy Kamepy po3nominy. CepenHiit 06’em po3mnominy (Vd) KonuBaeThCs y miama3oHi
63 - 276 1.

Memaboaism.

CumaezainmuH. ITpubnu3Ho 79 % cUTarminTUuHy BUBOOUTHCS B HE3MiIHEHOMY CTaHi i3 cedelo,
MeTabomiyHa TpaHchopMallis JTiKapchKoro 3aco0y MiHiMalbHa.

ITicns BBegenHs [*C]l-MiueHOro CUTArmiNTHHY BHYTPIIIHLEO IPUOIU3HO 16 % BBEeHOl
pamioaKTUBHOCTI €KCKPETYBAIUCS Y BUTTISAAI MeTabomiTiB cutarmintuny. Bynu BUusiBleHi B He3HAUHIN
KOHIIeHTpallil 6 MeTaboiTiB CUTArTINTHHY, 1110 He po6IATh OyAb-IKOT0 BHECKY B Iy1a3MoBy [I1I1-4-
inribyrouy akKTHBHICTh CUTATJINTHHY. Y OOCTiAXKEHHSX in Vitro roloBHUM (HepMeHTOM, IO BifimoBigae
3a 06MexeHy MeTaboJiyHy TpaHchopMallilo CUTATTiNnTUHY, 6yB BU3HaHUM i30pePMEHT CUCTEMHU
mutoxpoMy CYP3A4, okpiMm Toro, meBHY y4acTh 6epe Takoxk i3opepment CYP2C8. [laHi in vitro
CBig4aTh, IO CUTATJINTHH He NpurHiuye i3odpepmentu CYP3A4, 2C8, 2C9, 2D6, 1A2, 2C19 1 2B6 Ta
He iHOyKye i30depmernTu CYP3A4 i CYP1A2.

MemeopmiH. MeThopMiH BUBOIUTLCS B HE3MiHEHOMY CTaHi i3 ceuero. MeTaboJIiTiB y TI0OCHKOMY
OpraHi3Mi He BUSIBJIEHO.

BuseOeHHA.

Cumaeainmu. Tlicns mpuiioMy ['“C]-Mi4eHOro CUTarminTUHYy BHYTPIlIHEO MPAKTHYHO BCS BBEIEHA
PafioaKTUBHICTh BUBOOUTHCSA 3 OPraHi3aMy IPOTATOM TUXKHS, y TOMY 4ucii 13 % - yepe3 KUILIEeUYHUK 1
87 % - 13 ceuerw. CepenHil nepion HaNiBBUBEOEeHHS CUTATJINTUHY [IPU II€POPaIbHOMY IIPUOMi

100 mr cTaHOBUTD MpuONMU3HO 12,4 romUHY, HUPKOBUY KiipeHC - mpubau3Ho 350 Mii/xB. CUTATr MinTUH
MOXK€ HAaKOIMYYBATUCS V¥ MiHIMANbHUX KiJIbKOCTSIX i JuIIe micys 6araTopa3oBoro MpuioMy.

BuBeneHHS CUTArMiNTUHY 3[iMCHIOETHCSA II€PEBaKHO LIIIXOM HAPKOBOI €KCKpelil 3a MexaHi3MOM
aKTHBHOI KaHaJblleBol cekpellil. CUTarIinTHH € CyO6CTpaTOM TpaHCIOPTEPa OPTraHiYHUX aHiOHIB
mopuHy TpeTboro tumy (hOAT-3), mo 6GepyTh y4acTh y Impotieci etiMiHalii CUTarTinTUHY HUPKaMHu.
Kniniyna 3Hauymricts ydacti hOAT-3 y TpaHCIIOPTi CUTATTiNTUHY He BCTaHOBNIeHa. MOXKJIMBa y4acTh
P-TIIiKONIPOTEIHY B HUPKOBIii eniMiHalii cutarninTuny (ak cybctpar), ogHax iHribiTop p-
TJIIKONPOTEIHY IUKIOCIIOPUH He 3HUKYE HUPKOBUM KITipEHC CUTArminTuHy. CUTArminTHUH HE €
cyoctpatom OCT-2 ab6o OAT-1 uu TpancmopTepiB PEPT1/2, He inribye TpaHCIOPT, OroCcepeIKOBaHUMA
OAT3 abo p-rnikonpoTeinoM. CUTArinTUH c1abKo BIJIMBA€E Ha IJ1a3MOBY KOHIIEHTpAllil0 UTOKCHHY,
TOMY, MOXKJIMBO, € CJIabKUM iHTi6iTOPOM p-TJIIKOIIPOTEIHY.

Memaopmin. HupkoBuii KiipeHC MeTQopMiHy cTaHOBUTH > 400 MJI/XB; 1ie O3HAYaE, IO JIiKapChKUU
3acib BUBOIUTHCS LINAXOM KIy004KOBOI (inmbTpalii Ta KaHasnblleBoi cexpetil. [Ticg mepopanbHOTO



IPUHOMY IIepiof HaliBBUBENEHHS CTaHOBUTH OIM3BKO 6,5 roguHu. [1pu mopyueHH] QyHKII HIPOK
HUPKOBUY KJTipEHC 3HUXKYETHCSA NIPOIOPLIVHO A0 KIIipeHCy KpeaTUuHIHYy, BHACIILOK YOro nepion
HaIliBBUBEEeHHS 30ibIIyETHCS, 1110 IPU3BOOUTE [0 MiABUINEHHS PiBHSA MeT(OPMIHY Yy M1a3Mi KpOBi.

dapmakoKiHemuka 8 0OKpeMux 2pyn nayieHmias.
ITauienmu 3 uykposum diabemom II muny.

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

MemdopwmiH. [Tpu 36epexkeHil GyHKIII HUPOK (papMaKOKiHETUYHI TapaMeTpH IiC/isi OMHOPa30BOTo i
TIOBTOPHOT'O IIPHUIOMiB MeT(HOPMiHY Y XBOPUX Ha IyKpoBu# miabet II Tumy Ta 3M0poBUX JOOPOBOJIBIIIB
OOHAKOBI, KyMyJIsllii JTiKapcbKoro 3acoby Ipu 3aCTOCYBaHHI B TepaleBTUYHUX 03aX He BinOyBa€EThCS.

ITauieHmu i3 nopyweHHAM PYHKUil HUPOK.

Cumaeainmut. Y nami€HTiB i3 moMipHOI0 HUPKOBOIO HegocTaTHICTIO (IHK® = 30 mo < 45 mn/xB)
Bi3Havanu 30inbmenHs m1a3mMoBoi AUC cuTtarminTuHy Tpubiau3Ho Y 2 pa3H, a B MAl€HTIB 3 TIKKOI0
(ITK® < 30 my/xB) 11 TEPMiHAIBHOIO CTafli€l0 (Ha reMofiiaisi) HUPKOBOI HEMOCTATHOCTi 3HAYEeHHS
AUC 3pocrano y 4 pa3u. CUTariinTiuH gyxe MOMipHO BUBOAUTLCS IIiJ Yac reMofiani3y (3a ceaHc
remMofiani3y TpUBaicTiO 3 - 4 TONUHY, SKUY NIOYWHAJIX Yepe3 4 TOOUHU IiCIA 3aCTOCYBaHHS
JiKapchbKOro 3aco0y, 3 opraHiaMy BuBoguiaocs npubnu3Ho 13,5 % NpUUHSATOI [O3U CUTATIIITUHY).

MemeopmiH. Y nanieHTiB 31 3HUKEHOI0 (QYHKIIIEI0 HUPOK IIePiof [171a3MOBOT0 HalliBBUBEIEHH
JIiIKapChKOT0 3ac00y MOAOBXKYETHCS, @ HUPKOBUY KIIIPEHC 3HUKYEThCS (IuB. «[IpoTUIOKa3aHHI»,
«OCc06IUBOCTi 3aCTOCYBAHHS»).

ITauienmu 3 nopyweHHAM QYHKUiII neyviHKU.

CumaeninmuH. [TamieHTaM i3 Me4YiHKOBOIO HEJOCTATHICTIO JIETKOTO Ta IIOMIPHOTO CTyIeHd (< 9 3a
mkano0 Yaitnma - I1'10) KOpPeKIlis 03K CUTATMNTHHY He OoTPiOHa. HeMae KITiHIYHUX JaHUX IIPO
3aCTOCYBaHHS CUTATTINITHHY MallieHTaM 3 TSIXKKOIO IIeYiHKOBOI HemocTaTHiCTIO (Oinbie 9 GariB 3a
mkasnowo Yainaa - [1'10). OCKiIbKY CUTATIINTUH BUBOOUTHCS [TIEPEeBaKHO HUPKaMU, He OYiKY€EThCS
BIIJIUBY Ha (h)apMaKOKiHETHKY CUTATJINTUHY Y MAIli€HTIB 3 TIKKOIO ITeYiHKOBOIO HEJOCTATHICTIO.

MemaopmiH. [JocnigxKeHHs (papMaKOKiHETUYHUX ITapaMeTpPiB MeT(HOPMiHY B IAIiEHTIB 3 IEYiHKOBOIO
HEIOCTATHICTIO He TPOBOOUIIUCS.

ITayieHmu aimHvo20 8iKy. He moTpibHO KOpUryBaTu 003y JIiKapchKOTo 3ac00y 3ajIeKHO Bifl BiKy
naifieHTa. Bik He Ma€ KJIiHiYHO 3HAYyIIOro BIJIMBY Ha (hapMaKOKiHETUKY CUTATJIITUHY. Y MaI[i€HTIB
TTHBOTO BiKYy (65 - 80 pOKiB) KOHIIEHTPAIlis CUTATJINTHHY B IIa3Mi KpoBi mpubnu3Ho Ha 19 % Buila
3a el TOKa3HUK y OibIl MOJIOOUX Malli€HTiB.

Himu.

dapmakokiHeTHKa CUTArmnTuHY (pa3oBa go3a 50 mr, 100 mr a6o 200 mr) Oya mocmimxkeHa y miTein
(Bixom Bif 10 mo 17 poKiB BKJIIOYHO) 3 LIyKPOBUM AiabeToMm 2 Tumy. YV 1iit monynsiil mokasuuku AUC
CUTATJINTUHY B IIJIa3Mi IPY 3aCTOCYBaHHI BifKOpPUToBaHOi fo3u Oyu nmpubnu3Ho Ha 18 % HuXK4YUMU
IIOPiBHSHO 3 TAKMMHU Y JOPOCIIVX MAIiEHTIB 3 I[yKPOBUM [iabeToM 2 TUIy IIPH 3acTocyBaHHI fo3u 100
Mr. [ToCnigKeHHS 3aCTOCYBaHHS CUTATJINTUHY OiTIM BikOM 10 10 poKiB He IPOBOOUIIOCS.



KiiniuHi xapaKTepHUCTHKH.
Iloka3annus.
[ng niKyBaHHS JOPOCINX NalieHTiB i3 nykpoBuM miabetom II Tumy:

fAHyMeT noKa3aHUM K JOMOBHEHHS [0 HIETH Ta PeXUMY (Pi3UUHUX HaBaHTaKeHb OJ1s
MOJIMIIeHHS KOHTPOJIIO Haf TJIiKeMi€l0 ¥ Malli€HTiB, Y IKUX HE JOCATHYTO af€KBaTHOTO KOHTPOIIIO Ha
¢dboni MoHOTEpAaIii MeTHOPMiHOM Yy MaKCUMalbHil TEPEHOCUMIHN 0031, a TAaKOXK IalliEeHTaM, SKi yxKe
OTPUMYIOTH JIiKyBaHHS KOMOiHAIIi€I0 CUTATTIINTUHY Ta MET(GOPMiHY.

AduymeT noka3aHuit y KomOiHallil 3 moxifHuMu CynbGOoHiIICeuoBUHY (KOMOiHAIS TPHOX
niKapChbKUX 3ac0o0iB) K [OTIOBHEHHS [0 HiETH Ta pexXuMy Qi3MYHUX HaBaHTAXKeHb MallieHTaM, Y SKUX
He IOCATHYTO afeKBaTHOI'0 KOHTPOJIIO Ha ¢oHi Tepalil MeTGOpMiHOM Yy MaKCUMaJIbHiU TePEeHOCUMIN
1031 Ta Cynb(pOHITICEYOBUHOIO.

AnymeT nmokasaHuy y KomGiHallil 3 aroHicTaMu PeLenTopiB, 0 aKTUBYIOTLCS IIPoJIidhepaTopaMu
nepokcrucoM (PPAR-y) (Hampukiaz Tia3omiguHOioOHOM) (KOMOiHAIis TPhOX JTiKapChKUX 3ac00iB) K
IOMIOBHEHHS [0 TIETU Ta peXuMy GisuYHUX HaBaHTaXKeHb IMallieHTaM, y IKUX He JOCATHYTO
ameKBaTHOTO KOHTPOJIIO Ha (GoHi Teparii MeTHOpMiHOM y MaKCHUMaJlbHill TIEpeHOCUMId 0031 Ta
arorictom PPAR-y.

AHyMeT TaKoXK MMOKa3aHUM NallieHTaM, gKi IPUIMaloTh iHCYIiH (KoMOiHalis TPhOX MiKApChKUX
3aco0iB), IK MOTIOBHEHHS [I0 Ai€TH Ta peXuMy (PisMYHMX HaBaHTaXKEHb [JIs IOJIMIIEeHHS KOHTPOJIIO
raikeMil y mamieHTiB, sSIKi He JOCSATIIM afleKBaTHOTO KOHTPOITIO Ha (OHi JTiKyBaHHS CTabiTbHOIO0 J03010
iHCYyniHY 1 MeTGOopMiHOM.

IIpomunoka3aHHs.

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

Bynp-sIKWii TUII TOCTPOTO MeTaboIiyHOr0 anuao3y (HampuKkiIaf TakKToauuao3, JiabeTHaHuN
KeToalluao3).

IiabeTryHa MPeKoMa.

TsizkKa HUPKOBa HepocTaTHICTh (PIIK® < 30 mn/xB (muB. po3nin «OcobIUBOCTI 3aCTOCYBaHHS»,
«HupKoBa HEJOCTATHICTE»)).

[ocTpi cTaHy, 110 MOXKYTh BIUIMBATH Ha QYHKIIII0 HUPOK: OeTigpaTalis, TSXKKi iHekil, 1ok,
BHYTPIIIHbOCYOMHHE BBEOEHHS HOMOBMiCHUX KOHTPACTHUX PEYOBUH (IKB. po3min «OcobIuBOCTI

3aCTOCYBaHHS»).

T'ocTpi abo XpoHiuHI 3aXBOPIOBAHHS, II0 MOXKYTh IPU3BOOUTH A0 TiMOKCii TKAHUH, TakKi K
ceplieBa abo lereHeBa HeIOCTATHICTh, HEIIOAABHO IlepeHeceHny iHhapKT MioKapaa, IIoK.

[NopymienHs QyHKIIl TEYiHKY.

I'ocTpa ankoronbHa iHTOKCUKALIiS, allKOTOMIi3M.



[Tepiop rogyBaHHS TPYAIIO.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

OpHovacHUM puiioM 6araTopas3oBUX A03 cuTarminTury (mo 50 Mr 2 pa3u Ha f06y) Ta MeThopMiHy
(mo 1000 Mr 2 pa3u Ha f00y) He CYIPOBOAXKYBaBCS 3HAUYIIUMHU 3MiHaMu (apMaKOKiHETUUHUX
IIOKA3HUKIB CUTArminTuHy abo MeThOpMiHy y IalieHTiB i3 ykpoBuM fiabetoMm II tumy.

dapMakoKiHEeTHYHI HOCTiIKeHHS B3a€MOi JTiKapCchKoro 3acoby AHyMeT 3 iHIMMU TiKapChKUMU
3acobaMu He IPOBOMUIIN; OOHAK TaKi AOCTiAXKeHHS Oy MpOoBedeHi OKPeMO 3 aKTUBHUMU
peYOBHHaAMU — CUTATJINTHHOM i MeT(QopMiHOM.

He PEKOMEHYVETHCA CyMiCHe 3aCTOCYBAHHAA.

AK0201b. ATIKOTOJIbHA IHTOKCHKALlIA [T0B’A3aHa 3 MiABUIIEHUM PU3UKOM PO3BUTKY JIAKTOALUI03Y,
0Cco0NIMBO y pa3i ronogyBaHHs, HEOOCTATHBOTO XapuyBaHHS ab0 NOpyIIeHHS PYHKI] NeYiHKY.

KoHTpacTHi peYOBUHH, 1110 MICTATh MOM

3acTocyBaHHA AHYMETY CIig IPUOUHUTH [0 abo Iif 4ac pafgionorivHoro JOCHiXKEeHHS i ounHaTH
IPUIOM He paHillle HiXK yepe3 48 roguH micid i€l mpoleaypy 3a YMOBH, 110 GYHKIIiI0 HUPOK
IIOBTOPHO OLIHUJIY i BU3HA/IN IPUNHATHOW (OUB. po3ainu «[IpoTunokasanug» i «OcoOnMuBOCTi
3aCTOCYBaHHS»).

Komb6inariii, 1110 BUMaraoTh 3amno0iKHIX 3aXO0[iB il YaCc 3aCTOCYBaHHS

Iesiki mikapchKi 3aco00M MOXYTh HETATUBHO BIJIMBATH Ha (YHKIIiI0 HUPOK, 10 MOXKe 30iMbIIuTH
PU3MK JIaKToanuao3y, Hanpuknag HII33, B Tomy uuchi iHribiTopu ceeKTUBHOIL IUKIIO0KCUTeHa3!
(LIOT) 11, inribitopu AII®, anTaronictu penentopiB anrioren3uny II i giypetuku, oco611BO IETIHOBI
niypetuku. Ha moyaTKy 3aCTOCyBaHHS TaKWX JTiKAapChKUX 3aco0iB y KoMmbiHarii 3 MeThopmiHOM
HeoOXiIHUi peTeNbHUN KOHTPOJIb QYHKIIii HUPOK.

OpHOYacHe 3aCTOCYBaHHS JiKapchKuX 3aco0iB, sIKi BIIMBAIOTh Ha 3arajibHi TPAHCIOPTHI CUCTEMHU
HUPKOBUX KaHAJbIIIB, 10 6epyTh y4acTh y BUBEOEHHI MeThHOpPMiHy HUpKaMu (HallpuKiaf iHriOiTopiB
OpraHiyHOro KaTiOHHOTO nepeHocHuKa-2 [OCT2]/MynbTHIIepeHOCHUKA TIperaparTiB i IepeHOCHUKa
TOKCHUHIB eKCTpy3il [MATE], Takux sIK paHOJla3uH, BaHeTaHi0, JOIyTerpasip Ta IIMMETHUONH), MOXKEe
IIPU3BECTH [0 30ibIIIEHHS CHCTEMHOTO BIITUBY MET(HOPMiHY Ta 30iIbIIUTYH PU3KK JIAKTOALHUTO3Y.
Crnip po3TNsSHYTH 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 TiKapchKi 3aC00M 3aCTOCOBYIOTh OMHOYACHO.

[ MI0KOKOPTHKOCTEPOIAX (CUCTEMHOI Ta MicIieBoi fiii), 6eTa-2 aroHicTu Ta AiypeTHUKH MalOTh BIaCHUMN
IIOTEHIlias rinepriaikeMigyHol akKTUBHOCTI. [lallieHTa HeoOXigHO MpoiHdOPMYyBaTH IIPO 1ie Ta YacTile
KOHTPOJIIOBATH PiBEHb T'MIIOKO3U B KPOBi, 0COGJIMBO Ha ITOYATKY JIiKYBaHHS TaKUMHU JTiIKapCbKUMHU
3acobamu. AKIo HeoOXimHO, CIIil KOPUTYBATH 03y AHTHUTINEPIIiKeMiYHOT0 JTIKapChKOTO 3aco0y
IIPOTSITOM OOHOYACHOTO 3aCTOCYBaHHS 3 iHIIMMU JTiKapChKUMU 3acob6aMu Ta IicIIs iX BigMiHU.

[uribitopu AII® MOXYTb 3HUKYBATH PiBHI I'TIFOKO3U B KPOBi. fAKII0 He0OXigHO, CIil KOPUTYBATH HO3Y
AHTUTINEPIIiKeMiYHOT0 JIIKapChKOT0 3aC00y IPOTATOM OOHOYACHOT'O 3aCTOCYBaHHS 3 iHIIUMU
JiKapChKUMH 3aco0aMu Ta Micis iX BimMiHH.



BrnnuB iHmKX TiKaPChKUX 3aC00iB Ha CUTATTINTUH

[laHi, BKa3aHi HMXK4e, CBiqYaTh MPO HU3bKUY PU3UK BUHUKHEHHS KITiIHIYHO 3HAUMMUX B3a€EMOMIM.

HocmimKeHHS in vitro moKasaH, 110 TOJIOBHUMU ¢epMeHTaMH, siKi 6epyTh y4acTh Y 4aCTKOBOMY
MeTabomi3mi cutarminTuny, € hepMeHTH cuctemu muroxpomy CYP3A4 3a yuactio CYP2C8. Y
NallieHTiB i3 HOpMabHOIO (QYHKII€I0 HUPOK MeTabomni3M (BKiodatourn CYP3A4) Bifmirpae nutie
HEBEJIMKY POJIb ¥ KJlipeHci cutarninTuny. MeTtabosi3M MoxKe BifirpaBaTu OibIll CYyTTEBY POJIb B
eJliMiHallil CUTArINTUHY IPYU TSIXKKiM Ta TEpMiHaJIbHINM CTafil HUPKOBOI HEIOCTAaTHOCTI. ToMy
MOXKJIUBO, 1110 NMOTYyXkHi iHri6iTopu CYP3A4 (HampuKiag KeTOKOHA30J1, iTpaKOHa30JI, PUTOHABID,
KJIQPUTPOMILIMH) MOXKYTh 3MiHIOBaTU (hapMaKOKIiHETUKY CUTATJINITUHY V TAKUX IAIi€HTiB. Briius
noTykHuX iHriditopis CYP3A4 y marii€eHTiB i3 HUPKOBOIO HEJOCTATHICTIO Mif Yac KIiHIYHUX
NOCIiIXXeHb He BUBYABCH.

HocnifKeHHS TPAHCIOPTY in Vitro moKa3ajy, 0 CUTATIINTHH € CyOCTPaToM p-TJIiKONpOTeiny i
TPaHCIIOPTEpa OpraHiyHuX aHioHiB TpeThoro tumy (OAT3). In vitro OAT3-omocepenKoBaHUA
TPAHCIIOPT CUTATJINTHHY MIPUTHIYYBaBCA IIif fi€to mpobeHennay, Xo4a pU3UK KITIHIYHO 3HAYUMUX
peaxiiiit B3aeMopii BBaKaeTbCs HU3bKUM. OHOYaCHe 3acToCyBaHHS iHribiTopiB OAT3 i cuTarminTuny
in vivo He BABYaJIOCE.

IukaocnopuH. Y xoxi HOCHigXKeHHS 0OQHOYACHOTO IIPUIOMY pa30oBol fo3u cutarmintuay 100 mr i
Pa30Boi epopanbHoi fo3u 1nuKnocnopury 600 Mr cnoctepiranocs 36inpmenns AUC Ta C,,,,
curarminTuny npubnmusHo Ha 29 % i 68 % BignoBigHO. 3a3HaveHi 3MiHN PapMaKOKiHETUKU
CUTArJLNTHAHY He BBaXXalOTHCA KIIIHIYHO 3HAYMMUMU. KJTIipeHC CUTATJIINTUHY CYTTEBO HE 3MiHIOBABCH.
Takox Npu 3aCTOCYBaHHi iHIIKX iHTiIOITOPIB P-TIiKOMPOTEIHY 3HAYMMi peakliii B3aeMoii He
OYIKYIOTHCH.

BrnnuB cuTarninTUHY Ha iHII TiKapchKi 3acobu

[laHi in vitro MoOKa3yl0Th, 110 CUTATINTHAH He NIPUTHIYYe i He iHOyKye i3odhepmenTu CYP450. Y xoni
K/TIHIYHUX [OCTIIXXEeHb CUTATJIITUH He BUSBUB CYyTTEBOI0 BIIJIUBY Ha (hapMaKOKiHETUKY MeT(OpPMIiHY,
rnibypuny, cCuMBacTaTAHY, PO3UTIiTa30HY, BappaprHy, a TaK0XK IepopaabHUX KOHTPAIETITUBIB;
CUTATJIITUH Ma€ HU3bKY CXUIBHICTE 10 B3aeMogili i3 cyoctpatamu CYP3A4, CYP2C8 a6o CYP2C9 i
TPAHCIOPTEPiB OpraHiyHUX KaTioHiB. CUTArIINTUH c/1abKO BIJIMBAE Ha IJIa3MOBY KOHIIEHTPAIIiI0
OUTOKCUHY i, MOXKJIUBO, € ClTaOKUM iHTiOiTOpOM P-TIIiKOIPOTEIHy B yMOBax in vivo.

[ueokcuH. CutarninTuH cnabko BIJIUBAE Ha KOHIIEHTPAlll JUTOKCUHY Y Iia3Mi Kposi. [Ticns
npuroMy 0,25 Mr gUurokcuHy ogHodacHo 3i 100 mMr cutarninTvsy wopHsd npotaroMm 10 aHiB moKa3HUK
AUC purokcuny 36inbliryBaBcs B cepenHboMy Ha 11 %, a C,,,, B cepenHboMy Ha 18 %. Kopurysatu
[03y OUTOKCUHY He PeKOMeHayeThCsa. OQHaK CIIif CIoCTepiraTé 3a CTAHOM ITalli€HTIB i3 PU3UKOM
TOKCHYHUX IIPOSBiB AUTOKCHHY, SIKILO AUTOKCHH IIPU3HAYa€EThCA OOHOYACHO 13 CUTATIIITUHOM.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Jlikapcekui 3aci0 SHyMeT He 3aCTOCOBYIOTE AJIS JIIKYBaHHS LyKPOBOTO miabety 1 Tumy abo
niabeTHYHOTO KETOaIlHu03y.

l'ocTpuii MaHKpPeaTUT

[Tpuiiom inri6iTopis [OI1I1-4 acouitoeThCst 3 PU3UKOM PO3BUTKY I'OCTPOTO MaHKpeaTuTy. [lamieHTiB
cyip mpoiHgopMyBaTH PO XapaKTEPHUM CUMIITOM T'OCTPOTO IMaHKPEATUTY - IOCTIHHUYN CUITbHUN OiNb



y XKUBOTi. KyIipyBaHHS CUMIITOMIB TaHKPEATUTY CIIOCTEPIrasocs Mic/isa BiIMiHM CUTATJINTUHY (3
IiATPpUMYI04010 Teparieio abo 6e3 Heil), ajie MOBiIOMIISITIOCS TPO AyXkKe PifKi BUMagKX HEKPOTUYHOTO
abo remMopariyHoro maHKpeaTtuTy Ta/abo cMepTi. Y pasi migo3pu Ha mMaHKPeaTUT CIIifl MIPUIUHUTH
3aCTOCYBaHHS JIiIKapChKOT0 3aco0y AAHyMeT Ta iHIIuX JIiKapChbKuX 3aco0iB, 1110 MOXKYThb CIIPOBOKYBATH
TOCTPUM AaHKPeaTuT. fAKINo roCTpUl NaHKpPeaTUT NifATBEPAKEHNH, He CIIif TOYWHATH 3aCTOCYBaHHSA
JikapcbKoro 3acoby Anymer. IlalieHTaM 3 icTOpi€o MaHKPEATUTY CJIif MPOSBIATA 00€PEKHICTE.

Jlakmoau,u0os.

JlakToaIumos, pifKicHe, ane cepiio3He MeTaboniuHe yCKTafiHEHHS, HalyacTillle BUHUKAE IIifl Yac
TOCTPOro TOTipiIeHHsT PyHKIII HUPOK a00 KapAiopecmipaTOpHOT0 3aXBOPIOBaHHS, ab0 CEeICHucy.
HaxonuyeHHS MeTHOPMiHY BifOyBa€ThCS IIPU FOCTPOMY MOTipIIeHH] QYHKIIi HUPOK i 30ibIye pu3UK
naKToauuao3y. Y pasi 3HeBooHEHHS (TsAXkKKa fiapest abo OoBaHHS, TMXOMaHKa abo 3MeHIIEeHHS
BXXUBAHHS PiAVHY) NIPUKOM MeTHOPMIHY CIIil TUMYaCOBO IPUNWHUTY i 3B€PHYTUCS [0 JiKaps.

3acTocyBaHHS JIiKapChKUX 3aCc00iB, Ki MOXKYTh Pi3K0 MOTIipIIKATH QYHKIII0 HUPOK (HaIpPUKJIIam
rimoTeH3uBHMX, ceuyoriHHux Ta HII33), ciig mounHaT 3 00€PeKHICTIO MalliEHTaM, 10 IPHUMAalOTh
MeThopMiH. [HII ¢pakTOpU PU3NKY PO3BUTKY JAKTOAIMA03Y BKIOYAIOTh 3JT0BXKUBAHHS aJIKOTOJIEM,
IIe4iHKOBY HEIOCTaTHICTh, HeafleKBaTHO KOHTPOJIbOBAHUM ITyKPOBHUii fiabeT, KeTo3, TpuBase
roJIONyBaHHS i OyOb-sIKi CTaHU, IIOB’s13aHi 3 TIMOKCi€I0, @ TAaKOXK CYIYTHE 3aCTOCYBaHHS JTIKapChKUX
3aco0iB, sIKi MOXKYTb BUKJIMKATH JTaKTOAIIMO03 (OUB. po3minu «IIpoTunoka3aHHs», «B3aeMopmis 3
iHIMMY TiKapchKUMU 3aco0aMu Ta iHIIi BUOM B3a€MOiii»). [TamieHTu Ta/ab0 MiKITyBaTbHUKY TOBUHHI
OyTu npoinopMOBaHi PO PU3MK JTAKTOANUA03Y. JIaKTOAIMI03 XapaKTePU3y€EThCs alluIOTHYHOIO
3aUIIKO0I0, 60IeM y XKUBOTi, M’'SI30BUMHU Cy[IOMaMH, aCTEHI€I0 Ta TinoTepMi€io 3 I0abIlIon KOMOIO.
Y pasi BUHUKHEHHS TaKUX CUMIITOMIB MallieHT TOBUHEH NPUIIMHUTY IIPUIUOM MeT(QOpPMiHY i HEeraitHo
3BepHYyTHUCA [0 nikaps. [liarHocTuyHi 1abopaTopHi AaHi BKI04YalTh 3HWXKeHHS pH KpoBi (< 7,35),
TiABUINEHHS PiBHS JTAKTATY B I1a3Mi (> 5 MMoJIb/1) i 36ibIIeHHST aHIOHHOTO iHTEpBay Ta
CIIiBBIIHOILIEHHS JTaKTaT/IipyBart.

TI'inoenikemisA.

[Tpu npuiiomi nikapchkoro 3acoby AHymeT B KoMOiHallil 3 iHCYIiHOM Ta Cyb()OHIICEYOBUHOIO iCHYE
PU3UK BUHUKHEHHS TinmormikeMil. [l 3HUKEHHST PU3UKY TillOTJIiKeMil CIlifi 3aCTOCOBYBaTH OibII
HU3BKY 703y CYyIb(OoHiICe40BUHU ab0 iHCYIIiHY.

QYHKUIA HUPOK.

[IK® crip o1iHIOBaTH [0 MOYATKY JiKyBaHHS i PETYISPHO IPOTATOM Tepail TikapchbKuM 3aco6oM
Adnymet (ouB. po3min «Crocib 3aCTOCYBaHHS Ta [IO3U»).

AuyMeT NPOTUNIOKA3aHUM IPU TAXKKIN HUPKOBIM HEJoCTATHOCTI, nanienTam 3 HIK® < 30 mii/xs.
3acTocyBaHHS JIiIKapChKOTO 3aC00Y CJIil TUMYACOBO MIPUIIMHUTH, SIKINO € BipOTigHICTh 3MiH QYHKIIiI
HUPOK (OuB. po3min «IIpoTUIIOKa3aHHSS»).

Peaxkuii e2inepuymausocmi. IlocTMapKeTUHT0BI IOBITOMJIEHHS IIPO CEPHO3HI peakKllil rinep4yTIuBOCTI
y TaIiEHTIB, SKi 3aCTOCOBYBAJIA CUTATJIITHH, BK/II0OUAIOTh: aHa(iakCcio, aHTi0HEBPOTUYHUM HAOPSIK,
ekchomiaTHBHI CTaHH IKipH, y T.4. cuHapoM CTiBeHca - [I;KoHCoHa. Taki peakilil BUHMKaIN
IIPOTATOM IIEPIIKNX TPHOX MICAIB 3aCTOCYBaHHS CUTATJIINTHUHY U iHOZI - IiC/IsA 3aCTOCYBaHHS IIEPIIOl
no3u. fKIIo € Mimo3pH 100 PO3BUTKY Peakliiil TimepyyTIuBOCTi, CIIifl BiTMiHUTH JTiKapChKUM 3acio
AuyMeT, OLIHUTH iHIII NOTEHUIVH]I IPUYMHY Peakliil Ta IPU3HAYUTU ajlbTePHATUBHE JIIKYBaHHSA
IIyKpoBoro miabety (ouB. po3min «[To6iuHi peakii»).

Byavo3Hul nem@izoio.



[Tig yac micnapeecTpaliiftHOr0 3aCTOCYBaHHS Oy/iM OTPUMaHi MOBifoOMJIeHHS IPO OyIbO3HUM
neMdiroin y marieHTis, 1o npuiimMaioTs iHribitopu [I1I1-4, BKI0Ya0uy CUTATTINTHH. K0 € mifgo3pa
Ha Oynbp03HUM TeMbirois, 3acTocyBaHHs AHYMETY CJIifl IPUIUHUTH.

XipypeiuHi empyyaHHs. [Ipuitom nikapchkoro 3acoby AHyMeT NOTpiOHO MPUNMHUTH [0 OTepaltii mig
3arasibHOIO, CITIiHAIbHOIO a00 eImimypanbHO0 aHecTe3ieln. Tepariio MoXKHa BiTHOBUTH He paHillle Hixk
yepes 48 roguH micins onepatlii abo BiTHOBIEHHS ITepPOPaJbHOTO XapuyBaHHS i 3a YMOBH, 1110 GYHKIIiI0
HUPOK ITOBTOPHO OLIHUIIK i BU3HaIU cTabinbHOW0 (OUB. po3min «Crocib 3acTOCyBaHHS Ta O3U»).

3acmocysaHHA 10008MICHUX KOHMPACMHUX Npenapamis. BHYTPIITHEOCYAUHHE BBEOEHHSI
KOHTPACTHOI pe4OBUHH, 1[0 MiCTUTh MOfl, MOXKe CIIPUYMHUTH KOHTPACTiHAYKOBaHy He(dpomariio, I10
IPU3BONUTH N0 HAKOMMYEHHS MEeT(POPMiHy Ta MiABUIIEHOTO PU3UKY PO3BUTKY JIaKTOAIUI03Y.
[TpuiioM NMiKapchKOro 3aco0y AHyMeT Cilifg IPUIUHUTH J0 ab0 IIif Yac pagioslorivHOro JOCTimKeHHs i
BiZHOBUTHU He paHille HixX yepe3 48 roguH micys Ii€l MpoIeaypH i TiIbKY 3a YMOBH, 110 (QYHKIIiIO
HUPOK ITOBTOPHO OITIHUIY i BU3HAIK MPUUHATHO (IuB. po3ginu «[IpoTunoka3anHsg», «B3aeMomisa 3
iHITMMYM JTiKapChbKUMM 3aco0aMu Ta iHIIN BUOY B3aEMOIii»).

3miHa KaiHIYHO20 cmamycy nayieHma 3 paHiwe KOoHMpo/1b08aHUM uykposum diabemom II muny.

AKIo y marfieHTa 3 KOHTPOJIbOBAHUM LyKPOBUM miaGeTom II Tumy mpu mpuiioMi JTikapCcbKoro 3acoby
AHyMeT 3’SIBISIOTHCS ATONOTIYHi BigxuneHHs 1ab0opaTOPHUX MOKAa3HUKIB ab0 KITiHiuHi
3axXBOPIOBaHHS (0COOIMBO HEBCTAHOBIIEHI Ta Ti, 1[0 HE MigOaI0ThCS YiTKiM imeHTUiKaIril), HeoOximHO
HeralHO BUKJIIOYXTH KeToaluao3 ado JakToalluao3 3a pe3yIbTaTaMy aHasli3y CUPOBaTKU KPOBi Ha
eJIeKTPOJIiTH Ta KEeTOHH, 3a PiBHEM TJIIOKO3HU, @ TAaKOXK 3a IIOKa3HMKOM pH KpoBi Ta KOHIIEHTpALli€l0
JIAKTaTy, mipyBaTy Ta MeTdopMiny. [Ipu po3BUTKY auumo3y Oymb-sKOi eTiosorii momanbInii mpuitoM
JiKapChKOTro 3aco0y AHyMeT BigMiHSAIOThH Ta BXKMBAIOTh 3aXO0/IiB IIION0 KOPEKIIii aluo3y.

[H111i 3acTEepeXeHHs

MeTdopMiH MOXKe 3HUKYBaTH piBeHb BiTaminy B12 y cupoBaTiii KpoBi. Pu3uK 3HUKEHHS PiBHSA
BiTaminy B12 3pocrae 3i 36inbineHHsAM 003U MeTHOPMiHYy, TPUBAJIOCTI JIiKyBaHHS Ta/abo y MmallieHTiB
i3 (hakTOpaMu pPU3UKY, SKi, K BiIOMO, CIIPUYUHSAIOTE AediuuT BiTaminy B12. YV pasi migo3pu Ha
nedinut BiTaminy B12 (manmpukiap, aHeMis abo HelpoImaTis) CJlif KOHTPOJIIOBAaTH PiBEHb BiTaMiHy
B12 y cupoBatii Kpogi. Ilarientam i3 pakTopamu pu3uky aedinuty Bitaminy B12 Moxke 3HagoOuTHCS
nepiofUYHNIN MOHITOPUHT piBHA BiTaMminy B12. Tepamnito MeT(opMiHOM CIifl TPOIOBKYBATH [0 TUX
mip, IIOKY BiH IEPEHOCUTHCS MAllleHTOM Ta He IPOTUIIOKA3aHUl, Ta IPOBOAUTHCS BiNNOBiIHE
KOpeKIIiliHe TiKyBaHHS AedinuTy BiTaminy B12, BigmoBigHO [0 Aif0YuX KITiHIYHNX peKOMeHOallin.

BMicT HaTpim.

Koxmua Tabnetka 50/500 Mr MicTUTh MeHIe 1 MMOJb HATPio0 (23 Mr), TOOTO MPAKTUYHO BiJIbHA Bif
HaTpilo.

KoxHna TabneTtka 50/850 Mr mMicTuTh MeHue 1 MMonb HaTpito (23 Mr), TOOTO MPaKTUYHO BilbHA Bif
HaTpilo.

Kox#na Tabnetka 50/1000 mMr MicTuTh MeHIIe 1 MMOb HaTpito (23 Mr), TOOTO TPAaKTUYHO BiJlbHA Bif
HaTpik.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.



BazimHicmb. HaneXHUX JaHUX IIO0 3aCTOCYBaHHS CUTArMTINTUHY BariTHUM XKiHKaM HEMae.
IlocnigKeHHS Ha TBapHHAX IPOAEMOHCTPYBaJIU PEMPOAYKTUBHY TOKCUYHICTh BUCOKUX 103
CUTArJINTHHY.

HasBHi o6MexeHi naHi, SIKi BKa3yl0Th Ha Te, 1[0 3aCTOCYBaHHS MeT(QOPMiHY BariTHUM XKiHKaM He
aCOLIETHCA i3 MiABUILIEHUM PU3UKOM BPOIXKEHUX aHOMaJIili PO3BUTKY MJI0[a/OUTUHHU. [OCTiIKEHHS
MeT(OpMiHy Ha TBapuHax He IeMOHCTPYIOTh IIKiIIMBOTO BIIMBY JIiKapChKOTO 3acoby Ha mepebir
BariTHOCTI, PO3BUTOK eMOpioHa Ta IJIOfa, IMOJIOTH YU ITOCTHATAIbHUM PO3BUTOK.

fAHyMeT He CIIi[l 3aCTOCOBYBATH IIiJ Yac BariTHOCTI. AKIIo0 maiieHTKa 6axkae 3aBariTHiTA abo BxXKe
3aBariTHina, NiKyBaHHS NpernapaToM AHyMeT He0OXigHO SIKOMOTa CKOpillle MIPUMUHUTY i IepelTH Ha
IHCyJIIHOTepaIlio.

I'odysaHHs 2pydoro. ZKogHUX mocTiaKeHb KoMOiHaIlil [il0YMX pedOBUH JIiKapChKOTO 3aco0y Ha
TOQyI0UMX TBAPKXHAX He MIPOBOAUIIOCE. Y OOCIiOKEeHHAX, TPOBeleHnX 3 000Ma Aif0UNMU PeYOBUHAMU
OKpeMo, i CUTarminTyH, i MeThOPMiH BUOIAINCEH Y MOJIOKO FOAyI0YNX MypiB. MeTdopMiH y
HeBeJIUKUX KIJIbKOCTAX BUAUISETLCS Y TPYAHE MOJIOKO JIIOOUHU. HeBimoMo, 4yu IpOHUKAE CUTATTIIITUH
y TPyAHe MOJIOKO. ToMy JHyMeT He MOXKHa 3aCTOCOBYBAaTH XKiHKaM y Iepiof TOAyBaHHS IPYAIIO (
ouB. po3min «I[IpoTuoKa3aHHsI»).

@®epmusabHicmb. [1aHi, OTpUMaHi 3 AOCIIAKEHb Ha TBapHUHAX, He BKa3yl0Th Ha BIIJIUB JIIKyBaHHS
CUTATJINTUHOM Ha YOJIOBiYYy Ta XKiHOYY PepTUunbHicTh. [laHi JOCTiAXKEHD 3a y4acTIo JIIofel BigCyTHi.

30amuicmb eniueamu Ha weudKicmb peakuyii npu kepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

AdnymeT He BInuBa€e a00 BIIMBA€E BKpak ci1abKo Ha 3MaTHICTh KepyBaTu aBToM00OineM abo mpaifoBaTu
3 MexaHiyHuMU 3acobamu. OgHAK CJIifl BpaXOBYBATH, III0 IIPH 3aCTOCYBaHHI CUTATTNIITHHY
BigMigasucs 3aaMOPOYEHHST Ta COHJIUBICTh, TOMY CITifl OyTH 00epeXHUM IIPU KepyBaHHI
aBTOTPaAHCIOPTOM a00 poOOTi 3 IHIMME MeXaHi3MaMHu.

KpiMm Toro, mauieHTiB CIif MomepeguTy PO PU3UK TiMOrjliKeMil IPK 3aCTOCYyBaHHI TiKapChKOT0
3aco0y AHymet B KoMOiHallil 3 moxigHUM Cynb(oHiceuoBrHM ab0 3 iHCYITiHOM.

Cnoci6 3acmocyeaHHss ma do3u.

Cnocib 3acmocysaHHsA. HYMET CJ1if 3aCTOCOBYBaTH 2 pa3y Ha K00y OOHOYACHO 3 1XKelo 11
3MeHIIeHHs Mo6iYHuX peakiliit 3 60Ky MITyHKOBO-KUIIKOBOTO TpakTy (IIKT), moB's3aHux 3
MeT(OopMiHOM.

PexuM mo3yBaHHS JIiKapChbKOT0 3aco0y AHyMeT cim migOupaTy iHOUBiAyanbHO, 3 YpaxyBaHHSIM
IIOTOYHOI Teparil, epeKTUBHOCTI Ta IIEPEHOCUMOCTI, ajie He IIePeBUIIYI0YN MaKCUMaJIbHO1
peKoMeH0BaHOI 1060801 703U cuTarminTuHy - 100 mr.

Llopocai 3 HopmaavbHOW yHKUiE HUPOK (LLIK® > 90 ma/xe)
HaseHi 003y8aHHA nikapcvbko20 3acoby:

50 mr cutarnintury/500 Mr MeThOpPMiHY TiIPOXIOPUAY;



50 mMr curtarnintTury/850 Mr MeThOPMIHY TiTpOXIOPUNY;
50 mr curtarnintury/1000 Mr MmeThOpPMiHY TiIPOXTIOPUAY.

[ns nauienmis, Aki He docAe2au adekeamHo20 KOHMPO/110 Npu MOHOMepanii Mmem@opmiHom y
MAKCUMAanvHit nepeHocumit 003i.

[TouaTKOBa peKOMeHOBaHa 403a JIiKapchKOro 3aco0y AHyMeT [Jid MallieHTiB, sSKi He OOCATIN
ageKBaTHOTO KOHTPOJIIO TP MOHOTepaIii MeThopMiHOM, TOBHHHA 3abe3nednTi [060BY
pekomMeHOoBaHy f03y cutarmintury 100 mr (To6To mo 50 Mr 2 pasu Ha F00y) III0C IOTOYHY AO3Y
MeT(QOopMiHy.

[na nauienmis, Aki nepexo0smb 3 00HOUACHO20 NPUUOMY CUMAAINMUHY Mad Mem@OpPMIiHY.

[Tpu nepexoni 3 MiKyBaHHS CATATIINITUHOM i MeT(HOPMiIHOM SK MOHOIIpellapaTaMy II04aTKOBa 03a
niKapchKoro 3aco0y AHyMeT moBuHHA OyTH eKBiBaleHTHOO [03i, V SKill 3aCTOCOBYBaIX OKPEMO
CUTArJINTUH Ta MeTHOPMIiH.

IIns nauieHmis, y AKux He 0Csi2HYymMo a0ekeamHo20 KOHMpO110 Npu AiKY8AHHI MAKCUMA/bHOW
nepeHocumo 003010 MempopMiHy i NOXIOHUM CY/1b(OHIACEYOBUHU.

Io3a nikapcekoro 3acoby fiHyMeT moBuHHa 3a0e3neyuTy fo60BY PEKOMEH0BaHY N03Y CUTATTIITHHY
100 mr (To6To mo 50 Mr 2 pa3u Ha go0y) mIoc 6JIM3bKY 00 MOTOYHOI Ho3y MeTdhopMminy. [TamieHTam,
SIKi 3aCTOCOBYIOTH AAHYyMeT y KoMOiHallil i3 cynbGhoHiIce40BUHO00, MOXKe OyTH HEOOXiqHOI0 HUXKYa
no3a cynbGhOHIICeYOBUHY MAJIS 3HMKEHHS PU3UKY PO3BUTKY TimoriikeMil (quB. po3min «OcobauBoCTi
3aCTOCYBAHHS»).

Ilns nauieHmis, y siKux He 00Cs2HYMO A0eKB8AMHO20 KOHMPO110 NPU AiKYB8AHHI KOMOiIHAU i€
Mem@OpMIiHY Y MAKCUMAAbHIU nepeHocuMmil 003i ma azoHicmom PPAR-y.

Io3a mikapcbKoro 3acoby AHyMeT moBuHHA 3abe3neunTu [060By 703y cutariminTuay 100 Mr (To6To
o 50 Mr 2 pa3u Ha go0y) Mmmoc 6JIM3bKY OO0 MMOTOYHOI 03y MeThHOPMIHY.

Il nauieHmis, y siKux He 00CsA2HYMO A0eKB8AMHO20 KOHMPO110 NPU AiKYBAHHI KOMOIHAU i€
iHCy/niHYy ma Mem@OpPMIHY Yy MAKCUMAAbHIU nepeHocumil 003i.

Io3a mikapcbKoro 3acoby AHyMeT moBuHHa 3abe3neunTu f060By go3y cutarmintuHy 100 Mr (To6To
o 50 Mr 2 pa3u Ha fo0y) mmoc 6/IM3bKY [0 OTOYHOI 703y MeTdopMiny. [Ipu 3acTocyBaHHI
niKapchKoro 3acofy AxyMeT 3 iHCynmiHOM MOXe Oyne JOUiTbHUM 3HU3UTU MTOTOYHY NO3Y iHCYIiHY st
3HUKEHHS PU3UKY PO3BUTKY rinornikemii (IuB. po3pin «Oco6MMBOCTI 3aCTOCYBaHHT»).

[TarienTy MOBUHHI MPOAOBKYBAaTH AOTPUMYBATUCS CIIeIliaJIbHOI OIETHU 3 afeKBAaTHUM PO3MOIiIOM
CIIOKVBAHHS BYTJIEBOAIB POTATOM AH. [IallieHTH 3 HaAMIpHOI Macol0 Tijla IOBUHHI IIPOAOBXKYBaTU
NOTPUMYBATUCS HU3bKOKATIOPINHOI i€TH.

OxpeMi rpyny naieHTiB

Hupkosa HedocmamHicmb.

[MarieHTy 3 MOMipHUM MOPYIIEHHSIM GYHKINI HUPOK (IIBUAKICTL KITy604uKOBOI (imbTpartii

[IK®] = 60 mn/xB) He moTpeOyI0Th Kopekiii mo3u. [IIK® cif omiHoBaTH 10 IOYATKY JIiKyBaHHS
JiKapChbKUMU 3aco0aMu, 110 MiCTSITh MeTGOPMiH, Ta ¥ ITOfaIbIIoOMy IIfoHaliMeHIe 1 pa3 Ha pik. ¥
TIAIiEHTIB 3 MiIBUIIEHUM PU3UKOM II0[Ia/IbIIOTO IIPOTPECYBaHHS HUPKOBOI HEOCTATHOCTI i y JiTHIX



Jofel MopyIIeHHsT PYHKIII HUPOK CITiT OIiHIOBATH YacTillle, HalTPUKJIad KOXKHi 3 — 6 MicsIriB.

MaxkcumanbsHy f1060BY 003y MeTopMiHy Kpallle pOo3[inuTy Ha 2 — 3 npuiioMmu. PakTopH, SKi MOKYTh
30iMBIIUTY PU3UK PO3BUTKY JNAKTOAIUAO3Y (AUB. po3min «OCco0MMBOCTI 3aCTOCYBaHHS»), CIIif
PO3TIIIHYTH OO0 IpU3HaueHHa MeTdopMiny nariertam 3 [IIK® < 60 mi/xs.

Axuro BigcyTHIN AHYMET 3 MIPUMHATHUM [03yBaHHSAM, CJIi] BAKOPUCTOBYBATH OKPEMi KOMIIOHEHTH
3aMicTh ¢ikcoBaHOi KOMOiHAITii.

MK®, mi/xB [MeTtdopMin [CurarninTun

60 — 89 MakcuManbHa foboBa no3a ctaHoBuTh 3000 Mmr. MakcumasbHa 1000Ba
3MEeHINeHHS 0031 MOXKe OyTH PO3TISHYTO B 3B's13KY |mo3a cranoBuTh 100 Mr.
3 IOTipIIEHHSIM NMOPYIIeHHS QPYHKIIil HUPOK.
45 — 59 MakcuManbHa 4o6oBa qo3a cTaHoBUTL 2000 Mmr. MakcuMasbHa J00OOBa
[ToyaTKoBa 0032 CTAHOBUTH He Oilbllle MOJIOBUHU  |mo3a cTaHOBUTH 100 Mmr.
MaKCHMAaJIbLHOI JO3H.
30 — 44 MaxkcuMaibHa Jo0oBa mo3a cTaHoBUThH 1000 Mmr. MakcuMasbHa To00Ba
[TouaTKoBa H03a CTAHOBUTL He Oi/lbllle IOJIOBHHU  |§03a CTAHOBUTH 50 MT.
MaKCHUMaJIbHOI TO3H.
< 30 MeTdhopMiH TPOTUIIOKA3aHUM. MaxkcumasnbHa 1060Ba
mo3a CTAHOBUTH 25 MT.

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

ITauienmu aimHb020 8iKy. OCKinbKM MeT()OPMIH Ta CUTATIIITUH BUBOASATHCS HUPKaMHU, IHYMET CIIif
3 00epexkHiCTIO MPHU3HAYATH MMAIliEHTAM JIITHROTO BiKYy. [I7151 MomepenKeHHs OB’ I3aHOT0 3
MeT(POpPMiHOM TaKTOAIMA03y HeoOXifHO KOHTPOIIOBATH (PYHKIIiI0 HUPOK, 0COONIMBO Y MAIliEHTIB
JITHBOTO BiKy (muB. po3minu «IIpoTunoka3anusa», «OcobIUBOCTI 3aCTOCYBAHHS»).

Himu.

Jlikapcbkuit 3acib AHyMeT He i 3acTocoByBaTH AiTsM BikoM Bim 10 mo 17 pokiB BK/TIOUHO Yepe3
HeJocTaTHIO eheKTHBHICTh. Hapasi HasiBHI maHi omrcaHo y po3minax «I1o0iuHi peakirii»,
«®apmakomoriuni BmactuBocTi: ®apmakoauHaMika Ta ®apMakoKiHeTHKa». [IOCTimXKeHHS
3aCTOCyBaHHS JIiKapChKOTro 3aco0y AHyMeT AiTsM BikoM 0 10 pokiB He IPOBOAMIIOCS.

Ilepedo3yeanHsi.

CumaeainmuH. 30opoBi 0oOPoBOIBI pa3oBi fo3u mo 800 Mr, K MpaBuio, nepeHocunu noobpe. Ipu
3acTocyBaHHi 1o3u 800 Mr crocTepiranocs He3HauHe nomoBxKeHHs QTc, 110 He PO3TIiAanoch K
KJIiHIYHO 3HauuMe. Hemae [OCBiny 3aCTOCyBaHHS 103, 110 NepeBullyoTs 800 Mr, mif Yac KIIiHIYHUX
IOCTimXKeHb. Y X0[i HoCTigXKeHb He CIIOCTepirasock MoGiYHMUX peakllil, OB’ I3aHUX i3 103010
nikapcbKoro 3acoby, mpu 3actocyBaHHi mo 600 mMr Ha moby nmpoTtsrom 10 guiB Ta 400 Mr npoTsarom 28
IHIB.

3HayHe 1epeno3yBaHHs MeThopMiHOM (a00 CYyIyTHI pU3UKK PO3BUTKY JIAaKTOAIUI03Y) MOXKE
IIPU3BONUTHU [0 JIAKTOAIU03Y, 10 BUMara€e HeBiIKIagHOI MEeAUYHOI JOTIOMOTH i JTiKyBaHHS B
crarrioHapi. Hait0inbi eheKTUBHUM METOJIOM BUBEIEHHS JaKTaTy i METQOPMiHY € TeMopialti3.



Y xopi KJiHIYHUX OOCIiAKEeHb 3a CeaHC reMofiani3y TPUBAIICTIO 3 - 4 TOOWHY i3 OpraHizMy
BUBOOMIIOCS TPubMu3Ho 13,5 % mo3u mikapchkoro 3acoby. 3a KIiHiYHUX MOKa3aHb IIPOBOMASTh
TpuBaiuy remopiani3. HeBimoMo, 4 BUBOOUTHCS CUTATJIINITHH 3a JOIIOMOI 00 IEPUTOHEAIbHOTO
nianmisy.

Y pagzi nepeno3yBaHHs TiKapCchKUM 3ac060M fAHYyMET HeoOXiHO PO3MoYaT CTAaHJAPTHI MATPUMYIOUi
3axofu: BUOAJIEHHS 3 KUIITKOBOTO TPaKTy HeabcopOOBaHOTO TiKapchKOro 3aco0y, KIiHigYHu!
MOHITOpHUHT (BKJodaiouu EKT'), a TaKoXK IMpu3HauyeHH MiATPUMYy040i Teparii 3a HeoOXigHOCTi.

ITo6iuni peakuii.

He npoBogumucs KTiHiuHI JOCTiXKeHHS Teparlil TikapchKuM 3acoboM AHyMeT, mpoTe Oyna
IIPOJIeMOHCTPOBaHa 6i0eKBiBalIeHTHICTh AHYMETY Ta CUTArIiNTHUHY i MeThOpPMiHY, SKi 3aCTOCOBYIOTh
CIIiNIbHO (OUB. po3ain «®apMaKooriyHi BMacTUBOCTI»). [10BiMOMIANIOCS PO Cepiio3Hi mobiuHi
peaxiil, BKII04Yaluy MaHKPeaTUT Ta ajepriufi peakiil. I1oBigoMIga10Cs Ipo Tinoriikemio npu
3aCTOCYBaHHI Jlikapchkoro 3aco0y B KoMmbiHalil 3 cynbdoHincevounoo (13,8 %) Ta incyninom

(10,9 %).

CuTtarninTtu i MeTdopmin

[To6iuHi peaxiiil 3a3HaueHO 3a TepMiHosorielo MedDRA, moaHo 3a KjlacaMu CUCTEM OpraHiB Ta
abCoITI0THOIO YacToTo10. YacToTa BUHMKHEHHS BU3Ha4YeHa SIK: oyxKe yacTo (=1/10), gacTto (=1/100,
<1/10), mewacTto (>1/1000, <1/100), pigxo (>1/10000, <1/1000) Ta gy=xe pigko (<1/10000), wacTtoTa
HeBigoMa (HEMOZKJIMBO BCTAHOBUTH 32 HASIBHUMU MaHUMH).

YacToTa BUHMKHEHHS MOOIYHMX peakllii, BU3HaYeHa Ha OCHOBI pe3ysbTaTiB malebo-
KOHTPOJIbOBAaHUX KJTiIHIYHUX OOCTIAXKEHb 1 TOCTMapKETUHTOBOT'O CIIOCTEPEXKEHHS.

ITopyweHHs 3 60KY Kposi ma AimpamuuHoi cucmemu: pigKo: TPOMOOIUTOIEHIS.

ITopyweHHs 3 6OKY iMyHHOI cucmeMu: 4acTOTa HeBigoMa: peakliii rinepyyTIMBOCTi, BKITIOYAI0Un
aHa(inakTHyYHi peakii .

IopyweHHsa Memabo.1i3My: 9acTO: TiHOTIiKeMis .
ITopyweHHs 3 60KY Hep8os8oi cucmemu: He4acTO: COHTUBICTS.

ITopyweHHs 3 6OKY opaaHie OuxaHHs, 2pyOHOI Kaimku i cepe0ocmiHHA: 4acTOTa HEBimoMa:
iHTepCTHUIiaNbHe 3aXBOPIOBAHHS JIETEHiB .

ITopywenHs 3 60ky IIIKT: 4acTo: HygoTa, METeOpHU3M, OTFOBAHHS; HEYACTO: Aiapes, 3amop, 6inmb y
BepxHboMy Bigaini IIKT; yacToTa HeBigoMa: TOCTPUKA naHeraTI/IT*ﬁ, JIeTaJIbHUY 1 HeJeTalbHUR
reMoparigHuii i HeKpPOTU3YIUHKii TaHKPEeaTuT .

HopyweHHs 3 60Ky WKipu ma niQwWKipHoi KAiMKosuHu: HedacTo: cBepOixk ; yacTOTa HeBigoMa:
AHTiIOHEBPOTUYHHUI HAOPSK |, BUCKII |, KDOIMB SHKA ', IIKipHUI BACKYIT |, eKchoiaTuBHi CTaHn
IIKipH, BKIOYal04u cuHEApoM CTiBeHca - JIKOHCOHa |, Oynb03Hui meMdiroin .

ITopyweHHs 3 6OKY CkeaemHo-M’ 430801 cucmemu ma cnoay4HOi MKAHUHU: 9acTOTa HeBifoMa:
apTpanria, Mianrisa , 6imb y KiHIIBKax , 6ib y CIIKHI, apTPONATis .



ITopyweHHA 3 6OKY HUPOK Mma ceyosudisibHOi cucmemu: 4acTOTa HeBifoMa: MOTipIIeHHs QYyHKITI
HUPOK , TOCTPa HUPKOBA HEIOCTATHICTS .

Tlo6iuni peakiii 6ymu ifeHTHdIKOBaHI y XOfi IOCTMAapPKETHHTOBOTO CIOCTEPEKEeHHS.
"Mus. po3min «OCOGIMBOCTI 3aCTOCYBAHHS».

"Mus. «JlocmigxeHHs cepLeBo-cynuHHOI Oe3neku TECOS» HuXKYe.

Onuc okpeMux mo6iYHUX peakirin

Huxxue3a3HaueHi mo6iuHi peakilil yacrTiie criocTepiranucs mig yac KoMOiHOBAHOT'0 3aCTOCYBaHHS
CUTArJINTUHY Ta MeTGHOPMIiHY 3 iHIMMMH aHTUAia0e THYHNUMH JIiIKapCbKUMH 3aco0aMu, HixX IIif yac
OKpEeMOr0 3aCTOCYBaHHSI CUTArINTHHY Ta MET(QPOPMIHY:

- TinmorikeMis (gyzke 9acTo IIpX 3aCTOCYBaHHi 3 CynbGOHIIICeY0BUHO0 ab0 iHCYITiHOM);
- 3an0p (4acTo IpHU 3aCTOCyBaHHI 3 CyIb(OHITICEYOBUHOIO);

- nepudepuyHui HabpSK (YacTo MpU 3aCTOCYBaHHI 3 MiOTIiTa30HOM);

- TOJIOBHUY Oi/1b Ta CYXiCTh y POTi (HEYacTO MpH 3aCTOCYBaHHI 3 iHCYIiHOM).
CumaeainmuH

YV xomi mocmimkeHHS 3acTocyBaHHs cuTarainTuHy 100 Mr oguH pa3 Ha moOy IOPiBHSHO 3 m1ae6o
TIOBITOMJISIIIOCS IIPO T'OJIOBHUY Oinb, rimorikeMito, 3amop i 3amamopoderHs. [Ipo Taki moOiuni
peaxiiii, He3aexKHO Biff MPUYMHHO-HACTIIKOBOT'0 3B’SI3KY i3 3aCTOCYBaHHSIM JIiKapChKOTO 3aco0y,
TIOBiIOMJISINIOCH TPUHAMMHI ¥ 5 % BUMagkiB: iHGEKIIl BepXHiX JUXalbHUX IIISIXiB i Ha30(apuHTiT.
Kpim Toro, mpo ocTeoapTput i 6inb y KiHI[iBKax moBigoMisnocs HedacTo (Ha 0,5 % GinbIme y ocib, aki
MIpUMMaJIy CUTATJINTHH, TOPIBHAHO 3 KOHTPOIBHOO T'PYIIOI0).

MemdopmiH

B xopi KmiHiYHUX OOCHiIXKeHb Ta TOCTMapPKETUHTOBOI'0 BUBUEHHS Tepalril MeThopMiHOM
IIOBiIOMJISINIOCH IPO Oy2Ke YacTi BUNAAKy M00iYHUX peakiliil 3 00Ky IITyHKOBO-KHIITKOBOTO TPAKTY.
Hynora, 6mmtoBanHs, miapes, 6inb y Bigmini [IIKT Ta BTpaTa aneTUTy BUHUKAIK OyXKe 4acCTO Ha
TI0YaTKYy JIiKyBaHHS i B OilbIIOCTI BUNIAKIB 3HUKAJIM PANTOBO. TaKOXK MOBIOMIISIOCE IIPO METaJIeBUM
IIpHACMaK (4acTo); TaKToalKg03, IOPYIIEeHHS (PYHKIIIl MeYiHKY, TeNaTUT, KPOIIUB THKY, EPUTEMY,
cBepOix (myxe pimko); 3HUKEHHS piBHS/medinuT BiTaminy B12 (wacTo) (guB. po3min «Ocobausocmi
3aCmMOCYBaHHA»).

Himu

Y k7TiHIYHUX JOCTIIXKEHHSIX 3aCTOCYBAHHS JTiIKapChKOTo 3acoby Axnymert miTsaM BikoM Bim 10 mo 17
POKiB BKJTIIOYHO 3 LIyKPOBUM Hia0eToM 2 Ty Ipodink mobiuHuX peakiil 6B 3araaoM MOPiBHIHHUM 3
TaKHAM y [IOPOCTHX. Y [IiTel, 5Ki 3acTOCOBYBaau abo He 3aCTOCOBYBa/IM (POHOBUY iHCYIIiH, CUTAT TN TUH
acCoI[il0BaBCs 3 MigBUIIEHUM PU3UKOM PO3BUTKY TilOTIiKeMil.

IlocaioxceHHs cepueso-cyouHHoi 6e3neku TECOS



IocmimXeHHSs 3 OILIiIHKY CeplieBO-CyauHHOI O0e3neku cutarnintTury TECOS oxommioBano 7332
TAILi€HTH, SKi OTPUMYBaIX CUTArNTHH y 1031 100 Mr Ha geHb (a6o 50 MT Ha OeHb, SKIIO MBUIKICTh
K1Ty60uK0Boi inbTpawii (pIIIK®) 6yma = 30 i < 50 mn/x8/1,73 M°), i 7339 mamieHTiB, 9Ki 0TpUMYyBaIu
nnane6o. O6uaBa miKapchKi 3acobu OyIu momaHi 10 OCHOBHOI Teparil BifiloBiAHO 00 perioHanbHUX
CTaHMapTiB Ta 3 ypaxyBaHHAM piBHIB HbA, i pakTOpiB pM3UKY 0151 CEPIIEBO-CYAUHHOI CUCTEMH.
3arajpbHa 4aCTOTa CepPHO3HUX MOOIYHUX SBUII Y HALli€HTIB, IKi OTPUMYBAJIM CUTATTINTHH, OyIa
nomiOHa OO0 TaKol y Malli€eHTiB, SKi OTPUMYBaIH I1aiebo.

Y nonynsauii Bcix naiieHTis, 1o Oy paHI0Mi30BaHi 719 OTPUMaHHS JTiKyBaHHS, YacTOTa eMi30/iB
TSI2KKOI TiloTTiKeMii cTaHOBUTA 2,7 % y Mali€HTIB, 110 OTPUMYBAJIM CUTATINTHH, Ta 2,5 % ¥
TIAllieHTiB, SIKi OTpUMYyBaHu aledo; cepen MallieHTiB, SKi He OTPUMYBalIu iHCYIiH Ta/abo
cynbdoHiNICeUOBHMHY Ha eTalli BKIIOYEHHS, YacTOTa eIli30fliB TSXKKOI rinornikemil cranoBumna 1,0 % y
NallieHTiB, SIKi oTpuMyBanu cutariinTtul, ta 0,7 % B rpymni miarebo. YacToTa nigTBEpAKEHUX
BUMAKIB TaHKpeaTUTy cTaHOBUNA 0,3 % y Iali€HTiB, SKi OTpUMyBau cutariinTul, Ta 0,2 % B rpymi
mtane6o.

ITocmmapkemuHzosul 0oceid

[Tig yac moCTMapKETUHTOBOTO 3aCTOCYBaHHS IIpenapary AHyMeT, CUTarTinTuHy abo MeThopMiHy
Oynu BUSBIEHI HAaCcTynHi mo6GiyHi peakii: TyOynoiHTepcTULliaTbHUN HEGQPUT.

38imysaHHs npo nido3pro.aHi nobiyHi peakuii

BaxnuBo 3BiTyBaTH IO Mif03pioBaHi Mob6iuHi peakilil micis peecTpallil Tikapcekoro 3aco0y. Lle mae
3MOTY ¥ Hafasi KOHTPOJIIOBATH CIIiBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI JTIKAPCHKOTO
3aco0y. KBamidikoBaHUx NMpaliBHUKIB Y Taly3i 0XOPOHU 300POB’SI IPOCSTH MOBIIOMIISITH PO BCi
nimo3proBaHi moOiuHi peaxirii.

Tepmin npudamHocmi. 2 POKH.

He 3acTocoByBaTH micis 3aKiHYeHHS TEPMIiHY MPUOATHOCTI, 3a3HaYE€HOr0 Ha YIIaKOBIIi.

YmoBH 30epiranssi.

30epiraTtu B OpuriHaabHiY yIaKOBIi IpU TeMIepaTypi He Buille 25 °C B HEOOCTYIIHOMY OIS giTel
MicIti.

VYnaxoBka.

[To 14 Tabnetoxk y OmicTepi; mo 4 6ricTepy B KapTOHHIA KOPOOIIi.

Kareropis Bigmycky.

3a pelLemnToM.



BupoOHHK.

Mepk lapn i Joym B.B., Hinepnaupou.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MiCusi IPOBaIXKeHHs HOro Jis/IbHOCTI.

Baappepser 39, 2031 BH Xaapnewm, Higepnaupnu.



