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.

CumaeninmuH € aKTUBHUM IIpY I€POPAJIbHOMY IIPUKUOMI, IOTY2KHUM, BUCOKOCEJIEKTUBHUM
inribiTopom hepmeHnTy gunentugunnentunasu 4 (II1T1-4), mo Tpu3HavYeHUN OIS JIiKyBaHHS
ykposoro giabety II Tuny. ®apmakonoriuti epekTyu Kiacy npenapatis-inribitopis OI1I1-4
OTI0CepefKOBaHi akTUBalli€o iHKpeTHHiB. Iuribyioun [III1-4, cHTArMiNnTUH MifBUILY€E KOHIIEHTPAIIil0
[IBOX BiOMMX aKTHBHUX TOPMOHIB CiMeliCTBa iHKpPeTHHIB: TMtoKaroHonopiouoro nentuny 1 (ITIMI-1) i
TJII0K0303a/1eKHOT0 iHCyIiHoTponHOoro noninentuny (I'IT1). [HKpeTUHYN € YaCTUHOI0 BHYTPIIHBO1
dizionoriynoi cucteMu perymsuii romeocTasy riaroko3u. [Ipu HopMaabHOMY ab0 MigBUIeHOMY piBHI
riioko3u Kposi ['TITI-1 i ['IIT cupusitoTh 30inbIIeHHIO CUHTE3Y ¥ ceKpelii iHcymiHy 6eTa-KiiTHHaMu
migmTyHKoBol 3ano3u. ['TII1-1 TakoXk MpUTHiYye CEeKpeliio TTI0KaroHy anb@a-KiaiTHHaMu
IiAIITYHKOBOIL 3103, 3HUKYIOYM TaKWM YMHOM CUHTE3 TJIIOKO3U B IeUiHIi. fKIo piBeHb ITII0KO3U
KPOBi HU3bKUY, BUBIJIbHEHHS IHCYJIIHY He MiICUIIETHCS, a CEeKpeLlis III0KaroHy He MPUTHIYy€eThCS.
Bynyuu BUCOKOCENIEKTUBHUM i edekTuBHUM iHTiGiTOpoM dhepmenty HIII1-4, cuTarainTul y
TepaNeBTUYHUX KOHIIEHTPAIliIX He MPUTHIYyE aKTUBHOCTI poguHHUX ¢pepmenTiB III1-8 a6o IOITIT-9.
CHUTarminTyH BiAPi3HAETHCS 3a XiMiUHOIO CTPYKTYPOIO ¥ (hapMaKoIoTiuHO Aieto Bif aHanoris I'TII-1,
iHCymiHy, TOXigHUX CyNb(OHiICeuoBUHMU ab0 MEeTTIiTHHIAIB, 6iryaHifiB, aroHiCTiB raMMa-pelenTopis,
SIKi aKTUBYIOThCS TIpotipepaTopamu nepokcrcoM (PPAR-), inribiTopis anbda-Tniko3uga3u i aHalIoriB
amininy.

Y xoqi ABOOEHHOTO OOCIIAXKEeHHS 3a Y4acTIO 3T0POBUX NOOPOBOJIBLIIB CUTATINTHH ¥ MOHOPEXKUMI
TifBUIIyBaB KOHILIeHTpalito aktuBHoro I'TITI-1, Toxi sk MeTdhopMiH y MOHOpexkuMi Ha nomi6HOMY piBHi
MigBUIYBaB KOHILIEHTpAallil aKkTUBHOTO i 3aranpHoro I'TIT-1.

OpgHOYacHe BBeEHHS CUTATIINTUHY i MeT(hOPMiHY Majio JOOATKOBUM HiACUIIOYNHN e()eKT Ha
KOHIIeHTpalito akTuBHOrO I'TI1-1. CuTarminTul, Ha BigMiHY Bif MeTQOpMiHy, MifBUIIYyBaB
KOHIIEHTpaIiio akTuBHOTO I'IIT.

KniniuHa ebeKTHBHICTh Ta Oe3meka

3arajioM CHTATJIITHH IOJIMNIIyBaB KOHTPOJIb TJIiKeMii, KOJI 3aCTOCOBYBABCS SIK MOHOTeparis abo y
CKami KoMOiHOBAHOTO JIiIKYBaHHS, ¥ HOPOC/IMX MAIli€HTiB 3 IyKPOBUM Hia0eToM 2 THUILY.

MemeopwmiH. Lle nikapcekuii 3aci6 rpynu OiryaHifis, 110 YMHUTH TIiMOTIIIKEMIUHY [1il0, 3HUXKYIOYU
0a3anbpHUI i TOCTIIPaHiaIbHUY II7Ia3MOBUI PiBEHD ITIOKO3U, HE CTUMYIIIOE CEKPELilo iHCYMiHy i ToMy
He IIPU3BOOUTH [0 TillOTIIiKEeMil.

MeT(dopMiH 3HUKYE CHHTE3 TIIOKO3U B IEYiHI[ IIITXOM IPUTHIYeHHS TIIOKOHEOTeHe3y i
TJIIKOTEeHOJTi3y, 3HUKYE BCMOKTYBaHHS I'JIIOKO3U B KMIIEYHUKY U TIOMIPHO MiJBUILY€E YyTIUBICTH [0
iHCyTiHY ¥y M’g3aX IUISIXOM IIOCUJIEHHS Nepu(epryHOro 3aX0oIieHHs ¥ yTUIi3allii III0K03H.

MeTdopMiH CTUMYII0E BHYTPIMIHbOKIITUHHUIN CUHTE3 TJIIKOTEHY IIJITXOM BIUIMBY Ha
rIiKoreHCUHTa3y. MeTdopMiH IifCUII0E TPAHCIIOPTHY 3TAaTHICTh IIEBHUX TUIIIB MeMOpaHHUX
TpaHcnopTepis riaoko3u (GLUT-1 i1 GLUT-4).

Y panpomizoBanomMy gocnipxkenHi TECOS, npoBefeHoMy 3a yuacTio 14671 mamienTa 3 HbA,, Big = 6,5
1o 8,0 % 3i BCTaHOBJIEHUM CepILIeBO-CYAAUHHUM 3aXBOPIOBAaHHSM, 3aCTOCOBYBAIM CUTATMINTHH (7332)
100 mr Ha moby (abo 50 Mr Ha moby, Ko 6a30Ba PO3paxyHKOBA MIBUAKICTH KITy00uKOBOI (inbTparii
(pIIK®) 6yna = 30 i < 50 mn/x8/1,73 M*) abo mnanebo (7339), siki 6ynau gofaHi A0 CTaHAAPTHOL
Teparil 3 ypaxyBaHHsAM piBHSA HbA,, i pakTOpiB pHU3UKy CepiieBO-CyOquHHOI cucTeMHu. I1allieHTiB 3



pIIK® < 30 mi/xB/1,73 M* B [OCIi2KeHHS He BKIIIOYANU. Y HOCITiIKEeHHS 6yno BkntoueHo 2004
MallieHTH BIKOM = 75 poOKiB i 3324 namieHTH 3 HUPKOBOIO HepgocTaTHicTO (pIIK® < 60 mn/xB/1,73 M.

[TpoTtsiroM mocmifkeHHS cepenHs piduuusg HbA, mpu 3acTocyBaHHI CUTArfinTHHY i malebo cKiana
0,29 % (0,01), 95 % HOI (- 0,32, - 0,27); p < 0,001.

[TepBUHHOIO KiHIIEBOIO TOYKOIO [IJISI CEPIIEBO-CYIMHHOI CHCTeMH OyI0: CepIieBO-CyguHHA CMEPTD,
HeJleTaabHUY iHQapKT MioKapaa, HelleTanbHUM iHCYIBT a0o rocmiTaisatlii 3 mpuBomy HeCcTabiTbHOI
cTeHOoKapmil. BropunHi KiHIIeBi TOUKHU [J1 CEPIIEBO-CYIMHHOI CUCTEMU: CEPLIeBO-CYAUHHA CMEPTE,
HeJleTaJmbHUY iHQapKT MioKapaa abo HejeTaabHUM iHCYIIbT; Mepilia T0siBa OKPEMUX KOMIIOHEHTIB
IIePBUHHOI KiHII€BOl TOUKH; CMEPTHICTh 3 YCiX MPUYMH; TOCIiTali3allis 3 IPUBOAY 3aCTiliHOI cepIieBol
HEe[0CTaTHOCTI.

[Ticns criocTepexkeHHs B CEPEIHbOMY IIPOTATOM 3 POKIB CUTATJIIITUH IIPU OOJaBaHHi O CTaHAAPTHOI
Teparil He 30i/bIIyBaB PU3UK CEPHO3HUX MOGIYHUX CEPIIeBO-CYIUHHUX SIBUIL a00 PU3UK
rocriTajisatlii 3 TpuBOMY CEpIeBOl HEJOCTATHOCTI B IMTOPiBHSHHI 3i 3BUYalHUM JIiKyBaHHSIM 0e3
CUTATJINTUHY Y XBOPUX Ha IyKpoBui miabet II Tuny (Tabnuus 1).

Tabnuus 1. YacToTa KOMIIO3UTHUX i OCHOBHUX BTOPUHHUX CEPIIEBO-CYIUHHUX KiHIIEBUX TOYOK

Cutarnintug 100 mr ITmanebo
YacToTa YacToTa

BUHHUKHEHHS Ha BUHHMKHEHHS Ha BinHoCHUH
0 0 } #t
N (%) 100 narienTo- N (%) 100 narienTo- p1/131;1K D-3HA9eHHA
. . (95 % IOI)
pOKiB* poKiB*
AHarni3 nonynsifil nani€eHTiB, AKUM 0y/10 IPHU3HaYE€HO JIiKyBaHHS
KinbkicTh martieHTiB 7332 7339
[TepBrHa KOMIIO3UTHA
KiHIIeBa TO4Ka
(CeprueBo-CyoguHHa CMEpPTh,
HeJleTaJbHUY iHQapKT 839 851 0,98
MioKapha, HelleTaJlbHUU (11,4) 4.1 (11,6) 4,2 (0,89 - 1,08)<0’001
iHcynbT abo rocmitamizaris 3
IPUBOAY HeCTabimTbHOI
CTeHOKapmil)
BroprHHa KOMIIO3UTHaA
KiHIIeBa TO4Ka
(CepueBo-cyguHHaA CMepTh, 745 746 0,99
HeJleTalbHUM iHbapKT (10,2) 3,6 (10,2) 3,6 (0,89 - 1,10)<0’001
Miokapaa abo HeneTambHUM
IHCYTIBT)
BroprHHa KiHIleBa TOYKa
CepLeBo-CyAuHHA CMEPTh ?58(2)) 1,7 ?568) 1,7 (16059 1 19)0,711
Bci Bunagku iHpapkTy
MioKapga (3i cMepTeIbHUMU ?f?) 1,4 ?412) 1,5 ?6951 1 11)0,487
HaCJimKaMu Ta 6e3 HuX) ! ! ! !
Bci Bunagku iHCYBTY (31
: 178 183 0,97

CMepTeIbHUMHU HacCllifKaMu 0,8 0,9 . 0,760
Ta 663 HITX) (2,4) (2,5) (0,79 -1,19)
locmitanizanis 3 npusony 116 129 0,90
HecTabiTbHOI CTeHOKapmil (1,6) 0,5 (1,8) 0.6 (0,70 - 1,16)0’419

. 547 537 1,01
CmMmepTh 3 OyOb-KO1 HpI/I‘-II/IHI/I(7'5) 2,5 (7.3) 2,5 (0,90 - 1’14)0,875



locmitanizanis 3 npusony 228 229 1,00

CepIieBOl HeIOCTAaTHOCTI* (3,1) 11 (3,1) L1 (0,83 - 1,20)0’983

*3axBoproBaHicTs Ha 100 mauieHTO-pOKiB po3paxoByeThcs K 100X (3aranbHa KijIbKiCTh XBOPHUX 3 = 1
SIBUIIIEM IIPOTSATOM BifITIOBIZHOTO IEPiOfly 3aCTOCYBaHHS JTiIKapChKOTo 3aco0y Ha 3arajibHe 4HCII0
IallieHTO-POKiB HACTYITHOTO CIIOCTEPEXKEHHS).

"Ha migcraBi momeni Kokca, cTtpaTtudikoBaHoi 3a perioHoM. [I/1s1 CKTagoBUX KiHIIEBUX TOYOK P-
3HauYeHH4 BifITIOBiga0Th KPUTEPIio MOMIYKY He MeHINO0l e(peKTUBHOCTI, 11100 IPOJEeMOHCTPYBATH, 110
BiTHOILIIEHHS PU3KKIB CTaHOBUTH MeHIue 1,3. [I71g BCiX iHIINX KiHIIEBUX TOYOK P-3HAYEHHS
Bi[IIIOBiIAIOTh KPUTEPIIO BIIMIHHOCTE!X B ITIOKa3HUKAaX PU3HUKIB.

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

it

€BporelicbKe areHTCTBO 3 JIiIKapChKUX 3aCc00iB yTPUMAJIOCh Bifi TIOGAaHHS Pe3yIbTaTiB OOCigXKeHb
nmiKapchKOro 3aco0y AHyMeT y BCiX migrpymnax AUTSYOI MOMYyIsLil TPy LyKPoBoMY AiabeTi 2 Tumy
(muB. po3min «Crmoci6 3acToCyBaHHS Ta HO3U» IIOA0 3aCTOCYBAHHS JTiIKAPCHKOTO 3ac0o0y miTsIM).

Besmnexka Ta e()eKTUBHICTh 3aCTOCYBaHHS CUTArIINTHHY HiTaM BikoM Bifl 10 1o 17 pokiB BKIIOYHO 3
IIYKPOBUM [fiabeToM 2 THUITy, V IKUX He OyJI0 HOCITHYTO afeKBaTHOTO KOHTPOJIIO TiKeMil
3aCTOCyBaHHSIM MeTGhOpPMiHy 3 iHCyiHOM ab0 6e3 HbOTO, OLiHIOBAIUCh Y OBOX MOCTIIKEHHIX
npoTsaroMm 54 THXKHIB. [JomaBaHHS CUTATTINTUHY (BBOOUTHCS V GOPMi CUTATTINTHH MeTPOopMiH abo
CUTArJINTUH MeT(OPMiH 3 IPOJIOHTOBaHUM BUBITbHEHHSIM) ITOPiBHIOBAJIM 3 JOfaBaHHIM Iylane6o 1o
MeT(opMiHy ab0o 10 MeT(POPMiHY 3 IPOJIOHTOBAHUM BUBITbHEHHSIM.

HesBaxkatouu Ha Te, 1m0 3HUKeHHS HbAlc 6yno mpomeMOHCTPOBaHO OISl CUTATINTUHY MeTHOPMIiHY /
CUTATJINTUHY MEeT(QOPMiHYy 3 IPOJIOHTOBAHUM BUBITbHEHHSM MOPIBHIHO 3 MeThopMiHOM Ha 20 TuXHI
y 3Be[IeHOMY aHaJli3i IIuX [IBOX [OCIiAKeHb, Pe3yIbTaTh OKPEMUX NOCHIKEeHb OYJIU CyIepedTuBUMH.
Kpim Toro, Ginbiroi eheKTUBHOCTI IIpU 3aCTOCYBaHHI CUTATTIINTUHY MeTQOPMIHY / CUTAT TN TUHY
MeT(HOPMiHYy 3 IPOJIOHTOBaHUM BUBIJIbHEHHSM MOPIBHSAHO 3 METGOPMIHOM Ha 54 THXKHIi He
crocTepirasnocs. ToMy nikapchKkuii 3aci6 AHyMeT He ciIif 3acTocoByBaTH HAiTsSM BikoM Bim 10 mo 17
POKiB BKJIIOYHO Yepe3 HefoCTaTHIO e(eKTUBHICTD (OUB. po3min «Crocid 3acTOCyBaHHS Ta HO3U» IIOA0
3aCTOCYBaHHS JIIKaPCHKOT0 3aC00y TiTSIM).

dapmakoKiHemuxka.

MexaHizm 0ii. AHymem. KombiHoBaHi TabneTku AHyMeT (cUTarIinTuH/MeThHOPMiHY TiIpOXI0pHUL) 10
50 mr/500 mr i 50 mr/1000 Mr € 6ioeKBiBaJIeHTHUMU OKPEMOMY IIPUHOMY BiITIOBITHUX 103
cuTtarninTuny ¢ocdary (HyBis) Ta MeTHOPMiHY TiTPOXIOPUAY.

3 ypaxyBaHHSIM 0OBefeHOl 0i0eKBiBaIeHTHOCTI TabIeTOK 3 HaMEHIIO0 Ta Hal0iIbIIo0 03010
MeThopMminy, TabneTkaM i3 mpomixkHO0 H03010 MeTdopminy 850 Mr Oyia TaKOXK BlacTHBa
6ioekBiBaJIeHTHICTL 3a yMOBU KOMOiHyBaHHS B Ta0neTni GikcoBaHUX [03 JIiKapChKUX 3aC00biB.

BemoxkmyeaHHA.



CumaeainmuH. ITicns nepopanbHOro npuiioMy mo3u 100 Mr y 3mopoBuxX J0OPOBOJIBIIIB CUTATTIIITHH
IIBAJIKO BCMOKTYBABCS Ta JOCSTaB MMKOBUX M1a3MOBUX KOHIIeHTpaliil (MeniaHa T,,,) depe3

1 - 4 roguHu micng BBefeHHS, TOAl AK cepenHii moka3HUK AUC CUTarjinTuHy B IIJ1a3Mi CTaHOBUB
8,52 mkmornsb-rof, a C,,,, - 950 HMonb. AGconmoTHa 6i10MOCTYIHICTE CUTATJIINITUHY CTAaHOBUTD
npu6nu3no 87 %. [IpuitoM CUTArTINTHHY OOQHOYACHO 3 XKUPHOIO 12Kel0 He BIJIMBAE Ha
(dhapMaKOKiHETHKY JTiIKapChKOT0 3aco0y.

[Toka3uuk AUC cUTarjinTyUHY B IJIa3Mi KPOBi HiABUAIIYETHCA IPONOPLINHO A0 K0o3U. [IponopuiiHicTh
0 fo3u He OyJa BCTaHOBJEHA AN MOKa3HUKIB C . i C,yoy (Croy 3pOCTaB OinblIle HixK IPOMOPIIINHO
no3si, Toai AK C,yp, 3pOCTAB MEHIIIe HiXK IIPONOPIIINHO [031).

MemaopmiHy 2i0poxaopud. Tlicns nepopanbHOro nIpurioMy MeThopMminy T,,., IOCATAETLCI Yepes
2,5 rogunu. A6comoTHa 6i0goCTymHICTh MET(GOPMIHY TigPOXIOPUIY IPHU 3aCTOCYBaHHI HaTIIe B H03i
500 mr ctaHoBUTb 50 - 60 %. ITicyist mepopambHOTO 3aCTOCyBaHHS HeaOcopOoBaHa (Ppakxiiis, 110
BUMIINISETHCS i3 heKamissmu, cTaHOBUTE 20 - 30 %.

BcMmokTyBaHHS MeT(HOPMiHY MiCS IEPOPaTbHOr0 NPUMOMYy Ma€ HaCU4yBaHUY Ta HEIIOBHUU
xapakrep. [IpunyckaeTncs, 1m0 papMaKOKiHETHKA MOT0 BCMOKTYBaHHS HeJliHilHA. [Ipy cTaHOapTHUX
[03ax Ta CXxeMax 3aCTOCyBaHHSA MeT(opMiHy cTabiibHa KOHIIEHTPAIlis y IJ1a3Mi KPOBi JOCSATAETHCS
npoTAroM 24 - 48 roguH Ta, K IpaBUiIo, He nepeBullnye 1 MKr/mi. MakcuManbHa KOHLIIEHTpALid Y
na3mi kposi (C,,,,) He nepeBullyBaja 4 MKI/MJI HaBiTh IIPYA 3aCTOCYBaHHI MaKCUMaJbHUX [03.

OnHovyacHUM MPUNOM JIiIKaPCHKOTO 3aC00y 3 1Kel0 3HUKYE MIBUAKICT i KiNbKiCTh BCMOKTYBAHOTO
MeT(hOPMIiHY, 10 MiTBEPAXKYETHCS 3HMKEHHSIM 3HaUeHHS MiKOBOI I171a3MoBol KoHIeHTpanil (C,,,)
npubnu3Ho Ha 40 %, 3HUKEHHSIM 3Ha4YEeHHS IO i KPUBOIO «KOHIeHTpallis-dyac» (AUC)
npubIN3HO Ha 25 %, a TAaK0XK 35-XBUITMHHOIO 3aTPUMKOIO B IOCSTHEHHI MTIKOBOI I71a3MOBO1
KoHneHTpalil (T,,,) Mcas ogHOPa30BOro MpuioMy MeT@opMiHy B f03i 850 Mr ogHOYACHO 3 1XKe€IO.
Kniniyna 3HaYuMMicTh 3HUXKEHHS 3Ha4eHb (PpapMaKOKiHETUYHUX MOKAa3HUKIB He BCTAHOBJIEHaA.

Po3nodia.

CumazainmuH. CepepHiit 06’eM pO3MOAiNy B PiBHOBa:KHOMY CTaHi IMiCIIsT OTHOPa30BOTO
BHYTPIIIHbOBEHHOT0 BBefleHHS 100 MI CUTArIiNTUHY B 3MOPOBUX JOOPOBOJIBLIB CTAHOBUTH IPUOIU3HO
198 5. ®paxkiis cuTarminTuHy, 110 060POTHO 3B’A3y€ThCS 3 OiIKaMu I1a3MH, BiTHOCHO HeBeJIMKa

(38 %).

MemdopmiH. 38’si3yBaHHS MeTHOPMiHYy 3 GiTKaMu Myia3Mu He3HayHe. MeT(opMiH IPOHUKAE B
eputpouuTy. MakcrMasbHa KOHIIEHTPaLlid y KPOBi HUXK4a, HiXK MakKCHUMaJlbHa KOHILIeHTpaLis y
n1a3Mi, i gocsaraeTbcs NpuONIU3HO 3a OOHAKOBUY MIPOMiKOK Yacy. EpurporuTy, HalliMoBipHile,
IPEeICTaBISAI0Th OPYTY Kamepy po3noxiny. CepenHiit 06’em po3nominy (Vd) KonuBaeThCs y miana3oHi
63 - 276 1.

Memab6oism.

CumazainmuH. ITpubau3no 79 % cUTarIinTUHY BUBOOUTHCS B HE3MiHEHOMY CTaHi i3 ceyelo,
MeTabomiyHa TpaHchopMallis TikapchKoro 3aco0y MiHiMalbHa.

[Ticns BBemenHs ['*C]-MigeHOrO0 CUTATJINTUHY BHYTPIUIHEO Mpubau3Ho 16 % BBemeHol
PamioaKTUBHOCTI eKCKPETYBaJIUCS Y BUTTIAA1 MeTa0oIiTiB cCUTarMinTuHy. Bynu BUsIBIIeH] B HE3HAUHIN
KOHIIeHTPallil 6 MeTaboiTiB CUTArTiNTUHY, 110 He POOIATh OyOb-9IKOr0 BHECKY B Ij1a3MoBy [ I1I1-4-
inribyrouy akKTHBHICTh CUTATJINTHHY. Y OOCTiAXKEHHSX in Vitro rojloBHUM (epMeHTOM, IO BifilOBigae
3a o0MexkeHy MeTabosiuHy TpaHchOpMallilo CUTArIiNTUHY, OB BU3HAHUM i130(DePMEHT CUCTEMH



mutoxpomy CYP3A4, okpiM Toro, meBHy y4acTh 6epe Takox izodhepmenTt CYP2C8. [NaHi in vitro
CBig4aTh, IO CUTATIINTHH He NpurHivye i3odpepmentu CYP3A4, 2C8, 2C9, 2D6, 1A2, 2C19 1 2B6 Ta
He iHOyKye i30depmenTu CYP3A4 i CYP1AZ2.

MemeopmiH. MeThopMiH BUBOIUTLCS B HE3MiHEHOMY CTaHi i3 ceuelo. MeTaboJIiTiB y TI0OCHKOMY
OpraHi3Mi He BUSBIIEHO.

BuseOeHHs:.

Cumazainmut. TTicns npuiiomy [“C]-MiueHOro CUTarminTHHY BHYTPIIIHLO MPAKTHYHO BCS BBEIEHA
PafioaKTUBHICTh BUBOOUTHCA 3 OPraHi3aMy IPOTATOM TUXKHS, y TOMY YuCIi 13 % - yepe3 KUIIeYHUK 1
87 % - i3 ceuero. CepenHiu nepion HaMiBBUBEOEHHS CUTATJIINITAHY IPYU IIEPOPaJIbHOMY IIPUNOMI

100 Mr cTraHOBUTH TpuOMN3HO 12,4 TOOUHM, HUPKOBUH KTipeHC - npubau3no 350 mMi/xB. CUTarIinTuH
MO2Ke€ HaKOIMYYBATUCS V MiHIMaNbHUX KiJIbKOCTSX i JIuIIe micys 6araTopa3oBoro MpruiioMy.

BuBepneHHS CUTArminTUHY 3[0iMCHIOETHCS IIePeBakKHO LIIIXOM HAPKOBOI €KCKpellil 3a MexaHi3MOM
aKTHBHOI KaHaJblleBol cekpellil. CUTarIinTuH € CyO6CTpaTOM TpaHCIOPTEPa OPTraHiYHUX aHiOHIB
mopuay TpeTboro tumy (hOAT-3), mo OepyTh y4acTh y Ipolieci etiMiHalil CUTarTinTUHY HUPKaMH.
Kniniyna 3Hauymricts ydacti hOAT-3 y TpaHCIOPTi CUTATTINTUHY He BCTaHOBJIeHa. MOXJIMBa y4acTh
P-TJIiKONIPOTEIHY B HUPKOBIii eniMiHalii cuTarninTuny (ak cybctpar), ogHax iHribiTop p-
TJIIKONIPOTEIHYy IUKIOCIIOPUH He 3HUKY€E HUPKOBUM KITipEHC CUTArminTuHy. CUTarminTyuH He €
cyoctpatom OCT-2 a6o OAT-1 uu TpancmopTepiB PEPT1/2, He inribye TpaHCIOPT, ONOCEpeIKOBaHUM
OAT3 abo p-rnikonpoTeiHoM. CUTarminTvH ciabKo BIJIMBA€E Ha IJ1a3MOBY KOHIIEHTpAllil0 UTOKCHHY,
TOMY, MOXKJIUBO, € CTaOKUM iHTi6iTOPOM P-TIiKOMPOTEIHY.

Memaopmin. HupkoBuii KiipeHC MeTQOpMiHy cTaHOBUTH > 400 MJI/XB; 1ie O3HAYaE, 10 JIIKapChKUU
3acib BUBOOUTHCS LIIAXOM KIIyOOuKOBOI (inmbTpalii Ta KaHasblleBoi cekpetil. [licig mepopanbHOTO
IPUAOMY IIepiof HaIiBBUBENEHHS CTAHOBUTH OJIM3bKO 6,5 romuHu. [Tpu mopyieHHi GyHKIIl HUPOK
HUPKOBUY KJIipEHC 3HUKYETHCS IPOIOPLINHO 00 KIipeHCy KpeaTUuHiHY, BHACIIIAOK YOT0 mepiox
HalliBBUBEJeHHS 30iNbIIyETHCS, 1110 IPU3BOOUTE A0 MiABUIEHHS PiBHSA MeT(OPMIHY Y M1a3Mi KPOBi.

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

CumaeainmuH. ®apMakoKiHETHKA CUTATJINTHHY Y NaLieHTiB i3 nykpoBum giabetom II Tumy momibHa
no hbapMaKOKiHETHKH V 3[MOPOBUX T0OPOBOIIBIIIB.

MemeopwmiH. Ipu 36epexkeHint QyHKIII HUPOK HapMaKOKiHETUYHI TapaMeTpPH I1iC/isi ODHOPA30BOI0 U
TIOBTOPHOT'O IPUIOMiB MeT(HOPMiHY y XBOPUX Ha I[yKpoBu# fmiabet II Tumy Ta 3M0poBUX JOOPOBOJILIIIB
OJHAKOBi, KyMyJISIIil TikapchKOro 3aco0y IIpH 3aCTOCYBaHHI B TepaleBTUYHUX [103aX He BiOyBa€ThCS.

ITauieHmu i3 nopyweHHAM (PYHKUil HUPOK.

CumaesainmuH. Y naIi€HTiB i3 moMipHOI0 HUPKOBOI HepgocTaTHicTo (IIK® = 30 mo < 45 Mii/xB)
Big3Havanu 30inbineHHs m1a3MoBoi AUC cuTarminTury npubiau3Ho v 2 pa3y, a B MAlli€HTIiB 3 TAKKOI0
(ITK® < 30 my/xB) 11 TEepMiHAIBHOIO CTafli€l0 (Ha reMofiiaisi) HUPKOBOI HEOCTATHOCTiI 3HAYEeHHS
AUC 3pocrtano y 4 pa3u. CUTarminTuH gyxe MOMipHO BUBOAUTHCA IIiJ Yac reMofiani3y (3a ceaHc
reMofiani3y TpuBamicTio 3 - 4 TOOUHMY, KUY MOYKWHANIN Yepes3 4 TOOUHY Iicig 3aCTOCyBaHHS
niKapchKOro 3acoly, 3 Opra”iaMy BUBOAMIOCS NPUONMU3HO 13,5 % IPUMHSTOI 03U CUTATTIITHHY).

MemcopmiH. V maIfieHTiB 3i 3HUKEHOI0 (PYHKITI€EI0 HUPOK IIE€Piof 1JIa3MOBOT'0 HalliBBUBEIEHHS
TiKapchKOro 3aco0y MOMOBXKYETHCS, @ HUPKOBUM KITipEHC 3HUKYETHCS (IUB. «IIpOTUIIOKA3aHHT»,



«OCco6MMBOCTI 3aCTOCYBaHHS»).
ITauieHmu 3 nopyweHHAM (QYHKUil neyviHKU.

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

Memdopwmin. JocnigxeHHS HpapMaKOKiHETUYHUX [TapaMeTpPiB MeT(OPMiHY B MAI[i€HTIB 3 IEUYiHKOBOIO
HEJOCTATHICTIO He IPOBOOVIINCS.

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

Himu.

dapMmakoKiHeTHKa CUTATMNTHHY (pa3oBa go3a 50 mr, 100 mr a6o 200 mr) Gya mocmimxeHa y miTein
(Bixom Bif 10 mo 17 poKiB BKJIIOYHO) 3 LyKPOBUM AiabeToMm 2 Tumy. V niit monynsiil mokasuuku AUC
CUTArJINTUHY B IIJIa3Mi IIPY 3aCTOCYBaHHI BifKOpPUToBaHoi fo3u Oyu nmpubnu3Ho Ha 18 Y% HuXK4YUMU
IIOPiBHSHO 3 TAKMMHU y HOPOCIIMX TAI[iEHTIB 3 I[yKPOBUM fiabeToM 2 THIy IIPH 3acTocyBaHHi fo3u 100
Mmr. [TocigXKeHHS 3aCTOCYBaHHS CUTArMNTUHY AiTAM BikKOM [0 10 pOKiB He IPOBOAMIIOCS.

KiiniyHi XapaKTepHUCTHKH.
Iloka3annusa.
[ng miKyBaHHS JOPOCINX NallieHTiB i3 nykpoBuM miabetom II Tumy:

fAHyMeT nokKa3aHUH K JOMOBHEHHS [0 HIETH Ta PeXUMY (i3MYHUX HaBaHTaKeHb OJ1s
IOJIINIIEHHS KOHTPOJIIO Hafl IJIiKeMI€l y MallieHTiB, y IKUX He JOCATHYTO afleKBaTHOTO KOHTPOJIIO Ha
dboni MoHOTEpAaTIii MeT)OPMiHOM Yy MaKCUMalbHil TEPEHOCUMIHN 0031, a TAaKOXK IalliEeHTaM, SKi yxKe
OTPUMYIOTH JIiKyBaHHS KOMOiHAIli€I0 CUTATTIINTHHY Ta MeT(POPMiHy.

AnymeT noka3aHuit y KomOiHallil 3 moxifHUMuU CynbGOoHIICeuoBUHY (KOMOiHAIlS TPHOX
JiKapChKUX 3ac0o0iB) K [OTIOBHEHHS [0 HiETH Ta pexXuMy Qi3MYHUX HaBaHTAXKeHb MallieHTaM, Y SKUX
He IOCATHYTO afeKBaTHOI'0 KOHTPOJIIO Ha ¢GOoHi Tepalil MeT)OpMiHOM Yy MaKCUMaJIbHil TePEHOCUMIN
[03i Ta Cynb(pOHIICEYOBUHOIO.

AnymeT nmokasaHuy y KombiHallil 3 aroHicTaMu PeLenTopiB, 10 aKTUBYIOTLCS IIPoJIidhepaTopaMu
nepokcrucoM (PPAR-y) (Hampukiaz Tia3omiguHOIOHOM) (KOMOiHAIis TPhOX JTiKapChKUX 3aC00iB) K
IOMOBHEHHS [0 TIETH Ta peXuMy Gi3suYHUX HaBaHTaXKeHb IMallieHTaM, y IKUX He JOCATHYTO
aJeKBaTHOTO KOHTPOJII0 Ha (oHi Teparii MeTHOpMiHOM y MaKCUMaJllbHill IEpeHOCUMId 0031 Ta
aronictom PPAR-y.

AHyMeT TaKoXK MMOKa3aHUM MNallieHTaM, gKi IPUIMaloTh iHCYIiH (KoMOiHalis TPhOX TiKApPChKUX
3aco0iB), SIK MOTIOBHEHHS [I0 Ai€TH Ta peXuMy (PisMUHNX HaBaHTaXKEHb [JIs IOJIMIIIEeHHS KOHTPOJIIO



rIikeMil y ImallieHTiB, SIKi He OOCSATNIM afeKBAaTHOT'0 KOHTPOIIIO Ha (GoHi TiKyBaHHS CTabiIbHOIO T03010
iHCYTiHY 1 MeThOpMiHOM.

IIpomunoka3sanus.

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

Bymp-sIKH TUII TOCTPOTO MeTabO0IiYHOT0 aruao3y (HampUKIIam TaKToalua03, Jiabe THUHUN
KeToaluao3).

HiabeTryHa MpeKoMa.

TsikKa HUpPKOoBa HemocTaTHICTE (PIIK® < 30 mm/xB (guB. po3min «OcobmMMBOCTI 3aCTOCYBaHHS»,
«HupKoOBa HEOCTATHICTE»)).

TocTpi cTaHy, M0 MOXKYTh BIUIMBATH Ha (YHKIIII0 HUPOK: OeTigpaTalis, TIXKKi iH(eKIIil, oK,
BHYTPIIIHbOCYAUHHE BBEIEHHS MOMOBMICHIX KOHTPACTHUX PEYOBUH (IUB. po3min «Oco0IMBOCTI
3aCTOCYBaHHS»).

T'ocTpi abo XpoHiUHI 3aXBOPIOBAHHS, III0 MOXKYTh MIPU3BOOUTH OO TiMOKCii TKAHWH, TaKi K
cepiieBa abo0 JereHeBa HeMOCTATHICTD, HEIOAABHO NMepeHeceHnH iHdhapKT MioKapaa, II0K.

[NTopymeHHsT QyHKIIII TEYiHKY.
['ocTpa ankorosnbHa iHTOKCHUKALIiS, aJIKOTOTi3M.

[Tepiom rogyBaHHS TPYAIIO.

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

OpHovacHUM nmpuiioM 6araTopas3oBUX A03 cUTarminTury (mo 50 Mr 2 pa3u Ha f06y) Ta MeThopMiHy
(mo 1000 Mr 2 pa3u Ha f00y) He CYIPOBOAKYBaBCS 3HAUYIIMMHU 3MiHaMu (apMaKOKiHETUUHUX
IIOKA3HUKIB CUTArminTuHy abo MeThOopMiHy y IalieHTiB i3 ykpoBuM fiabetom II tumy.

dapMakoKiHeTHYHI OOCTiAKeHHS B3a€MOil JTiKapCchKoro 3acoby AHyMeT 3 iHIMMU TiKapChKUMU
3acobaMu He IPOBOMUIIN; OOHAK TaKi AOCTiAKeHHS Oy/ix IpOoBedeHi OKPeMO 3 aKTUBHUMU
PeYOBHHAMU — CUTATJINTHHOM i MeT()OopMiHOM.

He PEKOMEHYVETHCA CyMiCHe 3aCTOCYBAHHAA.

AK0201b. ATIKOTOJIbHA IHTOKCHKALlIA [T0B’A3aHa 3 IMiABUIIEHUM PU3UKOM PO3BUTKY JIaKTOALUI03Y,
0Cc0o0NIMBO y pa3i ronogyBaHHs, HEOOCTATHBOTO XapuyBaHHS ab0 NOpyIIeHHS PYHKI] MeYiHKY.

KoHTpacTHi peYOBUHH, 1110 MICTATh MOM

3acTocyBaHHA AHYMETY CIifg IPUIUHUTH [0 abo IIif 4ac pafionorivHOro JOCHiXKEeHHS i IoUnHaTH
IPUIOM He paHillle HiXK 4epe3 48 roguH micid i€l mpoleaypy 3a YMOBH, 110 GYHKIIiI0 HUPOK
IIOBTOPHO OLIHUJIY i BU3HA/IN IPUNHATHOW (OUB. po3painu «[IpoTunokasanug» i «OcoOnuBOCTi
3aCTOCYBaHHS»).



Komb6inariii, 1110 BUMarawTh 3amno0iKHUX 3aXO0IiB il YaCc 3aCTOCYBaHHS

IesiKi mikapchKi 3aco001 MOXYTh HETATUBHO BIJIMBATH Ha QYHKIIiI0 HUPOK, II0 MOXKe 30iMbIInuTH
PU3UK NaKToanuaoly, Hanpukian HII33, B ToMy yucsi iHribiTopu ceneKTUBHOL IIMKIO0KCUTeHa31
(LIOT) 11, inribitopu AII®, anTaronictu penentopiB aurioren3uny II i giypeTuku, oco611BO IETIHOBI
niypetuky. Ha modaTKy 3aCcTOCyBaHHS TaKMX JIiKapChKUX 3aco0iB y KoMmOiHallil 3 MeTdopMiHOM
HeoOXiHUi peTeNbHUN KOHTPOJIb QYHKIIII HUPOK.

OpHOYacHe 3aCTOCYBaHHS JiKapchKuX 3aco0iB, sIKi BIIMBAIOTh Ha 3arajibHi TPAHCIOPTHI CUCTEMHU
HUPKOBUX KaHAJBIIIB, 110 6epyTh y4acTh y BUBEOEeHHI MeThHOpPMiHy HUpKaMu (HallpuKiIaf iHriOiTopiB
OpraHivYHOI'0 KaTiOHHOTO0 nepeHocHuka-2 [OCT2]/MynpTUIIepEHOCHUKA TIpelapariB i IepeHOCHUKa
TOKCHHIB eKCTpy3ii [MATE], Takux 9K paHO/la3uH, BaHeTaHi0, [OIyTerpasip Ta IUMETUINH), MOXe
IIPU3BECTH [0 30iNbIIIEHHS CHCTEMHOTO BIIJTUBY METHOPMiHY Ta 30iIbIIUTH PU3KK JIAKTOALHUO3Y.
Cnip po3rnsgHyTH IepeBary i pu3uKu CyMiCHOTO 3acTOoCyBaHHS. HeoOximHu# peTenbHUM TTiKeMiyHuH
KOHTPOJIb, PETYJ/II0BaHHS [JO3U B MeXaX PeKOMEH0BAHOT0 JO3yBaHHA i 3MiHU B JIIKyBaHHI IIyKpPOBOT'0
niabeTy, Koy 1i JiKapchKi 3ac00M 3aCTOCOBYIOTh OMHOYACHO.

[ MI0KOKOPTHKOCTEPOINX (CUCTEMHOI Ta MicIiieBoi fiii), 6eTa-2 aroHicTu Ta AiypeTHUKH MalOTh BIaCHUMN
IIOTEHIlias rinepriaikeMigyHol akTUBHOCTI. [lallieHTa HeoOXigHO MpoiHdOpPMYyBaTH IIPO 1ie Ta YacTile
KOHTPOJTIOBATH PiBEeHb TJIIOKO3U B KPOBi, 0COOIMBO Ha MOYATKY JIiKyBaHHS TAKMMHU JIiKAPCHKUMU
3acobamu. K10 HeoOXigHO, CMTil KOPUTYBATH 03y aHTUTINEPTIIIKEMIYHOTO JIiIKapChKOT'0 3aC00y
IIPOTSITOM OOHOYACHOTO 3aCTOCYBaHHS 3 iHIIIMMU JTiIKapChbKUMH 3aco0aMu Ta IicIIs iX BigMiHH.

[urib6itopu AITI® MOXYTb 3HMUKYBATHU PiBHI I'TIFOKO3U B KPOBi. fAKII0 He0OXigHO, CIIil KOPUTYBATH HO3Y
AHTUTINEPIIiKeMiYHOTO JIIKapChKOT0 3aC00Y IPOTITOM OOHOYACHOT'O 3aCTOCYBAHHS 3 iHIIUMU
JiKapChKUMH 3aco0aMu Ta IiciIs iX BimMiHH.

BronuB iHIMUX TiKapchbKUX 3ac00iB Ha CUTATTINTHH

[laHi, BKa3aHi HUXK4Ye, CBiqYaTh PO HU3bKUY PU3UK BUHUKHEHHS KJTIHIYHO 3HAUMMUX B3a€EMOMIM.

HocmimkeHHS in vitro mokasaiu, 10 TOJI0BHUMY ¢epMeHTaMH, siKi 6epyTh y4acTh Y 4aCTKOBOMY
MeTabosi3mi cuTarnintuny, € GepmenTu cucremu nutoxpomy CYP3A4 3a yuactio CYP2C8. Y
TAIEHTIB i3 HOPMaJIbHOIO (QYHKIII€I0 HUPOK MeTabosi3M (BKmodatouu CYP3A4) Bimirpae nutie
HEBEJIUKY POJib Y KJIipeHci cutarminTuHy. MeTtaboii3aM MoxKe BifirpaBaTy OiNlbII CYTTEBY POJIb B
efniMiHallil CUTaTNTUHY NIPU TSAXKKil Ta TepMiHalbHiM cTafil HUPKOBOI HEOOCTAaTHOCTi. ToMy
MOXKJIMBO, 1110 MOTyXkHi iHribiTopu CYP3A4 (HampuKiag KeTOKOHA30J, iTpaKOHa30JI, PUTOHABID,
KJIaPUTPOMILIMH) MOXKYTh 3MiHIOBaTH (papMaKOKiHETUKY CUTATIINTUHY y TaKUX NallieHTiB. Brmus
notyxHux iHriéiTopie CYP3A4 y nmarieHTiB i3 HUPKOBOIO HENOCTATHICTIO Mifl Yac KITiHIiYHUX
[OCTIiAKEeHb He BUBYABCS.

HocnigXeHHS TPAHCIOPTY in vitro mokKasasu, 10 CUTATJINTUH € CyOCTPaTOM pP-TJIiKOMPOTEIHY i
TPaHCIIOPTEPa OpraHiyHuX aHioHiB TpeThoro Tuny (OAT3). In vitro OAT3-onocepegKoBaHUN
TPAHCIIOPT CUTATJINTUHY MIPUTHIYYBaBCH IIif fIi€to mpobeHelXay, X049a pU3UK KITIHIYHO 3HaYUMUX
peaxiiiii B3aeMopii BBaka€eThbCd HU3bKUM. OfHOYacHe 3acToCcyBaHHS iHTibiTopiB OAT3 i cuTarminTuny
in vivo He BUBYAJIOCE.

IuxkaocnopuH. Y xofi HoCTigKeHHS OGHOYACHOTO IIPUioMy pa30Boi go3u cutariintuny 100 mr i
Pa30Boi IepopaibHOoi f03u HuKknocnopury 600 Mr cnoctepiranocs 30inpmenss AUC Ta C,,,
CUTarminTuHy npubnustno Ha 29 % i 68 % BigmoBigHOo. 3a3Ha4yeHi 3MiHU (papMaKOKiHETUKHU
CUTArJLITAHY He BBaXalTHCA KIIIHIYHO 3HaYUMUMU. KITlipeHC CUTATTIINTUHY CYTTEBO HE 3MiHIOBABCH.
Takoxk Npu 3aCTOCYBaHHI iHIIKX iHTiIOITOPIB P-TIIKONPOTEIHY 3HAYMMIi peakllil B3aEMOIii He



OYiKYIOTHCH.

BrnnuB cuTarninTHHY Ha iHII TiKapchKi 3aco0u

[laHi in vitro MoKa3yoTh, 1110 CUTATINTHAH He IPUTHiYye i He iHAyKye i30hepmenTu CYP450. Y xoni
KJIIHIYHUX [IOCIiIKeHb CUTATJIiNTHH He BUSIBUB CYyTTEBOTO BIJIBY Ha (papMaKOKiHETHUKY MeTHOPMIHY,
raibypumoy, CMMBaCTaTHHY, PO3UTIITa30HY, BaphapuHy, a TaK0XK IepopaibHUX KOHTPAIENITUBIB;
CUTATJINTUH Ma€ HU3bKY CXUIBHICTH 0 B3aeMopmili i3 cyoctpatamu CYP3A4, CYP2C8 a6o CYP2C9 i
TPAHCIIOPTEPiB OpraHiyHKUX KaTioHiB. CUTATMNTUH c1abKo BIIMBAE Ha IIJIa3MOBY KOHIIEHTpPAIIii0
OUTOKCUHY i, MOXKJIUBO, € ClTaOKUM iHTiOiTOpOM P-TJIiKOMIPOTEIHy B yMOBax in vivo.

[uzokcuH. CutarminTus cj1abKo BIJIMBAE HAa KOHIIEHTpPAllil AUTOKCHUHY V Ija3Mi Kposi. ITicis
npuiiomy 0,25 Mr fUroKCUHY OgHO4YacHO 3i 100 Mr cuTarminTuHy mopHa npoTaroM 10 gHiB MOKa3HUK
AUC purokcuny 306inbliryBaBcs B cepenHboMy Ha 11 %, a C,,,, B cepenaboMy Ha 18 %. Kopurysatu
[03y OUTOKCUHY He PeKOMeHayeThCsa. OgHaK CIif CIoCTepiraTé 3a CTAHOM IIalli€HTIB i3 PU3UKOM
TOKCUYHUX IIPOSIBIB AUTOKCHUHY, SIKII0 AUTOKCHH MPU3HAYAETHCSI OMHOYACHO i3 CUTATJIIITUHOM.

Oco6.1ueocmi 3acmocyeaHHsi.

Jlikapcekui 3aci0 AHyMeT He 3aCTOCOBYIOTE AJIS JIiIKYyBaHHS LIyKPOBOTO fiabeTy 1 Tumy abo
niabeTHYHOTO KETOALUO03y.

T'ocTpuy maHKpPeaTUT

[Tputiom inribiTopis [III1-4 acomLil0€ThCST 3 PU3UKOM PO3BUTKY T'OCTPOTO MaHKpeaTuTy. [lamieHTiB
ciip mpoingopMyBaTH PO XapaKTEPHUM CUMIITOM T'OCTPOTO ITaHKPEATUTY - IOCTiMHUN CUTbHUN Oinb
y XKUBOTi. KyIipyBaHHS CUMIITOMIB TaHKPEATUTY CIIOCTEPIrasocs Mic/isa BiIMiHM CUTATJINTUHY (3
NiATPUMYI04Y0I0 Tepamieio abo 6e3 Hel), ajye MOBIAOMIIINIOCS PO AyXKe PiAKi BUMagKu HEKPOTUYHOTO
abo reMopariyHoro nmaHKpeaTUuTy Ta/abo cMepTi. Y pasi migo3pu Ha MaHKPeaTUT CHif IPUIHHUTH
3aCTOCYBaHHS JTiKapCcbKoro 3acoby IHyMeT Ta iHIMX JTiKapCchKUX 3aco0iB, 110 MOXKYTh CIIPOBOKYBaTH
TOCTPUY NMAaHKPEeaTUT. AKINO0 TOCTPUY MaHKPEaTUT MigTBEPAKEHUM, He CJIif I0OYNHATHA 3aCTOCYBaHHS
JikapcbKoro 3acoby Anymert. I1alieHTaM 3 icTOpi€to MaHKPEATUTY CJIif MPOSBIATA 00€PEKHICTE.

Jlakmoau,u0os.

JlakToaIumos, pifKicHe, ane cepiio3He MeTaboIiyHe yCKITafiHEeHHS, Hal4vacTillle BUHUKAE IIiJl Yac
TOCTPOro ToripireHHsT PyHKINI HUPOK a00 KapaiopecmipaTOpHOTr0 3aXBOPIOBaHHS, ab0 CEeIcucy.
HakonuyeHHS MeTGOPMiHY BifOyBa€ThCS IIPH FOCTPOMY TOTipIIeHHi QYHKIl HUPOK i 36i/bIye pu3uK
JTaKToalXao3y. Y pas3i 3HeBogHeHHS (TgKKa fiapes abo 6/1i0BaHHS, TMXOMaHKa a00 3MeHIIIeHHS
BXKUBAHHS PiAVHY) NPUMOM MeTHOPMIiHY CHIil TUMYaCOBO IPUNWHUTY i 3BE€PHYTUCS [0 JiKaps.

3acTocyBaHHS JTiKapChKUX 3aC00iB, IKi MOXKYTh Pi3KO MOTIiPIIUTH (YHKIIiI0 HUPOK (HallpHKiIaz
rinoTeH3uBHUX, cevorinaux ta HII33), ciig mouynHaTH 3 00€pekHiCTIO MallieHTaM, 110 MPUIMaoTh
MeT(opMiH. [HIII HpaKTOpU PU3UKY PO3BUTKY JAKTOAIMA03Yy BKIIIOYAIOTh 3I0BXKUBAHHS aIKOTOJIEM,
IIeYiHKOBY HEIOCTATHICTh, HealeKBaTHO KOHTPOJIbOBAHUM ITyKPOBHUii iabeT, KeT03, TpUBaJie
TOJIONYBaHHS i OyOb-sIKi CTaHU, IIOB’sI3aHi 3 TIMOKCi€I0, @ TAKOXK CYIYTHE 3aCTOCYBaHHS JTIKapChKUX
3aco06iB, SIKi MOXKYTb BUKJIUKATH JIaKTOAUUA03 (OuB. po3ninu «I[IpoTunoka3aHHsI», «B3aemopnis 3
iHIMMMHM NTiKapCchbKUMM 3aco0aMu Ta iHII BUAM B3a€EMOMii»). [TarienTu Ta/ab0 MmiKTyBalbHUKYU ITOBUHHI
OyTu mpoiHGopMOBaHi PO PU3MK JTAKTOANUA03Y. JIaKTOAIMI03 XapaKTePU3y€EThCS alluIOTHUYHOIO
3aUIIKO0I0, 60IEM Y XKUBOTi, M’'SI30BUMHU Cy[IOMaMHM, aCTEHI€I0 Ta TinoTepMielo 3 0abIIo KOMOIO.
Y pasi BUHUKHEHHS TaKUX CUMIITOMIB MALlieHT TOBUHEH NPUIIMHUTY IPUUOM MeTPOPMiHY i HeraifHo



3BepHYyTHUCA [0 nikaps. [liarHocTuyHi 1abopaTopHi AaHi BKI04Yal0Th 3HUXKeHHS pH KpoBi (< 7,35),
TiABUINEHHS PiBHS JTAKTATY B I1a3Mi (> 5 MMoJIb/1) i 36inbIIeHHST aHIOHHOTO iHTEpBay Ta
CIIiBBIIHOILIEHHS JTaKTaT/IipyBar.

I'inoenikemis.

[Tpu nputiiomi nikapcbkoro 3acoby AHymeT B KoMOiHallil 3 iHCYIiHOM Ta Cyb()OHIICEUYOBMHOIO iCHYE
PU3MK BUHUKHEHHS TinmoriikeMil. [I151 3HUKEHHST PU3UKY TillOTJIiKeMil CITifi 3aCTOCOBYBaTH OiNbI
HU3BKY 003y CyIbGOHINICeu0BUHY ab0 iHCYTiHY.

QYHKUIA HUPOK.

[IK® crip o1iHIOBaTH [0 MOYATKY JiKyBaHHS i PETYIIPHO IPOTATOM Teparil likapcbKuM 3aco6oM
Anymet (ouB. po3min «Crocib 3aCTOCYBAHHS Ta IO3U»).

AuyMeT NpOTUNIOKAa3aHUM IPU TAXKKIN HUPKOBIM HeJoCTaTHOCTI, nanienTam 3 HIK® < 30 mii/xs.
3acTocyBaHHS JIiIKapChKOTO 3aC00Y CJIifl TUMYACOBO IPUIIMHUTH, SIKINO € BipOTigHICTh 3MiH QYHKIIII
HUPOK (OuB. po3min «IIpoTUIIOKa3aHHS»).

Peakuii 2inepuymausocmi. [IocTMapKETHHTOBI IIOBiIOMJIEHHS PO CePHO3Hi peakKilil rinepuyTIuBOCTi
y TaIliEHTIB, SKi 3aCTOCOBYBAJIA CUTATJINTHH, BK/II0UalOTh: aHa(iakcilo, aHTi0HEBPOTUYHUM HAOPSIK,
ekcdomiaTHBHI CTaHH IKipH, y T.4. cuHapoM CTiBeHca - [I;KoHCoHa. Taki peakilil BUHMKaIN
IIPOTSTOM TIEPIINX TPHOX MiCSIiB 3aCTOCYBAHHS CUTATINTUHY U iHOAI - MiCJIA 3aCTOCYBaHHS IEpPIIOi
no3u. fAKINO € Mimo3pH 00 PO3BUTKY Peakliiil TinmepyyTauBOCTi, CIIifl BiTMiHUTH JTiKapChKUM 3acio
AuyMeT, OLIHUTH iHIII NOTEHUIVH]I IPUYMHY Peakliil Ta IPU3HAYUTU ajlbTePHATUBHE JIIKyBaHHSA
IIyKpoBoro niabety (ouB. po3min «[1o6iuHi peakiii»).

Byavo3Hul nem@izoio.

[Tig yac micnspeecTpaliiftHOro 3aCTOCyBaHHS Oy/iM OTpUMaHi MOBiIOMIIEHHS PO OYIHO3HUMN
neMoiroin y narieHnTis, mo npuiiMaioTs iHriditopu HOI1I1-4, BKI0YaOuy CUTATTINTHH. KO € nifo3pa
Ha Oy/Ib03HUYM neMdiroin, 3acToCyBaHHsA AHYMETY CIIif TPUIUHUTH.

XipypeiuHi empyuaHHA. [TpuiioM NTiKapCchKOTo 3aco0y AHyMeT MOTPiOHO IPUIUHUTH OO0 OIepalrii mim
3arasbHOIO, CITIiHaIbHOIO abo emimypanbHOI0 aHecTe3ielo. Tepalliio MoXKHa BiTHOBUTH He paHillle Hixk
yepe3 48 roguH micins omnepatiii abo BiTHOBIEHHS ITepOpaibHOTO XapuyBaHHS i 3a YMOBH, 1110 GYHKIIiI0
HUPOK ITOBTOPHO OLIHUJIX i BU3HaIU cTabinbHOW (OUB. po3ain «Crocib 3acTOCyBaHHS Ta [IO3U»).

3acmocysaHHA 10008MICHUX KOHMPACMHUX npenapamis. BHyTPIITHEOCYAUHHE BBEOEHHSI
KOHTPACTHOI pe4OBUHH, 110 MiCTUTh MOfl, MOXKe CIPUYMHUTH KOHTPACTiHAYKOBaHy He(pomaTiio, I10
IIPU3BOIUTH 10 HAKOMUYEHHSI MET(QOPMIiHY Ta MigBUILIEHOTO PU3UKY PO3BUTKY JIAKTOAILIUI03Y.
[TpuiioM niKapchKoro 3aco0y AHyMeT Cilifg IPUIUHUTH J0 abo IIif Yac pagioslorivHOro JOCTimKeHHS i
BiZHOBUTHU He paHille HixX yepe3 48 roguH micys Ii€l MpoLeaypH i TiIbKY 3a YMOBH, 110 (QYHKIIIIO
HUPOK IMOBTOPHO OIIiIHUIY i BU3HAK MPUUHATHOW (IuB. po3ginu «[IpoTunoka3anHs», «B3aeMomisa 3
iHITMMY NTiKapChbKUMM 3aco0aMu Ta iHIIT BUOYM B3aEMOIiii»).

3MiHa KAiHIYHO20 cmamycy nauieHma 3 paHille KOHMpoAb08aAHUM UYKposum diabemom II muny.

fKIo y malfieHTa 3 KOHTPOJIbOBAaHKUM LyKPOBUM miabetom II Tumy mnpu npuiioMi JikapcbKoro 3acoby
AHyMeT 3’IBIAI0THCSA MATONOTIYHi BigxuneHHs 1ab0opaTOPHUX MOKa3HUKIB ab0 KITiHiuHi
3axXBOPIOBaHHS (0COOMMBO HEBCTAHOBIIEHI Ta Ti, II[0 He MigOal0ThC YiTKiM imeHTU(iKaIlil), HeobximHO
HeTaHO BUKJIIOUUTH KeTOoallug03 ado JTaKToallua03 3a pe3yibTaTaMU aHali3y CUPOBAaTKU KPOBi Ha
€JIeKTPOJIiTH Ta KETOHH, 3a PiBHEM IJIIOKO3HU, @ TAKOX 3a II0OKa3HMKOM pH KpoBi Ta KOHIIEHTpALi€l0



JIaKTaTy, mipyBaty Ta MeTdopminy. [Ipu po3BUTKY aluno3y OyOb-gKol eTionorii moganbUIiui Mpuiom
JiKapChKOT0 3ac0o0y AHyMeT BigMiHSIOTh Ta BXKMBAIOTh 3aXO0[IiB OO0 KOPEKIIii alumo3y.

Ium1i 3acTe PEXKEHHA

MeTdopMiH MOKe 3HMKYBaTH piBeHb BiTaminy B12 y cupoBaTili KpoBi. PU3uK 3HUKEHHS PiBHSA
BiTaminy B12 3pocTae 3i 30inbiIeHHAM f03U MeT()OPMiHY, TPUBANOCTI JIiKyBaHHA Ta/ab0 y MalieHTiB
i3 haKTOpPaMU pU3UKY, FKi, K BiOMO, COPUYUHSIOTE AedinuT Bitaminy B12. Y pasi migo3pu Ha
nedinut BiTaminy B12 (manmpukian, aHeMis abo HeHpoIaTis) CJlig KOHTPOJIIOBATH PiBEHb BiTaMiHy
B12 y cupoBatii KpoBi. ITamientam i3 ¢pakTopamu pu3uky nedinuty Bitaminy B12 Moxke 3HagoOUTUCS
epiogUYHUYN MOHITOPUHT piBHA BiTaminy B12. Tepamito MmeT¢popMiHOM CIifi TPOJOBXKYBATU OO0 TUX
1ip, ITOKY BiH EPEHOCUTHCS MAllleHTOM Ta He IIPOTUIIOKAa3aHUl, Ta IPOBOAUTHCS BiANOBiIHE
KOpeKIIiliHe NTiKyBaHHA AedinuTy BiTaMiny B12, BigmoBigHO H0 Hif0YWX KIiHIYHUX peKOMEHAIli.

BwMmicT HaTpio.

KoxHa Ttabnetka 50/500 Mr mMicTuTh MeHIIe 1 MMOIb HaTpito (23 Mr), TOOTO MPAKTUYHO BijlbHA Bifl
HaTpilo.

KoxHa Tabnerka 50/850 Mr micTuTh MeHIIe 1 MMoIb HaTpito (23 Mr), TOOTO MPAKTUYHO BijlbHA Bifl
HaTpilo.

KoxHa Ttabnetka 50/1000 Mr MicTuTh MeHIe 1 MMOJb HaTpito (23 Mr), ToOTO MPaKTUYHO BiJlbHA Bif
HaTpilo.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.

Bazimuicmb. HaneXHUX JaHUX 00 3aCTOCYBaHHS CUTAlJIINTUHY BariTHUM XIiHKaM HEMae.
HocnigXkKeHHs Ha TBapAHAX IIPOAEMOHCTPYBAJIA PEIPONYKTUBHY TOKCAYHICTH BUCOKUX 03
CUTArJIITHHY.

HasaBHi 00MexkeHi faHi, SKi BKa3ylOTh Ha Te, 1110 3aCTOCYBaHHS MeT(QOPMiHY BariTHUM KiHKaM He
ACOL[II0ETHCA 13 MIABUILIEHUM PU3UKOM BPOMXKEHUX aHOMAJIU PO3BUTKY IJIOAA/OUTHHU. [lOCTiAXKeHHS
MeThOPMiHY Ha TBapuHax He IeMOHCTPYIOTh LIKiIJINBOTO BIUIMBY JIikapChKOT0 3aco0y Ha nepe0ir
BariTHOCTi, PO3BUTOK eMOpioHa Ta IJI0[ia, IIOJIOTH UM IMOCTHATAIbHUM PO3BUTOK.

fHyMeT He CJIi[l 3aCTOCOBYBATH ITiJ Yac BariTHOCTI. AKIIO0 marieHTKa 6aka€ 3aBariTHiITH abo BxKe
3aBariTHina, MiKyBaHHS MpemnapaToM AHyMeT HeOOXigHO STKOMOTa CKOpillle MPUMUHUTY i IepelTH Ha
iHCyJiHOTepaIlio.

I'o0ysaHHs 2pyddro. 2ZKogHUX HOCTimKeHb KoMOiHaIlil [il0YWX peYOBUH JIIKAPChKOTO 3aco0y Ha
TOyI0UMX TBApPHMHAX He IIPOBOAUIIOCE. Y NOCIIIXKEeHHAX, ITPOBefieHuX 3 000Ma Hif0UMMU PeYOBHHAMU
OKpeMO, 1 CUTarIiNTHH, i METQOPMiH BULIANINCE Y MOJIOKO TOAYIOUMX IIypiB. MeThopMiH y
HEBEJIMKUX KiTbKOCTSX BUOINSAETLCS Y TPYOHE MOJIOKO NMIOOWHYU. HeBimoMo, Y1 MPOHUKAE CUTATTIIITUH
y TpyZHe MOJIoOKO. ToMy fAHyMeT He MOXKHa 3aCTOCOBYBATH KiHKaM Y IIepiof TOAyBaHHS TPYIAIO (
nuB. po3pin «IIpoTunokasaHHg»).

®epmuavHicmy. [laHi, OTpUuMaHi 3 JOCIAXEHb Ha TBApHUHAX, HE BKa3yTh Ha BIJIUB JIIKYBaHHS
CUTArJINTUHOM Ha YOJIOBidy Ta XKiHO4y (epTUNbHICTh. [laHi JOCTigXKeHb 3a y4acCTIo JII0fEeH BiACYTHI.



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

AdnyMmeT He BIuBa€e a0 BIIMBA€E BKpak c1abKo Ha 3MaTHICTh KepyBaTu aBTOM00OineM abo mpaifoBaTu
3 MexaHiyHUMM 3acobamu. OgHAK CJIifl BpaXOBYBATH, III0 IIPH 3aCTOCYBaHHI CUTATTIIITHHY
BigMigasucs 3amaMOPOYEHHST Ta COHJIUBICTh, TOMY CITifl OyTH 00epeXHUM IIPU KepyBaHHI
aBTOTPaHCIOPTOM a00 poOOTi 3 IHIMKMME MeXaHi3MaMHu.

KpiMm Toro, mauieHTiB CIif OmepeguTy PO PU3UK TiMOrjIiKeMil IPU 3aCTOCYyBaHHI TiKapChKOT0
3aco0y AdHymet B KoMOiHallil 3 moxigHUM Cynb(oHiceuoBrHM ab0 3 iHCYITiHOM.

Cnoci6 3acmocyeaHHss ma do3u.

Cnocib 3acmocysaHHA. HYMET CJ1if 3aCTOCOBYBaTH 2 pa3yu Ha K00y OOHOYACHO 3 XKelo 11
3MeHIIeHHs M06iYHUX peakililt 3 60Ky MITyHKOBO-KUIIKOBOTO TpakTy (IIKT), moB's3aHux 3
MeT(OopMiHOM.

PexuM mo3yBaHHS JIiKapChKOT0 3aco0y AHyMeT cim migOupaTy iHOUBiAyanbHO, 3 YpaxyBaHHSIM
IIOTOYHOI Teparil, epeKTUBHOCTI Ta IEPEHOCHMOCTI, ajie He IIePeBUIIYI0YM MaKCUMaJIbHO1
peKoMeH0BaHOI 1060801 703U cuTarminTuHy - 100 mr.

Llopocai 3 HopmaavHOW yHKUiE HUPOK (LLIK® > 90 ma/xe)
HaseHi 003y8aHHA Aikapcvkoz2o 3acoby:

50 mr cutarninTury/500 Mr MeThOpMiHY TiIPOXIOPUAY;

50 Mr curarnintTury/850 Mr MeThOPMIHY TiIpOXITOPUAY;

50 mr curtarnintuay/1000 Mr MeThopMiHy TiTPOXIOPHUAY.

[na nauienmis, Aki He docAe2au a0ekeamHo20 KOHMpPO110 Npu MOHOMepanii Mem@opmiHom y
MAKCuUMAanbvHill nepeHocumill 003i.

[TouaTKOBa peKOMeHOBaHa [403a JIiKapChKOro 3aco0y AHyMeT [Jid MalieHTiB, sSKi He OOCATIN
aJeKBaTHOTO KOHTPOJIIO TP MOHOTepaIii MeThopMiHOM, TOBHHHA 3abe3nednTi J060BY
pekoMeHf0oBaHy o3y cutarminTury 100 mr (To6To mo 50 Mr 2 pa3u Ha fo6y) ITIOC TOTOYHY OO3Y
MeThOpPMiHY.

[na nauienmis, Aki nepexo0samb 3 00HOUACHO20 NPUUOMY CUMAAINMUHY Mad Mem@OpPMIHY.

[Tpu nepexoni 3 MiKyBaHHS CATATIINTUHOM i MeT(HOPMIHOM IK MOHOIpellapaTaMy II04aTKOBa [03a
niKapchKoro 3aco0y fAHyMeT moBuHHA OyTH eKBiBaleHTHOO [03i, y SKill 3aCTOCOBYBaIX OKPEMO
CUTATJLITUH Ta MeTPOpPMiH.

Ilns nauienmia, y AKux He 00CA2HYMO a0eK8aAmMHO20 KOHMPO/0 NPU AIKYBAHHI MAKCUMAAbHOWO
nepeHocumo 003010 MempopMiHy i NOXIOHUM CY/1b(OHIACEYOBUHU.

Io3a nikapcekoro 3acoby fAHyMeT moBuHHA 3a0e3neyuTy [o60BY PEKOMEH0BaHY N03Y CUTATTIITUHY
100 mr (To6To mo 50 Mr 2 pa3u Ha 0o0y) mIoc 6JIU3bKY 00 MOTOYHOI Ho3y MeTdhopMminy. [TamieHTam,
SKi 3aCTOCOBYIOTh AHYyMeT y KoMOiHallil i3 cynbGhoHiIceY0BUHO0, MOXKe O0yTH HEe0OXigHOI0 HUXKYa
no3a cynbGOHIICeYOBUHY AJIS 3HUKEHHS PU3UKY PO3BUTKY rimoriikeMil (quB. po3min «OcobauBoCTi



3aCTOCYBaHHS»).

Il nayieHmis, y siKux He 00CsA2HYMO A0eKB8AMHO20 KOHMPO110 NPU AiKYB8AHHI KOMOiIHAU i€
mMem@opMiHy y MAKCuUMAanvHill nepeHocumiu 003i ma azoHicmom PPAR-y.

Io3a mikapcbKoro 3acoby AHyMeT moBuHHa 3abe3neunTu f060By go3y cutariaintuHy 100 Mr (To6To
o 50 Mr 2 pa3u Ha go0y) MmIoc 6JIM3bKY A0 MMOTOYHOI 03y MeThHOPMIiHY.

Ilnsa nayieHmis, y sIKUX He 00CA2HYMO A0eKB8AMHO20 KOHMPO110 NPU AiKYB8AHHI KOMOIHAU i€
IHCy/niHYy Mma Mem@OpPMIHY Yy MAKCUMA/bHIU nepeHocumil 003i.

Io3a mikapcbKoro 3acoby AHyMeT moBuHHa 3abe3neunTu f060By go3y cutarmintuay 100 Mr (To6To
no 50 Mr 2 pa3u Ha [00y) II0c 6IM3bKY [0 IIOTOYHOI 03y MeTdopMiny. [Tpu 3acTocyBaHHI
niKapchKoro 3acofy AxyMeT 3 iHCyNTiHOM MOXe Oyne JOUiTbHUM 3HU3UTU NTOTOYHY O3y iHCYIiHY it
3HUKEHHS PU3UKY PO3BUTKY Timoriikemil (quB. po3min «Oco6IMBOCTI 3aCTOCYBaHHS»).

[TauieHTH NOBYWHHI IPOAOBXKYBaTH SOTPUMYBATHUCS CIIeIiaIbHOL OIETU 3 afleKBaTHUM PO3IOLIIOM
CIIOKVBAHHS BYIJIEBOAIB IPOTATOM AH. [lallieHTH 3 HaAMIpHOI Macol0 Tijla IOBUHHI IIPOJOBXKYBaTU
NOTPUMYBATUCS HU3bKOKAIOPINHOI [i€TH.

OxpeMi rpyny nauieHTiB

Hupkosa HedocmamHicme.

[MarienTy 3 MOMipHUM MOPYIIEHHSIM GYHKINI HUPOK (IIBUAKICTEL KITy004uKOBOI (inbTpartii

[IK®] = 60 mn/xB) He mOTPeOyI0Th Kopekiii mo3u. [IIK® cif omiHoBaTH [0 IOYATKY JIiKyBaHHS
JiKapChbKUMU 3aco0aMu, 10 MiCTSITh MeT(hOPMiH, Ta ¥ ITOaIbIIoOMy IIfoHaliMeHIIe 1 pa3 Ha pik. ¥
TIAIi€HTIB 3 MiIBUIIEHUM PU3UKOM II0[Ia/IbIIOTO IIPOTPECYBaHHS HUPKOBOI HEOCTATHOCTI i y JiTHIX
JIIOfie} OPYIIeHHs (YHKIIil HUPOK CJIif OI[iHIOBATH YacCTillle, HAaIPUKJIafg KoXHi 3 — 6 MicAIiB.

MaxkcumanbHy f060By 003y MeT)opMiHy Kpallle pOo3[inuTy Ha 2 — 3 npuiioMmu. PakTopH, SKi MOXKYTh
30iMBIIUTY PU3UK PO3BUTKY JAKTOAIUAO3Y (AUB. po3min «OCco0IUBOCTI 3aCTOCYBaHHS»), CIIif
PO3TAIIHYTU [0 Ipu3HaueHHa MeTdopMiny narierTam 3 IIIK® < 60 mn/xs.

Axuro BigcyTHIN AHYMET 3 MIPUMHATHUM [03yBaHHSIM, CJIill BAKOPUCTOBYBATH OKPEMi KOMIIOHEHTH
3aMicTh ¢ikcoBaHOi KOMOiHAITii.

MK®, mi/xB [MeTtdopMin [CurarainTun

60 — 89 MakcuManbHa foboBa no3a ctaHoBuTh 3000 Mmr. MakcumasibHa 1000Ba
3MeHINeHHS 0031 MOXKe OyTH PO3TISHYTO B 3B's13KY |mo3a cranoBuTh 100 Mr.
3 IOTiPIIEeHHSIM MOPYIIeHHS (PYHKIIil HUPOK.
45 — 59 MakcuManbHa 4o6oBa qo3a cTaHoBUTL 2000 Mmr. MakcuMaJsbHa Jo0OOBa
[ToyaTKoBa 0032 CTAHOBUTH He Oinbllle MOJIOBUHU  |mo3a cTaHOBUTH 100 Mmr.
MaKCHMAaJILHOI JO3H.
30 — 44 MaxkcuManbHa fo0oBa mo3a cTaHoBUThH 1000 Mmr. MakcuMasbHa T000Ba
[TouaTKoBa 403a CTAHOBUTL He Oi/lbllle IOJIOBHHU  |§03a CTAHOBUTH 50 MT.
MaKCHMAJILHOI JO3H.
< 30 MeTdopMiH TPOTHUIIOKA3aHUM. MaxkcumasnbHa f1060Ba
mo3a CTAHOBUTH 25 MT.

INopyweHHsa ¢pyHKUII neviHKu. AHyMeT He CIIif Ipu3HadaTH MallieHTaM i3 IeYiHKOBOIO HEJOCTATHICTIO
(muB. po3min «®apMakKoJIOTriyHi BIaCTUBOCTI»).

ITauienmu aimHbo20 8iKy. OCKinbKM MeT()OPMIH Ta CUTATIINTUH BUBOASATHCS HUPKaMHU, AHYMET CJIif



3 00epexkKHiCTIO TPU3HaYaTH MaI[iEHTaM JIiTHBOTO BiKy. [715 MomepenKeHHS OB’ I3aHOTO 3
MeT(HOPMiIHOM JTaKTOAIUI03y HEOOXiMHO KOHTPOIIOBATH GYHKII0 HUPOK, 0COOIMBO Y MallieHTiB
JTHBOTO BiKY (muB. po3minu «IIpoTunoka3anHsa», «OCOOIUBOCTI 3aCTOCYBAHHSI»).

Himu.

Jlikapcekuii 3acib AHyMeT He CITif 3aCTOCOBYBaTH AiTSAM BikoM Bif 10 mo 17 poKiB BK/IIOUHO Yepe3
HeJ0CTaTHIO epeKTHUBHICTh. Hapasi HasiBHI faHi onucaHo y po3ginax «I1obiuni peakiil»,
«®apmakonoriuni BaactuBocTi: ®apmakoauHaMika Ta PapmMakokiHeTrKa». [JOCIigKEHHS
3aCTOCYBaHHS JIiKapChbKOTro 3aco0y AxnyMmeT miTsiMm BikoM o 10 pokiB He TPOBOAUIOCH.

Ilepedo3yeanHns.

CumazainmuH. 3mopoBi moOpoBobLi pa3oBi fo3u 7o 800 Mr, SIK IpaBuiio, nepeHocunu gqobpe. [Ipu
3acTocyBaHHi 103U 800 Mr crioctepiranocs He3HauHe nofoBxkeHHs QTc, 110 He PO3IIAfanoch K
K/IiHIYHO 3HayuMe. Hemae [0oCBigy 3aCTOCyBaHHS 103, 110 NepeBuilyioTs 800 Mr, mmif 9ac KIiHIYHUX
OOCIiXKeHb. Y X0Mi MOCIigXKeHb HE CIIOCTEPIranoch MOOIiYHUX Peakilil, 0B I3aHUX i3 703010
JiKapchbKOro 3acoby, mpu 3actocyBaHHi mo 600 mMr Ha moby mpoTtsarom 10 guiB Ta 400 Mr mpoTsrom 28
OHIB.

3HayHe Mepeno3yBaHHs MeTGHOopMiHOM (a00 CYIyTHI pU3UKK PO3BUTKY JTAKTOAIUI03Y) MOXKE
IIPHU3BOOUTH [0 JTAKTOAIMA03Y, 0 BUMara€e HeBigKIagHOl MeIUYHOI JOIIOMOTH i TiIKyBaHHS B
cranionapi. Haibinbein eeKTHBHUM METOMIOM BHBEIeHHS JaKTaTy i MeTopMiHy € remomiarmia.

Y xopi KITiHIYHUX OOCIIAXKEeHb 3a CeaHC reMofianidy TPUBAIICTIO 3 - 4 TOOUHY i3 Opra”izmy
BUBOMIIOCS Tpubnu3Ho 13,5 % mo3u nmikapchkoro 3aco0y. 3a KIiHIYHUX TOKa3aHb IIPOBOMSITH
TpuBanuy remomiani3. HeBimoMo, Y BUBOOUTHCS CUTATJINITHH 3a JOIIOMOTOI0 IEPUTOHEATbHOTO
nianmisy.

Y pagsi nepeno3yBaHHA TiKapChKUM 3ac000M fAHYyMeT HeoOXiHO PO3MoYaT CTaHJAPTHI MiATPUMYI0di
3ax0ofu: BUAAJIEHHS 3 KUIITKOBOTO TPaKTy HeabcopOOBaHOTO IiKapChKOro 3aco0y, KIiHigYHUN
MoHiTOpuHT (BKmodatouyu EKI'), a TakoxX mpu3HayeHHS MiATPUMYI04Y0] Teparil 3a HeoOXiTHOCTI.

ITo6iuni peakuii.

He npoBopunucs KiiHiuHI gocmifKeHHs Teparnil TikapcbkuM 3acoboM AxyMeT, npoTe Gyrna
IIPOIEMOHCTPOBaHa 0i0EeKBiBaIEHTHICTh AHYMETY Ta CUTArJINTUHY i MeThOpMiHy, SKi 3aCTOCOBYIOTh
CIIiNTBHO (muB. Po3Min «®apMaKoJIOTiyHi BIaCTUBOCTI»). [T0BimOMIISIIOCS PO Cepio3Hi mobiuHi
peaxirii, BKII0Yalo4yy MaHKPeaTUT Ta ajepriuni peakmii. IToBimoMsiiocst mpo TimoriaikeMioo mpu
3aCTOoCyBaHHI JlikapchKoro 3acoby B KoMOiHallil 3 cynbdoHincedyoBuHoio (13,8 %) Ta incyninoMm

(10,9 %).

CurtarminTud i MeThopMin

[To6iuni peakirii 3a3HaueHO 3a TepMiHooTielo MedDRA, momaHo 3a KjlacaMy CHUCTeM OpTraHiB Ta
abCoJII0THOIO YacToToi0. YacToTa BUHMKHEHHS BU3HadYeHa SK: oyxke gacTo (=1/10), gacrto (=1/100,
<1/10), segacto (>1/1000, <1/100), pigko (>1/10000, <1/1000) Ta gyxe pigko (<1/10000), yactoTta



HeBiJIOMa (HeMO}KJ'II/IBO BCTAHOBUTHU 3d HAIBHUMH ):[aHI/IMI/I).

YacToTa BUHUKHEHHS MOOIYHUX peakllii, BU3HaYeHa Ha OCHOBI pe3ysbTaTiB malebo-
KOHTPOJIbOBaHUX KJTIHIYHUX JOCIiAXKEHb 1 TOCTMapKeTUHI0BOT'0 CIIOCTEPEeXKEHHS.

ITopyweHHs 3 6OKY Kposi ma AimpamuyHoi cucmemu: PigKo: TPOMOOIUTOIEHIS.

ITopyweHHs 3 6BOKY iMYHHOI cucmeMu: 9aCTOTa HEBiOMAa: peaKllil TimepyyTIUBOCTi, BKIIOYAI0UH
aHaQiTaKTHYHI peaxil .

HopyweHnHa Memaboai3My: 9acTo: TimormKemis .
ITopyweHHs 3 60KY Hep8os8oi cucmemu: He4acTO: COHTUBICTS.

ITopyweHHs 3 6OKY opaaHie OuxaHHsA, epyOHOI Kaimku i cepe0ocmiHHA: 4acTOTa HeBimoMa:
iHTepCTHUIianbHe 3aXBOPIOBAHHS JIETEHiB .

ITopyweHHs 3 60oky IIIKT: yacTo: HygoTa, MeTeopu3M, GJTI0BaHHS; HEYACTO: Jiapesi, 3amop, Oinb y
BepxHLOMY Bifpini IIIKT; yacToTa HeBioMa: TOCTPHI HaHKPEATHUT ', TeTalnbHHUi i HeleTanbHu
reMopariuHuil i HeKpOTH3YI04Mil TaHKPeaTuT .

IopywenHsa 3 60Ky wKipu ma niQwkipHoi KAiMKo8UHU: HedacTo: cBepbixk ; YacToTa HeBigoMa:
AHTiIOHEeBPOTHYHHUI HAODSK ', BUCHUII |, KDOIMB SHKA ', INKiPHHUI BACKYJIT |, eKChOTiaTUBHI CTaHn
IIKipH, BKIOYa04d CUHAPOM CTiBeHca - JIKOHCOHa |, Oynb03Hui meMdiroin .

IMopyweHHs 3 60Ky CKeemHo-M’ 30801 cucmemu ma CnoAyYHOi MKAHUHU: 9acTOTa HeBimoMa:
apTpanria, Mianrisa , 6ib y KiHIIBKaxX , 6ib y CIIKHI, apTPONATIs .

ITopyweHHs 3 60KY HUPOK Mma ceyosudisibHOi cucmemu: 4aCcTOTa HeBifoMa: MOripIIeHHs QyHKIII
HUPOK , TOCTPa HUPKOBA HEIOCTATHICTb .

Tlo6iuni peakuii Oymu ifeHTH(IKOBaHI y XOfi IOCTMAapPKETHHTOBOTO CIOCTEPEKEeHHS.
"Mus. po3min «OCOBIMBOCTI 3aCTOCYBAHHS».
"Mus. «JlocmigxeHHs cepLeBo-cynuHHOI Oe3nexu TECOS» HuXKuUe.

Onuc okpeMux mo6iYHUX peakirin

Huxxue3a3HayeHi mo6iuHi peakilil yacrTile CriocTepiranucs mig yac KoMOiHOBAHOT'0 3aCTOCYBaHHS
CUTATJINTUHY Ta MeTHOPMIiHY 3 iHIMMMH aHTUAia0e THYHUMU JIiIKapCbKUMU 3aco0aMu, HixX IIif yac
OKpEeMOr0 3aCTOCYBaHHSI CUTArINTHHY Ta MET(POPMiHY:

- rimornikeMis (myKe 4acTo IPU 3aCTOCYBaHHi 3 CyNIbPOHINICEUOBUHOI a00 iHCYITiHOM);
- 3am0p (4acTo IpU 3aCTOCYyBaHHi 3 Cy/Ib(OHIICEYOBUHOI));

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

- TOJIOBHUY Oi/lb Ta CYXiCTh y POTi (HeYacTo IpH 3aCTOCYBaHHi 3 iHCYIiHOM).
CumaeainmuH

Y xomi mocmimxkeHHS 3acTocyBaHHs cuTarainTuHy 100 Mr oguH pa3 Ha moOy MOPiBHSHO 3 m1ale6o



TIOBIIOMJISINIOCS TIPO T'OJIOBHUY 0ib, TinmorjikeMiio, 3amop i 3amamopodeHHs. [Ipo Taki mobiuni
peaxiiii, He3amexXHO Bifl MPUYMHHO-HACTIIKOBOI'0 3B’SI3KY i3 3aCTOCYBAHHSIM JTiKApPCHKOTO 3aco0y,
MIOBiHOMJISITIOCH IPUHAUMHI y 5 % BUIAKiB: iH(pEKIil BEpXHIX AUXalbHUX LIIAXiB i Ha30(hapHUHTIT.
Kpim Toro, mpo ocTeoapTput i 6inb y KiHIliBKax moBigoMisnocs HedacTo (Ha 0,5 % 6inbIme y ocib, ki
IpUUMalIy CUTATINTHH, IOPIBHAHO 3 KOHTPOIBHOIO TPYIIOI0).

Memdopmin

B xomi KmiHIYHKX DOCHIAXKeHb Ta IOCTMAaPKETUHTOBOT0 BUBYEHHS Tepalil MeThopMiHOM
TIOBiIOMJISITIOCH IIPO Oy2Ke YacTi BUNAAKYU IOOIiYHUX peakiliit 3 00Ky IITYHKOBO-KHIIIKOBOTO TPAKTY.
Hynora, 6mioBanHs, miapes, 0inb y Bigmini IIKT Ta BTpaTa aneTuTy BUHUKAJIU AyKe 9acTo Ha
IIOYaTKY JIiIKyBaHHS i B OilbIIOCTI BUMIQ[IKIB 3HUKAJIA PaATOBO. TaK0XK MOBIIOMIISAIOCE IPO MeTaleBUi
IIpHCMaK (9acTo); TaKToallMg03, IOPYINEeHHS (PYHKIIII MeYiHKU, TeNaTUT, KPOIIUB THKY, EPUTEMY,
cBepOix (myKe pimKo); 3HUKEHHS piBHs/medinuT Bitaminy B12 (gacTo) (guB. po3min «Ocobausocmi
3aCmMOCYBaHHA»).

Himu

Y KJTiHIYHUX JOCTIAXKEHHIX 3aCTOCYBaHHS JIiIKapChKoro 3acoby AxHymeT miTsam BikoM Big 10 go 17
POKIB BKJIIOYHO 3 IIyKPOBUM [fiabeToM 2 Tumy npodins nobiuHux peakuiit 6yB 3araaoM MOPiBHIHHUM 3
TAKHUM y JOPOCTHX. Y [iTel, sKi 3acT0OCOBYBau abo He 3aCTOCOBYBaIM (POHOBUY iHCYIIiH, CUTAT TN TUH
acolli0BaBCs 3 IMiABUIIEHUM PHU3UKOM PO3BUTKY TiNOTIIiKeMil.

ILocaidacenHs cepueao-cyouHHoi 6esnexu TECOS

IocmimKeHHS 3 OIIIHKK cepIieBO-CyauHHo1 6e3mneku cutarminturny TECOS oxommoBaio 7332
MAli€HTH, SIKi OTPUMYBaX CUTArTiNTHH y 1031 100 Mr Ha geHb (a6o 50 Mr Ha OeHb, SKIIO MBUIKICT
K11y604KoBoi dimbrpamnii (pIIIK®) 6yna = 30 i < 50 mi/x/1,73 M%), i 7339 mamieHTiB, SKi OTpUMyBaIIH
nnane6o. O6uaBa MiKapchKi 3acobu O6yIu fomaHi 10 OCHOBHOI Teparlil BifilOBiAHO 00 perioHanbHUX
CTaHMapTiB Ta 3 ypaxyBaHHAM piBHIB HbA, i pakTOpiB pHu3UKYy 0151 CeplieBO-CyqUHHOI CUCTEMH.
3arajbHa YaCTOTa CepHo3HUX MOOIYHUX SBUII V HALli€HTIB, IKi OTPUMYBAJIX CUTATTINTHH, Oya
nofiOHa 4o Takol ¥ MallieHTiB, SKi 0OTpUMYyBaIH Iaiebo.

YV nonynsuii BCix marfieHTiB, mo 6yiau paHoOMi30BaHi Iy OTPUMaHHS JIIKyBaHHS, YaCTOTa emi30/iB
TSI2KKOI TiloTTiKeMil cTaHOBUTA 2,7 % y Mali€HTIB, 110 OTPUMYBAJIM CUTATINTHH, Ta 2,5 % ¥
TAllieHTiB, SIKi OTpUMYyBaH Ialebo; cepen MallieHTiB, SKi He OTPUMYyBau iHCYJIiH Ta/abo
cynbGhOHINICEYOBUHY Ha eTalli BKIIOUeHHS, YacTOTa eMi30fiB TAKKOI rinornikeMil ctaHoBuna 1,0 % y
NallieHTiB, IKi oTpuMyBanu cutariinTtul, ta 0,7 % B rpyni mianebo. YacToTa nigTBEpAKEHUX
BUMAKIB TaHKpeaTUTy cTaHOBUNA 0,3 % y Nali€HTiB, SKi OTpUMyBaiu cutariinTul, Ta 0,2 % B rpymi
n1ane6o.

ITocmmapkemuHzosul 0oceid

[Tig yac moCTMapKeTHHTOBOTO 3aCTOCYBaHHS MpenapaTy dHyMeT, CUTarminTury abo MeThopMiny
Oynu BUSBIEH]I HAaCTyNHi MO6iYHi peakii: TyOynoiHTepcTULliaTbHUN HEGQPUT.

38imysaHHs npo nido3pro.aHi nobiyHi peakuii

BaxnuBo 3BiTyBaTH PO Iigo3proBaHi mobivHi peakiii micis peecTpatiii Tikapchkoro 3aco0y. Lle mae



3MOT'y ¥ HaJaJli KOHTPOJIIOBATH CIIiBBIAHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI JIIKapPChKOT0
3aco0y. KBamiikoBaHUx MpaliBHUKIB ¥ Taly3i 0XOPOHU 300POB’SI MPOCSTH MOBIIOMIISITH PO BCi
nimo3proBaHi moOivHi peaxirii.

Tepmin npudamHocmi. 2 POKH.

He 3acTocoByBaTtu micng 3aKiHYeHHS TEPMIHY IPUNATHOCTI, 3a3HAYEHOr'0 Ha yIIaKOBIIl.

YMmoBH 30epirannsi.

30epiraTtu B OpuTiHaabHiY yIAKOBIIi IpU TeMIepaTypi He Buille 25 °C B HEOOCTYIIHOMY OIS HiTei
MicIti.

YnakoBka.

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

Kareropis Bigmycky.

3a pelemnToM.

BupoOHUK.

Mepk ITapm i Joym b.B., Hineprasgu.

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca Micis MpoBaIXKeHHS HOT0 Tis/TbHOCTI.

Baappepser 39, 2031 BH Xaapnewm, Higepnaunu.



