IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

PO3YJIIIT®

(ROSULIP?)

CKnaao:
ditoua peyosuHa: po3yBaCTaTHH;

1 TabneTka, BKpUTa IUIiBKOBOIO 000JI0OHKOI0, MiCTUTh 5,34 Mr a6o 10,68 mr, abo 21,36 Mr
pO3yBacTaTHHY IUHKY (1110 BimmoBimae 5 mr a6o 10 mr, abo 20 Mr po3yBacTaTUHY BiAIIOBigHO);

0OnoMidCHI pe4oBUHU: TAKTO3W MOHOTIPAT, OBiMOH, KPOCIOBIOH, MarHilo cTeapar, CIUPT
nosniBiHimoBu#, TuTany giokcup (E 171), makporon 3350, Tamnbk.

JIikapcbka ¢opma. TabmeTKH, BKPUTI IIJTiIBKOBOIO 000JIOHKOIO.
OCHOBHI (pi3uKo-XiMiUHI 81aCMUBOCMI:

mabsaemku no 5 me: 6imoro abo mMatizke 6i7I0T0 KOJILOPY OKPYIJIi, TPOXU OBOOIYKJIi TaOlIeTKU, BKPUTI
TITIBKOBOIO 000JIOHKOIO, 3 TPaBipyBaHHSAM CTHUIIi30BaHOI JliTepu E 3 omHOro 60Ky Ta HOMepoM 591 3
inmoro, 6e3 abo Matizke 6e3 3amaxy;

mabaemxku no 10 me: 6imoro a6o mMaiixke 0iI0T0 KOIBOPY OKPYTIIi, TPOXU ABOOMYKJIi TaOIETKU, BKPUTI
TIITiBKOBOIO 000JIOHKOIO, 3 TPaBipyBaHHSAM CTHUJIi30BaHOI JliTepu E 3 omHOTrO 60Ky Ta HOMepoM 592 3
immoro, 6e3 abo Malixke 0e3 3amaxy;

mabaemxku no 20 me: 6imoro abo Maiixke 6i710ro KoIbOPYy OKPYTJI, TPOXU ABOOIYKJIi TabIeTKU, BKPUTI
TUTIBKOBOIO 000JIOHKOI0, 3 TpaBipyBaHHSM CTUIIi30BaHOl niTepu E Ta HoMepoM 593 3 omHOro 60Ky, 6€3
abo maiixke 6e3 3amaxy.

®apMaKkoTepaneBTUYHa rpyna. [Ipenaparty, 110 3HUXKYIOTh PiBEHDb XOJIECTEPUHY 1 TPUTIIILIEPULIB Y
cupoBarli Kpogi. [ariditopu I'MI'-KoA-penykrasu. Kog ATX C10A A07.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.
Mexanism 0ii

Po3yBacTaTuH — Ile CelIeKTUBHUN Ta KOHKypeHTHuM iHnribitop I'MI'-KoA-penykrasu, pepMeHTy, 1110



BH3HAYa€ MIBUAKICTh Ta MEPETBOPIOE 3-TiHPOKCU-3-MEeTUATIIyTapuil KohepMeHT A Ha MeBaJIOHaT,
moTepegHuK xonectepuHy. OCHOBHUM MiclleM fii po3yBacTaTUHY € MeYiHKa, [ie Bin0yBa€ThCSI CUHTE3
XOJIECTEPUHY.

Po3syBacTtaTuH 30ibIly€e KinbKiCTh MEYiHKOBUX PELIETITOPIB JIIMONPOTEIHIB HU3bKOI HIITBHOCTI
(JITTHIIT) Ha mOBepXHi KITiTWH IEeYiHKY, ITOCHIIIOIYY 3aX0IUIeHHS Ta KaTtabosiam JITTHIII, m1o
IPU3BOMUTH [0 ITOCUTIEHHS 3aXO0IieHHd i kaTaboniamy JITTHII Ta mpurHiyye neviHKOBUM CUHTE3
JITTHIII, TaKkuM YMHOM, 3MEHIIyI04YY 3arajibHy KiJIbKiCTbh YaCTUHOK JIMOIPOTEIHIB Iy2Ke HU3bKOI
mrinsHocTi (JITIOHII) Ta JITTHIII,.

®apmakoduHamivHi epekmu

PosyBacTtaTus 3HUXKYE mifgBuineHni piBeHs xonectepuny JIITHII, 3aransHOr0 X0mecTepuny Ta
TPUTJIiLIEPHU/IB i MigBHUIY€E PiBeHb X0JIECTEPUHY JIIMONPOTEIHiB BUCOKOI mmiinbHOCTI (JITIBII). Bin
TaKO0XK 3MeHInye piBeHb anoB, XC-ueJITIBII, XC-JITIOTHI, TT-JITIIHII Ta migBuinye piBeHb amnoA-I

(muB. Tabmuirio 1). Po3yBacTaTuH TaKoXK 3MeHIIye criBBigHomenHs XC-JITTHII/XC-JITIBILI,
3aranbHoro XC/XC-JITIBII, XC-ueJITIBIL/XC-JITIBII] Ta anmoB/amoA-I.

Tabmuig 1

BigmoBizmb Ha 03y B MAIli€HTIB i3 mepBUHHOIO TimepxonectepuHeMieio Tuny Ila Ta IIb

(BimkopuroBaHa CepenHs BiICOTKOBa 3MiHa IMOPiBHSIHO 3 BUXITHUM PiBHEM)

Tlo3a N XC-JITTHI|3aranb-uuu|XC-JITIBILTT XC-neJIlIBIIjanoB artoA-I
XC

[Tnane6o [13 -7 -5 3 -3 -7 -3 0

5 Mr 17 -45 -33 13 -35 -44 -38 4

10 mr 17 -52 -36 14 -10 -48 -42 4

20 MT 17 -55 -40 8 -23 -51 -46 5

40 mMT 18 -63 -46 10 -28 -60 -54 0

TepaneBTuuHuM e(PeKT OCATAETHCS MPOTATOM 1 THXKHS IiCIIS MOYATKYy 3aCTOCYBaHHS JIiKapChKOT0
3acoby, 90 % MakcuManbHOTO eeKTy - yepe3 2 THUKHi. MakcuManbHu# eheKT 3a3BuYai
OoCsATaEThCS Yepes 4 TUXKHI Ta TPUBAE Haaami.

KniHiyHa ehpekmusHicmb

PosyBacTtaTul epeKTHBHUY y NTiKyBaHHI JOPOCIIHUX i3 TimepxojieCTepUHEMIEIO - i3
rineprpurminepuneMieio abo 6e3 Hel - He3a/lexkHO Bifl pacH, CTaTi Y4 BiKy, a TaKOX Y Ialli€HTiB
0COONMBUX I'PYII, TAKKX K XBOPi Ha IIyKpoBuUii fiabeT abo naiieHTH 3i ciMernHOI0
rinepxoJiecTepUuHEeMIE.

3a 00’emHaHMMHU JaHUMU Aociigkenb Ga3u 11l po3yBacTaTuH epeKTUBHO 3HMKYBaB PiBeHb
X0JIeCTepuHy y OilbIIOCTI MallieHTiB i3 rimepxonectepunemieio Tuny lla ta IIb (cepenHiii moyaTKOBUH
piBers XC-JIITHII] cTraHOBUTH TPUOIHU3HO 4,8 MMOJIB/M) OO LiTbOBUX 3HAYEHb, BCTAHOBIIEHUX
BHM3HAHUM KePiBHUIITBOM €BPOIMENCHKOT0 TOBApUCTBa aTepocknepo3y (EAS; 1998); mpubnusuo y 80
% malieHTiB, AKi npuiiMany npemnapart y 4o3i 10 Mr, Boanocs JOCSATrTH HOPMaTUBHOI'O I[iJIbOBOI'O PiBHSA
XC-JITTHIII 3a EAS (< 3 MMoOJIB/TI).



Y BenukoMy gocrigkeHHi 435 Malli€HTiB i3 reTepO3UTr0THOIO CIMENHOIO TinepxonecTepruHeMielo
IpU¥Maly po3yBacTaTuH y fo3ax Bif 20 mr 1o 80 Mr 3a CXeMO IOCUIEHOT0 TUTPYBaHHS JO3U.
CropusTIUBUY BIIJIUB JTIKAPCHKOTO 3ac00y Ha IMOKA3HUKM JIIiIiB Ta JOCATHEHHS I[i/TbOBUX PiBHIB
Bi3Hayanu npu Bcix mo3ax. ITicnist TuTpyBaHHS 0o no6oBoi mo3u 40 mr (12 TuxHiB NTikyBaHHsS) XC-
JITTHIIT 3uu3uBcs Ha 53 %. Y 33 % natuieHTiB 0yo focArHyTO HopMaTuBHOTO piBHSA XC-JIITHII] 3a
EAS (< 3 MMOIB/1T).

Y BiKpUTOMY [OCIIIIZKEHH] IIOCAJIEHOT0 TUTPYBAHHS 03 BiAIIOBiAL Ha 3aCTOCYBaHHS JIIKAPCHKOI0
3aco0y po3yBacTaTuH y go3ax 20-40 mr BuB4anacs y 42 malli€HTiB i3 TOMO3UTOTHOIO CiMENHOI0
rinepxonectepuHeMieo. Y 3aranbHii nomynsiil piBeHb XC-JITTHII 3au3uBCS B cepegHboMy Ha 22 %.

Y kJTiHIYHUX JOCHIXKEHHIX 3a y4acTio 00MeKeHO]1 KiJTbKOCTi MaIliEHTiB CIIOCTepiraBcs afuTUBHUN
edekT mKapchKoro 3aco0y po3yBacTaTHH Ha 3HUKEHHS PiBHS TPUTIIIIEPUIIB IIPH 3aCTOCYBAHHI y
koMbiHanii 3 peHodibpaTom Ta Ha migBuineHHs piBHa XC-JITIBIL npu 3acTocyBaHHi y KoMbiHaii 3
HianuHOM (IUB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

Y 6araToiieHTPOBOMY, IMOABIHOMY CiIilIoMy, T1aIe60-KOHTPOIbOBAHOMY KITiHIYHOMY HOCTimXKeHHI
(METEOR) 984 narientu BikoMm 45-70 POKiB i3 HU3LKUM PU3UKOM illIeMidHOI XBOpoOU cepliist
(Bu3HaueHUM K pu3uK 3a PpaMiHreMcrkoio mkanow < 10 % mportsrom 10 pokiB), cepenHim
3HaueHHaM XC-JITTHII 4,0 mmons/n (154,5 Mr/gn), ane 3i CyOKITiHIYHUM aTEPOCKIEPO30M
(BM3HA4YeHUM 3a 30i/bllIeHHSIM TOBUIMHU KOMIIJIEKCY iHTUMa-Menist conHol apTepil (TKIMCA)) Oynu
paHOoMi3oBaHi 10 gBOX rpym Ta mpuiiManu 1 pa3 Ha o0y a6o 40 Mr po3yBacTaTuHy, abo mniaunebo
IpoTSToM 2 pokiB. [TopiBHSHO 3 myane6o po3yBacTaTUH 3HAYHO CIIOBiTbHIOBAB IIPOrPECyBaHHS
makcumanbHol TKIMCA y 12 Touykax COHHOI apTepil Ha

-0,0145 mM/pik [95 % mosipuuii inTepBan (1) -0,0196, -0,0093; p < 0,0001]. 3mina nopiBHSAHO 3
BUXiIHUM piBHEeM cTaHoBua -0,0014 mm/pik (-0,12%/pik (CTaTUCTUYHO HE3Hayyllla)) y rpymi
po3yBacTaTUHY NOPiBHAHO i3 nporpecyBaHHaM 0,0131 mm/pix (1,12%/pik (p < 0,0001)) y rpymi
nnane6o. [Tpsamoi kopensaunii Mixk 3meHmeHHAM TKIMCA Ta 3HUKEHHSIM PU3UKY IOPYIIeHb 3 O0KY
CepleBO-CYANHHOI CUCTEMHU TIPOIEMOHCTPOBaHO He 6yno. [To mocmimxkenuss METEOR Oynu 3any4eHi
MAIliEHTH 3 HU3bKKUM PU3UKOM illleMidyHOi XBOpoOU ceplisi, siKi He € IpeiCTaBHUKAMH ITiTbOBOI

IOy IAI] 3aCTOCYyBaHHS po3yBacTaTuny y fo3i 40 mr. [Jo3y 40 Mr ciifg npu3HavaTy JIuile MalieHTaM
i3 TSKKOIO TillepX0lIeCTEPHHEMIEI0 Ta BUCOKMM PU3UKOM CEPIIEBO-CYOUHHUX PO3/IafiB (OUB. PO3Mil
«Croci6 3acTOCYBaHHS Ta HO3U»).

B iHTepBeHIINHOMY [HOCTIIXKEHH] pO3yBaCTaTUHY 3 METOI0 OOTPYHTYBaHHS 3aCTOCYBaHHS CTAaTUHIB SIK
3aco0y mepBuHHOI nnpodinaktuku (JUPITER) BiuB po3yBacTaTUHY Ha YaCTOTY 3HAYHUX
aTepOCKJIEPOTUYHHUX CEPIEBO-CYOUHHMUX 3aXBOPIOBaHb OIiHioBanu y 17 802 yonosikis (= 50 pokiB) Ta
XKiHOK (= 60 poxkiB).

YyacHUKY JOCTigKeHHs Oy BUIaAKOBUM YMHOM PO3MofineHi no rpymn miame6o (n = 8901) abo
po3yBacTaThHY B [03i 20 Mr 1 pa3 Ha o6y (n = 8901), 3a HUMU CIIOCTEpIraau B CEpegHEOMY
IIPOTATOM 2 POKIB.

KonnenTpanis XC-JITTHII 3menmmunacs Ha 45 % (p < 0,001) y rpymi po3yBacTaTUHY ITOPiBHSHO 3
rpy1moio mnameobo.

Y post-hoc ananisi gaEuX OiArpyny MalieHTiB BUCOKOTO PU3UKY i3 BUXiZHUM 3HadeHHAM > 20 % 3a
®paminreMcekoro mKasnow (1558 yyacHuUKiB) criocTepiranocs 3HaYyHe 3HUXKEHHS 4aCTOTH
KOMOiHOBaHOI KiHIIeBOI TOYKH, 1[0 OXOILTI0OBajla CMEPTH Bifl CEPIIEBO-CYANHHNUX 3aXBOPIOBaHb, IHCYIbT
Ta indapkT Miokapaa (p = 0,028), y rpyni po3yBacTaTHHY IOPiBHSHO 3 TPYIOI0 IIalie60. 3MeHIIEeHHS
abCoIOTHOT0 pU3UKY cTaHOBUIIO 8,8 Bunagka Ha 1000 namieHTo-poKiB. [ToKa3HUK 3arajibHOI
CMEPTHOCTI JIMIIaBCS He3MiHeHUM V I[ii Ipymi BUCOKOTo pu3uky (p = 0,193). ¥ post-hoc ananisi



OaHUX HMIATPYIU BUCOKOro pu3uky (9302 yyacHUKY 3arajioM) i3 BUXiJHUM 3Ha4eHHAM = 5 % 3a
mkano SCORE (ekcTpamonboBaHO 3 METO BKIIOUYEHHS JaHUX YYaCHUKIB BIKOM Bifl 65 pOKiB)
CIIOCTepiransocs 3Hauylle 3HUKEHHS YaCTOTH KOMOiHOBaHOI KiHIIeBOI TOYKH, 1[0 OXOIIII0Baja CMEpPTh
Bif] CepIieBO-CYAMHHUX 3aXBOPIOBaHb, iHCYNIbT Ta iHGapKT Miokapaa (p = 0,0003), y rpymi
pO3yBacTaTUHY NOPIBHAHO 3 nyane00. 3HNKEHHS a0COMI0THOTO PU3HUKY, BUPaXKEeHOT0 3a 4aCTOTOI0
nofi, craHoBuiio 5,1 Bunagky Ha 1000 marieHTO-pokiB. [ToKa3HUK 3arajbHOI CMEPTHOCTI ¥ IIi
HiATPYIi BUCOKOI'0 PU3UKY NTHUIaBCs He3MiHeHuM (p = 0,076).

Y mocnipxerHi JUPITER 6,6 % y4aCHUKIB rpyliu NpUoOMy po3yBacTaTUHY Ta 6,2 % y4aCHUKIB Irpynu
1tane00 IPUNKUHUIN 3aCTOCYBaHHS NOCIiNKYBaHOTO JIiIKapChKOro 3acofy depe3 mobiyHi peaxiiii.
HaityacTtimumy nob6iyHUMY peakilisiMu, 110 TPU3BOAUIY N0 IPUNMHEHHS JTiIKyBaHH, Oynu Mianris
(0,3 % - y rpymi po3yBactatuny, 0,2 % — y rpymi mnane6o), abmominanbauit 6inb (0,03 % - y rpymi
po3yBactatuny, 0,02 % — y rpymi nnane6o) Ta Bucunasus (0,02 % - y rpymi posysacratuny, 0,03 %
— y rpymi nnane6o). Haltyactimumu no6iYHUME peaklisiMy, 0 CIIOCTepiranucs y rpyiri
po3yBacTaTHHY i3 4acToToM0, 0ibiIo0 abo PiBHOWO Bif3HadeHid y rpymi mianebo, Oy iHbexil
cevyoBux mnsaxis (8,7 % - y rpymi posyBacratuny, 8,6 % — y rpymi nname6o), HazobapuHrit (7,6 % -y
rpyIi po3yBacTaTuny, 7,2 % — y rpymi mnane6o), 6ine y cniusi (7,6 % - y rpyImi po3yBacTaTuny, 6,9 %
— y rpymi mnane6o) Ta mianris (7,6 % - y rpymi po3yBacTaTtuny, 6,6 % — y rpymni nnaie6o).

Himu

Y nogsifiHOMY crtimoMy, paHZOMi30BaHOMY, 6araToIeHTPOBOMY, ITale00-KOHTPOIbOBAaHOMY 12-
THXKHEBOMY OOCHifXKeHHi (n = 176, 97 y4aCHUKIB 40/I0Bi4Ol cTaTi Ta 79 — XKiHOYOI1 CTaTi) i3
nopanbiuM 40-TuxkHEBUM nepiogom (n = 173, 96 yyacHUKIB 40/I0Bid0l cTaTi Ta 77 — XKiHOYOI CTaTi)
BiIKPUTOrO TUTPYBaHHS 003U po3yBacTaTuHy maiieHTu BikoMm 10-17 poxkis (II-IV cTapmil po3BUTKY 3a
TanHepowM, fiBYaTa, y IKUX MEHCTpYallii moYanucs oHaiMeHIe 1 pik ToMy) i3 reTepO3UT0THOIO
CIMENHOI0 TillepX0JIeCTEPUHEMIEI0 IPOTATOM 12 TUXKHIB OTpUMYyBaIu PO3yBacTaTUH Y 0031 O MI Ha
no0y, 10 mMr Ha moby abo 20 mMr Ha moOy abo mane6o, mics Yoro BCi y4aCHUKY IIOAHS MIPUAMaIIH
po3yBacTaTuH npotsarom 40 TuxkHiB. Ha mouaTky mocmigxkenHs npubmu3no 30 % naiieHTiB O0ynu
BikoM 10-13 pokiB Ta mpubnu3uo 17 %, 18 %, 40 % Ta 25 % i3 Hux 3Haxomunuck Ha II, III, IVta V
cTafii po3BUTKY 3a TaHHEPOM BifAMOBIAHO.

Pisenp XC-JITTHIII 3menmuBcs Ha 38,3 %, 44,6 % ta 50,0 % BifmoBifHO y rpynax IpuioMy
po3yBacTtaTuHy B 003i 5 Mr, 10 mr ta 20 Mr nopiBesAHO 3 0,7 % y rpymi nnanebo.

Hanpukinni 40-TUKHEBOTO NePiofy BiGKPUTOTO TUTPYBAHHS OO3U AJIS1 HOCATHEHHS I[iTbOBOT0 PiBHSA
(MakcumarsnbHa fo3a craHoBmia 20 Mr 1 pa3 Ha mo6y) y 70 3i 173 narienTis (40,5 %) BOanocs HOCATTH
uinboBoro piBHsA XC-JIITHII menIe 2,8 MMOIB/1I.

[Ticns 52 THUXKHIB HOCTIAXKYBaHOTO JTiKyBaHHS He 0yJI0 BUSBIEHO XKOIHOTO BIIJIUBY Ha PiCT, Macy,
inmekc macu Tina (IMT) ab6o craTeBe mo3piBaHHS (OUB. Po3din «OcoO0MMBOCTI 3aCcTOCYBaHHI»). OCBin
KJIIHIYHOT'O JOCTIiIKEeHHS [iTel Ta MigTiTKiB 00MeXeHu, TOMY TOBrOTpPUBai eheKTH PO3yBacTaTUHY
(> 1 poky) Ha cTaTeBe [03piBaHHS HeBigoMmi. Lle gocmimkenHs (n = 176) He IPUUHATHE OIS
MIOPIBHSIHHS PigKUX MOOIYHUX PeakIlil.

dapmMaxkoKiHemuxka.

BcMoOKTYBaHHSA

MakcumanbHa KoHIeHTpallis (C,,,) po3yBaCTaTHUHY y IJ1a3Mi KPOBi JOCSATAETHCS TPUOIU3HO Yepes 5
TOJHUH TIiCJIS IepopajbHOTO 3aCTOCyBaHHS. AOGCOIOTHA 0i0OCTYIIHICTh CTAHOBUTD MpuOMu3Ho 20 %.



Posnmopin

Po3yBacTaTvH 3HaYHHM YMHOM 3aXOIJIIOETHCS MTEYiHKOIO, SKa € OCHOBHUM MiCIIEM CUHTE3Y
xonectepuny Ta Kiipency XC-JIITHIII. O6’em po3nofginy po3yBacTaTUHY CTAHOBUTH NpuOIu3Ho 134 1.
Maiixke 90 % po3yBacTaTUHY 3B’SI3YETHCS 3 GiTKaMu MTa3MU KPOBi, B OCHOBHOMY 3 alb0yMiHOM.

Mertabomizm

Po3yBacTaTuH 3a3Ha€e He3HaYHOT0 MeTabomi3aMy (mpubnausuo 10 %). [JocmigxKeHHs MeTab0mi3My

in vitro i3 BUKOPHUCTaHHSIM T€IIaTOIUTIB TIOOUHY CBiq4YaTh, II0 PO3yBaCTaTHUH € CJTabKUM CyOCTpaTOM
nns Metabosi3My Ha OCHOBI pepMeHTiB ruToxpomy P450. OCHOBHUM 3afistHUM i30epPMEHTOM €
CYP2C9, memio meH1ry poib Bigirpatots 2C19, 3A4 ta 2D6. OCHOBHUMM BU3HAUYeHUMHU MeTabosiTaMu
€ N-mecMeTuI0BUY Ta TAKTOHOBUM MeTabomiti. N-gfecMeTun-meTabosmitT mpubnmu3so Ha 50 % MeHIn
aKTHBHUH, HiXK PO3yBaCTaTHH, TAKTOHOBUM MeTabO0iT BBaXKa€eThCS KIiHIYHO HeakKTHBHUM. Ha
po3yBacTaTuH npunagae Oinbire 90 % akKTUBHOCTI IUPKYI004oro inribitopa 'MI-KoA-penykTasu.

BuBeneHHsa

[Tpu6nusuo 90 % mo3u po3yBacTaTUHY BUBOAUTHCS V HE3MiHEHOMY BUTJIAMI 3 (heKamisiMu
(Bxmroyaroun abcopboBaHul Ta HeabcopOoBaHKii po3yBacTaTuH). PeliTa aKTUBHOI PEYOBUHU
BUBOOUTHCS 3i ceueto. [Ipubmu3Ho 5 % BUBOOUTHCS 3i ceuelo y He3aMiHeHoMy BUTTIsOi. [Tepiox
HaliBBUBEMIEHHS i3 Ia3MM KPOBi CTaHOBUTE TPubIM3Ho 19 rogux i He 30iNbLUIYETHCS IPU
nigBuineHHi mo3u. CepeiHe reoMeTpUYHE 3HAYEHHS KIIiPEHCY JTiIKapChKOro 3aco0y i3 mma3Mu KpoBi
CcTaHOBUTH nmpubmu3HO 50 11/rox (KoedimienT Bapiamii 21,7 %).

4k i mpu 3acTtocyBaHHi iHmux iHribitopie 'MI'-KoA-penykTasu, y Ipollec MeYiHKoBOr'0 3aXOIJIeHHS
pO3yBacTaTUHY 3ayueHu MeMOpaHHuM mepeHocHUK xojecTepuny OATP-C. [ITepeHOCHUK BUKOHYE
BaXKJIMBY POJIb y TI€UiHKOBIH eJliMiHalil po3yBacTaTuHy.

JlixitiHicTh. CUCTEMHA eKCIIO3HIlisg PO3yBaCTaTUHY 30iNbIIyETHCSA IIPOIOPIIiiHO 0o no3u. IIpu
H6araTopa3oBoMy IIOIEHHOMY 3aCTOCyBaHHi mapaMeTpu ¢hapMaKOKiHETUKY He 3MiHI0I0ThCS. Ocobausi
epynu nayieHmia

Bik ma cmamo

He cnocTepiranocst KiHiYHOTO 3HAYYIIIOT0 BIUIMBY BiKy ab0 cTaTi Ha (h)apMaKOKiHETUKY
po3yBacTaTuHy y gopocnux. PapmMakOoKiHETHKaA PO3yBaCTaTUHY Yy [AiTel Ta MifJIiTKiB i3
reTepo3Ur0THOI0 CiMeNHOI0 TinepxojiecTepuHeMieo 6yita moai6Ho 00 GapMaKOKiHETUKH YV TOPOCIIUX
nOOPOBOJIBIIB (OUB. po3min «IIiTu»).

Paca

HocmigxeHHsT papMaKOKiHETUKY BUSBUIIHY, 10 Y MAIliEHTIB MOHTOJIOIOHOI pacu (SMOHIIIB, KUTAUIIIB,
GbinminmiHiiB, B’€THAMIIIB Ta KOPEHIliB) MediaHHI 3HAYEHHS IO T (apMaKOKiHETUYHOIO KPUBOIO
«koH1eHTpanisg-dyac (AUC) ta C,,,, mpuOIM3HO BABiYi BUIIl, HiXK y €BpONeHiB; y iHAilIliB MeniaHHi
3HaueHHs AUC Ta C,,, migBuieHi mpu6bausHo B 1,3 pasa. AHasi3 nonynsiiiHoi hapMakoKiHETUKY He
BUSIBUB KJIiHIYHO 3HAUYIIO0l Pi3HHUIIi MiXK IMalliEHTaMH1 €BPOIIEOITHOI Ta HETPOINHOI pac.

ITopyweHHA PYHKUIl HUPOK

Y mocnigkeHHi y MallieHTIB i3 Pi3HUM CTyIeHeM MOpylIeHHsS QYHKIll HUPOK 3MiH MJIa3MOBUX



KOHIIEHTpAIliXl po3yBacTaTuHy abo N-mecMeTun-MmetabosmiTy B 0cib 3i c1abKoio 4u MOMipHOI0
HEIOCTaTHICTIO Bif3HaYeHO He 0yJ10. Y MallieHTiB 3 TAXKKOI0 HUPKOBOIO HENOCTATHICTIO (KITipeHC
KpeaTuHiHy < 30 MJI/XB) KOHIIEHTpPallis po3yBaCTaTUHY Yy IJa3Mi KpOBi y 3 pa3u BUIIIa, a
KOHIIeHTpallisg N-nucMeTuny v 9 pasiB Bullla, HiXK y 370pOBUX J0OPOBOJIBIIB. PiBHOBaXKHA
KOHIIEHTPaIlisg po3yBacTaTUHY Yy IJIa3Mi KPOBi IallieHTiB, siKi mepebyBaloTh Ha reMofianisi, Oyma
npu6nu3Ho Ha 50 % BUINOIO, HiXK y 30POBUX JOOPOBOJIBIIIB.

ITopyweHHA pYyHKYiI neviHKu

Y mocnigkeHH] XBOPUX i3 Pi3HUM CTyIleHeM IOPYIIeHHS (YHKIIil IeYiHKKU O3HaK IigBUILIEHO]
€KCIT03UIlil po3yBacTaTUHY He OyJi0 BUSIBJIEHO Y MAIli€HTIiB, CTaH SIKUX OIliHIOBaBCS y 7 abo MeHIIIe
OasniB 3a mKkasnoio Yainga-I1'10. OgHakK y OBOX MAIi€HTIB, gKi Habpanu 8 Ta 9 3a mKkasnoio Yanga-I1'1o,
CHCTeMHA eKCIo3ullis OyJia IoHalMeHIIIe BABiYUi BUIA, HiXK y HallieHTiB i3 MeHmMM 6anoM. [TocBig
3aCTOCYBaHHS PO3yBacTaTHUHY MallieHTaM i3 6anoM Buie 9 3a mrkasnoo Yainma-I1'10 BigcyTHI.

I'enemuyuHul noaimopgpiam

Y dapmakokinetuui inribitopiB pegykrasu 'MI'-KoA, B ToMy uncii po3yBacTaTusy, 6epyTh y4acThb
tpaHcnopTHi 6inku OATP1B1 ta BCRP. Y xBopux i3 renetuynuM nojuimopdizmom SLCO1B1
(OATP1B1) i/a6o ABCG2 (BCRP) icHye pu3uK MifBUIIEHOTO BIJIUBY po3yBacTaTuny. OKpeMmi
nonimopdizmu SLCO1B1 ¢.521CC i ABCG2 c.421AA noB’si3aHi 3 BUIIUM BIIJINBOM PO3yBaCTaTHUHY
(AUC) nopiBusuo 3 remotunamu SLCO1B1 k.521TT a6o ABCG2 k.421CC. Lle cnenudiuue
TeHOTUIYBaHHS 3a3BUYall He BUKOPUCTOBYETHCA Y KITiHIUHIN IPAKTUL], ajie IallieHTaM, y IKUX
BUSIBJIEHO IIi TUIIH TTONMIMOPPi3My, peKOMEHYETHCS MeHIIIa fo60Ba f03a PO3yBaCTaTHUHY.

Himu

IIBa ¢hapMaKOKiHETUYHI [OCTiI>KEHHS po3yBacTaTHHY (y (popMi TabIeTOK), B SKOMY B3SIJIM Y4aCTh
natfienTu Bikom 10—17 a6o 6—17 pokiB (3aranom 214 mallieHTiB) i3 TeTePO3UTOTHO CIMEWHOI0
rinepxoyieCTepuHEMi€l0, I0Ka3asy, 10 BIJIUB IIpenapaTy y OiTed BiAloBigae BIJIUBY IIpenapary y
IOPOCIIUX TallieHTiB. BriuB po3yBacTaTuHy OyB nepem0aueHui 3 PO3PAXYHKY OO3U Ta Y 2-piUyHUN
mepion 4acy.

Kniniuni xapakKTepuCTHKH.
Iloxka3aHHA.
JIiKysaHHA 2inepxosecmepuHemii

IopocnuM, mifAmiTKaM Ta AiTsSM BiKOM Bifi 6 POKIB i3 IepBUHHOIO rinepxonectrepuneMieio (tumy Ila, y
TOMY YHCJIi 3 TeTePO3UTOTHOIO CiMEMHOI0 TinepxonecTepruHeMieio) abo 3MillIaHOI0 AUCIimifeMie0
(Tuny IIb) sIK OOTIOBHEHHS 10 MiETH, KONMYU NOTPUMAHHS [i€TU Ta BUKOPUCTAHHS iHIITUX
HeMeqUKaMeHTO3HUX 3ac00iB (Hampukian, Gi3suyHUX BIpaB, 3HUKEHHS MacCH Tilla) € HeIOCTaTHIM.

HopocnuM, migIiTkaM Ta giTSM BiKOM Bif 6 POKiB IIp¥ TOMO3UTOTHIY CiMeNHil rinepxonecTepuHeMil
SIK TOTIOBHEHHS [0 Hi€TH Ta iHIIUX JiMim03HUKYBaIbHUX 3ac00iB JTiKyBaHHS (Hampukiamd, adhepesy
JITTHIIT) a6o y Bumagkax, KOJIX TakKe JIiKyBaHHS € HefopeuyHuM. IIpogisakmuka cepu,eso-cyouHHUX
nopyweHb

3anobiraHHs 3HAaYHUM CEepIIEBO-CYOUHHUM MOPYIIEHHSM Yy MallieHTiB, AKUM, 3a OLiHKaMH, 3aTPOXKYE
BHCOKWU PU3UK [IEPIIOTr0 BUNAAKY CEPIEBO-CYIUHHOI0 MOPYLIEHHS (IUB. PO3MiN



«PapMakoarHaMiKa»), IK OOTOBHEHHS 0 KOPEKIIil iHKX (paKTOpiB pU3UKY.

IIpomunoka3aHHs.
Po3ynin®, TaGneTKy, BKPUTI [IiBKOBOK 060JIOHKOI0, IPOTUIIOKA3aHi:

- nalieHTaM i3 mifBUIIEeHO00 YYTIUBICTIO 10 aKTUBHOI PeYOBUHHU ab0 00 OyMb-IKO1 3 JOIOMIKHUX
PEYOBUH IIpenapary;

- malieHTaM 3 aKTUBHUM 3aXBOPIOBaHHSIM II€YiHKM, B TOMY YMCIIi CTIMKUM IMiABUILIEHHSIM
CHPOBATKOBUX TPaHCaMiHa3 HeBigoMoi eTionoril Ta Oyab-IKMMHU MiIBUIIEHHSIMU TPaHCaMiHa3 y
CHPOBATIIi KPOBI, 1110 BTPXYi IEPEBULIYIOTh BepPXHIO MexXy HopMHU (BMH);

- MallieHTaM i3 TSXKKUMU MMOPYIIeHHSIMH (YHKII1 HUPOK (KIipeHC KpeaTuHiny < 30 Mi1/XB);
- maljieHTaM i3 MiomnaTiew;

- nalieHTaM, IKi OGHOYaCHO OTpUMYyBau KoMOiHalio codocOyBip/BennaTacBip/BOKCinanpes
(muB. po3min «B3aemogmis 3 iHIIUMY JTiIKapCHKUMHU 3aco0aMu Ta iHIM BUIU B3aEMOIIN»);

- HaHiGHTaM 3 OOHOYACHUM 3daCTOCYBAHHAM IUKJIOCIIOPHUHY,

- y niepiop BariTHOCTI abo rofyBaHHS I'PYLAI0, @ TAKOXK XKiHKaM PenpogyKTHBHOIO BiKy, SIKi He
3aCTOCOBYIOTh HaJIeXKHi 3aC001 KOHTPAIETILIi.

Ho3a 40 Mr mpoTUIIOKa3aHa Mali€HTaM, SIKi MalOTh MiOBULIIEHUH PU3UK PO3BUTKY
miomartii/pabmomiosnizy.

o GakTOpiB TAaKOTO PU3UKY HaIekKaTh:

- IIOMipHe IopyIlleHHs (YHKIIl HUPOK (KJlipeHC KpeaTHHIHY < 60 M/XB);

TinOTHUPEO3;
- HasIBHICTh CIIaJKOBUX 3aXBOPIOBaHb M’s13iB B iHOUBiAyanbHOMY ab0 ciMeitHOMY aHaMHe3i;

- MiOTOKCUYHICTb, CIpUuMHEeHa iHmuMu inridiTopamu I'MI-KoA-pegykTasu abo ¢pibpaTamu B
aHaMHe3i;

- 3JI0BKUBAHHS aJIKOT0JIeM;

- CTaHM, Ki MOXKYTh IPU3BECTHU [0 MiABULIEHHS KOHIIEHTpAallil pO3yBaCTaTUHY Y IIJIa3Mi KPOBI;
- HaJIeKHICTh 10 MOHTOJIOIAHOI pacy;

- OfHOYaCHe 3aCTOCyBaHHS (iOpaTiB.

(duB. po3minu «®apMakoKiHeTuKa», «B3aemofis 3 iHIIMMY TiKapCHKUMU 3aco0aMu Ta iHIIT BUOU
B3aeMopii» Ta «OcoOIUBOCTI 3aCTOCYBAHHS»).



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
Bnaus cynymHix npenapamis Ha po3y8acmamuH
IHeibimopu mpaHcnopmHux biakie

Po3yBacTaTus € cyOCTpaToM i OESKUX TPAHCIOPTHUX OiNKiB, ¥ TOMYy YHUCIIi T€YiHKOBOTO
TpaHcmopTepa 3axomnenHs OATP1B1 Ta edmiokcHoro Tpancnoprepa BCRP. OpHo4yacHe
3aCTOCYBaHHS JKapChKOro 3aco6y Po3ynin® i3 mkapcekuMu 3aco6aM, 10 TPUTHIYYIOTE I
TPaHCIOPTHi 6iJTKK, MOXKe IIPU3BOOUTH [I0 MigBUIIEHHS KOHIIEHTpAallil po3yBacTaTUHY Y IJTa3Mi KPOBi
Ta 30i1bIIeHHST pU3UKY MiomaTil (DuB. po3minu «B3aemopis 3 iHIIKMHU JTiKapChbKUMHU 3aco0aMu Ta iHII
BUOY B3aeMogmili», «OcobnuBoCTi 3acTocyBaHHA» Ta «Crocib 3acTocyBaHHS Ta HO3U», @ TAKOXK
TabIuIo 2).

LukaocnopuH

V mepiof CyIyTHBOTO 3aCTOCYBaHHA Ipenapary Posymin® Ta MuKnIocnopuay 3HadenHs AUC
po3yBacTaTHHY Oynu B ceEpegHbOMY MIPUONIU3HO y 7 pas3iB BUIIMMHU, HixX Ti, SIKi CIIOoCTepiranucs y
300poBUX MOOPOBOMBIIIB (OUB. Tabnuino 2). Jlikapchkuit 3aciod Po3ynin® MIPOTUIIOKa3aHU} MalliEeHTaM,
SIKi OHHOYaCHO 3aCTOCOBYIOTh LIMKJIOCIOPHKH (OUB. PO3Min «IIpOTUIOKa3aHHS»).

CynyTHE 3aCTOCYBaHHS He BIIJIMBAJIO Ha KOHIIEHTPAL[iI0 UKJIOCIIOPUHY y IIJ1Ia3Mi KPOBI.
IH2i6imopu npomea3su

Xo4a TOUHMM MexaHi3M B3aeMO/Iil HEBiOMUM, OqHOYACHE 3aCTOCYyBaHHS iHTi6iTOPiB MpoTea3u Moxke
3HA4HO 30i/IbILIyBaTH €KCIIO3UIliI0 PO3yBacTaTUHY (AuB. Tabnuino 2). Hampuknag, y gocmigkeHHi
(apMaKOKiHETUKM OfHOYacHe 3acTocyBaHHsA 10 MI po3yBacTaTHHY Ta KOMOiHOBAHOTO JIiKapChKOTO
3aco0y, mo mictuB ABa iHribiTopu mpoteasu (300 Mr aTazaHaBipy/100 Mr puToHaBipy), Y 3MOPOBUX
moOpoBobLIiB cynpoBoaxkyBasocs migBuieHHsIM AUC ta C,,, po3yBacTaTuHy mpuOnMu3Ho B 3 Ta 7
pasiB BigmoBigHO. OgHOYACHE 3aCTOCYBaHHA IIpenapary P03ynin® Ta Jesskux KomOiHalii iHTibiTopiB
IIPOTea3y MOXKIIMBE IiCTsg peTeNbHOro 06MipKyBaHHS KOPEKIIil 703K npenapary Po3ymnin®, BUxomsyu
3 O4iKyBaHOT'O 3POCTAHHS €KCII03UIlil po3yBacTaTHHY (IUB. Po3Tinu «B3aemopis 3 iHIIUME
nmikapchbKuMU 3acobaMu Ta iHImi Bugu B3aeMopin», «OcobauBOCTI 3acTocyBaHHsI» Ta «Croci6
3aCTOCYBaHHS Ta [03W», @ TAKOXK TaOIHINO 2).

I'em@ibpo3us ma iHwi ainido3HUNCYBANbHI 3acobU

OpHOYaCHe 3aCTOCYyBaHHA mpenapaTy Po3syiin® Ta reMdpiGpo3uny Ipu3BoamIo Ao 3pocTanas AUC Ta
C,..x PO3YBaCTaTHHY B 2 pa3u (OuB. po3minl «OcoONMMBOCTi 3aCTOCYBAHHS»).

Buxopsium 3 gaHUX CliellialbHUX OOCHiIKeHb, (hapMaKOKiHETUYHO 3HAYYII0l B3aEMOMII 3
dbeHodiOpaTOM He 0UiKYETHCS, OQHAK MOXKJIMBa ¢hapMaKoAuHaMiuHa B3aemofis. I'eMpidpo3ur,
denodibpar, inmii gidbpatu Ta nimimo3HUKYBaNbHI 403U (> abo piBHi 1 T Ha KO0Y) HialHY
(HIKOTMHOBOI KMCIOTH) 30i/IbIIYIOTh PU3UK MiolaTil IPHU CYyNyTHEOMY 3aCTOCYBaHHI 3 iHTiGiTOpamMu
I'MT-KoA, iMOBipHO, 3a paxyHOK TOTO, IIJ0 BOHU MOXKYTh CIPUYUHATH MiONaTito, KOIH 1X
3aCTOCOBYBaTH OKpeMo. [[o3a 40 Mr mpoTHUIIOKa3aHa IIpU CyIyTHLOMY 3acTOCyBaHHi piOpaTiB (OuB.
po3minu «IIpoTunoka3anHsa» Ta «OcoONMMBOCTI 3aCTOCYBaHH»). TaKUM IMallieHTaM TaK0XK CITif
PO3NOYMHATH TEpPAIliio 3 03U 5 MT.

E3emumib

OpHOYacHe 3aCTOCYBaHHA mpenapaty Posynin® B mosi 10 mMr ta esetumify 10 Mr namieHTaMm i3



rinepxonectepuHeMieio npussBoauno go 3poctanus AUC po3yBactaTtuny B 1,2 pa3a (ous. Tabnuiio 2).
He MoXHa BUK/IIOYATH (hapMakKOOMHAMIYHOI B3a€Mofii Mix mpenapatoM Posymin® Ta e3etumi6oM, 1110
MOXKe MMPU3BECTH 0 MOOIYHUX peakiid (muB. po3min «OcobIUBOCTI 3aCTOCYBAHHSI»).

AHmayudHi npenapamu

OpHOYacCHe 3aCTOCYBaHHS Ipenaparty Po3ynin® 31 CyCIIeH3iIMU aHTAIUIB, 110 MiCTATh TiIPOKCUL,
aJIloMiHi0 ab0 MarHilo, 3HUKYBaJI0 KOHI[EHTPAllil0 po3yBacTaTUHY y Mjia3Mi KpoBi mpubnu3Ho Ha 50
%. Lleit edekT OYB MEHII BUPaXXE€HUM Yy pa3i 3aCTOCYBaHHS aHTAIlUJHUX 3ac00iB yepes3 2 TONUHU
MiCJIs 3aCTOCYBaHHA Ipenaparty Posynin®. Kninidyna 3Ha4yLIicTh Liel B3aEMOfil He BUBYAsacs.

EpumpomiyuH

OpHOYaCHe 3aCTOCYyBaHHA IpenapaTy Posyiin® Ta epuTpoMinuHy 3HMKyBano AUC po3yBacTaTHHY Ha
20 %, a C,,, - Ha 30 %. Lig B3aeMopisi MoxKe OyTH CIIpUUYNHEHA ITOCUIEHOI0 ITIePUCTATbTUKOI0
KHUIIeYHUKY BHACIIIMIOK Iil epUTPOMIIIUHY.

@®epmenmu yumoxpomy P450

Pe3ynbpTaTi goCigXKeHs in vitro Ta in vivo CBig4yaTh, 110 pO3yBacTaTUH He iHTiOye i He CTUMYITIOE
isopepmenTu nuToxpomy P450. OKpiM 110T0, pO3yBacTaTUH € CITaOKUM CyOCTPaTOM ITUX
i3opepmenTiB. TakuM YMHOM, B3a€MOZII 3 JTiKApChKAMHU 3aco0aMu B Pe3yibTaTi MeTabomi3my,
onocepenkoBanoro P450, He ouikyeTbcs. He crocTepiranocs KiaiHIYHO 3HAYYIIUX B3aEMOZIN MixK
po3yBacTaTUHOM Ta (prykoHazomoM (inribitopom CYP2C9 ta CYP3A4) ab0 KETOKOHA30JI0M
(inri6iTopom CYP2A6 ta CYP3A4).

B3aemo0ii, u,o sumazaroms Kopekuii 003u po3ysacmamuHy

IIpu HeoOXiIHOCTI 3aCTOCYyBaHHA MpenapaTy Po3ymin® 3 iHmuME TiKapChKUMHM 3aC00aMy, 3TaTHUMH
IiABUINYBATU €KCIIO3UIIi}0 pO3yBacCTaTUHY, H03Y IIpernapaTy IOoTPiOHO CKOPUTYBaTH. AKIIO
ouikyeThcs, 1o AUC npenapaty 3pocTe npubnu3Ho y 2 abo Ginbiie pasiB, 3aCTOCYBaHHS JTiKApChHKOT'0
3aco0y Po3ymin® ciim mourHaTy 3 703k 5 Mr 1 pas Ha go6y. MakcuMabHy H0G0BY 03y IperaparTy
Po3yin® cItifj CKOpUryBaTd TaKMM YMHOM, 1100 O4iKyBaHa €KCIIO3UIIis PO3yBaCTATUHY HE
TIepeBUIlyBajia eKCI03uIli0, 110 Big3Ha4Ya€ThCs MpH mpuiioMi mo3u 40 Mr Ha 100y 6e3 3aCTOCyBaHHS
JiKapchbKuX 3aco0iB, 110 B3a€EMOMIiIOTH i3 ITpernapaToM; HallpUKJIIaf, IPYU 3aCTOCYBaHHI 3
remdibpo3unom mo3a TiKapcekoro 3acoby Po3ymin® cranosutEMe 20 MT (36iNbIICHHS €KCIO3MIII B
1,9 paza), nmpu 3acTocyBaHHi 3 KoMOiHalli€lo puToHaBip/aTa3aHaBip - 10 mr (36inbuienss B 3,1 pasa).
[Tpu omHOYACHOMY 3aCTOCYBaHHi 3 IMKJIOCIIOPUHOM - 5 MT (30inbuienHs B 7,1 pa3za).

Axuro odikyeThbes, 1m0 AUC mpenapaTy 3poCcTe MeHII HiX Y 2 pa3y, I0YaTKOBY 403y 3MEHIIIyBaTU He
noTpibHO, aje ciig moTpUuMyBaTUCS 00epeXHOCTi pu 306iblIeHH] 103U po3yBacTaTuHy Bulre 20 Mr.

Tabnuns 2
BrnuB cymyTHiX niKapchkux 3aco6iB Ha €KCIIO3UIIiI0 PO3yBaCTaTUHY

(AUC; y nopsaoKy 3MeHIIIeHHS BeIMYNHH) 3a ONy0IiKOBaHUMU JaHUMU KITIHIYHUX AOCTiAKEHb

36inbimentss AUC po3yBacTaTuHy B 2 pa3u abo GinbIme, HiXK y 2 pa3u
PexxuM mo3yBaHHS JIiKapChKOT0 3aco0y, 110 PexuMm no3yBaHHS 3minu AUC
B3aeMofie pO3yBaCTaTUHY po3yBacTaTuuy*



Codocbysip/BenmaTacBip/BoKcinamnpes 10 mr, ogHOpa30Ba mo3a T 7,4 paza
(400 mMr - 100 Mr - 100 Mr) Bokcinmamnpes (100 mr)

1 pa3 Ha goOy 15 gHiB

LluknocnopuH Big 75 Mr 2 pasu Ha mo0y oo 10 mr 1 pa3 Ha goOy, 10 guis 1 7,1 pasza
200 mr 2 pa3u Ha 0o0y, 6 MicsIiB

Haponyramig 600 Mr 2 pa3u Ha fo6y, 5 IHIB 5 MT, 0ODHOpa30Ba J03a T 5,2 pa3sa
Peropadeni6 160 mr 1 pa3 Ha no0y 14 nHiB 5 Mr, 0OIHOpa30Ba [03a T 3,8 paza
Artazanagip 300 mr/putonaBip 100 mr 1 paz3 Ha 10 Mr, ogHOpa3oBa Ao03a T 3,1 paza
no6y, 8 oHiB

BenmaTtacsip 100 mr 1 pa3 Ha o6y 10 Mr, ogHOpa30Ba g03a 2,7 pasa
OwmbitacBip 25 mr/napuTtamnpesip 150 mr/ 5 MT, 0OlHOpa30Ba [103a 2,6 pasa
puToHaBip 100 Mr 1 pa3 Ha moby/

nacabysip 400 Mr 2 pa3u Ha 0o0y, 14 nHiB

I'pazompesip 200 mr/enbacsip 50 mr 1 pas Ha 10 Mr, ogHOpa3oBa q03a 2,3 pasa
no6y, 11 mHiB

I'nekamnpesip 400 mr/ni6penTtacsip 120 mr 1 pa3 5 mr 1 pa3 Ha go6y, 7 oHiB 2,2 pa3sa
Ha mo0y, 7 OHiB

Jlominagip 400 mr/putonasip 100 mr 2 pasu Ha 20 mr 1 pa3 Ha moby, 7 gaiB 1T 2,1 pasa
noOy, 17 mHiB

Krnonigorpesns 300 Mr HaBaHTaXKyBaJlbHA 034, 20 Mr, ogHOpa30Ba f03a 1 2 pasu
Tmics sIKoi 75 Mr dyepe3 24 TOOUHI

Temdibposun 600 mMr 2 pa3u Ha go0y, 7 OHIB 80 mr, omHOpa30Ba f03a T 1,9 paza
36inpmenHss AUC po3yBacTaTUHY MeHIIe HiX Y 2 pa3u

Entpom6omak 75 mr 1 pa3 Ha go0y, 5 OHiB 10 Mr, ogHOpa30Ba go3a T 1,6 paza
Hapynasip 600 mr/putoHaBip 100 Mr 2 pasu Ha 10 mr 1 pa3s Ha o0y, 7 gHiB T 1,5 pa3a
no6y, 7 oHiB

Tunpanasip 500 mr/putonasip 200 mr 2 pasu Ha 10 Mr, ogHOpa3oBa A03a T 1,4 paza
noOy, 11 gHiB

Iponenapon 400 Mr 2 pa3u Ha o6y Hesigomo 7 1,4 pa3a
ITpakona3zon 200 mr 1 pa3 Ha go0y, 5 gHiB 10 Mr, ogHOpa30Ba go3a 1 1,4 paza**
Ezetumi6 10 mr 1 pa3 Ha no0y, 14 nHiB 10 mr, 14 gHiB T 1,2 paza**
3unxenHs AUC po3yBacTaTuHy

Eputpominun 500 Mr 4 pa3u Ha o0y, 80 mr, omHOpa30Ba [03a 120%

7 mHiB

Batikanin 50 Mr 3 pas3u Ha f00y, 14 gHiB 20 Mr, omHOpa30Ba [03a 147 %

*TlaHi, mpefcTaBieHi K 3MiHa B X pa3iB, ABISAIOTH C000I0 CITiBBITHOIIEHHS MiXK 3aCTOCYBaHHSIM
po3yBacTaTHHY ¥ KoMOiHalii Ta okpeMo. [laHi, 3a3HaueHi y BUTTIAML % 3MiHU, ABISAIOTH C00010 %
PI3HULIIO BifHOCHO ITIOKA3HUKIB IIPU 3aCTOCYBaHHI PO3yBacTaTAHY OKPEMO.

30iIbIIIeHHS T03HAYEHO 3HAUYKOM |, 3MeHIIeHHs - | .

**ByJ0 MpoBefeHo0 KilbKa OOCIi2KeHb B3aEMOI1 IIPH Pi3HUX [03aX Ipernapary Posynin®, y Tabnuti 2
IIOJIaHO HaMOiNbII 3HAYYIIle CIIiBBiIHOIIEHHS.

Jlikapceki 3aco6u/kKomObiHalli, siKi He Manu KJTiHiYHO 3HAYYIIOTo BIIJIUBY Ha criBBigHOIIeHHS AUC
po3yBacTaTHHY IIPU OOHOYACHOMY 3aCTOCYyBaHHi: ajneryita3ap 0,3 Mr 7 mHiB; peHodibpaT 67 Mr 7
nHiB 3 pa3u Ha 0o0y; prykonason 200 mr 11 gHiB 1 pa3 Ha moby; ¢po3ammpenasip 700 Mr /puToHaBip
100 mr 8 guiB 2 pa3u Ha fo0y; KeTokKoHa30s 200 mMr 7 gHiB 2 pa3u Ha mo0y; pudammnin 450 Mr 7 gHIB
1 pa3 Ha moby; cunimapus 140 mr 5 guiB 3 pa3u Ha 0oby.

Bnaue po3ysacmamuHy Ha cynymHi Aikapceki 3acobu
AHmaeoHicmu eimamiHy K

9K i mopo inmux inri6iropis TMTI-KoA-peayKTasy, Ha I09aTKy 3aCTOCYBaHHs Ipenapaty Posymin®



a0o mpu MigBUILIeHHI MOT0 03U Y MAalli€eHTiB, SKi OMHOYACHO 3aCTOCOBYIOTh aHTAroHIiCTH BiTaMiny K
(Hampukian, BapbapuH abo iHIIME KyMapUHOBUY aHTUKOATYIISHT), MOXKJIUBE MiIBULIEHHS
MixHapogHoro HopMmasizoBaHoro criBBigHomeHHs (MHC). [IpunuHeHHS 3aCTOCYBaHHS IIpenapaTy
Po3ynir1® a00 3MEeHIIeHHS WOro0 031 MOXKe IMpu3BecTu o0 3HukeHHsT MHC. ¥ Takux Bumagkax
OakaHWH HalexXHUW MOHiTOpuHT MHC.

ITepopaavHi KOHMpayenmueau/20pmoHo3amicHa mepanis (I'3T)

OpHOYacHe 3aCTOCYBaHHA IMpenaparty Po3ymin® Ta mepopanbHUX KOHTPALENTHBIB MIPU3BOIUIO 0
nigsuienss AUC eTuHinecTpaaiony Ta Hoprectpeny Ha 26 % ta 34 % BianoBigHO. Take MigBUILIEHHS
TI71Ja3MOBOTO PiBHS KPOBI CIIifl BpaxoByBaTH IIPH MMif00pi 03U IepopasbHUX KOHTPALeNTUBIB. [JaHUX
mono ¢hapMaKOKiHETHKHY IIpernapaTiB ¥ MallieHTiB, SKi OHOYACHO 3aCTOCOBYIOThH JIIKAPCHKUY 3acib

P03yn1n® ta ['3T, HemMae, TOMy He MOXKHa BUKJII0YaTH Nofi0HOTO0 edekTy. OnHaK KoMOiHallisgd MKUPOKO
3aCTOCOBYBasIacs XiHKaM Y paMKax KITiHIYHUX [OCTiIXKeHb i mepeHocunacs moope.

THwi nikapcvki 3acobu
Huz2oKkcuH

3a MaHUMHU CIielliaJIbHUX JOCIigKeHb, B3a€MOZil KITiHiYHO 3HAYYII0]l B3a€MOMII i3 JUTOKCHHOM He
OYIKYETHCA.

dy3udosa Kucsioma

HocnimKeHHS B3aEMO{Iii po3yBacTaTHHY 3 QPy3UOO0BOIO KMCJIOTOIO HE MTPOBOAUINCS. PU3UK Miomarii,
BK/TI04AI0YX paboMiosi3, MOXKe MiiBUIIyBaTHUCS IIPXA OMHOYACHOMY 3aCTOCYBaHHI IIperaparis
(Gby3unoBoi KUCIIOTH CUCTEMHOI [il Ta CTaTUHIB. MexaHi3M maHol B3aemofii (hapMakoguHaMiuyHOi abo
bapMakokineTUYHOI, ab0 ofmHOYaCHO 060X BU[iB B3a€MOii) JoTernep HeBimoMuil. Bynu moBimoMIeHHsS
IIPO BUNIAJKKU BUHUKHEHHS PabaoMioni3y (y TOMy 4MCIi 3 JIeTaJbHUM HaCJIiIKOM) y TaIli€HTiB, SKi
OTpUMYyBaM TaKy KoMOiHallifo mpemnapariB. AKII0 3aCTOCyBaHHS IpenapaTy Qy3unoBoi KUCIOTH
CHCTEeMHOI fil € HeoOXiMHUM, TO Teparilo po3yBaCTaTUHOM CJIif] TUMYaCOBO IPUIIMHUTY Ha BECh
nepiop NTiKyBaHHS IIpelapaToM (Qy3ugoBoi KUCIOTH (AUB. po3min «OcoOMMBOCTI 3aCTOCYBAHHS»).

TuKkazpesaop

Tukarpesop Moxe CIPUYMHATA HUPKOBY HEIOCTATHICTE 1 MOXKe BIIJINBATU Ha HUPKOBY €KCKPELil0
poO3yBacTaTHHY, 30ibIIYI0YN PU3UK HOT0 HAaKOMUYEHHS. Y JesSKUX BUMafiKaX CyMiCHUM IIPUIOM
THUKarpesiopy i po3yBacTaTUHY NMPU3BOAUB [0 3HUXKEHHS (QYHKIIII HUPOK, MigBUIIEHHS PiBHSI
kpeatuHdochokinazu (KOK) Ta pabmomionizy. PeKoMeHAYETHCS MPOBOOUTH KOHTPOJIb QYHKIIIT HUPOK
Ta piBHsA KOK npu ogHOYaCHOMY 3aCTOCYBaHHI TUKArpesopy i po3yBacTaTUHY.

Himu

IocmigXeHHsT B3a€MO[Iii TPOBOMMINCS Jullle y mopociaux. CTyImiHb B3aEMOIil y [IiTel HEBITOMUM.

Oco6.1ueocmi 3acmocyeaHHs1.
Bnaue Ha HUpKu

[Tporeinypis, BUsiBIeHa y pe3yibTaTi aHaNi3y 3a TeCT-CMyKKaMU Ta IlepeBaKHO KaHa/lblIeBOTI0
ITOXOMI2KEHHS, CIIOCTepiragacs y MallieHTiB, SKi iKyBalIucs BULIMMU [03aMU JIiIKapChKOT'0 3aC00y



Po3ynin®, 3okpeMa 40 wmr, i y 6inpmiocTi Bunagkis 6yia THM4YacoBo0 abo TepepuBYacToo.
[TpoTeinypisa He Gyna nmepenBiCHUKOM rocTpoi abo Mporpecyydol XBOpoOu HUPOK (IUB. PO3Mis
«ITo6iuHi peakiiii»). YacToTa MOBifOMIIeHb IIPO Cepito3Hi mobiuHi peakii 3 60Ky HUPOK y
IIOCTMapPKETUHIOBUX NOCIIIIXKEHHIX BUIla IIPY 3aCTOCyBaHHI fo3u 40 Mr. Y mauieHTis, AKi
IpUUMalTh Ipenapat y f03i 40 Mr, y mpolieci CriocTepexKeHHs CIIifi PeryIsipHO NepeBipsATH QyHKIIIO0
HUPOK.

Bnaue Ha CKe/emHy mMyckKyaamypy

[TopymeHHs 3 60Ky CKeleTHOI MyCKyJIaTypH, HallpuKJyaj Miaris, MionaTis Ta 3pifgka pabmomiosis,
CIIOCTEpIranucs y MallieHTiB, IKi MpuiiMay JikapCcbKui 3acib Po3ynin® y OyOb-IKUX [03ax, 0CO0INBO
6inbime 20 mr. TTooguHOKI Bunagku pabmomiosti3y Big3Hadaaucs IpU 3aCTOCyBaHHI e3eTUMIOy y
koMmbiHanii 3 inribiTopamu 'MI'-KoA-penykrasu. He MokKHa BUKIIIOYATU MOXKJIUBICT
dbapmakoguHaMiyHOI B3aeMoii (IuB. po3min «B3aemopisa 3 iHIMKUMY TiKapChKUMM 3ac06aMu Ta iHImi
BUOY B3aEMOZil»), TOMY TaKy KOMOiHAIIiI0 CITiJl 3aCTOCOBYBAaTH 3 00€PEeXkKHICTIO.

4k i npu 3actocyBaHnHi inmux inribiropis F'MI'-KoA-penykTasu, 4acToTa IOBifOMJIEHDb ITPO BUMIAKY

pabmoMioni3y, oB’sI3aHOT0 3i 3aCTOCYBaHHSAM JIiIKapChKOTo 3aco0y Po3ynir1®, y

IIOCTMapKeTUHTOBOMY Iepiofi Oyia BuIloi0 Ipu [03i 40 Mmr.
PiseHb KkpeamuHKiHA3Uu

PiBens kpeatuHkinasu (KK) He crmig BuMipioBaTu micist 3HayHuX (pisuuyHMX HaBaHTaxeHb abo y pasi
MOXKJIMBUX aJIbTEPHATUBHUX NpUYUH HigBuilieHHs KK, 1110 MOXKyTh YCKIIafHIOBATU IHTEPIIPETALIil0
pe3ynbrariB. fAkimo nmoyatkoBuil piBeHs KK 3HauHo migBuinenuii (> 5 pasis Buille BMH), npotsirom
5-7 mHiB He0OXimHO 3pOOUTH MOBTOPHUY aHarli3, 100 MigTBEPAUTH pPe3yIbTaTh. AKINO pe3yabTaTh
IIOBTOPHOT'O aHaJIi3y MigTBEPOKYIOTH, 1110 IToYaTKoBe 3HaueHHs KK 6inbIle HiXK y 5 pa3iB mepeBuiye
BHM, 3acTocyBaHHS IIpelapaTy IOYWHATH HE CIIif.

ITeped nouamkom niky8aHHA

Jlikapcekuii 3aci6 Po3ynin®, sk i pemry inri6iropis TMT-KoA pefykTasy, Ciif 3 06epeXHiCTIO
IpU3HAYaTH MallieHTaM 3i CXUIbHICTIO 7o MiomaTii/pabmomioniy. o GpakToOpiB TaKOTO PU3UKY
HasiexkaTh:

- IOPYIIeHHS QYHKIil HUPOK;

- TIIOTHPEO3;

- HasABHICTb B 0cO0MCTOMY a00 pOIMHHOMY aHaMHe3i ClIaJKOBHUX 3aXBOPIOBaHb M’ g3iB;

- HasBHICTb B aHaMHe3i MiOTOKCUYHOCTI Ha TJIi 3acTOCyBaHHS iHmuMX iHribiTopiB I'MI-K0A- penykTasu
abo ¢ibparis;

- 37I0BXMBAHHS aJIKOTOJIEM;
- BiK > 70 pOKiB;
- CUTYyallil, 1[I0 MOXKYTh IIPU3BECTHU [0 IiABUIIEHHS PiBHS IIpenapary y Ijia3Mi KpoBi (IUB. po3minu

«PapMakKoKiHeTHKa», «B3aeMoisa 3 iHIIMMHM JTiIKapCbKUMM 3aco0aMu Ta iHIIM BUOYW B3aEMOMil» Ta
«Croci6 3acToCcyBaHHS Ta HO3U»);



- CYIyTHE 3aCTOCyBaHHA ¢ibpaTis.

Y Takux malli€eHTiB IOB’sI3aHUY i3 TiKyBaHHSIM PU3UK MOTPIOHO OI[iHIOBATH, IIOPiBHIOIOYH 3
OYiKyBaHOI0 KOPUCTIO; TaKOXK PEKOMEHAYEThCS KIIIHIYHUY MOHITOPUHT. fKII0 no4yaTKoBuM piBeHb KK
3Ha4HO nifgBuieHuu (> 5 pasis Buile BMH), nikyBaHHS NOYXHATH He CIIif.

Y nepiod aikyeanHs

[TamieHTiB Cif MOPOCKATH HEraHO MOBIIOMIISATH IIPO M’ g30BuM 6inb, cnabKicTh abo cygoMu
HeBifoMOi eTiosorii, 0cO0IUBO SKIIO BOHU CYIPOBOAXKYIOTHCS HE3MYKaHHSIM a00 raps4yko. Y Takux
nauieHTiB noTpi6Ho BuMiptoBaTu piBeHb KK. 3acTocyBaHHs mpemnapaTy CJIifi IPUIUHUTH, SKIIO PiBeHb
KK 3mauno migBuienuit (> 5 x pasis Buine BMH) a6o skio cumMnToMu 3 60Ky M’s13iB TSIXKKi Ta
CIIPUYMHSIOTH IMOJeHHUN TuCcKOoMMOpPT (HaBiTh gKIo piBeHb KK < 5 x BMH). V pa3i 3HuUKHEHHS
CHMIITOMIB Ta ToBepHeHHd piBHa KK 10 HopMu MOXKHa MOHOBUTH Tepallilo IpenapaToM Posymin® a6o
anbTepHaTHBHUM iHTi0iTopoM 'MTI-K0oA-pefyKTa3u y HaliMeHIIiN 103i Ta MiJ peTeIbHUM HarjsamoM.
Perynsphuo nepeBipsaTu piBeHb KK B acCUMIITOMaTUYHUX IMalliEHTIB HeMa€e noTpedu. [yxe pigko
TIOBITOMJISIIIOCS ITPO BUITAAKK iMyHOOIIOCEPEIKOBaHOI HeKpoTu3yiouoi mionatii (IOHM) mig yac abo
micis Teparmii ctaTUHaMU, Y TOMY 4ucyi po3yBactaTuHoM. Kiniuaumu npossamu IOHM e cnabkicTh
IPOKCHMaIbHUX M’g3iB Ta migBuineHHs piBHg KK y cupoBatii KpoBi, 110 30epiraeTbCsi HaBiTh mics
[IPUNIMHEHHS 3aCTOCYBaHHS CTAaTUHIB.

Y KJTiHIYHUX JOCTIXKEHHIX He 0yJI0 OTpHMaHO [J0Ka3iB IiIBUIIEHOT0 BIIMBY Ha CKEJIETHY
MYCKYJIaTypy Y HEBEIMKOI KiTbKOCTi NaIieHTiB, AKi IpuiiMany JiKapChKuil 3aci6 Posymin® Ta cymyTHi
npenapaty. OfHaK MiBUILIEHHS YaCTOTH MIO3UTY Ta Miomnartii Bif3Ha4asocs y Malli€HTiB, IKi
npuiiManu inmi inribitopu I'MI'-KoA-penykrasu pa3oM i3 noxigHuMu (iOpOEBOI KUCIIOTH, B TOMY
yucii reM}pidpo3unoM, TUKIOCIOPUHOM, HIKOTUHOBOIO KMCJIOTOIO, a30JIbHUMU ITPOTUT PUOKOBUMU
npernapaTamy, iHribiTopaMu mpoTeasu Ta MakKpomigHUMU aHTHOIoTUKaMu. ['eMdpibpo3un migBuiye
PU3HUK MiollaTili Ipyu CymyTHbOMY 3aCTOCYBaHHI 3 gesikuMu inribitopamu I'MI-KoA-penykTasu. Tomy
3aCTOCOBYBATH JIiKapChKHii 3aci6 Po3ynin® y xkoMm6inarii 3 reMpi6po3nioM He PeKOMEHIYEThCA.
KopuCTh mOofabLIol 3MiHM PiBHA iMifiB IPH 3acTOCYyBaHHi mpemnapaty Posymin® y KoMmbiHamil 3
¢ibpaTamMu ab6o HiallMHOM MOTPIOHO PETENbHO 3BaXKyBaTH IOPIBHSAHO 3 IOTEHI[INHUMU PU3UKaMH,
TIOB’SI3aHMMHU 3i 3aCTOCYBaHHSAM TaKux KoMmOiHawii. [1o3a 40 MI mpoTUIlOKa3aHa MpU CyMyTHHOMY
3acTocyBaHHi (ibpatiB (muB. po3minu «B3aemopmis 3 iHIMMMYU TiKapCchKUMU 3aco0aMu Ta iHIII BUOU
B3aeMopili» Ta «[1o6iuHi peakirii»).

Jlikapcekuii 3aci6 Po3ymin® He CIIifl 3aCTOCOBYBATH Malli€HTaM i3 TOCTPUMH, CEPUO3HIMH CTaHAMH,
110 CBig4aTh Mpo MiomaTito abo MOXKJIUBICTh PO3BUTKY HUPKOBOI HEIOCTATHOCTI BHACIIIIOK
pabmoMioni3y (cemcuc, apTepianbHa TinoTeH3is, 3HaYHe XipypriyHe BTPy4YaHHS, TpaBMa, TAXKKi
MeTaboiyHi, eHOOKPUHHI Ta eJIeKTPOJIiTUYHI po3naau abo HEKOHTPOJIbOBAHI CyIOMH).

Bnaue Ha neyiHky

9IKi i igmi inri6itopu TMT-KoA-penykrasu, miKapchKui 3aci6 Po3ymin® ciif 3 06epeXHicTio
3aCTOCOBYBATH IallieHTaM, SKi 3JI0BKMBAIOTh aJIKOT0JIEM Ta/a00 MaloTh B aHaMHe31 3aXBOPIOBaHHS
MMeYiHKH.

PexomeH0BaHO nepeBipsaTH OioxiMiuHi MoKa3HUKY QYHKIIII MeYiHKy mepeq MoYaTKOM JIiKyBaHHS Ta
yepe3 3 MicAIi mOTOMy. 3aCTOCYBaHHA Hpenapary Posymin® ciif NpuIuHATH a60 3MEHIIUTH [03Y,
SKIIIO PiBeHb TPaHCaMiHa3 y CHpPOBATIIi KPOBi Oinbiile Hixk BTpudi nepesuitye BMH. YactoTa
IIOBiIOMJIEHD IIPO CEPHO3Hi fBUIla 3 00Ky NeYiHKY (epeBakHO PO MigBUIIEHHS PiBHA TpaHCaMiHas3
NeviHKM) y micaspeecTpaliitnomy nepioni 6ysa Ginbloio mpu 3acTocyBaHHi qo3u 40 mr.



Y malieHTiB i3 BTOPMHHOIO TillepX0JieCTEPUHEMIEI0, 3yMOBJIEHOIO TiOTHPEe030M ab0 He(pPOTUUHUM
CUHIPOMOM, CJIifi CTIOYaTKy BUJIIKYBATH OCHOBHY XBOPOOY, MepuI HiXkK PO3MOYMHATH Teparliio
npenapatoM Posymin®.

Pacoesa HaaedxcHicmb

HocmimxeHHsT papMaKOKiHETUKM CBig4YaTh IIPO 3POCTAaHHS €KCITO3UIIii y MallieHTiB MOHTOJI0ITHOI pacu
npubIM3HO BABiUi MOPIBHSIHO 3 €BponeHsiMu (quB. po3ainu «PapMakoKiHETHKA»,
«[Iporumnoka3anHsa» Ta «Crocib 3acToCyBaHHS Ta JO3U»).

IHeibimopu npomeasu

[ligBullleHa CUCTeMHa €KCIIO3HULlis 0 PO3yBacTaTUHY CIOCTepiranacs B Nalli€HTIB, sIKi 3aCTOCOBYBaJIU
PO3yBaCTaTHUH CYNMyTHHO 3 Pi3HUMY iHTiGiTOpaMu MpoTea3u y MOeqHAHHI 3 puToHaBipoM. Crrin

0o0MipKyBaTH SIK KOPUCTh Bifl 3HUKEHHS PiBHA MiIifIiB 3a I0IIOMOr00 IIpernapary Posynin® y
natienTiB i3 BIJI, sKi oTpuMyI0Th iHTi0iTOpU MpOTea3y, Tak i MOKIUBICTD MiABUIIIEHHS KOHIIEHTPAIIil
po3yBacTaTHHY y IJIa3Mi KPOBi Ha [TOYATKy Tepallil Ta IPY MigBUIIEeHH] 03U JIiIKapChbKOro 3aco0y

Po3ynin® y TMalli€HTiB, IKi OTPUMYIOTH iHTi0iTOpU npoTea3u. OgHOUYACHE 3aCTOCYBaHHA IIpenapary 3

inribiTopaMu mpoTeas3u He PEKOMEHOYEThCS, SKIIO 103a JIiIKapChKOTo 3acoby P03yn1n® He
CKOpHToOBaHa (IuUB. Po3minu «B3aemois 3 iHIMKMME JTiKapChKUMH 3aco0aMu Ta iHII BUOU B3a€MOMi»
ta «Crocib 3aCTOCYBaHHS Ta IO3U»).

HenepeHocumicmb 1akmo3su

[MTamieHTaM i3 pigKiCHUMM CTagKOBUMHM ITpoOieMaMy HEIlePeHOCUMOCTI raakTo3u, gedinurom
nakTasu Jlanmna abo I1oK030-ralakTO3HOI0 MaTbaOCoPOIliel0 He CITif 3aCTOCOBYBATH 11eH JIiKapChKUMN
3acio.

IHmepcmuuiaabHa xeopoba sezeHb

[Tig yac 3acToCyBaHHS OeSKUX CTATUHIB, 0COOIMBO IIPX TPHUBAIIOMY JIiKyBaHHi, ITOBiIOMIISIIOCS IIPO
BUHSITKOBI BUIIQ[IKX IHTEPCTUITAIbHOI XBOpOoOU nereHs (AuB. po3min «ITob6iuni peakmii»). 1o mposiBiB
11iel XxBoOpoOu MOXKHa BifHECTH 3aAUIIKYy, HEIIPOOYKTHBHUM Kallle/lb Ta 3arajibHe MOTipIIeHHS CTaHy
(cTOMITIOBAHICTDb, 3HMKEHHS MaCH Tijla Ta Tapsg4ka). Y pasi mimo3pu Ha iHTepCcTUlliaIbHy XBOPOOy
JlereHb 3aCTOCYBaHHSA CTATUHIB CIIifi IPUIIUHUTH.

Lykposuii diabem

Hesiki akTH CBigUaTh, 10 CTATUHY IiABUINYIOTH PiBEHb I'/IIOKO3Y B KPOBi Ta y AESAKUX MAIli€HTIB,
SIKUM 3aT'POXKy€ BUCOKUY PU3UK PO3BUTKY HiabeTy B MalOyTHbOMY, MOXKYTh CIIPUYUHSITH
rinepriikeMiio Takoro piBHS, IpHU SIKOMY HeoOXifHe HajlexXHe JIikyBaHHS fAiabety. {10 3arpoay,
O[HAaK, IePEeBUIIY€E 3HUKEHHS PU3UKY CYOUHHUX IIOPYIIEHb IIPK 3aCTOCYBaHHI CTaTHUHIB, TOMY BOHA
He Ma€ OyTH IifCTaBOIO AJIS MPUIIMHEHHS Teparlil cTaTuHaMH. 3a MallieHTaMy TPy PU3UKY (piBeHb
TJII0KO3H HaTie 5,6-6,0 MMons/n, IMT > 30 kr/M°, HifBUINeHHI! piBeHb TPUTTILIEPUNIIB, apTepianbHa
rinmepTeH3ist) CIli BCTAHOBUTY K KITIHIYHUM, TakK i 6i0XiMiYHKM KOHTPOB 3TigHO 3 HAlliOHATbHUMHU
KepiBHULITBAMHU.

Y mocnipxenHi JUPITER 3apeecTpoBaHa 3arajibHa 4aCcTOTa LIyKpOBOTO fiabeTy cTaHoBuna 2,8 % y
TPyl IpuiioMy po3yBacTaTuny Ta 2,3 % — y rpymi muane6o, mepeBaxHO y NallieHTiB i3 piBHEM

TJII0OKO3M HATIIEe Bim 5,6 o 6,9 MMOIb/I.

Taocki wKipHi nobiyHi peakuii



[Tpu 3acTocyBaHHI pO3yBacCTaTUHY IOBIIOMIISAIOCS IPO BUMAAKHY TSIXKKUX IIKIPDHUX NOOIYHUX peakiii,
BKIoYalouu cuHapoM CTiBeHca — [[2KOHCOHA i MEIUKaMEeHTO3HY peakllito 3 e03uHodii€0 Ta
cucteMHuMHU cuMntToMaMu (DRESS-cunapoMm), siKi MOXKYTb IPU3BECTH [0 JIETAIbHOTO HACTIAKY.
[Tpr3Havyaloyy JTiKapChKUM 3aciO, CIifl MOBiIOMIISATH MalliEcHTaM IIPO 03HAKHU Ta CUMIITOMHM TSIXKKHUX
MIKIpHUX peaklI(ii i yBaXKHO CIIOCTepiratu 3a HUMU. KO 3 ABIAIOTHECS CUMITOMH, 1[0 BKa3yIOTh Ha
I[F0 PeakKllilo, CJIif HeralHO IPUNMHUTY IIPUUOM [IpeliapaTy Ta PO3TJISHYTU aJbTepHATUBHE
JIIKyBaHHSA. fKINO y nallieHTa pO3BUHYJIaCh TakKa CepUo3Ha peaklid, sk cuHapoM CTiBeHCa —
I:xxoHCOHa a0 MeIMKaMeHTO3Ha peaklis 3 eo3uHodiniero i cuctemaumu cumnromamu (DRESS-
CHHOPOM), TiKyBaHHS HeOOXiHO HeTralHO MPUNMHUTH i Hafasli HiKOIX He 3aCTOCOBYBATH Il
mpemnapar.

Himu

OuiHKa NiHIKHOTO POCTY (3picT), Macu Tina, IMT Ta BTOpUHHUX XapaKTePUCTUK CTATEBOr0 NO3PiBaHHSA
3a TanHepoM y miTeit BikoM Bifm 6 0o 17 PoKiB, sIKi MpuiiMany po3yBacTaTUH, 0OMexkeHa IepiomoM
TPUBAJICTIO 2 poKu. [licns 2 poKiB HOCTIOXKYBaHOTO JIiKyBaHHS KOAHOTO BIJIMBY Ha PiCT, Macy Tina,
IMT abo cTaTeBe mo3piBaHHS BUSBIEHO He Oyo (AuB. po3nin «dapMaKoguHaMiKa»).

Y kniHIYHOMY [OCTiAKEHHI y [AiTed Ta MifgJIiTKiB, SKi IpUiManyd pO3yBaCTaTHH IIPOTATOM 2 POKIiB,
nigsuienHs piBHsA KK >10 pa3siB Buiile BHM Ta cumntomu 3 60Ky M’g3iB micis GpisugHOoro
HaBaHTaXXKeHHs a00 migBuUINeHoi (i3nYHOl aKTUBHOCTI CITOCTEPIranucs 4acTillle MOPiBHIHO 3 TaKUMHU
y mopocmux (muB. po3min «IToGiuHi peakirii»).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHsA 2pydoto.
Jlikapchkui 3acid P03yn1n® IIPOTUIIOKA3aHUY Y 1epiof BariTHOCTI abo rofyBaHHS TPYIAIO.
2KiHKaM pempogyKTUBHOTO BiKY CITifl BAKOPUCTOBYBATH HaJleXKHi 3aco00U KOHTpPAIIeIIil.

OCKinTbKM X0JIECTEPHH Ta iHIII MPOAyKTH 6i0CHHTE3Y X0JIeCTEPHHY BiflirpaioTh iCTOTHY POIb Y
PO3BUTKY IIJI0fla, IOTEHIINHUY pU3MK Bif npurHideHHsa ['MI'-KoA-penyKTa3u mepeBuilye 049iKyBaHy
KOPUCTH BiJl 3aCTOCYBaHH4 IIpelaparTy y rnepiof BariTHOCTI. [laHi fOCIiAXKeHb Ha TBapUHaX 00
TOKCHUYHOTO BIIJIUBY Ha PENIPONYKTHUBHY QYyHKIiI0 00MeXeHi. fKIIo naljieHTKa 3aBariTHie y nepion
3aCTOCYBaHHS LIbOTO0 IIpenapary, JIiKyBaHHS CJIii HeraiHo IPUIUHUTH.

Po3yBacTaTuH noTpamnisie y MOJIOKO mypiB. [JaHUX MO0 IPOHUKHEHHS JTIKapChKOTo 3aco0y y rpyngHe
MOJIOKO JIIONUHY HeMae (OUB. po3nin «IIpoTunokazaHHsa»).

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

TocmifXKeHs BIJIMBY Openaparty Po3ymin® Ha 30aTHICTL KepyBaTH aBTOMOGiIEeM Ta IpaloBaTh 3
MexaHi3MaMu He npoBofgunu. OgHak, 3 OTNIIAy Ha papMaKOAMHAMIidHi BIaCTUBOCTI Ipemnapary,
MaJIOMMOBIpPHO, IO JIiKapChKuUii 3aci6 Po3yin® yMHMTHMeE BIUIMB Ha TaKy 3[aTHICTh. [Ipu KepyBaHHi
aBTOTPAHCIIOPTOM abo poboTi 3 iHIKMMY MeXaHi3MaMHu CJTiJ BpaxOByBaTH MOXKJIUBICTh
3aIlaMOPOY€eHH V IIepiof JIiKyBaHHS.

Cnocid 3acmocyeaHHsi ma do3u.



[lepen mo4yaTKOM JIiKyBaHHS HALi€HTY CJIiI NIPU3HAYUTU CTAHOAPTHY X0JIE€CTEPUHO3HUKYBAIbHY
IieTy, sIKOl CHTif MOTPUMYBATHUCH i IPOTATOM JIiKyBaHHS. [[03y cnif migbupaTu iHOUBifyaIbHO,
3aJIe’XHO Bifl METHU Teparlil Ta BiANOBIAi MallieHTa Ha JIiIKyBaHHS, KEPYIOUUCh PEKOMeHAallisIMU
IIOTOYHUX 3aralbHONPUUHATHX KEPIBHUIITB.

Jlikapcekuit 3acio Posynino MOXKHA IMpUMMaTH B OyOb-IKUM Yac OHS, He3aJIeXKHO Bifl BAKUBAHHS 1xXi.
TabeTKy He CyIif Po3:K0ByBaTH ab0 mompiGHoBaTh. TaGlIeTKy KOBTATH LIiJIO0, 3alIMBAIYU BOIOI.
JIikyeaHHs 2inepxosecmepuxemii

PexomMeH0BaHa II0YaTKOBA fI03a CTaHOBUTL 5 MT abo 10 Mr mepopasnbHo 1 pa3 Ha go0y SK A7
IIallleHTiB, AKi paHille He 3aCTOCOBYBAJIU CTATUHY, TaK 1 [JId MMALIEHTIB, AKi A0 [IBOTO 3aCTOCOBYBAJIA
inmi inribiTopu 'MI-KoA-penykTasu. [linbupaioyn no4aTKOBY 403y, C/Iifl BpaXOBYBaTH
IHAWBiNyaIbHUN PiBEHD X0JIECTEPUHY Y KOKHOI'0 OKPEMOT0 IallieHTa Ta PU3UK CepLeBO-CYAUHHUX
IIOpPYIIeHb ¥ MalOyTHEOMY, @ TaKOXK WMOBIiPHICTb PO3BUTKY IOOIYHUX peakiriil.

3a HeoOXiIHOCTI MigBUIIYBaTH 03y [0 HACTYIIHOTO PiBHS MOXKHa 4epe3 4 TUXHi (OUB. po3min
«PapMakoguHaMmika»). 3 OTJISIAY Ha Te, IO Ha TJIi 3aCTOCYBaHHS JIiIKapChKOTo 3acoby B 1031 40 mr,
HebOakaHi peakilii BAUHMKAIOTh YaCTillle, HiXK IPH MEHIIUX 103ax (quB. po3nin «IlobiuHi peakirii»),
OCTaTOYHO TUTPYBATHU [[03Y A0 MaKCUMasbHOI 7031 40 MT BapToO Jullle TalieHTaM i3 TAKKOI0
TilepxonecTepuHEMi€I0 Ta BUCOKUM PU3HUKOM CEPIIEBO-CYOAUHHUX IOPYIIEHD (30KpeMa XBOPUM 3i
CiMEWHOI0 Tillepx0JieCTEPUHEMIEI0), V SIKUX He BOAIOCS AOCATTH METH JIiIKyBaHHS IIPU 3aCTOCYBaHHI
mo3u 20 Mr i sKi mepeOyBaTUMYTh IIifl PeTyISPHUM HaTrIsAaoM (quB. po3min «Oco6auBOCTi
3acTocyBaHHs»). [1ig ac iHinianii mpuitoMy nikapcbkoro 3aco6y B m03i 40 M peKOMeHg0BaHUM
Harasq cIeliaicTiB.

ITpoginakmuka cepu,e8o-CyOUHHUX NOPYUWEHb

Y mocnimkeHHI 3HUXKEHHST PU3UKY CEPIIeBO-CYOIUHHUX ITOPYILIEeHb JTiIKapChKUM 3acib 3aCTOCOBYBau y
no3i 20 Mr Ha o6y (guB. po3min «PapMakoguHaMiKa»).

3acmocy8aHHA NauieHmMam AimHb020 BIKY

PekoMeHgoBaHa MoYaTKOBa 403a OJIs Nalli€HTiB BikoM Bifi 70 POKiB CTaHOBUTbH 5 MT (OUB. PO3MiN
«Oco6IMBOCTI 3aCTOCYBaHHS»). [HIlIa KOPEKIIis 03K 3ajIeKHO Bif BiKy He moTpiOHa.

ITauieHmu 3 HUPKOBOIO HedocmamHuicmio

[MamienTaM i3 nopymeHHsaMu QyHKIII HIPOK JIETKOT0 ab0 MOMIpPHOTO CTYIEHS KOPEKIlis 103U He
noTpibHa. PeKoMeHmoOBaHa ITOYaTKOBA [403a 7S HAlli€HTIB i3 MOMipHUMHU MOPYIIEHHIMU QYHKITII
HUPOK (KJipeHC KpeaTHHiIHY < 60 MJI/xB) CTaHOBUTE 5 MT. [lo3a 40 Mr npoTUIIOKa3aHa MallieHTaM i3
nopyleHHsAMY GYHKIII HUPOK IIOMipHOI TAXKKOCTI. 3aCTOCYBaHHs JTiKapChKOro 3aco0y Posymin”
nalieHTaM i3 TAKKUMU MOPYIIeHHIMU QYHKII HUPOK IPOTUIIOKa3aHo y OyOb-IKUX [03ax (OUB.
po3pinu «PapMakoKiHeTHKa» Ta «IIpoTunoka3aHHg»).

ITauienmu i3 nopyweHHAMU QYyHKUII neyiHKu

Y natuieHTiB i3 mopymeHHIMy QYHKIII Medyinky, 110 oliHoBanucs y 7 abo MeHIle 0asiB 3a IIKaIo0
Yaiinpa-I1'1o, migBUIlleHHS CUCTEMHOI €KCIIO3KIIil po3yBacTaTUHY He crocTepiranocs. OgHak y ocib i3
nopymeHHAMY ¥ 8 Ta 9 OaniB 3a mkanoo Yarnma-I1't0 cucTeMHa eKCIO3UIlis 3pocTaia (OUB. PO3Min
«PapMaKoKiHeTHKa»). Y TaKuX MalliEHTiB AOLINBbHOIO € OILliHKa (QYHKIi1 HUPOK (OUB. PO3MilN
«0Ocob6muBOCTi 3acToCcyBaHH»). [IOCBiA 3aCTOCYyBaHHS JIiIKapChKOTO 3aco0y nalieHTaM, gKi Habpanu



Oinbure 9 6aniB 3a mkanow Yaunga-I1'to, BimcyTHi#. [JaHuii MiKapchbKuM 3acCi0 TPOTUIIOKA3aHUM
nalieHTaM i3 aKTUBHUMU 3aXBOPIOBaHHSMU IEeUYiHKY (OUB. po3pin «I[IpoTunoka3aHHa»).

Pacosa HanescHicmMb

Y narieHTiB MOHTOJIOIIHOI pacy CIOCTepiranacs migBuilleHa CUCTEMHA €KCIIO3UIIisT JTIKapChKOTO
3aco0y (guB. po3minu «®apMakokiHeTuka», «[IpoTunokasanHsa» Ta «OCoOIMBOCTI 3aCTOCYBaHHSI»).
PekxoMeHgoBaHa ImoYaTKOBa 403a OJIs MalliEHTiB MOHTOJIOIIHOI pacu CTaHOBUThL 5 MT; mo3a 40 mr
TaKHM IallieHTaM IPOTHUIIOKa3aHa.

I'enemuyuHul noaimopgpiam

[TeBHi TUIN TEHETUYHOTO MOJIIMOP(PiI3My MOKYTh IPU3BOSUTHU [0 MigBUIIEHHS €KCIIO3UIIil
po3yBacTaTUHY (OUB. po3ain «®apMaKoKiHeTHKa»). [TallieHTaM i3 BifOMOIO HasIBHICTIO TAKUX TUIIIB
noniMopdi3My peKOMEHIYEThCS 3aCTOCOBYBATH MEHIIY F00O0BY 03y JiKapChKOro 3acoby Posymin®.

ITauienmu 3i cxuabHicmio 00 po38uUMKY mMionamii

PexomeH0BaHa NOYaTKOBa [03a OJIS MAIli€HTIB i3 (aKTOpaMy PU3UKY PO3BUTKY MiOmaTil CTAHOBUTH
5 Mr (muB. po3min «Oco6IUBOCTI 3aCTOCYBAHHSI»).

To3a 40 Mr mpoTUIOKa3aHa OesKUM i3 TaKUX Malli€eHTiB (AUB. po3gin «IIpoTunokasaHHA»).
CynymHsa mepanis

Po3yBacTaTuH € cy6cTpaToOM pi3HUX GinKiB-TpaHcnopTepis (Hanpukian, OATP1B1 i BCRP). Pusuk
MionaTil (BKJIto4aoun pabmoMiosTi3) migBUIIYETHCS TP OOGHOYACHOMY IIPUMOMi PO3yBacTaTUHY Pa3oM
3 IIEBHUMHU JTiKapChKUMH 3acob0aMu, 3MaTHUMH ITiIBUIITYBAaTH KOHIIEHTPAllil pO3yBaCTaTHHY B IJIa3Mi
yepe3 B3aEMOMII0 3 IMMU TPAHCIIOPTHUMH OiNlKamMu (HampuKIIaf, HUKIIOCIOPUH Ta AesKi iHribiTopu
IIpoTeasH, BKIIIOYaun KoMOiHallil puTOHaBIpy 3 aTaHa3aBipoM, JIoIiHaBipoM Ta/ab0 THUIIpaHaBipoM.
[Tpu npu3HadeHHi IpenapaTy JiKapsM PeKOMEHAYETHCS 03HAaUOMHUTHCS 3 BiAIIOBIAHOIO iHGOPMAaIi€n
PO JIiKapChKi 3aco0u, 110 pPO3TJISIAA0THCS 11 OMHOYACHOTO 3aCTOCyBaHHS 3 Po3yninoM. Tomy
MOTPIOHO PO3TITHYTH MOXKJIUBICTb albTEPHATUBHOTO JIIKYBaHHS, a SKIIO HEOOXigHO - PO3TISHYTH
IMHATAHHS PO TUMYACOBe NIPUIMHEHHS Tepallil po3yBacTaTUHOM. B CUTyalisiX, KOIU OMHOYACHOT0
BBE[IeHHS IIUX JTIKapChKUX 3aC06iB pa3oM i3 po3yBaCTaTHHOM YHUKHYTH HEMOXKJIMBO, TpeOa 3BaXKUTH
BCi ITepeBaru Ta PU3UKM CYIMyTHHOTO JIIKyBaHHS Ta PeTEJIbHO Mif0upaTH 003y Po3yBacTaTUHY.

Himu.
3acToCcyBaHHS IpenapaTry OiTSM Ma€ MIPOBOAUTH JIUIIE CIeLlialicT.
3aCTOCOBYBATH [iTSM Ta IifiyliTKaM BikoM Bif 6 mo 17 pokis (ctagis Tamuepa © II-V).

['eTepO3UTOTHA CiMelHa TimepxolecTepuHeMis

3BUYaliHa I0YaTKoOBa M000Ba mo3a OIS [iTel Ta MigIiTKiB i3 reTepOo3Ur0THOI0 CiMENHOI0
rinepxonecTepuHeMi€l0 CTaHOBUTD D MT Ha [00y.

- PekomeHnpoBaHa [o3a Oy OiTel BiKOM Bif 6 o 9 poKiB i3 reTepo3uroTHOI CiMENHOI0
rinepxonecTepuHeMiel0 CTaHOBUTE Bif 5 Mr go 10 mr, nepopanbHo, 1 pa3 Ha Ho0y. be3neka Ta
e(peKTUBHICTb 3aCTOCYBaHHS JIiIKAPCHKOTO 3ac00y B mo3ax Oinbiie 10 Mr y 1il MONyJIAIil He



MOCITiIXKyBaIUCS.

- PekomenpoBaHa mo3a s giteu BikoM Big 10 o 17 pokiB i3 reTepo3uUroTHOI CiMEHHO0
rimepxonecTeprHEMi€l0 CTAHOBUTSE Bifg 5 Mr o 20 Mr, nmepopasnbHo, 1 pa3 Ha oby. beaneka ta
e(eKTHUBHICTb 3aCTOCYBaHHS JTiKapChKOTro 3acoby y mo3ax Ginbie 20 MT y 1il momynsiii He
OOCIiAKYBaJIUCH.

[TigBuuIyBaTH [O3Y CIIif BiAMOBIIHO OO iHAMBiAYyalIbHOI BiAOBII IUTUHYU Ha JiKyBaHHS Ta
IIePEeHOCHUMOCTI IIpenapaTy, JOTPUMYIOYKUCh PEKOMEHAIliX 1010 JiKyBaHHS OiTel (IUB. PO3Ti
«Oco6uBOCTi 3aCcTOCyBaHHS»). [Iepefl MoYaTKOM Teparlil po3yBaCTaTHHOM [iTSIM Ta MifjIiTKaM CJIif
IIPU3HAYUTH CTAHAAPTHY Till0X0JIeCTEPUHEMIUHY AIi€TY, KOl IalliEeHTH MaloTh JOTPUMYBATHUCH i
IIPOTATOM JIiKyBaHHS.

T'oMo3ueomHa cimeliHa 2inepxosiecmepuHemis

PekomeHnnoBaHa MaKCHMallbHa [03a OJId OiTed BiKOM Bim 6 mo 17 POKiB i3 TOMO3UTOTHOIO CiMENHOIO
rinepxonectepuHeMieio ctaHoBuTh 20 Mr 1 pa3 Ha o0y .

PexomeH0BaHa MOYaTKOBA [I03a CTaHOBUTH Bifi 5 Mr o 10 Mr 1 pa3 Ha mo6y 3a1ekKHO Biff BiKy, Macu
Tijla Ta MOoNepegHbOr0 3aCTOCYBaHHS CTaTUHIB. [TifBUIlyBaTH 00 MaKcuMasbHOI fo3u 20 Mr 1 pa3 Ha
o0y CITif BifiTOBIOHO MO iHAMBiMyaNbHOI BiiITOBiMi UTHHY Ha JTIKyBaHHS Ta IMEPEHOCUMOCTI
mpernapary, JOTPUMYIYHUCh peKOMEeH allii o0 JTiKyBaHHS AiTel (IuB. po3min «OcobmuBOCTi
3acToCcyBaHHS»). [lepen mo4aTKOM Teparllil po3yBacTaTHHOM AiTAM Ta HiAJIiTKaM CIIifl IPU3HAYUTH
CTaHOAPTHY Till0X0JEeCTEPUHEMIUHY Hi€TY, KOl MMAI[ilEHTH MalOTh JOTPUMYBATHUCS i IPOTATOM
JIIKyBaHHA.

IocBin nmikyBaHHS ITi€l TPyIU MallieHTiB y go3ax 6inmbine 20 M 06MeKeHUH.
TabmeTku 1Mo 40 MT He 3aCTOCOBYIOTE HiTSIM.

ity BiKOM [0 6 POKiB

Besneka Ta eeKTUBHICTb 3aCTOCYBaHHS JIiIKapChKOTO 3ac00y [iTIM BiKOM [10 6 POKiB HE BUBYAJIUCE.
TakuM 4MHOM, Ipenapar Po3ymin® He peKOMEHIYETLCS 3aCTOCOBYBATH MiTSIM BiKOM [I0 6 POKIB.

Ilepedo3yeanHsi.

Crneuudiunoro nikyBaHHS Ilepefo3yBaHHI HeMa€. Y pa3i nepeno3yBaHHS Malli€HTa CIIif JTiKyBaTH
CUMIITOMaTUYHO Ta y pa3i HeoOXigHOCTI BXKUTHU MiATpUMYI0UnX 3axofiB. [T0oTpiGHO KOHTPOIIOBATH
¢byskil nevinku Ta piBeHb KK. EdQekTuBHICTE reMopianisy MajioiMoBipHa.

ITo6iuni peakuii.

[ToGiyHi peaxiiii, 1110 Bif3HaYalOTHCSA TP 3aCTOCYBaHHi JIiKapChKOT0 3aC00y Po3ynin®, 3a3BUYal
JIETKi Ta TUMYacOBi. Y KOHTPOIbOBAHUX KITIHIYHUX OOCTimKeHHIX MeHIe 4 % Mali€HTiB, IKi

3aCTOCOBYBaIM PO3yBaCTATHUH, BUMIIIY i3 OOCHiIXKeHHS Yyepe3 mobiuHi peakiil.

[Tepemnik moGiYHKWX peaklIliii y BUTNAMi TabIuli



Y Tabnuni 3 mpencTaBiaeHo TpPodink MoGiYHKUX peakiliii Ha po3yBacTaTUH 3a JAHUMHU KITiHIYHUX
IOCTiAKEeHb Ta BEJIMKOTO NOCBiy Mic/IsipeecTpaIiiiHoro 3acTocyBanHs. [Tobiuni peakiii
KJ1aCH(}IKOBAHO 3a YaCTOTOI0 Ta CUCTEMHO-OPTaHHUMU KJIaCaMu.

3a yacToTor0 mobiuHi peakiril po3moineHi TakuM yuHOM: 49acTi (Big =1/100 mo < 1/10), HewacTi (Bif
= 1/1000 go < 1/100), pipki (Big = 1/10000 mo < 1/1000), nyxe pigki (< 1/10 000), wactora
HeBigoMa (HeMOKJIMBO OI[iHMTH 3a HasIBHUMH JAHHMH).

Tabmuig 3

[To6iuHi peaxiiil 3a JaHUMU KJTIHIYHUX JOCIiAXKEHb Ta OOCBiAY IiC/IsIpeecTpauifHoOro 3aCTOCyBaHHS

CHUCTEMHO-OpraHHUU

YacToTa HeBigoMa

1ac acTi Heuacri Pinki [Tyxe pigki
3 6oky Kposi ma TpoMOOLIUTO-TIeHis
1iM(pamuuHoi
cucmemu
3 60Ky iMyHHOT Peaxkirii
cucmemu rirep4yTiIu-BOCTI, B
TOMY YUCIIL
QHTI0HEBPO-TUYHUN
HaOpsK
FHOOKpUHHI po3aadu |LlykpoBuit
miaGet'
ITcuxiuHi po3aadu [lempecist
3 6oky Hepsogoi ["onoBHUI 6inb, [Toninespo-natis,|[lepudepuyna
cucmemu 3aI1aMOpPO-4eHHs] BTpaTa I1aM’'sATi [HeWpomarTisd,

PO3JIafiu CHY (B TOMY
YKCITi 0€3COHHS Ta
HiYHi XKaxn)

3 60Ky OuxanvHoi
cucmemu, op2aHie
2pyO0HOI KAimKu ma
cepedocminHs

Kaimesnnb, 3aguIKa

cevosudinvHoOl
cucmemu

3 60Ky WAYHKO80O- 3amnop, HyHoTa, [TaHKpeaTut [liapes
Kuwkoeo20 mpakmy |abmomiHanb-Hui
6inp
3 6oky [TigBuiieHHS piBHA PKOBTSAHUI,
2enamobiniapHoi MEeYiHKOBUX remaTuT
cucmemu TpaHCaMiHa3
3 60Ky wKipu ma CBep0ix, CuHIpOM
niowkipHoi BUCUIIAHHSA, CriBeHCa-[I2KOHCOHa,
KAIMKOBUHU KPOIIMB’ THKa [MenuKaMeHTO3Ha
peakiia 3
eo3nHOGITiED i
CHCTEMHUMHU
cumnTomamu (DRESS-
CHOPOM)
3 6oky ckesemuoi  |Mianris Miomaris (B Tomy |ApTpanris [TopymeHHs 3 6OKY
MycKy/1amypu ma YUCIIi MiO3UT), CyXOXKUJIb, IHKOTN
CNO/1YUHOI MKAHUHU pabmomiortis, yCKJIagHEeH]
BOBYAKO-TTOiOHMM PO3pUBaMH,
CHHIDPOM, DO3DUB iMyHOOIIOCE-PENKOBAHY
M’ s131B HEeKpPOTU3y4a
[MiommaTisa
3 60Ky HUPOK ma CeMaTypis




3 boky [iHexKoMacTis
[penpodykmugHoi
cucmemu ma
MO/IOUHUX 30103
3az2anbHi po3sadu ma |AcTeHis HalOpsk
CMmaH micys
BBe0eHH A

' JacToTa 3a1eXuTh Bifl HassBHOCTI (PAKTOPIB PU3KKY (PiBeHb IIIOKO3M HATIIE = 5,6 MMOJIB/TI,
IMT > 30 kr/M’, mifBUINeHKH PiBeHb TPUIIILEPHUIB, apTepiaibHa rilepTeHsis B aHaMHe3si).

4K i npu 3actocyBaHHi iHmmX iHribiTopiB 'MI'-KoA-penykrasu, 4acToTa MoOiYHUX peakiiiii Mae
TEeHJeHIiI0 3aj1e3XaTH Bi JO3H.

Bnaue Ha HUpKu

[TpoTeinypis, BUsIBIEHA V¥ Pe3yJIbTaTi aHali3y 3a TeCT-CMyKKaMHU Ta IlepeBakHO KaHaIbIleBOTO
TIOXOIKeHHS, CIIoCTepiranacs y Malli€HTiB, AKi 3aCTOCOBYBaJIX JIiKapChKUM 3aci0d Po3ynin®. 3MiHn
BMicTy Oinka y ceui Big Hyns abo cnifiB o 3HaYeHHS abo GinbIe crocTepiranucs B < 1 % marieHTiB
y OesSKUX YaCOBUX TOUKaX y MPOIleci 3aCcToCcyBaHHA npenapaty B fo3ax 10 mr ta 20 Mr i mpubausHo y
3 % - ipu m03i 40 mr. HeBenuke 30inbIIIeHHS YaCTOTH 3MiHM BMICTY Bif HYJs a0 CIigiB M0 3HAUYEHHS
crocTepiranucs mpu go3i 20 mr. Y 6inbinocTi BUunagkiB npoTeinypis 3MeHIIyBanacs abo 3HUKala
CIIOHTAHHO IIpY ITPOIOBXKEHHI Teparil. 3a JaHUMHU KITiHIYHUX OOCIiIXKeHb Ta TOCTMapPKEeTUHT OBUX
CIIOCTEpPEeXkKEeHb JOTellep He BUSIBIEHO IPUYMHHO-HACTIIKOBOT0 3B’ 13Ky MiXK IIPOTEIHYPi€l0 Ta
rocTpuM a0 IPOrpecyoyuM 3aXBOPIOBAHHSIM HUPOK.

Ha T71i 3acToCyBaHHs npenapary Po3ymin® Bif3HaueHO BUMIALKU reMaTypil; 3a JaHUMM KIiHi9HUX
OOCIHIigKeHb YacToTa il Maja.

Bnaue Ha CKe/emHy mMyckKyaamypy

YpaxkeHHS CKeJIETHOI MyCKy/IaTypH, Taki K Mianris, MiomaTis (y TOMy YKCIIi MiO3UT), Ta 3pifKa
pabmoMionti3 i3 TOCTPOI0 HUPKOBOIO HEJOCTaTHICTIO abo 6e3 Hel Oynu Bif3Ha4YeHi Ipu 3aCTOCYBaHHI
Oymb-IKHUX 03 JiKapChKOro 3acoby Po3ynin®, oco6nuBo mpu go3ax > 20 MT.

Y nanieHTiB, sKi IpuiiMany Po3yBacTaTUH, CIOCTEPIraaocs go3o3anexkHe 3poctanHd piBHA KK; y
OinbIIOCTI BUMNAAKIB siBUIIlE OyI0 ClTaOKUM, aCUMIITOMAaTUYHUM Ta TUMYacoBUM. AKio piBeHb KK
migBuineHuu (> 5 pasiB Buile BMH), mikyBaHHS citig TpUOUHUTH (OUB. Po3din «Oco0muBOCTi
3aCTOCYBaHHS»).

Bnaue Ha neyviHKy

4K i mpu 3actocyBaHHi inmux inribiropis IMI'-KoA-penykTasu, y HEBeMUKOI KiNbKOCTi MallieHTiB, AKi
IpuiMany po3yBacTaTHH, Bil3HaYaoCs m0303aexkHe 30i/blIeHHsS PiBHS TpaHCcaMiHa3; y Oi/bInocTi
BUIAJKIB gBuUIlle 0yJI0 cTa0KUM, aCUMIITOMAaTUYHUM Ta TUM4YacoBuM. [Ipu 3acTocyBaHHi
po3yBaCTaTHHY TaKOX Big3Hayasocs migsuilleHHs piBHA HbAlc.

Ha tr1i 3acTocyBaHHS OesiKUX CTaTUHIB 3adikcoBaHO Taki mobiuHi peakirii:
Po3napg craTeBoi QpyHKIIil.

OkpeMi BUIIaOKX iHTEPCTHUIiaIbHOI XBOPOOH JIereHb, 0COOIMBO IPY TPHUBAJIIOMY 3aCTOCYBAHHI (IUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).




YacToTa noBifomMieHb IIpo pabmomiosni3, ceplio3Hi mopymleHHS 3 00Ky HUPOK Ta MeYiHKY (IIepeBaXkHO
TigBUINEHHS aKTUBHOCTI MeYiHKOBUX TpaHCcaMiHa3) OilbIlla Py 3aCTOCYBaHHi Impemapary B mo3i 40
MT.

Himu

[Miguuienns piBusg KK > 10 pasiB Buiile BMH Ta cumnTomu 3 60Ky M’s13iB micinst pismyHoro
HaBaHTaXXeHHS a0 MigBUIEHO] Pi3MYHOI aKTUBHOCTI CIIOCTEPIraaucs vacTime y 52-TUKHEBOMY
KJTIHIYHOMY [OCTigKEeHHI 3 y4acTIO OiTel Ta MifAJiTKiB MOPiBHAHO 3 JOPOCIUMH (OUB. PO3MiN
«Oco6nuBOoCTi 3acToCcyBaHHS»). [IpoTe podinb 6e3meku po3yBacTaTUHY Y HiTei Ta MiAiTKiB OyB
nofi0bHUM [0 TAKOT'0 y SOPOCTIUX.

Tepmin npudamtHocmi. 3 POKH.

YMmoBH 30epiranssi.

30epiratu npu TeMiepatypi He Buile 30 °C y HeIOCTYIIHOMY [JIg AiTel MicCIIi.

VYnaxoBka.

I[To 7 TabneTok y 6micTepi; mo 2, 4 abo 8 GiicTepiB y KapTOHHI# KOPOOIIi.

Kareropis Bignmycky. 3a penentom.

BupoOHHUK.

3AT ®apmareBtuunui 3ason ET'IC.

Micue3HaxoakKeHHsI BHPOOHHKA Ta ajjpeca MicIsi MPoBadKeHHsI HOT0 Tis/IbHOCTI.

[1719 MO3YBAHHS 5 MT:

1165, m. Byganemrt, Byn. Bekenbdenmi, 118-120, VropuuHa.

[Ins go3yBaHHSA npemnapaty 10 mr, 20 Mr:

9900, m. KepmeHp, Byn. Matsi Kipay, 65, YropiuHa.

1165, m. Bymanemr, Byn. Bekenbdenni, 118-120, YropmuHa.



