Ckian

Oitoua peuosuHa: rosuvastatin;

1 TabrmeTka MicTUTBL po3yBacTaTuHy 20 MT y BUT/ISI[i po3yBacTaTuHy Kanbilito 20,80
MT;

OONOMIJICHI pedyo8UHU: JTaKTO3a MOHOTiApaT, 1ejioio3a MiKpOKpHCTalidHa, Kalablliio
rigpodocdat, KpoCIoBimOH, MOBITOH, MarHii cteapart, onagpau II 85F poxesuii.

JIikapcbKa ¢opMma

TabneTKu, BKPHUTI IJIIBKOBOIO 000JIOHKOIO.
OcHoBHI (pi3uko-ximiuHi 81acmueocmi: TabneTKu KPyriaol ¢opMu 3 IBOOITYKIIOHO
ITOBEPXHEI0, BKPUTI MITiIBKOBOIO 000JIOHKOIO POXKEBOT'0 KOJILOPY.

®dapMaKoTepalneBTHYHA rpymna

lnomimigemiuni 3aco0mu.
[uribiTopu 'MI'-KoA-penykTa3u. PosyBacTtaTtun. Kog ATC C10A A07.

dapMakogHHaMiKa

PosyBacTaTuH — 1ie CeJIEKTUBHUM Ta KOHKypeHTHU# iuriditop 'MI-KoA-penykTasy,
(epMeHTy, 1110 BU3HAYA€E IMIBUOKICTh PeakKliil Ta IIepeTBOPIOE 3-TigpoKcu-3-
METUJITIIyTapuil KopepMeHT A y MeBaJIOHAT, MOIePeOHUK X0onecTepuHy. OCHOBHUM
MicLieM [il po3yBaCTaTHHY € IIedYiHKa: OpraH-MilleHb OJig 3MEHIIeHHS PiBHA
XOJIECTEPUHY.

PosyBacTaTuH 30ilbIITyE KiNTbKICTh PEIENITOPIB JIIMOMPOTEINiB HU3bKO] IIiTbHOCTI
(JITTHIIT) Ha mmoBepXHi KIIiTUH MeYiHKH, TOCUIIOI0YHN 3aXO0MJIeHHS Ta KaTabosi3Mm
JITTHII, Ta OpuUTrHiYy€ Ne4YiHKOBUM CUHTE3 JIIIONPOTEIiB OyKe HU3bKOI IIiTbHOCTI
(JITIOHIII), TakuM 4YUHOM 3MEHIIYIOUHU 3arajbHy KibKiCTh YacTUHOK JITIIIHIII Ta
JITTHIII.

JlikapcbKu# 3acib 3HUKYE ITiOBUIlIeHUN piBeHb xonectepuny JITTHII (XC-JITTHII),
3arajpHOrO Xojectepuny ta Tpuriitepunis (TT) i migBuillye piBeHb XOIECTEPUHY
JInonpoTeiniB BUCOKOI 1miinbHOCTI (XC-JITIBIII). BiH TakK0oK 3MEHIIIYE PiBEHB
aminomnpoTeiny B (anmoB), XC-ue JITIBII, XC-JITIOHII, TT-JITIOHII Ta migBuirye
piBeHb aninomnpoTeiny A-1(anoA-I) (Tabmuisa 1).

JlikapcbKui 3acib TakoxkK 3MeHIye cuiBBigHomenHss XC-JITTHII/XC-JITIBIII,
3aranpHuy XC/XC-JITIBII, XC-ge JITIBIL/XC-JITIBII Ta coiBBigHOIIeHH anoB/amoA-I.



Tabauus 1
Bigmosinps Ha mo3y y MallieHTIB i3 HepBUHHOIO rinepxoectepuHeMieto tuy Ila ta IlIb
(BimKOpHUTOBaHa CepPegHbOBIACOTKOBA 3MiHa IIOPiBHSIHO 3 BUXIOHUM PiBHEM)

XC- 3araapHun(XC- XC- amoA-
IHo3a N 1T arioB
JITTHIIXC JITIBIM|  |meJITTIBII] I
TTname6o|13]-7 5 3 3|7 3 |0
5 17-45 33 13 |44 38 |4
35
10 1752 |-36 14 '10-48 42 |4
20 17-55 40 8 51 46 |5
23
40 18]-63  |-46 10 '28-60 54 |0

TepaneBTuuHNN €PEKT HOCIATAETHCS IIPOTATOM 1 THKHSA MiCIA HOYaTKy 3aCTOCYyBaHHS
JikapcbKoro 3aco0y, 90% makcuManbHOTO epeKTy - yepe3 2 TUXKHi. MakKCUMalTbHUN
edeKT 3a3BUUYal JOCATAETHCS Yyepe3 4 TUXKHI Ta TPUBAE Hadalli.

dapMaKOKiHeTHKA

BcmoxkmysaHHA

MaxkcuMasibHa KOHIIEHTpAaLisl po3yBacTaTUHY y Iy1a3Mi KpoBi (Cmax) mocsaraeTbCcs
npubOIN3HO Yepes3 STOOUH IIiCIs IIepopPaIbHOr0 3aCTOCYyBaHHsI. AGCOIIOTHA
0iogOoCTyIHICTh CTAHOBUTH NpubIHU3HO 20%.

Po3nooin

Po3yBacTaTuH 3HAYHOIO MipOI0 3aXOIIIOETHCS MIEYIHKOI0, IKa € OCHOBHHUM MiClleM
CUHTe3y xoJjiecTepuHy Ta Kiipency XC-JITTHII. O6’em po3nofiny po3yBacTaTUHY
cTaHOBUTH NMpubIu3Ho 134 1. bnu3bko 90% po3yBacTaTUHY 3B SI3YETHCS 3 OinKaMu
IJIa3MM KPOBi, TepeBaxHO 3 aJIbOyMiHOM.

Memab6onizm

Po3yBacTaTuH 3a3Ha€ He3HAYHOT0 MeTabosiamy (mpubdnusuo 10%). [ocmimkeHHs
MeTabo01i3Myin vitroia BUKOpUCTaHHSAM I'ellaTOLMTIB JIIOAWHU CBig4aTh, 1110
poO3yBacTaTUH € cjlabKuM cyOcTpaToM [yt MeTaboIi3My Ha OCHOBi (hbepMeEHTIB
uutoxpomy P450. OcHOoBHUM 3amigsHuM izopepmernToMm € CYP2C9, meIio MeHIILy poJjib



BimirpatoTts 2C19, 3A4 Ta 2D6. OCHOBHUMHU BU3HAYEeHUMHU MeTabonitamu € N-
OEeCMEeTUJIOBUM Ta JTaKTOHOBUM MeTaboniTu. N-mecMmeTun-meTadboIiT mpubIn3HO Ha
50% MeHIII aKTUBHUM, HiK PO3yBacTaTHH, JaKTOHOBUM MeTabO0JIiT BBasKa€ThCS
KJIiHiYHO HeaKTUBHUM. Ha po3yBactaTul npunagae 6inbire 90% akKTUBHOCTI

U PKyIo4doro inriditopa 'MI'-KoA-pengyKkTa3su.

BueedeHHA

[MTpubnusuo 90% mo3u po3yBacTaTUHY BUBOOUTLCS Y HE3MiHEHOMY CTaHi 3 KajioM
(pa3oM BCMOKTaHa Ta HEBCMOKTAaHa [Ail0¥a PeYOBUHA), a PellTa BUBOOUTHCH i3 CeYel.
[MTpubnusHo 5% BUBOOUTHLCS i3 ceuelo y He3MiHeHOMY Burismi. [lepion
HalliBBUBEOEHHS i3 MJjIa3MM KPOBi CTAHOBUTH NMPUOIKU3HO 19 roguH i He 30iNbITYETHCS
[Ipu OigBullleHHI [o3u. CepenHe reoMeTpUYHe 3HaUYEeHHS KJIIPEHCY JIIKapChKOI'0
3aco0y i3 mia3Mu KpPoBi cTaHOBUTH IMpubnusHo 505n/ron (koeditienT Bapiartii - 21,7%).
4Kk i B pasi 3acTocyBaHHs iHIMX iHTi6iTOpiB 'MI-KOA-penykras3u, me4iHKoBe
3axO0MJIeHHs POo3yBacTaTUHY BimOyBa€eThCS 3a y4acTio MeMOPaHHOI'O TpaHCIOpTepa
OATP-C, sskuii Bifiirpa€ BaKJIMBY POJIb y IIEYiHKOBIM eliMiHallil po3yBacTaTUHY.

JIiHiUHICMb

CucTteMHa €KCIIO3UIIlisI pO3yBaCTaTUHY 30ilbIITYETHCS MPOIOPIIiHiHO Ho3i. [Tpu
6araTopal3oBOMY IIIOOEeHHOMY 3aCTOCyBaHHI mapamMeTpu (apMaKOKiHETUKHU He
3MIHIOIOTHCH.

Ocob.usi epynu nauieHmis
Bik ma cmamuw

He cmoctepirasnocs KiiHiYHO 3HaYyIIOT0 BILUIUBY BiKy ab0 cTaTi Ha hapMaKOKiHETUKY
po3yBacTaTUHY y mopociux. PapMaKOKiHETHKA PO3yBaCTaTUHY y AiTel Ta HifJIiTKiB i3
reTEpPO3UTOTHOIO CiMEMHOIO0 TilepxonecTepuHeMieio Oysia momiObHOoI0 A0
(bapMaKOKiHETUKM y DOPOCIUX HOOPOBOJIBIIB (OUB. PO3Tin «IliTu»).

Paca

[MocnigkeHHs ¢papMaKOKiHETUKM BUSBUIIYU, IIIO V ITAIL[iEHTIB MOHTOJIOITHOL pacu
(amoHIIiB, KUTAUIIB, PIMINITiHINB, B’€THAMIIIB Ta KOPEUI[iB) MediaHHI 3HaYeHHS IIIOIIi
ITi KPpUBOIO «KOHIeHTpalisi-dyac» (AUC) ta Cmax npubaIM3HO BABIYi BUII, HiXK Yy
IpeaCcTaBHUKIB €BPOIIEOIgHOI pacy; y iHayciB MeniaHHi 3HadyeHHSI AUC Ta Cmax
migBuIieHi npu6musHo B 1,3pa3a. AHani3 nonynsauiiHol papMakKoOKiHETUKYU HEe BUSIBUB
KJIiHIiYHO 3HAYYyIIOl Pi3HUII MiXK IalliEeHTaMM €BPOIIEOIHOI Ta HETPOIAHOL pac.



ITopyweHHAa pYyHKUIT HUPOK

Y mocmimKeHHI 3a y4acCTiO HaIli€HTIB i3 Pi3HUM CTYIIE€HEM IIOPYyILIeHHS QYHKIII HUPOK
3MiH IJITa3MOBUX KOHIIEHTpAalliil po3yBacTaTuHy abo N-mecmeTus-metaboIiTy y ocib 3i
cnabkor abo MOMipHOIO HEJOCTATHICTIO Biil3Ha4YeHO He OyJ10. Y mallieHTiB i3 TAXKKUMU
MOPYIIEeHHSAMHU (YHKII1 HUPOK (KiTipeHC KpeaTuHiHy <30 MJI/XB) I1J1a3MOBI
KOHIIeHTpaIlil po3yBacTaTuHy Oynu y 3 pa3u, a piBHi N-mecmeTusn-metabosmity y 9 pa3zis
BUIIIMMH, HiXK y 30OpPOBUX ITOOPOBOJIBIIB. PiBHOBaXKHi I171a3MOBi KOHIIeHTPaIIil
pO3yBacTaTUHY y MAlli€HTIB, AKi mepeOyBaloTh Ha reMofianisi, Oynau npubIn3HO Ha
50% BUHOIMMU, HiXK Y 3[IOPOBUX HOOPOBOJIBIIIB.

XBOpI1 3 IEe4YiHKOBOI HEOCTATHICTIO

Y XBOpUX i3 pi3HUM CTyIlleHeM IIeYiHKOBOI HEJOCTaTHOCTi 3 6ajioM 7 Ta HUXKYE 3a
mkano Yainpma-I1'1o He BUsiBIeHO 30ibIlIeHHS IEPiony HalliBBUBEIEHH
po3yBacTaTuHy. OOHaK y MallieHTiB 3 OIiHKOI0 8 i 9 6aJriB 3a mKanow Yainnma-I1'1o
OyJi0 Bim3HA4YEeHO ITONOBXKEHHS IIePioay HalliBBUBEIEHHS MPUOIN3HO Y 2 pa3u
IIOPIBHSHO 3 aHAJIOTIYHUM ITOKAa3HUKOM V IMalli€HTIB 3 HUXKYUMU [IOKa3HUKaMM 3a
mkano Yainma-IT'to0. [locBig 3acTocyBaHHSI PO3yBaCTaTHUHY IalliEHTaM i3 6amoM BUILE
9 3a mkassoo Yaunga-I1'10 BigCyTHIN.

I'enemuy4Hut noaimopgism

Posnogin iuribiTopis 'MI'-KoA-penykTa3u, B TOMY YUCJIi pO3yBacTaTUHY, BifOyBa€eThCA
3a y4dacTio TpaHcnopTHuX 0inkiB OATP1B1 Ta BCRP. ¥ nailieHTiB i3 reHEeTUYHUM
nosrimop¢dizmom SLCO1B1 (OATP1B1) ta/abo ABCG2 (BCRP) icHy€e pu3uK ITiIBHUIIEHOI
ekcno3uilil po3yBactatuy (AUC). B okpemux Bunagkax noigimopdismy SLCO1B1
c.521CC ta ABCG2 c.421AA ekcno3ullis po3yBacTaTUHY IIiBUIlleHa IIOPIBHSIHO 3
regorunamMu SLCO1B1 ¢.521TT a6o ABCG2 ¢.421CC. CneuiajibHe TeHOTUIYBAaHHS Y
KJIiHiYHIiN IIpaKTUIli He mepenbdadeHe, ajie mallieHTaM i3 TaKuM I1ojIiMopdizmMoM
PEKOMEHYETHCS 3aCTOCOBYBaTH MEHITy HOOOBY 03y JIIKapChbKOT0 3aco0y.

Iimu

dapMmakoOKiHEeTUYHI mapamMeTpu y giTeu BikoM Bifg 10 go 17 poKiB i3 reTepO3UroTHOI
CiMEeMHOIO TilepxojIeCTePUHEMIEIO IIOBHICTIO He BU3HadYeHi. HeBenuke OochigKeHHs
(apmakokiHeTUKM po3lyBacTaTuHy (y ¢popmi TabreToK) 3a y4acTio 18 mallieHTinB
OUTSYO0TrO BiKy mokasaio, mo AUC mikapchkoro 3aco0y y giteut momgioua go AUC y
OOPOCIUX IallieHTiB. TaKOXK pe3y/IbTaTU CBiOYaTh, 110 3HAYHUX BiOXUJIEHb
MIPOTIIOPLIIMHO J03aM He OUiKy€EThCH.



IToxa3zaHHA

JIikyeaHH A 2inepxosecmepuHemil

IopocnuMm Ta OiTaM BikoM Bif 10 pOKiB i3 IEPBUHHOIO TilIepX0JIeCTEePUHEMIEIO (TUII
Ila, 30KpeMa i3 reTepo3uUroTHOI0 CiMEeNHOI0 rirmepxoiecTepuHeMi€i0) abo 3MillTaHOO0
oucnimigemieto (tun IIb) Sk OOTTOBHEHHS OO OIETH, KOMW OOTPUMAHHS Oi€THU Ta
3aCTOCYBaHHS iHIIMX HeEMeOUKaMeHTO3HUX 3aco0iB (Hanmpukiaj, QisuyHUX BIIPas,
3HUKEHHS MacCH Tijla) € HeJOCTaTHIM.

[Tpu roMO3UTOTHIM CiMeNHIl rinepxoecTepuHEMIil IK OOIIOBHEHHS OO0 Oi€THU Ta iHIIUX
JIITimo3HUXKYBaTbHUX 3ac00iB NiKyBaHHS (Hanmpukiazn, adepes3 JITTHII) abo y pasi,
KOJIY TaKe JIiKyBaHHS € HEJOPEYHUM.

IIpoginakmuka cepueso-cyOUHHUX NOPYWEHb

3anobiraHHs 3HAYHUM CEPIEeBO-CYTUHHUM IIOPYIIIEHHSIM y HNaIliEHTIB, SKUM 3arPOKYyeE
BHCOKHH PU3UK IIEPIIIOTr0 BUIIAAKY CEPIIEBO-CYOIUHHOTO MOPYILIEeHHS, IK JOIIOBHEHHS
IO KOPEKIIil iHInX PaKTOpPiB PU3HUKY.

IIporunoka3aHHs

e 'imepuyTnuBicTh MO po3yBacTaTuHy abo A0 OyOb-IKUX iHITUX KOMIIOHEHTIB
JIIKapChKOT0 3aco0y;

e 3aXBOPIOBAHHS II€UiHKU B aKTUBHIHN (a3i, y TOMy YHCIIi CTiiKe HNigBUIIeHHS
CHUPOBATKOBUX TPaHCcaMiHa3 HEBimOMOI eTionoril Ta 6yob-Ke ITiOTBUIIIEeHHS
TpaHCcaMiHa3 y CUPOBATIIi, 110 Y 3pa3u IePEeBUIIy€E BEPXHIO MeXYy HOPMU;

e TsKKi mopylieHHsS QYHKIIl HUPOK (KIipeHC KpeaTuHiny < 30 MI1/XB);

e Miomaris;

e OpHOYaCHe 3aCTOCYBaHHS 3 IIUKJIOCIIOPUHOM;

e Ilepiopg BariTHOCTI abo rogyBaHHS Ipynnio. JIikapcbKuii 3acid mpoTUIIOKAa3aHUM
XKiHKaM PenpoayKTUBHOTO BiKy, sIKi He 3aCTOCOBYIOTh HaJiexKHi 3aco0u
KOHTPAIIEIIIIil.

[Ho3za 40 Mr mpoTUNOKa3aHa MalliEHTaM 3i CXUJIBHICTIO OO MiomaTil/pabmomionizy. 1o
(bakTOPiB pU3UKY MOXKYTh HaleKaTH:

e IOPYyLIEHHS (PYHKIIl HUPOK IMOMIPHOI TAXKKOCTI (KJIipeHC KpeaTuHiHy < 60 MI1/XB);

e TIIIOTUPEO3;

e HASIBHICTH B iHOUBiOyanbHOMY ab0 ciMelHOMY aHaMHe3i CIIafJKOBUX M’ SI30BUX
3aXBOPIOBaHb;

e HAsSIBHICTh B aHaMHE31 MiOTOKCUYHOCTI, CIIPUYNHEHO1 3aCTOCYBaHHSIM iHIIINX
inribiTopiB 'MI-KoA-penykTa3u abo ¢pibpaTamu;



e 3JI0BXUBAHHSA aJIKOr0JIeM;

e CHUTYyallil, II0 MOXKYTh IPU3BECTU OO MiABUIIEHHS KOHIIEHTPAIll pO3yBaCTaTUHY Y
Iy1a3Mi KpoBi;

e IIPMHAJIEXKHICTh MAIli€HTIB 10 MOHTOJIOITHOI Pacu;

e CyHIyTHE 3acTOCyBaHHS (iOpaTiB (ouB. po3finu «B3aemMopisi 3 iHIIIUMU
JIiIKapChbKUMHU 3aco0aMu Ta iHII BUOM B3a€EMOii», «OcoOmuBOCTI
3aCTOCYBaHHS»).

B3aemogisi 3 iHIIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMoOIin

IH2ibimopu mpaHcnopmHux bisiKie

Po3yBacTaTuH € cyOCTPATOM OJIsS eSIKUX TPAHCIOPTHUX OiNKiB, y TOMY YHCITi
MMeYiHKOBOTO TpaHcIopTepa 3axomneHHss OATP1B1 Tta edmioKCHOT0O TpaHCIOpPTEPaA
BCRP. OgHOYacHe 3aCTOCYBaHHS JIiIKapChKOro 3aco0y 3 mperapaTtaMu, 110
MMPUTHIYYIOTH IIi TPAHCIOPTHI OiIKM, MOKe IPU3BOOUTH OO0 IMiABUILEHHS KOHIIEHTPAalil
po3yBacTaTUHY B MJia3Mi KPOBi Ta 30i/IbIIIeHHS PU3UKY MionaTil (IUB. po3minu
«B3aeMomist 3 iHmIMMM JTiKapChbKUMHU 3acoO0aMM Ta iHIITI BUOAM B3aEMOMIiN»,
«0Ocob6mMBOCTI 3acToCyBaHHsI», «CI1ocib 3acTocyBaHHS Ta HO3u», Tabmuino 2).

IukaocnopuH

Y nepion cynyTHbOTO 3acToCcyBaHHS 3HadeHHsI AUC po3yBacTaTUHY Oynu B
cepegHbOMY IMPUOIN3HO y 7 pa3iB BUIIMMMU, HiXK Ti, IKi ClIoCcTepiraaucs y 30pOBUX
moOpoBonbIliB (muB.Tabnuito2). JIikapchbKuii 3acid MpOTUIIOKa3aHWM ITalliEHTaM, SIKi
OJHOYaCHO 3aCTOCOBYIOTH LIUKJIOCIIOPUH (OUB. PO34in «[IpoTUIIOKa3aHHI»).
OpgHoYacHe 3aCTOCYBaHHS He BIJIMBAJIO Ha KOHILIEHTPAILI0 LIMKJIIOCIIOPUHY B IIJIa3Mi
KPOBI.

ITH2ibimopu npomeasu

Xoya TOYHUYM MeXaHi3M B3a€EMOJIil HEBimOMUM, CYIIyTHE 3aCTOCyBaHHS iHTiOiTOPIB
IMpoTea3u MoxKe 3Ha4yHOo nigBunlyBatu AUC po3dyBacTaTuny (gus. Tabmuio 2).
Hanpuknapg, y gociiakeHHi ¢papMaKOKiHETUKN OOJHOYaCHe 3aCTOoCyBaHHA 10Mr
poO3yBacTaTUHY Ta KOMOIHOBaAHOTI'O JIiKapChKOTro 3aco0y, 1110 MiCTUB ABa iHTiOiTOpPU
npoTeas3u (300Mr aTazaHaBipy/100Mr puTOHAaBIPY), Y 3MOPOBUX TOOPOBOJIBIIIB
cynpoBomxkyBanocs migBuiieHHIM AUC Ta Cmax po3yBacTaTUHY NpuUOJIM3HO B 3 Ta
7paziB BigmoBimHO. OpHOYaCHE 3aCTOCYBaHHS JIiIKAPChKOT0 3aco0y Ta HessKux
KoMOiHalli# iHribiTopiB MpoTea3u MOKJIMBE ITiCIIs PETEJIbHOT0 0OMipKyBaHHS KOPEKIii
OO3U JIiKapChKOT0 3aco0y, 3BaxKalouM Ha odikyBaHe 3pocTaHHss AUC po3yBacTaTUHY
(muB. po3minu «B3aemMomis 3 iHIIMMY TiKapChbKMMHK 3aco0aMu Ta iHIIi BUOU



B3aemopii», «OcoBGIMBOCTI 3acTOCYBaHHS», «CI10Ci0 3aCTOCYyBaHHS Ta OJO3U»,
Taobnuio 2).

I'em@ibpo3us ma iHwi nini003HUMCYBANbHI 3acobu

OmHOYacHe 3aCTOCyBaHHS po3yBacTaTUHY Ta reMpiOpo3unIy Ipu3BOOAUIIO OO
3poctanHs AUC ta Cmax po3yBacTaTHUHY B 2 pa3u (OuB. po31ain «OcobmuBOCTi
3aCTOCYBaHHS»).

3rigHo 3 JaHUMMU CIIelliaIbHUX OOCIiAXKeHb, PapMaKOKIHETUYHO 3HAUYII0l B3aEMOil 3
dbenodibpaTOM He OUIKYETHCSI, OMHAK MOXKJIMBa (papMaKogUHaMidyHa B3a€EMO/Iisl.
I'em¢ibpo3un, penodidbpar, inmri ¢pidpaty (=1r/moby) 30iNbITYIOTh PU3UK MionaTil mpu
CYIyTHBOMY 3acTocyBaHHi 3 iHribiTopamu ['MI'-KoA-penykrasu. [1o3a 40Mmr
IIPOTUIIOKAa3aHa IIPU CyIIyTHbOMY 3aCTOCYBaHHi ¢ibpaTiB (QuB. po3minu
«ITpoTunokasanHsa» Ta «OcoOIMBOCTI 3aCTOCyBaHHS»). TaKUM MalliEHTaM TaKOXX CIIifI
IIOYMHAaTU Teparriio 3 003U SMT.

Ezemumib

OmHo4YacHe 3aCTOCYBaHHSA mperaparty B go3i 10Mmr Ta e3zetumiby 10Mr naiieHTam i3
rimepxosiectepuHeMieo npu3BoauiIo o 3poctaHHsa AUC po3yBacTaTuHy B 1,2 pasa
(muB.Tabmuio 2). He MoXHa BUKIIOYATH (papMakKoguHaMIiYHOI B3aEMOil MixK
PO3yBacTaTUHOM Ta €3eTUMiOOM, IIT0 MOXKe ITPU3BECTU [0 HeOaxKaHUX SBUII (OUB.
po3min «OcobIMBOCTI 3aCTOCYBaHHS»).

AHmauudHi npenapamu

OpgHOYacHe 3aCTOCYBaHHS PO3yBaCTaTHHY 13 CYCIIE€H3i€10 aHTallUHOTO JIIKAPChKOT 0
3aco0y, 1110 MiCTUTh FiAPOKCHU aJIlOMiHiI0 a00 MarHiio, 3HUXKY€E KOHIIEHTPAIIilo
po3yBacTaTUHY B IJIa3Mi KpoBi Ha 50%. Llel epeKT MeHIII BUPaXXKeHUU y pasi
3aCTOCYBaHHS aHTaAllMIHUX 3aCc00iB yepe3 2rogquHU Miclisg 3aCTOCyBaHHS
po3yBacTaTuHy. KiiHidHa 3HAaYyLIiCTh Ili€l B3aEMOZil He BUBUYasacH.

EpumpomiyuH

OnmHOYacHe 3aCTOCYBaHHS JIiIKapChKOT'0 3aco0y Ta epuTpoMinnHy 3HuKyBano AUC
po3yBacTaTuHy Ha 20%, a Cmax - Ha 30%. LI B3aeMomiss Moxe OyTU cIpUYUHEHA
TTOCUJIEHOIO TTEPUCTAIbTUKOIO KUIIIeYHUKY BHACIIIIOK [il epUTPOMIIIUHY.



dy3udosa Kucsaioma

3acTocoByBaTH PO3yBaCTaTUH B ITIOEOHAHHI 3 Py3UA0BOIO KUCJIOTOIO HE
pekoMeHOyeThCs. [ToBimoMIIAIOCs PO BUNAAKU pabaoMionidy (B TOMY YUCIIi 3
JiIeTaJIbHUM HACJIiAKOM) y TalliEHTIB, IKi OTpUMYyBasu 110 KoMOiHaIlifo. AKII0 CuCTEMHE
3acToCyBaHHS (py3uO0BOI KMCJIOTH HeoOXifHe, JTiKyBaHHS PO3yBacTaTUHOM 0axkKaHo
MPUIIMHUTH IPOTSITOM YChOTO TEPMIiHY NTiKyBaHHSA (Qy3UO0OBOIO KHCIIOTOIO.

depmeHmu yumoxpomy P450

PesynbTaTu gociigxkeHbin vitrorain vivocBiguaTs, 1110 JIiKapChbKul 3acib He iHTiOye i He
CTUMYITIOE i30pepMeHTH UTOXpoMy P450. OKpiM 1IbOTO, pO3yBaCTaTUH € CIIAOKUM
cybcTpatoMm 1ux i3odepmeHTiB. ToMy B3aeMofil 3 TikapChbKUMU 3aco0aMu B pe3yIbTaTi
MeTabomnizMy, onocepenkoBaHoro P450, He ouikyeTbcsi. He criocTepiranocs KiaiHigYHO
3HaAUYYIIUX B3aEMOIiN MiXK po3yBacTaTHHOM Ta (piykoHa3o10M (iHridiTopom CYP2C9
Ta CYP3A4) abo keTokoHa3osoM (inriditopom CYP2A6 ta CYP3A4).

B3aemodii, wo sumazaromb Kopekuii 003u podysacmamuHy

Y pazi HeoOXimHOCTi 3aCTOCYBaHHS PO3YBaCTaTUHY 3 iHITMMU JTiIKaPCHbKUMU 3aco0aMu,
3maTHUMU migBuiryBatu AUC po3yBacTaTHHY, 03y JIiKapChKOTro 3aco0y MOTPiOHO
ckopuryBaTu. Akmio ovikyetbces, 1110 AUC po3yBacTaTUHY 3POCTe IPUOIHU3HO B 2 ab0
Oinblie pa3iB, 3aCTOCYBaHHSA CJIif IOYMHATHU 3 A03U SMI 1 pa3 Ha fo0Oy. MakcumMmasnbHy
no00BY mO3y PO3yBaCTaTUHY CHIil CKOPUTYBATH TaKUM YMHOM, 11100 odikyBaHa AUC
po3yBacTaTuHy He nepesuiyBana AUC, 1110 Bif3Ha4Ya€ThHCSA IPU IPUNOMI 03U
40Mr/mo0y 6e3 3acToCyBaHHS IIpenapariB, 110 B3aEMOIIOTh 3 JIIKapChKUM 3cacoboM;
HaIpUKJaj, IPU 3aCTOCYBaHHI 3 reMdpi6po3uIoM m03a po3yBacTaTUHY CTAHOBUTUME
20Mr (30inmbIIeHHsT eKcro3utlii B 1,9 pasa), Impu 3acToCcyBaHHi 3 KOMOiHaIli€o
puTOHaBip/aTa3aHasip - 10Mr (30inbiieHHs B 3,1 pa3a), Ipu OOHOYACHOMY
3aCTOCYBaHHIi 3 IIMKIOCIIOPHUHOM - SMT (30inbilieHHs B 7,1 pa3a).

Tabauus 2
BnnuB cymnyTHiX miKapchKux 3aco0iB Ha €KCIIO3UIliI0 pO3yBaCTaTUHY
(AUC; B mopsAOKYy 3MEHIIEHHS BEJINYNHN)

PexuM o3yBaHHSA
JIIKapCHKOT 0 Pexwuwm pmo3yBanHs |[3MiHu AUC
3aco0y, 1110 po3yBacTaTUHY po3yBacTaTuHy*

B3aeMoie



LIukocnopuH Bif
75 Mr 2 pa3u Ha

10 mr 1 pa3 Ha

no0y 1o _ 7,1 pasa
noOy, 10 gHiB
200 mr 2 pa3u Ha
no0y, 6 MicsIliB
ATta3zanasip 300
mr/putoHaBip 100 |10 mr, ogHOpPa30Ba
3,1 pasa
mr 1 pa3 Ha o0y, 8 [mo3a
IOHIB
Cuwmernpusip 150 mr
10 Mr, omHOpPa30Ba
1 pa3 Ha moby, 7 2,8 paza
. no3a
OHiB
Jlominasip 400
mr/putoHaBip 100 |20 mr 1 pa3 Ha
. 2,1 pasa
MT 2 pa3u Ha no0y, |mo0Oy, 7 OHiB
17 oHiB
Knonoigorpen 300
MI' ODHOpPa30Ba
mo3a 20 Mr, ogHOpa30Ba
2,0 pa3u
HaBaHTaXXeHHS, mo3a
OTIM 75 Mr
IPOTArom 24roguH
C'em@diopo3un 600
80 Mmr, ogHOpa30Ba
MT 2 pa3u Ha 1mo0y, 1,9 paza
: mo3a
7 OHIB
Entpom6bormak 75 mr
10 Mr, omgHOpPa3o0Ba
1 pa3 Ha moby, 5 1,6 paza
. mo3a
OHIB
HapyHasip 600
mr/putoHaBip 100 |10 mr 1 pa3s Ha
. 1,5 paza
MT 2 pa3u Ha mo0y, |moOy, 7 OHiB
7 OHIB
Tunpanasip 500
mr/putoHaBip 200 |10 mMr, ogHOpa30Ba
1,4 paza
MT 2 pa3u Ha o0y, |[mo3a
11 guis
oHemapoH 400 mr
Hp Aap Hesigomo 1,4 pa3za

2 pa3u Ha mo0y




ITpakoHazomn 200

10 Mr, omHOpPa30Ba

Mmr 1 pa3 Ha mo06y, 5 T 1,4 paza **
) mo3a
OHiB
Ezetumi6 10 mr 1
10 mr 1 pa3 Ha
pa3 Ha moby, 14 , T 1,2 paza **
. noOy, 14 gHiB
OHIB
dozamnpenasip 700
mr/putoHaBip 100 |10 mr, ogHOpPa30Ba
g
MT 2pa3u Ha no0y, 8/mo3a
IHIB
A i 0,3 mr,
ner.mTasap MT 40 Mr, 7 mHis o
7 OHIB
Cunimapus 140 mr
10 mr, omHOpPa30Ba
3 pa3u Ha o0y, 5 <
. mo3a
OHiB
denodidbpaTt 67 Mr
3 pa3u Ha mo0y, 7 |10 mr, 7 OHiB o
IHIiB
Pudammnin 450 mr 1 |20 Mr, omHOpPa30Ba
L d
pa3 Ha moby, 7 mHiB [mo3a
KeTtokona3zon 200
80 mr, ogHOpa30Ba
MT 2 pa3u Ha 1mooby, o
: mo3a
7 OHIB
®dnykonazon 200 mr
80 mr, ogHOpa30Ba
1 pa3 Ha pmoby, 11 -
. mo3a
OHIB
Eputpowminus 500
80 Mr, omHOpa3oBa
Mr 4 pa3u Ha fo0y, 1 20%
: mo3a
7 OHIB
bauikamnin 50 mr 3
20 Mr, omHOpa30Ba
pa3u Ha moby, 14 1 47%
. mo3a
OHIiB
Peropadeni6 160
5 Mr, ogHOpa30Ba
mr, 1 pa3 Ha 000y, T 3,8 pasa
i no3a
14 gHiB
Bennartacsip 100 10 Mr, omHOpPa30Ba
T 2,7 pasa

Mmr, 1 pa3 Ha goOy

mo3a




OwmbitacBip 25

MTI/IapiTanpesip

150 mr/puTtoHasip
5 Mr, ogHOpa30Ba

100 mr 1 pa3 Ha T 2,6 pasa

] mo3a
noby/macabysip 400
MT 2 pa3u Ha fmo0y,

14 nuis

['pazonpesip 200
mr/Enbacsip 50 mr |10 Mr, omHOpa30Ba

T 2,3 pa3sa

1 pa3 Ha moby, 11 |mo3a P
IHIB
['mekanpesip
400mMr/miopenTacsip|5 Mr 1 pa3 Ha goOy,

. T 2,2 pasa
120 mr 1pa3 Ha 7 OHIB
noOy, 7 mHiB

* IlaHi, TpeAcTaBIeHi K 3MiHa B X pa3iB, SBJISIOTHL COO00 CIiBBITHOIIIEHHS MiXK
3aCTOCYBaHHSM PO3yBacTaTUHY y KOMOiHaIlil Ta okpemo. [laHi, mpeacTaBieHi y



BUTTIsAOi % 3MiHH, SBJISIOTH CO00I0 % Pi3HUIIO BiMHOCHO ITOKA3HUKIB ITPU 3aCTOCYBaHHI
poO3yBacTaTUHY OKPEMO.

30inblIeHHS T03Ha4Y€eHO 3HaYKoM T, BiACyTHICTh 3MiH <, 3MEHIIEHHS - |

** 3a JaHUMU OOCHIIXKEeHb B3a€EMO/Iil IPH Pi3HUX [A03aX Ppo3yBacTaTUHY, B TaOIUII 2
MMOoJaHO HauOiNbIll 3HAYYIIle CHiBBITHOIIEHHS.

BnnuB po3yBacTaTUHY Ha CYIyTHIi TiKapchKi 3acobu

AHmaeoHicmu eimamiHy K

Ak i mopo iHmwux iuridiTopis 'MI'-KoA-penykTa3u, Ha MO4YaTKy 3aCTOCYBaHHS
JIiKapCchKOT0 3aco0y abo mpu MigBUIIEHHI MOT0 J03U y MAalliEHTIB, IKi OMHOYaCHO
3aCTOCOBYIOTh aHTaroHictu Bitaminy K (Hanmpuknazn, Bapdapus abo iHIIMMI
KyMapUHOBUU aHTUKOATYJISHT), MOXKJIMBE MiABUIlleHHSI MiXKHapOOHOI' O
HopMaJi3doBaHoro criBBigHomeHHsa (MHC). [IpunuHeHHS 3aCTOCyBaHHS JIiIKapChKOT'O
3aco0y abo 3MeHIIeHHS MOT0 03U MOXKe ITpu3BecTH A0 3HuxkKeHHsT MHC. YV takux
BUIIaJKaX PEKOMEHOYEThCA HaleKHul MoHiTopuHr MHC.

ITepopanvHi KOHMpPauenmueu/20pMoH o3amicHa mepanis (I'3T)

OmHo4YacHe 3aCTOCYBaHHS JIiKapChKOT0 3aco0y Ta ImepopaibHUX KOHTPAlleIITUBIB
npusoguio oo nigsuilieHHSA AUC eTUHiIeCTpaniony Ta HoprecTpeny Ha 26% ta 34%
BinmoBigHO. Take mimBUIlleHHS IJ1a3MOBUX PiBHIB KPOBI CIii BpaXoByBaTH IpHU mimbopi
003U MepopanbHUX KOHTPaUenTuBiB. [flaHUX 111040 papMaKOKiHETUKH JTiIKapChKUX
3aco0iB y mallieHTiB, SKi OMHOYACHO 3aCTOCOBYIOTh po3yBacTaTuH Ta I'3T, HeMae, ToMy
He MOXKHa BUKJII0OYaTu nmomioHoro epekty. OmHaK KOMOiHAIIisT IITUPOKO
3aCTOCOBYBaJlacs XiHKaAM Y MeXKaxX KITIHIiYHUX OOCIIiIXXeHb i mepeHocusnacs goope.

JTu20KCcuH
3a maHMMU OOCIHIIXKeHb i3 B3a€EMO[Iil, He O4iKy€eThCS KITIHIiYHO 3HAYyIIl0l B3a€EMO/Iil.

JloniHagip/pumoHasip

Y dpapmakonoriyHoMy OOCHIAKEeHHi CYIIyTHE 3aCTOCyBaHHS PO3yBacTaTUHY Ta
KOMOiHOBaHOTO IIpenapary, 10 MiCTuB [Ba iHribiTopu npoTteas3u (jomiHagip 400
Mr/putoHaBip 100 Mr), y 3mopoBuxX 4OOPOBOIBIIB acollifoBasocs 3 TPUOJIN3HO
OBOPA30BUM Ta II'sITUPa30BUM 30inbilieHHsIM noka3HUKiB AUC(0-24) ta Cmax ois
po3yBacTaTUHY BiAmoBigHO. B3aemMopis MixK po3yBacTaTUHOM Ta iHIIMMMU iHTiOiTOpaMu
IpoTea3u He BUBYAaJsacH.



Iimu
[ocnigKeHHs B3aEMOQil IPOBOOUINCS Nulle y gopocnux. CTyIIiHb B3a€EMOfil y OiTen
HEeBiJOMUH.

Oco00/1UBOCTi 3aCTOCYBaHHSA

Bnaus Ha HuUpkKu

[IpoTelnypis, BUsABJIEHA y pe3ybTaTi aHali3y 3a TeCT-CMyXKKaMU Ta IIepeBaKHO
KaHaJIbL[eBOI'O ITOXOOXKEHHS, CIIOCTepirasacs y TUX Malli€eHTiB, sIK1 JIIKyBaJIUCS BULIUMU
mo3aMu po3yBacTaTuHY, 30KpeMa 40Mr, i y OinbIIoCcTi BUnaakiB Oyla TUMYacoBOiO abo
nepepuB4dacToio. [IpoTeinypisa He Oyna nepeaBiCHUKOM I'oCcTpoi abo mporpecywdoil
XBOpPOOUM HUPOK (OuB. po3nin «I[1o6iuHi peakirii»).

Heb6axaHi sBuIlla 3 60Ky HUPOK Bif3HA4YaIMCs YacCTillle IIPpU 3aCTOCyBaHHi mo3u 40 mr.
[MamienTaM, sIKi IpUMMalOTh JIiKapChbKuUM 3acib y go3i 40Mr, ciim peryiaspHo
nepeBipATHU QYHKIIII0 HUPOK.

Bnaue Ha ckesaemHy myckKyaamypy

[TopymeHHs 3 60Ky KiCTKOBO-M I30BOI CUCTEMM, HAIIPUKJIa[: Miairis, MiomnarTis, 3pigka
— pabmoMmioni3, cnocTepiranucs y MalieHTiB, sIKi IpuiiManu JlikapcbKui 3acib y Oyab-
SIKUX M0o3ax, 0cobnmuBo Oinbiie 20 Mr. ITooguHoKi BUunagkyu pabmoMioni3y Bim3Hadanucs
IIPY 3aCTOCyBaHHi e3eTuMiOy y KoMOiHailil 3 inriditopamu I'MI'-KoA-pengykTa3u. He
MO2KHa BUKJIIOYAaTH MOXKJIMBOCTi (papMaKOAUHaMi4HOI B3aEMOZil, TOMY TaKy
KoMOiHalTifo CIiT 3aCTOCOBYBATH 3 00E€PERKHICTIO.

Ak i y pasi 3acTocyBanns iHmwux iHri6iTopiB 'MI'-KoA-penyKTa3u, IOBiTOMIEHHS IPO
BUIIAAKM PabooMioJTi3y, mOoB’I3aHOT0 i3 3aCTOCYBAaHHSIM PO3yBaCTaTUHY, TPAILISIINCS
YacTille IIpu 3aCToCcyBaHHl fo3u 40Mr. € IOBIIOMIIEHHS IIPO PiOKICHI BUIagKU
iMyHOOIIOCEPEIKOBAaHOl HEKPOTU3YI0U0l MiomnaTii, 110 KITiHIiYHO MPOSIBISIETHCSA CTIMKOIO
ITPOKCU3MaJIbHOIO M’ sI30BOI0 CIA0KiCTIO i ITigBUINIEHHAM PiBHS CUPOBATKOBOI
KpeaTtuHdocdokinazu, nig yac nikyBaHHs abo Micis MPUMTUHEHHS JTiKyBaHHS
CTaTHHaAMHM, BKJIIOUHO 3 PO3yBacTaTMHOM. B TakoMy pa3i MOXYyTh OyTH HEOOXigHUMU
OOOaTKOBL HEUPOM SA30Bi 1 CepOJIOriuHi JOCIIIAXKEeHHs, JIIKyBaHHA IMyHOCYIIPECUBHUMU
npenapaTaMu.

Bu3HaueHHs pieHsa KpeamuHpocgokiHa3u (KPK)

PiBenr K@K He crnim BuMipioBaTu ITicis 3HauHUX (Qi3UUYHUX HaBaHTaXeHb abo 3a
HasgABHOCTI MOXKJ/IMBUX albT€pPHAaTUBHUX NPUYUH miasullieHHsA KOK, 1110 MOXYTh
YCKJIagHIOBATH iHTepHIpeTaliio pe3ynbTaTiB. AKuio Buxigaui piBeHb KOK 3HaYHO



migBuIlleHuM (>5 pa3siB BUILlE BEPXHBOI MeXKi HOPpMU), IIPOTATOM 5-7 OHIB HEOOXigHO
3p0o0OUTH MOOATKOBUM ITiNTBEPOXKYBAIbHUYN aHali3. KIO pe3yabTaT IOBTOPHOTO
aHaJi3y IMiATBEPAXKY€E MOYaTKOBUU PiBEHb>5pa3iB BEPXHBOI MeXKi HOPMH, IOYUHATH
JIIKyBaHHS HE CJIif.

Ileped nouamkom niKy8aHHA

PosyBacTaTuH, sK i pemrty iHriditopiB 'MI'-KoA-penykTasu, ciig 3 060epexkHiCTIo
IpU3Ha4daTHy NalieHTaM i3 (paKTopaMu, 110 CIPUYNHSIIOTHE PO3BUTOK
MiomnaTii/pabmomiosnizy.

ITo Takux paKTOPiB HalexkaTh:

e IOpYyLIEHHS QYHKIIil HUPOK;

e TIIIOTUPEOS;

e HASIBHICTH B iHOUBimyanbHOMY ab00 ciMeHOMY aHaMHe3i CIIafJKOBUX M’SI30BUX
3aXBOPIOBaHBb;

e HASIBHICTh B aHaMHe31 MiOTOKCUYHOCTI Ha TJIi 3aCTOCYBaHHS iHIIUX iHTiOiTOPIB
I'MT-KoA-penykTa3u abo ¢idparTis;

e 3JI0BXKMBaHHS aJIKOT0JIEM;

e Bik> 70 pOKiB;

e CHUTYyallil, III0 MOXKYTb IIPU3BECTHU [0 IMiOABUIIEHHS PiBHSA PO3yBacTaTUHY Y IIJIa3Mi
KpoBi (muB.po3ninu «®apMaKoKiHeTHKa», «B3aeMomist 3 iHIMUMMU JTiIKapChbKUMU
3acobaMu Ta iHII BUAU B3aeMofiii» Ta «Crmocib 3aCcTOCyBaHHS Ta [O3U»);

e OJHOYACHE 3aCTOCyBaHHSA (ibpaTis.

Y Takux mallieHTiB OB’ sI3aHUM i3 JIIKyBaHHSM PU3UK NOTPiIOHO OIIiHIOBATH,
IIOPIBHIOIOYY 3 OYiKYyBaHOI KOPUCTIO; TAKOXK PEKOMEHOYETHCS KIIIHIYHUI MOHITOPUHT.
Axmio BuxigHi piBHi KOK 3HayHO migBuiieHi (> 5 pa3iB BuUIlle BEPXHLOl MeXKi HOPMHU),
JIIKyBaHHS [IOYUHATU HE CIIif.

Y nepioo aikysanHs

[TamieHTiB Ccnipg momepeoquTy PO HEOOXiMHICTh HETAWHO MTOBiAOMJISATH CBOTO JTiKaps
mpo M’si30BuM 0inb, cimabkicTk abo cymoMu HeBigoMoil eTionorii, 0coOOIUBO SIKIITO BOHU
CYIIPOBOMXKYIOThCS HE3MyKaHHSIM a0b0 rapsiuykor0. Y IIUX MalliEHTiB CiIif BUMIipSITH
piBenb K@K. 3acTocyBaHHS JTiKapChKOTro 3aco0y CIIi MPUNUHUTH, SIKIIO piBeHb KOK
3HAYHO MigBuIIeHUM (>5 pa3iB BUllle BEPXHHOI MeXKi HOPpMHU) ab0 SIKII0 CUMIITOMHU 3
OOKy M’5I3iB TSXKKi Ta CIPUYUHSIOTh IIOAEHHUN OMCKOM@OPT (HaBiTh SKIIIO PiBEHDb
K®K = 5 BepxHBOI MeXKi HOpMH). Y pa3i 3HUKHEHHS CUMIITOMIB Ta HOpMaJi3alil piBHA
K®K MokXHa ITOHOBUTH Tepamiio po3yBacTaTUHOM ab0 albTepPHATUBHUM iHTiOiTOpOM
I'MI'-KoA-penyKTa3u y HaMMEHIIIN A031 Ta Hif peTeIbHUM HarjasagoM. PerynsapHui



KoHTponb piBHSI K@K y manienTiB 6e3 BUIlleBKa3aHUX CUMIITOMIB He TTOTPiOHUM. [lyxKe
PiOKO IMOBIOOMIISITIOCS IIPO BUMNAAKM iIMyHOOIIOCEPEOKOBaHOl HEKPOTU3YIOY0l MiomaTil
(IOHM) mig gac a6o micis Teparlii cTaTUHAMU, B TOMY YHCJIi pO3yBaCTaTUHOM.
Krminiuaumu nposiBamMu IOHM € cimabKicTh IPOKCUMAaIbHUX M’sI3iB Ta MigBUIIEHHS
piBHa K®K y cupoBaTiii KpoBi, 1110 30epira€ThCsa HaBiTh MiC/Is BiIMiHM 3aCTOCyBaHHS
CTaTHUHIB.

Y kiiHiYHUX OOoCigXKeHHSX He OyJI0 OTPUMAaHO A0Ka3iB MiJgBUILEHOTO BIIJIUBY Ha
CKeJIeTHY MYCKYJIaTypy V HEBEJIMKO]1 KiTbKOCTIi MaIli€HTIB, IKi IpUUMalIn
po3yBacCcTaTUH Ta CyNnyTHIi npemnapaTtu. OgHak MiABUILEHHSA YaCTOTU MIO3UTY Ta
MiomarTii Bii3dHa4anocs y Malli€eHTiB, sKi nmpuiiManu inmii iuriditopu 'MI'-KoA-
penyKTa3u pa3oM i3 moxigHuMu ¢Gpibpo€eBO1 KUCIOTH, B TOMY YHCIIi reM@pidpo3unomM,
IIMKJIOCIIOPUHOM, HiIKOTMHOBOIO KMCJIOTOI0, a30JIbHUMU IIPOTUTPUOKOBUMU
ImpernapaTaMu, iHribiTopaMu mpoTea3u Ta MaKPOIifHUMU aHTUOIOTUKAMHU.
I'eM®i6po3un nigBuUIllye PU3UK MiolaTil IpU CYyIyTHEOMY 3aCTOCyBaHHi 3 IeIKUMU
inridiTopamu I'MI'-KoA-penykTa3u. ToMy 3aCTOCOBYBaTH PO3yBacTaTUH y KoMOiHallil 3
reM@piOpo3uIOM He peKOMeHAYEThCsI. CIPUATINBUU BIJIMB MMOAAJILIINX 3MiH PiBHS
JIIiAiB Tpu OHOYACHOMY 3aCTOCyBaHHi po3yBacTaTuHy 3 ¢ibpaTamMu abo HiallMHOM
MOTPiOHO MOPIBHATY 3 MOTEHIINHUMHU PU3WKAMU IIPU 3aCTOCYyBaHHi TakKoi KoMOiHaliil.
OnmHouacHe 3acTocyBaHHs (iOpaTiB Ta po3yBacTaTHUHY B A03i 40 MI' IPOTUITIOKA3aHO.
3acTocoByBaTH pPO3yBaCTaTUH B TOEAHAHHI 3 Qy3UI0BOIO KHUCIOTOK HE
pekoMeHOyeThCs. [ToBimoMIIAIoCs PO BUNaakKu padbaomiosnnidy (B TOMy YHCIi 3
JleTaJIbHUM HaACJIiAKOM) y TAlli€HTIB, AKi OTPUMYyBaJsu 10 KoMOiHallifo.

JlikapchKu# 3acib He CIIil 3aCTOCOBYBATH IAlliEHTAM i3 TOCTPUMU, CEPHO3HUMU
CTaHaMH, LIO0 CBig4YaTh PO MiomaTito a0 MOXKJIUBICTh PO3BUTKY HUPKOBOIL
HeIOOCTaTHOCTi BHACJIiHOK pabmoMioni3y (Takux, siK CEIICUC, apTepiaybHa TilloTeH3is,
3Ha4He XipypriuHe BTpy4YaHHS, TpaBMa, TSKKi MeTaboIiuHi, eHIOKPUHHI Ta
eJIEKTPOJIITUYHI po3jiagu abo HEKOHTPOJIbOBaHi CyIOMH).

Bnaue Ha neuiHKy

AKi i inmni iuridiTopu 'MI-KoA-pegyKTasu, po3yBacTaTHUH CIIiZl 3 00epexkKHiCTIO
3aCTOCOBYBATH IalliEHTaM, SKi 3JI0OBKMBAIOTh aJIKOrojeM Ta/abo MaloTh B aHaMHe3i
3aXBOPIOBaAHHS MEYiHKU.

PekoMeHOoBaHO mepeBipsaATH 6i0XiMiuHi MOKa3HUKU QPYHKIIII MeYiHKY ITepen I09YaTKOM
JIIKyBaHHS Ta 4yepe3 3 Micall jIiKkyBaHHSA. 3aCTOCYBaHHS IIpenapaTy CIif IPUIUHUTU
ab0 3MEeHIIUTH 03y, SKII0 PiBeHb TpaHCaMiHa3 y CUPOBAaTIIi Oifibllle HiXK yTpudi
TIePEBUIIYE BEPXHIO MeXKYy HOPMHU. HacToTa IMOBiIOMJIEHDb IIPO CEPHO3Hi siBUIa 3 O0KY
MMeviHKY (IlepeBaKHO PO MigBUINIEHHS PiBHS TpaHCaMiHa3 mediHku) Oinbllla IIpu
3acTtocyBaHHi no3u 40 Mmr.

Y naui€eHTiB i3 BTOPMHHOIO Tillepx0JieCTEPUHEMIi€I0, 3YMOBIEHOIO TimOTUPe030M abo
HeDPOTUYHUM CUHOPOMOM, CIIiJl ClIOYaTKy BUJIIKyBaTH OCHOBHY XBOPOOY, IEePII Hixk



IMOYMHATH Tepalriio PO3yBaCTaTHUHOM.

3pigka mMoBiHOMIISIIIM ITPO JIeTalIbHi a00 HeJjleTabHi BUIAAKH ITeYiHKOBOI
HeOOCTaTHOCTI y Malli€eHTiB, sIKi IpuMMalu CTaTUHU, B TOMY YUCJII pO3yBaCcTaTUH.
AKI110 Ha Tl TiKyBaHHS PO3yBaCTaTHMHOM PO3BUBAETHCS CEPHUO3HE YPaKeHHS IeUiHKHU
3 KJTIHiYHOI0 CUMIITOMaTUKOIO Ta/abo rinepbinipybiHeMi€io 4M JKOBTSHUIIEIO, CIIif
HeTraWHO IIPUIIMHUTH 3aCTOCYyBaHHS PO3yBacCTaTUHY. AKIIO iHINI IPUYNHY He
BUSIBIIEHO, HE CJIiTl IIOHOBIIOBATH JIiIKYBaHHS PO3yBaCTaTHHOM.

Paca

BimomMmo, 110 y xofi mocniakeHb papMaKOKiHETUKHU crocTepiranocs 3poctaHHsa AUC y
Malli€HTiB MOHTOJIOIAHOI pacu MPUOJIU3HO BABiYi TOPiBHAHO 3 IpeACTaBHUKaMU
eBpoImeoinHol pacu. 1151 TaKuUX IalliEHTiB HeoOXigHa KOPEKIlisl 403U PO3yBaCTaTUHY
(muB. po3pginu «®apMakoKiHeTuKa», «IIpoTunokasanHs» Ta «Crocib 3acTocyBaHHS Ta
mo3u»). Ciig BpaxoByBaTH 30iJIbIIIeHy CUCTEMHY €KCIO3UIIil0 IPHU JIIKYBaHHI ITAlli€HTiB
MOHTOJIOIOHOI pacH, y IKUX TillepXoJlecTepuHeMiss He KOHTPOJIIOEThCSA ¥ HOCTATHIN Mipi
mo3aMu go 20 mr.

IH2i6imopu npomea3su

[TinBuIlleHa CUCTEMHA €KCIIO3UIIisl MO PO3yBaCTAaTHUHY CIIOCTepirasnacs y ocio, ski
3aCTOCOBYBAJIM PO3yBaCTaTUH pa3oM 3 pisHMMM iHTiOiTOpaMu MpoTeasu, y MOETHAHHI
i3 puToHaBipoM. CIIifl 3BaKUTHU K KOPUCTH Bifl 3HUIKEHHSA PIBHSA JIMIOIB 3a JOIOMOI OO
po3yBacTaTUHY y nailiedTiB i3 BIJI, gKi oTpuMyioTh iHTiOiTOPU IIpOoTea3H, Tak i
MOKJIMBICTb ITiIBUINIEHHS KOHIIEHTPAIlil po3yBacTaTUHY Yy IIJIa3Mi KPOBi Ha MOYaTKY
Teparrii Ta Ipu MigBUIIEHH] O3U ITpenapaTy y MalliEHTIB, sIKi OTPUMYIOTH iHTiGiTOPU
nmpoTea3u. OgHOYaCHe 3aCTOCYBaHHS PO3yBacCTAaTUHY 3 iHTibiTopaMu mpoTea3u He
PEKOMEHAYETHCS, AKIIO A03a JIIKapChKOT0 3aco0y He CKOpUroBaHa (OUB. PO3Tinu
«B3aeMopmist 3 iHmMMU JTiKapChKUMHU 3acoO0aMM Ta iHIIN BUOM B3aeMOi» Ta «Criocid
3aCTOCyBaHHS Ta OJO3U»).

HenepeHocumicmb 1aKkmo3su

[MamienTaM i3 pigkicHUMHU CIlagKOBUMU ITpoOieMaMy HelTepeHOCUMOCTi raJlaKTO3H,
nedimuTom makTa3u Jlanma abo riroKo030-rajlakKTO3HOI0 MalbabcopOIliero He CrIif
3aCTOCOBYBATH 1ieH JIiKapChbKUM 3acio.

IHTepcTHUIliaIbHE 3aXBOPIOBAaHHS JIETE€Hb

[Tim yac 3acTOCyBaHHS OEsIKUX CTATHHIB, 0COOJIMBO IIPU TPUBAJIOMY JIiKyBaHHI,
MTOBiTOMJISIJIN ITPO BUHSITKOBI BUIIQOKM iHTEPCTHUIiaIbHOI XBOPOOU JIeTeHb (OUB. PO3Min
«IToGiuHi peaxki1iii»). [1o mposiBiB I1iel XBOPpoOU MOKHA BifHECTHU 3a[UIIIKY,



HENPOOyKTUBHUU KallleJIb Ta 3arajibHe IIOTipIIeHHs CTaHy (CTOMIIOBAHICTh, 3HUKEHHS
MacH Tijla Ta rapsiuka). Y pa3i [migo3pu Ha iHTepCcTulliaabHy XBOPOOYy IereHb
3aCTOCYBaHHS CTATHUHIB CJIi] IPUIIMHUTHU.

Llykposutl oiabem

Ieski gaHi cBig4YaTh, 110 CTaTUHU IIiABUINYIOTH PiBEHb I'JIFOKO3U B KPOBIi Ta Y OHEAKUX
Malli€eHTiB, IKUM 3arp0oKy€ BUCOKHNUM PU3UK PO3BUTKY fiabeTy B MaliOyTHbOMY, MOXKYTh
CIIPUYUHSITHU TillepriikeMilo TaKOTo PiBHS, 3a SIKOT0 HeoOXimHe HajlexXHe JIiKyBaHHS
niabeTty. 110 3arpo3y, OgHAaK, IEePEBUILYE 3HUKEHHS PU3UKY CYOUHHUX OPYIIEHb IIPU
3acTOCyBaHHi CTaTUHIB, TOMY BOHA He ITOBMHHA OyTH ITiICTaBOIO [OJI IPUIINHEHHS
Teparil cTaTuHaMH. 3a MalliEHTaMU I'Pynu pU3uKy (piBeHb I'JIIOKO3U HaTile 5,6-6,9
MMOJIb/TI, iHAeKC Macu Tina (IMT) >30 kr/M2, miagBUIIIeHUY PiBE€Hb TPUTIIILIEPUIB,
apTepianbHa rirepTeH3is) cilig BCTAHOBUTH KITIHIiYHUIM Ta O0ioXiMiYHUM KOHTPOIIb.

Y mocnimxxenni JUPITER 3apeecTpoBaHa 3arajbHa YaCcTOTa IIyKPOBOTO miabeTy
ctaHoBuna 2,8% y rpymi nmpuiioMmy po3yBacTaTuHy Ta 2,3% — y rpymi miaaie0o,
mepeBazkHO y MAalli€eHTiB i3 piBHEM IJIIOKO3M HaTIIe Bif 5,6 00 6,9 MMOIb/II.

Ak i mopo inmux inribitopis 'MI'-KoA-penyKkTa3u, Ipu 3aCTOCyBaHHI po3yBacTaTUHY
crioctepiranocs 3poctanHsa HbAlc Ta piBHA I'JIIOKO3U y CUPOBATIIi KPOBi. B gesskux
BUIlaJKax Il MIOKa3HUKU MOXKYTh IIepeBUIllyBaTU I'PAaHUYHEe 3HAYEeHHS I
OiarHOCTUKHU ITyKPOBOTO MiabeTy, HacaMIiepeq V IIalliEHTiB 3 BUCOKUM PU3UKOM
PO3BUTKY HiabeTy.

Bigomo, 1110 po3yBacTaTHH SIK MOHOTepaIllis He CIIPUYUHSIE 3HUXKEHHS 0a30B01
KOHIIeHTpallil KOPTU30JIy IIJIa3MM KPOBi i He BIIJIMBAa€ Ha pe3epB HaJHUPKOBUX 3aJ103.
Heob6xigHa o0epekHiCTh ¥ pa3i OMHOYACHOI 0 3aCTOCYBaHHS PO3yBacCTaTUHY Ta iHIIMX
JIiIKapChbKUX 3aCc00iB, 3MaTHUX 3HUXKYBATHU PiBeHb a00 aKTUBHICTh EHIOT€HHUX
CTEPOIOHUX FTOPMOHIB, HAllpUKJiag KETOKOHA30Jly, CIIipOHOJIaKTOHY Ta HUMETUOUHY.

Himu

O1iHKa IiHIMHOTO POCTY (3picT), Macu Tina, iHgekcy macu Tina (IMT) Ta BTOpUHHUX
XapakKTepUCTUK CTaTeBOI'O NO3piBaHHA 3a TaHHepoM y miTeu BikoM Bifm 10 mo 17 pokis,
sIKi TpUWMali po3yBacTaTUH, oOMexkeHa ItepiomoM TpuBaiicTio 1 pik. 3a BKa3aHUM
repiof KOOHOTO BILIMBY Ha picT, Macy Tina, IMT abo ctaTeBe mo3piBaHHS BUSBJIEHO
He Oymo. [TocBig KIiHIYHUX OOCIiAXKEeHb 3aCTOCyBaHHSA IIpenaparTy OiTAM Ta IigirikaM
oOMeKeHUM, IOBroTpuBasi eheKTH 3aCTOCyBaHHA po3yBacTaTUHY (>1 poKy) Ha
cTaTeBe O03piBaHHSA HEBIIOMI.

Y piTeu Ta migJiTKiB, K1 IpUKXMa po3yBacTaTuH, nigBuilleHH piBHI KOK >10 pa3sis
BHUIIle BEPXHHOI MEKi HOPMU Ta CUMIITOMU 3 OOKY M’sI3iB ITicist pi3uYHOrO
HaBaHTaXXeHHS abo migBuIlieHol Gi3uyHOl aKTUBHOCTI CIIOCTEPiraaucs yacrTilie



MMOPiBHSTHO 3 TaKMMHU Y HOpocuX (auB. po3min «I[1o0iuHi peakirii»).

IlonomidxCcHI peyo8uHuU

Lle# mikapcbKui 3acid MiCTUTH JIaKTO3y MOHOTIIpaT, TOMY SIKIIIO ¥ BaC BCTAHOBJIEHO
HEeINepeHOCUMICTh OessKUX LIYKPiB, IPOKOHCYJIbTYUTECS 3 JIiKapeM, IIepIl Hixk
MIpuU¥MaTH 1el JliKkapchbKui 3acib.

3maTHiCTH BIUTHBATH Ha MIBHIKICTH peakiiii IpH KepyBaHHi aBTOTPaHCIIOPTOM
a0o0 iHIMMMHU MexaHiZMaMHu

IlocmigKeHHs BIIJIMBY PO3yBaCTaTUHY Ha 3[IaTHICTh KepyBaTHU aBTOMOOiIEM Ta
mpalfoBaT 3 MexaHi3MaMu He mpoBogunu. OOgHAK, 3 OrIsaAy Ha (papMaKoguHaMidHi
BJIAaCTUBOCTI IIpenapary, MaJIOUMOBIPHO, 1110 pOo3yBaCTaTUH BIJIUBaTUME Ha TaKy
3maTHicTh. [Ipu KepyBaHHi aBTOTpaHCIOPTOM ab0 poOOTi 3 iHIMMMHU MexXaHi3MaMHu CJTifI
BpaxoByBaTU MOXKJIMBICTh 3allaMOPOYEHHS Y IIEPIOL JIIKyBaHHS PO3yBaCTaTUHOM

3acTocyBaHHSA y nepiog BariTHocCTi ad0 rogyBaHHSA Ipyaaio

JIikapchKu# 3acib MpoTUIIOKa3aHUM y IepPion BariTHOCTI Ta rogyBaHHS I'PyAOIo.
2KiHKM penpoayKTHUBHOTO BiKy ITOBMHHI BUKOPHCTOBYBATU HallexXKHi 3acobu
KOHTPAIIEIIIil.

OCKinbKY XOJIECTEPUH Ta iHII IPOAYKTU OI0CUHTE3Y XOJIECTEPUHY BilirpaloTh iCTOTHY
POJIb y PO3BUTKY IJIOHQ, TOTEHLIIMHUYU PU3UK Big npurHidveHHs ['MI'-KoA-penykTa3u
IIepeBUIITyE KOPUCTD Bill 3aCTOCYBaHHS JIiKapChKOro 3aco0y B mepion BariTHocTi. [Jaui
OOCIIiI?KeHb Ha TBapMHAaX 000 TOKCUYHOTO BIJIMBY Ha PENIPOOYKTUBHY (PYHKIIIIO
oOMezKeHi. AKIIOo mallieHTKa 3aBariTHIi€ B Iepion 3aCTOCyBaHHS 1IOTO JIiIKapChKOTO
3aco0y, JTiKyBaHHS CJIi HeTaWHO IIPUIIUHUTH.

OCKinbKy iHIIUM JTiKapCchKUM 3acib 1IOro KJIacy MOTpAIlsi€ V TPyAHEe MOJIOKO JIIOAUHU
Ta BpaxoByiouH, 110 iHri6itopu 'MI'-KoA-penyKTa3u MOXKYTh CIPUYMHSITUA CEPUO3Hi
HebOaXkaHi peakilil y HEMOBJIST, XXKiHKaM, IKi MOTPeOyIOTh JIiKyBaHHS PO3yBaCTaTUHOM,
CJIi, peKOMEeHIyBaTU YTPUMATUCS Bill TOOYBAaHHS I'pynato. JaHUX 1000 IPOHUKHEHHS
mpernapary B TPyAHE MOJIOKO Y JIIOOWHY HeMae€ (OuB. po3nin «IIpoTunoka3anHsa»).

Cnocid 3acTocyBaHHs Ta I03H

[lepen moyaTKOM JIiIKyBaHHS MALIEHTY CJIiO IPU3HAYUTU CTaHOAPTHY
X0JIECTEPUH3HUKYBAJIbHY HOi€ETY, IKOI HEOOXiMHO HJOTPUMYBATHUCH i IPOTATOM
sikyBaHHS. [103y ciig nigbupaTy iHOUBiOyasibHO 3a/IezKHO Bil MeTHu Teparil Ta
BiATIOBiAi mallieHTa Ha JIiKkyBaHHS, Oepydu [0 yBaru IIOTOYHiI peKoMeHaallil.
JlikapchKu# 3aci6 MOKHa IpUMMaTH y OyOb-IKUM Yac OHS, He3aJIeKHO Bill BXKMBaHHS



JIikyeaHHA 2inepxosiecmepuHemil

PekoMmeHOoBaHa Mo4YyaTKOBA O03a CTAaHOBUTHE bMr* abo 10 Mr mepopankHo 1 pa3 Ha
noOy sIK M1 Malli€EHTiB, sIKi paHillle He 3aCTOCOBYBa/IU CTAaTHUHU, TaK i mepeBedeHUX Ha
MIPUMOM pPO3yBaCTaTUHY 3 IIpuiioMy iHIoro inriéitopa I'MI-KoA-penykrasu. [1pu
BUOOPIi ITOYATKOBOI AO3U CJIil BpaXOBYBaTU PiBEHb XOJIECTEPUHY B KOKHOT'O OKPEMOTO
MallieHTa Ta PU3UK CEePIEeBO-CyOUHHUX NOPYIIEeHb Y MalilOyTHHOMY, @ TaKOK
MMOBIpHICTh PO3BUTKY HeOaxkKaHUX peakiliii. 3a HeoOXigHOCTI migBUIIYBaTU [03Y OO
HaCTYyIHOTO PiBHS MOXKHa 4depe3 4 TUXKHI (OuB. po3nin «PapMakKoguHaMika»).
BpaxoByiouu Te, 1110 Ha TJIi 3aCTOCYBaHHS JIiIKapChbKOT0 3aco0y B A03i 40Mr HeOaxkaHi
peaxiiil BUHMKAIOTh YacTille, HiXK ITpU MeHIIUX mo3ax (OuB. po3min «[1o6iuHi peakiii»),
OCTaTOYHO TUTPyBaTHu O03y A0 40 Mr BapToO JIUIle HalliEHTaM i3 TSIXKKOI0
rirnepxoeCTeEPUHEMIEI0 Ta BUCOKUM PU3UKOM CEPLIEBO-CYOUHHUX NOPYLIIEHDb (30KpeMa
Y XBOPHX i3 CIMEUHOIO rilnepxo0ieCTEPUHEMIEI0), Y IKUX He BOAJIOCsS OOCATTH METU
JIIKyBaHHS ITPY 3aCTOCyBaHHi g03u 20MT i Ki mepebyBaTUMYTh IIif peTyIIpPHUM
HarnsagoM (ouB. po3min «Ocob6muBOCTI 3acToCyBaHHA»). Ha rmoyaTKy nmpuiioMy
JIIKapChKOT0 3aco0y y mo3i 40Mr peKOMeHIOBaHUM HATJIs[ CIielliaicTiB.

ITpoginakmuka nopyweHs 3 60Ky cepu,eso-cyOuUHHOI cucmemu
Y mocnimykeHHi OJig 3HUXKEHHS PU3UKY MMOPYIIEeHb 3 O0KY CeplieBO-CYAUHHOI CUCTEMU
po3yBacTaTUH 3aCTOCOBYBanu y Ao3i 20 Mr Ha mo0y.

ITauieHmu AiMHBLO20 BIKY

PekomMmeHpnoBaHa rmoyaTkKoBa A03a [Jid HallieHTiB BiIKkoM >70 pOKiB CTaHOBUTH 5 MI*
(muB. po3min «OcobGMIUBOCTI 3aCTOCYBaHHS»). [HIIIa KOPEKIIlisd MO3K 3 Or/IsiAy Ha BiK He
moTpidHa.

INauienmu 3 HUPKOBO HedocmamHicmio

[TamieHTaM i3 merkuMu abo0 MOMipHUMHU NOPYIIeHHAMU (YyHKIIil HUPOK KOPEKIIis HOo3u
He moTpiOHa.

PekoMeHOoBaHa IToYaTKOBA [103a [JIs IAIli€HTIB i3 MOMipHUMHU MOPYIIEHHAMU GYHKIIi1
HUPOK (KJTIipeHC KpeaTuHiHy <60 MII/XB) CTaHOBUTH 5 Mr*. [lo3a 40 MI mpoTUIIOKa3aHa
MalieHTaM i3 TOMipHUMHU NOPYLIIEeHHAMH (QYHKIIl HUPOK. 3aCTOCYBaHHSA
pO3yBacTaTUHY NalliEHTaM i3 TSIKKNUMU IIOPYIIEHHIMN HUPKOBUX QYHKIIi1
MIPOTUIIOKA3aHo y OyOb-IKUX Ho3ax (OuB. po3ninu «IIpoTunoka3aHHSI» Ta



«@apMaKOKiHETHKA»).

ITauienmu i3 nopyweHHAMU PYHKUII NeyiHKU

Y nanieHTiB i3 nopylieHHAMU (YHKIIIl IEeYiHKHU, 110 OIliHI0OBaIucs y 7 abo MeHIie OaliB
3a mkasnorw Yaunga-I1'10, migBUIlleHHS CUCTEMHOI €KCIIO3UIlil pO3yBacTaTUHY He
crocTepiranocs. OgHak y ocib i3 mopymerHasaMu y 8 Ta 9 6asniB 3a mikasnoo Yainga-
IT'’0 cucteMHa eKCIo3ulLis 3pocTana (ouB. po3min «®apMaKOKiHETUKA»). Y TaKUX
MallieHTiB OOIIIBHOIO € OIliHKa GYHKIII HUPOK (OuB. po3ain «OcobIuBOCTI
3acTocyBaHHsI»). [IOCBim 3acTOCyBaHHS IIpemnapary nallieHTaM, Ki HaOpasnu Oinbiire 9
OariB 3a mkanor Yarnma-IT'1o, BimcyTHil. Po3yBacTaTuH NPOTUIIOKA3aHUM MallieHTaM
i3 aKTUBHUMHU 3aXBOPIOBAHHSIMH MeYiHKM (OUB. po3Oin «[IpoTUIOKa3aHHSS»).

Paca

Y malnieHTiB MOHTOJIOIOIHOI PacH CIIOCTepirasaacs migBuIlleHa CUCTEMHAa €KCIIO3UIis
npemnapaty (ouB. po3ginu «®apMakokiHeTuka», «IIpotunoka3aHHs» Ta «OcoOIUBOCTI
3aCTOCyBaHHS»). PeKOMeHOBaHa MoYaTKOBa [03a [Jid TaKUX Ialli€EHTiB CTAHOBUTD O
Mr*. 3actocyBaHHsa go3u 40Mr TakKuMM HallieHTaM IPOTUIIOKa3aHe.

I'enemuy4Hutil noaimopgism

[leBHI TUIIM TEHETUYHOTO MOJIIMOP(}i3My MOXKYTh IPU3BOAUTH OO HigBuineHHs AUC
po3yBacTtaTuHy (OuB. po3gin «®apMaKoKiHeTUKa»). [TallieHTaM i3 BifOMOI0 HasIBHICTIO
TaKUX THUIIIB MOJIiMOP(}i3My PEKOMEHOYETHCS 3aCTOCOBYBaTH MEHIIY JOOOBY HO3Y
po3yBacTaTUHY.

ITauienmu 3 i cxusabHicm 10 00 po38UMKY mionamii

PekomeHpoBaHa moyaTKOBa OO3a OJIA HAIli€HTIB i3 (paKTOpaMu PU3UKY OO PO3BUTKY
MiomarTii CTaHOBUTh 5 MT* (OuB. po3minn «OcoOIMBOCTI 3aCTOCYyBaHHSI»).

[o3a 40 Mr mpoTUnOKa3aHa nallieHTaM 3i CXUIbHICTIO IO MiomnaTil/pabmoMiosnidy (OuB.
po3nin «IIpoTunokazaHHa»).

OO0HouYacHe 3acmoCyB8aHHA

PosyBacTaTuH € cyOGCcTpaTOM pi3HUX TpaHCIOPTHUX 0inkiB (Hanpukiag OATP1B1 Ta
BCRP). Pu3uk miomnarii (B ToMy 4uciti pabmoMiosnidy) 3pocTa€e IIpu OOHOYaCHOMY
3aCTOCyBaHHiI po3yBaCTaTUHY 3 IIEBHUMHM JIiIKAPChKUMM 3aco0aMu, 10 MOXKYTh



MigBUITyBaTH KOHIIEHTPAIIiI0 PO3yBaCTaTHUHY y IJla3Mi KPOBi BHACIiAOK B3aEMOil 3
IIMMM TPAHCIIOPTHUMHU OinkaMu (HampuKial, HUKJIOCIIOPUHOM Ta IIeBHUMU
iHribiTopamMu npoTeasu, B TOMY YMCJIi KOMOiHaIliIMU PUTOHABIPY 3 aTa3aHaBipoM,
JIoTliHaBipoM Ta/ab0 TunpaHaBipoM, AuB. po3ginu «OcoOIUBOCTI 3aCTOCYBaHHSI» Ta
«B3aeMomist 3 iHIIMMU JTiKapChKUMHK 3aco0aMM Ta iHIIN BUOM B3aEMOin»). ITo
MOZKJIMBOCTI CJIil PO3rISTHYTH 3aCTOCYBaHHS aJIbTePHATUBHUX JIIKaPChKUX 3ac0o0iB Ta y
paszi HeoOXiAHOCTiI TUMYAcCOBO IIepepBaTH TePaIlilo pO3yBaCTaTUHOM. fAKIIO
CYIIYyTHBOTO 3aCTOCYBAHHS IUX JIiIKapChKUX 3aCc00iB i3 po3yBaCTaTUHOM YHUKHYTHU
HEMOZXKJIUBO, CJIi PeTeJIbHO 3BaXXUTU KOPUCTH Ta PU3UK BiJl CYIIYTHBOI'O 3aCTOCYBaHHSA
Ta BiAMOBIAHUM YMHOM BifKOperyBaTH A03y po3yBacTaTUHY (OUB. po3ain «B3aemopis 3
IHIIUMY TiKapChbKMMH 3aco0aMu Ta iHIIi BUOU B3aEMOMI»).

*3aCcTOCOBYBATH JIiKapChKUM 3acib y BiIMOBimHOMY MO3yBaHHi.

itk

3acTocyBaHHS JTiKapChKOT0 3aCO0y OiTSAM MOBUHEH MPOBOOUTHU JIUIIE CIIEIlialIiCT.
3aCcTOCOBYIOTH AiTSIM Ta ImifgiiTkaM BikoM Big 10 go 17 pokiB (XJIOMYUKM Ha CTamil
po3BuTKy Il Ta Builie 3a TaHHEPOM Ta AiBUaTa, B IKMX MEHCTpPYyallil moYaaucs
IIIOHAWMEHIIIEe PiK TOMY).

3BMYaliHa MoYaTKoBa moOOBa mo3a IS OiTeM Ta MifJIiTKiB i3 reTepo3uroTHO0
CiMeMHOI0 TinepxojiecTepUHEMIE€I0 CTAHOBUTEL 5 Mr* Ha A00y. JIikapcbKkuii 3acib
3a3BUYal NpUMMaloTh IepopasbHO B Ao3ax Bim 5 Mr* go 20 mr 1 pa3 Ha go0y.
[TigBuulyBaTH AO3Y CJIiI BiAIOBIAHO [0 iHOAWBiAya/lIbHOI BIATIOBiAl OUTUHU Ha JIiKyBaHHS
Ta IIePEeHOCUMOCTI IIpenapary, JOTPUMYIOUYHUCh PEKOMEeHdallii 000 JIIKyBaHHS OiTeun
(muB. po3min «Ocob6MMBOCTI 3aCTOCYyBaHHsI»). [lepe moyaTkoM Teparil
PO3yBaCTaTUHOM [OITAM Ta IiAJIiTKaM CJIiJ IPpU3HAaYUTHU CTaHOAPTHY
riroxoJjiecTepUHEMIYHY MIi€TY, SIKOI MalliEHTU IMTOBUHHI JOTPUMYBATHUCS i IPOTSATOM
JIikyBaHHS. be3neka Ta epeKTUBHICTb 3aCTOCYyBaHHS JIiIKapChKOTro 3aco0y y mo3ax
Oinbirre 20 Mr y il momysilili He mociaigxKyBanucs. Tabnetku mo 40 Mr He
3aCTOCOBYIOTH OIiTSM.

Hitm BikoMm mo 10 pokiB

IMocein nmikyBaHHS miTel BikoM no 10 pokiB oOMexkeHuu. JlikapcbKui 3acib He
PEKOMEHOYETHCSA 3aCTOCOBYBATHU OiTSIM BikOM A0 10 pokis.

Ilepeno3yBaHHs

CrnenudivHOrO JIiKyBaHHSA Iepefo3yBaHHA HeMae. JIikyBaHHSI CUMITOMaTU4YHE,
peKoMeHoBaHa migTpuMyioda Tepamnisd. [IoTpi6bHO KOHTpOIoBaTH QYHKIII Me4YiHKY Ta
piBeEb KO®K. EpekTUBHICTS reMopianilzy MaJlouMOBipHa.

IToGiuni peakii



HebaxaHi sBHUIlA, 1110 Bif3HAYalOThCS MIPU 3aCTOCYBaHHI JIiKapChbKOTo 3acoly,
3a3BUYaM Jierki Ta Tum4yacoBi. HebGaxaHi peaxkiiii ki1racugikoBaHi 3a 4aCTOTOIO Ta
cucteMHo-opranHuMu Kinacamu (COK). 3a wacTtoToio HeOaxkaHi peakiril po3momineHi
TaKUM 4MHOM: 4acTo (=1/100 ta <1/10), HeuacTo (=1/1000 Tta <1/100), pioko
(=1/10000 Ta <1/1000), oy=xe pigko (<1/10000), yacTtoTa HeBimoOMa (HEMOIKIIUBO
OIIIHWTH 3a HasIBHUMU OJaHUMH).

3 60Ky pecnipamopHoi cucmemu, op2aHiae 2pyo0Hoi KaimKu ma cepedoCmiHHs:
JyacToTa HeBigoMa: Kalllesb, 3agUIlIKa.

3 60Ky W/AYHKOBO-KUWKOB020 MPAKMYy:
4acTo: 3aKpell, HynoTa, abmoMiHanbHUM Oinb;
PimKo: ITaHKpPEeaTuT;

YacTOoTa HeBigoMa: giapes.

3 60Ky nediHKU i 2#08Y0BUBIOHUX W A5Xi8:
PiOKoO: MiOBUINEHHS PIBHA IIE€YiHKOBUX TPaHCaMiHas3;
Oy2Ke PigKO: XKOBTSHUIIS, TeIlaTHUT.

3 60Ky HUPOK ma ceuosuodinbHOI cucmemu:
OyXKe pigKo: reMaTypis.

3 60Ky eHOOKpUHHOI cucmemu:

Y4acCTo :IIYKPoBuM AiabeT (YacToTa 3aJeXUTh Bil HasIBHOCTI paKTOpPiB pU3UKY: PiBEHb
TJIIOKO3HU HaTile = 5,6 MMoib/i, IMT >30 kr/mM2, nigBUIlleH] piBHI TPUTIIILIEPULIIB,
apTrepianbHa TillepTeH3isg B aHaMHe3i).

3 60Ky Hepsosoi cucmemu:
4acTOo: TOJIOBHUM 6inb, 3allaMOPOYEHHS;
Oy2Ke pigKo: MOoJIiHeBpOIaTis, BTpaTa maM’ sTi;

4acToTa HeBimoMa: nepudepuyHa HeBPOIIaTisi, po3naau CHY (B TOMYy 4YuCJli 6€3COHHS
Ta Hi4YHIi Xaxu).

3 60Ky ncuxiku:
YacToTa HeBiloMa: Jemnpecis.

3 60Ky kpoei ma aimpamuuHoi cucmemu:
pigKo: TPOMOOIIUTOIIEH .

3 60Ky iMyHHOI cucmemu:
PimKo: peaxiiii rimep4yyTIuBOCTi, B TOMY YUCJIi aHTIOHEBPOTUYHUN HaOPSIK.

3 60Ky wKipu ma niowKipHOI KAIMKOBUHU:
HedacTo: CBepOixK, BUCUIIAHHS, KPOIIUB IHKA;



4yacToTa HeBigoMa: cuHapoM CTiBeHca-II2KOHCOHA.

3 60Ky onopHoO-pyxoe0i cucmemMu ma cnoAy4YHOI MKAHUHU:

Y4acTo: Mianris;

pimko: MiomaTist (B TOMy 4HMCIIi Mio3uT), pabmoMiortis;

OyKe piOKo: apTpairis;

YacCcTOTa HeBimoMa: IOPYIIIeHHs 3 00Ky CyXO0XKHJIb, iIHKOJIM YCKJIagHEHI PO3pHUBaMU;
iMyHOOLIOCepegKOBaHa HEKPOTU3y0UYa MionaTis.

3 60Ky penpodykmueHoi cucmemu ma ¢pyHKuUii MOAOYHUX 3A/103:
OyKe pigKo: riHeKoMacTisd.

3aezanvHi po3aadu ma peakuii y micui 8Be0eHHA:

4acCTO: aCTEeHid;

JacToTa HeBigoma: HaOPSK.

4K i npu 3acTocyBaHHi iHImMX iHri6iTopiB 'MI'-KOA-penykTas3u, yacToTa HebaxKaHUX
peakKiiiy 3aJeXKUTh Big OJO3HU.

Bnaus Ha Hupku

[TpoTeinypis, BUsBJIeHa y pe3yJbTaTi aHali3y TECT-CMy>KKaMM Ta IIepeBaKHO
KaHAaJIbIIeBOI'O MOXOOXKEHHsI, CIIOCTepirajacs y Malji€eHTiB, sIKi 3aCTOCOBYyBaIll
po3yBacTaTUH. 3MiHM BMicTy Oifika y cedui Big Hynst abo ciifiB mo 3HaueHHS ++ abo
Oinbine croctepiranucs y <1% mallieHTiB y AesIKUX YaCOBUX TOYKaX y IIpoleci
3aCTOCYBaHHS JIiKapChKoro 3aco0y B go3ax 10 Tta 20 mr i mpubnu3no y 3% - mpu mo3i
40 mr. HeBenuke 30i/TbIIeHHS YaCTOTU 3MiHM BMICTY Bif HYJs abo0 CIifiB 10 3HaYEHHS
+ criocTtepiranocs npu mo3i 20 Mr. Y GinbIIOCTi BUIIaAKiB MPOTEIHYPis 3MeHIITyBasiacs
a00 3HMKaJla CIOHTAHHO IIPHU ITPOJOBXKEHHI Teparrii. 3a JaHuMU KIiHIYHUX OOCTiIXKeHb
Ta IOCTMAapPKETUHTOBUX CIIOCTEPEeXKEHb Ha ChOIONHI He BUSABJIEHO IIPUYUHHO-
HACJIiOKOBOT'O 3B’SI3KY MiXK ITPOTEIHYPi€l0 Ta rocTpuM abo IIPOrpecyodynum
3aXBOPIOBaHHSIM HUPOK.

Ha T71i 3acTocyBaHHS mpelapaTy CIIOCTepiraauch BUIIagKM reMaTypii; 3a maHUMHU
KJIiHIYHUX OOCJIiIXKeHb YacToTa 11 Maja.

Bnaue Ha ckesaemHy myckKyaamypy

YpaxkeHHs CKeJleTHOI MyCKyJIaTypH, Taki K Mianris, mionaTisa (y TOMy YHCJIi MiO3HUT),
3pigka - pabmomiosni3 i3 rocTpo0 HUPKOBOIO HeOOoCTaTHICTIO abo 6e3 Hel, Oynu
Bil3Ha4YeHi IIpu 3aCTOCyBaHHi OyOb-IKUX M03 PO3yBaCTaTUHY, 0COOIUBO IPHU mo3ax >
20 mr.

Y nailieHTiB, fKi npuiiMain po3yBaCTaTUH, CIIOCTEPIrajocs 0o303ajiekHe 3PpOCTaHHSA
piBHs K®K; y 6inbmiocTi Bunankis sBuille 0yno c1abKuM, aCUMIITOMaTUYHUM Ta
TUM4YacoBuM. fAkino piBeHb KOK migsuinenui (>5 pasiB BUIlle BEPXHLO1 MeXKi HOPMHU),
JIIKYBaHHS CJIig IPUMIUHUTU (OUB. po3min «OcobIMBOCTI 3aCTOCYBaHHS»).



Bnaue Ha neuiHKy

4Kk i npu 3acTtocyBaHHi iHmMX iHribiTOopiB MI'-KOA-penyKTas3u, y HeBEIUKOI KiJTbKOCTi
Ialli€eHTiB, Kl IpUUMaiu po3yBacTaTUH, Bij3Ha4Yasiocsa 00303ajieXKHe IIiABUILIeHHS
piBHSA TpaHcaMiHa3; y OilbIIIOCTI BUMIAAKiB saBUllle Oy/I0 C1aOKUM, aCUMITOMaTUYHUM
Ta TUM4YacoBUM. [Ipu 3acTOCYyBaHHI po3yBacTaTUHy TaKOXK BigMidajyioCs HIOBUIIIEHHS
piBHa HbAlc.

Ha Tni 3acTocyBaHHS OesIKUX CTaTUHIB Big3Hadasucs Taki HeOaxaHi sBUIIA:

e Posmapg ctaTeBOl QPYyHKIIII.

e OKpeMi BUIagKu iHTepPCTHUIliaIbHOI XBOPOOU JIereHb, 0COOIUBO IPU TPUBAJIOMY
3acTocyBaHHi (guB. po3ain «OcoOIUBOCTI 3aCTOCYBaHHS»).

e JacToTa moBigomMIieHb PO pabaoMioJii3, cepiio3Hi MOpPYyIIeHHS 3 00Ky HUPOK Ta
MMeviHKY (ITepeBakHO MigBUINEHHS aKTUBHOCTI ITeYiHKOBUX TpaHcaMiHas) OinbIla
IIpU 3aCTOCyBaHHI npenapaty B 1031 40 wmr.

MoxkBe BUHUKHEHHS TaKoi HeOaxkaHol peakliil, K JieTaJbHa Ta HejleTajlbHa
Ie4YiHKOBa HeOoCTaTHICTh. OCKIIbKHY IIPO I}0 PeakKiliio HOBIJOMIIAIOCS CIOHTAHHO i3
MMOMyJisAlil HeBU3HAa4Y€HOl KiJTbKOCTi, HEMOXKJIMBO JOCTOBIPHO OIIIHUTH 11 4aCcTOTy abo
BCTAQHOBUTU HASABHICTb IPUYUHHO-HACIIIOKOBOI'O 3B’I3KY i3 3aCTOCYBaHHAM
JIiIKapCchKOTO 3aco0y.

3pigKa MOBiHOMIISIIN IIPO MOPYIIEeHHS KOTHITUBHUX (PYHKIIM (HAaIlpUKJIal, HOTipIIeHHS
nam’siTi, 3a0yabKyBaTiCTh, aMHe3is, MOTipIlIeHHs ITaM’ATi, CIIJIyTaHIiCTh CBiAOMOCTI),
III0 aCOILIiI0I0THCS i3 3aCTOCYBaHHSAM CTaATHUHIB. [Ipo Taki KOTHiTHMBHI ITpobieMu
MIOBIAOMIIANIY Y 3B’A3KY 3 yCiMa cTaTuHaMU. fBHUIlla, IIPO SKi UOETHCA ¥
IIOBiHOMJIEHHAX, 3a3BUYal MalOTh JIETKUY XapakKTep i MUHAIOTh HiC/Isa BioMiHU
CTaTUHIB, a TAKOXK MalOTh Pi3HUHU Yac [0 IIOSBU CUMIITOMIB Ta [0 3HUKHEHHS
cuMITOMIB (MeniaHa - 3 THXKHI).

Iimu

[TipBumienHs piBHSA KOK > 10 pa3iB Bullle BepXHbOI Me3Ki HOPMHU Ta CUMIITOMH 3 OOKY
M’s13iB micist (pi3sYHOro HaBaHTaxKeHHs a00 TigBUIeHOol ¢pi3nYHOl aKTUBHOCTI
CIIOCTepirajaucs 4acTille y AiTey Ta MifJIiTKiB IIOPIiBHSIHO 3 HJOPOCIUMU (OUB. PO3MiN
«Ocob6mBOCTiI 3acToCcyBaHHs»). [IpoTe mpodine 6e3neku po3yBaCTaTUHY y OiTeH Ta
mimTiTKiB OyB NOOiOHMM [0 TAKOTO y JOPOCIIUX.

IMToBigoMyIeHHS IIPO Mig03pIOBaHi MOOIUHI peakiril.

IMToBigoMyIeEHHS PO Mimo3pIoBaHi IMOOIUHI peakiril micias peecTpaliii JTiKapChKOTo
3aco0y € BaXKJIMBOIO IIpoienypoio. Lle mo3Bonsie mpoaoBKyBaTU MOHITOPUHT
CIIiBBigHOIIEHHSI «KOPUCTL/PU3UK>» MJIS BiAMOBIMHOIO JIiIKapChKOTro 3aco0y. MeguyHuM
IIpalliBHUKaM HeoOXimHO moBimoMIsiTH IIpo Oymb-sAKi Mmimo3pioBaHi mobiyHi peakirii
Yyepes HallioHaJIbHY CUCTEMY IIOBIJOMIIEHB.

TepMiH NpHIATHOCTI



3 POKH.
VYMoBHM 30epiranus

30epiraTtu B OpuriHanbHil yIaKOBIIi ITpu TeMIepaTypi He Buile 25 °C.
30epiraty y HeZOCTYIIHOMY AJIS OiTEeU MicCIIi.

YnakoBKa

[To 10 TabyeToOK y KOHTYPHIiM YapyHKOBIiU yIIaKOBIIi; 10 9 KOHTYPHUX YapYHKOBUX
YIIaKOBOK B IIQulli.

KaTeropis Bignycky

3a pelenTom.

BupoOHUK

[TpAT «®apmaneBTudHa pipma «JlapHHUILIST».

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoBaaKeHHsI
IisTIHLHOCTI

Vkpaina, 02093, m. KuiB, Byn. bopucninecbka, 13.
[xepeso iHCTPyKIil

[HCTpYyKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mKepesia — [lepKaBHOTO PEECTPY

JIiIKapChKHX 3ac00iB YKpaiHu.
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