IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

O3AJIEKC®
(OZALEX®)
Cknao:
Oitoua peuosuHa: po3yBacTaTuH (rosuvastatin);

1 TabneTKa, BKpUTa IIiBKOBOIO 000710HKOI0, MicTuTh 10 Mr abo 20 Mr, abo 40 Mr po3yBacTaTHHY
KaJIbllil0 Y epepaxyBaHHi Ha pO3yBaCTaTHH;

00ONOMIdCHI peyoBUHU: TAaKTO3KW MOHOTIAPAT, Ie/lI0103a MIKpOKPHUCTalliyHa, TifPOKCHUIIPOIIiNIIEeN0n03a
HU3bKO3aMillleHa, KPEMHIIO MioKCHU[ KONoigHui 6e3BOMHUM, MarHilo cTeapart, MoKpuTTsa Opadry
03F84827 poxeBuii ;

"Opadry 03F84827 poxeBuii: rimpomenosa, Tutady miokcup (E 171), 3anisa okcup gepsonui (E 172),
IIOJIie TUIIEHTJIiKOJIb, TAIbK.

Jlikapcbka popma. TabneTky, BKPUTI IIiBKOBOIO 000JIOHKOIO.

OcHosHi (¢izuko-xiMiyHi 8aacmusocmi: TaONeTKH, BKPUTI IJTIBKOBOIO 000JIOHKOI0 POKEBOTO KOIHOPY,
KPYTJIi, OBOOMYKJIi, TMafieHbKi 3 000X OOKiB.

dapMmakoTepaneBTHYHaA rpyna. ['inoninigemiuni 3acobu. Iuribitopu 'MI-KoA-penyKTasu.

Kom ATX C10A A07.

dPapmakonoziuHi e1acmueocmi.
®apmakoduHamika.
Mexanism 0il

Po3yBacTaTuH — 1le CEJIEKTUBHUM Ta KOHKYypeHTHUH iHribiTop I'MI-KoA-penykTasu, GepMeHTy, 1110
BHM3HaA4Ya€ MIBUIKICTh peakliil Ta epeTBOPIOE 3-TiIPOKCHU-3-MeTUNTIIyTapua KopepMeHT A Ha
MeBaJIOHaT, IONepPeqHUK X0necTepuHy. OCHOBHUM MicClLieM Ail p03yBacTaTUHY € IeYiHKa, OpraH-
MILIIeHb [JIs1 3MEHIIIeHHS PIBHS X0JIECTEPUHY.

Po3yBacTaTuH 30i1bIIye KiTbKICTh PELleNTOPIB JinonpoTeiniB HU3bKOI minbHOCTi (JITTHII) Ha
IIOBEPXHi K/TITUH IeYiHKH, TOCUIIOI0YY 3axX0IjeHHs Ta KaTabosmiam JITTHII], Ta mpurxiuye
MeYiHKOBUY CUHTE3 JIMOMPOTEIHIB IyKe HU3bKOI IminbHOoCTi (JITITHIII), TakuM YMHOM 3MEHIIYIOUn
3arasbHy KinbKicTh yacTuHOK JITTITHII Ta JITTHIILI.



®apmakoOuHamiyHa 0is

Po3yBacTtaTtuH 3HUXKY€ mifBUllleHUN piBeHb XonecTepury JIITHII, 3aransHOro XonecTepuHy Ta
TPUTJIiLIEPHUIB i MigBUINYE PiBeHb X0JIECTEPUHY JIIONPOTEIHIB BUCOKOI IminbHOCTI (XC-JITIBII). Bin
TaKO0XK 3MeHInye piBeHb anoB, XC-ueJITIBIL, XC-JITIOHII, TT-JITIIHII Ta miguInye piBeHb amoA-I.

PosyBacTtaTud TakoxX 3MeHInye criBBigHowmeHHs XC-JITTHI/XC-JITIBII, 3aransaoro XC/XC-JIITBII,
XC-meJITIBII/XC-JITIBI] Ta anmoB/amoA-I.

TepaneBTuuHu ePeKT NOCATAETHCS MPOTATOM 1 THXKHS IiCIIS MOYATKY 3aCTOCYBaHHS JiKapChKOT0
3aco0y, 90 % MakcuManbHOTO eDeKTy - yepel 2 TUKHi. MakcuManbHu# eheKT 3a3BUYai
OOCSTA€EThCA Yepes 4 THXKHI Ta TPUBAE Hamarli.

dapmakoKiHemuka.
BemokmyeaHHA

MakcruMasbHa KOHIIEHTPAllis po3yBacTaTHUHY Yy Mmia3Mi KpoBi (C,,,,) OCATAEThCS MPUONMU3HO Yepe3 5
TOJMH IIiCJIs IepopPajIbHOTO 3aCTOCyBaHHS. AGCOI0THA 6i0JOCTYIIHICTh CTAaHOBUTD MpuOnMu3Ho 20 %.

Po3noodin

Po3yBacTaTvH 3HAYHUM YMHOM 3aXOIIJIIOETHCS MTEUiHKOI0, TKa € OCHOBHUM MiCILIEM CUHTE3y
xonecTepuHy Ta Kiipercy XC-JITTHII. O6’eM po3noxiny po3yBacTaTUHY CTAHOBUTH NpUONIuU3Ho 134 1.
[Tpu6nusno 90 % po3yBacTaTHHY 3B'A3YETLCS 3 O6iTKaMu MJIa3MU KPOBi, TepeBaxHO 3 anb0yMiHOM.

Memaboai3m

Po3yBacTaTuH 3a3Hae He3HAYHOT0 MeTabomiamy (mpubmusuo 10 %). [MocmigxkeHHss MeTaboi3My in
Vitro i3 BUKOPHCTAHHSIM TelaTOIUTIB JTIONUHY CBiI4aTh, III0 PO3yBAaCTATUH € CTAa0KUM CyOCcTpaToM
niist MeTabo1i3My Ha OCHOBi (hepMeHTiB uToxpoMmy P450. OCHOBHUM 3afisHUM i30pepMEeHTOM €
CYP2C9, memio meH1ny ponb BigirpatoTs 2C19, 3A4 ta 2D6. OCHOBHUMM BU3HAaUeHUMHU MeTabosiTaMu
€ N-mecMeTuI0BUY Ta TAaKTOHOBUM MeTabomiTi. N-gecMeTun-metabommit npudnu3so Ha 50 % MeHIn
AKTHUBHUH, HiXK PO3yBAaCTATHH, TAKTOHOBUH MeTabO0IiT BBAXKA€ThCS KIiHIYHO HeaKTHBHUM. Ha
po3yBacTaTuH npumnanae Oinbiae 90 % akKTUBHOCTI IUPKYMI0I04oro inribiTopa I'MI-KoA-penykTasu.

BusedenHs

[MTpu6nusno 90 % mo3u po3yBacTaTUHY BUBOLUTHCS Y HE3MIHEHOMY CTaHi 3 KajioM (pa3oM BCMOKTaHa
Ta HEBCMOKTaHa [Iif0Yya pe4yoBMHA), PellTa BUBOOUTHCS 3i ceuero. [Ipubnu3Ho 5 % BUBOOUTHCS 3i
ceuelo y He3MiHeHi# popmi. [Tepion HamiBBUBeIeHHS i3 M1a3MU KPOBi CTaHOBUTHL NPUOIHU3HO 19
TOJUH i He 30iNbIIyeTHCSA IPU MifBUILIEHH] 103U. CepeHe reoOMeTpUYHE 3HAUEHHS KITipeHCy
JIiKapCchKOTo 3aco0y i3 Mm1a3Mu KpoBi cTaHOBUTH pubau3Ho 50 n/rox (koeditieHT Bapiatii - 21,7 %).
4k i mopo inmux iuriditopis I'MI'-KoA-penykTa3u, Ie4iHKOBe 3aXOIJIEHHS PO3yBaCTaTUHY
BimOyBaeThCs 3a yyacTio MeMOpaHHOTo TpaHcnopTepa OATP-C, sikuit Bifirpae BaXKJIuBy pOib y
MIeYiHKOBIM eNliMiHalLil po3yBacTaTUHY.

JIiHitiHicmb

CucTeMHa eKCIIO3UIlig PO3yBacTaTUHY 30iNIbIIYETLCS MPOMOPIIiHO H03i. [Ipu 6araropa3oBoMy
IIOEHHOMY 3aCTOCYyBaHHI mapaMeTpu (HapMaKOKiHEeTHKY He 3MiHIOIOTHCS.

Ocob.uei epynu nayieHmia



Bik ma cmamwv

He cnocrtepiranocs KiiHiYHO 3Ha4yIIOTo BIUIUBY BiKy ab0 cTaTi Ha papMaKOKiHETUKY PO3yBacCTaTUHY
y mopocnux. PapMakoKiHeTHKa PO3yBaCTaTUHY y OiT€H Ta MifJIiTKIB i3 reTepO3UTr0THOIO CIMENHOI0
rinepxonectepuHeMieo 6yna momi6HoI0 10 GapMaKOKIiHETUKHY Y TOPOCIHUX JOOPOBOJIBINB (IUB. PO3Min
«JliTI»).

Paca

HocmimxeHHsT papMaKOKiHETUKY BUSBUIIH, 110 Y MAIliEHTIB MOHTOJIOIOHOI pacu (SIMOHIIIB, KUTAUIIIB,
Gbinminminiie, B'€THAMIIB Ta KOPEUIliB) MefiaHHI 3HaYeHHS IIJIOIII ITifl PapMaKOKiHETUUYHOI0 KPUBOIO
«KOHIIeHTpanisg-yac» (AUC) Tta C,,, TpubIM3HO BABIYi BUII, HiXK y €EBPOTEHIIB; Y iHOINIIB MemiaHH1
3nauenHa AUC ta C,,, migBuieHi npubnu3Ho B 1,3 pasa. AHami3 nonynsaninHol (apMaKOKiHETUKY HE
BUSIBUB KJIIHIYHO 3HAQYYIOl Pi3HHUILL MiX Ial[ieHTaMU €BPOIIEOIAHOI Ta HETPOIJHOI pac.

ITopyweHHA PYHKUIT HUPOK

Y mocnifKeHHI y NAIli€HTiB i3 Pi3HUM CTyIeHeM NOpPYyIIeHHS (PYHKII1 HUPOK 3MiH IJ1a3MOBUX
KOHIIeHTPaIliil po3yBacTaTuHy abo N-mecMmeTun-metabosmiTy B ocib 3i c;1abkoi0 41 MOMipHOIO
HEeJIOCTaTHICTIO Bil3Ha4YeHO He 0ys10. Y malieHTiB i3 TAXKKUMU IOPYIIeHHAMH QYHKIII HUPOK (KJTipeHc
KpeaTuHiny < 30 MJI/XB) IIJTa3MOBi KOHIIEHTpallii po3yBacTaTHHY Oynu B 3 pa3u BUllli, a piBeHb N-
necMeTun-MeTabomiTy B 9 pa3iB BUILIUY, HiXK y 3M0POBUX JOOPOBOJIBIIB. PiBHOBAXKHI MI1a3M0Bi
KOHIIEHTpallil po3yBacTaTUHY Y Malli€HTiB, SKi mepe0yBaoTh Ha reMofianisi, 6ymu mpubiau3Ho Ha

50 % BUIIMMH, HiXK Y 300OPOBUX OOOPOBOJIBIIIB.

IMopyweHHA pyHKUII neviHKu

Y mocnifKeHHi XBOPUX i3 Pi3HUM CTyIeHeM IOpYyIIeHHS PYHKI] eYiHKN 03HaK MiIBUILEHO]
€KCIO3H1il po3yBacTaTUHY He OyJI0 BUSBIIEHO Y MAlli€HTIB, CTaH SKUX OIiHIOBaBCS y 7 abo MeHIIe
6amiB 3a mKkanoio Yainmga-I1'10. OnHaK y OBOX MAIli€HTIiB, ki HabOpanu 8 Ta 9 6asiB 3a KO0
Yaiinpa-I1'10, cucTeMHa €KCIIo3ullis OyJia IoHaMeHIIle BABiYi BUIlla, HiXK y MaIli€HTiB i3 MeHIIUMHU
6anamu. [ToCBif 3aCTOCyBaHHS pO3yBacTaTUHY IallieHTaM, CTaH SKUX OI[IHIOEThCS Yy Oinblie HiXK 9
OasniB 3a mKkanoto Yaiinga-I1'1o, BigcyTHiH.

I'enemuyHul noaimopgpiam

Po3snogin inri6iTopis 'MI'-KoA-penyKTa3u, B TOMY YHCJIi pO3yBaCTaTHHY, BifOYBaETLCS 3@ y4acCTIO
tpaHcnopTHuX 0inkiB OATP1B1 ta BCRP. Y nanienTis i3 renetuunum nosnimopdizmom SLCO1B1
(OATP1B1) Ta/a6o ABCG2 (BCRP) icHye pu3uK MigBUIIEHO] €KCII03Ullil po3yBacTaTUHY. [Ipu OKpeMux
dbopmax nmonimopdizmy SLCO1B1 ¢.521CC ta ABCG2 c.421AA AUC po3yBacTaTUHY MifABUIIlEHA
nopiBHAHO i3 reHotunamMu SLCO1B1 ¢.521TT a6o ABCG2 ¢.421CC. CnelianbHe TeHOTUITYBAHHS Y
KJTiHiuHi# TpaKTuUIl He mepenbaydeHe, aje MalieHTaM i3 TaKUM TOJTiMOP(i3MOM PEeKOMEHTYEThCS
3aCTOCOBYBATH MeHIIy f000BY 03y JIiKapchKoro 3acofy Osanexc®.

Himu

IBa mocrnimxkeHHsS dpapMaKOKiHETUKY PO3yBacTaTUHY (y BUTTIALi TabneToK) y miTen i3
reTepo3Ur0THOIO CiIMEHHOIO TimepxoiecTepuHeMicio BikoM Bim 10 go 17 pokiB abo Bikom Bif 6 mo 17
POKIiB ITOKa3asu, 1[0 eKCI03KIligd IperapaTy B fiTel HUK4Ya a0o mofidHa J0 eKCII03Ullil y IOPOCIuX
nauieHTiB. Ekcmo3uilisi posyBacratuny Oyna mepenbadyBaHOO BigIOBIIHO A0 AO3U Ta TPUBAJIOCTI
IPUHOMY IPOTATOM OifIbII HiXK 2 POKU CIIOCTEPEKEHD.



Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.
JIixyeaHHA 2inepxosecmepuHemil

IopocnuM, miAmiTKaM Ta AiTSM BiKOM Bifi 6 POKiB i3 TepBUHHOIO TinepxoaectepuneMieio (tTumy Ila, B
TOMY YHCJIi 3 TeTePO3UTOTHOIO CiMeHOI0 TinepxonecTepruHeMieio) abo 3MillIaHo0 AUCimifeMieio
(Tuny IIb) K HOTIOBHEHHS [0 AIETH, KOJIU NOTPUMAHHS [i€TU Ta 3aCTOCYBaHHS iHIINUX
HeMeIWKaMeHTO3HUX 3ac00iB (Hampukian, ¢Gi3uuYHUX BIIPaB, 3HUKEHHS MaCH Tila) € HeHOCTaTHIM.

IopocnuM, miamiTKaM Ta OiTsSM BiKOM Bif 6 POKiB Ipu TOMO3UTOTHIN CiMelHil rimepxonecrepuHeMii
K [OTIOBHEHHS [0 Mi€TH Ta iHIINX Jiif03HUKYBaIbHUX JTiKapChKUX 3ac00iB (Hanpukiap, apepesy
JITTHIIT) a6o y BuMagKax, KOJIM TaKe JiKyBAHHS € HEIOPEYHUM.

IIpoghinakmuka cepuego-cyOuUHHUX NOPYWEHb

3anobiraHHs 3HAYHUM CepIeBO-CYOUHHUM MOPYIIEHHSAM Yy MallieHTiB, AKUM, 3@ OLiHKaMHU, 3aTPOXKYE
BUCOKUH PU3MK [IEPIIOTrO BUNAAKY CEPLEBO-CYIUHHOIO IOPYILIEHHS (IUB. PO3MiN
«PapMakoamHaMiKa»), IK JOTIOBHEHHS [0 KOPEKIIil iHKX (PaKTOpiB PU3UKY.

IIpomunoka3aHHs.
Jlikapcekuit 3aci6 O3anekc® IPOTUIIOKA3aHUI:

- TAIliEHTaM i3 MiBUIIIEHOI0 YYTIHUBICTIO 10 PO3yBacTaTUHY ab0 10 Oyab-sIKOi 3 OTTOMiXKHUX PEYOBUH
JiKapchKoro 3acoby;

- TallieHTaM i3 aKTUBHUM 3aXBOPIOBAHHSIM II€4iHKY, B TOMY YHCJIi 3i CTIMKUM MigBUILIEHHIM
CHPOBATKOBUX TpaHCaMiHa3 HEBiloMol eTiooril Ta 6yAb-IKKUM MigBUIIEHHSIM TpaHCcaMiHa3 y
CHPOBATIIi KPOBi, 110 Y 3 pa3u IIepeBUlllye BepXHIO MexXy HopMmu (BMH);

- TIAI[iEHTaM i3 TSXKKUMU IOPYyIIeHHAME QYHKII HUPOK (KJTipeHC KpeaTHHiHY < 30 M/XB);
- IIallieHTaM i3 MioIaTielo;

- TalfieHTaM, sIKi OMHOYaCHO oTpuMyBaiu KombiHalliio codpocOyBip/BenmaTacBip/Bokcunamnpesip (IUB.
po3min «B3aemMomist 3 iHIMMMY TiKapChKUMHU 3acobaMy Ta iHII BUOU B3a€EMOMIIN»);

- TIalieHTaM, gKi ODHOYaCHO OTPUMYIOTh LIUKIJIOCIIOPUH;

- y niepiof BariTHOCTI Ta FOAYBaHHS IPYA0, @ TAKOXK XKiHKaM PEeIpOAYKTUBHOIO BiKY, SKi He
3aCTOCOBYIOTh HaJleKHi 3aC00M KOHTPAIETIIi.

o3a 40 Mr mpoTuIiOKa3aHa IallieHTaM 3i CXUJIbHICTIO 10 MiomaTii/pabmomioniay.
o dbaxTopiB TAKOr0 PU3UKY HajleXkKaThb:
- IOMipHe NMOpYyIIeHHS QYHKIIl HUPOK (KJIipeHC KpeaTuHiny < 60 MIi/XB);

- TIIOTHPEO3;



- HasIBHICTh B 0C06I/ICTOMY abo POOVMHHOMY aHaMHe31 CIIagKOBUX M’ SI30BUX 3aXBOPIOBAHE,

- HasBHICTb B aHaMHe3i MiOTOKCUYHOCTIi Ha TJIi 3aCTOCyBaHHS iHmuX iHribiTopiB I'MI-K0A- penykTasu
abo ¢ibparis;

- 37I0BXKMBAHHS alIkKOT0JIEM;

- CUTYalil, 1110 MOXKYTh IIPU3BECTHU [0 MiBUIIIEHHS KOHIIEHTpallii TikapCchKoro 3aco0y B IJia3Mi KPOBi;
- HalIeXHiCTb 0 MOHTOJIOIAHOI PacH;

- CYIIyTHE 3aCTOCyBaHHS ¢ibpaTis.

(OuB. po3minu «®apMakoKiHeTHKa», «B3aeMofis 3 iHIMMHU JTiKapChKUMU 3ac00aMu Ta iHIIN BUOK
B3aeMofii» Ta «OCoBIUBOCTI 3aCTOCYBAaHHS»).

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
Bnaue cynymHix npenapamis Ha po3y8acmamuH
IH2i6imopu mpaHcnopmHux biakie

Po3yBacTaTuH € cyOCTpPaTOM [Jid AeSKUX TPAHCIOPTHUX OiNIKiB, y TOMY YMCIIi TeYiHKOBOTO
TpaHcnopTepa 3axomnerHHs OATP1B1 ta edpmiokcHoro Tpancrnoprepa BCRP. OpHovacHe
3aCTOCyBaHHS PO3yBacTaTUHY 3 TiIKapChKUMU 3acobaMu, 110 IPUTHIYYIOTH IIi TPAHCIIOPTHI OiNKH,
MOXKe NPU3BOAUTH [0 MiABUIEHHS KOHIIEHTPAIlil pO3yBaCTaTUHY B IJIa3Mi KPOBi Ta 30iIbIIeHHS
pu3uKy Mionarii (muB. po3minu «B3aemopmis 3 iHIMMU TiKapChKUMU 3aco0aMH Ta iHIII BUIU
B3aemofiii», «OcoOnMuBOCTi 3acTocyBaHHA» Ta «CIocib 3aCcTOCYBaHHS Ta HO3U», TaOIHIIO).

HuxaocnopuH

Y nepiop CynyTHBOTO 3aCTOCYBaHHS PO3yBaCTaTUHY Ta LUKJIOCIOPUHY 3Ha4eHHsA AUC po3yBacTaTuny
Oynu B cepemHbOMY NPUONMU3HO y 7 pas3iB BUIIMMHU, HiX Ti, SKi CIOCTepiraaucs y 3M0poBUX
noOpoBobLIiB (HUB. TaOnuio ). Po3yBacTaTWH MPOTUIIOKA3aHUM MallieHTaM, SIKi OTHOYAaCHO
OTPUMYIOTh IIUKIJIOCIIOPHH (IuB. po3ain «IIpoTunoka3anHa»).

CynyTHe 3aCTOCYBaHHS He BIIJIMBAJIO Ha KOHIIEHTPALil0 IUKIJIOCIOPUHY B IJ1a3Mi KpPOBI.
IH2i6imopu npomea3su

Xo4a TOUHMHM MexXaHi3M B3a€MO/Iil HEBiTOMUM, OQHOYACHE 3aCTOCYBaHHS iHTi6iTOPiB MpoTea3u Moxe
3HAYHO 30i/bIITyBaTH €KCIIO3UIIiI0 PO3yBacTaTUHY (ouB. Tabnuio). Hanmpukmiam, y gocmigKeHHi
(dbapMaKOKiHETHKM OfHOYacHe 3acTocyBaHHsA 10 MI po3yBacTaTHHY Ta KOMOiHOBAHOT'O JIiKapChKOTO
3aco0y, 1o micTuB ABa iHribiTopu mpoteasu (300 Mr aTazaHaBipy/100 Mr puToHaBipy), Y 30OPOBUX
no6poBobLiB cynpoBoaxKyBasocs migsuineHHsaM AUC ta C,,, po3yBacTaTuHy mpuOiu3Ho B 3 Ta 7
pasiB BigmoBigHO. OmHOYACHE 3aCTOCYBaHHS PO3YBAaCTAaTHHY Ta HesSKUX KoMOiHali iHribiTopiB
IpOTeas3y MOXKIIKBE IiC/ PeTelbHOro 06MipKyBaHHS KOPEKIIil J031 JTiKapchKoro 3acofy Osanekc”® 3
OTJIAMY Ha OYiKyBaHe 3POCTaHHS €KCIIO3UIlil po3yBacTaTUHY (AUB. po3ainu «B3aeMopis 3 iHmMMU
JMiKapChKUMH 3acobaMu Ta iHIIi BUOM B3aeMomini», «Oco0IMBOCTI 3aCcTOCyBaHHA» Ta «Cmocio
3aCTOCYBaHHS Ta [03U», TAOHUIIIO).

I'em@ibpo3us ma iHwi ainido3HUNHCYBANbHI 3ac0OU



OpHOoYacHe 3aCTOCYBaHHSI po3yBacTaTUHY Ta remdiopo3uny mpusBoauio no 3poctanHs AUC ta C,,,
po3yBacTaTUHY B 2 pa3u (OuB. po3Min «Oco6IUBOCTI 3aCTOCYBaHHSI»).

3Baxkar4y Ha [aHi ClelialbHUX JOCITiAXKeHb, GapMaKOKiHETUYHO 3HAYYII0l B3aEMOII 3
dbenodiOpaTOM He 0UiKYETHCS, OQHAK MOXKJIMBa hapMaKoAuHaMiuHa B3aemofis. ['empidpo3ur,
dbenodibpar, inmi pidbpatu Ta nimimo3HMKYBaNbHI o3u (> abo piBHi 1 r/mo0y) HianuHy (HIKOTHHOBOI
KMCJIOTH) 30iMbIIYI0Th PU3UK MiolaTil IpHU CYyNyTHEOMY 3aCTOCyBaHHI 3 iHribiTopamu I'MI'-KoA,
MMOBIpHO, 3@ PaXyHOK TOTO, III0 BOHY MOXYTh CIPHYUHSATH MiOIaTiio, KOJIM 1X 3aCTOCOBYIOTh OKPEMO.
Io3a 40 Mr npoTumokasaHa IIpu CyIyTHOMY 3aCTOCyBaHHi ¢piOpaTiB (quB. po3minu
«IIpoTunoka3zaHHsI» Ta «OCcOOIMBOCTI 3aCTOCYBaHHS»). TaKUM IallieHTaM TaK0XK CJIif] TOYUHATH
Tepalriio 3 031 5 MT.

E3emumib

OpHOYacHe 3aCTOCYBaHHS PO3yBacTaTHUHY B 03i 10 Mr Ta e3etumiby 10 Mr namieHTam i3
rinepxonectepuHeMieio nmpu3Boauno no 3pocranus AUC po3yBacTaTuny B 1,2 pa3a (auB. TaOnuio).
He MoxXHa BuKIIO4aTH (hapMaKogHHaMiYHOI B3a€MOIil MiK po3yBaCTaTUHOM Ta €3eTUMiOOM, II10
MOXKe MPU3BECTH 00 HebaxKaHuX ABUIMI (OUB. pPo3ain «OcoOMMBOCTI 3aCTOCYBaHHSA»).

AHMauuoHi aikapcwki 3acobu

OpHOYacHe 3aCTOCYBaHHA PO3yBaCTaTUHY i3 CyCIEH3iIMU aHTALUIIB, 1110 MICTATh FiAPOKCUL
asoMiHil0 ab0 MarHilo, 3HMKYBaJIo KOHI[EHTPAIlil0 po3yBacTaTUHY B IJIa3Mi KpPOBi IpubOIM3HO Ha
50 %. Lle#t edekT OYB MeHII BUPaXeHUM Yy pa3i 3aCTOCYBaHHS aHTAlUIHUX 3ac00iB uepe3 2 TOOUHU
micns po3yBacTaTuHy. KimiHiuHa 3HAUYLIiCTS ITi€l B3a€MOLil He BUBYAaCH.

EpumpomiyuHx

OpHOYaCHe 3aCTOCYBaHHS pO3yBaCTaTUHY Ta ePUTPOMINMHY 3HKUXKYBasio AUC po3yBacTaTuHy Ha
20 %, a C,,, - Ha 30 %. Lig B3aeMopisi MoxKe OyTH CIIpUYNHEHA ITOCUIEHOI0 ITePUCTATbTUKOI0
KUIIIEYHUKY BHACIIIOOK [Iil epUTPOMIIUHY .

Tukaepesnop

Tukarpesnon Moxe CIPAUYUHATA HUPKOBY HEIOCTATHICTh 1 MOXKe BIIJIUBATA HAa HUPKOBY €KCKpellilo
pO3yBacTaTHHY, 30iIbINYI0YN PU3UK HOT0 HAKOMUYEHHS. Y OesKUX BUMAfKaX CIiTbHUN IPUAOM
TUKarpeJiopy Ta po3yBacTaTUHY IPU3BOAUB [0 3HUKEHHS QYHKII HUPOK, IiBUIIEHHS PiBHS
kpeaturdochokinasu (KOK) ta pabmomiosnizy. PekoMeHIyETHCS TPOBOAUTH KOHTPOJIb (PYHKITI HUPOK
Ta piBHsA KOK mpu ogHOYaCHOMY 3aCTOCYBaHHI TUKArpesopy Ta po3yBaCTaTUHY.

®epmenmu yumoxpomy P450

Pe3ynbpTaTu gocmigKeHs in vitro Ta in vivo cBig4arTh, 1I0 pO3yBacTaTUH He iHTiOye i He CTUMYIIIOE
izopepmenTu nuToxpomy P450. OKpiM 110T0, pO3yBacTaTUH € CIaOKUM CyOCTPaTOM IUX
i3opepmeHnTiB. TakuM YUHOM, B3a€MOZI1 3 JTiKApCHbKUMHU 3aco0aMy B Pe3yJibTaTi MeTabomi3my,
onocepenkoBanoro P450, He ouikyeTbcs. He crioctepiranocs KiIiHIYHO 3HAYYIIUX B3a€EMOMIN MixK
po3yBacTaTUHOM Ta ¢pykoHazosoM (iuribitopom CYP2C9 ta CYP3A4) a60 KETOKOHA30JI0M
(inri6iTopom CYP2A6 Ta CYP3A4).

B3aemodii, wo sumazarome Kopekuii 0o3u posysacmamuHy (0us. makodxc mabauuio)

[Tpu HeoOXigHOCTI 3aCTOCYBaHHS PO3yBaCTATUHY 3 iHIIMMHU JIiKapChKUMHU 3acobaMu, 30aTHUMU
IiABHUINYBATH MOT'0 €KCIIO3MUIIif0, O3y PO3yBacTATHHY MOTPIOHO CKOPUTYBATHU. AKIIO OUiKYETHCS, 110



AUC nikapcpkoro 3aco0y 3pocTe npubnu3Ho B 2 abo Oinblle pa3iB, 3aCTOCYBaHHS PO3yBaCTaTUHY
CyIif moyrHaTH 3 703U 5 MT 1 pa3 Ha mo6y. MakcumanbHy 1000BY 103y PO3yBaCTaTUHY MOTPiOHO
CKOPHUTYBaTH TAaKUM YMHOM, 11106 HOT0 OYiKyBaHa €KCIIO3Ullis He IepeBUIyBajla eKCI03uIliio, 1110
Big3HavaeThCA Ipu npuiiomi mo3u 40 Mr/oo0y 6e3 3acToCcyBaHHS JIiKapChbKuX 3aco0iB, 1110
B3aEMOJIIOTE i3 TiKapChKUM 3aC000M; HAIPUKJIIaf, IIPX 3aCTOCYyBaHHi 3 reMdpibpo3unoM nosa
po3yBacTaTuHy ctaHoBuTUMe 20 MT (30inbIeHHS eKcno3ullil B 1,9 pa3a), mpu 3acToCyBaHHi i3
KoMOiHaliel puToHaBip/aTaszaHasip - 10 mr (36inemenHd B 3,1 pasa).

fAxmo nikapcekui 3aci6 36inmpirye AUC po3yBacTaTUHY MEHII HiX y 2 pa3y, II0YaTKOBY 03y
3MEHIITyBaTH He MOTPiOHO, ajie CIifl OTPUMYBATUCS 00€PEKHOCTI ITpu 30i/bIIIeHH] 103U JTIKapChKOTO
3aco0y O3zanekc® mo moxazn 20 Mr.

Tabnuis
BrnuB cymyTHiX niKapchkux 3aco6iB Ha €KCITO3UIIiI0 PO3yBaCTaTUHY

(AUC; B nopsaKy 3MeHIIEeHHS BeIMYMHY) 3a ONMy0J1iKOBaHUMU JaHUMU KITIHIYHUX [OCTiIXKEeHb

36inbmenns AUC po3yBacTaTuHy B 2 pa3u abo 6inblle, HiX y 2 pa3u

PexuM mo3yBaHHS JIiKapChbKOTro 3aco0y, 110 B3aeMofie Pexxum mo3yBanHs  3minu AUC
pO3yBacCTaTUHY po3yBacTaTuHy™*

CodocOyBip /BenmaTacBip/BoKCHUIAIPEBIP 10 mr, ogHopa3oBa 1 7,4 pasa

(400 mMr-100 mr - 100 mr) Bokcunamnpesip (100 mr) 1  gosa

pas Ha mo0Oy mpoTtsarom 15 gHiB

LuknocnopuH Bifg 75 Mr 2 pa3u Ha fo0y go 200 mr 2 10 mr 1 pa3 Ha goby, 1 7,1 paza

pas3u Ha moly, 6 micsiB 10 pgHiB

Hapomyramin 600 Mr 2 pa3u Ha go0y, 5 OHIB 5 Mr, ogHOpa30Ba 15,2 pasa
nosa

Peropadeni6 160 mr 1 pa3s Ha go0y, 14 nHiB 5 Mr, ogHOpa3oBa 1 3,8 pasa
nosa

Arazanasip 300 mr/putonasip 100 mr 1 pa3 Ha mo6y, 10 mr, omHopa3oBa T 3,1 pasa

8 mHiB no3a

Bemnmaracsip 100 mr 1 pa3 Ha moby 10 mr, omHOpa3oBa 1 2,7 pasa
nosa

OwmbiTacBip 25 mr/maputanpesip 150 Mr/puToHaBip 5 Mr, ogHOpa3oBa 1 2,6 pasa

100 mr 1 pa3 Ha moOy/macabysip 400 Mr 2 pa3u Ha oo3a
no0y, 14 guiB
I'pa3omnpesip 200 mr/enbacsip 50 mr 1 pa3 Ha moby, 10 mr, ogHOopa3oBa T 2,3 pa3a

11 puis posa

I'nekanpesip 400 mr/mi6penTacsip 120 mr 1 pas3sa 5 mr 1 pa3 Ha mo6y, 1T 2,2 paza

noOy, 7 mHiB 7 ouiB

Jlominagip 400 mr/putonasip 100 mr 2 pa3u Ha goOy, 20 mr 1 pa3 Ha moby, T 2,1 pasa

17 nouiB 7 OHiB

Kmnonigorpens 300 mr, notim 75 Mr 4epe3 24 roguau 20 Mr, ogHOpa3oBa 1 2 pasu
no3sa

T'em¢i6bpo3un 600 Mr 2 pa3u Ha fo0y, 7 OHIB 80 mr, ogHopa3zoBa T 1,9 pa3sa
no3sa

36inbienHs AUC po3yBacTaTUHY MeHILE HiX y 2 pa3u
PexuM mo3yBaHHS JIiKapChKOTo 3aco0y, 110 B3aeMofie Pexxum mo3yBanHs  3minu AUC
pO3yBacCTaTUHY po3yBacTaTUHY*



Entpomb6omnak 75 mr 1 pa3 Ha go0y, 5 #HiB 10 Mr, omHOpa30Ba 7 1,6 pasa

mo3a

Hapyuasip 600 mr/putonasip 100 mr 2 pa3u Ha fo6y, 10 mr 1 pa3 Ha goOy, 1 1,5 paza

7 mHiB 7 OHIB

Tunpanasip 500 mr/putoHasip 200 Mr 2 pa3u Ha f00y,10 Mr, ogHopa3oBa T 1,4 pasa

11 nuis Io3a

Iponenapon 400 Mr 2 pa3u Ha 700y Hesigomo 11,4 pas3a

ITpakona3zon 200 Mr 1 pa3 Ha mo6y, 5 gHiB 10 mr, opaopa3oBa 1 1,4 pa3za **
mo3a

E3etumi6 10 mr 1 pa3 Ha fo0y, 14 oHiB 10 mr 1 pa3 Ha goby, T 1,2 pasza **
14 nHiB

3uuxenHsa AUC po3yBacTaTUHY
PexuM mo3yBaHHS JIiKapCchKOT0 3aco0y, 110 B3aEMOfIi€ PexkuM [103yBaHHS 3minu AUC

pO3yBacTaTUHY po3yBacTaTUHY™*
Eputpowminus 500 mr 4 pa3u Ha 100y, 7 OHIB 80 mr, ogHopaszoBa | 20 %

mo3a
Batikanin 50 mr 3 pa3u Ha 1o0y, 14 gHiB 20 Mr, ogHOpa30Ba 147 %

mo3a

* IlaHi, IpefcTaBieHi SIK 3MiHa B X pa3iB, ABISAIOTH COO0I0 CIiBBITHOIIEHHS MiX 3aCTOCYBaHHSIM
po3yBacTaTHHy y KoMOiHa1il Ta okpeMo. [aHi, pefcTaBnieHi y BUrismi % 3MiHu, SABISII0TH C06010 %
Pi3HULIIO BiTHOCHO IMOKAa3HUKIB IIPU 3aCTOCYBaHHI PO3yBacTaTUHY OKPEMO.

30i/IbIIeHHS IT03HAYEHO 3HAUYKOM 1, 3MEHIIeHHd - | .

** ByJo mpoBefieHO KinbKa [OCTiIKeHb B3aEMO[Iii ITpX Pi3HUX J03aX PO3yBaCTaTHHY, B TaONUIli
I0JlaHO HaMbibII 3HAYYIlle CIIiBBiIHOIIEHHS.

Jlikapceki 3acobu /KoMObiHarii, SKi He Manu KJIiHiYHO 3HAYYIIOTO BIIMBY Ha criBBigHOmeHHS AUC
po3yBacTaTHHY IIPH OOHOYAaCHOMY 3aCTOCyBaHHi: ajneryita3ap 0,3 Mr 7 mHiB; ¢peHodibpaT 67 Mr 7
nHiB 3 pa3u Ha 0oO0y; prnykorason 200 mr 11 gHi 1 pa3 Ha moby; ¢ho3amnpenasip 700 Mr/puToHaBip
100 mr 8 guiB 2 pa3u Ha go0y; KeTokoHa3omn 200 Mr 7 mHiB 2 pa3u Ha moby; pudammin 450 Mr 7 gHiB
1 pa3 Ha moby; cunimapus 140 mr 5 guiB 3 pa3u Ha 0o0y.

Bnaue po3ysacmamuHy Ha cynymHi Aikapceki 3acobu
AHmazoHicmu simamiHy K

4k i mopo inmux iHriditopis I'MI'-KoA-penykTa3u, Ha I0YaTKy 3aCTOCYBaHHS PO3yBacTaTHHY a0do
IIpU MigBUINEHHI KO0 JO3M Yy Malli€HTIB, SKi OMHOYACHO 3aCTOCOBYIOTh aHTArOHiCTH BiTaminy K
(Hampukian, BapbapuH abo iHIME KyMapUHOBUY aHTUKOATYJISHT), MOXKJIUBE MiIBULIEHHS
MiKHapOgHOTO HOpMasni3oBaHoro criBBigHoieHHsa (MHC). [IpunuHeHHS 3aCTOCYBaHHS
po3yBacTaTHHY a00 3MeHIIeHHs HOoro 03U MOoXKe Mpu3BecTu Ao 3HuKeHHSI MHC. ¥ Takux Bullagkax
OaxkaHWM HanexHU MoHiTOpuHT MHC.

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

OpHOyYacHe 3aCTOCYBaHHS PO3yBaCTaTHUHY Ta IIepOpaJbHUX KOHTPALIEIITUBIB IIPU3BOAMUIIO 0
nigsuinenss AUC eTuHinecTpaaiony Ta HoprecTpeny Ha 26 % ta 34 % BianoBigHo. Take MigBUILIEHHSA
piBHA y IIJTa3Mi KPOBi CITifl BpaxoByBaTH IIPH Mi00pi 4031 ITepopaJibHUX KOHTPALeNTUBIB. [laHUX
mopo hapMaKOKiHETHKH JIiKapChKUX 3aC00iB y MAIli€HTIB, AKi OMHOYACHO 3aCTOCOBYIOTh
po3yBactaTuH Ta I'3T, HEMae, TOMy He MOXKHa BUKITIOUATH Momi0HOro edekTy. OgHak KoMOiHallis



IIIMPOKO 3aCTOCOBYBaacs XKiHKaM y paMKax KITiHIYHUX [OCTigXKeHb i mepeHocunacs mobpe.

IHwi nixkapcvki 3acobu

Huz2okcuH

3a JaHWMU CleliaJbHUX JOCTiAXKeHb KJIiHIYHO 3HaYyII0l B3aEMOZIi]l 3 AUTOKCUHOM He 0YiKy€EThCH.
dy3udosa Kucaoma

IocmigXeHHsT B3aEMO{Iii po3yBaCTaTUHY 3 (Py3UI0BOIO KMCIOTOI HE MMPOBOAUNNCS. PU3MK Mionarii, y
T.4. 3 pabmomionizom, Moxke OyTH 306iNbIIeHNI BHACTIOK CYTyTHHOTO 3aCTOCYBAHHS CUCTEMHOI
Gy3umoBoi KUCTIOTH 3i cTaTWHaMU. MexaHi3M 1iel B3aeMofii (hapMakoguHaMiuHui abo
dhapMakokiHeTHuHMH, a0 i Te i iHIIe) moTenep He 3’scoBaHui. [ToBimomsnocs mpo pabmomionis
(30KpeMa mesiki TeTanbHi BUMIQ[KK) y TAIL€HTIB, SIKi OTPUMYBaJH 1110 KOMOiHaIlito.

[TamieHTaM, y SKMX 3aCTOCyBaHHSI CUCTEMHOI (y31UJ0BOI KMCIIOTH BBAXKa€ThCS HEOOXimHUM,
JIIKyBaHHS PO3yBaCTaTUHOM CJIiJ IPUIUHUTYA Ha BeCh TEPMIiH JIiKyBaHHS (Py3UL0BOI0 KUCIOTOIO.
Taxkox muB. po3min «Oco6IMBOCTI 3aCTOCYBAHHS».

Himu

HocmimKeHHS B3aEMOIii MPOBOAUINCSA NTHIlle V Hopocnux. CTymiHb B3aeMOil y AiTel HeBiTOMUM.

Oco06.1ueocmi 3acmocyeaHHs1.
Bnaues Ha HuUpku

[TpoTeinypis, BUSIBIIEHA Y pPe3yJIbTaTi aHalli3y 3a TECT-CMyKKaMU Ta IIepeBakKHO KaHaJIbIIEBOTO
MIOXOMXKEHHS, CIIOCTepiranacs y Mali€HTiB, Kl JIKyBalIuCs BUIIMMU A03aMU PO3yBacTaTUHY, 30KpeMa
40 wmr, iy GinbiocTi BumapkiB Oyna TUM4acoBoio abo mepepuBdacTolo. [IpoTeinypist He Gymna
nIepefiBiCHUKOM I'ocTpoi abo mporpecyoyol XxBopobu HUPOK (auB. po3min «IT1o6iuHi peakiii»). HYacToTa
IIOBiIOMJIEHD IIPO CEPHO3Hi siBUIIa 3 00Ky HUPOK ¥ TOCTMapKeTHHTOBUX [OCIII>KEHHIX BUIIA NTPU
3acTocyBaHHi mo3u 40 Mr. Y naiieHTiB, sSKi mpuiMai0Th TiKapchKuit 3acib y mosi 40 Mr, cif
PETYIIPHO NEePEBIPATHA PYHKIIiI0 HUPOK.

Bnaue Ha CKe/semHy myckKyaamypy

[TopymienHs 3 60Ky CKeleTHOI MyCKyJlaTypy, HallpUKIaf Mianris, MionaTis Ta 3pifka pabmomionis,
CIIOCTEpIranucs y Malli€HTiB, IKi MpUiiMau PO3yBacTaTHH y OyOb-IKUX A03aX, 0COOIUBO GibIne

20 mr. [lyxe pigko Bumagku pabaoMioni3y Big3Hayanucs Ipu 3acTOCyBaHHI e3eTuMiby y Kombinarii 3
inribiropamu 'MI'-KoA-penykTa3u. He MoXXHa BUK/IIOYATH MOXKJIHUBICTh papMaKOmUHAMidyHOI
B3aeMopil (quB. po3min «B3aeMopmis 3 iHIMTUMY JTiKapChbKUMM 3aC00aM¥ Ta iHIIN BUOY B3aEMOIii»),
TOMY TakKy KoMOiHaIlilo CJTifl 3aCTOCOBYBaTH 3 00€pekKHiCTIO.

4K i mpu 3acTtocyBaHHi iHmux iHri6iTropie 'MI'-KoA-penykTasu, 4acToTa IOBiIOMIEHD ITPO BUIAAKU
pabmoMioni3y, OB’s1I3aHOT0 i3 3aCTOCYBaHHSAM PO3yBaCTaTHHY, y IIOCTMapPKETUHTOBHH Tepion Oyia
BUIIO0 IpH 703i 40 Mmr.

PigeHb kpeamuHKIiHa3u

PiBenb kpeatunkinasu (KK) He ciig BUMipioBaTH miciis 3HaYHUX (HisMYHUX HaBaHTaXXeHb a0o 3a



HasBHOCTI MOXKJIMBUX aJIbTEPHATUBHUX NMPUYUH MiABuileHHS KK, 1110 MOXYTh YCKIIagHIOBATH
iHTepmpeTaio pe3ynbTaTiB. AKino Buxigaui piBeHb KK 3HauHO migBuineHuu (> 5 pasis Buiie BMH),
IPOTSTOM 5-7 [HIB HE0OXigHO 3p0OUTH MMOBTOPHUM aHai3, 00 MigTBEpOUTH Pe3ynIbTaTH. AKII0
pe3yibTaTH MOBTOPHOT'O aHasli3y MifTBePAXKYIOTh, 110 BuxigHe 3HaueHHsT KK Oinbire HiX y 5 pasiB
nepesumye BHM, 3acTocyBaHHS JTikapChKOT0 3ac00y MOYHUHATH He CIIif.

ITeped noyamkom AiKyBaHHA

Po3yBacTartuH, §K i iHmii inribitopu 'MI-KoA-pegykTasu, ciifg 3 00epekHiCTi0 TpU3HaYaTH
nalieHTaM 3i CXUIbHICTIO 00 Miomatii/pabmomionidy. o haKTOpiB TAKOTO PU3UKY HasleXkKaTh:

- IOpPYIIEHHS (PYHKIIil HUPOK;
- rinoTupeons;
- HasIBHICTb B 0cobrucToMy a00 POAMHHOMY aHaMHe3i CTlafKOBUX 3aXBOPIOBaHb M’'3iB;

- HasABHICTb B aHaMHe3i MIOTOKCUYHOCTIi Ha TJIi 3aCTOCyBaHH iHIMX iHribiTopis I'MI-KoA-
penykTa3u abo ¢ibparis;

- 3JI0BXKMBAHHS aJIKOT'0JIEM;
- BiKk > 70 pOKiB;

- CUTYalil, 1110 MOXKYyTh IIPU3BECTHU [0 IiIBUILIEHHS PiBHS JIiKapChKOTro 3aco0y y ma3Mi KpoBi (IuB.
po3minu «PapMakKoKiHeTHUKa», «B3aeMomis 3 iHITUMHU JTiKapCbKUMM 3aco0aMu Ta iHIII BUOK
B3aeMofil» Ta «Crocib 3aCTOCyBaHHS Ta HO3U»);

- CYIIyTHE 3aCTOCyBaHHA ¢ibpaTis.

Y Takux Ialli€eHTiB II0B’sI3aHUY i3 MiKyBaHHSIM PU3UK IMOTPIOHO OI[iHIOBATH, IIOPiBHIOIOYH 3
OYiKyBaHOI0 KOPUCTIO; TaKOXK PEKOMEHAYEThCS KIIIHIYHUY MOHITOPUHT. AKIIO BUXigHUY piBeHb KK
3HAYHO mifgBUILeHuu (>5 pasis Buile BMH), nikyBaHHSI IOYKMHATH HE CIIif.

Y nepiod aikyeanHs

[TalieHTiB Clif MOTPOCKATH HEraHO IOBIIOMIISATH TIPO M’ g30Bui 6inb, cnabKicTh abo cygoMu
HeBiToMo1 eTiosIorii, 0COOIMBO SIKII0 BOHU CYIPOBOAXKYIOTHCS HE3AyKaHHAM a00 rapsiyko. Y Takux
nauieHTiB notpi6Ho BuMiptoBaTu piBeHb KK. 3acTocyBaHHS NTiKapchKOT0 3aC00Y CIIifl IPUIUHUTH,
skio pisenb KK 3nauno migBuinenuit (> 5 X BMH) a6o skio cumntToMu 3 60Ky M’s13iB TSIXKKi Ta
CIIPUYUHSIOTH IOJeHHUN TUCcKOoMMOPT (HaBiTh gKIo piBeHb KK < 5 X BMH). V pa3si 3HuKHeHHS
CHMIITOMIB Ta moBepHeHHS piBHA KK 10 HOpMU MoxKHa ITOHOBUTH Teparliio po3yBacTaTUHOM abo
anbTepHaTHBHUM iHTiOiTopoM 'MTI-K0A-penyKTa3u y HaliMeHIIIiN 103i Ta Mif peTeIbHUM HarjsamoM.

PerynsipHo nepeBipsitu piBeHbs KK y acuMnToMaTH4HUX TallieHTiB HeMae oTpebu. [yxKe pimko
TIOBiIOMJISINIOCS TIPO BUIIAAKK iMyHOOIIOCEPENKOBaHOI HeKpOoTH3ytodoi Mionartii (IOHM) mif gac abo
micis Teparmii ctaTuHaMU, B TOMY YuCi po3yBactaTuHoM. KniniunuMu nposBamu IOHM e cnabkicTh
TPOKCUMaJbHUX M’s13iB Ta MiABUILEHHS PiBHS KpeaTMHKiIHa3M Y CUPOBATILi KPOBI, 1110 36epiraeTbcs
HaBITh IiCJIA IPUIIMHEHHS 3aCTOCYBaHHS CTaTUHIB.

Y kniHiuHUX gocTigKeHHSX He OyJI0 OTPUMaHO J0Ka3iB MiIBULIEHOTO BIJIUBY Ha CKEJIETHY
MYCKYJIaTypy Y HEBEIHKOI KiJIbKOCTI MaIi€HTIB, SKi MpUIManyd PO3yBaCTaTHH Ta CYIyTHIi JTiKapChKi
3aco6u. OgHaK IifgBUINEeHHS YaCTOTH MiO3UTY Ta MiomaTil Bifl3Hayasocs y NallieHTiB, SKi npuiManu



inmi inribiTopu 'MI-KoA-pefnyKTa3u pa3oM i3 noxigauMu GpidpoeBoi KMCIOTH, B TOMY YHCHI 3
reMpiépo3usioM, UUKIOCIOPUHOM, HIKOTUHOBOIO KUCJIOTOIO0, a30JIbHUMU ITPOTUTPUOKOBUMU
mpernapaTamy, iHribiTopaMu mpoTeasu Ta MaKpomigHUMU aHTHOIoTUKamMu. ['eMdpibpo3usn migBuIye
PU3HUK MiolaTil Ipyu CyNmyTHbOMY 3aCTOCYBaHHi 3 geskuMu inribiropamu I'MI-KoA. Tomy
3aCTOCOBYBaTH PO3yBacTaTHH y KoMOiHallil 3 rem¢pibpo3unoM He peKOMeHAYeTbCSI. KopucTs
II0oflaibIIol 3MiHM PiBHA JIMIAIB IPU 3aCTOCYBaHHI po3yBacTaTHHY y KoMOiHatii 3 ¢ibpaTamu ab6o
HiallUHOM IIOTPiOHO pPeTeNbHO 3BaXKyBaTH IOPIBHSAHO 3 IOTEHI[INHUMY pPU3UKaMHU, IIOB’I3aHUMU i3
3aCTOCYBaHHSM Takux KoMmbiHauiit. [Jo3a 40 Mr mpoTUIIOKa3aHa IIpU CYIyTHbOMY 3aCTOCyBaHHi
¢dibpariB (muB. po3minu «B3aemois 3 iHIIMMY JTiIKapCHKUMU 3aco0aMu Ta iHIT BUOW B3a€EMOMiN» Ta
«ITobOiuHi peakirii»).

Po3yBacTaTuH He CJIifl 3aCTOCOBYBATH CIIiJIbHO 3i CHCTEMHUMH JIiIKapCbKUMHU 3aco0amMu Qpy3unoBoi
KHMCJIOTH ab0 IpOoTSIroM 7 OHIB Iicisd MPUIMHEHHS JTiKyBaHHS Gy3UI0BOI0 KUCIOTO0. [1allieHTaM, y
SKMX 3aCTOCYBaHHS CHCTEMHOI (py3KO0BOI KMCIOTH BBaXKA€EThCSI HEOOXIMHUM, JTiIKyBaHHS CTaTUHAMMU
CJIii IPUNMHUTY Ha BEChb TEPMiH JIiKyBaHHS (y3UA0BOI0 KUCIIOTO0. [ToBifoMIsAIoCs Ipo pabmoMionis
(y Tomy gucni 3adgikcoBaHO OeKiNbKa IeTarbHUX BUMAAKIB) ¥ MALiE€HTIB, SKi oTpuMyBanu KoMOiHallio
Gby3umoBOl KUCTIOTH Ta CTAaTUHIB (IUB. po3ain «B3aeMofia 3 iHIMMUMY TiKapChKUMM 3aco6aMu Ta iHIm
BUMHM B3aEMOTIN»).

[TarienTaM Ciifl MOpafuTH HETAWHO 3BEPHYTUCS 110 MEOUYHY [IOIIOMOTY, SIKIIIO BOHU BiIUyBalOTh OyOb-
SIKi CUMIITOMH M’5130B01 cmabkocTi, 60110 a6o XxBopoOMuBoi YyTNUBOCTI. Teparmito cTaTHHAMU MOXKHa
IIOBTOPHO TIOHOBUTHU Yepe3 7 [HIB MiC/Is OCTaHHBOI H03U QYy3UI0BOI KUCIIOTH. Y BUHATKOBUX
BUIIa[IKaX, KOl HeoOXigHa MpOoJIOHroBaHa CuCTeMHa (Py3uaoBa KUCI0Ta, HallpUKIIaA A7 JTiKyBaHHS
TSKKUX iHDeKIii, HeoOXimHICTh OQHOYACHOT'O 3aCTOCYBAHHS PO3YBACTATUHY Ta Py3UOOBOI KMCIIOTH
IIOBMHHA PO3TISANATUCS TiIbKU B KOXKHOMY KOHKPETHOMY BUNAAKY ¥ Iifi pETeIbHUM MEeTUUYHUM
HarIsgoM.

PosyBacTaTuH He CIlifi 3aCTOCOBYBAaTH MalliEHTaM i3 TOCTPUMH, CEPIO3HUMU CTaHaMH, 110 CBig4YaTh
Ipo MiomnaTiio a6o MOXKIUBICTb PO3BUTKY HUPKOBOI HEJOCTATHOCTI BHACIIMOK pabmoMioni3y (cemcuc,
apTepianbHa TimoTeH3is, BeJIMKe XipypriuHe BTpy4YaHHs, TpaBMa, TSXKKi MeTa0oJliuyHi, eHIOKPUHHI Ta
eJIeKTPOTITUYHI po3sagu abo HEKOHTPOJIbOBaHI CyooMH).

Tsxcki WKipHi nobiuHi peakuii

[Tpu 3acToCyBaHHI pO3yBacTaTUHY IOBIOMIISIOCS IIPO TSXKKi MKipHi mo0iYHi peakiiii, BKII0O4al0qn
cuapapoM CriBeHca - [IxkoHCcoHa (CCJI) Ta MeguKaMeHTO3HY peakliifo 3 e03UHOPIIIE Ta CHCTEMHUMU
nposiBaMu (DRESS), siKi MOXKyTb 3arpoKyBaTu XKUTTIO a00 MPU3BECTH IO JIeTaIbHOTO HAcHigKy. [1pu
IIpU3HAYEeHHI pO3yBacTaTUHY NallieHTaM CJIif OBiIOMJIATH IPO 03HAKU Ta CUMIITOMU TAKKUX
IIKIpHUX peaKlii Ta PeTeJIbHO CIIOCTepiratu 3a HUMU. [Ipu mosiBi 03HAK Ta CUMIITOMIB, 1110 BKa3yOTh
Ha IIi peakxilii, 3aCTOCyBaHHS PO3yBaCTATUHY MOTPIOHO HETAWHO MPUIIMHUTH Ta PO3TIISHYTH
arbTepHATHBHE JIiIKyBaHHS.

SIKII0 y IalieHTa IpY 3aCTOCYBaHHi JTiKapchKoro 3acoby Osanekc® po3BUHyJACS TakKa Cepiio3Ha
peaktisi, sk CCJI abo DRESS, y MaitOyTHROMY He CJIifi Y HbOT'O BiTHOBJIIOBATH JIiKyBaHHS
PO3yBaCTaTUHOM.

Bnaue Ha neyiHky

4ki i inmi inribitopu 'MTI-KoA-pegykTasu, po3yBacTaTUH CJIifl 3 06epekHICTIO 3aCTOCOBYBATH
malfieHTaM, sKi 371I0BXKHUBaAIOTh aJIKOT0JIeM Ta/a0o MaloTh B aHAaMHE3i 3aXBOPIOBAHHS MEYiHKH.

PexomeH0BaHO nepeBipsaTy OioxiMiuHi moKa3HUKY QYHKIIII MeyiHKy mepeq MoYaTKOM JIiKyBaHHS Ta



yepe3 3 Micsli MOTOMY. 3aCTOCYyBaHHS PO3yBacTaTUHY MOTPIOHO IPUIUHUTYA a00 3MEHILIUTH HO3Y,
SIKII0 PiBEHBb TPaHCaMiHa3 y CUPOBATII KpoBi Oinblite Hixk BTpuyi nmepesuinye BMH. Yacrtota
TIOBiIOMJIEHD ITPO CEPHO3Hi sBUINA 3 00Ky MeviHKu (IepeBakHO PO MigBUIIEHHS PiBHS TpaHCaMiHa3
NeYiHKHM) Y micsgpeecTpalliiinuil mepion Oysa GinbInoio Ipu 3acToCyBaHHI fo3u 40 Mr.

Y marieHTiB i3 BTOPUHHOIO TillepXx0JjieCTEPUHEMIEI0, 3YyMOBJIEHOIO TiOTHPe030M a0o HepPOTUUHUM
CHHIPOMOM, CJIi[i CTIOYaTKy BUIIKyBaTH OCHOBHY XBOpOOY, MepIll HiXK MOYMHATH Tepalliio
PO3yBaCTaTUHOM.

Pacosa HanedcHicmy

HocmnigxeHHsT papMaKOKiHETUKU CBif49aTh IIPO 3POCTaHHS €KCIIO3U1Iil y MallieHTiB MOHT0JI0ITHOl pacu
mpuOIM3HO BABiUi MOPIBHSHO 3 €BPONEUIIME (IUB. Po3minu «dapMaKOKiHETHKA»,
«IIpoTunoka3aHHsI» Ta «Cocib 3aCTOCyBaHHS Ta JO3U»).

IH2i6imopu npomea3su

[TigBuIeHa cUCTEMHa eKCIIO3UIIisl 0 PO3yBaCTAaTUHY CIIOCTEepiraaacs y ocib, siKi 3aCTOCOBYBajIu
pO3yBacTaTHH CYIYTHHO 3 Pi3HUMHU iHTiGiTOpaMu NMpoTeasu y MOeNHAHHI 3 puTOHaBipoM. Crif
00MipKyBaTH SIK KOPUCTD Bif] 3HMKEHHS PiBHA JIiMifiB 3a JOIIOMOT0I0 PO3yBaCcTaTHHY Y IAlli€HTIB i3
BIJI, siki oTpUMYIOTS iHTiOiTOPM IPOTEa3y, TakK i MOXKIIUBICTh MiABUIIIEHHS KOHIIEHTPAIlil
pO3yBaCTaTHUHY Y IJa3Mi KPOBi Ha ITOYaTKY Tepallil Ta MpU MiABUIIEHH] 031 PO3yBaCTaTUHY Y
TAIiE€HTIB, IKi OTPUMYIOTE iHTi6iTOpH MpoTea3u. OmHOYACHE 3aCTOCYBaHHS JIiIKapChKOT0 3ac00y 3
nessKUMHU iHTibiTOpaMu ImpoTeasu He PEKOMEHAYETHCS, SKILO 103a PO3yBaCTaTHHY HE CKOPUTOBaHa
(muB. po3minu «B3aemofis 3 iHIIMMM TiKapCbKUMY 3aco0aMu Ta iHIIM BUAM B3aEMOMii» Ta «Crocio
3aCTOCYBaHHS Ta AO3W»).

IHmepcmuuiasvHa xeopoba nezeHb

[Tig yac 3acToCyBaHHS OeSKUX CTaTUHIB, 0COOIMBO IIPH TPHUBAJIOMY JIiKyBaHHi, ITOBiIOMIISAIOCS IIPO
BUHSITKOBI BUIIQ[IKX IHTEPCTUIlIAIBHOI XBOpOOU nereHs (AuB. po3fin «ITob6iuni peakmii»). 1o mposiBiB
11iei XBopoOu MOXKHA BiJHECTH 3aUIIKY, HEITPOOYKTUBHUY Kalllellb Ta 3arajibHe MOTipIIeHHS CTaHy
(cToMITIOBAHICTh, 3HUKEHHS MaCH Tijla Ta Tapsyka). Y pasi migo3pu Ha iHTepCTUIiaIbHY XBOPOOY
JIereHb 3aCTOCYBaHHSA CTATUHIB CIIifi IPUIIMHUTH.

Llykposuti diabem

Ieski ¢hakT CcBigYaTh, III0 CTAaTUHY, K KJIaC, MigBUIIYIOTh PiBeHb I'TIOKO3U B KPOBi Ta y AESIKUX
TIAIEHTIB, IKUM 3aTrPOXKy€ BUCOKUM PU3KUK PO3BUTKY I[YKPOBOT'O HiabeTy B MaOyTHHOMY, MOXKYThb
CIIPUYMHSITH TilepriiikeMilo TaKOTO PiBHS, 3a SKOro HeoOXigHe HallexXHe TiKyBaHHS IyKPOBOTO
niabety. L{to 3arpo3y, ogHaK, IepPeBUIIY€e 3HUKEHHS PU3UKY CYAIUHHUX MOPYIIEHb IPU 3aCTOCYyBaHHi
CTaTHHIB, i TOMy BOHa He Ma€ OyTH IifCTaBOIO I IPUIIKHEHHS Tepallil cTaTHHaMu. 3a NallieHTaMu
rpynu pu3uKy (piBeHb III0K03U HaTire 5,6-6,0 mmons/n, IMT > 30 KT/M’, migBUILeHu piBeHb
TPUTJIiLIEPHUiB, apTepiasibHa TinepTeH3isa) CIil BCTAHOBUTH K KJIiHIYHUY, Tak i OioXiMiuHUM
KOHTPOJIb 3TiIHO i3 Hal[lOHaJIbHUMHU KEPiBHULITBAMHU.

Y nmocnigxenni JUPITER 3apeecTpoBaHa 3arajibHa YaCTOTa IIyKPOBOTO AiabeTy cTaHoBuma 2,8% y
rpyni npuitoMy po3yBacTaTuny Ta 2,3 % — y rpymi miame6o, IepeBaXxHo y MallieHTiB i3 piBHEM
TJII0OKO3M HaTIIe Bim 5,6 0o 6,9 MMOIb/I.

Himu

Ouinka JiHIMHOTO POCTy (3picT), Macu Tina, IMT (iHgekCy Macu Tifia) Ta BTOpDUHHUX XapaKTEPUCTUK



CTaTeBOTr0 A03piBaHHSA 3a TaHHEPOM y AiTel BiKOM Bif 6 10 17 poKiB, sKi mpuiiManu po3yBacTaTHH,
o0MezkeHa TepiogoM TPUBAJICTIO 2 poku. ITicnsg 2 pokiB HOCTigKyBaHOTO JIIKYBAHHS XKOJHOTO BIIJIUBY
Ha picTt, Macy Tina, IMT abo cTaTteBe mo3piBaHHS BUSBIEHO He OY710 (OWB. PO3Mi
«PapmakoguHaMika»). Y KITiHIYHOMY OOCHiK€eHH] y [iTel Ta HifIiTKiB, SKi IpUiMaIu pO3yBaCTaTUH
npoTsaroMm 52 THXKHIB, nmigBuiieHHs piBHSA KK >10 pagis Buie BHM Ta cumnromu 3 60Ky M’s3iB micns
¢bisnyHOTrO HaBaHTaXXeHHs a0o migBuUIIeHOl Pi3MYHOI aKTUBHOCTI CIIOCTePiraaucs 4acTille MOPiBHSIHO
3 TaKMMHU y mopocnux (ouB. po3nin «[1o6iuni peakirii»).

MiacTeHiq rpaBic/o4Ha MiacTeHid

[Tpu 3acToCyBaHHI CTaTHHIB ITOBiIOMJISIOCH IIPO [IeKibKa BUMIaAKiB BUHUKHEHHS de novo abo
3aroCTpeHHs HasgBHOI MiacCTeHil rpaBic abo ouHoi MiacTeHii (muB. po3min «[To6iuni peakiiii»). [Tpuitom
nikapchKoro 3aco0y O3anekc® CIIif IPUIUHUTH y Pa3i IOCUIEHHS CUMIITOMIB 3aXBOPIOBAHHS.
[ToBimoMIIsIIOCS TIPO PELMOUBY XBOPOOH ITPU ITOBTOPHOMY 3aCTOCYBaHHi TOT0 Xk camoro abo iHIIoro
CTaTUHY.

LlonomidcHI pevo8uHu

[IpenapaT MiCTUTh JTaKTO3y. AKIIO y IallieHTa BCTAHOBJIeHA HEIIEPEHOCUMICTh JesKUX I[YKpiB, CIIig
IIPOKOHCYJIbTYBATHUCS 3 JIiKapeM, Iepul Hixk IpuiiMaTy 11el nikapcbKui 3acio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00i0.
PosyBacTaTul nIpoTUIIOKa3aHUU y IIePiof BariTHOCTI Ta TOgyBaHHSA I'PYAAI0.
2KiHKY penpoayKTUBHOTO BiKy ITOBMHHI BUKOPUCTOBYBATH HajleXKHi 3ac00U KOHTpPALEIIil.

OCKinTbKM XOJIECTEPHH Ta iHIII MPOAyKTH 0i0CMHTE3Y X0JIeCTEPUHY BiflirpaioTh iCTOTHY POIb Y
PO3BUTKY IIJI0fla, IOTEHIINHUY pU3MK Bif npurHideHHsa ['MI'-KoA-penyKTa3u mepeBullye KOPUCTD Bif
3aCTOCyBaHHS JIiIKapChKOTr0 3aco0y B mepiof BariTHOCTi. [JaHi mocyifKeHb Ha TBapUHaX 1000
TOKCUYHOTO BIINBY Ha PeNPONYKTHUBHY QYHKIiI0 00MexkeHi. fKIo maljieHTKa 3aBariTHie B epiof
3aCTOCYBaHHS I1hOT0 JIiIKapChKOTo 3aco0y, JTiKyBaHHS CJIifl HeraHO ITPUIUHUTH.

PosyBacTaTus noTpamisie y MOJI0KO IypiB. [laHUX 00 IPOHUKHEHHS PO3yBaCTaTUHY y TpyAHE
MOJIOKO JTIONUHY HeMae (OuB. po3min «IIpoTunoka3aHHS»).

30amuicmb 8niusamu Ha weudKicmb peakyii npu KkepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHi3mamu.

IocmimXeHHs BIIMBY PO3yBacTaTUHY Ha 3[aTHICTh KEPYBATH aBTOMOOiNEM Ta MPAIIOBATH 3 iHIIUMU
MexaHi3Mamu He npoBopunucsa. OgHak, 3 orfsaay Ha apMakKoguHaMiuHi BIaCTUBOCTI JIiIKAPChKOTO
3aco0y, MaI0MMOBIpHO, 110 PO3yBAaCTAaTUH YMHUTHUME BIIJIUB Ha TaKy 3MaTHICTL. [Ipu KepyBaHHI
aBTOTpaHCIOpTOM abo po6oTi 3 iHIIMMU MeXaHi3MaMHU CJIiJ] BpaxOByBaTH MOXKJIUBICTh
3aIlaMOpPOY€eHH B IIePiof JIiKyBaHHS.

Cnocib 3acmocyeaHHsi ma do3u.



[lepen mo4aTKOM JIiKyBaHHS ALi€HTY CJIiI NIPU3HAYUTU CTAHOAPTHY Til0X0JIECTEePUHEMIYHY [i€Ty,
SIKO1 BiH MMOBUHEH NOTPUMYBATUCS i IPOTATOM JliKyBaHHS. [[03y cnif migbupaTy iHOUBIyaIbHO,
3aJIe’XHO Bifl METHU Teparlil Ta BiANOBIAi MallieHTa Ha JIiIKyBaHHS, KEPYIOUUCh PEKOMeHAallisIMU
IIOTOYHUX 3aralbHONPUUHATHX KEPIBHUIITB.

Jlikapcekuii 3aci6 O3anekc” MoXHa IpUUMaTH y Oyab-AKUil 4ac [HS, He3aJeXHO Bil BXUBAHHS 1XKi.
JIixyeaHHA 2inepxosecmepuHemii

PekxoMeHIoOBaHa IMOYaTKOBa 403a CTaHOBUTH 5* abo 10 Mr mepopanbHo 1 pa3 Ha mo0y SK OIs
MallieHTiB, SIKi paHillle He 3aCTOCOBYBAaJIM CTaTUHH, TakK i AJI THX, KOT'0 IIepeBeiu Ha JIiKapChKUM
3acib 3 mpuiiomy iumoro inribiTopa I'MI'-KoA-pegykTasu.

*Qckinbku TabmeTka He OiMUTHCS, Y BUNIAAKY IIPU3HAUYEHHS IpernapaTy B 1o3i MenIe 10 Mr crif
3aCTOCOBYBATH IIpenapaTé po3yBacTaTUHy 3 MOXKJIUBICTIO TaKOI'0 JO3YBaHHA.

[Tpu BubGOPi TOYATKOBOI AO3U CJIifl BPaXOBYBaTHU PiBeHBb X0IECTEPUHY B KOXKHOTO OKPEMOTO IallieHTa
Ta PU3UK CEPILEBO-CYOIUHHUX MTOPYIIEHb Y MaiOYTHbOMY, @ TAaKOZK MMOBIpHICTh PO3BUTKY HeOaxkKaHUX
peaxiiit. 3a HeoOXigHOCTI MigBUIITYBaTH HO3Y M0 HACTYITHOTO PiBHS MOXKHa Yepe3 4 TUXHi (IUB.
po3min «PapMakoguHaMmika»). 3 OT/IsIAy Ha Te, IO Ha TJIi 3aCTOCYBaHHS JIIKApChKOTO 3aco0y B m03i
40 mr, mob6iuHi peakiril BUHMKAIOTh YaCTillle, HiXK TPU MEHIINX Ho3aX (OuB. po3min «I1o6iuHi peakirii»),
OCTAaTOYHO TUTPYBATH 03y M0 MaKCUMalIbHOI 1031 40 M BapTO JIUIIE IMalliEHTaM i3 TSIXKKOI0
rinepxoieCTepruHEMi€I0 Ta BUCOKUM PU3UKOM CEPLIEBO-CYAUHHUX IOPYIIEHb (30KpeMa y XBOPHUX i3
CIMEWHOI0 TinepxonecTepuHEMi€0), Y SKUX He BOAN0CT SOCATTH METHU JIiKyBaHHS IIPU 3aCTOCYBaHHI
no3u 20 Mr i sKi mepeOyBaTUMYTh IIifl peTyISPHUM HaTrlIsAaoM (quB. po3min «Oco6aIuBOCTI
3acTocyBaHHS»). [1ig yac iHinianiii mpuioMy Jikapcbkoro 3acoby B m03i 40 Mr peKoMeHoBaHUM
Harsaq cIeliaicTiB.

ITpoginakmuka cepu,e8o-CyOUHHUX NOPYUWEeHb

Y mocnimKeHHI 3HUXKEHHST PU3UKY CEPIeBO-CYOUHHUX ITOPYIIEeHb JTiKapChKUM 3acib 3aCTOCOBYBau y
no3i 20 Mr Ha o6y (guB. po3min «PapMakKoguHaMiKa»).

ITayieHmu AiMHbO20 BiKY

PekomeHnngoBaHa mo4YaTKOBA [03a IJIs IMAlli€HTiB BikoM > 70 pOKiB CTaHOBUTEL 5* MT (OUB. PO3Mil
«Oco0IMBOCTi 3aCTOCYBaHHS»). [HIlIa KOPEKIIis q03U 3 OTMISIAY Ha BiK He IOTpiOHa.

*Qckinbku TabneTKa He MiMUTLCS, Y BUMIAAKY IIPU3HAYEeHHS IIperaparTy B 1031 MenIne 10 Mr crifg
3aCTOCOBYBATH IIpellapaTy PO3yBaCTaTHUHY 3 MOXKJIUBICTIO TAKOTO AO3YBaHHS.

ITauieHmu 3 HUPKOBOIO HedocmamHuicmio
[MamienTam i3 nerkumMu abo NOMipHUMU NOPYILIEHHAME QYHKIIII HUPOK KOPEKIis 03U He MOTPiOHa.

PexomeH0BaHa MOYaTKOBA [03a OJ15 MAI[i€HTIB i3 TOMipHUMY NOPYIIeHHAME QYHKIIiI HUPOK
(kipeHC KpeaTHHiIHY < 60 MJI/XB) CTAHOBUTH 5* MT.

*Qckinpku TabeTKa He OiMUTHCS, Y BUNIAAKy IPU3HAUYEeHHS IIpelapaTy B f03i MeHIne 10 Mr crifg



3aCTOCOBYBATH MpPEIMApaTH PO3YBAaCTATHHY 3 MOXKIIMBICTIO TAKOTO MO3YyBAHHS.

o3a 40 Mr mpoTHIioKa3aHa IallieHTaM i3 MOMipHUMH MOPYIIeHHIMHU QYHKIIII HUPOK. 3aCTOCYBaHHS
nikapchKoro 3aco0y O3anekc® Mali€HTaM i3 TAXKKAMY NOPYIIEeHHAMH QYHKIII HIPOK MPOTUIOKA3aHO
y Oymb-gKuX mo3ax (ouB. po3ninu «PapMakoKiHeTHKa» Ta «[IpoTUIIOKa3aHHS»).

ITauieHmu 3 nopyweHHAMU (pYyHKUII neviHKu

Y natuieHTiB i3 mopymeHHIMU QYHKIII MedinKy, 110 olfiHioBanucs y 7 abo MeHIie 6asiB 3a IIKaIo0
Yaiinpa-I1'1o, migBuUIleHHS CUCTEMHOI eKCII03H1lii po3yBacTaTHHY He criocTepiranocs. OgHak B ocib i3
nopyieHHAMY ¥ 8 Ta 9 OaniB 3a mkanoo Yarnma-I1't0 cucTeMHa eKCIO3UIIis 3pocTana (OUB. PO3Min
«PapMakKoKiHeTHKa»). Y TaKuX IMallieHTiB AOLINbHOIO € OlliHKa (QYHKIiI HUPOK (OUB. PO3MiN
«0Oco6uBOCTi 3aCcTOCyBaHHS»). [IOCBig 3aCTOCYBaHHS JiKapChKOro 3aco0y maliieHTaMm, siki Habpau
Gimpmre 9 Ganis 3a mkasnow Yainga-I1'1o, BigcyTHin. Jlikapchkuii 3aci6 O3anekc” mIpoTUIIOKA3aHUH
mallieHTaM i3 aKTUBHUMHU 3aXBOPIOBAaHHSIMHU IeYiHKU (OuUB. po3gin «IIpoTUnoKa3aHHI»).

Pacosa HanedcHicmy

Y manieHTiB MOHTOJIOIIHOL PaC¥ CIIOCTepiranacs mifBUIleHa CUCTEMHA €KCIO3UIIis JIIKapChKOT0
3aco0y (muB. po3minu «®apMaKokiHeTHKa», «[IpoTunokasanHs» Ta «OcoOIUBOCTI 3aCTOCYBaHHS»).
PekxoMeHmoBaHa IMOYaTKOBA 403a OJIs MAIliEHTIiB MOHTOJIOITHOI pacu CTaHOBUTh 5 MT; mo3a 40 Mr
TaKUM IallieHTaM IPOTUIIOKa3aHa.

I'enemuyHull noaimopgpiam

[TeBHi TUNIM TEHETHYHOTO OIIMOP(i3My MOXKYTh IPHU3BOOUTHU [0 IiABUILIEHHS €KCIIO3UIIil
po3yBacTaTuHY (OUB. po3nin «PapMakokiHeTuKa»). [TalieHTaM i3 BifOMOI HasBHICTIO TAKUX TUIIIB
noJ1iMop¢i3aMy peKOMeHIyETHCS 3aCTOCOBYBATH MEHIITY N0OOBY 03y JIiKapChKOTO 3aco0y O3zanexc’.

ITauienmu 3i cxuabHicmio 00 po3BuMKY mionamii

PekxoMeHgoBaHa ImoYaTKOBa 403a OJ1s MaLi€HTIB i3 pakKTOpaMu PU3KUKy PO3BUTKY MiOIlaTil CTAHOBUTH
5* Mr (guB. po3min «OcoOIUBOCTI 3aCTOCYBaHHS»).

*Qckinbku TabneTKa He MiMUTLCS, ¥ BUMIAAKY IPU3HAUYeHHS IIpemaparTy B f03i MeHIne 10 Mr crifg
3aCTOCOBYBATH IIpeliapaTy PO3yBaCTaTHUHY 3 MOXKJIUBICTIO TAKOT0 AO3YBaHHS.

Io3a 40 Mr mpoTUIIOKA3aHa OEesIKUM i3 TAaKMX IMalli€HTiB (AUB. po3min «[IpoTUIOKa3aHHSI»).
CynymHe 3acmocy8aHHA

Po3yBacTaTtuH € cyOCTpPaTOM Pi3HUX TpaHCIOPTHUX Oinkip (Hampukiam, OATP1B1 ta BCRP). Pusuk
Mmiomartii (y Tomy uuci pabmomionidy) 3pocTae mpu CyIyTHbOMY 3aCTOCYBAHHI JTiIKapChKOTO 3aco0y
O3anekc” i3 IeBHUMH JIiIKapPCHKUMH 3aC06aMH, 10 MOXKYTb IIiIBUIYBAaTH KOHILIEHTPALIi0
PO3yBacTaTHUHY ¥ IIJIa3Mi KPOBi BHACIIZOK B3a€MO/Iil 3 IIMMU TPAHCIIOPTHUMHU OinKaMH (HapUKIIaf,
IIMKJIOCIIOPMHOM Ta IIeBHUMHU iHTibiTOpaMu NpoTeasy, B TOMY YUCJIi KOMOiHaIliIMU PUTOHABIPY 3
aTtalaHaBipoM, JlomiHaBipoM Ta/abo TMIIpaHaBipoM; AWB. po3hinu «OcobIMBOCTI 3aCTOCYBAHHSI» Ta
«Bzaemogis 3 iHIIUMY JTiIKapCHKUMHU 3aco0aMu Ta iHIIN BUOM B3aEMOMiN»). [10 MOXKIMBOCTI, CITif
PO3TIITHYTH 3aCTOCYBaHHS aJIbTEePHATUBHUX JIIKAPCHKUX 3ac00iB Ta y pa3i He0OXimHOCTI THUMYACOBO



TepepBaTy Tepariio JiKapchKuM 3aco6om O3anekc”. JKINo CynyTHLOTO 3aCTOCYBAaHHS IUX
NiKapCchKUX 3aco0iB i3 mKapceKuM 3aco6oM O3aekcoM”® VHUKHYTH HEMOXKIIMBO, IOTPIOHO peTenbHo
3BaXKUTHU KOPUCTD Ta PU3HUK Bifl CYIyTHBOTO 3aCTOCYBAaHHS Ta BiMIOBITHUM YHMHOM BiITKOpPETYBaTH
03y TiKapchKOro 3acoby Osanekc” (muB. po3fin «B3aeMofid 3 iHIIMMHY TiKapCHKAMHU 3aC06aMH Ta
iHITTi BUIW B32€MOIIN»).

Himu.
3acToCyBaHHS JiKapChKOro 3ac00y HiTSAM Ma€ IIPOBOMUTY JIUIIE CIELiallicT.

Hity Ta migmiTky BikoM Big 6 mo 17 pokiB (cTamis TanHepa © II-V).

['eTepo3uroTHa cimMeliHa TinepxoiecTepuHeMis

3BHYaliHa I0YaTKOBa M000Ba H03a OIS JiTel Ta MigIiTKiB i3 reTepo3UroTHOI0 CiMEeHHOI0
rinepxonecTepuHeMiel0 CTaHOBUTD 5* MT Ha 100y .

*Qckinbku TabeTKa He MiMTUTLCS, Y BUMTAAKY IPU3HAUYeHHS IIpemnaparTy B f03i MeHIne 10 Mr crifg
3aCTOCOBYBATH IIpellapaTy PO3yBaCTaTUHY 3 MOXKJIUBICTIO TAKOTO AO3YBaHHS.

. 3BMYaiiHa [03a OJId OiTed BIKOM Bif 6 40 9 poKiB i3 reTepo3uroTHOI CIMENHO0
rinepxonecTepuHeMielo CTaHOBUTE Bif 5 Mr go 10 Mr nepopanbHo 1 pa3 Ha mo6y. be3neka Ta
e(eKTUBHICTb 3aCTOCYBaHHS JIiIKapChKOTo 3aco0y y mo3ax Ginbite 10 Mr y wiid monmymnsiiil He
OOCITIIXKYBaJIUCH.

. 3BrYaiiHa [03a Oy giTed BikoM Big 10 mo 17 pokKiB i3 reTepo3UroTHOI CiIMEHHO0
rimepxoecTepuHEMi€l0 CTAHOBUTE Bifg 5 Mr o 20 Mr nmepopasnbHo 1 pa3 Ha moby. beaneka Ta
e(eKTHUBHICTb 3aCTOCYBaHHS JTiKapChKoro 3acoby B go3ax Oinbie 20 Mr y 1ill momymsiii He
OOCIiAXKYBaJIUCS.

[TigBuuIyBaTH [O3Y CIIiM BiAMOBIIHO OO iHAMBiAYyalIbHOI BiAOBiI IUTUHYU Ha JiKyBaHHS Ta
IIePeHOCUMOCTi JTiIKapChKOTO 3aco0y, JOTPUMYIOUKUCh PeKOMEeH Iallil 010 TiKyBaHHS HiTel (OuB.
po3min «Ocob6uBOCTI 3acTOCyBaHHS»). [lepen moyaTKoM Tepariil po3yBaCTaTUHOM [iTSIM Ta MifIiTKaM
NOTPiOHO MPU3HAYKUTU CTAHOAPTHY Till0X0JIECTEPUHEMIYHY [i€Ty, SKOI MAI[iEHTHA MaloTh
OOTPUMYBATUCS 1 IPOTATOM JIiKyBaHHS.

['oM03UroTHA CiMelHa TinepxonecTepuHeMis

PekomeHnngoBaHa MakKCHMallbHa [03a IOJIg OiTed BiKOM Bif 6 mo 17 POKiB i3 TOMO3UTOTHOIO CiMENHOIO
rinepxonectepuHeMieio ctaHoBuTh 20 Mr 1 pa3 Ha 00y .

PexomMeH0BaHa IMOYaTKOBA [I03a CTaHOBUTH Biff 5 Mr o 10 Mr 1 pa3 Ha mo6y 3a1ekHO Bifl BiKy, Macu
TiJla Ta IOoNepegHbOr0 3aCTOCYBaHHS CTaTUHIB. [TifBUIlyBaTH 00 MaKcuMasbHOI fo3u 20 Mr 1 pa3 Ha
o0y CITif BifiTOBITHO MO iHAMBiMyaNbHOIL BiiTOBiMi UTHHY Ha JIIKyBaHHS Ta IMEPEHOCUMOCTI
mpernapary, JOTPUMYIOYHUCh PeKOMEeH allii 00 JTiKyBaHHS AiTed (IuB. po3min «OcobmIuBOCTi
3acToCyBaHHS»). [lepen mo4aTKOM Tepallil po3yBacTaTUHOM AiTAM Ta IiJTiTKaM CIIifl MPU3HAYUTH
CTaHOAPTHY Till0X0JECTEPUHEMIUHY HI€TY, KOl MMAI[ilEHTH MalOTh JOTPUMYBATHUCS 1 IPOTATOM
JIIKyBaHHS.



IocBin mikyBaHHS ITi€l monynsLii y mo3ax Oinbire 20 Mr oOMeKeHU .
Tabnerku 1o 40 Mr He 3aCTOCOBYIOTh IiTSM.

ITiTk BiKOM 10 6 POKiB

Beamneka Ta e(peKTUBHICTh 3aCTOCYBaHHS JTIKAPCHKOT0 3aC00y AiTSM BiKOM /10 6 POKiB HE BUBYAJIUCH.
TakuM 4MHOM, JTiIKapChKHUM 3aCi0 Ozasnekc® He PEKOMEHAYETLCA 3aCTOCOBYBATHU HiTAM BIKOM [0
6 pOKiB.

Ilepedo3yeanHsi.

Crneuudiunoro nikyBaHHS Ilepefo3yBaHHSI HeMa€. Y pa3i nepeno3yBaHHS Malli€HTa CIIif JTiKyBaTH
CUMIITOMaTUYHO Ta y pa3i HeoOXigHOCTI BXKUTHU MiATpUMY0UUX 3axofiB. [T0TpibHO KOHTPOIIOBATH
¢byskil nevinky Ta piBeHb KK. EdQekTuBHICTE reMopianisy MajioiMoBipHa.

ITo6iuni peakuii.

KaTeropist 9acToT BU3HAYAETHCSA TAKUM YMHOM: AyxKe 4dacTto (= 1/10); gacto (= 1/100 - < 1/10);
HevacTo (= 1/1000 - < 1/100); pigko (= 1/10000 - < 1/1000); oy=xe pigko: (< 1/10000); yactoTa
HeBigoMa (HEMOKJIMBO BCTAHOBUTH 3 HASIBHUX MAHUX).

3 60Ky Kpoei ma aimpamuyHoi cucmemu: PioKo - TPOMOOIUTOIIEHis.
3 6oky iMyHHOI cucmemu: PidKO - Peakilii rinepyyTIuBOCTi, B TOMY YKCJIi aHTIOHEBPOTUYHUHN HAOPSK.

3 60Ky eHOOKPUHHOI cucmemu: 9acTo - IyKpPOBHii fAiabeT .

ITcuxiuHi po3aadu: 4aCcTOTa HEBIOMA - memIpecis.

3 60Ky Hepeosoi cucmeMu: YacTo - TOJIOBHUY 6iflb, 3aI1aMOPOYEHHS; DTyXKe PidKo - MOoIiHeBponaris,
BTpaTa IlaM'siTi; YacToTa HeBifoMa - eprdepuyHa HeBPOIIaTis, po3jagy CHY (B TOMY YKCIIi 6€3COHHS
Ta Hi4Hi )Xaxu), MiaCTeHis rpasic.

3 6oky opaaHis 30py.
HeBimoMo: ouHa MiacTeHis.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOI KaimKu ma cepedocmiHHA: YacTOTa HeBigoMa -
KalllesIb, 3aJUINKa.

3 60Ky mpasHoi cucmeMu: 4acTo - 3aIop, HyAoTa, abmomiHambHUM Oifb; PiIKO - TaHKPEATHT;
YaCTOTa HeBifoMa - Aiapes.

3 60Ky eenamobisiapHoi cucmeMu: PiKo - MigBUINEHHS PiBHS IeYiHKOBUX TPaHCaMiHa3; OykKe PimKo
- XKOBTSIHUIIS, TETIaTHUT.

3 6oky wkipu ma nidwkKipHOi KAimKo8uHU: HeYacTO - cBepOixkK, BUCUIIAHHS, KPOIIKMB SIHKA; YacToTa
HeBimoMa - cuHapoM CriBeHca-[[2KOHCOHA, MeIUKaMeHTO3Ha peakIlis 3 e03uHOo(ii€elo Ta
cucteMHuMu nposBamu (DRESS).



3 60Ky ckesemHoi MycKyaamypu ma cnoAy4YHOi MKAHUHU: YacTo - Mianris; pimko - miomaTis (y Tomy
yucii Mio3ut), pabgomioni3, BOBYaKOMOAIOHUHM CUHIPOM, PO3PUB M’sI3iB; OyKe PIOKO - apTparis;
YacTOTa HeBifloMa - IOPYIIeHHS 3 00Ky CyX0XKuJIb, iIHKOJIU YCKIIafHEeH] pO3pHUBaMH,
iMyHOOTIOCEpPEIKOBaHa HEKPOTU3Yl04a MiomnaTis.

3 60Ky HUPOK ma ce4osudinbHOI cucmeMu: OyxKe PiIKo - reMaTypis.

3 60Ky penpodyKkmueHoi cucmemu ma MOA0YHUX 3d/103: OyXKe PilKo - TiIHeKOMacCTis.

3azanbHi po3aadu ma cmaH Micysa 88e0eHHS: 4aCTO - aCTEHis; YaCTOTa HeBioMa - HaOpsK.

"JacToTa 3a7eXHUTh Bifi HAABHOCTI (aKTOPiB pU3KKY (PiBeHb IIIOKO3M HaTIie = 5,6 MMons/1, IMT >
30 xr/™M°, migBUIIEHNH piBeHb TPUTIIIIEPU/IiB, apTepianbHa TinepTeHsisd B aHaMHe3i).

4k i npu 3acTtocyBaHHi iHmux iHribiropie 'MI'-KoA, yacToTa mobiuHuX peakilii Ma€e TEHOEHIIi0
3ajIe2KaTH Bil MO3H.

Bnaue Ha HUpku

[IpoTeinypis, BUSBIIeHa Y pe3yJIbTaTi aHalli3y 3a TeCT-CMyKKaMU Ta IIepeBakHO KaHaJIbIIeBOTO
TIOXOIKEeHHS, CIIoCTepiranacs y MallieHTiB, SKi 3aCTOCOBYBaJid pO3yBacTaTUH. 3MiHU BMICTY Oinka y
cedi Bifg Hy7ng abo crigiB mo 3HaueHHs abo Oinbie croctepiranuca y < 1 % mauieHTiB mepioguyHo y
IIPOIIECi 3aCTOCYBaHHS JiKapChKOro 3aco0y B mo3ax 10 mr Ta 20 Mr Ta mpubmu3Ho y 3 % - mpu g03i
40 mr. HeBenuke 36inbIIeHHS YaCTOTH 3MiHM BMICTY Biff Hy/1s abo CHifliB 0 3HAYEHHS
crocTepiranucs mpu go3i 20 mr. Y 6inbinocTti BUnagkiB mpoTeinypis 3aMeHIyBanacs abo 3HUKala
CIIOHTAHHO IIPY IIPOOOBXKEHHI Tepatii. 3a faHUMM KIiHIYHUX [OCIiIXKeHb Ta TOCTMapPKETUHTOBUX
CIIOCTEpeXkKEeHb JOTellep He BUSIBIEHO IPUYNHHO-HACTIIKOBOT0 3B’SI3Ky MiXK IIPOTEIHypi€lo Ta
rocTpuM abo IPOTpecyloyrM 3aXBOPIOBAaHHSIM HUPOK.

Ha T71i 3acTocyBaHHSI po3yBacTaTUHY Bifl3HaUeHO BUIIAAKU reMaTypii, 3a JaHUMU KITiHIYHUX
OOCHigKeHb YacToTa il Maja.

Bnaue Ha CKe/iemHy MyckKyiamypy

YpaxeHHS CKeJIETHOI MyCKy/IaTypH, Taki SIK Mianris, MiomaTis (y TOMy YKCIIi MiO3UT), Ta 3pifKa
pabmoMioni3 i3 TOCTPOI0 HUPKOBOIO HEOCTATHICTIO un Oe3 Hel Oynu 3adikcoBaHi TPy 3aCTOCYyBaHHI
OyOb-IKUX 003 PO3yBaCTaTUHY, 0COOMMBO Mpu Ho3ax > 20 MT.

Y namieHTiB, sKi IpuiiMany Po3yBacTaTUH, CIOCTEPIranocs go3o3anexkHe 3poctanHd piBHA KK; y
OinbIOCTi BUMAAKiB siBUlle OyJI0 C1abKKUM, aCUMITOMAaTUYHUM Ta TUMYacoBUM. HAKIro piBers KK
nipBuienuyt (> 5 pasis Buiie BMH), nikyBaHHS CJIifl IPUOUHUTH (OUB. po3ain «OcobmIuBOCTi
3aCTOCYBaHHS»).

Bnaue Ha neyviHky

4K i mpu 3actocyBaHHi inmux inribitropis IMI'-KoA-penykTasu, y HEBeMUKOI KiNbKOCTi MallieHTiB, AKi
IpUiMany po3yBacTaTHH, Bil3HaYaIOCs M0303a1exkHe 30i/bIeHHs PiBHS TpaHcaMiHas; y OibInocTi
BUNIAJKIB sgBUIIeE OYJI0 CTa0KUM, aCUMITOMAaTUYHUM Ta TUMYaCOBUM.

Ha i 3acTocyBaHHS JesKUX CTAaTUHIB Bi3Havanucs Taki mobiuHi peakiiil: po3nas ctaTeBoi QYHKIII,



OKpeMi BUTIagKM iHTEPCTHUIiaIbHOI XBOPOOU JIereHb, 0COOIMBO IIpX TPHMBAJIOMY 3aCTOCYBaHHi (IUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

YacToTa noBifomMieHb IIpo pabmomiosi3, ceplio3Hi mopymeHHS 3 00Ky HUPOK Ta MeYiHKY (IIepeBaxkHO
TiABHUINEHHS aKTUBHOCTI MeYiHKOBUX TpaHCcaMiHa3) OilbIlla Py 3aCTOCYBaHHi JTiKapchKOro 3acoby B
no3i 40 mr.

Himu

[TipBuimeHHs piBHA KpeaTuHKiHa3u >10 pagis Buiie BMH Ta cumntomu 3 60Ky M’'A3iB micis
Gbi3znyHOro HaBaHTaxXeHHs abo0 migBuUIeHOl Gi3UUHOI aKTUBHOCTI CIIOCTepiraaucs Jacrime y 52-
THXKHEBOMY KJIIHIYHOMY AOCITifI?KEHH] 3a y4acTIO AiTel Ta MifJiTKiB MOPiBHSHO 3 JOPOCIUMH (OUB.
po3min «Ocob6uBOCTI 3aCTOCYBaHHS»), TPOTe Mpodinb Oe3meku po3yBacTaTHHY y [iTel Ta MiTiTKiB
OyB OMiOHUM [0 TAKOTO Y JOPOCIHX.

[ToBigoMIIeHHS PO Mimo3pIoBaHi mo6ivHi peakirii

[ToBimomnenHs mpo mobiuHi peakiril micns peecTpaitlii Tikapchkoro 3aco0y Ma€ Benvke 3HaYeHHs. Le
[la€ 3MOT'y IIPOBOAUTYA MOHITOPUHT CIIiBBiIHOIIEHHS KOPUCTH/PU3UK IIPUA 3aCTOCYBaHHI [IbOTO
JiKapchbKOro 3aco0y. MeguyHUM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ixHiM
3aKOHHUM IIpefCTaBHUKAM CJIif] IOBiJOMJISITH IIPO YCi BUMTAaAKU Mif03PI0BaHUX MOOIYHNX Peakllii Ta
BificyTHOCTi e(heKTHUBHOCTI JIiKapchKOT0 3aco0y yepe3 ABTOMaTH30BaHy iHpopMaliiiHy cucteMy 3
(dhapMakoHarisAgy 3a MoCuIaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

2 POKH.

YMmoBH 30epiraHHsi.
30epiraTu npu Temnepartypi He Bute 25 °C.

30epiraTv y HeIOCTYITHOMY [JISI OiTeH MicCIii.

YnakosBka.
Tabnerku no 10 mr: o 14 tabnerok y 6mictepi. ITo 2 abo 6 6ricTepiB y KAPTOHHIN YIIaKOBIIi.

Tabnetku o 20 mr Ta o 40 mr: o 14 Tabnmetok y 6mictepi. [To 2 6ricTepu y KapTOHHIN YIIaKOBLI.

Kareropis Bigmycky.

3a pelemnToM.


https://aisf.dec.gov.ua/

BupoOHHK.

TOB «KYCYM OAPM».

Micue3HaxoKeHHsI BHPOOHHKA Ta ajipeca MicClsi IpoBaIXKeHHs MOro Iis/IbHOCTI.

40020, Ykpaina, Cymchka ob6nacts, M. Cymu, Byn. CkpsibiHa, 54.



