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»).

B3aemodis 3 iHwuMu snikapcbkumu 3acodbamu ma iHwi eudu e3aemoditi.
Bnjue cynymHtix npenapamie Ha po3ysacmamuH
IHeibimopu mpaHcnopmHux biakie

Po3yBacTaTuH € cyOCTpPaTOM [Jig AeAKUX TPAHCIOPTHUX OiNIKiB, y TOMY YHCIIi T€YiHKOBOTO
TpaHcnopTepa 3axonneHHs OATP1B1 ta edmiokcHoro Tpancnoprepa BCRP. OnHouacHe
3aCTOCYBaHHS PO3YBACTAaTUHY 3 TIKapChKUMU 3ac00aMu, 110 IPUTHIYYIOTH IIi TPAHCIIOPTHI 01Ky,
MOXKe MMPU3BOAUTH [0 MiABUIIEHHS KOHIIEHTPAIlil PpO3yBaCTaTUHY B IJIa3Mi KpOBi Ta 30inbIIeHHS
pu3UKy Mionartii (muB. po3ninu «B3aeMopmis 3 iHIMMU JTiKapChbKUMU 3aco0aMy Ta iHIII BUOU
B3aemogil», «OcobnuBoCTi 3acTocyBaHHA» Ta «CIocib 3acToCyBaHHS Ta AO3U», TAaOINIIO).

LukaocnopuH

Y nepiop cynyTHBOI'O 3aCTOCYBaHHS PO3yBaCTaTHUHY Ta LUKIOCIOPUHY 3HaYeHHd AUC po3yBacTaTuHy
Oynu B cepeHbOMY NTpKUOIM3HO y 7 pa3iB BUIIMMHU, HiX Ti, SKi CIIOCTepiranucs y 3M0poBUX
noOpoBObLiB (AUB. TaOnuI0 ). Po3yBacTaTHH NMPOTUIIOKa3aHU MallieHTaM, Ki 0IHOYAaCHO
OTPUMYIOTh LIUKJIOCIIOPUH (OUB. po3nin «[IpoTUIOKa3aHHA»).

CyImyTHE 3aCTOCYBaHHS He BIIIMBAJIO Ha KOHIIEHTPAIIi0 IIMKIOCIIOPUHY B II7Ia3Mi KPOBi.
IH2i6imopu npomea3su

Xoua TOUHMM MexaHi3M B3aeMO/Iil HEBiTOMUM, OqHOYACHE 3aCTOCYBaHHS iHTi6iTOPiB MpoTea3u MoxKe
3HA4HO 30i/IbIIyBaTH €KCIIO3UIliI0 PO3yBacTaTUHY (AuB. Tabnuiio). Hanpukian, y gocmigKeHHi
(apMaKOKiHETUKM OfHOYacHe 3acTocyBaHHSA 10 MI po3yBacTaTHHY Ta KOMOiHOBAHOTO JIiKapChKOTO
3aco0y, 1o micTuB fBa iHribitropu mporeasu (300 Mr ata3zanasipy/100 Mr puTOHaBipy), V 3MOPOBUX
noOpoBobLiB cynpoBomxkyBasocs migsuineHHsM AUC ta C,,, po3yBacTaTuHY mIpuOnIu3Ho B 3 Ta 7
pasiB BiAmoBigHO. OmHOYACHE 3aCTOCYBaHHS PO3yBaCTaTHHY Ta HesIKUX KOMOiHalii iHribiTopiB
IIPOTea3y MOXKIIMBE IiCIsg peTebHOro 0OMipKyBaHHS KOPEKIIil J031 JIiKapChKoro 3acofy Osanekc”® 3
OTJIANY Ha OYiKyBaHe 3POCTaHHS €KCIIO3UIll po3yBacTaTUHY (IUB. po3pinu «B3aeMopis 3 iHmMMMU
nmiKapchbKUMU 3acobaMu Ta iHIm BUAU B3aeMopin», «OcobauBOCTI 3acTocyBaHH» Ta «Croci6
3aCTOCYBaHHS Ta [[03U», TaONHUIIIO).



I'em@ibpo3us ma iHwi ainido3HUNCYBANbHI 3aC0OU

OpHoYacHe 3aCTOCYyBaHHS PO3yBacTaTHHY Ta reMdibpo3uny npusBonauio fo 3poctands AUC Ta C,,,
po3yBacTaTUHY B 2 pa3u (OuB. po3Min «Oco6IUBOCTI 3aCTOCYBAHHS»).

3Baxkaly4y Ha [laHi ClelialbHUX JOCTiAXKeHb, GapMaKOKiHEeTUYHO 3HAYYII0l B3aEMOII 3
dbenodiOpaTOM He 0UiKYETHCS, OQHAK MOXKJIMBa hapMaKoAuHaMiuHa B3aemomis. ['empibposur,
denodibpar, inmi pibpatu Ta nimimo3HUKYBaNbHI o3u (> abo piBHi 1 r/mo0y) HiauuHy (HIKOTUHOBOI
KMCJIOTH) 30iMbIIYI0Th PU3UK MioIlaTil TPy CYyNyTHBOMY 3aCTOCyBaHHI 3 iHribiTopamu I'MI'-KoA,
MOBIPHO, 3@ PaXyHOK TOT0, IIJ0 BOHU MOXKYTh CIPUYNHATH MiOIaTiio, KOJH 1X 3aCTOCOBYIOTh OKPEMO.
Io3a 40 Mr mpoTHUIoKa3aHa IIpU CYIIyTHOMY 3aCTOCyBaHHi ¢Gi6paTiB (quB. po3minu
«[Iporunoka3anHs» Ta «OCOOIMBOCTI 3aCTOCYBaHHS»). TaKUM IallieHTaM TaKOXK CJIifi TOYMHATU
Tepalriio 3 031 5 MT.

Ezemumib

OpgHOYacHe 3aCTOCYBaHHS PO3yBacTaTHHY B 03i 10 Mr Ta e3etumiby 10 Mr namieHTaM i3
rinepxonectepuHeMieio nmpu3Boauno no 3poctanus AUC po3yBacTaTuny B 1,2 pa3a (ouB. TaOnuino).
He MoxXHa BUKIIO4aTH (papMaKogHHaAMIiYHOI B3a€MOIil MiK po3yBaCTaTUHOM Ta €3eTUMiOOM, III0
MOXKe MPU3BEeCTH 00 HebaxKaHuX ABUII (OUB. po3ain «OcoO0MMBOCTI 3aCTOCYBaHHSI»).

AHmauyuoHi aikapcuvki 3acobu

OpHOoYacHe 3aCTOCYBaHHS PO3yBaCTaTHHY i3 CyCIEH3isIMU aHTALU[IB, 1110 MICTATH FiAPOKCUL
asoMiHi0 abo MarHilo, 3HMKYBaJIoO KOHI[EHTPAIlil0 po3yBaCcTaTUHY B IJIa3Mi KpPOBi TpubIM3HO Ha
50 %. Lle#t edekT OyB MeHII BUpaKeHUM y Pa3i 3aCTOCYBaHHS aHTALUTHUX 3ac00iB yepe3 2 TONUHU
micsa po3yBacTaTuHy. KimiHiuHa 3HAYYyLIiCT Ifi€l B3a€MOIil He BUBYaacH.

EpumpomiuyuH

OpHOYacCHe 3aCTOCYBaHHS PO3yBaCTaTUHY Ta epUTpoMinuHy 3HuKyBano AUC po3yBacTaTUHY Ha
20 %, a C,,, - Ha 30 %. LI B3aeMopis MoxKe OyTHU CIpUYMHEHA ITOCUIEHOI0 TIEPHUCTaTbTUKOI0
KUIIIEYHUKY BHACIIIOOK [Iil epUTPOMIIIUHY .

Tuxkaepenop

Tukarpesnon Moxe CIPAUYUHATA HUPKOBY HEJOCTATHICTh 1 MOXKe BIIJIUBATA HAa HUPKOBY €KCKpeIlilo
PO3yBacTaTHUHY, 30ibINYI0YN PU3UK HOT0 HAKOMUYEHHS. Y OesKUX BUMAAKaX CIiTbHUN MIPUAOM
THKarpesopy Ta PO3yBaCTaTUHY IPU3BOOUB [0 3HMXKEHHSA QYHKII] HUPOK, IiABUILIEHHS PiBHSA
kpeatundocdokinasu (KOK) ta pabmomiosnizy. PekoMeHIYyETHCS TPOBOAUTH KOHTPOIb (PYHKITI HUPOK
Ta piBHA KOK 1npu ogHOYaCHOMY 3aCTOCYBAaHHI TUKArpesiopy Ta po3yBacTaTUHY.

®epmeHmu yumoxpomy P450

Pe3ynbTaTy gOCHigKeHs in vitro Ta in vivo cBig4aTh, 110 pO3yBacTaTUH He iHTiOye i He CTUMYITIOE
izopepmenTu nuToxpomy P450. OKpiM 110T0, pO3yBacTaTUH € CITaOKUM CyOCTPaTOM IUX
i3odepmenTiB. TakuM YMHOM, B3a€MOfil 3 TiKapCHKUMU 3ac00aMU B pe3yybTaTi MeTaldoi3My,
onocepenkoBanoro P450, He ouikyeTbcs. He criocTepiranocs KiaiHIYHO 3HAYYIIUX B3aEMOZIN MixK
po3yBacTaTuHOM Ta ¢ykoHazosoM (iuribitopom CYP2C9 ta CYP3A4) a60 KETOKOHA30JI0M
(imri6iTopom CYP2A6 Ta CYP3A4).

B3aemo0ii, wo sumazarome Kopekuii 0o3u posysacmamuHy (0us. maxkoxc mabauuo)



[Tpu HeoOXigHOCTI 3aCTOCYBAHHS PO3yBACTATHUHY 3 iHIIMMHU JIIKaPCHKUMHU 3acobaMu, 3TaTHUMU
TiIBUIITYBATU MOTO €KCIIO3UILiI0, H03Y PO3yBaCTATUHY MOTPIOHO CKOPUTYBATH. AKIIO OYiKYETHCS, 110
AUC nikapcbkoro 3aco0y 3pocte mpubau3Ho B 2 abo Ginblle pas3iB, 3aCTOCYBaHHS PO3yBacCTaTUHY
Cyif moyuHaTH 3 103U 5 MT 1 pa3 Ha no0y. MakcumasnbHy 1060BY 003y PO3yBacTaTHHY MOTPIOGHO
CKOPHUTYBaTU TaKUM YMHOM, 11100 H0r0 04iKyBaHa €KCIIO3Ullig He IepeBUIyBajia eKCI03uIliio, 10
Bi3Haya€eThCA Ipu npuiioMi go3u 40 Mr/go0y 6e3 3acTocyBaHHS JIiKapChKuX 3aco0iB, 110
B3a€EMOIIIOTH i3 JIiKapChKKUM 3ac000M; HaIIPUKJIaM, IIPU 3aCTOCYBaHHi 3 reMpibpo3uiom fo3a
po3yBacTaTtuHy cTaHoBuTHMe 20 Mr (36inbIIeHHS eKcno3ulil B 1,9 pa3a), mpu 3aCTOCYBaHHI i3
KoMOiHalli€lo puToHaBip/aTa3aHasip - 10 mr (36inbmenHs B 3,1 pasa).

fdxkmo nikapcekui 3aci6 36inbirye AUC po3yBacTaTUHY MEHII HiXK Y 2 pa3y, II0YaTKOBY 103y
3MEHINyBaTH He MOTPiOHO, ajie CiIifl JOTpUMyBaTHCs 00epeKHOCTI pu 30ibIIeHH] 03U TiKapChKOT0
3aco0y O3anekc” o moHap 20 MT.

Tabnuus
BrnmuB cynmyTHiX JTikapchKuX 3ac0o0iB Ha €KCIIO3UIIil0 PO3yBacTaTUHY

(AUC; B nopgaKy 3MeHIIEeHHS BeIMYMHY) 3a ONy0J1iKOBaHUMHU JaHUMU KITiHIYHUX [OCHIiAXKEHb

36inpmenHss AUC po3yBacTaTuHy B 2 pa3u abo Oinblile, HiXK y 2 pa3u

PexuM mo3yBaHHS JIiKapCchKOT0 3aco0y, 110 B3aEMOIie PexkxuM [103yBaHHS 3minu AUC
pPO3yBaCTaTUHY po3yBacTaTUHY*

CodocOyBip /BenmaTacBip/BoKCUTIAIPEBIP 10 mr, omHopa3oBa T 7,4 pasa

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

pas Ha o6y npotsroMm 15 gHIiB

LluknocropuH Bif 75 Mr 2 pa3u Ha 706y g0 200 mr 2 10 mr 1 pa3 Ha goOy, T 7,1 paza

pas3u Ha mo0y, 6 micsis 10 guis

Hapomytamin 600 Mr 2 pa3u Ha go0y, 5 OHIB 5 Mr, omHOpPa30Ba T 5,2 paza
mo3a

Peropacdeni6 160 mr 1 pa3 Ha no0y, 14 gHiB 5 MT, 0OgHOpPa30Ba T 3,8 paza
mo3a

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

8 nHiB Io3a

Benmaracgip 100 mr 1 pa3 Ha mo6y 10 Mr, omHOpPa3oBa T 2,7 paza
mo3a

OwmbitacBip 25 mr/naputanpesip 150 Mr/puToHaBip 5 MTI, OmHOpPa30Ba T 2,0 paza

100 mr 1 pa3 Ha moby/macabysip 400 Mr 2 pa3u Ha mosa
no6y, 14 guiB
I'pasonpesip 200 mr/enbacsip 50 mr 1 pa3 Ha mo6y, 10 mr, ogHOopa3oBa T 2,3 pa3a

11 puiB I0o3a

I'nekanpesip 400 mr/mi6penTtacBip 120 mr 1 paz3 Ha 5 Mmr 1 pa3 Ha o0y, 1 2,2 pa3a

noOy, 7 mHiB 7 OHiB

Jlominagip 400 mr/puTtonasip 100 mr 2 pa3u Ha go0y, 20 mr 1 pa3 Ha moby, T 2,1 pasa

17 nHiB 7 OHiB

Knonigorpens 300 Mr, motiM 75 Mr 4yepe3 24 rogurau 20 Mr, omHOpPa30Ba 1 2 pa3m
mo3a

Temdibpo3un 600 mr 2 pa3u Ha 0oOy, 7 [HIB 80 Mr, ogHOpPa30Ba 7 1,9 paza
mo3a

36inpmennss AUC po3yBaCcTaTUHY MeEHIIe HiX y 2 pa3u



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

pPO3yBacTaTUHY po3yBacTaTUHY™*

Entpomb6omnak 75 mr 1 pa3 Ha go0y, 5 fHiB 10 Mr, omHOpa30Ba 7 1,6 pasa
mo3a

Hapyuasip 600 mr/putonasip 100 mMr 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 gHIiB 10 Mr, omHOpa30Ba 7 1,4 pa3a **
mo3a

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

3uuxenHsa AUC po3yBacTaTUHY
PexuM mo3yBaHHS JIiKapCchKOTo 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

* [laHi, mpecTaBlieHi K 3MiHa B X pa3iB, SBISIOTH COGO0I0 CIIBBITHOIIEHHS MiXK 3aCTOCYBaHHSIM PO3yBaCTATHHY
y koM0iHartril Ta okpemo. [laHi, mpencTasieHi y BUrasAni % 3MiHu, SABIAI0Th C06010 % Pi3HUIO BiTHOCHO
TIOKA3HUKIB IPHU 3aCTOCYBaHHI PO3yBaCTaTUHY OKPEMO.

30iIbIIeHHS ITI03HAYEHO 3HAYKOM 1, 3MEHIIeHHsS - |.

** By710 IpoBeIeHO KiTbKa JOCITigKeHb B3a€MOii TPH Pi3HUX J03axX pPO3yBaCTATHHY, B TAOIHUIN MOmaHO
HalbinblI 3HAYYIIeE CIiBBiIHOIIEHHS.

Jlikapceki 3acobu /KoMOiHalii, 9Ki He Maiu KJIiHiYHO 3HAYYIIOTO BIIMBY Ha criBBigHOmEeHHS AUC
po3yBacTaTHHY IPU OOHOYACHOMY 3aCTOCyBaHHi: asneryita3ap 0,3 Mr 7 gHiB; peHodibpaT 67 Mr 7
nHiB 3 pa3u Ha moby; drykonasosn 200 mr 11 gHiB 1 pa3 Ha mo0y; do3amnpenasip 700 Mr/puToHaBip
100 mr 8 guiB 2 pa3u Ha go0y; KeTokoHa3on 200 Mr 7 mHiB 2 pa3u Ha moby; pudammin 450 Mr 7 gHiB
1 pa3 Ha mo6y; cunimapun 140 mr 5 gHiB 3 pa3u Ha m00y.

Bnaue po3ysacmamuHy Ha cynymHi aikapcoki 3acobu
AHmazeoHicmu simamiHy K

4K i momo inmmx inribitopiB I'MI-KoA-pemykTasu, Ha MOYaTKy 3aCTOCYBaHHS PO3yBacTaTUHY abo
IIpU IigBUINEHHI KO0 AO3U Yy MAlli€HTIB, SKi OGHOYACHO 3aCTOCOBYIOTh aHTArOHICTH BiTamiHy K
(Hampukian, BapbapuH abo iHIMME KyMapHHOBUY aHTUKOATYIISHT), MOXKJIUBE MiIBULIEHHS
MiKHapogHOT0 HopMasni3oBaHoro criBBigHomeHHsa (MHC). [IpunuHeHHS 3aCTOCYBaHHS
po3yBacTaTHHY a00 3MeHIIeHHs HOoTro 03U MOoXKe IMpu3BecTy A0 3HKuKeHHSI MHC. ¥ Takux BUlagkax
OaxaHul HanexXHU MoHiTOpUHT MHC.

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

OpHOYacCHe 3aCTOCYBaHHSI pO3yBaCTaTHHY Ta IIePOpaIbHUX KOHTPALEIITHBIB IIPU3BOOUIIO 10
nigsuuierHsa AUC eTuHinecTtpagiony Ta Hoprectpeny Ha 26 % Ta 34 % BignoBigHO. Take MifABUIEHHS
PiBHS y my1a3Mi KPOBi CIIifl BpaxOBYyBaTH IIpH Mif0OO0Pi 03U MepopaabHUX KOHTPALeNTHUBIB. [JlaHUX
momo hapMaKOKiHeTHKH JIiIKapChKUX 3aC00iB y MaIli€HTiB, SKi OMHOYACHO 3aCTOCOBYIOTh



po3yBactaTuH Ta ['3T, HeMae, TOMy He MOXKHa BUKJII0oUaTH mofidHoro edexty. OgHak KoMOiHalisg
IIMPOKO 3aCTOCOBYBAJACs XKiHKaM Y paMKax KJTiHiYHUX DOCTIIXKeHb i mepeHocunacs fnobpe.

THwi nixkapcvki 3acobu

Huz2oKkcuH

3a MaHUMHU CIielliaJIbHUX JOCITigKeHb KITiHIiYHO 3HAUyIII0l B3aEMOil 3 IUTOKCUHOM He OUYiKy€eThCS.
dy3udosa Kucaoma

IocmigXeHHST B3a€MO{Iil po3yBaCTaTUHY 3 (Py3UI0BOIO KMCIOTOI HE MPOBOAUNNCS. PU3uK Mionarii, y
T.4. 3 pabmomiosnizom, Moxke O6yTu 30iNbIIIeHNI BHACTIAOK CYIIyTHBOTO 3aCTOCYBaHHS CHCTEMHOI
Gy3umoBoi KUCTIOTH 3i cTaTWHaMHU. MexaHi3M 1iiel B3aeMofii (hapMakoguHaMiuHui abo
(dbapMakokiHeTU4YHHY, abo i Te 1 iHIIe) HoTenep He 3’sicoBaHui. [loBigoMnsanocs mpo pabmomiosia
(30KpeMa mesiKi neTanbHi BUTIAOKK) Y MAI[EHTIB, SKi OTPUMYBAIH II0 KOMOiHaIli1o0.

[TarmienTaM, y IKUX 3aCTOCYBAHHSI CUCTEMHOI (hy3UI0BOI KUCIIOTH BBAXKAETHCS HEOOXiTHUM,
JIiKyBaHHSI PO3yBACTATUHOM CJIil IPUIIMHUTH Ha BECh TEPMiH JIiKyBaHHSA (y3UA0BOIO KHACIIOTOIO.
Takox guB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS».

Himu

IocmigXeHHsT B3a€MO[Iii TPOBOAMINCS Jullle y mopociux. CTyIiHb B3aEMOIil y IiTeW HEBITOMUM.

Oco061ueocmi 3acmocye8aHHs1.
Bnaue Ha HUpku

[TpoTeinypis, BUsIBIEHa V¥ Pe3y/IbTaTi aHali3y 3a TeCT-CMyKKaMHU Ta IlepeBakHO KaHaIbIIeBOTO
IIOXOMXEeHHs, CIIoCTepiranaca y Maui€HTiB, Kl JIIKyBaJIUCS BUIUMU [03aMU PO3yBacTaTUHY, 30KpeMa
40 mr, i y GinbIrocTi BumagkiB 6yima TUM4YacoBOi0 abo nmepepuByacToro. [IpoTeinypis He Oyna
nIepeaBiCHUKOM TocTpoi abo mporpecyodoi xBopobu HUPOK (OuB. po3nin «[Tobiuni peakuii»). YacTota
TIOBiIOMJIEHD ITPO CEPHO3Hi siBUIA 3 60Ky HUPOK Y MTOCTMapKEeTHHTOBUX JOCITIIZKEHHSIX BUIIIA TTPU
3acTtocyBaHHi 7o3u 40 Mr. V maifieHTiB, sKi MpuiiMaloTh JiKapchKui 3acib y mo3i 40 mr, cig
PETyIAPHO IEePEeBipATHA (PYHKIIII0 HUPOK.

Bnaue Ha CKe/iemHy MyckKy.aamypy

[TopymienHs 3 60Ky CKeJlIeTHOI MyCKYJIaTypH, HallpUKJyIaa Miasnris, MiomnaTis Ta 3pigka pabmomiosis,
CIIOCTEpIranucs y MallieHTiB, SKi MpuiiMasy po3yBacTaTHH y Oyab-IKUX N03aX, 0COOIUBO GibIle

20 mr. [IyxKe pigko Bunaaku pabmomioni3y Big3Haudanucs IpyU 3aCTOCYyBaHHiI e3eTuMi0y y KoMOiHallii 3
inribitopamu 'MI'-KoA-penykTa3u. He MoXXKHa BUK/II0YaTA MOXKJIABICTh (papMaKOAUMHAMIiYHOI
B3aeMofil (quB. po3min «B3aemopmis 3 iHIUMY JTiKapCbKUMHU 3aco0aMu Ta iHIM BUIK B3aEMOIIN»),
TOMY TaKy KOMOiHallilo CJlif 3aCTOCOBYBaTH 3 00€peXKHICTIO.

4k i mpu 3actocyBaHHi inmux inribiropis I'MI'-KoA-penykTasu, 4acToTa IOBifOMJIEHDb ITPO BUMIAKY
pabmoMmiosni3y, MoB’'13aHOr0 i3 3aCTOCYBaHHAM PO3yBacTaTUHY, ¥ IOCTMapKeTUHTOBH 1epion Oyna
BHIIOIO TpH 1031 40 Mmr.

PigeHb KkpeamuHKiHA3u



PiBenb kpeatunkinasu (KK) He crig BUMipioBaTH Micls 3HaYHUX (HisMYHUX HaBaHTaXXeHb abo 3a
HasBHOCTI MOXKJIMBUX aJIbTEPHATUBHUX MPUYUH MiABuieHHS KK, 110 MOXYTh YCKIIagHIOBaATH
iHTepnpeTalilo pe3ynbTaTiB. AKIo BuxigHui piBeHb KK 3HauHO mipBumeHui (> 5 pasis Buille BMH),
IPOTSTOM 5-7 [HIB HE0OXigHO 3p0OUTH TOBTOPHUY aHai3, 100 MigTBEpOUTH Pe3ynIbTaTh. AKII0
pe3ynbTaTH MOBTOPHOT'O aHasli3y MifTBePHAXKYIOTh, 10 BuxigHe 3HaueHHS KK Oinbie HiX y 5 pa3iB
nepesuiye BHM, 3acTocyBaHHS JIiKapChKOT0 3ac00y IOYKWHATH He CIIif,.

ITeped nouamkom nNiKy8aHHA

PosyBacTartuH, §K i inmii inribitopu 'MI-KoA-pengykTasu, ciif 3 00epexkHiCTio TpU3HaYaTH
nalieHTaM 3i CXUJIBbHICTIO J0 Miomatii/pabmomionidy. o ¢haKToOpiB TAKOTO PU3UKY HajlekKaTh:

- IOPYIIEeHHS QYHKII HUPOK;
- TIIOTUPEO3;
- HasIBHICTb B 0cobrucTOMy a00 POIMHHOMY aHaMHe3i CllafKOBUX 3aXBOPIOBaHb M’'13iB;

- HasIBHICTb B aHaMHe3i MiOTOKCUYHOCTI Ha TJIi 3aCTOCyBaHHS iHIuX iHri6iTopiB 'MI-K0A-
penykTasu abo ¢idparTis;

- 3JI0BKMBAHHS aJIKOT'0JIEM;
- BiK > 70 pOKiB;

- CUTYalil, 1110 MOXKYyTh IIPU3BECTHU [0 MMiABUILIEHHS PiBHS JIiIKapChKOTro 3aco0y y mjaa3Mi KpoBi (Ius.
po3pinu «PapMakKoKiHeTHKa», «B3aeMopisa 3 iHIMUMHU JTiIKapCbKUMM 3aco0aMu Ta iHIII BUOK
B3aemomiii» Ta «Crocid 3aCTOCyBaHHS Ta JO3MU»);

- CYIyTHE 3aCTOCYyBaHHS ¢ibparis.

Y Takux Ialli€eHTiB IOB’sI3aHUY i3 TiKyBaHHSIM PU3UK MOTPIOHO OI[iHIOBATH, IIOPiBHIOIOYH 3
OYiKyBaHOI0 KOPUCTIO; TaKOXK PEKOMEHAYEThCS KIIIHIYHUY MOHITOPUHT. AKIIO BUXigHU# piBeHb KK
3HA4YHO migBumeHuy (>5 pasis Buime BMH), mikyBaHHSA IOYWHATH He CIIif.

Y nepiod aikyeanHs

[TaIfieHTiB CIIif MOMPOCUTH HETAWHO MOBIJOMIISITH PO M’s130Bul 0inb, crnabKicTh abo cymoMu
HEeBiToMoi eTiosorii, 0COOMMBO SKIIIO BOHU CYIPOBOMAXKYIOTHCS HE3MYyKaHHIM a00 rapsiykow. Y Takux
nalieHTiB moTpiOHO BuMiptoBaTu piBeHb KK. 3acTocyBaHHS NTiKapChKOTO 3aC00y CIIifl MPUITUHUTH,
skio piBenb KK 3uauno migsuinenuit (> 5 X BMH) ab6o skio cumntToMu 3 60Ky M’s13iB TSIXKKi Ta
CIIPUYUHSIOTH IOJeHHUN TuCcKOoMpOpPT (HaBiTh gKIro piBeHb KK < 5 X BMH). V pa3si 3HuKHeHHS
CHUMIITOMIB Ta moBepHeHHS piBHA KK 10 HOpMM MOXKHa ITOHOBUTH Teparliio po3dyBacTaTuHOM abo
anmbTepHaTUBHUM iHTiGiTopoM I'MI-K0A-penyKTa3u y HaMeHIIIi# q03i Ta Mif peTeIbHUM HaTJISIIoM.

PerynsipHo nepeBipstu piBerbs KK y acuMnToMaTU4HUX NallieHTiB HeMae noTpebu. [lyxKe pimko
TIOBiZOMJISLIIOCS TTPO BUIIA[IKU iMyHOOIIOCEPEeIKOBaHOI HeEKpPOoTu3yoy4oi MionaTii (IOHM) mig yac abo
micyis Teparmii ctaTuHaMU, B TOMY YuCi po3yBactaTuHoM. Kniniunumu npossamu IOHM e cnabkicThb
IIPOKCHMaIbHUX M’g3iB Ta MigBUINEHHS PiBHS KpeaTUHKiIHA3W Yy CUPOBATII KPOBi, 1110 30epiraeThcs
HaBITh ITiCNIA IPUIIMHEHHS 3aCTOCYBaHHS CTaTUHIB.

Y k7TiHIYHUX JOCTIXKEHHSIX He 0yJI0 OTPHMaHO J0Ka3iB IiIBUIIEHOT0 BIJINBY Ha CKEJIETHY
MYCKYNaTypy V HEBEIUKOI KilIbKOCTI IallieHTiB, SIKi IpuiiManu po3yBacTaTUH Ta CYNyTHi JTiKapChKi



3acobu. OmHaK MigBUINEHHS YaCTOTHA MiO3UTY Ta MiomaTil Bif3Hadasnocs y MallieHTiB, SKi mpuiiManu
inmi inri6iTopu I'MI'-KoA-penykTa3u pa3oM i3 noxinaumu Gi6GpoeBOi KUCIOTH, B TOMY YHUCTI 3
reMpiépo3usioM, UUKIOCIOPUHOM, HIKOTUHOBOIO KUCJIOTOI0, @30JIbHUMU ITPOTUTPUOKOBUMU
nperapaTamy, iHribiTopaMu mpoTeasu Ta MaKpOIigHUMU aHTHOIoTUKaMu. ['eMdpibpo3un migBuiye
PU3HUK MiollaTil Ipyu CyNyTHbOMY 3aCTOCYBaHHi 3 geskuMu inribitopamu I'MI-KoA. Tomy
3aCTOCOBYBaTH PO3yBacTaTHH y KoMOiHallil 3 reMm¢piOpo3unoM He peKOMeHAYEThCSI. KopucTs
IOofabIIol 3MiHM PiBHA JIMAIB IPU 3aCTOCYBaHHI po3yBacTaTHHY y KoMOiHamii 3 ¢ibpaTamu abo
Hial[MHOM MOTPiIOHO PETENIbHO 3BaXKyBaTH MOPIBHSAHO 3 MOTEHI[IHHUMY PU3UKaMH, IIOB’I3aHUMHU i3
3aCTOCYyBaHHSIM Takux KoMOiHa1i. [Jo3a 40 Mr mpoTUIIOKa3aHa IIpY CYIyTHbOMY 3aCTOCYBaHHI
¢dibpariB (muB. po3minu «B3aemofis 3 iHIIMMY TiKapPCHKUMU 3aco0aMu Ta iHIT BUOW B3a€EMOMiN» Ta
«ITo0OiuHi peakirii»).

Po3yBacTaTuH He CJIifi 3aCTOCOBYBATHU CIIiJIbHO 3i CHCTEMHUMH JIiKapChbKUMHU 3aco0aMu Qpy3unoBoi
KUCJIOTH ab0 NPOTATroM 7 OHIB MicTig NPUNKHEHHS JTiKyBaHHSA (y3UI0BOI0 KUCIOTO0. [larienTay, y
SIKMX 3aCTOCYBaHHS CUCTEMHOI (Py3UO0BOI KMCIOTH BBaXKA€ETHCSI HEOOXIMHUM, JTiIKyBaHHS CTaTUHAMU
CJIif IPUNIMHUTY Ha BECh TEPMiH NiKyBaHHS (Hy3Ug0BOIO KUCIIOTOI0. [ToBimoMisiiocs npo paboomioni3a
(y Tomy uucni 3adikcoBaHO OeKinbKa IeTarbHUX BUMAIKIB) ¥ MALi€HTIB, SKi oTpuMyBanu KoMOiHallio
Gy3umoBol KUCIIOTH Ta CTAaTUHIB (IUB. po3ain «B3aeMofiia 3 iHIMKUMY TiKapChKUMM 3aco6aMu Ta iHIIi
BUMHM B3aEMOTIN»).

[TamieHTaM CJIifi MOPagUTH HeTalHO 3BEPHYTHCS 110 MEIUYHY IOMOMOTY, SIKIII0O BOHU BiluyBalOTh OyOb-
SIKi CUMIITOMH M’5130B01 ctabkocTi, 60110 abo XBOpoO/IMBOi YyTIUBOCTI. Teparito cTaTiHaMKU MOXKHa
TIOBTOPHO TIOHOBUTH 4epe3 7 OHIB Mic/isg 0CTaHHBOI 03U (Qy3Uq0BOI KUCIIOTH. Y BUHSTKOBUX
BUITQ[IKaX, KOJIK HeoOXigHa MPOJIOHTrOBaHa CUCTeMHA (Py3unoBa KMCIIOTA, HATPUKIIAM 7S JTiKyBaHHS
TSKKUX iH(DeK1ii, HeoOXimHICTh OQHOYACHOTO 3aCTOCYBAHHS PO3YBACTATUHY Ta Py3UO0BOI KMUCIOTH
TIOBUHHA PO3TJISIOATUCS TiTbKY B KOXKHOMY KOHKPETHOMY BUIIAAKY ¥ IIifl peTEIbHUM MeIUYHUM
HarJIsIoM.

PosyBacTaTuH He CIlifi 3aCTOCOBYBATH IalliEHTaM i3 TOCTPUMU, CEPIO3HUMU CTaHaMHU, 110 CBig4YaTh
Ipo MiomaTiio a6o MOXKIMBICTb PO3BUTKY HUPKOBOI HEJOCTATHOCTI BHACIITOK pabmoMioni3y (cemcuc,
apTepianbHa TimoTeH3is, BeJIMKe XipypriuHe BTpy4YaHHsS, TpaBMa, TSAXKKi MeTa0oJliuHi, eHIOKPUHHI Ta
€JIeKTPOJIITHYHI po3nagy abo HEKOHTPOJIbOBaHi CyIOMHU).

TsocKi wKipHi nobivyHi peakuii

[Tpu 3acToCyBaHHI pO3yBacTaTHHY IOBIOMIISAIIOCS TIPO TAXKKi MIKipHi m00iYHi peakilii, BKII04al0un
cuagpoM CriBeHca - [[xkoHcoHa (CCJI) Ta MeguKaMeHTO3HY Peakliilo 3 e03MHOPiNTi€I0 Ta CHCTEMHUMU
npossBamu (DRESS), siKi MOXKYyTh 3arp0oXKyBaTH XKHUTTIO ab0 MPU3BECTH [0 JIETAILHOTO HaCHiAKY. [Tpu
IIpA3HAYEeHHI po3yBacTaTUHY MallieHTaM CJIif [IOBiIOMJIIATH IIPO O3HAKU Ta CUMIITOMHU TAKKUX
IIKIPHUX peakliil Ta PeTeNIbHO CIIOCTepiraTu 3a HUMU. [Ipu m04Bi 03HAK Ta CUMIITOMIB, 1110 BKa3YIOTh
Ha IIi peakxilii, 3aCTOCyBaHHS pO3yBaCTaTUHY MOTPiOHO HETAMHO MPUIIUHUTH Ta PO3TIISHYTH
anbTepHATUBHE JIiIKyBaHHS.

SIKIo y malieHTa IpH 3aCTOCYBaHHI JIiKapchKoro 3acofy O3anekc® po3BUHYNACS TaKa Cepiio3Ha
peaknis, sk CCII abo DRESS, y MaitOyTHbOMY He CJIifi Y HbOT'O BiTHOBJIIOBATH JIiKyBaHHS
PO3yBaCTaTUHOM.

Bnaue Ha neyiHky

4ki i inmi inribitopu 'MTI-KoA-pegyKTa3u, po3yBacTaTHH CJIifi 3 00epekHiICTIO 3aCTOCOBYBATH
malfieHTaM, sKi 3710BXKHUBalOTh aJIKOT0JIeM Ta/abo MaloTh B aHaMHE31 3aXBOPIOBAHHS MEYiHKH.



PexomeH0BaHO nepeBipsATH 0i0XiMiuHi MOKAa3HUKY (PYHKIIII TEeYiHKY Iepef] T0YaTKOM JIiKyBaHHS Ta
yepes 3 Micsli moTomy. 3acTOCyBaHHS PO3yBaCTATUHY MOTPIOHO MPUMUHUTH a00 3MEHIITUTH 03Y,
SIKIIIO piBeHb TPaHCaMiHa3 y CHPOBATII KPOBi Oinbie Hixk BTpudYi nepesuinye BMH. YactoTa
TIOBiIOMJIEHD IIPO CEPHO3Hi sBUIA 3 00Ky MediHKu (lepeBakHO PO MigBUIIEHHS PiBHS TpaHCaMiHa3
IIeYiHKHM) Y MmicgpeecTpaliiinuil mepion Oysa GinbInoio Ipu 3acToCyBaHHiI fo3u 40 Mr.

Y naiieHTiB i3 BTOPUHHOIO TillepxoJieCTepHHEMIEI0, 3yMOBJIEHOIO TiOTHPe030M a0o HepPOTUUHUM
CHHIPOMOM, CJIi[i CTIOYaTKy BUJIIKyBaTH OCHOBHY XBOpOOYy, MepIll HiXK IMOYWHATH Tepalliio
PO3yBaCTaTUHOM.

Pacosa HanedcHicmb

HocnimxeHHS (papMaKOKiHETUKY CBif4aTh IIPO 3POCTAHHS €KCIIO3MUllii y MallieHTiB MOHTOJIOIIHOI pacu
mpuOIM3HO BABiUi MOPIBHSHO 3 €BpONEUsiMU (IUB. po3minu «dapMaKOKiHETHKA»,
«IIpoTtunoka3anHsa» Ta «Cmoci0 3aCTOCYBaHHS Ta [O3U»).

IH2ibimopu npomeasu

[TigBuIeHa cUCTEMHa eKCIIO3UIIisl 0 PO3yBacTaTUHY CIIOCTepiranacs y ocib, sKi 3aCTOCOByBaju
pO3yBacTaTHH CYIyTHHO 3 Pi3HUMHU iHTiGiTOpaMu NpoTeasu y MOENHAHHI 3 puTOHaBipoM. Crif
0oOMipKyBaTH K KOPUCTH Bifl 3HWKEHHS PiBHA JiMifliB 3a JOIIOMOT0!0 pO3yBaCTaTUHY Y MAIi€HTIB i3
BIJI, siKi oTpuMYIOTH iHTi6iTOPU IPOTEas3u, TakK i MOKIIUBICTh MiIBUILIEHHST KOHIIEHTPALIii
pO3yBaCTaTHUHY y IJ1a3Mi KPOBi Ha IT0YaTKYy Tepallil Ta IpU MiABUINEHH] [03K PO3yBaCTaTUHY Y
TAIlieHTiB, SIKi OTPUMYIOTE iHTi6iTOpU MpoTea3u. OgHOYAaCHE 3aCTOCYBaHHS JIiKapChKOT0 3ac00y 3
IessKUMHU iHTi0iTopaMu mpoTeasu He PEKOMEHAYEThCS, SKILO 103a PO3yBaCTaTHHY HE CKOPUTOBaHa
(muB. po3minu «B3aemofis 3 iHIIMMU TiKapCbKUMM 3aco0aMU Ta iHIIM BUAM B3aEMOMii» Ta «Crocio
3aCTOCYBaHHS Ta AO3W»).

IHmepcmuuiaavbHa Xx8opoba snezeHb

[Tig yac 3acToCcyBaHHS OeSKUX CTaTUHIB, 0COOIMBO IIPX TPHUBAJIOMY JIiKyBaHHi, ITOBiIOMIISAIOCS IIPO
BUHSITKOBI BUIIQ[IKX IHTEPCTUIlIAIbHOI XBOpOOU nereHs (AuB. po3min «ITob6iuni peakmii»). [Jo mposiBiB
11iel XxBOpoOu MOXKHA BifTHECTH 3a[UINKYy, HEIIPOOYKTUBHUY Kallle/Ib Ta 3arajibHe MOTipIIeHHs CTaHy
(cToMTIOBaHICTh, 3HUKEHHS MaCH Tijla Ta Tapsy4ka). Y pasi migo3pu Ha iHTepCTULiaIbHY XBOPOOY
JIereHb 3aCTOCYBaHHSA CTAaTUHIB CJIifi IPUIIMHUTH.

Llykposutl diabem

Iesxki ¢hakTu CcBigYaTh, II0 CTAaTUHY, K KJIaC, MigBUIIYIOTh PiBeHb I'TIOKO3U B KPOBI Ta y AESIKUX
NALEHTIB, IKUM 3arpOXKy€ BUCOKUI PU3UK PO3BUTKY LIYKPOBOTO fiabeTy B MalOyTHbOMY, MOXKYTh
CIIPUYMHSITH TilepriikeMilo TaKOTO PiBHS, 3a SKOro HeoOXigHe HalleXHe TiKyBaHHS I[yKPOBOTO
niabety. Lo 3arpo3y, ogHaK, TepPeBUINy€e 3HUKEHHS PU3UKY CYIUHHUX MOPYIIeHb IIPU 3aCTOCYyBaHHi
CTaTHHIB, i TOMYy BOHa He Ma€ OyTH IigCTaBOIO OJIST MPUIIMHEHHS Tepallil cTaTuHaMH. 3a MallieHTaMu
IPyIH PU3KKY (PiBEHB TIOKO3H HaTine 5,6-6,0 MMonn/i, IMT > 30 Kr/M°, MigBUIIEHNH PiBeHb
TPUTJIiLIePHU/IiB, apTepianbHa TinepTeH3is) CIil BCTAHOBUTH SK KIIiHIYHNN, Tak i OioxiMiuHMH
KOHTPOJIb 3TiAHO i3 HalliOHAITbHUMH KEePiBHUIITBAMHU.

Y mocnigxenni JUPITER 3apeecTpoBaHa 3arajibHa 4aCcTOTa yKPoBOro miabeTy ctaHoBuia 2,8% y
rpyni npuitoMy po3yBacTaTuny Ta 2,3 % — y rpymi mnamebo, IepeBaXxHo y NallieHTiB i3 piBHEM

TJIIOKO3M HaTIIe Big 5,6 0o 6,9 MMOIIb/I.

Himu



Ouinka JiHIMHOTO POCTy (3picT), Macu Tina, IMT (iHgekCy Macu Tifa) Ta BTOpDUHHUX XapaKTEPUCTUK
CTaTeBOro A03piBaHHA 3a TaHHEepOM y AiTel BikoM Bif 6 1o 17 poKiB, sKi mIpuiiManyu po3yBacTaTHH,
o0MezKeHa 1epiogoM TPUBAJIICTIO 2 poku. Ilicng 2 pokiB HOCTigKyBaHOTO JIIKYBAHHS XKOJHOTO BILJIUBY
Ha picT, Macy Tina, IMT abo craTteBe q03piBaHHS BUSBIEHO He Oyi10 (OUB. PO3Min
«QapmakoauHaMika»). Y KIIiHIYHOMY OOCHiAXKEeHH] y giTel Ta HiAIiTKiB, AKi IpUiMaIu po3yBaCTaTUH
npoTsaroM 52 THXKHIB, nmigBuiieHHs piBHSA KK >10 pagis Buie BHM Ta cumntomu 3 60Ky M’S3iB micis
¢bisuyHOrO HaBaHTaXXeHHS a00 MiABUIIEHOI (Pi3UYHOI aKTUBHOCTI CIIOCTEPiraancs 4acTille MOPiBHIHO
3 TAKUMHU Y JTOPOCTUX (OuB. Po3min «[To6iuHi peakiii»).

MiacTeHid rpaBic/ouHa MiacTeHis

[Tpu 3acTOCyBaHHI CTAaTHHIB MOBIMOMIISIIOCH ITPO EKiNbKa BUNAMKiB BUHUKHEHHS de novo abo
3aroCTPeHHS HasgBHOI MiacTeHii rpaBic abo ouHOI MiacTeHil (quB. po3nin «[Tobiuni peakuii»). [Tpuitom
niKapceKoro 3aco0y O3anekc® CIIijf IPUIKUHATH y Pa3i IOCUIIEHHS CUMIITOMIB 3aXBOPIOBAHHS.
[ToBimoMIIsiIOCS TIPO PELMAUBY XBOPOOU ITPU ITOBTOPHOMY 3aCTOCYBaHHI TOT0 Xk camoro abo iHIoro
CTaTUHY.

LlonomidcHI pevo8uHu

[IpemapaT MiCTHATh 1aKTO3y. fAKIIO Y MallieHTa BCTaHOBJIEHa HEIIePeHOCUMICTh [eIKUX IYKPiB, CIIif
IIPOKOHCYJIbTYBATHCS 3 JIiKapeM, MepIll Hix MpuiiMaTy 1el TiKapchKuii 3acib.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
Po3yBacTaTuH NpOTUIIOKa3aHUM Y IIE€PiOf BariTHOCTI Ta TOOyBaHHS I'PYALIIO.
2KiHKM penpORYKTHBHOTO BiKy TOBMHHI BUKOPUCTOBYBaTH HaJleXHi 3ac00M KOHTpAIemnIIil.

OCKinbKM XOJIECTEPHH Ta iHIIi MPOAYKTH 0i0CMHTE3Y X0JIeCTEPUHY BiflirpaioTh iCTOTHY PONb Y
PO3BUTKY IJI0fla, IOTEHIINHUY pU3UK Bif npurHideHHsa ['MI'-KoA-penyKkTa3u mepeBullye KOPUCTD Bif
3aCTOCYBaHHS JIiKapChKOT0 3aco0y B mepiof BariTHocTi. [JaHi gocHifKeHb Ha TBApPUHAX IIOA0
TOKCUYHOTO BIIJIUBY Ha PENPONYKTHUBHY QyHKIiI0 o0OMexXeHi. JKIo malieHTKa 3aBariTHie B nepion
3aCTOCYBaHHS IIhOTO JTiIKapChKOTo 3aco0y, JIiKyBaHHS CJIi[l HerafHO IPUIIUHUTHU.

Po3yBacTaTuH IOTpaIIsi€e Y MOJIOKO IIypiB. [laHUX 010 TPOHUKHEHHS PO3YBaCTaTHHY y TPyAHE
MOJIOKO JTIOOVMHU HeMa€ (OuB. po3[in «IIpoTuoka3aHHsI»).

30amHicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMmamu.

IocmimKeHHS BIJIMBY PO3yBaCTAaTUHY Ha 3MATHICTh KePyBaTH aBTOMOOIIEM Ta MPAIIOBATH 3 iHIIUMU
MexaHi3Mamu He npoBopunucsa. OgHak, 3 orfasaay Ha apMakKoguHaMidHi BIaCTUBOCTI JIIKAPCHKOTO
3aco0y, MaJI0MMOBIpHO, 1110 PO3yBaCTaTUH YHHUTHUME BIIJIUB Ha TaKy 37aTHICTh. [Ipu KepyBaHHI
aBTOTpaHCIOpTOM abo po6oTi 3 iHIIKMU MeXaHi3MaMHU CJIiJ BpaxOByBaTH MOXKJIMBICTh
3aI1aMOpPOYEeHH B IIePiof JIiKyBaHHS.

Cnoci6b 3acmocyeaHHss 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 TabneTKa He OiNMUThCS, Y BUTMA[KY TPU3HaYeHHs MperapaTy B 103i MeHIe 10 Mr cItif 3aCTOCOBYBaTH
IIpenapaTy PO3yBaCTaTUHY 3 MOXKIIUBICTIO TAKOT'0 HO3YBaHHS.

[Tpu BuGOpi T04YaTKOBOI [O3U CJIii BpaXOBYBaTH PiBEHDb X0JIECTEPUHY B KOXKHOTO OKPEMOT'O TallieHTa
Ta PU3UK CEePLEBO-CyIUHHUX NOPYIIEHb Y MalOyTHEOMY, a TAaKOXK KMOBIPHICTh PO3BUTKY HeOaKaHUX
peaxtiii. 3a HeoOXigHOCTI MiABUITYBaTH AO3y A0 HACTYITHOTO PiBHS MOXKHa Yepe3 4 TUXKHi (TUB.
po3min «®apMakomrHaMika»). 3 OTJISIAY Ha Te, IO Ha TJi 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y B 1031
40 mr, mo6iuHi peakiril BUHMKAIOTh YacCTillle, HiXK ITPHU MEeHIINUX J03aX (AuB. po3min «ITobiuHi peakiii»),
OCTaTOYHO TUTPYBATHU [03Yy A0 MaKCUMalbHOI 103U 40 MT BapTO NHIIE Mal[iEHTaM i3 TSIXKKOI0
rinepxonecTepuHEeMi€l0 Ta BUCOKUM DU3UKOM CePLEeBO-CYOUHHUX [TOPYIIEHD (30KpeMa Y XBOpUX i3
CIMEWHOIO TinepxonecTepuHeMi€l0), Y SKUX He BAAN0oCs NOCATTH MeTHU JIiIKyBaHHS IIPU 3aCTOCYBaHHI
no3u 20 Mr i gKi nepeOyBaTUMYTh IIifl peTyISPHUM HarlIsAaoM (OuB. po3min «Oco0auBOCTi
3acTocyBaHHS»). [1ifg yac imimianiii mpuiiomy nikapckkoro 3aco6y B 1o3i 40 Mr peKoMeHI0BaHUM
HarJIA[ ClieliaicTiB.

ITpoghinakmuka cepuego-cyOuHHUX NOPYWEHb

Y mocrnimkeHHi 3HUKEHHS PU3UKY CePLeBO-CyIUHHUX MOPYLIEHD TiKapChKul 3acib 3aCTOCOBYBau y
no3i 20 Mr Ha f00y (muB. po3pin «dapMakoguHaAMiKa»).

ITayieHmu AiMHb0O20 BiKY

PekomeHngoBaHa moyaTKOBa [03a O Malli€HTiB BikoM > 70 pOKiB CTaHOBUTL 5* MT (OUB. PO3MiN
«0Ocob6/IMBOCTi 3aCTOCyBaHHs»). [HIIa KOPEKIis 03U 3 OTJIsAY Ha BiK He mOTpiOHa.

*Qckinbku TabnmeTKa He OiMUThCS, Y BUMAKy TPU3HaYeHHs MperapaTy B 103i MeHIe 10 Mr cItif 3aCTOCOBYBaTH
IpernapaTd PO3yBaCcTaTUHY 3 MOXJIUBICTIO TAKOTO JO3yBaHHS.

ITauieHmu 3 HUPKOBOI HedocmamHicmio
[MamienTaM i3 nerkuMu abo NOMipHUMU NOPYILIEHHAME QYHKIIII HUPOK KOPEKIis 03U He MOTPiOHa.

PexomeH0BaHa OYaTKOBA [03a OJ15 MAI[i€HTIB i3 TOMIpHUMY NOPYIIeHHAME (YHKIII HUPOK
(kyipeHC KpeaTHHiIHY < 60 MJI/XB) CTAHOBUTE 5* MT.

*Qckinbku TabnmeTKa He OiMUThCS, Y BUMAKy TPU3HaYeHHs MperapaTy B 103i MeHIne 10 Mr cItif 3aCTOCOBYBaTH
IIpernapaTy PO3yBacTaTHHY 3 MOXKJIMBICTIO TAKOTO JO3yBaHHS.



o3a 40 Mr mpoTHIiOKa3aHa IallieHTaM i3 MOMipHUMU MOPYIIeHHIMHU QYHKIIII HUPOK. 3aCTOCYBaHHS
nikapchKoro 3aco0y O3anekc® MalieHTaM i3 TSXKKAMH NOPYIIeHHAMHA QYHKIII HIPOK MPOTUIOKA3aHO
y Oymb-sIKMX 103aX (guB. po3ninu «PapMakokiHeTHKa» Ta «[IpoTHIIOKa3aHHS»).

ITauienmu 3 nopyweHHAMU (QYyHKUII neviHKu

Y natuieHTiB i3 mopymeHHIMy QyHKIII TeYinKy, 110 olfiHioBanucs y 7 abo MeHIle 0asiB 3a IIKaJI00
Yannga-I1't0, migBUIIEHHST CUCTEMHOI €KCIT03H1Iil po3yBaCcTaTUHY He criocTepiranocs. OmHak B ocib i3
nopyueHHaME y 8 Ta 9 GasiB 3a mkano Yanma-I1'10o cucTeMHa eKCII03ullisg 3pocTaa (IUB. PO3Min
«PapMaKoKiHeTHKa»). Y TaKuX MalliEHTiB AOLINBbHOIO € OLliHKa (QYHKI1 HUPOK (OUB. PO3MiN
«Oco6uBOCTi 3aCcTOCyBaHHS»). [IOCBi 3aCTOCYBaHHS JiKapchKOro 3aco0y mallieHTaMm, siKi Habpamu
6inbmme 9 Ganis 3a mkanow Yainga-I1'1o, BigcyTHii. Jlikapcekuii 3aci6 O3anekc® IpoTUIOKa3aHIM
mallieHTaM i3 aKTUBHUMH 3aXBOPIOBAaHHAMHU MediHKU (OuB. po3min «IIpoTUnoka3aHHI»).

Pacosa HanedcHicmMb

Y mailieHTiB MOHTOJIOIIHOI Pacu CIOCTepiranacs migBuileHa CUCTEMHA €KCIIO3UIIis JTIKapChKOT0
3aco0y (muB. po3minu «®apMaKoKiHeTHKa», «[IpoTunokasaHHs» Ta «OcOOIUBOCTI 3aCTOCYBaHHS»).
PekoMeHIoBaHa ITOYaTKOBA 403a OJIs MAlliEHTiB MOHTOJIOITHOI pacu CTaHOBUTh 5 MT; mo3a 40 Mr
TaKUM TalliEHTaM IPOTUAIIOKa3aHa.

T'enemuyuHull noaimopgiam

[TeBHi TUNIM TEHETUYHOTO TOJIIMOPPi3MYy MOXKYTh IIPU3BOTUTHU [0 MigBUIIEHHS €KCIIO3UIIil
po3yBacTaTUHY (OUB. po3nin «PapMakokiHeTHKa»). [TalieHTaM i3 BiTOMOI HasIBHICTIO TAKUX TUIIIB
noniMopdiaMy peKOMeHIYEThCS 3aCTOCOBYBATH MEeHIy H0G0BY 03y TiKapchKoro 3acoby Osanekc’.

ITauienmu 3i cxuabHicmio 00 po38UMKY Mionamii

PexoMeH0BaHa II0YaTKOBA [I03a OJIs MAIiEHTIB i3 (haKkTOpaMu pU3UKy PO3BUTKY MioOIaTil CTaHOBUTH
5* mr (guB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

*Qckinbky TabmeTKa He [OiTUThCS, Y BUIAAKy IPU3HAaYeHHs MMperapaTy B 103i MeHIne 10 Mr cItif 3aCTOCOBYBaTH
IpenapaTd PO3yBacTaTUHY 3 MOXKJIUBICTIO TAKOTO TO3yBaHHS.

[To3a 40 Mr mpoTUIOKa3aHa OesKUM i3 TaKUX Malli€eHTiB (AuB. po3gin «IIpoTunokasaHHI»).
CynymHe 3acmocy8aHHA

Po3yBacTaTuH € cyOCTpaTOM Pi3HUX TpaHCHOPTHUX Oinkis (Hanpukian, OATP1B1 ta BCRP). Pusuk
MionarTil (y Tomy uucii pabmomiostidy) 3pocTa€ Ipu CYyNyTHbOMY 3aCTOCYBaHHI JTiIKapCchKOT0 3aco0y
Ozanekc® i3 IeBHUMH JIKapCHKUMHU 3aC06aMH, 10 MOXYTh Mi[BUIYBAaTH KOHIEHTPAIIi0
pPO3yBaCTaTHUHY V IJIa3Mi KPOBi BHACTIIIOK B3a€EMOZII 3 UMY TPAHCIOPTHUMU OiTKaMu (HaIpuKiam,
IIUKJIOCIIOPHOM Ta II€BHUMHU iHTi6iTOpaMu MpoTeasu, B TOMY YUCIIi KOMOiHAIliIMU PUTOHABIPY 3
aTtalaHaBipoM, JlomiHaBipoM Ta/abo TUIpaHaBipoM; AKB. po3minu «OcobIMBOCTI 3aCTOCYBAHHSI» Ta
«B3aemomis 3 iHIMMMY JTiKapChKUMHU 3aco0aMu Ta iHIIi BUOM B3aeMOfin»). [To MOXKIUBOCTI, CITif
PO3TIIIHYTU 3aCTOCYBaHHS ajlbTepPHATUBHUX JIIKAPCHKUX 3ac00iB Ta y pa3i He0OXiAHOCTI THMYacOBO
TepepBaTy TEpariio JiKapchkuM 3aco6om O3anekc”. JKINo CymyTHLOTO 3aCTOCYBAHHS IUX
NiKapChKUX 3aco0iB i3 mKapceKuM 3aco60M O3aekcoM” YHUKHYTH HEMOXKIIMBO, IOTPIOHO peTenbHo



3BaXXKUTHU KOPUCTD Ta PU3UK Bifl CYIyTHLOTO 3aCTOCYBAHHS Ta BiMIOBITHUM YHHOM BiIKOpPETYBaTH
03y JiKapchKoro 3acoby Osanekc” (muB. po3fin «B3aeMofid 3 iHIIMMHY TiKapChbKUMHU 3aC06aMHu Ta
iHII BUOM B3aEMOMin»).

Himu.
3acTocyBaHHS JTiKapChKOT0 3ac00y AiTSM Ma€ IIPOBOJUTH JIUIIE CIIelliaIicT.

ITiTH Ta miIUTiTKY BikoM Bixm 6 mo 17 pokiB (cTamis TanHepa © II-V).

['eTepo3uroTHa ciMelnHa rinepxoiecTepruHeMis

3BHYaliHa I0YaTKOBa M000Ba H03a IJIs OiTel Ta MiIIiTKiB i3 reTepo3UroTHOI0 CiMEHHOI0
rinepxonecTepuHeMi€l0 CTaHOBUTDL 5* MT Ha 00y .

*Qckinbky TaONeTKa He MiMUThCS, Y BUIAOKY IPH3HAUYeHHS IIpernapaTy B 4o3i MeHIne 10 Mr CJlif 3aCTOCOBYBATH
IIpenapaTH PO3yBaCTaTUHY 3 MOXKIIUBICTIO TAKOT'0 HO3YBaHHS.

. 3BHYaiiHa [03a IOJIg OiTed BIKOM Bif 6 mo 9 poKiB i3 reTepo3uroTHOI CiIMEHHO0
rimepxonecTepuHEeMi€l0 CTAHOBUTE Bifg 5 Mr 1o 10 Mr nmepopasnbHo 1 pa3 Ha moby. beaneka Ta
e(eKTHUBHICTb 3aCTOCYBAHHS JTiKapChKOTo 3acoby y mo3ax Ginbire 10 Mr y wift momynsiii He
OOCHIiAKYBaJIUCS.

. 3BUYaniHa f03a o giteu BikoM Bif 10 mo 17 pokiB i3 reTepO3UroTHO CiMEVHO0
rinepxonecTepuHeMie€l0 CTaHOBUTE Bif 5 Mr go 20 Mr nepopanbHo 1 pa3 Ha moOy. Be3neka Ta
e(eKkTUBHICTb 3aCTOCYBaHHS JTiIKapChKOTO 3aco0y B mo3ax Oinbine 20 MT y Li# MOMYJISIll He
LOCIIiAKYBaJIUCA.

[TigBuiIyBaTH [O3Y CIIif BiAMOBIAHO OO iHAMBIAYya/IbHOI BiAOBiAI JUTUHYU Ha JIIKyBaHHS Ta
IIepeHOCUMOCTi JIiIKapChKOT0 3aco0y, IOTPUMYIOUNCh peKOMeH Iallill o/10 TiKyBaHHS OiTel (OuB.
po3min «Ocob6auBOCTI 3acTOCyBaHHS»). [lepen moyaTKoM Tepariil po3yBaCTaTUHOM JiTSIM Ta MifIiTKaM
OTPiOHO MPU3HAYKUTH CTAHOAPTHY TillOXOIECTePUHEMIYHY Hi€Ty, SIKOI MAI[iEHTH MalOTh
OOTPUMYBATUCS 1 IPOTATOM JIiIKyBaHHS.

['oMO3UTOTHa CiMelHa rinepxonecTepuHeMisa

PekomeHngoBaHa MaKCcHMallbHa [03a OJIg OiTed BIKOM Bif 6 70 17 POKiB i3 TOMO3UTOTHOIO CIMENHOIO
rinepxosnecteputemiero craHoBuTh 20 Mr 1 pa3 Ha f100y.

PekoMeHIoBaHa IMOYaTKOBa 403a CTaHOBUTH Bif 5 Mr 1o 10 Mr 1 pa3 Ha goOy 3a/iexXHO Bifl BiKy, Macu
TiJla Ta MOMePegHbOr0 3aCTOCYBaHHS CTaTHHIB. [TigBuIllyBaT 10 MakKCcuManbHOI fo3u 20 Mr 1 pa3 Ha
noOy ciif BimmoBimHO MO iHAMBiAyanbHOI BifMOBIAl AUTUHY Ha JIIKYBaHHS Ta IEPEHOCUMOCTI
npernapary, JOTPUMYIOUYHUCh peKOMEeH allii o0 TiKyBaHHS AiTel (AuB. po3nin «OcobmuBoCTi
3acTocyBaHHS»). [Iepeq MoYyaTKOM Tepalil po3yBaCTaTUHOM [iTSIM Ta IfJiTKaM CJIif TPU3HAUYUTH
CTaHAapTHY Til0oX0JeCTEPUHEMIUHY AI€TY, KOl IalliEHTH MaloTh JOTPUMYBATHUCS i IPOTATOM
JIiKyBaHHS.

HocBin nikyBaHHS Ifi€l momynsAnil y mo3ax Oinbie 20 Mr oOMexKeHUH.

TabmeTku 1o 40 MI He 3aCTOCOBYIOTE [iTSIM.



[TiTy BikOM [0 6 POKiB

Beamneka Ta e(peKTUBHICTh 3aCTOCYBaHHS JTIKAPCHKOTO 3aCO0y AiTSAM BiKOM 10 6 POKiB HE BUBYAJIUCh.
TakuM 4MHOM, TiKapChKui 3aci6 O3anexc’ He PeKOMEHIYEThCS 3aCTOCOBYBATH [iTSAM BiKOM [0
6 pOKiB.

Ilepedo3yeanHns.

CroenudidyHOro niKyBaHHS Ilepefo3yBaHHS HEMAE. Y pa3i mepeno3yBaHHA Ialli€HTa CIIif TiKyBaTu
CHMIITOMaTHYHO Ta ¥ pa3i HeoOXiAHOCTi BXKUTHU MiATPUMYIOUUX 3aX0fiB. [I0TpiOHO KOHTPOIIIOBATH
¢byukuii neuinku Ta piBeHb KK. EdekTUBHICT: TeMofianisy MaloiMoBipHa.

ITob6iyHi peakuii.

KaTeropis 4acToTu BU3HAYa€THCSA TAKUM YMHOM: AyXke dacTo (= 1/10); gacto (= 1/100 - < 1/10);
HeyacTo (= 1/1000 - < 1/100); pigxo (= 1/10000 - < 1/1000); gyxe pigko: (< 1/10000); wactora
HeBiZmoMa (HeMOXKJIMBO BCTAHOBUTH 3 HAaSIBHUX MaHUX).

3 boky Kposi ma aimpamuyHoi cucmemu: PigKo - TPOMOOIUTOIIEHis.

3 6oky iMyHHOI cucmemu: PidKO - PeaKIlii rinepyyTIUBOCTi, B TOMY YKCIIi AHTIOHEBPOTUYHUHN HAOPSIK.

3 60Ky eHOOKPUHHOI cucmemu: 9acTo - IyKPOBHii AiabeT .

IlcuxiuHi po3sadu: 4acTOTa HeBioMa - HeIpecis.

3 6oky Hepeoeoi cucmeMu: 4acTo - TOJIOBHUY 6ilb, 3alIaMOPOYEHHS; LYXKe PiIKO - MoTiHeBponaris,
BTpaTa IIaM siTi; YacToTa HeBimoMa - neprudepuyHa HEBPOIIATis, PO3agyu CHY (B TOMY YKCITi 0€3COHHS
Ta HiYHi XKaxu), MiaCTeHis rpasic.

3 60Ky opaaHis 30py.
HesBigomo: ouHa MiacTeHis.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOI Kaimku ma cepedocmiHHA: YacTOTa HeBigoMa -
KallleJlb, 3aJuIlKa.

3 60Ky mpasHoi cucmemu: 4acTo - 3aIop, HynoTa, abmomiHambHUM Oiflh; PITKO - TAHKPEATHT;
YacTOoTa HeBioMa - giapes.

3 6oky 2enamobisiapHoi cucmemu: PiOKo - MigBUINEHHS PiBHS MEYiHKOBUX TpPaHCaMiHa3; OyxKe piIKo
- XKOBTSIHUIIS, TeNaTuT.

3 60Ky wkipu ma nidwkKipHOi KAimKo8uHU: HEYACTO - CBepOixkK, BUCUIIAHHS, KPOIIKMB'IHKA; YacTOTa
HeBimoMa - cuHapoM CriBeHca-[[2KOHCOHA, MeIUKaMeHTO3Ha peakllis 3 e03uHOodisielo Ta
cucteMHuMu nposiBamu (DRESS).

3 60Ky ckesemHoi MycKyaamypu ma cnoAy4YHoi MKAHUHU: YacTo - Mianris; pimko - miomaTis (y Tomy
yucyi Mio3uT), pabmoMionti3, BOBYaKONOMiOHMI CHHAPOM, PO3PUB M’s3iB; DyKe PidKO - apTparis;
YacTOoTa HeBigoMa - MOPYIIEeHHS 3 O0KY CyX0XKUJb, iIHKOIM YCKIagHeHi po3puBaMu,



iMyHOOIIOCEpegKOBaHa HEKPOTU3yoUa MiomaTis.
3 60Ky HUPOK ma cevyosudinbHOI cucmemu: OyKe PimKo - reMaTypis.
3 60Ky penpodyKkmueHoi cucmemMu ma MO/A0YHUX 3d103: OyXKe PiKo - TIHEKOMAaCTis.

3azanbHi po3saadu ma cmaH Micu s 88e0eHHS: 4aCTO - aCTeHis; YaCTOTa HeBioMa - HaOpsK.

YacToTa 3aJIe’kUTh Bif HasBHOCTI (paKTOPiB PU3UKY (piBeHb IJIIOKO3U HaTIle = 5,6 MMonb/1, IMT >
30 kr/M’, migBUIeHNIT piBeHb TPUTTIiLIEPUIB, apTepianbHa rinepTeHsisa B aHaMHesi).

4k i mpu 3actocyBaHHi iHmux iHribitopie 'MI'-KoA, yacToTa mobiyHuX peakilii Mae TeHOEHIIil0
3aJIeKaTH BiXl JO3H.

Bnaue Ha HUpku

[Tpoteinypis, BUsBIEHa y Pe3y/IbTaTi aHaIi3y 3a TeCT-CMyKKaMHU Ta IIepeBakHO KaHaIbIIeBOTO
TIOXOIKEeHHS, CIIOCTepiranacs y MallieHTiB, SKi 3aCTOCOBYBaJid pO3yBacTaTUH. 3MiHU BMICTY Oinka y
cedi Bifg Hy7ns abo crigiB mo 3HaueHHS abo Oinbile croctepiranuca y < 1 % maiieHTiB mepioguyHo y
Ipolieci 3aCTOCyBaHHS JiKapchKoro 3aco0y B go3ax 10 mr ta 20 Mr Ta npubnusHo y 3 % - mpu [o3i
40 mr. HeBenuke 30inbIIeHHS YaCTOTH 3MiHU BMICTY Bifl HyJig a00 CIifiB 10 3HaYEeHHS
crocTepiranucs mpu go3i 20 mr. Y 6inbinocTti BUmagkiB mpoTeinypis 3MeHIyBanacs ado 3HUKaa
CIIOHTAHHO IIpY MPOOBXKEHHI Teparil. 3a JaHUMH KJTiHIYHUX JOCHiIKeHb Ta IOCTMapKEeTUHT OBUX
CIIOCTEPEXkKEHb OTEIleP He BUSIBIEHO IPUYMHHO-HACTIIKOBOI0 3B’SI3Ky MiXK ITPOTeIHypi€lo Ta
rocTpuM abo IPOTPecyloyrM 3aXBOPIOBaHHSIM HUPOK.

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

Bnaue Ha CKe/iemHy MyckKyaamypy

YpaxeHHs CKeJIeTHOI MyCKYJIaTypH, TaKi IK Mianris, MionaTisa (y TOMy YHCIIi MiO3UT), Ta 3pifKa
pabmoMioni3 i3 roCTPOI0 HUPKOBOIO HEJOCTATHICTIO UK 6e3 Hel O6ynu 3adikcoBaHi Py 3aCTOCYyBaHHi
Oymb-sIKUX 003 pO3yBacTaTUHYy, 0COONIMBO IMpH fAo3ax > 20 Mr.

Y namieHTiB, SKi IpuiiMany Po3yBacTaTHH, CIIOCTEpIranocs go3o3anexkHe 3poctanHd piBHA KK; y
OinbIIOCTi BUMAAKiB siBUllle OyJI0 cTabKKWM, aCUMITOMAaTUYHUM Ta TUMYacoBUM. HAKIro piBerb KK
migBuieHuu (> 5 pasiB Buiie BMH), nmikyBaHHS Cif NpUNUHUTY (OUB. po3min «OcoOIuBOCTI
3aCTOCYBaHHS»).

Bnaue Ha neyviHky

4k i nmpu 3actocyBaHHi iHmux iHribitopis 'MI'-KoA-penykrasu, y HEBEIMKOI KiIbKOCTi Malli€HTiB, IKi
IpUiMany po3yBacTaTHH, Big3Hayanocs qo3o3anexHe 30ibIIeHHs piBHS TpaHcaMiHas; y OibIocTi
BUNIAJKIB siBUIlE OYJI0 CTa0KUM, aCUMIITOMAaTUYHUM Ta TUMYaCOBUM.

Ha i 3acTocyBaHHS JesKUX CTAaTUHIB Bi3Havanucs Taki mobiuHi peakiil: po3naf ctaTeBoi QYHKIII,

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



YacToTa noBifomMieHb IIpo pabmomiosni3, ceplio3Hi mopymleHHS 3 00Ky HUPOK Ta MeYiHKY (IIepeBaXkHO
TiABHUINEHHS aKTUBHOCTI MeYiHKOBUX TpaHcaMiHa3) OibIlla Py 3aCTOCYBaHHi JTiKapCchKOro 3acoby B
no3i 40 mr.

Himu

[TipBuimeHHs piBHS KpeaTuHKiHa3u >10 pagis Buie BMH Ta cumntomu 3 60Ky M’'s3iB micis
Gbi3znyHOro HaBaHTaxXeHHs abo migBuUIeHOl Gi3nUHOI aKTUBHOCTI CIIOCTePiraaucs vacrime y 52-
TUXXHEBOMY KJIIHIYHOMY JOCTIIXKEHH] 3a y4acCTIO [iTel Ta MifgJIiTKiB IOPIBHSIHO 3 JOPOCIUMY (OUB.
po3min «Ocob6uBOCTI 3aCTOCYBaHHS»), POTe Mpodinb Oe3meku po3yBacTaTHHY y [iTel Ta MiTiTKiB
OyB OMiOHUM 10 TAKOTO Y OOPOCHIHX.

[ToBimoMIIEHHS PO Mimo3pIoBaHi mo6ivHi peakirii

[ToBimomnenHs mpo mobiuHi peakiril micns peecTpatlii Tikapchkoro 3aco0y Ma€ Benvke 3HaYeHH:. 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 BUMTAAKU Mif03PI0BaHUX MOOIYHNX Peakllii Ta
BificyTHOCTi e(heKTHUBHOCTI JIiKapchKOT0 3aco0y yepe3 ABTOMaTH30BaHy iHpopMalliiiHy cucteMy 3
(dapMakoHarisAmy 3a MocunaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

2 POKH.

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

30epiraTv y HeIOCTYITHOMY [JISI OiTeH MicCIii.

VYnaxoBka.

Tabmetku 1o 10 mr: mo 14 tabneTok y 6micTepi. ITo 2 a6o 6 GrmicTepiB ¥ KAPTOHHIN YITaKOBIIi.

Tabnetku no 20 mr Ta o 40 Mr: o 14 tabnetok y 6mictepi. [To 2 6icTepu y KapTOHHIN yIaKOBII.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHK.


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

TOB «KYCYM O®APM» (gng go3yBanHsg 10 mr, 20 mr, 40 mr).

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca MicIsi MPOBaIKeHHsI HOT0 Tis/IbHOCTI.

40020, Ykpaina, Cymcrka o6macts, M. Cymu, Byin. CkpsiOiHa, 54.

abo

BupoOHHUK.

TOB «I'JIEO®APM JITH» (mns go3yBarHHS 10 mr, 20 mr).

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Miclsi IpoBaIXKeHHs MOro Iis/IbHOCTI.

40020, Ykpaina, Cymcrka ob6nactb, M. Cymu, Bys1. [JaBumoBCchKOTo I'puropis, 54.



