IHCTPYKIIA
AJIS1 MEIUYHOI'0 32CTOCYBAHHS JIIKAPCHKOIo 3ac00y

PO3YBACTATHUH-TEBA
(ROSUVASTATIN-TEVA)

Cknao:
ditoya peuoeuHa’ po3yBacTaTuH;
1 Tabnerka MicTHTH po3yBacTtaTuHy 5 MT, 10 Mr, 20 Mr a60o 40 MT y BUTIISAI pO3YBaCTaTUHY KalbIIilo;

OONOMINCHI PEHOBUHU.
A0po.  TENI0JNo3a MIKPOKPHUCTANIYHA, JIakTo3a Oe3BOJIHA, KpPOCIOBINOH, IOBIIOH, HATPIIO
creapwiymapar;

noKpumms 051 maoaemox no 5 me: CuupT NOJIBIHUIOBUM 4acTKOBO TiIPOJII30BAHUM, TUTAHY A10KCH]L
(E 171), makporoa 3350, Tanbk, 3aniza okcun xoBtHil (E 172), 3aniza okcun yopuuii (E 172), xoBTHii
3axin FCF (E 110);

noxpumms ons maoaemox no 10 me, 20 me ma 40 me: cnapT NOJMIBIHUTOBUM YaCTKOBO T1IPOJTI30BAHUMA,
tutany niokcus (E 171), makporon 3350, Ttambk, 3amiza okcup xostuid (E 172), 3amiza oxcun
yepBonuil (E 172), kapmoizusn (E 122), ingurotus (E 132).

Jlikapcbka dopma. TabneTku, BKpUTI TUTIBKOBOIO 000JIOHKOIO.

OcHosHi  @izuko-ximiuni eracmusocmi. mabiemxu 5 me: OPAHKEBl KpPYTJi JBOOITYKJl TaOJETKH,
BKPHTI TUIIBKOBOIO 000JIOHKOIO, 3 TUCHEHHSIM «N» 3 0THOTO OOKYy Ta TUCHEHHSM «5» 3 1HIIOTO OOKY
Ta0NeTKH; O€3 TPIIMIUH Ta CKOJIIB;

mabnemxku 10 me: CBITIO-pOXKEBI ab0 POXKEBI KPyrii JABOOMYKJI TaOJETKH, BKPHUTI IUTIBKOBOIO
000710HKOT0, 3 TUCHEHHAM «N» 3 omgHOro 00Ky Ta THCHEHHsM «10» 3 iHIIOro OOKy TabieTku; 06e3
TPIIIUH Ta CKOJIB;

mabnemku 20 me: CBITIO-pOXEBI ab0 POXKEB1 KPyril ABOOMYKII TaOJETKH, BKPHUTI IUIIBKOBOIO
000710HKOT0, 3 TUCHEHHAM «N» 3 omgHOro 00Ky Ta THCHEHHsM «20» 3 iHIIOro OOKy TaOyeTku; 06e3
TPIIIUH Ta CKOJIB;

mabnemku 40 me: CBITIO-pOKeBl a00 POKEB1 OBaJbHI TAOJETKHU, BKPHUTI IUIIBKOBOI 00OJIOHKOIO, 3
TUCHEHHAM «N» 3 0JTHOTO O0KY Ta TUCHEHHSM «40» 3 1HIIoro 60Ky TabaeTku; 6€3 TPIIUH Ta CKOJIIB.

dapmakorepaneBTHYHA rpyna. [inmomimigemiuni 3acobu. Iuridiropu ['MI-KoA-peaykraszu.
PosyBacratun. Kog ATX C10A A07.

Dapmakonoiuni enacmueocmi.
Dapmaroouramixa.
Mexanizm 0ii
PosyBacTatun — 1ie cenekTuBHHM Ta KOHKypeHTHHH iHTiOiTOp I'MI'-KoA-penykraszu, ¢pepmeHTy, 110
BHU3HAYa€ IIBUAKICTh pEakiii Ta MEePEeTBOPIOE 3-TiIPOKCH-3-METHIATIyTapuil KopepMeHT A Ha
MEBaJIOHAT, HOINEpPEeJHUK XoJjiecTepuHy. OCHOBHUM MicleM il po3yBacTaTUHY € I€YiHKa, OpraH-
MIIIEHb JJIS 3MEHILIEHHs PIBHS X0JIECTEPUHY.
PozyBactatun 30utbmrye kinbkicTh penentopiB JIITHIL[ Ha moBepXHI KIITUH NEYIHKH, MOCUIIOIOYHU
3axomieHHs: Ta katabonism JIITHIL, ta mpurnidye mnedinkoBuit cunrte3 JIIIJHIL, Ttakum uuHOM,
3MEHIIYIOUH 3arabHy KiTbKicTh yacTuHOK JITT/THII Ta JITTHILI.
DapmakoouHamiuna Ois
PosyBactatun 3HWXKye ninBuuieHud piBeHb xojectepuny JIITHIL, 3arampHOrOo XosectepuHy Ta
TpurmiuepuaiB 1 niaBuiye piBeHb xojectepuny JIIIBILl. Bin Takox 3MeHIIye piBeHb aroB,
XC-ueJIIIBIL, XC-JOTJHIH, TT-JIIIAHI] Tta migBumgye piBeHb amnoA-I (muB. Tabmuiro 1).
PosyBactatun Takoxx 3meHurye cmniBBigHomeHHs XC-JIITHIYXC-JITIBIL, 3aramsHoro XC/XC-
JITIBIL, XC-ueJITIBI/XC-JITIBI] Ta anmoB/anmoA-I.

Tabmums 1

BinnoBins Ha 103y y MaIi€eHTIB 13 IEPBUHHOIO rinepxosectepuHemMieto tTumy Ila ta IIb
(BimkopuroBaHa cepesiHs BiICOTKOBA 3MiHa MOPIBHIHO 3 BUXITHUM PIBHEM)



JHoza N XC-JITTHILL | 3aranpuuii | XC-JITIBILLL T XC- arnoB amnoA-|
XC neJITBII]
ITnane6o 13 -7 -5 3 -3 -7 -3 0
5 17 -45 -33 13 -35 -44 -38 4
10 17 -52 -36 14 -10 -48 -42 4
20 17 -55 -40 8 -23 -51 -46 5
40 18 -63 -46 10 -28 -60 -54 0

TepaneBTnunmii €PeKT HOCITAETHCS MPOTATOM | TIDKHS MICHS TMOYATKy 3aCTOCYBAaHHsS IIpemapary,
90 % makcuManbHOTO eeKTy — yepe3 2 THxkHI. MakcuManbHui e(heKT 3a3BHUail JocsraeTbes yepes 4
THKHI Ta TPUBAE HaIAII.

Dapmaxokinemuxa.

Bcmokmyesanns

MaxkcumanbHa KOHIIEHTpallis po3yBacTaTuHy y mia3mi KpoBi (Cmax) IocsiraeTbess MpUOIM3HO yepes
S TOAWH TMICIs TMEePOPATBHOTO 3acTOCyBaHHSA. AOCOJIIOTHA O10J0CTYMHICTh CTAHOBUTH MPUOIU3HO
20 %.

Posnooin

Po3yBacTaTuH 3HAYHOIO MIPOIO 3aXOIUIIOETHCSA IIEUIHKOK, $SKa € OCHOBHMM MICIIEM CHUHTE3Y
xosnecrepuny Ta kiipeHcy XC-JIITHII. O6’em po3mnoauly po3yBacTaTUHY CTaHOBHUTH HPUOIHM3HO
134 n. biimsbko 90 % po3yBacTaTHHY 3B’ SI3YEThCS 3 OLTKAMH IUIA3MH, TIEPEBAKHO 3 ATbOYMIHOM.
Memabonizm

PosyBacratun 3a3Hae He3HauHoro Metabonizmy (mpubmmusuHo 10 %). JlocmimkeHHs MeTabomi3MYy
in Vitro i3 BUKOPUCTAHHSM TEHATOIMTIB JIFOJUHH CBiqYaTh, III0 PO3YBACTATHH € CIIA0KHM CyOCTpaTOM
st MeTabomi3My Ha OCHOBI (hepMeHTIB muToxpoMmy P450. OcHOBHUM 3amisiHUM 130(DepMEHTOM €
CYP2C9, nemo wmenmy ponb Bigirpaots 2C19, 3A4 Tta 2D6. OCHOBHUMH BHU3HAYCHUMH
MeTaboitamMu € N-IeCMETHUIIOBUI Ta JaKTOHOBUU MeTabomiTu. N-aecMeTHI-MeTabomiT npubIn3Ho Ha
50 % MeHII aKTUBHUI, HDK PO3yBacTaTHH, JIAKTOHOBHI META0OJIT BBAXKAETHCS KITIHIYHO HEAKTUBHUM.
Ha posyBacratun npunagae Ouibiie 90 % akTUBHOCTI LupKyioroudoro iHridiropa I'MI-KoA-
peayKTa3H.

Buseoenns

[Tpubauzno 90 % 103U po3yBacTaTHHY BUBOJUTHCS Y HE3MIHEHOMY CTaH1 3 KajioM (pa3oM BCMOKTaHa
Ta HEBCMOKTaHa Jif0Ya PEUYOBHMHA), PEIITa BUBOAMTHCS 13 ceueto. [lepioa HamiBBUBEACHHS 13 MIa3MU
CTAaHOBUTH MPHOIU3HO 19 TOMWH 1 HEe 30UIBIIYEThCS TpH MiABHUINCHHI 103u. CepenHe TeoMEeTpUIHE
3HAQYEHHS KJIIPEHCY MperapaTry i3 Iula3Mu KpoBi CTaHOBUTH Npubau3Ho 50 n/roguny (koedimieHT
Bapiamii — 21,7 %). Sk 1 mono iHmmx iHridoiropie I'MI-KoA penykrasu, nmediHKOBE 3aXOIUICHHSA
po3yBacTaTUHy BinOyBaeTbcs 3a ydacTio MemOpanHoro tpaHcnoprepa OATP-C, skuii Bimirpae
BKJIMBY POJIb y TIEYIHKOBIHA eJliMiHAIlIT pO3yBacTaTHHY.

Jlinivnicmo

CucremMHa €KCHO3UIlSI pPO3yBacTaTUHY 30UIbLIyeThes mpomopuiiHo A03i. I[lpu OararopazoBomy
II0JICHHOMY 3aCTOCYBaHHI1 mapameTpu (HapMakOKIHETUKU HE 3MIHIOIOTHCS.

Ocobnusi epynu nayienmis

Bix ma cmamo

He cmoctepiramocst KJIIHIYHOTO 3HAYyHIOTO BIUIMBY BiKy a0o cTari Ha (papMakOKiHETHUKY
po3yBacTatuHy y Jopociux. PapMakoKiHETHKa pO3yBacTaTMHY Yy JiTedl Ta NOAMITKIB 13
reTepO3UrOTHOI0 CIMEIHOI rinepxosecTepuHeMielo Oyna mNoaIOHO 10 (GapMaKOKIHETUKH Y
JIOpOCTuX JOOPOBOJIBINB (IUB. pO3AiT «JliTh»).

Paca

HocnimkenHs: papMakOKIHETUKY BUSBWJIM, 10 y MAIlIEHTIB MOHTOJIOITHOT pacu (AMOHIIB, KUTAUIIIB,
¢uTinmiHIiB, B’€THAMIIIB Ta KOpEHIliB) MeaiaHH1 3HAYEHHS IUIOI MiJ (apMaKOKIHETUYHOIO KPHUBOIO
«koHuentpaig-dacy (AUC) Ta Cmax TpuOIN3HO BABIYI BUIIl, HDK y €BPOMNEHINB; y IHAINIIIB MeTiaHH1
3HayeHHs1 AUC 1a Cmax migBHILeH1 npuoan3Ho B 1,3 pa3a. AHaui3 nomysiiitHoi apMakOKIHETUKU He
BUSIBUB KJIIHIYHO 3HAYYIO1 PI3HUII MDXK MalliEHTaMU €BPOIEOITHOT Ta HErpoinHOT pac.

THopywennus ¢ynxyii HUpoK

VY JOoCHKEeHHI Yy MAIlieHTIB 13 PI3HUM CTyNEHEM TMOpYIIeHHS (QYHKIIi HUPOK 3MIH IJIa3MOBHUX
KOHIIEHTpaliil po3yBacTaTuHy abo N-mecMeTHI-MeTaboniTy y ocid 31 clnabkoo Yu MOMIPHOIO
HEJOCTATHICTIO Bi3HAYECHO HE Oylio. Y MAIli€HTIB 13 TSHKKUMU MOPYIICHHIMU (DYHKITIT HUPOK (KIIIPEeHC



KpeatuHiny <30 MJI/XB) ma3MoBi KOHIIEHTpallii po3yBacTaTuny Oynu y 3 pasu, a piBHI N-IecMeTuI-
MeTabomiTy — B 9 pa3iB BUIIMMH, HIX Y 3JOPOBUX TOOPOBOIBINB. PIBHOBaXHI TIa3MOB1 KOHIICHTpAITii
pO3yBacTaTUHY y MAII€HTIB, K1 IepeOyBaoTh HA TeMoIiali3i, Oynu mpubims3Ho Ha 50 % BUIIMMH, HIXK
y 3JI0POBHX JIOOPOBOJIBIIIB.

THopywenus @ynxyii nevinku

VY nocnipKeHHI MAI[iEHTIB i3 PI3HUM CTYNEHEM MOpYIIEeHHS (YHKIIi MEeYiHKM O3HAK MiJBUILEHOI
eKCTIO3HIIIi PO3yBacTaTUHy HE OyJI0 BUSBJICHO y TAIi€HTIB, CTaH SKHUX OIliHIOBaBCSA y 7 abo MeHIe
OaniB 3a mkamoro Yaitnga-II’ro. OnHak y OBOX MAaIli€eHTIiB, sSKi HaOpamu 8 Ta 9 OaniB 3a MIKAJIOO
Yaiinna-IT'10, cucreMHa eKcrmo3uilis Oyna moHalMeHIe BABIYl BUINA, HDK Yy MALI€HTIB i3 MEHIIUMHU
Oamamu. JIoCBiI 3aCTOCYBaHHS PO3yBAacTATUHY MAlli€EHTaM, CTaH SKUX OIHIOEThCSA y OLIbINe HDK 9
6axiB 3a mkanoro Yaitnga-11'1o, BincyTHii.

TI'enemuynuii nonimopgizm

Poznoain inridiropis 'MI'-KoA-peaykrasu, y ToMy 4ucii po3yBacTaTHHY, BIIOYBA€THCS 3a y4acTIO
tpancnopTHux OuikiB OATP1B1 ta BCRP. V namientiB 13 renetnunum noiimopgizmom SLCO1BI
(OATPI1B1) Ta/abo ABCG2 (BCRP) icHye pu3uMk MiJBUIIEHOI €KCNO3WIii po3yBactaTuHy. [lpu
okpemux popmax nomimoppizmy SLCOIB1 ¢.521CC ta ABCG2 ¢.421AA excrio3uilist po3yBacTaTuHy
(AUC) nigsumena nopiBHsiHO 3 reHoTunaMmu SLCO1BI1 ¢.521TT ado ABCG2 ¢.421CC. CnenianbHe
TeHOTUITYBAHHS y KJIIHIYHIA NpakTulll He nependadeHe, aje Mall€HTaM 13 TakKuM MoJiMop(diZMOM
PEKOMEHAYEThCS 3aCTOCOBYBATH MEHIILY I000BY /103y pO3yBacTaTUHY.

Jimu

dapmMakOKIHETUYHI MTapaMeTpH y JITEH 13 TETEPO3UTOTHOIO CIMEMHOIO TIMEPXO0JIECTEPUHEMIEI0 BIKOM
Bix 10 nmo 17 pokiB MOBHICTIO He BuU3HaueHl. Hemenuke npocmimkeHHs (apMaKOKIHETHKU
posyBactaTuny (y ¢opmi TabIeTOK) 32 y4acTio 18 MaIli€HTIB IUTAYOTO BIKY MOKA3aJI0, M0 €KCITO3HITIs
npenapary y Aited moaibHa 10 €KCHO3UIIl y JTOPOCIMX MaIi€HTiB. TakoX pe3yiabTaTH CBIAYATh, IO
3HAYHMX BIIXWJICHD MPOTOPIIHHO I03aM HE OUIKYETHCA.

KuiniuHi XapakTepucTUKH.

Ilokazannus.

Jlikysanns cinepxonecmepunemii

Jlopocnum, mifgiiTkamMm Ta JiTsM BikoM Bif 10 pokiB 13 IepBHUHHOIO TinepxojectepuHemieto (tur Ila, y
TOMY YHCII 13 T€TePO3UTOTHOK CIMEHHOIO TIlEepPXOJECTEPUHEMIEID) a00 3MIIIAHOK JUCIIITIIEMIEI0
(tun IIb) stk TOTIOBHEHHS 710 MIETH, KOJIH €(PEKTUBHICTh AIETH a00 IHITUX HEMEIUKAMEHTO3HHUX 3ac00iB
JIKyBaHHS (TakuX K (HI3UYHI BIPaBH, 3MEHIIICHHS] MaCcH Tij1a) HEJOCTATHSI.

[Ipy romMO3WTOTHIA CIMEHHINA TrinmepxojecTepruHeMii SIK JOMOBHEHHS JO JIETH Ta IHIIUX
JMITO3HIKYBAIBHUX 3ac00iB (Takux sk adepes JIIIHII) abo y Bumankax, KoJu Taki BUIAM JTIKYBaHHS
HE € IOPEYHUMH.

IIpogpinaxmuka cepyeso-cyounHux nopyuieHs

3anobiraHHsl 3HAYHUM CEPIIEeBO-CYJIMHHUM IMOPYILIEHHSM y TAIi€EHTIB, SIKUM, 32 OLIHKaMH, 3arpOxKye
BUCOKMH  PHU3MK  TEpUIOrO0  BHUIMAJAKYy  CEpPUEBO-CYAMHHOTO  MOpPYIIEHHS  (AMB.  PO3MLI
«DapmakoaMHaAMIKay), K JTOMOBHEHHSI IO KOPEKIil IHIUX (PaKTOPIB PUIUKY.

Ilpomunokazanns.

— l'imep4yTIuBicTh 10 po3yBacTaTuHy a0 10 OyIb-AKOi JOMIOMDBKHOT pEeYOBHHH MIpENapary;

— aKTHBHI 3aXBOPIOBAHHS MEYIHKM, B TOMY YMCJi CTiKi MiIBUIIEHHS CHPOBATKOBHX TpaHCaMiHa3
HeBiIoMoi eTiosorii Ta Oy/Jb-sKi MiJBUILNEHHS TpaHCcaMiHa3 y CHpOBATIL, L0 BTPUYl NEPEBUIIYIOTh
BepxHIo Mexxy Hopmu (BMH);

— TSDKKI OpyIIeHHs (QyHKIIT HUpOK (KiIipeHce kpeaTuHiny < 30 Mi/xB);

— MIOTAaTIs;

— 0JIHOYaCHUH NPUIOM IIUKIIOCTIOPUHY;

— TMepioJl BariTHOCTI Ta TOJyBaHHS TPYAJIO, a TaKOXK >KIHKAM PpENpOAYKTHBHOTO BIKY, SIKI HeE
3aCTOCOBYIOTh HAJIKH1 3aCO0M KOHTpAIEMILii.

Jlo3a 40 Mr mpoTumnokasaHa namieHTaMm i3 (pakTopamu, 110 CIPHUSAIOTh PO3BUTKY MioMaTii/pabromionizy.
Jlo Takux (aKkTopiB HaNIEKaTh:

— HopyIIeHHs GYHKIII HUPOK NOMIpHOT TSKKOCTI (KIIIpeHC KpeaTHHIHY < 60 MJI/XB);

— TiloTHPEOD3;

— HasBHICTh B 0coOuCTOMY a00 ciMEeifHOMY aHaMHE31 CIIaJIKOBUX M SI30BUX 3aXBOPIOBaHb;



— HasBHICTb B aHAMHE31 MIOTOKCHYHOCTI, cipu4yrHeHoi iHmmMu inriditopamu I'MI'-KoA-peaykrasu
abo ¢idparamu;

— 3JIOB)KMBAHHSI AJIKOTOJIEM;

— CHUTYyaIlii, 10 MOXXYTb IIPU3BECTH JI0 MIIBUIIECHHS PIBHS Mpenapary y mia3Mi KpoBi;

— HAJISKHICTH JI0 MOHT'OJIOIIHOT pacH;

— CyIyTHE 3acTOCyBaHHs (piOpatiB

(muB. po3mimn «PapMmakokiHeTHKay, «B3aemosis 3 IHIIMMHU JIKApCHKUMH 3aco0aMH Ta IHII BHIA
B3aeMoiii» Ta «OCOOIMBOCTI 3aCTOCYBAaHHS).

B3aecmooia 3 inwiumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMo0ill.

BrmB iHImMX JiKapchbKUX 3aC00iB Ha PO3yBACTaTHH

Ineioimopu mpancnopmuux OiIKi6

PosyBactatun € cybOcTtpatroM JUisl AESIKUX TPAHCHOPTHUX OUIKIB, y TOMY YHCII MEYIHKOBOIO
Tpancrioptepa 3axoruieHHss OATPIB1 Tta edmokcHoro Tpancnoprepa BCRP. Opnouache
3aCTOCYBaHHS PO3yBacCTaTHHY 3 JIIKAPCHKUMHU 3aco0aMM, IO MPUTHIYYIOTH 111 TPAHCHOPTHI OUIKH,
MOXK€ MPU3BOAMTU A0 MIJBMILEHHS KOHIEHTpALil po3yBacTaTUHY B IJIa3Mi KpPOBI Ta 30UIbLICHHS
pu3uKy Miomarii (nuB. po3auim «B3aemMomis 3 IHIIMMH JIIKAPCHKUMHU 3aco0aMH Ta 1HIN BUIU
B3aeMoii», «Oco0IMBOCTI 3acToCyBaHH», «Crocid 3aCTOCYBaHHS Ta 03W», TAOIHUITIO 2).
Luxnocnopun

Y mepiox CymyTHBOTO 3acTOCYBaHHS pO3yBacTaTMHy Ta mHKIocrnopuHy 3HadeHHs AUC
po3yBacTaTuHy OyJM B CepeIHbOMY MPUOIM3HO y 7 pa3iB BHINMMH, HDK Ti, SKi CIIOCTEpIraucs y
3I0POBUX JOOPOBOJBINB (muB. Tabmuiro 2). PosyBacTaTWH mNpOTHUINOKA3aHWM TaIlleHTaMm, SKi
0JTHOYACHO OTPUMYIOTh ITUKIIOCTIOPUH (IUB. po3ait «IIpoTunokazanHs»).

CymnyTHe 3aCTOCYBaHHS HE BIUIMBAJIO HAa KOHIIEHTPAIIIIO [IUKJIOCIIOPUHY B IJIa3Mi KPOBI.

Ineibimopu npomeas

Xoya TOYHHUN MEXaHI3M B3a€MOJIii HEBIIOMHUM, OJTHOYACHE 3aCTOCYBAaHHS IHTIOITOPIB MpOTEa3u MOXKE
3HAYHO 30UTBIITYBAaTH €KCIO3UIII0 po3yBacTaTWHy (muB. Tadmuiro 2). 3adikcoBaHO, IO OJHOYACHE
3actocyBaHHa 10 Mr po3yBacTaTMHY Ta KOMOIHOBAHOTO JIKapChKOTO 3aco0y, IO MICTUB JBa
iriditopn mpoteasu (300 mr arazanaBipy/ 100 Mr puToHaBipy), Yy 3J0pPOBUX JOOPOBOJIBIIIB
cynpoBokyBasiocss migBumieHHIM AUC Tta Cmax po3yBacTaTuHy mNpuOim3Ho B 3 Ta 7 pasiB
BianmoBinHO. OHOYACHE 3aCTOCYBaHHS PO3YBAaCTaTHHY Ta JESAKUX KOMOIHAIM 1HTi0ITOpIB MpoTea3u
MO>KJIMBE MICJISI PETEIbHOr0 OOMIPKYBaHHS KOPEKIIIi 103U pO3yBacTaTUHY, BUXOASUYU 3 OUIKYBAaHOTO
3pOCTaHHs €KCIO3HIlIi PO3yBaCTaTUHY (IMB. po3aiau «B3aeMotis 3 IHIIMMU JTIKApChKUMH 3aC00aMH Ta
1HIIT BUU B3aEMOIi», «OcoOIMBOCTI 3aCTOCYBaHH Y, «CIOCiO 3aCTOCYBaHHS Ta J03W).
T'em¢hioposun ma inwi einoninioemiuni npenapamu

OpHoyacHe 3acTOCYBaHHS po3yBacTaTuHy Ta reM@idposwmity mpu3Boamio 10 3poctanHd AUC T1a Chax
po3yBacTaTuHy B 2 pasu (auB. po3ai1 «OcoOIUBOCTI 3aCTOCYBAHHS ).

dapMaKkOKIHETUYHO 3Hauymioi B3aeMonii 3 ¢eHodiOpaToM HE OYIKYeThCS, OJHAK MOKJIIMBA
dapmakonuHamiuHa B3aemonia. ['empidbposun, denodibpar, iHmi ¢idpaTH Ta JIMiIO3HUKYIOUl 103U
(> abo piBHi 1 1/100y) HiauKMHY (HIKOTUHOBOI KHCIOTH) 30UTBIIYIOTH PU3HUK MIOMATIi IPU CYTyTHHOMY
3actocyBaHHi 3 iHriditopamu I'MI'-KoA, iiMOBipHO, 3a paxyHOK TOTO, 1[0 BOHU MOXYTh CIIPUYUHATU
MiomaTiio, KOJIM iX 3aCTOCOBYIOTH OkpeMo. J[o3a 40 Mr mpoTunokazaHa mpu CymyTHbOMY 3aCTOCYBaHHI
¢ibpatiB (auB. poznimm «lIpotunokazanus» Ta «OcoOIMBOCTI 3acTOCYBaHHS»). TakuMm malieHTam
TaKOX CIIiJ] TOYMHATH TEPAITio 3 03U 5 MT.

Eszemumio

OnHouacHe 3acTocyBaHHA po3yBacTaTuHy B 1031 10 mr Ta eserumiOy 10 Mr mnamieHTam i3
rinepxoJyiecrepuHeMieto npuzBoamio 1o 3poctanHs AUC posyBactatuHy B 1,2 paza. He moxxHa
BUKIIOYAaTH (apMakoJAWHAMIYHOI B3aeMOJii MDK pO3yBacTaTHHOM Ta €3€TUMIOOM, IO MOXKe
MPU3BECTHU /10 HeOaKaHUX SABUIL (IUB. po3au1 «OcoOIUBOCTI 3aCTOCYBAHHS).

Aumayuoni npenapamu

OnHouacHe 3aCTOCYBaHHSI pO3yBAaCTaTHUHY 13 CYCIIEH31€0 aHTALUY, 10 MICTUTh AJIFOMIHIIO Ta MarHito
T1APOKCHU, MPU3BOAUTH JI0 3MEHIIIEHHS KOHIICHTpAIlil po3yBacTaTUHY B mia3Mi mpubiu3Ho Ha 50 %.
Lleit egexr OyB MEHII BUPaXXEHUM Y pa3i 3aCTOCYBAaHHs aHTALUJHUX 3ac00iB yepe3 2 TOJUHHU IICIIs
po3yBactaTtuHy. KniHiuHa 3HAUYIIICTh ITi€] B3a€MO/Iii HE BUBYAIIACS.

Epumpomiyun




OpHoyacHe 3aCTOCYBaHHS pO3yBacTaTUHY Ta epuTpomiuuHy 3HIKyBano AUC posyBacTaTHHY Ha
20 %, a Cmax — Ha 30 %. Taka B3aemofist MOXke OyTH CIPHUMHEHA MiIBUIICHHSAM NEPHCTAIbTUKU
KHAIIEYHUKY BHACIHIZOK i1 €PUTPOMILIUHY.

@Dy3udosa kucioma

Pusuk wmiomartii, BKIIOYaOUU pabAOMIOINI3, MOXKE MiJBUIIYBATUCS TPU OJHOYACHOMY CHCTEMHOMY
3acTOCYBaHHI (PYy3UI0BOT KUCIOTH 31 cTaTHHaMU. MexaHi3M i€l B3aemoil (papmakouHaMivyHui abo
(apMakOKiHETUYHMIA) JoTenep HeBimomuid. 3adikcoBaHO BUMNAIKK padaomionizy (y TOMy 4YHCHi 3
JeTaJbHUM HACIIIKOM) Yy TAII€HTIB, SIKIi OTPUMYIOTHh IF0 KOMOiHAIi0. SIKIIO CHCTEeMHE JIKYBaHHS
(Gy3UI0BOI0 KHCIOTOIO HEOOXITHO, JIIKYBaHHS PO3YBAaCTaTUHOM CIiJ NMPHUIIMHUTH HAa BECh TEPMiH
JiKyBaHHS (Y3UI0BOIO KHCIOTOIO (UB. po3ait «OcoOIUBOCTI 3aCTOCYBAHHS ).

Depmenmu yumoxpomy P450

Po3zyBacrarun He iHriOye 1 He cTumysioe 3odepmentu nutoxpomy P450. Oxpim 11p0T0, pO3yBacTaTUH
€ cmabkuM cybctpaTtom 1ux i3odepmentiB. TakuM 4YuMHOM, B3aeMOJIi 3 JIIKAPCHKUMHU 3aco0aMu B
pe3ynbTaTi Metabonizmy, omocepenkoBaHoro P450, He ouikyerbcs. He crmoctepiranocst KIiHIYHO
3HAUYLIUX B3a€EMOJI MK po3yBacTaTHHOM Ta (uiykoHa3osnoM (iHriditopom CYP2C9 ta CYP3A4)
abo kerokoHaszoJsoM (iHriditopom CYP2A6 ta CYP3A4).

Bszaemooii, wo eumazarome Kopexyii 0o3u po3ysacmamuny

IIpn HeoOXiTHOCTI 3aCTOCYBaHHS pO3yBAaCTaTHMHY 3 IHIIMMHU JIKapChbKUMH 3ac00aMM, 3AaTHUMHU
MIJABUIYBAaTH €KCIO3UIII0 PO3yBacCTaTHHY, HOTO /103y MOTPIOHO CKOPUTyBaTH. SIKIIO OYIKY€EThCS, IO
excrio3uiris mpenapary (AUC) 3pocte npubim3Ho y 2 abo OuThIle pasiB, 3aCTOCYBaHHS PO3yBaCTaTHHY
cliJ Mmo4YMHaTh 3 103U 5 Mr 1 pa3 Ha noOy. MakcumanbHy A000BY 103y pO3YyBacTaTUHY CIif
CKOpUTYBAaTH TaKMM YWHOM, MI00 OYiKyBaHa EKCIIO3WIlSl pPO3YyBacTaTHHY HE IEepeBHIIyBaja
€KCIO3HIIIO, 10 Bi3HAYA€EThCA MpH npuitomi 1034 40 Mr/no0y 6e3 3acTocyBaHHS JIIKapChbKUX 3acO0iB,
0 B3aEMOJIIOTH 13 TMpernapaToM; HAMNpPUKIAA, TPH 3acTOCYBaHHI 3 TeMQpiOpOo3WIoM J03a
posyBactaTtuHy crtaHoBuTuMe 20 Mmr (30UTbIeHHs ekcrmo3uilii B 1,9 pasa), mpu 3acTocyBaHHI 3
KoMOiHali€ero puToHaBip/arazanaBip — 10 wmr (30ubmieHHs B 3,1 pasa), mpu OJHOYACHOMY
3aCTOCYBaHHI 3 IIUKJIOCTIOPUHOM — 5 MT (30U1bIIeHHS B 7,1 pasa).

Taomums 2
BrumB cynmyTHIX JiKapCchbKUX 3ac001B Ha eKCIo3uIliio po3yBactatuHy (AUC; B mOPSAKY 3MEHIIICHHS
BEJIMYWHU )
Pexxum no3yBaHHS JTIKapChKOTO 3aco0y, 10 Pexxum no3yBanns posyBactatuny |3minn AUC
B3a€EMO/Ii€ po3yBacTaTuHy™
Huxnocnopun Bim 75 mr 2 pasu Ha a00y a0 |10 mr 1 pa3 Ha 1o6y, 10 qHiB 17,1 paza
200 mr 2 pasu Ha 100y, 6 MicAIIiB
Peropadeni6 160 mr 1 pa3 Ha 100y, 14 auiB 5 Mr, 0JJHOpa3oBa J03a 13,8 paza
Ara3zanasip 300 mr/putonasip 100 mr 1 pa3 Ha |10 mr, ogHOpa3zoBa g03a 13,1 paza
no0y, 8 AHIB
Cumernpusip 150 mr 1 pa3 Ha 100y, 7 1HIB 10 mr, onHOpazoBa j103a 12,8 paza
Benmnaracsip 100 mr 1 pa3 Ha 100y 10 mr, onHOpasoBa j103a 12,7 paza
OmbGitacBip 25 wr/mapuranpeBip 150 wmr/|5 mr, ogHOpa3zoBa g03a 12,6 paza
puronasip 100 mr 1 pa3 Ha noOy/macalyBip
400 mr 2 pasu, 14 nHiB
I'pazonpesip 200 mr/en6acBip 50 mr 1 pa3 Ha |10 mr, onHOpa3oBa 103a 12,3 paza
no0y, 11 nuiB
I'mexanpeBip 400 wr/miOpentacBip 120 mr|5 mr 1 pa3 Ha 100y, 7 qHIB 12,2 paza
1 pa3 Ha o0y, 7 nHIB
Jloninasip 400 mr/putonasip 100 mr 2 pa3u Ha |20 mr 1 pa3 Ha 100y, 7 1HIB 12,1 paza
no0y, 17 nuis
Knomninorpens 300 Mr — HaBaHTa)eHHs, micis |20 Mr, oJHOpa3oBa J103a 12 pa3za
uboro 75 Mr Ha 24 roauHU
I'emdi6po3un 600 Mr 2 pa3u Ha 100y, 7 THIB 80 M1, o1HOpa30Ba /103a T 1,9 paza




Enrpombomnar 75 mr 1 pa3 Ha 100y, 5 qHIB 10 mr, oHOpa3oBa 103a 1 1,6 pasza

Hapynasip 600 mr/putonasip 100 mr 2 pasu Ha |10 mr 1 pa3 Ha 100y, 7 1HIB T 1,5 paza
no0y, 7 nHIB

Tumnpanasip 500 mr/putonasip 200 mr 2 pasu |10 Mr, oqHOpa3zoBa 103a 11,4 paza
Ha 100y, 11 nHiB

Hponenapon 400 mr 2 pa3u Ha 700y Hesimomo 1 1,4 paza
ITpakonazon 200 mr 1 pa3 Ha no0y, 5 1HIB 10 mr, ogHOpa3oBa 103a 1 1,4 paza **
Ezerumi6 10 mr 1 pa3 Ha o0y, 14 nHis 10 mr 1 pa3 Ha 100y, 14 nHiB 11,2 paza **
®dozamnpenasip 700 wmr/puronaBip 100 wr|10 mr, ogHOpa3oBa n03a >

2 pa3u Ha 100y, 8 THIB

Anermirazap 0,3 mr, 7 1HIB 40 mr, 7 gHiB —
Cunimapun 140 mr 3 pa3u Ha 100y, 5 THIB 10 mr, ogHOpa3oBa 103a >
®denodidbpar 67 Mr 3 paszu Ha 100y, 7 THIB 10 mr, 7 nHiB >
Pudammin 450 mr 1 pa3 na 100y, 7 1HIB 20 mr, ogHOpa3oBa J103a >
Keroxonazomn 200 mr 2 pa3u Ha 100y, 7 AHIB 80 M1, 0oTHOpa30Ba /1032 —
®dmykonazon 200 mr 1 pa3 Ha 100y, 11 gHIB 80 mr, 0THOpa30Ba /1032 —
Epurpomirna 500 mr 4 pa3u Ha 100y, 7 THIB 80 M, oTHOpa30Ba 103a 120%
Baitkania 50 mr 3 pasu Ha 100y, 14 nHIB 20 mr, ogHOpa3oBa J103a 147 %

* Jlani, mpeicTaBiieHi SIK 3MiHA B X pasiB, SBISIIOTH COOOK CIIBBIJHOLIEHHS MIX 3aCTOCYBaHHSM pO3YBAaCTaTUHY Y
koMOiHalii Ta oxpemo. JlaHi, IpeacTaBieHi y BUMIAAI % 3MiHH, SBISAIOTH cO00I0 % PI3HHIIO LIONO IOKA3HUKIB IPH
3aCTOCYBaHHI PO3yBacTaTUHY OKPEMO.

3011bLICHHS TO3HAYEHO 3HAYKOM T, BIICYTHICTh 3MiH — 3HAUKOM <>, 3MCHILICHHS — |.

** Byno mpoBeneHO KiJibKa JOCIIKEHb B3a€MOAIl NMpPU PI3HMX J03aX PO3YBACTATHHY, B TAaOJIMI MOAAHO HaWOIIbLI
3HAYYIIE CITiBBIIHOIICHHSI.

BnnuB po3yBacTaTHHY Ha CYNYTHI JIIKapchki 3aco0u

Anmacounicmu eimaminy K

Ak 1 moxao iHmux iHriditopis 'MI'-KoA-penykrasu, Ha Mo4aTKy 3acTOCYBaHHS PO3yBacTaTHHY abo
MpU TABUINEHHI MOTO J03M Y MAIlIEHTIB, sIKI OJHOYACHO 3aCTOCOBYIOTh aHTaroHictu Bitaminy K
(manpukiaa, Bapdapun abo IHIIMKA KyMapWHOBUH aAHTUKOATYJISHT), MOJKIIWBE ITiJIBHIICHHS
MixuaponHoro  HopmamizoBaHoro  cmiBBimHomeHHs (MHC).  IlpunuHeHHss — 3acTOCYBaHHS
po3yBacTaTuHy ab0 3MEHIIEHHs HOTO 103U MOXe mpu3BecTu 10 3HmwkeHHss MHC. V takux Bumaakax
Oaxkanuit HanexHuit MmoHiTopunr MHC.

Ilepopanvni konmpayenmusu/2opmonosamicna mepanis (1’ 37)

OpHoyacHe 3acTOCYBaHHS pPO3YyBacCTaTHHY Ta MEpPOpalibHUX KOHTPALICTITUBIB MPU3BOAUIO O
nigsuiienns AUC etuHiiecTpaaiony Ta Hoprectpeny Ha 26 % ta 34 % BianoBigHo. Take miABUILIEHHS
PIBHIB IIpemnapaTiB y Mia3Mi KPoBi Ciil BpaxOBYBaTH MpH MiA00P1 103U NEpOPaTbHIUX KOHTPALICTITUBIB.
JlaHux 10710 papMaKOKIHETUKH MPENapariB y Nalli€HTIB, sIKI 0IHOYACHO 3aCTOCOBYIOTh PO3yBAaCTaTUH
ta I'3T, Hemae, ToMy He MOXHAa BHMKIIOYaTH MOAIOHOTO edekTy. OnHak KoMOIHALif IIUPOKO
3aCTOCOBYBaACA KIHKaM y paMKaxX KIIHIYHHMX JOCIIKEHb 1 IepeHocuacs 1o0pe.

Tnwi nikapcoki 3acodou

3a JaHWMH CHEIiaIbHUX JOCHIPKeHb B3a€MOJil KIIHIYHO 3HAYYIIOi B3a€MOJIl 13 AMTOKCHHOM HE
OUIKYEThCS.

Jloninagip/pumonasip

CymnyTHe 3acTOCYBaHHsS PO3yBacTaTHHY Ta KOMOIHOBAaHOIO Iperapary, IO MICTHB JBa IHTiOiTOpH
npoteasu (jomiHaBip 400 wmr/puronaBip 100 Mr), acouitoBanocss HpUOIU3HO 3 JABOPA30BUM Ta
I’ SITHPa30BUM 30UTbIIEHHSM TIOKa3HUKIB pPIBHOBAXKHOTO AUC(024) Ta Chax I8 pO3yBacTaTUHY
BIZIMOBIHO. B3aemo1is MK po3yBacTaTHHOM Ta IHIIMMHU IHT1OITOpaMu MpoTea3yu He BUBYAIACH.

Jimu

JlocmipKeHHs B3aeMOJIIi TPOBOAMIMCA Julie y Aopociux. CTymiHb B3a€MOIT y NiTe HEBITOMUM.




Ocoobnueocmi 3acmocyanns.

Bnaue na nupku

VY marieHTiB, Kl 3aCTOCOBYBAJIM pPO3yBACTaTUH Yy BHCOKHX J103aX, 0coOmuBo 40 mr, BigzHauamucs
BUIIAJIKH MPOTEiHYpii (BU3HAYEHOT y pe3ynbpTarTi aHaii3y 3a TeCT-CMY)KKaMH ), IEPEBAKHO KaHAIbIIEBO1
32 TIOXO/PKEHHSM Ta y OUIBIIOCTI BHUIAJKIB TUM4acoBoi abo HerpuBanoi. Ilporeinypis He cBimumia
Ipo rocTpe abo Mporpecyrde 3aXBOpPIOBaHHs HUPOK. HebaxaHi sBuIa 3 OOKYy HHPOK Bi3HAYAIUCS
YacTile npu 3acTocyBanHi 1034 40 Mr. Y mami€eHTiB, SKi IpuiMaloTh npenapar y 1031 40 mr, pyHKIi0
HUPOK CIIIJ IEPEBIPSITH PETYISPHO.

Bnaue na ckenemmuy myckynamypy

VYpakeHHsT CKeNeTHOi MYCKYJaTypd, HampuKIaJ Miairid, wiomaris Ta pigko — pabaomionis,
CIIOCTEPIraloThCs y MAIIEHTIB MPH 3aCTOCYBaHHI yCiX 703 PO3YBAaCTaTHHY, a OCOOJIMBO TPH 033X
ouremie 20 mr. Ilpu 3actocyBaHHi e3eTumiOy y koMmOiHamii 3 iHridiropamu I'MI'-KoA-penykrasu
3aiKCOBAaHO  BUIAJKU  PO3BUTKY pabmomionizy. He MoXHa  BHUKIIOYATH  MOXJIHBOCTI
(hapmakoIMHAMIYHOT B3a€MO/I1i, @ TOMY TaKy KOMOIHAI[IIO CJI1] 3aCTOCOBYBATH 3 00CPEKHICTIO.

Sk 1y Bunaaky 3actocyBaHHs HIIMX 1HTri0iTopiB ['MI'-KoA-peaykrasu, npo Bunajaku pabdaomionizy,
MOB’sI3aH1 13 3aCTOCYBaHHSM pPO3yBacTaTUHY, MOBIIOMIISUIM YacTille MPH 3acTOCyBaHHI 103U 40 Mmr.
3adikcoBaHO PIAKICHI BHUMAJKU IMYHOOIIOCEPEAKOBAHOI HEKPOTU3YIOYOi MiomaTii, IO KIIHIYHO
MPOSIBIISTIACS CTIMKOIO MPOKCHUMAJIBbHOK M’SI30BOI0 CJIAOKICTIO 1 MIJIBUILEHHSM PIBHS CHPOBATKOBOI
KpeaTHHKIHA3M, MiJ Yac JIKyBaHHS a00 micis MPUNMHEHHS JIKYBaHHS CTaTHHAMU, BKJIIOYAIOUU
po3yBactaTuH. MOXyTh OyTH HEOOXITHUMH TOJAATKOBI HEHMPOM SI30B1 1 CEPOJIOTIUHI JOCIIIKCHHS.
Moske 6yTH mOTpIOHUM JTIKYBaHHS IMYHOCYIIPECUBHUMH MpenapaTaMu.

Busnauenns pisus kpeamungpocghorinazu (K@K)

Pisenp K®K He cmin BumiptoBatu micis 3HAaYHUX (I3UYHUX HAaBaHTaKE€Hb a0 3a HAasIBHOCTI
MOJKJIMBUX aJbTepHATUBHUX HNpuuuH migsuiieHHs KOK, mo MoxyTs 3aBakaTH IHTepHpeTanii
pe3yabratiB. Skino noyarkoBuii piseHb KOK 3nauno migsuinenuii (>5 x BMH), npotsrom 5-7 axis
HEOOXITHO 3pOOUTH JOMATKOBUH MIATBEPKYBAIbHUMA aHaMi3. SIKIIO pe3ysiabTaT MOBTOPHOTO aHAJi3y
MATBEPKYE BUXIAHUHN piBeHb >5 X BMH, mounHaty niKyBaHHS HE CIiI.

Ilepeo nouamkom nikysanms

PosyBacrarun, sk 1 iHmi iHridiropu ['MI-KoA-peaykrasu, ciig 3 OOEpeXHICTIO NpU3HAYATH
namieHTaM 13 ¢akropamMu, IO CIPUSIOTH PO3BUTKY MiomnaTii/padmaomionizy. Jlo Takux (dakTopis
HaJIeXkaTh:

. nopymieHHs QyHKIIiT HUPOK;

. TIMOTHPEO3;

. HasBHICTh B 0COOMCTOMY 200 CiMEIfHOMY aHaMHe31 CITaJIKOBUX M S30BUX 3aXBOPIOBAHb;

. HasBHICTh B aHaMHE31 MIOTOKCHYHOCTI, CIHpUYMHEHOi iHImuMHU iHTiOiTopamu ['MI'-KoA-
penykrasu abo ¢idparamu;

. 3JI0BJKUBAHHSI aJIKOTOJIEM;

. BiK > 70 poKiB;

. CUTYyallii, 10 MOXYTh MPU3BECTH [0 MiABHILIEHHS DPIBHS Mpenapary y Ijia3Mi KpoBi (IUB.

posnumm  «DapmakokiHeTHKa», «B3aemomiss 3 I1HIIMMHU JIKapCbKUMHM 3aco0amMy Ta iHINI BHJIH
B3aeMo/Iiii» Ta «Criocid 3acToCcyBaHHS Ta JO3HU»);

. OJIHOYACHE 3acTocyBaHHS (iOpaTiB.

VY Takux nami€eHTiB NOTPIOHO MOPIBHATU PU3UK Ta MOXJIMBY KOPHCTb IPH 3aCTOCYBaHHI Ipernapary,
TAaKO’)X PEKOMEHJOBaHMM KIIHIYHUM MoOHiTOpuHI. He cnii moumHaTtu JiKyBaHHS y pas3i 3HA4yHO
nigBUIIeHoro noyatkoBoro piBHs KOK (>5 x BMH).

Y nepioo nixyeanns

[NamieHTiB Cix MOMEPEeIUTH MPO HEOOXiNHICTh HETaHO MOBIAOMIISTH MPO HE3 SICOBHUN M SI30BUM
O11b, M’A30BY CJIAOKICTh a00 CYJOMH, OCOOIUBO, SKIO BOHU CYIPOBOJDKYIOTHCS HE3TyXKaHHAM abo
MIABUIICHHSIM TeMIepaTypu. Y TaKuX MalieHTIB ciin Bu3HauyuTH piBeHb KOK. Cnin mpunuHuth
nikyBaHHS, Ko piBeHb KOK 3nauno migsumienuit (> 5 x BMH) a6o sKiio M’si30Bi CHMIITOMU TSKK1
Ta CIPUYUHSIOTH TUCKOM(OPT y MOBCAKICHHOMY KUTTI (HaBiTh ko piBeHb KOK < 5 x BMH).
SIkmo cumnToMu MHHaIOTH Ta piBeHb K®K mnoBepraeTbes 10 HOPMH, po3yBacTaTHH abo
anpTepHaTUBHUNA iHTiOITOp I'MI'-KOA-peaykra3u MoHA CIpoOyBaTH 3aCTOCYBAaTH 3HOBY, alie y
MIHIMAJTPHUX J03aX Ta i peTeabHUM HarmsigoM. PerymsapHo mnepeBipsatH piBenb KOK vy
aCUMIITOMAaTUYHUX TAIl€HTIB HeMae moTpebu. Jlyxke piIko MOBLAIOMIISIM TPO  BHIIAJKH



iMyHOOMOCepeaKoBaHoi HekpoTusyrouoi mionarii (IOHM) min wac aGo micnst Tepamii cTaTUHAMU, B
ToMy 4mcii po3yBactaruHoM. KiiHiuaumu nposisamu IOHM € cnaOkicTh IpOKCHUMAaTbHUX M S31B Ta
MiIBUICHHS pIBHSA KPEaTUHKIHA3M Yy CHUPOBATI, L0 30epiraeTrbCs HABITh MICHS MPUIHMHEHHS
3aCTOCYBaHHS CTaTHHIB.

He Oyno orpumaHo 10Ka3iB MiJBUIIEHOTO BIUIMBY Ha CKEJIETHY MYCKYJIATypy y HEBEIMKOI KUIBKOCTI
MAII€HTIB, SKI MPUIMaIN PO3yBaCTaTHH Ta CyMyTHI npenapatu. OQHAK MiIBUIICHHS YaCTOTH MIO3UTY
Ta MIOTATIl Bi3HAYaIOCA Yy MAIiEHTIB, AKi npuitMany iHmi iHridiropu I'MI'-KoA-penykrasu pazom i3
noxitHuMu (PiOpo€BOI KUCIOTH, B TOMY 4HCHI remMdpiOpo3uiIoM, IHUKIOCIIOPUHOM, HIKOTHHOBOIO
KHCJIOTO0, a30JbHAMH IPOTHIPUOKOBHMH TpenapaTaMu, IHTIOITOpaMu MpOTea3d Ta MaKPOIITHHUMH
aTubioTHKamMu. ['emdiOpo3ni migBUIIYye pU3MK MiomaTii MpH CYITyTHHOMY 3aCTOCYBaHHI 3 JCSIKHMH
irioitropamu  ['MI'-KoA-penykrasu. Tomy 3acrocoByBaTh po3yBacTaTHH y KoMOiHamii 3
remdiOpo3nioM He pekoMeHAyeThcs. KOopuCTh MOJanbIioi 3MiHH PIiBHS JIITIIB MPU 3aCTOCYBaHHI
po3yBacTaTuHy y KoMOiHalii 3 ¢pidparamu abo HIAIIMHOM MOTPIOHO PETEIHHO 3BAXKyBATH MOPIBHSIHO 3
MOTEHIIHHUMU pPHU3MKaMU, I[OB’S3aHUMH 13 3aCTOCYBaHHSAM Takux KomOiHauid. Jloza 40 wr
MPOTHUIIOKa3aHa TpU CYNYTHbOMY 3acTocyBaHH1 ¢iOpariB (auB. po3aum «B3aemomis 3 iHIIMMEU
JKapChKUMU 3ac00aMH Ta HII BUIM B3aeMoii» Ta «[1001uH1 peakiin).

Po3yBacTatuH He cii 3aCTOCOBYBATH MAIlEHTaM 13 TOCTPUMH, CEPHO3HUMHU CTaHAMM, L0 CIPHUSIOTh
PO3BUTKY Miomnarii abo MiBUINYIOTh PU3UK PO3BUTKY HUPKOBOI HEAOCTATHOCTI HA TJ1 pabaomiomi3zy
(TakuMH K CeICHUC, apTepiajbHa TINOTEH31s, OOLIMpHE XIpypriyHe BTpy4YaHHS, TpaBMa, TSKKI
MeTa0oJuH1, EHAOKPHHHI 200 €JIEKTPOJIITHI MOPYIIEHHS;, 800 HEKOHTPOJIBOBAHI CY/IOMU).

Bnaue na neuinky

SAx 1 iHm iHri6iropu I'MIT-KoA-penykrasu, po3yBacTaThH Ciil 3 OOEpEKHICTIO 3aCTOCOBYBATH
MaIEHTaM, SIK1 3JI0BXKUBAIOTh JIKOT0JIeM Ta/ab0o MaloTh 3aXBOPIOBAHHS NIEYIHKYA B aHaAMHE31.

OyHKII1I0 MEYIHKK PEKOMEHI0BAHO MEPEBIPUTH Mepe] IOUYaTKOM 3aCTOCYBaHHs Mpenapary Ta uepes 3
MicAIIi JIIKyBaHHSA. SIKIIO piBEHb TpaHCaMiHA3 y CHPOBATII KPOB1 OUThINI HiK yTpu4i nepesuirye BMH,
3aCTOCYBaHHS pO3YyBacCTaTUHY Clix TpunuHUTH. [Ipo cepito3Hi mopymeHHs QYHKIIT TeYiHKH
(mepeBakHO MIABUIIICHHS PIBHS MEYIHKOBUX TpaHCaMiHa3) MOBIMOMIISUIM YacTillle TIPH 3aCTOCYBaHHI
no3u 40 mr.

VY mari€eHTiB 13 BTOPUHHOIO TIMIEPXO0JIECTEPUHEMIEI0, CIIPUUNHEHOIO TIMOTUPEO30M a00 HEPPOTUIHUM
CHHJIPOMOM, CIEpIIy CJiJ IMPOBECTU JIKYBaHHS OCHOBHOIO 3aXBOPIOBaHHA, a IOTIM IOYMHATH
3aCTOCYBAHHS PO3YyBacTaTHHY.

3pinka MOBIIOMIISIIM TIPO JIETaJIbHI a00 HeJIeTadbH1 BUMAJAKH TEYIHKOBOI HEJOCTATHOCTI y MAIlIEHTIB,
AK1 MpUIMany CTaTMHM, B TOMY YHCII PO3yBAaCTaTHH. SIKIO Ha T JIIKYBaHHSA PO3yBaCTaTMHOM
PO3BHBAETHCSA ~ CEPHO3HE  YPAKEHHS  MEYIHKM 3  KIIHIYHOO  CHUMIITOMAaTHKOK  Ta/abo
rinepOuUTipyOiHEMIEI0 YW JKOBTSHMIICIO, CJIiJ] HETAHO NMPHUIMHUTH NMPUHOM mpemnapary. SIKmio iHmri
IIPUYMHU HE BUSIBJIEHO, HE IOHOBJIIOWTE JIIKYBAHHS PO3yBACTATHHOM.

Paca

[ToBizoMmsiM MPO 3pOCTaHHSI EKCHO3MIIi Yy TMAaIli€eHTIB MOHTOJOIAHOI pacu NPUOIW3HO BIBIYl
MOPIBHSHO 3 €BpomensaMu. J[Is Takux maiieHTiB HeoOXiHA KOPEKIlis J03yBaHHS PO3YyBaCTATUHY
(muB. poznimu «Dapmakokinetuka», «l[Iportunokazanns» ta «Croci® 3acTocyBaHHS Ta H03W»). s
MaIieHTIB a3iiCchKOi pacu TMOYaTKOBa J03a po3yBacTaTWHy moBUHHA Oyrtu 5 wr. IlinBuinena
KOHLIGHTpAllil pO3yBacTaTWHY B Iula3Mi Oyna moMmiyeHa y a3iiChKUX MAali€HTIB (IUB. PO3ALUIU
«PapmakokiHeTHKa» Ta «Oco0aMBOCTI 3acTOCyBaHHA»). Ciif B3ATH 10 yBaru 30UIbLIEHY CHCTEMHY
eKCMO3MIII0 TP JIKYBaHHI TMAalli€EHTIB MOHIOJOIIHOT pacH, y SKHX TiNepXoJieCTepUHEeMis He
KOHTPOJIIOEThCA JEKBATHO J103aMHM 10 20 M.

Ineibimopu npomeasu

V marieHTiB, fKi 3aCTOCOBYBaJIM PO3YBAaCTaTUH OJHOYACHO 3 IHTI0ITOpaMM MpOTea3u Ta pUTOHABIPOM,
CroCTepirainocsi MiABMIIEHHS CHUCTEMHOI eKcro3ullii po3yBacTaTHHy. Ciii BpaxOBYBAaTH OYIKyBaHY
KOPUCTh B 3HIKEHHS pPIBHSA JIMIJAIB HpU 3acTocyBaHHI posyBactatuHy y BlJI-iH¢ikoBaHuX
MAIi€HTIB, SIKI OTPUMYIOTh 1HT10ITOpU MpPOTEa3u Ta MOTEHLIIHE MiABUIEHHS PIBHS pO3yBaCTaTUHY Y
IUIa3Mi KPOB1 Ha MOYATKY Tepallii Ta MmiJ yac TUTPALil JO31 pO3yBacTaTHHY.

OnHouacHe 3acTOCyBaHHs IIpernapary 3 IHriOITOpaMu NpoTea3d HE PEKOMEHJIOBAaHE, IOKU He
BIJIperyJiboBaHa J103a po3yBacTaTUHy (IuB. po3au1 «Crocid 3acTocyBaHHS Ta J03W» Ta «B3aemonis 3
HIIMMH JTIKapCHKUMU 3ac00aMU Ta 1HII BUAM B3AEMO/TI»).

Dy3uoosa kucioma



Po3yBactaTuH HeE cIi 3aCTOCOBYBAaTH pazom 13 CUCTEMHUMH TpernapaTtamu Qy3uaoBoi KUCIOTH abo
OpoTsAroM 7 JHIB TICHsA TPUIIMHEHHS JIKYBaHHA (Y3UJAOBOIO KHUCIOTOK. Y TMAI€HTIB, SKi
3aCTOCOBYIOTh (DY3UI0BY KUCIIOTY, JIIKYBaHHS CTATUHAMM CJIiJI IPUIIMHUATH HA BECh TEPMiH JIIKYBaHHS
(Gy3UI0BOIO KUCIOTOI0. 3adiKCOBAaHO BUMAIKU padbaomionizy (y TOMY YHCII 3 JIETATHHUM HACITIIKOM)
y TAIl€HTIB, SIKI OTpUMYBaIU (Yy3UJOBY KUCIOTY 1 CTAaTHHM y MOE€JHAHHI (IUB. po3ail «B3aemonis 3
IHIIMMH JTIKAPCHKUMHU 3aco0aMu Ta IHINI BUAM B3aemoiii»). lamieHTy HeoOXiIHO pEeKOMEHIyBaTH
HEeTaifHO 3BEPHYTHUCS 0 JIKaps, SKIIO BiH Biguye OyIb-sSKi CHMITOMH M’s30BOi ciabkocTi, 60110 abo
qyTIuBOCTI. Tepamifo cTaTMHAMH MOKHa 3HOBY PO3IOYATH 4Yepe3 7 IHIB IICIs OCTaHHBOI 103U
¢by3unoBoi kuciaotTu. B okpemux BuIaakax, KOoJM MOTpiOHA TpuBaja CHCTEMHA Teparis (y3uI0BOIO
KHCIIOTOI0, HANpPUKIAA U JIKyBaHHS TSOKKUX 1H(EKIiH, HEOOXIAHICTh CIUIBHOTO BBEICHHS
po3yBacTtaTuHy Ta (hy3UJOBOi KHCIOTH CIiJ PO3TIISAOATH TUIBKU IHAMBIAYAIBHO 1 MiJ PETCIHHUM
MEJIUYHUM HarJIsIIOM.

Iumepcmuyianvre 3axeoproganiis 1e2eHs

3adikcoBaHO MNOOAMHOKI BUMAAKH IHTEPCTULIATBHOIO 3aXBOPIOBAHHS JIETE€Hb IpPH 3aCTOCYBaHHI
JeSIKUX CTaTHHIB, OCOOJIMBO Y BUIAJIKy JOBrOTpUBaioi Teparii. /o cuMnToMiB mopyieHHs HaleXarhb
JIMCITHOE, HEMPOJYKTUBHUN KalleNb Ta TMOTIPIICHHS 3araJbHOTO CTaHy (BTOMa, BTpaTa MacH Tila Ta
rapsiaka). SIKIo migo3proeThes, MO Y Malli€eHTa PO3BUHYIOCH IHTEPCTHUIIAIBHE 3aXBOPIOBAHHS JIET€Hb,
3aCTOCYBaHHS CTaTHHIB MOTPIOHO MPUITMHUTH.

Llyxposuii diabem

Jlesiki akTu cBigyaTh, U0 CTATMHU MIIBUINYIOTH PIBEHb IJIIOKO3U B KPOB1 Ta y JAESKUX MAIIEHTIB,
SKAM 3arpo’Ky€ BHCOKHH pH3UK pO3BUTKY [Hia0eTy B MalOyTHbOMY, MOXYTh CHPHYHHSITH
TIMEePriIiKeMilo TaKoro PIiBHSA, 3a SKOTO HEOOXiTHE Hajle)xHe JiKyBaHHS miadery. L{ro 3arposy, ogHak,
MEPEBUIIYE 3HIDKEHHS PU3WKY CYAMHHUX MOPYIICHb IMPH 3aCTOCYBaHHI CTaTHHIB, TOMY BOHa He
MOBUHHA OYyTH M1JICTAaBOIO JUIsl MPUITMHEHHS Teparnii CTaTUHAMU. 3a NallieHTaMu TPYyNU pU3HKy (piBEHb
TIIIOKO3H Hatie 5,6-6,9 Mmons/n, IMT >30 kr/m2, minBUIIEHHH piBeHb TPUIIILEPH/IiB, apTepiatbHa
TIMEePTeH3is1) CIIiJ BCTAHOBUTH SIK KIIHIYHHMMA, TaK 1 OI0XIMIYHUM KOHTPOJIb 3THO 3 HAI[IOHAJILHUMH
kepiBHULTBaMU. [loBimOMIISUIM, 10 3arajibHa 4acToTa LYKpoBoro niabery cranoBwuia 2,8 % y rpymi
npuiioMy posyBacTaTuHy Ta 2,3 % — y rpyni miane6o, nepeBakHO y MAIli€EHTIB 13 pIBHEM TJIIOKO3U
HaTIe Big 5,6 10 6,9 MMOJIB/II.

Ax 1 momo iHmmx iHTiOiTOpiB ['MI-KOA-penykrasm, mpu 3acTOCyBaHHI pPO3YyBacTaTUHY
crioctepiraiocs 3pocrands HbDALC ta piBHS TII0KO3M y CHpOBATIli KpoBi. B nmeskux BUmamkax Ifi
MOKa3HUKH MOXYTh IE€PEBUIIYBATH TpPAaHUYHE 3HAYECHHS Ui JIarHOCTHKU IIYKPOBOTO mia0eTy,
HacaMIiepe/] y Malie€HTiB i3 BUCOKUM PH3UKOM PO3BUTKY JiabeTy.

3adikcoBaHO, IO PO3yBACTaTUH SK MOHOTEpAIlisl HE CIPUYMHSE 3HUKEHHS 0a30BOi KOHIEHTpaIlii
KOPTH30J1y IJIa3MHU KPOBI 1 HE BIUTMBAE HA Pe3epB HATHUPKOBHX 3a5103. HeoOXimHa 00epekHICTh y pasi
OJIHOYAaCHOTO 3aCTOCYBaHHsSI pPO3yBACTAaTUHY Ta IHIIMX JIIKAPCHKUX 3ac001B, 3JaTHUX 3HIDKYBaTH
piBeHb a00 aKTUBHICTh €HJOTCHHMX CTEPOiJHMX TOPMOHIB, HANpUKIaJ KETOKOHA30lIy,
CHIPOHOJIAKTOHY Ta IUMETUIUHY.

Himu

Ominka JiHIHHOTO pocTy (3picT), Macu Tina, IMT (iHaekcy Macu Tifla) Ta BTOPUHHUX XapaKTEPUCTHUK
cTaTeBoro Ao3piBaHHs 3a TanHepoM y niteit BikoM Bix 10 mo 17 pokiB, siki mpuiiMany po3yBacTaTUH,
oOMexeHa mepiogoM TpuBaiicTio 1 pik. Ilicms 52 TWKHIB JOCHIHKYBAHOTO JIKYBaHHS KOJHOTO
BIUTUBY Ha picT, Macy Tina, IMT abo crateBe no3piBaHHS BHSIBICHO HE Oylo (IUB. PO3ALT
«DapmakonuHaMikay). JJoCBiA KITIHIYHUX JOCTIIKEHb 3aCTOCYBAHHS IMpemnapaTy MIITAM Ta MiTiTKam
oOMeXeHH, TOBroTpuBalli €peKTH 3aCTOCYBaHHS po3yBacTaTHUHY (>1 pik) Ha cTaTeBe NO3pIBaHHS
HEBIJJOMI.

VY KIHIYHOMY JOCIDKEHH] Y JiTeH Ta MATITKIB, SIK1 IpUHManu po3yBacTaTUH MPOTATOM 52 THXKHIB,
nigsumeHHs piBHa KK >10 pasie Bume BMH Ta cumnromu 3 60ky M’s3iB micias (i3MYHOTO
HaBaHTAXKEHHsI a00 MiABHIEHOT (Pi3MYHOT aKTUBHOCTI CIIOCTEPIraJIUCs YacTille MOPIBHAHO 3 TAKUMH Y
nopocnux (auB. po3ait «[1o6iuHi peakiin).

Jlonomiowcni pewogunu

PosyBacratun-TeBa MicTuTh JakTo3y. llamieHTam 13 pIAKICHOIO CHAJKOBOI HEMEPEHOCHUMICTIO
ranakrosu, JedinuToMm Jsaktazuw Jlanma abo ManbaOCOpOIli€0 TIIOKO3U-TANaKTO3W HE  CHij
3aCTOCOBYBATH ILIeW Ipernapar.

Tabnetku 5 mr mictsate 6apBHUK x)oBTHid 3axin FCF (E 110), a tabnerku 10 mr, 20 mr ta 40 mr
MICTATh OapBHUK KapMO3UH (E 122), siki MOXKYTbh CIIPHUUHSATH aJIEPrivHi peakiii.



3acmocysanns y nepiod sazimuocmi abo 200y8anHs 2pyooro.

Po3zyBacTaTun npoTHIIOKa3aHH y IEPi0JT BariTHOCTI Ta TOAYBAaHHS TPYIIIO.

JKiHKHM penpoayKTUBHOTO BiKYy HOBHHHI BAKOPUCTOBYBATH HaJICKHI 3aCOOM KOHTpAIIETIIii.

OCKUTBKM XOJIECTEpUH Ta IHIII NMPOAYKTH OIOCHHTE3y XOJECTEPUHY BIHIrpaloTh ICTOTHY pOJb Yy
PO3BUTKY L1012, MOTeHLIHHWIA pu3uK Bix npurdideHas [ MI'-KoA-penykra3u nepeBuInye KOpUCTh Bij
3aCTOCYBaHHs TIperapary B Iepioj BariTHOCTI. JlaHi MOCHiIKeHb Ha TBapWUHAX IMOJAO0 TOKCHUYHOTO
BILTUBY Ha PENPOMYKTHBHY (DYHKIIIF0 OOMEKeHI. SIKIMO MaiieHTKa 3aBariTHie y mepioj 3acTo CyBaHHS
[ILOTO TIPEeTapary, JiKyBaHHS CIIiJl HeTaifHO PUITMHUTH.

OcCkiTbKM IHIMUH JKApChKUU 3acid I[BOrO KJIAcy NOTpAIuIsiE y TPYAHE MOJIOKO JIFOJWHU Ta
BpaxoBylouH, 1m0 iHridiropu ['MI'-KoA-penykTa3u MOXKYTh CIPUYMHSITH CEpHO3HI HebaxaH1 peakii y
HEMOBIISIT, JKIHKaM, SIKi MOTPeOYIOTh JIKYBaHHS PO3yBACTATUHOM, CIIiI PEKOMEHIYBAaTH YTPHUMATHUCS
BiJl TOAYBaHHS TpyAMio. JlaHUX 1010 TMPOHUKHEHHSI TpenapaTy B TPYIHE MOJIOKO Y JIIOJHMHUA HEMae
(muB. po3ain «lIpoTunokazanusm»).

30amuicmv enauseamu Ha WEUOKICMb pearkyii npu Kepy8aHHi a8MOMPAHCNOPMOM abO [HUUMU
MexanizMamu.

JlocnijkeHHsT 3 BU3HAUYEHHS BIUIMBY pO3yBACTaTHHY Ha 3JATHICTh KEpyBaTH aBTOTPAHCIOPTOM Ta
MpaloBaTH 3 IHIIMMU MeXaHi3MaMH He mpoBoauiucs. OjHak, 3 orjsiay Ha (apmMakoAMHaAMIdHI
BJIACTHBOCTI, MaJOWMOBIPHO, IO PO3YyBacTaTHH BIUIMBATUME Ha TakKy 34aTHICThb. llpu kepyBaHHI
aBTOTpaHCHOPTOM a0 poOOTI 3 MeXaHI3MaMH CJil BPaxOBYBATH MOXKJIMBICTH 3allaMOPOYEHHS B
nepioJ JIIKyBaHHS.

Cnoci6 3acmocysanns ma 0o3u.

[Tepen mouaTkoM JIIKYBaHHsI TMAIIEHTY CJiJ] TPU3HAYUTH CTAHIAAPTHY TIMOXOJECTEPUHEMIUHY IETY,
SIKO1 BIH TIOBMHEH JOTPUMYBATHCS 1 MPOTATOM JiKyBaHHsA. Jlo3y cmim migOupaTu I1HIWBiAyaabHO
3QJIEKHO BIJl METH Tepamii Ta BIAMOBIAI TAaIlieHTa Ha JIIKYBaHHS, KEPYIOUHCh PEKOMEHIAISIMH
MOTOYHHX 3araJIbHONPUNHHATUX KEPIBHUIITB.

[Ipenapar Po3yBactatuH-TeBa MoxHa IpUiiMaTH y OY/Ib-SKHI Yac THs, HE3AJICKHO Bijl BXKUBAHHS TKI.
Jlopocii

Jlikysanns cinepxonecmepuremii

PekoMenoBaHa mo4yaTkoBa J103a CTaHOBUTH 5 abo 10 Mr nepopainbHo 1 pa3 Ha 100y SIK JUIs Mali€HTIB,
SIK1 paHillle He 3aCTOCOBYBAJIM CTaTHHHU, TaK 1 MEPEBEICHUX Ha Ipernapar 3 NpUHOMY HIIOro iHridiTopa
I'MI'-KoA-penykra3u. I[Ipu BuOOpi MOYAaTKOBOi 103U CJIiJi BPaxOBYBAaTH pPIBEHb XOJECTCPUHY B
KOXXHOTO OKpPEMOro TMalli€eHTa Ta PU3UK CEPLEBO-CYAMHHHUX MOPYIIEHb y MaiOyTHbOMY, a TaKOX
WMOBIPHICTh PO3BUTKY HEOaKaHUX peakiid. 3a HEoOXITHOCTI IMABUIIYBATH 103y JO HACTYITHOTO
piBHS MOKHA depe3 4 TwkHI (auB. posmin «®PapmakoauHamika»). 3 OMISay Ha Te, IO Ha T
3aCTOCYBaHHS IpenapaTy B 1031 40 Mr HebaXkaHi peakilii BAHMKAIOTh YacTille, HK MPU MEHIITUX J03aX
(muB. pozain «Ilo6iuHi peakiii»), OCTATOYHO TUTPYBATU 103y A0 40 Mr BapTo JHIIE MallieHTaM i3
TSKKOIO TIMEPXOJIECTEPUHEMIEI0 Ta BHCOKMM PH3UKOM CEpLEBO-CYAHMHHHUX MOPYIIEHb (30KpeMa y
XBOpUX 13 CIMEHHOIO TiNEPXOJECTEPUHEMIEI0), Y SIKUX HE BAAJOCS NOCATTH METH JIIKyBaHHS MpU
3actocyBaHHi a03u 20 Mr 1 ski nepedyBaTUMYTh IiJ PETryISpHUM HariasaoMm (AWB. pPO3JILI
«OcobnuBocCTi 3actocyBaHHs»). Ha mowarky mpuiiomy mnpenapaty y a03i 40 Mr pekoMeHIOBaHUMN
HaTJIs CIIEIIAIICTIB.

3anobicanns nopyuienuam 3 60Ky cepyeso-cyoOurHHoi cucmemu

Y [ocHipKeHH1 3HIDKEHHS PU3MKY TMOPYIIeHb 3 OOKYy CcepleBO-CYAMHHOI CHCTeMH Iperapar
3aCTOCOBYBaM y 71031 20 Mr Ha 100y (uB. po3ain «PapmakouHaAMIKay).

Iayienmu nimuvo2o 6iKy

PekoMeHnnoBaHa mouyaTKoBa /103a JUTS MaIliEHTIB BikoM > 70 pOKIB CTaHOBUTH 5 MI. IHIIA KOpeKIIis
71034 3 OISy Ha BiK HE MOTpiOHAa.

Tayieumu i3 nopyuwieHHAMU PYHKYIT HUPOK

V naui€eHTiB i3 JISTKUMH Ta TOMIPHUMH HOPYIIEHHAMH (YHKI[IT HIPOK HEMa€e HEOOX1THOCTI y KOpEeKIii
no3u. PekomeHnmoBaHa moyaTkoBa 7032 JUIS MAlLi€EHTIB i3 MOPYIIEHHAMH (YHKIIi HUPOK MOMIpHOT
TSDKKOCTI (KJTipeHC KpeaTuHiHy < 60 Mi1/xB) cTaHOBUTH 5 Mr. [{o3a 40 Mr npoTunokasaHa narieHram i3
MOpYIIEHHAM (PYHKIIT HUPOK MOMIpHOT TsDKKOCTI. [lamieHTaM i3 TSDKKMMH MOPYHIEHHAMH (yHKIIT
HUPOK 3aCTOCYBAaHHS PO3yBAaCTaTUHY MPOTUIIOKA3aHO Y OyIb-SIKUX J03aX.



THayicumu i3 nopywenuamu hyHKyii nevinku

VY mauieHTiB i3 MOpyHIeHHAMHU (YHKIIi MEYiHKH, IO OILiHIOBANUCS y 7 ab0 MeHIIe 0ajiB 3a IIKAI0I0
Yaiinga-11"10, migBUIIEHHS] CUCTEMHOT €KCITO3UIIIT pO3yBacTaTUHY HE criocTepiraniocs. OaHak y ocio i3
nopymeHHsMu y 8 ta 9 OamiB 3a mkanoro Yainna-IT'ro cucTreMHa eKCHo3wWilis 3pocTana. Y TakuX
MAIIEHTIB JOUUIBHOIO € OIiHKa (QyHKIIi HUpOK (IuB. po3aut «OcoOIMBOCTI 3acTocyBaHH»). JloCBin
3aCTOCYBaHHsI TIperapary MalieHTaM i3 Moka3HukoM 9 OamiB 3a mkanoro Yainma-IT'to BiacyTHIM.
PosyBacTatuH NpoTHIIOKa3aHUH TAIIEHTaM i3 3aXBOPIOBAHHSIMU ICUIHKY B aKTUBHIN CTaIil.

Paca

VY mamieHTiB MOHTOJIOTHOI pach CIOCTEPIraeThCs IMIBUIICHA CHCTEMHA EKCIIO3MINSl Iperapary.
PekoMeH0BaHa MoYaTKOBA 7032 JUTS MAIIEHTIB a31iCHhKOTO TOXOKEHHS CTAHOBUTD 5 MT.
3acrocyBanHs 1031 40 MI TAKMM TaI[iEHTaM MPOTHUIIOKA3aHe.

TI'enemuynuii nonimopgizm

[leBHI THUOM TEHETUYHOTO NOMIMOP(GI3MY MOXYTh MPU3BOJUTH JIO MIABUIIEHHS EKCIIO3UIIIT
po3yBacTaTuHy (muB. po3ail «PapmakokiHeTnkay). [lamieHTaM 13 BiZIOMOIO HAsSBHICTIO TaKUX THUIIIB
noiMop(i3My peKOMEHAYETHCS 3aCTOCOBYBATH MEHIITY J0OOBY 7103y pO3yBaCcTaTUHY.

Tayienmu 31 cxunvHicmio 00 po36umKy mionamii

PexomenioBana movyaTkoBa /103a Jyisl TAIEHTIB 31 CXWJIBHICTIO 10 PO3BUTKY MIOMATIi CTAHOBUTH 5 MT
(muB. po3aut «OcobauBOCTI 3acTOCyBaHH»). Jlo3a 40 Mr mpoTuriokasaHa JESIKUM 13 TaKUX TaIlI€HTIB
(muB. po3ain «lIpoTunokazanus»).

Cynymmus mepanis

Po3yBactaTuH € cyOcTpaToM sl pi3HUX TpaHcrmopTHuX OulkiB (Hampukiaan, OATP1B1 ta BCRP).
Pusuk wmiomarii (BKiIro4arouum pabIoMioii3) MIABUILIYETbCS TPU OJHOYACHOMY 3aCTOCYBaHHI
pO3yBacTaTUHY 3 TIEBHUMHU JIKApChKUMH 3aco0aMu, 3JaTHUMH ITIBHUINYBATH KOHIICHTPAIIIIO
pO3yBacTaTUHY B TIa3Mi KpOB1 4epe3 B3a€MOJII0 3 UMM TPAHCTIOPTHUMH OUTKaMu (HampuKIam, i3
[IUKJIOCTIOPHHOM Ta JESKMUMH 1HTi0ITOpaMH TpOTeasH, BKIIOYAIOYM KOMOIHAIli pPHUTOHABIPY 3
aTa3aHaBIPOM, JIOMHABIPOM Ta/ab0 THIpaHaBIpOM, TUB. PO3ALIH «B3aeMomis 3 HITUMHU JTIKAPCHKUMHU
3aco0aMu Ta IHINI BUAU B3aemMoaii» Ta «OcOOIMBOCTI 3aCTOCYBaHHS»). 3a MOMJIMBOCTI HEOOXITHO
PO3MIISIHYTH aJbTEPHATHBHE JIKYBaHHSA 1, SKIIO HEOOXIAHO, THUMYACOBO TPUIMHHUTH JIKYBaHHS
pO3yBacTaTUHOM. Y CHTYaIlifX, KOJM OJHOYACHOTO BBEICHHS IUX JIKApChKUX 3aco0iB pa3oM i3
pO3yBaCTaTHHOM YHUKHYTH HEMOJKJIMBO, MOTPIOHO 3Ba)KyBaTH BCl TMEpEBard i PU3UKUA CYMYTHHOTO
JIKyBaHHS Ta PETENIbHO MiIOUPaATH 103y PO3YyBaCTATHUHY.

Himu.

3acToCyBaHHsI MperapaTy IiTAM MOBHHEH IIPOBOUTH JIMIIE CIIEIIATICT.

3acTOCOBYIOTh JITAM Ta MimiiTkam BikoM Bim 10 mo 17 pokiB (Xiaomumku Ha cTaaii po3BuTky Il Ta
BuIIe 3a TaHHEpOM Ta JliBUaTa, y SKUX MEHCTpYaIlii MOYaIucs MOHalMEHIIE PIK TOMY).

3BUuaiiHa mouaTkoBa J000Ba J03a JUIS JITeH Ta MULIITKIB 13 TeTepO3UrOTHOK CIMEHHOIO
rinepxojecTepuHEMI€I0 CTaHOBUTh 5 Mr Ha no0y. [Ipemapar 3a3Buuail mpuiimMaloTh HEpopaIbHO B
no3zax Big 5 mr nmo 20 mr 1 pa3 na no0y. IlinBumyBatu 103y ciia BiANOBIAHO A0 IHAWBITyalbHOT
BIINOBIA1 TUTHUHH Ha JIIKYBaHHS Ta MEPEHOCHMOCTI Mpenapary, JOTPUMYIOUUCh PEKOMEH Al 111010
mikyBaHHS JiTe (muB. po3ain  «OcoOmuBocTi  3acTocyBaHHA»). llepen mowarkom —Tepamii
pPO3yBacTaTUHOM JITSIM Ta MUUTITKAM CIif MPU3HAYUTH CTAHAAPTHY TilOXOJIECTEPUHEMIUHY IIETY,
SIKOT MAIi€EHTH MMOBUHHI JOTPUMYBATHUCS 1 MPOTATOM JIiKyBaHHA. be3neka Ta epeKTUBHICTD J1KapChbKOTO
3aco0y y no3ax Ouabiue 20 Mr y i nomyssiii He JOCTIHKYBAINCS.

Tabnetku o 40 MT He 3aCTOCOBYIOTH JITSIM.

Himu sixom 0o 10 poxis

JlocBin nikyBaHHs Aiteil BikoM 10 10 pokiB OOMeXeHHH 3acTOCYBaHHSIM Hpenapary y HEBEJIUKOi
KUTBKOCTI marieHTiB (BikoM Bix 8 10 10 pokiB) i3 TOMO3UTOTHOIO CIMEIHOIO TiMEPXOJIECTEPUHEMIETO.
TakuMm 4MHOM, pO3yBacTaTUH HE PEKOMEHAYEThCS 3aCTOCOBYBATH AIiTAM BikoM 10 10 pokiB.

Ilepeoosysanna.

CrnenudiyHoro JiKyBaHHA Iepeno3yBaHHs Hemae. JIikyBaHHS CHMOTOMAaTHYHE, PEKOMEHIYEThCS
niarpumytoua teparis. [lorpiben xoHTpoabs ¢yHkiii nedinku Ta piBHa KDK. ManoiimoBipHo, 110
remoianiz 0Oyne epeKTUBHUM.

Ho6iuni peakuii.



[To6iuHi peakiii, MmO CHOCTEPIralOThCS NTPH 3aCTOCYBaHHI pO3yBacTaTWHY, 3a3BHYail JIeTKi Ta
TUMYACOBI.

3 6oky imyHHOI cucmemu. peakiii TIMEPIYTIUBOCTI, Y TOMY YHCIIi AaHTIOHEBPOTUIHHIA HAOPSIK.

3 60Ky eHOOKpuHHOI cucmemu: IyKPOBHUA Hia0eT (4acToTa 3aIeKHUTh BiJl HASBHOCTI (PAKTOPIB PUUKY —
piBeHb TIIIOKO3M HaTIIe >5,6 MMomb/1, IMT >30 kr/mM?, migBUINEH] piBHI TpUIIiLEpU B, apTepiaabHa
rinepreH3is B aHaMHe31).

3 boky ncuxiku: nemnpecis.

3 6oxy Hepsosoi cucmemu: niepudepruuHa HEUPOIIATIs, MOPYIICHHS CHY, B TOMY YHCIIi OC3COHHS Ta
HIYHI )KaX®, TOJIOBHUI OLTb, 3aITaMOPOYCHHS, TIOJIIHEHPOTIATIsI, BTpaTa mam sTi.

3 6oky pecnipamopmnoi cucmemu, opeanie epyoHoi KIimKu ma cepe0OCminHa: Kalelb, TUCIHOE.

3 boky mpasno2o mpaxmy: 3amop, HyJ10Ta, OUTb y )KUBOTI, ITAHKPEATHUT, Jiapes.

3 boky eenamobiniapnoi cucmemu: KOBTSHULS, TEIATUT, MIBUIICHHS PIBHS MEYIHKOBUX TPaHCAMIHA3.
3 6oky wkipu ma niowKipHoi K1imKosuHu: CBEpODK, BUCUTIAHHS, KPOMUB’ sHKA, cuHApoM CTiBeHca-
JIxoHCOHA.

3 b6oky crenemuo-m 'sa3060i cucmemu, CROAYYHOT MKAHUHU MA KICMOK: MIaJTis, Mionartis (B TOMY YUCI1
MIO3HUT), pabaOoMiOJIi3, BOBUYAKOBOIMOMIOHMI CHHIPOM, PO3PHUBH M f3iB, IMYHOOTIOCEPEIKOBaHA
HEKpPOTHU3YIoUa MIOMATisl, apTpalirisl, MOPYIIEHHS 3 O0KY CYXO0XHJIb, IHOJ1 YCKIJIAJHEH]1 IX PO3PUBOM.

3 60Ky HUPOK ma ce408UdibHOI cucmemu: TEMATYPIS.

3 60Ky penpodyKmugHoi cucmemu ma MOJIOYHUX 347103 TTHEKOMACTI.

3 60Ky Kposi: TPOMOOIIMTOTICHIS.

3azanvHi nopyuwienHs: acTeHis, HaOpsIK.

Sk 1y Bunaaky 3 iHmuMHU iHTiOITopamMu ['MI'-KoA-penykrasu, moOiyH1 peaxiii Ipu 3acTOCyBaHHI
PO3yBacCTaTUHY JI0303AJIEXKHI.

Bnaue na nupku

[IpoTeinypis, BusIBIEHA y pe3yabTaTi aHai3y 3a TECT-CMY)KKaMH Ta TEPEBaXHO KaHAIBIIEBOTO
MMOXOJKEHHS, CIIOCTepiraigacs y Mali€HTiB, K1 3aCTOCOBYBAIM PO3yBAacTaTHH. 3MIHM BMICTY OUTKa y
cedl Bi Hymsl a00 CIIiiB A0 3HaYeHHs ++ abo Ouibine croctepiranucs y <l % mamieHTIB y NeIKux
YacOBMX TOYKAaX II1J1 Yac 3aCTOCYBaHHA npenapary B go3ax 10 ta 20 mr 1 npubnuszzo y 3 % — npu 1031
40 wmr. HeBenuke 30UIBIIEHHS YacTOTH 3MIHM BMICTY Bi HyJs a0o CIiIiB 0 3HAYeHHA +
croctepiranocst mpu A031 20 mr. Y OUIBIIOCTI BUIMMAJAKIB MPOTEiHYpis 3MEHIyBaiacs abo 3HHKajIa
CIOHTAHHO MPH MPOJOBXKEHHI Teparii. Ha chorogHi He BUSBJICHO NMPUYMHHO-HACTIIKOBOTO 3B S3KY
MDK IPOTETHYPI€I0 Ta TOCTPUM a0 MPOrPECYIOUUM 3aXBOPIOBAHHSAM HUPOK.

Ha Tm 3acrocyBaHHs po3yBacTaTHMHY BIJ3HAYEHO BHIIAJKA TeMaTypii, 3a JaHUMHU KIIHIYHHX
JOCJIKEHb YyacToTa 1 MaJa.

Bnnue na ckenemuy myckynamypy

VYpakeHHsI CKEJEeTHOI MYCKYyJaTypH, Taki SK Miajrii, Miomnaris (B TOMY YHCII MIO3HUT), 3piaka
pabaoMiodIi3 i3 TOCTPOIO HUPKOBOK HEIOCTATHICTIO abo Oe3 Hei, Oyiu Big3HA4YEHI MIPH 3aCTOCYBaHHI
OyIb-sIKUX 7103 pO3yBacTaTUHY, 0COOIUBO MpH J103aX > 20 M.

VY manieHTiB, sKi NpUiiMalid po3yBacTaTHH, CHOCTepiranocs 10303anexkHe 3poctanHs piBHIB KOK; y
OUTBIIOCTI BUMAAKIB SBUIIE OylIO ClIaOKMM, aCUMITOMAaTHYHUM Ta TUM4acoBuM. Skmio piBHI KOK
migBuiieni (>5 pasie Bume BMH), nikyBanHs ciin npunuHUTH (OUB. po3ain  «OcoOIuBOCTI
3aCTOCYBaHHS).

Bnaue na neuinky

Sk 1 mpu 3actocyBanHi iHIIKX 1HT10iTOpiB 'MI'-K0OA-penykrasu, y HeBeIMKOT KUIbKOCTI MaIlIEHTIB, SKi
npuiiMany po3yBacTaTWH, Bi3HAYANOCs /10303aJie)KHE 30UIbLICHHS PIBHSA TpaHCaMiHa3; y OUIBLIOCTI
BUIMAJKIB sBUIIE Oya0 cIaOKuM, acHUMITOMAaTUYHUM Ta TuMuacoBuM. [Ipu 3acTocyBaHHI
pO3yBacTaTUHY TaKOX BiaMidaiocs minBuiieHHs piBHsa HbAlc.

IIpu 3acTocyBaHHI CTaTHUHIB TAaKOX IMOBIIOMIISIM MPO PO3Jaad CTATeBOi (PYHKII, OKpeMi BHUIAIKU
IHTEPCTUIIAILHOTO 3aXBOPIOBaHHS JIET€Hb (0COOIMBO Y BUMAAKY TPUBAJIOI Teparii).

Yacrora BHUMaAKiB pabaoMioNnizy, CepHO3HHUX MOpYIIEHb 3 OOKY HHPOK Ta MEYiHKU (IEepeBa)XKHO
MIZIBUIIIEHUH pIBeHb NEUIHKOBUX TpaHCaMiHAa3) BHIIA MPH 3aCTOCYBaHH1 103U 40 M.

IIpu 3acTocyBaHHI pO3yBacCTaTUHY TakoXX Oylo iIeHTHU(IKOBaHO Taky HeOakaHy peaklilo, sK
JeTajbHa Ta HeJeTajbHAa IEYIHKOBAa HENOCTaTHICTh. OCKUIBKM MPO IO PEAKIi0 IMOBITOMIISIIN
CIIOHTAHHO 13 MOMYJALIl HEBU3HAYEHOI KITBKOCTi, HEMOXIIUBO JOCTOBIPHO OIHMUTHU ii 4acToTy abo
BCTaHOBUTH HAsBHICTh MPUYMHHO-HACIIIKOBOTO 3B 53Ky 13 3aCTOCYBAaHHSAM Ipenapary.



3pigka MOBIIOMIISUIM PO TOPYIIEHHS KOTHITUBHUX (YHKIIN (HampuKiald, MOTIPUICHHS IaM sTi,
3a0y/IbKYBAaTiCTh, aMHE3isl, CIUTYTaHICTh CBIIOMOCTI), IO ACOIIOIOTHCS 13 3aCTOCYBaHHSIM CTATHHIB.
[Ipo Taki KOTHITUBHI IPOOJIEMH MOBIIOMIISITN Y 3B’ 3Ky 3 yciMa cTaTMHAMU. SIBUIIA, PO K1 HIeThCs
y TOBIIOMJICHHSIX, 3a3BUYall MaJIM JIETKHI XapakTep 1 MHHAJIH MIiC/sl BiIMIHM CTaTHHIB, a TAKOXK MaJH
pi3HUII yac 10 mosiBM cuMmnToMiB (Bix 1 AHA 10 POKIB) Ta A0 3HHUKHEHHS CUMNTOMIB (MeniaHa — 3
THDKHI).

Jimu

[linBumenns piBHA KpearnHkiHazu >10 pa3iB Bume BMH Tta cumnromu 3 OoKy M’A3iB Imicis
¢GI3UYHOTO HABaHTAaXEHHA a00 MiNBUIICHOT (I3UYHOT AaKTHBHOCTI CIIOCTEpIiraimcsi vacrime y 52-
THKHEBOMY KIIIHIYHOMY JOCTIDKCHHI 32 y4acTIO JITeW Ta IiUITKIB MOPIBHSIHO 3 JOPOCIMMHU (IHB.
po3uin «OcobimuBoCTI 3acTocyBaHHs»). [IpoTe nmpodins Oe3rnekn po3yBacTaTUHy y IITEH Ta IiUTITKIB
OyB MOIIOHMM JI0 TAKOTO y JOPOCIHX.

Tepmin npuoamnocmi. 2 poxu.

YmoBu 30epiraHus.

Jlnia Tabnerok no 5 mr: 30epiratu npu temneparypi He Buie 25 °C y HeI0CTyITHOMY JUIsl AIT€H MICIIi.
30epiratu OJicTep y KapTOHHIM KOpoOLl A1 3aXMCTY Bi BOJIOTH 1 CBITJIA.

Jast Tabmetok o 10 mr, 20 mr, 40 mr: 30epiratu ipu Temmepatypi He Bumie 30 °C y HEIOCTYITHOMY
Ui aitei Micui. 30epiraTi OJicTep y KapTOHHIM KOpoO1li AJIsl 3aXKUCTY BiJ BOJIOTH 1 CBITHIA.
YnakoBka. [To 10 Tabnetox y Guictepi; mo 3 6icTepu y KOpooOiri.

Kareropis Bignycky. 3a peuenrom.

Bupoouuk. Tea ®apmaneBrikan [Hgactpi3 JIT.

Micne3Haxo/:keHHs1 BUPOOHHMKA Ta ajpeca Micus NPOBaJuKeHHs Horo gissibHocTi. Byn. Emi
Xypsir 18, Iua. 3ona, Kdap-Caba, [3pains.
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