3ATBEPIKEHO
Haxa3 MinicrepcTBa 0X0poHH

310pOB’sl YKpaiHu

08.06.2023 Ne 1037
PeecTpaniiine mocBigueHHst

Ne UA/16949/01/01
Ne UA/16949/01/02
Ne UA/16949/01/03

IHCTPYKIIA
JJIS1 METUYHOT0 32CTOCYBAHHA JiKapPChKOro 3aco0y

O3AJIEKC®

(OZALEX®)
Cknao:
diroua peyosuna: po3yBacTaTHH (rosuvastatin);
1 Tabnerka, BKpUTa IUTIBKOBOIO 000JOHKOIO, MiCTHTh 10 Mr a6o 20 mr, abo 40 mr po3yBacTaTHHY
KaJIBIIII0 y TepepaxyBaHH] Ha pO3yBaCTATHH;
OONOMINCHI pe4Oo8UHY. TAKTO3H MOHOTIAPAT, LIETI0JI03a MIKPOKPUCTAJIIUHA, T1JPOKCUIIPOIIIIIENI0N032a
HU3bKO3aMIIIeHa, KPEMHII0 TIOKCHJ KOJOimHWN Oe3BOJHMM, MarHifo creapar, mokputts Opadry
03F84827 poxesuii ;
*Opadry 03F84827 posxesnii: rinpomenosa, tTutany miokeun (E 171), 3amiza oxcnn uepsonwii (E 172),
MOJIICTUIICHTIIKOJIb, TAJIbK.

Jlikapcbka ¢opma. TabiieTku, BKPUTI MITIBKOBOIO 000JIOHKOIO.
OcHosHi hizuxo-ximiuni enacmueocmi: TaOIETKH, BKPUTI TUTIBKOBOIO 000JIOHKOIO POKEBOTO KOJIHOPY,
KPYTJIi, IBOOITYKI, TTIaJIeHbK] 3 000X OOKiB.

®apmakoTepaneBTHYHA rpyna. ['inoninigemiuni 3acobu. Iaridiropu I'MI'-KoA-peaykrasu.
Kon ATX C10A A07.

Dapmakono2iuni eracmugocmi.

Dapmaroounamixa.

Mexanizm 0ii

PosyBacraTuH — 1€ ceneKTUBHUI Ta KOHKypeHTHu# iHrioitop I'MI'-KoA-penykrasu, ¢pepmenty, mo
BU3HAYA€ MIBUIKICTh PEaKIlii Ta TMEepPeTBOPIOE 3-TiIPOKCH-3-METHITIyTapwil KodepMeHT A Ha
MEBaJIOHAT, TMOMNEpPEIHUK xojecTepuHy. OCHOBHUM MiclieM Jii po3yBacTaTWHY € TE4iHKa, OpraH-
MIIIEHb JUIsl 3MEHIIIEHHS PIBHS XOJIECTEPUHY.

PosyBacraTuH 30i7blIye KUIBKICTH PEHENTOpiB JNONpOoTeiHiB HU3bKOi minbHOCcTi (JI[THIL) Ha
MOBEpPXHI KIITHH TICUIHKH, TOCHJIIOIOYM 3axoIuieHHs Ta katabomism JIITHII, Ta mnpurHiuye
MEYIHKOBUI CHHTE3 JIMONPOTEIHIB qyke HU3bKoi minbHOoCcTI (JITIJIHIL), TakuM 4MHOM 3MEHINYIOYH
3arajgpHy KibKicTh yacTuHoK JITTIHILL Ta JITTHILI.

Dapmaxoounamiyna 0is

PosyBacrarun 3Hmwkye minBumieHuid piBeHb xojectepuny JIITHIL, 3arampHOTO XOJIECTEpHHY Ta
TPUTIIILEPUIIB 1 MIJBUILYE PiBEHb XOJIECTEPUHY JIMONpoTeiniB Bucokoi minbHOCTI (XC-JIIIBIL). Bin
Takox 3MeHInye piBenb anoB, XC-ueJITIBI, XC-JITTAHILL, TT-JIITIHIL] Ta migBumnrye piBeHs anoA-
L

PosyBacrarna Takox 3menmrye cmiBBigHomeHHs XC-JITTHII/XC-JITIBIL, 3arampHoro XC/XC-
JIIBII, XC-ueJITIBL/XC-JITIBIL] Ta anoB/anoA-I.

TepaneBTuuHMil ePeKT mocsraeTbcss MPOTATOM | THXKHS MICHA MOYATKY 3aCTOCYBaHHS JIIKApPCHKOTO
3aco0y, 90 % MakcumanbHOro eekTy — yepe3 2 THxkHI. MakcuManbHU e(eKT 3a3BHUail 10CIraeTbes
yepe3 4 THXKHI Ta TPUBAE HAJaI.



Dapmakokinemuxa.

Bcemoxmyeanns

MakcumanbHa KOHIIEHTpAIisl po3yBacTaTuHy y Tu1a3Mi KpoBi (Cmax) 1OCITAETCS MPUOIM3HO Yepes S

TOJIMH MICJIA NEPOPATBHOTO 3aCTOCYBaHHA. AOCOMIOTHA 010/I0CTYNHICTh CTAHOBUTH MPUOIN3HO 20 %.

Posnoodin

Po3yBacTaTMH 3HAYHUM YHHOM 3aXOIUTIOETHCS MEYIHKOIO, SKa € OCHOBHMM MICLIEM CHHTE3Y

xonecrepuny Ta kimipency XC-JIITHII. OG’em po3mnoairy po3yBacTaTWUHY CTaHOBUTH MPHUOIU3HO

134 n. Ipubmuzno 90 % po3yBacTaTuHy 3B’SI3y€ThCSl 3 OUIKaMH IUIa3MU KPOBi, IEPEBAXKHO 3

ATbOYMIHOM.

Memabonizm

PozyBacraTun 3a3Hae He3HayHOro Merabomizmy (mpubnuzno 10 %). JocmimpkeHHs MeTaboni3My in

Vitro 13 BAKOPUCTAHHSM TeMaTOIUTIB JIIOIMHU CB1TYaTh, III0 PO3yBACTATHH € CIIA0KUM CyOCTpaTOM st

MeTabo113My Ha OCHOBI (hepmeHTiB ruToxpomy P450. OcHoBHUM 3aigHuM i30¢pepmentom € CYP2C9,

Jenio MeHmry poisib Bimirpaiote 2C19, 3A4 ta 2D6. OcHOBHUMH BH3HAYeHUMHU MeTabojiTaMu € N-

JIECMETHJIOBHM Ta JIaKTOHOBUI MeTabomiTH. N-gecMeTui-meradbomit npubiauzHo Ha 50 % MeHm

aKTHUBHUW, HDK pPO3yBacTaTHH, JIAKTOHOBHM METAOOJIT BBaXKAETHCS KIIIHIYHO HeaKTWUBHUM. Ha

posyBactatuH npunanae outbue 90 % akTUBHOCTI HUpKyJtotodoro iHriditopa 'MI'-KoA-penykrasm.

Buseoenns

[Tpubmusuo 90 % no3u po3yBacTaTHHY BUBOAUTHCS y HE3MIHEHOMY CTaHi 3 KaJloM (pa3oM BCMOKTaHa

Ta HEBCMOKTaHa Jil04a PEeYOBHMHA), pelITa BUBOAMUTHCA 31 ceuero. [Ipubmuszno 5 % BuBOaUTHCS 3i

ceuero y He3MiHeHil ¢opwmi. Ilepion HamiBBHBEACHHS i3 IUIa3MH KPOBI CTAHOBUTH MpHOIM3HO 19

TOMUH 1 HE 30UIBIIYEThCA TPHU MiABUINCHHI n03u. CepeaHe TEOMETpPUYHE 3HAYCHHS KIIIPEHCY

JIKapChKOTo 3aco0y 13 IUIa3MU KpOBi CTaHOBUTH MpuOin3HO 50 j1/ron (koediuieHT Bapiawii — 21,7 %).

Sk 1 momo iHmmx iHTIOITOpiB ['MI-KOA-penykrasu, mediHKOBE 3aXOIUICHHS pPO3yBacTaTHHY

BiZIOyBaeThcsl 3a ydacTio MemOpanHoro tpancmoptepa OATP-C, sxuii BiJirpae BaxJIUBY pojb Y

MEYIHKOBIH eMiHaIli po3yBacTaTHHY.

Jinitinicmo

CuctemMHa EKCIIO3WINS PO3yBacCTaTHHY 30UIBIIYETHCS TpomopiiiHo m03i. [lpu OGaratopazoBomy

I10/ICHHOMY 3aCTOCYBaHHI apaMeTpu (apMaKOKIHETHKH HE 3MIHIOIOThCSI.

Ocobnusi epynu nayienmis

Bix ma cmamy

He cmocrepiranocst KIIiHIYHO 3HAYYIIOTO BIUIMBY BIKYy a00 cTaTi Ha (hapMaKOKiHETHKY pPO3yBacTaTUHY

y aopociux. dapMakokiHETHKA PO3YyBaCTaTUHY Y MITEH Ta MIATITKIB 13 T€TEPO3UTOTHOIO CIMEHHOIO

rinepxojecTepuHeMiero Oyiia moaiOHO0 10 hapMaKOKIHETHKH Y JOPOCIUX TO0OPOBOIBIIB (IUB. PO3ALI

«Jitny).

Paca

JocnimkenHs GpapMaKOKIHETUKH BUSBUJIM, 10 Yy MAIi€HTIB MOHTOJOITHOI pacu (STMOHIIIB, KUTAMIIIB,

GbUTINITIHINB, B’€THAMITIB Ta KOPEHIIIB) MEIiaHHI 3HaYEHHS TUIONI M1 (hapMaKOKIHETHYHOK KPHUBOIO

«xonnentparisg-yacy (AUC) Ta Cmax IPUOTU3HO BABIYI BUII, HIXK Y €BPOIEHIIIB; y 1HAIMIIB MeAiaHHI

3HaueHHsI AUC Ta Cmax migBumeHi npudimsHo B 1,3 paza. AHami3 monysmiiHol ¢papMaKOKiHETHKN

HE BUSIBHB KIJIIHIYHO 3HAYYIIO1 PI3HUII MIX MaIll€eHTaMH €BPOIICOiTHOT Ta HErpoiTHOi pac.

Topywenus ¢hynxyii Hupox

VY nochifpKeHHI y MAalli€eHTiB i3 PI3HUM CTYIEHEM NOpYILICHHs (YHKIII HHUPOK 3MiH IUIa3MOBHUX

KOHIICHTpaIlii po3yBacTaTUHy abo N-mecMeTui-mMeTabomiTy B oci0 31 cIabKo 4YM IMOMIpHOIO

HEJIOCTATHICTIO BiJI3HAYEHO HE O0ys0. Y Malli€HTIB i3 TSHKKUMU NOPYUICHHAMH (QYHKIIT HUPOK (KIJIipeHC

KkpeatuHiHy < 30 MJI/XB) IJIa3MOB1 KOHIIGHTpAIlil po3yBacTaTuHy Oynu B 3 pas3u BHWII, a piBeHb N-

JIeCMETHII-MeTa0oiTy B 9 pas3iB BUIIMIA, HIX Yy 3A0pPOBUX I10OpOBOJBIIB. PiBHOBaXKHI IIa3MOBI

KOHIIEHTpaIlii po3yBacTaTHHy y MAIll€HTIB, sIKi mepeOyBalOTh Ha TeMoiianisi, Oyiau NMpUONHM3HO Ha

50 % BUIIMMH, HIXK Y 3JOPOBHX JOOPOBOJIBIIIB.

Topywenns ¢hynxyii nevinku

VY nocnmimkeHHI XBOpUX i3 PI3HUM CTyNEHEM IMOpYyIIeHHS (YHKIIT MEeYiHKM O3HAK IiJBUILEHO]

eKCIIO3HIlli pO3yBacTaTHHY HE OyJI0 BHUSBJIEHO y TAIlI€HTIB, CTAH SIKUX OIlIHIOBAaBCS y 7 ab0 MeEHIIe

6aniB 3a mxkanoro Yaitnga-IT’10. OgHak y OBOX mamieHTiB, siki HaOpamu 8 Ta 9 OaniB 3a MIKAIOKO

Yaitnna-I1’10, cucreMHa ekcrio3mirisi OyJjia MOHAMMEHIIIE BBIYl BHIIA, HIXK Y TMAIIEHTIB 13 MEHITUMU
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Oamamu. JlocBig 3acTOCyBaHHS pPO3yBacTaTHHY IMAIlIEHTaM, CTaH SKUX OIIHIOETHCS y OlbIe HiXK 9
OauiB 3a mkanor Yaitnga-I11o0, BinCyTHIN.

T'enemuynuii nonimopghizm

Posznonin inri6iropis I'MI'-KoA-peaykra3u, B TOMy YMCIi pO3yBacTaTHHY, BiIOYBAa€ThCS 3a y4acTiO
tpancnoptux OukiB OATP1B1 Tta BCRP. ¥V mamienTiB i3 renernunum nonimopdizmom SLCO1B1
(OATP1B1) Ta/abo ABCG2 (BCRP) icHye puM3HMK HiABHMIIEHOI eKCIo3ulii po3yBactaTuny. llpm
okpemux ¢opmax mnomimopdizmy SLCOIBI ¢.521CC ta ABCG2 c.421AA AUC po3syBacTtaTuHy
nigsumnieHa mopiBHsAHO 13 reHotunamu SLCOIB1 ¢.521TT a6o ABCG2 c.421CC. CreuianbHe
TeHOTHUITYBaHHS Yy KIIHIYHIA NpakTHll HE nepeadayeHe, aje MamieHTaM 13 TakuM HoJiMopdizMom
PEKOMEH TY€ThCS 3aCTOCOBYBAaTH MEHIITy 000BY 103y JiKapchKkoro 3acoby Oszanexc”.

imu

IBa pocmimkeHHsT (GapMaKOKIHETHKH po3yBacTaTUHy (y BUIJIAAI TaOleTok) y JiTed 13
TeTepO3UTOTHOI CIMEHHOIO TrinepxoiecTepuHeMieto BikoM Big 10 1o 17 pokiB a6o Bikom Big 6 g0 17
POKIB TIOKa3aJid, IO €KCITO3MIIIS Tpernapary B JiTed Hrbkya abo moji0Ha O €KCITO3HINI y TOPOCTUX
narieHTiB. Excro3uiisi posyBactaTuHy Oylia mependadyBaHOIO BiJMOBIAHO JO TO3U Ta TPUBAIOCTI
MPUHOMY MIPOTITOM OUTBII HIXK 2 POKH CIIOCTEPEKCHbD.

KuainiuHi xapakTepucTukm.

Ilokazannusa.

Jlikysanns cinepxonecmepunemii

JlopociuM, miamiTKaM Ta AiTIM BIKOM Bij 6 POKiB i3 MEPBUHHOIO TinepxoiectepuneMiero (tumy lla, B
TOMY YHCI 3 TETEPO3UTOTHOI CIMEHHOIO TiMepXoJieCTepUHEMIEI0) a0 3MIIIAHOK JUCITIMIIEMIEI0
(turmy 1Ib) sk JOMOBHEHHS JO [i€TH, KOMW JOTPUMAaHHS JMdI€TH Ta 3aCTOCYBAHHS IHIIUX
HEMEMKaMEHTO3HUX 3ac001B (Hanmpukiaa, pi3uuHUX BIPaB, 3HWIKEHHS MAaCH T1JIa) € HEIOCTATHIM.
JlopociumM, mijuTiTKaM Ta JIITSM BIKOM BiJ 6 pOKiB MPH FOMO3HUIOTHIN CiMEHHIH rimepxoyiecTepruHeMii
SK JTOTMIOBHEHHS JI0 JTIE€TH Ta 1HIIMX JIITIIO3HIKYBaJIbHUX JIIKAPChKUX 3ac001B (Hampukiaz, adepesy
JIITHILI) abo y Bumaakax, KOJIU Take JIKYBaHHS € HEIOPEUHUM.

IIpoginakmura cepyeso-cyounHux nopyuieHsv

3ano0iraHHsa 3HaYHUM CEpPLEBO-CYIUHHUM IOPYIICHHSIM y MAalli€HTIB, KM, 33 OL[IHKaMHM, 3aIPOXKY€
BUCOKMH  pU3MK  TMEPIIOr0  BHUMAAKY  CEpLEBO-CYJUHHOTO  MOPYIIEHHS  (IUB.  pO3.LI
«DapmMakoiMHaMIKa), K TOTIOBHEHHS JI0 KOPEKIii iHIUX (haKTOpiB PU3KKY.

Ilpomunokaszanna.

Jlikapchkuii 3aci6 O3anexc® npoTHIOKA3aHMI:

— Mali€HTaM 13 MiJBUIICHOI YYyTJIMBICTIO 10 PO3yBacTaTHHY abo 10 OyIb-sKOi 3 JOMOMDKHHX
PEYOBHH JIIKAPCHKOTO 3acO0Y;

— TaIi€HTaM 13 aKTUBHUM 3aXBOPIOBAHHSM II€YiHKM, B TOMY YHCHI 31 CTIHKHM IIiJIBHIIECHHSIM
CHPOBATKOBUX TpaHCaMiHAa3 HEBIJOMOi eTioyiorii Ta Oyab-SKUM IiJIBHIICHHSIM TpaHCaMiHa3 Yy
CUPOBATIII KPOBI, 110 y 3 pa3u mepeBullye BepxHIo Mexy Hopmu (BMH);

— TaIli€EHTaM 13 TSHKKAMHU TTOpYIIeHHAMH QYHKITT HUPOK (KiipeHc kpeaTuHiny < 30 MiI/XB);

— MAaIi€eHTaM i3 MIOIIaTI€ro;

— MarfieHTam, Kl OJTHOYaCHO OTPUMYBaJIM KoMOiHaIit0 codocOyBip/BenmaTacBip/BOKCUIANpPEBip (AUB.
po3ain «B3aeMoist 3 IHIIUMU JTIKAPCHKUMHU 3aC00aMU Ta 1HIII BUAA B3aEMOIN»);

— TaIli€EHTaM, SIK1 OJTHOYACHO OTPUMYIOTh ITUKIIOCTIOPHH;

— Yy Tepioja BariTHOCTI Ta TOJMYBaHHS TPYIII0, @ TaKOX >KIHKaM pPENpOAYKTUBHOTO BIKY, SIKI He
3aCTOCOBYIOTH HAJICXkKH1 3aCO0M KOHTpAIlemIIii.

Jo3a 40 Mr mpoTHUoKka3aHa MamieHTam 31 CXHIBHICTIO 0 Miomarii/padaoMionisy.

o gakTopiB TAaKOTO PU3HKY HAJICKATH:

— MOMipHe MOopyIIeHHS PYHKLIT HUPOK (KIIipeHc KpeaTHHiHy < 60 MiI/XB);

— TINOTHPEO3;

— HasABHICTh B 0COOMCTOMY a00 POJMHHOMY aHaMHE31 CIIaJIKOBUX M’ SI30BHX 3aXBOPIOBAHb;

— HasIBHICTP B aHaMHE31 MIOTOKCHYHOCTI Ha TJi 3acTocyBaHHS iHmUX iHTiIOITOpiB ['MI-KOA-
penykra3u abo ¢idparis;

— 3JIOB)KMBAHHS aJIKOTOJIEM;



— CHUTYyaIlii, 0 MOXXYTbh MMPU3BECTH JI0 T1IBUIIEHHS KOHIICHTPAIIIi JIIKApChKOTO 3ac00Y B IJIa3Mi KPOBI;
— HAJIKHICTH 10 MOHTOJIOITHOT pacH;

— CYMYTHE 3acTOCyBaHHsI (iOpartiB.

(duB. poszninu «®DapmakokiHeTuka», «B3aemomis 3 1HIIMMU JTIKAapCHKUMHU 3aco0amMul Ta 1HINI BHUIA
B3aemMo1ii» Ta «OCOOIMBOCTI 3aCTOCYBAaHHS ).

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 83aEmooiil.

Bnnue cynymuix npenapamis na po3yeacmamun

Ineibimopu mpancnopmuux 6inKie

PosyBacratua € cyOcTtpaToM i JEAKUX TPAHCIOPTHUX OUIKIB, Y TOMY YHCII TEYiHKOBOTO
tpancnoprepa 3axomieHHs OATPIB1 Tta edmokcHoro tpancnoptrepa BCRP. Opnnouache
3aCTOCYBaHHS PO3yBacCTaTHHY 3 JIKApPCHKUMHU 3ac00aMu, MO0 MPHUTHIYYIOTH Il TPAHCHOPTHI OUIKH,
MOY€E MPU3BOJUTH A0 MiJBUINEHHS KOHIEHTpaLii po3yBacTaTHHY B IUIa3Mi KpOBI Ta 30UIbLICHHS
pu3uKky wmiomartii (auB. po3aum «B3aemopis 3 IHIIMMH JTIIKAPCBKUMH 3aco0aMy Ta 1HII BHUAH
B3aeMoii», «OcobmuBoCTi 3acTocyBaHHs» Ta «Cmoci0 3acTOCyBaHHS Ta JO3W», TAOIUIIO).
Luxnocnopun

Y mepion CyImyTHROTO 3aCTOCYBaHHS pO3yBacCTaTWMHYy Ta MHKIocnopuHy 3HadeHHS AUC
po3yBacTtaTuHy OyJiu B cepeaHbOMY MPUOIM3HO y 7 pa3iB BUIIMMH, HDXK Ti, SKI CIOCTEpITAIHCS y
3I0POBUX JTOOPOBONBIIIB (AMB. TaONHIO ). PO3yBacTaTuH MpoTUIIOKA3aHUN TAI[IEHTaM, SIKi OJTHOYACHO
OTPUMYIOTH ITUKIOCTIOPUH (IHB. po3nia «IIpoTunokazaHHus»).

CymnyTHe 3acTOCYyBaHHS HE BILTMBAJIO HA KOHLEHTPAIIIIO [IUKJIOCTIOPUHY B T1JIa3Mi KPOBI.

Ineioimopu npomeasu

Xo4a TOYHUHN MEXaHi3M B3a€MOJII1 HEBIIOMUM, OMHOYACHE 3aCTOCYBAHHS IHTIOITOPIB MPOTEa3u MOXKE
3HAYHO 30UTBIIYBaTH EKCIO3MIlI0 po3yBacTaTuHy (AuB. Tabmuimo). Hampuknam, y mochimxeHH1
(apMaKOKiHETUKH OJIHOYacHE 3acTocyBaHHsA 10 Mr po3yBacTaTHMHY Ta KOMOIHOBAHOTO JIKapChKOTO
3aco0y, mo MicTuB ABa iHTiOITOpH mpoTteasu (300 mr arazanaBipy/100 Mr puToHaBipY), y 3I0pOBHX
n00poBobIIB cynpoBoKyBasiocs migBUIIeHHIM AUC T1a Crax po3yBacTaTUHY NmpuOJIK3HO B 3 Ta 7
pasiB BiamoBimHO. OjHOYAacHE 3aCTOCYBaHHsS PO3YBACTATHHY Ta JESKMX KOMOIHAIiK 1HTIOITOpIB
TIpOTeasu MOKJIUBE IiCIs PeTeNbHOro 0OMipKyBaHHS KOPEKIIii 1031 Jikapchkoro 3acoby Oszamekc® 3
OTJISITy Ha OYIKyBaHE 3POCTaHHS EKCIIO3WINT po3yBacTaTuHy (AuB. po3aum «B3aemomis 3 1HIIUMU
JIKapChbKUMHU 3aco0aMu Ta IHIN BUAM B3aeMoAii», «Ocol0mmBOCTI 3acTocyBaHHs» Ta «Crocid
3aCTOCYBaHHS Ta JI03W», TAOJIHITIO).

Temghibposun ma inwi 1inido3HUNCYBANBHI 3ACOOU

OnHouvacHe 3acTOCyBaHHS po3yBacTaTHHY Ta reMdioposwmny mpuzBoauiio 10 3poctaHHsd AUC Ta Cmax
po3yBacTaTuHy B 2 pa3u (IuB. po3ia «OcoOIMBOCTI 3aCTOCYBAHHS).

3BakaouM Ha JaHl CHOemiallbHUX JOCHiIKEHb, (apMaKOKIHETHYHO 3HAUyIIOi B3aeMomii 3
dbenodiOpaToM HE OUIKYETBCS, OJHAK MOXJIuBa (papMakoaunHamiyHa B3aemofisa. ['emdiOposuin,
denodidpar, iHII GidpaTH Ta JNiMiTO3HUKYBAIBHI 103U (> ab0 piBHI | 1/100y) HianHY (HIKOTUHOBOI
KHCJIOTH) 30UIBIIYIOTh PU3WK MIOMATIi MpHU CYMyTHbOMY 3acTocyBaHHI 3 iHTiOiTOpamu ['MI-KoA,
HMOBIpPHO, 32 paXxyHOK TOTO, III0 BOHU MOXYTb CIIPHYMHATH MIOMATii0, KOJIU IX 3aCTOCOBYIOTH OKPEMO.
Ho3za 40 wmr mporunoka3zaHa TpH CyYNyTHbOMY 3acTocyBaHHI (¢iOpariB  (IuB. PO3ALIH
«IIporunokazanas» T1a «OCOOTMBOCTI 3aCTOCYBaHHS»). TakuM TAaIliEeHTaM TaKOX CJIiJ TMOYHMHATH
Tepamito 3 031 5 MT.

Ezemumio

OnHouacHe 3acToCyBaHHSI po3yBacTaTiHy B 1031 10 Mr Tta e3etumiOy 10 Mr mamieHTam i3
rinepxosiecTepuHeMi€eio mpu3Boauio a0 3pocranHs AUC posyBactatuny B 1,2 paza (IuB. TabIUINO).
He moxHa Bukirouatu (apmMakoaWHAMIYHOI B3a€MOAIl MiX PO3yBaCTaTHHOM Ta €3€TUMIOOM, IO
MO>K€ TIPU3BECTH 10 HeOaKaHUX SBUII (IUB. po3AisT «OCOOIUBOCTI 3aCTOCYBAHHS).

Anmayuoni nikapcoki 3acoou

OpHouacHe 3aCTOCYBaHHS PO3YBacCTaTHUHY 13 CYCHEH3ISIMH AaHTAlUAiB, LI0 MICTATh TiIPOKCHU]
aTIOMIHII0 a00 MarHito, 3HIKYBAJO KOHIIEHTpPAII0 PO3YBACTaTHHY B IUIa3Mi KPOBI NMPUOIM3HO Ha
50 %. Lleit edhexT OyB MEHII BUPaXEHUM Y pa3i 3aCTOCYBaHHS aHTAIMIHUX 3ac00iB 4yepe3 2 TOAUHU
micis po3yBacTaTuHy. KiniHIYHA 3HAYYITICT 11i€1 B3a€MO1i1 HE BUBYAIACS.

Epumpomiyun



OnHouacHe 3acCTOCYBaHHS pO3yBacTaTHHY Ta epurpominuuy 3HmwKyBajgo AUC po3yBacTaThHy Ha
20 %, a Cmax — Ha 30 %. Llg B3aemonis Moxke OyTH CHpPUYMHEHA IMMOCHJICHOIO MEPUCTAIBTUKOIO
KHUIIIEYHUKY BHACIIIJIOK JIii EPUTPOMIIIUHY.

Tuxaepenop

Tukarpenona Moxe CIPUYUHATH HUPKOBY HEJAOCTATHICTh 1 MOXKE BIIMBATH HA HUPKOBY EKCKPELIIO
pO3yBacTaTuHy, 30UIBIIYIOUM PU3UK HOTO HAKOMWYCHHs. Y JMESKUX BUMAAKAX CIUTBHUN TPHIIOM
TUKAarpejaopy Ta pPO3YBAacTaTHHY MPHU3BOJIWB 10 3HIDKCHHsS (YHKIT HUPOK, MIABUIEHHS PIBHS
kpeatuHpochokinazu (KOK) ta pabmomionizy. PekoMeHIyeThCs NMPOBOAWUTH KOHTPOJIb (DYHKINT
HUpOK Ta piBHSI KOK npu 01HOYaCHOMY 3aCTOCYBaHHI TUKArpelopy Ta PO3yBacTaTHHY.

Depmenmu yumoxpomy P450

PesynbpTaTel mocHipKeHb in Vitro Ta in vivo CBiI4aTh, IO PO3yBAcTaTHH HE 1HTIOyE 1 HE CTHMYIIOE
13opepmenTn  nuroxpomy P450. Okpim 1mporo, posyBacTaTHH € CilHabKuM cyOcTpaToM IHX
130¢epmentiB. TakuM YHMHOM, B3aeMOii 3 JIKApCHKUMH 3aco0aMM B pe3ysibTaTi MeTadomi3my,
onocepeakoBanoro P450, He ouikyeThes. He cmoctepiramocss KIIHIYHO 3HAUYIIMX B3aEMOJINA MIXK
po3yBactatuHoM Ta (aykonazonom (inrioitopom CYP2C9 T1a CYP3A4) abo KeTOKOHa30II0M
(iaribitopom CYP2A6 Ta CYP3A4).

Bzaemooii, wo sumazaromo xopexyii 003u po3ysacmamuny (Ous. maxoxc maoiuyro)

[Ipn HEOOXiMHOCTI 3aCTOCYBaHHS pPO3yBaCTaTHHY 3 IHIIMMH JIKApPCHKUMHU 3aco0aMu, 3JaTHUMHU
IiABHIYBATH KOT0 €KCIO3MIIII0, 103y PO3yBacTaTHHY MOTPIOHO CKOPUTYBaTH. SIKIO OYIKYETHCS, 10
AUC mnikapcekoro 3aco0y 3pocte nmpuOim3Ho B 2 a060 Oiiblne pasiB, 3aCTOCYBaHHS PO3YBACTATHHY
CJiT IOYMHATH 3 103U 5 Mr | pa3 Ha no0y. MakcumanbHy HOOOBY /03y pO3yBacTaTWHY MOTPiOHO
CKOPUTYBAaTH TaKUM YMHOM, 10O HOro OYiKyBaHa €KCIIO3MIliA HE TEPEBUINYyBaJla €KCIO3UIIII0, IO
BiJ;3HAUaeTbcs npu npuiiomi go3u 40 wmr/moOy 06e3 3acTocyBaHHS JIKapChbKHX 3aco0iB, IO
B3aEMOJIIIOTh 13 JIIKAPCHKUM 3acO00M; HANpUKIAA, TMPH 3aCTOCyBaHHI 3 TeMdiOpo3mwioM 1g03a
po3yBactatuHy crtaHoBuTuMe 20 Mmr (30UtbmieHHS ekcrosumii B 1,9 paza), mpu 3acTocyBaHHI i3
KoMOiHaIli€ro putoHaBip/arazanasip — 10 mr (30utbmenHs B 3,1 paza).

Sxmo mikapcekuii 3aci6 30umbirye AUC posyBacTaTHHY MEHII HiXK Yy 2 pa3u, MOYaTKOBY /03y
3MEHIIIYBAaTH HE MOTPIOHO, aJie CIIiI AOTPUMYBATUCS 00E€PEKHOCTI TTPHU 301UTBIICHH] T03U JIIKAPCHKOTO
3acoby Ozanexc® 1o monas 20 mr.

Tabmuis
BrumB cymyTHIX JTIKapChKHUX 3ac001B Ha €KCIIO3UINII0 PO3yBACTATHHY
(AUC; B mopsiAKy 3MEHIIICHHS BETMYMHH) 3 OMyOTiKOBAHUMU JAHUMHU KIITHIYHUX JOCITIIKEHb

36impmennst AUC po3yBactaTuHy B 2 pa3u a0o OuTbIe, HIX Y 2 pa3u

Pexxum mo3yBaHHs TiKapchbKoro 3aco0y, 1o B3aemozie | Pexum mo3yBaHHS 3mian AUC
pO3yBacTaTHHY po3yBacTaTuHy *
Codocbysip /BenmnaracBip/BOKCHUIAIPEBIP (400 mr- |10 mr,  onmHopazoBa|? 7,4 pa3za

100 mr — 100 mr) + Bokcmamnpesip (100 mr) 1 pa3 Ha|mo3a
o0y npoTsiroM 15 gHiB

Huxnocnopun Bixg 75 mr 2 pa3u Ha 100y 10 200 mr 2|10 mr 1 pa3 Ha no0y, |1 7,1 pa3a

pa3u Ha 100y, 6 MicsIIiB 10 nHiB

Hapomnytamia 600 mr 2 paszu Ha 100y, 5 qHIB 5 wr, onmHopas3oBa |1 5,2 paza
71032

Peropadeni6 160 mr 1 pa3 Ha no0y, 14 qHiB 5 wr, onmHopaszona |1 3,8 paza
71032

Arazanaip 300 mr/putonaBip 100 mr 1 pa3 Ha moOy,|10 mr,  omHOpasosa|1 3,1 pa3za

8 mHIB 032
Benmaracsip 100 mr 1 pa3 Ha 100y 10 Mmr,  omHOpazoBa|t 2,7 pasa
71032




OwmoOirtacBip 25 mr/mapuramnpeBip 150 mr/puronasip |5 mr, onHopasoBa |t 2,6 pasa
100 mr 1 pa3 ma poOy/macalysip 400 Mr 2 pa3u Ha|mo3a
no0y, 14 nHiB
I'pazonperip 200 mr/enbacBip 50 mr 1 pa3 Ha moOy,|10 mr,  omHOpasosa|l 2,3 pa3za
11 muis mo3a
I'mexanpesip 400 mr/miopenrtacip 120 mMr 1 pa3 Ha|5S Mr 1 pa3 Ha mo0y,|T 2,2 pasa
no0y, 7 nHiB 7 nHiB
Jlominagip 400 mr/putonasip 100 mr 2 pa3su Ha m00y,|20 mr 1 pa3 Ha mo0y,|T 2,1 paza
17 nuiBs 7 nHIB
Knonigorpens 300 mr, motim 75 mr yepe3 24 roquan |20 M1,  omHOpasosa |l 2 pa3u
71032
I'emdi6po3un 600 mr 2 pa3u Ha 100y, 7 AHIB 80 M1,  omHopasosa|l 1,9 pasza
71032
36impmennst AUC po3yBacTaTuHy MEHIIIE HIXK Y 2 pa3u
PesxuM 103yBaHHS JIiIKapchKOTo 3aco0y, 110 B3aeMoxie |Pexxum  go3yBaHHs | 3MiHU AUC
po3yBacTaTUHY po3yBacTaTuHy*
Entpombomnak 75 mr 1 pa3 Ha 100y, 5 nHiB 10 mr,  omHopaszoBa|T 1,6 paza
71032
Hapynasip 600 mr/puronasip 100 mr 2 pasu Ha 100y, |10 mr 1 pa3 Ha o0y, |1 1,5 pa3za
7 IHIB 7 nHIB
Tunpanasip 500 mr/putonasip 200 mr 2 pasu Ha 100y, |10 M,  omHOpasosa |1 1,4 pa3a
11 muis mo3a
Hpouenapon 400 mr 2 pa3u Ha 100y Hesinomo 1 1,4 paza
ITpakonazon 200 mr 1 pa3 Ha 100y, 5 AHIB 10 mr,  omHOpasoBa|f 1,4 paza **
n03a
Ezerumi6 10 mr 1 pa3 Ha 106y, 14 nuiB 10 mr 1 pa3 Ha mo0y,|1 1,2 paza **
14 nHiB
3umxeHHss AUC po3yBacTaTHHY
Pexxum mo3yBaHHS JTiKapchKoro 3aco0y, 1o B3aemosie | Pexxum  mo3yBaHHs | 3MiHH AUC
pO3yBacTaTUHY po3yBacTaTHHY *
Eputpominma 500 mr 4 pasu Ha 100y, 7 1HIB 80 M1,  omnHopasosa|| 20 %
71032
Baiikanin 50 mr 3 pa3u Ha 100y, 14 nHIB 20 mr,  omHopasoBa|| 47 %
71032

* Jlami, mpejcTaBieHi K 3MiHa B X pasiB, ABJIAOTH COOOIO CHiBBiIHONIEHHS Mi 3aCTOCYBAHHSM DO3YBACTATHHY Y
koMOiHawii Ta okpemo. JlaHi, npeacTaBieHi y BUMIAAl % 3MiHH, SBISIOTH 0000 % PI3HHIIO BiIHOCHO MOKa3HHKIB MpH

3aCTOCYBaHHI pO3yBacTaTHHY OKPEMO.
30UIbIICHHS TTO3HAYEHO 3HAUYKOM T, 3SMEHILEHHS — |.

** Byno mpoBeICHO KibKa JOCIIKECHb B3a€MOJIi MPHU PI3HUX J03aX PO3yBACTATHHY, B TAaOJHII MOMAHO HANOIIBII

3HAYYIIC CIiBBIIHOIICHHS.

Jlikapchki 3acobu /koMOiHalii, SKI HEe Majy KJIIHIYHO 3HA4YyIIOro BIUIMBY Ha cmiBBinHOmeHHS AUC
pO3yBacTaTHHY IIPH OJTHOYACHOMY 3acTOCyBaHHI: ajeriitazap 0,3 mr 7 nHiB; denodiopar 67 mr 7 nHIB
3 pa3u Ha 100y; paykonazon 200 mr 11 nuiB 1 pa3 Ha 100y; dpozammpenasip 700 mr/putonasip 100 mr
8 nHiB 2 pa3u Ha 100y; kerokoHazoa 200 mr 7 mHiB 2 pasu Ha 100y; pudammin 450 mr 7 nuiB 1 pa3 Ha

no0y; cuitiMapus 140 mr 5 qHiB 3 pasu Ha 100y.
Bnnue posysacmamumny na cynymmui aikapcoki 3acobu




Anmazonicmu simaminy K

Sk 1 mogo iHmmx iHri6iTopie 'MI'-KoA-penykrasu, Ha mo4aTKy 3aCTOCYBaHHS pO3yBacTaTHHY a0o
NpU MiABUINCHHI HOT0 JI03W y TAIlI€HTIB, SKI OJIHOYACHO 3aCTOCOBYIOTH aHTaroHicTH BiTaminy K
(Hanmpuknan, BapdapuH ab0 IHIIME KyMapUHOBUH aHTHKOArYJISIHT), MOXJIMBE ITiBUIIECHHS
MDKHapomHoro  HopMmamizoBanoro  cmiBBigHomieHHs (MHC). IlpunuHeHHs — 3acTOCyBaHHS
po3yBacTaTuHy ab0 3MEHIIICHHs HOTo 03U MOXKe Tpu3BecTH 10 3HkeHHS MHC. V Takux BUmagkax
Oaxanuii Hanexxauit MoHiTopuar MHC.

Ilepopanvhi konmpayenmugu/eopmonosamicna mepanis (I'37)

OpHoyacHe 3aCTOCYBaHHS pO3YyBaCTaTHHY Ta TEpPOPATbHUX KOHTPAIENTHBIB IMPU3BOIWIO [0
nigsumenHs AUC eTuHieCcTpaaiony Ta Hoprectpeny Ha 26 % ta 34 % BianmoBigHo. Take migBUIIIEHHS
piBHS y TUIa3Mi KpOBI CIiJi BpaXxOBYBaTH NpH MiZ0Opi JO3M MEpPOpaIbHUX KOHTpaUenTHBiB. JlaHux
mon0 (GapMaKOKIHETHKHM JIKApChKUX 3ac00iB y TAIIE€HTIB, $KI OJHOYAaCHO 3aCTOCOBYIOTh
posyBactatun Ta I'3T, Hemae, ToMy He MOXHa BUKIIOYAaTH MOAiOHOrO edekty. OmHak KoMOiHamis
IIMPOKO 3aCTOCOBYBAJIACS KIHKAM y paMKax KJIIHIYHUX AOCTIHKEHB 1 IepeHocuacs 1o00pe.

Tnwi nikapcoki 3acobu

JHueoxcun

3a JaHUMHU CTIeNiaTbHUX JOCTIKEeHb KIIHIYHO 3HAYYII01 B3aEMOJIi1 3 JUTOKCHHOM HE OUiKY€EThCSI.
@ys3udosa xucioma

JlocmikeHHsT B3a€MO/Iii po3yBacTaTuHy 3 (y3HI0BOIO KHCIOTOIO He MpoBOAMIUCS. Pusuk miomnarii, y
T.4. 3 pabAaomioji3oM, MOX€ OyTH 30UTbIIEHWH BHACHIIJIOK CYIMYTHBOTO 3aCTOCYBaHHS CHCTEMHOI
by3ugoBoi KucmoTH 31 craTuHamu. MexaHismM i€l  B3aemonii  (papmakoamHamiuyHUB 6o
dbapmakokiHeTHYHHUH, a00 1 Te ¥ iHIIE) JoTenep He 3’scoBaHmil. [loBimoMIsIoCs Mpo padaomioni3
(30KpemMa JesiKi JIeTaabHi BUMIAJIKH) Y MAII€HTIB, SKi OTPUMYBAIH 10 KOMOIHAIIIIO.

[TamieHTam, y SKUX 3aCTOCYBaHHS CHUCTEMHOI (y3UIOBOI KHUCIOTH BBaKAETHCA HEOOXITHHUM,
JIKYyBaHHS PO3yBacTaTHHOM CIIiJi NMPHUIMHUTH HAa BEChb TEPMIH JIKyBaHHS (y3HIOBOIO KHCIOTOIO.
Takox auB. po3nist «OCOOIMBOCTI 3aCTOCYBaHHSD.

imu

JocnipkeHHs B3a€MOIi1 MPOBOAMIIHCS JinIie y qopociuX. CTyImiHb B3aEMO/II1 y IITeH HEBITOMHUIA.

Ocoobnueocmi 3acmocy8amnnsi.

Bnaue na nupku

[Iporeinypis, BusBICHA Yy pe3yibTaTi aHaTI3y 3a TECT-CMYXXKaMH Ta IEPEBAKHO KaHAIBIICBOTO
MOXO/DKEHHS, CIIoCTepiraiacs y Malli€HTiB, AKi JIKyBaJIUCs BUIMMH J103aMH PO3yBacTaTHHY, 30KpeMa
40 mr, 1 y OumpmiocTi BUNAAKIB Oylla THMYacoBOKO abo mepepuBuactoro. [Iporeinypis He Oyrna
MEePEeABICHUKOM TOCTpoi abo mporpecyrodoi xBopoOu HHUpOK (auB. po3ain «IloGiuHi peakmiin).
YacroTra MoBiJOMJIEHb IPO CEPHO3HI ABUINA 3 OOKY HUPOK y MOCTMAaPKETUHTOBUX JIOCIIKEHHSX BUIIA
npHu 3acTocyBaHHi n03u 40 Mr. Y malieHTiB, SKi IPUHUMAIOTh JIKapchKuil 3acid y mo3i 40 mr, cmin
PEryJIsipHO MEPeBipATH PYHKIIIO HUPOK.

Bnnue na ckenemmuy myckynramypy

[opymienns 3 00Ky CKeNeTHOI MyCKyJaTypu, HalpuKJIaa Miajiris, Miomaris Ta 3pigka pabaomionis,
CIIOCTEpIrajucsl y TAaIli€HTIB, K1 MpUAMaIN PO3yBacTaTUH Yy OyIb-SKHX J103aX, OCOOJMBO OlybIIe
20 wmr. [ly>xe pigko BUMaIKu paOaoMiofizy BiA3HAYAIUCS MPHU 3aCTOCYBaHHI €3eTUMIOY y KOMOiHaIlii 3
iarioitopamu  I'MI'-KoA-penykrasu. He MokHa BHKIIOYATH MOXKIIUBICTh (hapMaKOIWHAMIYHOT
B3aeMoil (MuB. po3ain «B3aemopis 3 iHIIMMH JTIKapCHhKUMHU 3ac00aMU Ta 1HINI BHIU B3a€EMOJIiN»),
TOMY TaKy KOMOIHAIIIO CJI1] 3aCTOCOBYBATH 3 00CPEIKHICTIO.

Sk 1 mpu 3acTocyBaHHI iHIMX iHTi6iTOpiB 'MI'-KOA-peaykrasu, yacTora MoBiIOMIIEHb PO BUIAAKH
pabaomioizy, MOB’S3aHOTO 13 3aCTOCYBaHHSM PO3YBAaCTaTHHY, y MMOCTMApKETHHTOBHH mepiof Oyma
BUIIIOIO TIpH 11031 40 M.

Pisenv kpeamunkinazu

PiBenp kpeatunkinasu (KK) He cmin BuMiproBaTH micis 3HaYHMX (DI3MUHMX HaBaHTaKE€Hb abo 3a
HAsIBHOCTI MOXUIMBHX aubTepHaTHUBHUX mpuunH mifaBuineHHs KK, mo MoxyTb ycCKiIaJHIOBaTH
iHTeprpeTalito pe3yabTariB. ko Buxigauii pisens KK 3nauno migBumenuit (> 5 pasis Buiie BMH),
npoTsroM 5—7 nHIB HEOOXITHO 3pOOWTH TOBTOPHUW aHaJi3, MO0 MIATBEPAUTH PE3yNbTaTH. SIKIIO



pe3yabTaTy MOBTOPHOTO aHAI3y MIATBEPKYIOTh, 1m0 BuxigHe 3HadeHHs KK Oinbire Hik y 5 pasiB

nepesuirye BHM, 3acrocyBaHHs JiKapchbKoro 3aco0y MOYMHATH HE CIiJI.

Ilepeo nouamkom nikysamHs

PosyBacratun, sk 1 iHmi iHriditopu I'MI-KoA-peaykrasu, ciig 3 00epexHICTIO NpU3HAYATH

nalieHTaM 31 CXHJIBHICTIO 10 MionaTii/padaomionizy. Jlo (hakTopiB TaKOTO PU3UKY HaJIEKaTh:

— MOpyIIEeHHS PYHKIIi HUPOK;

— TINOTHPEO3;

— HasBHICTh B 0COOMCTOMY a00 POJMHHOMY aHaMHE31 CIIaIKOBUX 3aXBOPIOBAaHb M 5I31B;

— HasBHICTh B aHAMHE31 MIOTOKCHYHOCTI Ha TJIi 3acTocyBaHHA iHmMX iHriGiTopiB I'MI-KoA—

penykrasu abo ¢idparis;

— 3JIOB)KMBAHHS aJIKOTOJIEM;

— BiK > 70 poKiB;

— cuTyalii, 0 MOXYTh NMPU3BECTH JI0 MiJABUIIEHHS PIBHS JIIKapChbKOTro 3aco0y y Imja3Mi KpoBi (JIUB.

posninmu  «DapmakokiHeTHka», «B3aemopis 3 I1HIIUMH JIIKApCHKUMH 3aco0aMH Ta 1HII BHAH

B3aeMoii» Ta «Croci0 3acTOCyBaHHSI Ta JO3H»);

— CYMYTHE 3aCTOCyBaHHsI (iOpaTiB.

VY TakuX NAali€HTIB TOB’S3aHUHM 13 JIIKYBaHHSAM pPH3UK NOTPIOHO OIIHIOBATH, MOPIBHIOIOYU 3

OYIKYBaHOIO KOPUCTIO; TAKOK PEKOMEHIYEThCS KIHIYHUN MOHITOpUHT. SKkmio BuximHuii piBerb KK

3HAYHO MiIBUIIEHUH (>5 pasiB Buiie BMH), nikyBaHHS MOYMHATH HE CITi.

Y nepioo nixysanmns

[TamieHTiB CNiI TOMPOCUTH HETaiiHO TOBIIOMIIATA TPO M’SI30BUM OUTh, clnaOKicTh abo cygomu

HEB1JIOMO1 eTi0J10T1i, 0COOIUBO AKIIIO BOHH CYNPOBOIKYIOTHCS HE3MYyKaHHSAM a00 TapsuKor. Y TaKux

naiieHTiB norpiOHo BuMiproBatu piBeHb KK. 3actocyBaHHS JiKapchbKOro 3acoOy CIiJ MPUIUHUTH,

akmio piBeHb KK 3nauno miaBumenuit (> 5 x BMH) ab6o sikmo cumntoMu 3 60Ky M’sI31B TSDKKI Ta

CIPUYMHAIOTH IOAEHHHUNA AuckoMpopT (HaBiTh skmo piBeHb KK < 5 x BMH). V pa3i 3HHUKHEHHS

cuMIITOMIB Ta moBepHeHHs piBHA KK 10 HOpMHM MOXKHa TOHOBHTH TEparii po3yBacTaTUHOM abo

anbrepHaTUBHUM 1HT10iTOpOoM ' MI'-KOA-peaykrasu y HaliMeHIIii 1031 Ta MiJ peTeIbHUM HaTJISIOM.

Perynspuo mepeBipsatu piBenb KK y acumnTomarnuHux maiieHTiB Hemae motpebu. Jlyxke pigko

MOB1IOMJISIIOCS TIPO BUMAJKKU IMYyHOOIIOCEpPEIKOBaHOI HeKpoTu3ytouoi Mionatii (IOHM) mix yac abo

Micysl Teparii cTaTUHAMH, B TOMY 4ucii po3yBactatuHoM. Kiiniuaumu niposiBamu [OHM € cimaOkicth

IPOKCUMAJIbHUX M’S31B Ta IiJBUIIECHHS PIBHSA KPEAaTHHKIHA3M y CHPOBATIl KpOBI, II0 30epiraerbcs

HaBITh MICJIsI MPUITMHEHHS 3aCTOCYBaHHS CTATHHIB.

VY KIHIYHEX JOCHiPKEHHSX He OyJ0 OTpPUMaHO JOKa3iB MiJBUINEHOIO BIUIMBY Ha CKEJIETHY

MYCKYJaTypy y HEBEJIHMKOI KIJIbKOCTI MAIlI€HTIB, SIKI MPUHAMaIN pO3yBacTaTHH Ta CYMyTHI JIIKapChKi

3aco0u. OnHaK MiABHMIIEHHS YacTOTH MIO3UTY Ta MiOMartii Bil3HAYaj0Cs y MAI[i€HTIB, SKI MpUAMaNu

iHmi 1HT10iTopu 'MI'-KoA-penykra3u pa3om i3 moximHumu (BiOpoeBOT KHUCIOTH, B TOMY YHCHI 3

reMQiOpo3uIoM, UUKIOCIIOPHHOM, HIKOTHHOBOIO KHCIIOTOK, a30JbHUMH TPOTUTPUOKOBHUMH

nmpenaparamu, 1HTi0iTOpaMHu TPOTea3d Ta MaKpOJiIHUMH aHTHOloTHKaMu. ['eMdiObpo3un migBuirye

pU3MK MiomaTii TpU CYHyTHBOMY 3acTOCyBaHHI 3 aeskumu iHribitopamu I'MI-KoA. Tomy

3aCTOCOBYBaTH pO3yBacTaTUH Yy KoMOiHamii 3 reMdiOpo3myioM He peKoMeHayeThesa. Kopucts

NOJAJIBIIOI 3MIHU PIBHS JIMIAIB IPU 3aCTOCYBAaHHI PO3yBacTaTHHY y KoMOiHamii 3 ¢ibpatamu abo

HIAIIMHOM TOTPIOHO PETETHHO 3BAXKYBATH IMOPIBHSHO 3 MOTCHIIIHHUMH PU3MKAMHU, TOB’S3aHUMHU 13

3aCTOCYBaHHAM Takux KomOiHamii. Jloza 40 Mr mpoTHIOKa3aHa IMpH CYNYTHBOMY 3aCTOCYBaHHI

¢bi0patiB (muB. po3ainn «B3aeMois 3 iHIIMMU JTIKAPCHKUMH 3ac00aMM Ta 1HII BUIMA B3aEMOJIIN» Ta

«I1o6iyHi peaxiiin).

PosyBacratua He ciiji 3aCTOCOBYBAaTH CIUIBHO 31 CHCTEMHHMH JIIKApCHKUMHU 3acobamu (y3u10BOT

KHACJIOTH a00 MpOTAroM 7 THIB MIiCJsA NMPHUIMHEHHS JIIKyBaHHS (y3uI0BOI0 KucioTorw. [lamienram, y

SKUX 3aCTOCYBaHHS CHUCTEMHOI (Dy3MIOBOI KHCJIOTH BBAXKAETHCS HEOOXIAHHUM, JIIKYBaHHs CTaTUHAMHU

CJIi] IPUITUHUTH Ha BeCh TEPMiH JiKyBaHHA (y3uI0BOIO KUCIOTOIO. [loBimoMisiiocs mpo pabdaomionis

(y Tomy umcii 3adiKCOBaHO ACKIIbKA JICTAIbHUX BUITQJIKIB) y TAIIEHTIB, sIKI OTPUMYBaIM KOMOIHAIIIIO

(Gy3uI0BOT KUCIOTH Ta CTaTUHIB (IUB. po3ain «B3aeMomist 3 IHIIMMH JTIKaPCHbKUMU 3ac00aMH Ta 1HIII

BUJI B3aEMOIII).

[Mamientam ciijg MOpajWTH HETaifHO 3BEPHYTUCS MO MEIWYHY JOMOMOTY, SIKIIO BOHHM BiJI4yBalOTh

OyIlb-sIKi CUMIITOMH M’5130BOi ci1abkocTi, 00i1f0 a0 XBOpoOJIMBOi 4yTIAWBOCTI. Tepamiro cTaTHHAMU
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MO’KHA MIOBTOPHO MOHOBUTH 4epe3 7 JHIB MIC/Ig OCTaHHBOI 103U (y3UA0BOT KUCIOTH. Y BHUHITKOBHX
BUIIAJIKaX, KOJU HEOOXi/HA MPOJOHrOBaHA cUCTeMHa (y3UI0Ba KUCIIOTA, HAPUKIIAA IS JIIKYBaHHS
TSOKKUX 1H(QEKI[H, HeoOXITHICTh OJJHOYACHOTO 3aCTOCYBAHHS PO3yBacTaTHHY Ta (Dy3UI0BOI KHUCIOTH
NOBUHHA PO3TJISAATUCS TUIBKM B KOXKHOMY KOHKPETHOMY BMIIAAKy W TiJ PETEIbHUM MEAUYHUM
HaTJISI0OM.
Po3yBactraTuH He CIliJi 3aCTOCOBYBATH MAIliEHTaM 13 TOCTPUMH, CEPHO3ZHMMHU CTaHAMH, L0 CBiTYaTh
po MiomaTio a0 MOXKJIMBICTh PO3BUTKY HUPKOBOI HEIOCTATHOCTI BHACHIIOK padmoMioni3y (cercuc,
apTepiajbHa TIMOTEH31s, BEUKE XIpypriyHe BTPYUaHHs, TpaBMa, TSOHKKI MeTabOIiIuHi, CHIOKPUHHI Ta
SJIEKTPOITUYHI po37iaan a00 HEKOHTPOJIBOBAHI CYJJOMH).
Taocki wikipHi nooiuni peakyii
[Ipu 3acTocyBaHHI pO3yBacTaTHHY MOBIJOMIISIOCS MPO TSDKKI IIKipHI MOOIYHI peakiii, BKIIOYAI0un
cunapom CriBenca — Jlxoncona (CCJI) Ta MeIMKaMEHTO3HY PEaKIIiio 3 €03MHOPLTIEI0 Ta CHCTEMHUMU
nposiBamu (DRESS), siki MOXKyTb 3arpoKyBaTi KUTTIO 200 MPHU3BECTHU JI0 JIETaIbHOTO HAcHiAKy. [Ipu
MPU3HAYEHHI PO3YBACTATHHY TMAaI[l€HTaM CJiJ] TMOBIIOMJISTH PO O3HAKM Ta CHMIOTOMH TSIKKHUX
MIKIPHUX peaKIliii Ta peTeNbHO crocTepiraTi 3a HUMH. [Ipu NosABI 03HAaK Ta CUMITOMIB, 110 BKa3yIOTh
Ha Il peakilii, 3acTOCyBaHHS pO3yBacTaTHHY TMOTPIOHO HETalHO TPUIMHUTH Ta PO3TIIAHYTH
JIbTEpPHATUBHE JIKyBaHHS.
SKmo y maiieHTa MpH 3aCTOCYBaHHI JiKapchkoro 3acody Osamexc® po3BuHysacs Taka cepiiosHa
peakuis, sk CCJ/] a6o DRESS, y MaiilOyTHbOMYy He CIiJi y HBOTO BIJHOBJIIOBAaTH JIIKYBaHHS
pO3yBacTaTUHOM.
Bnaue na neuinky
Sxki 1 iHmi iaTiOiTopn ['MI-KoA-peaykrasu, po3yBacTaTWH CiiJ 3 OOEPEKHICTIO 3aCTOCOBYBATH
naIjieHTaMm, sKi 3JI0BXUBAIOTh AJIKOTOJIeM Ta/ab0 MaroTh B aHAMHE31 3aXBOPIOBAHHS MIEYIHKH.
PexomenoBano nepeBipATH 010XiMiYHI MOKa3HUKH (YHKIIIT MEUiHKK Tepe]] MOYaTKOM JIIKyBaHHS Ta
yepe3 3 Mmicsi moromy. 3aCTOCYBaHHS pO3YBAaCTaTHHY MOTPIOHO MPUNUHUTH a0 3MEHIIUTH J03Y,
SKIIO PIBEHb TpPaHCaMiHA3 y CHpOBATIl KpoBi Outbmie HiX BTpuui nepeuimmye BMH. Yactora
MOB1JIOMJICHb TIPO CEpHO3HIi sIBUIA 3 OOKY MEYiHKH (TMIepeBa)KHO MPO MiJABUIICHHS PIBHSA TpaHCaMiHa3
MIEYIHKH) Y TiCIsIpeecTpaIiiHuii epioa Oyra OLIbIIO MpH 3aCTOCYBaHHI 1031 40 MT.
VY mnami€eHTiB i3 BTOPUHHOIO TiNEPXOJECTEPUHEMIEI0, 3yMOBJICHOIO TIOTUPE030M a00 He(PPOTHUHUM
CHHIPOMOM, CIIiJl CIOYaTKy BWJIIKYBaTH OCHOBHY XBOpOOy, TEpII HDK TOYMHATH TEparito
PO3YyBacCTaTHHOM.
Pacosa nanexcnicmo
JocnimpkenHs apMakOKiHETHKH CBiIYaTh PO 3pOCTaHHS €KCIIO3UIII] Y MaI[ieHTIB MOHT'OJIOITHOI pacu
NpuOJIM3HO  BJABIYI  TOPIBHAHO 3  eBpomeiisaMu  (muB.  po3aum  «DapMaKkOKIHETHKAY,
«IIporunokazanus» Ta «Crocid 3aCTOCYBaHHS Ta JO3U»).
Ineioimopu npomeasu
[ligBumeHa cucTeMHa EKCHO3MLIsA A0 pO3yBacTaTHHY criocTepiramacs y oci0, siKi 3aCTOCOBYBAJIU
pO3yBacTaTWH CYyNyTHHO 3 PI3HUMH IHTIOITOpaMH TpOTea3u y MO€aHaHHI 3 puToHaBipom. Cuix
00MipKyBaTH SIK KOPUCTbH BiJl 3HMKECHHS PIBHA JIIMiJIIB 332 JOMOMOTOI0 pO3yBAaCTaTUHY y MAlLi€HTIB i3
BIJI, sxi oTpuMylOTh IHTIOITOpM TMpOTea3d, TaK 1 MOMJIMBICTh IIiJIBUIICHHS KOHIIEHTpAIIil
po3yBacTaTWHy y IUIa3Mi KpoOBI Ha IMOYATKy Teparii Ta MpH MiABUILEHHI 103U pPO3YBaCTaTUHY Yy
MaIi€HTIB, SKI OTPUMYIOTH 1HTiIOITOpH mpoTeasu. OmHOYaCHE 3aCTOCYBAaHHS JIIKApCHKOTO 3acoly 3
JeSIKUMH 1HT101TOpaMH TpoTea3u He PEKOMEHIYEThCS, SKIIO 71032 PO3YBAaCTaTUHY HE CKOPUTOBaHA
(muB. po3ninmu «B3aeMomis 3 1HIIMMU JIIKAPCHKUMU 3aco0aMu Ta 1HII BHAM B3aeMofin» Ta «Crocio
3aCTOCYBaHHS Ta JI031»).
Iumepcmuyianvna xeopoba nezens
[Tig gac 3acTocyBaHHS JIESKHUX CTaTUHIB, 0COOJIMBO MpPHU TPUBAJIOMY JIIKYBaHHI, TOBIJOMIISUIOCS TPO
BUHSTKOBI BUITAJIKK IHTEPCTHUIIATLHOT XBOPOOH JiereHb (muB. po3ain «IloGiuni peakitii»). Jlo mposBiB
i€l XBOpoOM MOXKHA BiTHECTH 3aJUIIKY, HEMPOAYKTHBHUIN Kalllellb Ta 3arajibHe MOTIPUICHHS CTaHy
(CTOMITIOBaHICTh, 3HIDKCHHS Macu Tija Ta Tapsdyka). Y pasi migo3pw Ha 1HTEPCTHIiaTbHY XBOPOOy
JIeTeHb 3aCTOCYBaHHS CTATUHIB CJIiJl IPUITMHUTH.
Llyxposuii oiabem
Hesiki daktu cBimyaTh, M0 CTATUHH, SK KJac, MiABUIIYIOTh PIBEHb TIIOKO3M B KPOBI Ta Yy ACSIKUX
MAIli€HTIB, SKUM 3arpoKy€ BUCOKHUU PH3WK PO3BHUTKY IIYKPOBOTO AiabeTy B MallOyTHHOMY, MOXYTh
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CIIPUYMHATH TIMEPIIIIKEMII0 TaKOTO PIiBHA, 3a SKOTO HEOOXIAHE HaJIe)KHE JIKYyBaHHS IYKPOBOTO
niabety. Lo 3arpo3y, oJHaK, NEPEBUIIYE 3HUKECHHS PU3UKY CYJIMHHHUX MOPYIIEHb MPH 3aCTOCYBAaHHI
CTaTHHIB, 1 TOMY BOHa HE Ma€e OyTH MIJCTaBOIO ISl MPUITMHEHHS Tepallii CTaTUHAMH. 3a TMallil€eHTaMu
IpynH pU3UKy (piBeHb TIIIOKO3M HaTie 5,6-6,0 mmomw/n, IMT > 30 kr/m?, migBumieHuil piBeHb
TPUTIILEPUIIB, apTepiajibHa TIMEPTEH3is) CIIiJA BCTAHOBUTH SK KIIHIYHUN, Tak 1 O10XIMIYHUHN
KOHTPOJIb 3T1JTHO 13 HAIlIOHATPHUMH KEPIBHUIITBAMHU.

VY nocmimxenni JUPITER 3apeectpoBana 3araigpbHa yacToTa IyKpoBoro aiabetry cranoBuia 2,8% y
rpymi npuiiomy posyBactaTuHy Ta 2,3 % — y rpyni 1uiane6o, MepeBakHO Y MAIliEHTIB 13 piBHEM
TIIOKO3HM HATIIE Bix 5,6 10 6,9 MMOJIB/II.

Himu

Ominka miHifHOTO pocTy (3picT), Macu Tina, IMT (iHmekcy Macu Tina) Ta BTOPUHHHX XapaKTEPUCTHK
CTaTEBOTO J03piBaHHs 3a TaHHEpOM y aiTelt BikoM Bif 6 1o 17 pokiB, sKi mpuiiMaid pO3yBacTaTHH,
oOMerxeHa MepiofioM TpUBANICTIO 2 poku. [licis 2 pokiB AOCHIHKYBAHOTO JIIKYBaHHS JKOIHOTO BILIMBY
Ha pict, Macy Tima, IMT abGo crareBe [03piBaHHS BHUSABJICHO He Oyno (AuB. pPO3aLI
«DapmakoarHaMiKay). Y KIIHIYHOMY JOCHIJDKEHH] y JiTel Ta MiUTTKIB, sKi IpUiMaiu po3yBacTaTHH
npotsroM 52 TwkHiB, miaBumieHHs piBHa KK >10 pa3zis Bumie BHM Ta cumntomu 3 00Ky M’s131B micis
(bi3UYHOTO HaBaHTaXXEHHs a00 MiJIBUIIECHOI (PI3UMYHOT aKTUBHOCTI CITOCTEPITraJIUCS YacTille MOPIBHIHO
3 TAKUMU y TopociauX (muB. po3ain «I1o6iuni peakiii»).

MiacTeHis TpaBic/ouHa MiacTeHis

[Ipu 3acTrocyBaHHI CTaTHHIB TMOBIIOMJIUIOCH TIPO JACKIJbKAa BHUMNAAKIB BUHUKHEHHS de novo abo
3arocTpeHHs HasiBHOI MiacTeHii rpaBic a0o ouHoi miacteHii (1uB. po3ain «Ilo6iuni peakuii»). [Tpuiiom
nikapcekoro 3aco0y Osamekc® cnifi MPUOMHUTH Yy pa3i TOCHIEHHS CHMITOMIB 3aXBOPIOBAHHS.
[oBimomiIsIOCs PO PEUANBUA XBOPOOU MPHU MOBTOPHOMY 3aCTOCYBAaHHI TOTO XK caMOro abo iHIIOTO
CTaTHHY.

Llonomidicni pewogunu

[Ipenapar MicTUTh JTaKTO3y. SIKIO y TMaIll€HTa BCTAHOBJICHA HEMEPEHOCHMICTh NESAKUX ITyKpPiB, CIIiJT
IPOKOHCYJIBTYBATHUCH 3 JIIKapeM, Mepll HiK MpuiMaTH 1ei JTikapcbkuii 3aci0.

3acmocysanus y nepioo eazimnocmi abo 200y8aHHsA 2pyooio.

PosyBactatus nmpoTUNoKa3aHuil y mepio 1 BariTHOCTI Ta TOAYBaHHS TPYIJIIO.

XiHKy penpoayKTUBHOTO BiKy MTOBHHHI BUKOPUCTOBYBATH HAJICXKHI 3acO0M KOHTpALIEIIIii.

OCKUTbKHA XOJIECTEPUH Ta 1HIN TMPOAYKTH OIOCHMHTE3y XOJIECTEPUHY BINIrpalOTh iCTOTHY pPOJb Y
PO3BUTKY IUIO/A, MOTCHUIHHUM pu3uK Bix npurHiueHHs ['MI-KoA-penykrasu mepeBHIye KOPUCTb
BiJI 3aCTOCYBaHHS JIIKApChKOTO 3aco0y B mepioj BariTHOCTI. JlaHi JOCHiTKEHb HAa TBapUHAX MO0
TOKCHYHOTO BIUIUBY Ha PENpPOAYKTUBHY (QYHKLIIO OOMEXeHi. SIKIO malieHTKa 3aBariTHi€ B MEPioJ
3aCTOCYBaHHS IHOTO JIIKAPCHKOTO 3ac00y, JTIKYBaHHS CJIiJl HETAaWHO MPUITHHUTH.

PosyBactaTuH moTparuise y MOJIOKO IIypiB. JIaHHUX 1100 MPOHUKHEHHS PO3yBACTaTHHY y TpyAHE
MOJIOKO JIIOJIMHU HeMae (uB. po3nii «IIpoTunokazaHHs»).

30amuicmv enausamu Ha WEUOKICMb peakyii npu KepyeawHi a8MOMPAHCNOPpMoOM abo THWUMU
MexanizmMamu.

JocnipkeHHs BIUTMBY PO3YBAacTaTHHY Ha 37IaTHICTh KEpyBaTH aBTOMOOLIEM Ta MPaIOBaTH 3 1HITUMHU
MexaHi3MaMHu He npoBojmiucsa. OnHak, 3 orsAAy Ha (papMakoJMHAMIYHI BJIACTHBOCTI JIIKAPCHKOTO
3aco0y, MaJIOWMOBIPHO, IO PO3yBAaCTaTHH UYMHWUTHME BIUIMB Ha TakKy 3AaTHICTh. [Ipu kepyBaHHI
aBTOTpaHCHOPTOM abo poOOTI 3 IHIIMMU MEXaHi3MaMM CIiJl BPaxOBYBaTH MOJKJIMBICTh
3aIaMOpPOYCHHSI B TIEP10/T JTIKYBaHHS.

Cnocio 3acmocysannus ma 003u.
Ilepen mouaTkoM JIKYBaHHS MALi€HTY CIiJ NPU3HAYUTU CTAHAAPTHY TiNOXOJECTEPUHEMIUHY IIETY,
K01 BIH TOBHHEH MOTPUMYBATHCS 1 MPOTATOM JiKyBaHHA. Jlo3y ciig migOupatd 1HIWBIAyaabHO,
3aJIeKHO BiJl METH Tepamii Ta BiANOBiAlI MallieHTa HA JIKYBaHHS, KEPYIOUUCh PEKOMEHIAlLisIMU
HNOTOYHUX 3arajIbHONPUHHATHX KEPIBHULITB.
Jlikapchbkuii 3aci6 O3anexc® MoyHa IpuitMaTh y 6yab-AKHii 4ac JHS, HE3AIEKHO Bijl BKHBAHHS 1Ki.
Jlikysanns cinepxonecmepunemii
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PexomennoBana modaTrkoBa J03a CTaHOBUTH S5* abo 10 mr mepopansHo 1 pa3 Ha m00y sK s
NAIli€HTIB, SKI paHillle He 3aCTOCOBYBAJIM CTaTUHH, TaK 1 U TUX, KOTO TIEpEeBENIN Ha JIIKapChbKUH 3aci0
3 npuiiomy iHmoro inriditopa 'MI'-KoA—penykrasmu.

*OCKUIbKM TablieTKa He AUIMTBbCS, Yy BHIAJIKy NPH3HAYEHHs Ipenapary B xo31 meHme 10 Mr ciig 3acTocOBYBaTH
npenapaTt po3yBaCTaTUHY 3 MOXKJIMBICTIO TAKOT'0 AO3YBaHHS.

[Tpu BuOOPI MOYATKOBOI 103U CJIi/I BpaXOBYBATH PiBEHb XOJECTEPUHY B KOXKHOTO OKPEMOTO Talli€eHTa
Ta PU3UK CEPIIEBO-CYAMHHUX MOPYIIECHb Y MalOyTHROMY, a TAKOXK WMOBIPHICTh PO3BUTKY HEOaKaHHMX
peakiiii. 3a HEOOXiTHOCTI MiABMIIYBAaTH J03y A0 HACTYMHOIO PIiBHS MOXHA uepe3 4 THXKHI (JHB.
pozain «®apmakoanHaMika»). 3 OIJISIAY HA Te, IO Ha TJI 3aCTOCYBAaHHS JIIKApCHhKOTO 3aco0y B 11031
40 Mr, moOiI4HI peakiii BHHHKAIOTh YacTillle, HK MPU MEHMHUX g03ax (muB. posain «lloGiusni
peakilii»), OCTaTOYHO TUTPYBATH J03y IO MaKCHUMaibHOI 703U 40 Mr BapTo JMIIE TAaIli€eHTaM i3
TSDKKOIO TINEPXOJIECTEPUHEMIEI0 Ta BUCOKUM PU3MKOM CEPLIEBO-CYyJMHHUX TMOpPYIIEHb (30Kpema Yy
XBOPHX 13 CIMEHHOIO TINMEPXOJECTEPUHEMIEI0), V SIKUX HE BIAJIOCS TOCSATTH METH JIIKYBaHHS TPH
3actocyBaHHi 103U 20 Mr 1 ki mnepeOyBaTUMYTh il PErYJSIPHUM HariasagoM (IJUB. pO3ZIiI
«OcobmuBocTi 3actocyBaHHs»). Ilim dvac iHimiamiii mpuifloMy JiKapchbKoro 3acody B 1031 40 mr
PEKOMEHI0BaHUI HATJISI]] CIICIIaICTIB.

IIpoginakmura cepyeso-cyounHux nopyuteHsv

VY nociiKeHHI 3HUKEHHSI pU3UKY CEpLEBO-CYIMHHHUX MOPYIIEHb JIKapChbKUNA 3aci® 3aCTOCOBYBAIU Y
1031 20 mr Ha 100y (muB. po3ain «PapMakogMHAMIKAY).

Hayienmu nimuvo20 8iKy

PexomennoBana modaTkoBa jJ03a ISl MAIlieHTIB BikoM > 70 pokiB CTaHOBUTH 5* Mr (mamB. po3ain

«Oco0aMBOCTI 3acTOCYBaHH»). [HIIIA KOPEKIis 103U 3 OIVISAAY Ha BiK HE MOTpiOHA.
*OCKUIbKM TablieTKa He AUIMThCS, Yy BHIAJIKy NPHU3HAYEHHs Ipenapary B 1031 meHme 10 Mr ciig 3acToCOBYBaTH
npenapaTty po3yBaCTaTUHY 3 MOZKJIMBICTIO TAKOTO AO03yBaHHA.

Tayienmu 3 HUPKOBOIO HEOOCMAMHICIIO
[TamieHTaMm 13 JTIeTKUMHU 200 TOMIPHUMH TOPYIICHHAMHU (DYHKIIIT HUPOK KOPEKITis J03U HE TOTpiOHA.
PexomentoBaHa MoYaTKOBA /1032 JJIs1 MAIIEHTIB 13 MOMIPHUMH MOPYIIEHHIMHU (YHKIIT HUPOK (KITipeHc

KpeaTuHiHy < 60 MJI/XB) CTAHOBUTH 5* MT.
*OCKUIbKM TableTKa He AUIMTBbCS, Yy BHIAJIKy NPHU3HAYEHHs Ipenapary B 1031 meHme 10 Mr ciig 3acTocOBYBaTH
npenapaTty po3yBaCTaTUHy 3 MOJKJIUBICTIO TAKOT'O A03yBaHHA.

Jloza 40 Mr mpoTHIoOKa3zaHa MamieHTaM i3 MOMIPHUMHM MOPYIICHHAMHU (YHKII1 HUPOK. 3aCTOCYBaHHS
nikapcbkoro 3acoby Ozanekc® marfieHTaM i3 THXKKMMHU MOPYIIEHHAMH (YHKIIT HIPOK MPOTHIIOKA3aHO
y Oyap-skux go3ax (auB. po3ainmm «PapmakokiHeTnka» Ta «[IpoTumnokazanusy).

Tlayienmu 3 nopywennamu yHkyii neuinku

VY maui€eHTiB i3 MOpYyMEHHAMU (YHKIIT NEUiHKH, 10 OLIHIOBAJHCA y 7 a00 MeHIIe 0alliB 3a IIKaIOI0
Yaitnga—I1’ro0, miaBUIIEHHS CUCTEMHOI €KCIO3UIIIT po3yBacTaTUHYy He croctepiranocs. OmHak B ocib 13
nopyiieHHsMU y 8 Ta 9 GainiB 3a mkanoro Yaitnga—I1'1o cucremMra ekcro3uilis 3pocrana (IUB. po3/IiT
«®DapMaKkoKIHETHKaY»). Y TaKWX TAIlE€HTIB JOIUIBHOI € OIliHKa (YHKIIT HUPOK (IUB. PO3ALI
«Oco0aMBOCTI 3acTocyBaHHA»). J[0CBiJ 3acTOCYBaHHS JIIKapChKOTO 3aco0y MalieHTaMm, siKi HaOpanu
6inpmie 9 6aniB 3a mxanoro Yaitnga—I1'1o0, BincyTHiit. Jlikapchkuii 3aci6 O3anexc® mpoTHIOKa3aHHil
MaIieHTaM i3 aKTUBHUMU 3aXBOPIOBAHHSMU MEYiHKY (IUB. po3ain «[IpoTunoka3zanus»).

Pacosa nanexcnicmo

VY mami€eHTiB MOHTOJIOIIHOI pacu crocTepirajacsi MiJBUINEHA CHUCTEMHAa EKCHO3MIisl JIIKapChbKOTo
3aco0y (muB. po3ainm «PapmakokiHeTuka», «lIpoTunokazanus» Ta «OcoOJIUBOCTI 3aCTOCYBAHHS).
PexoMmeHnnoBana moyaTkoBa /1032 IS MAIIEHTIB MOHTOJIOIAHOI pacu CTaHOBUTH 5 Mr; go3a 40 mr
TaKUM Malll€eHTaM MPOTUIIOKA3aHA.

T'enemuunuii nonimopghizm

[leBHI THNM TEHETUYHOTO TOJIMOPHI3MY MOXYTh MPU3BOAWTH N0 TIABUIICHHS EKCIIO3HIIIT
po3yBactratuny (auB. po3ain «DapmakokiHneTukay). [lamieHTam i3 BiZIOMOIO HASBHICTIO TaKUX THITIB
noniMopdi3My peKOMEHIYEThCs 3aCTOCOBYBATH MEHIIY 1000BY 703y Jlikapchkoro 3acody Oszanexc®.
Tayienmu 3i cxunvHicmio 00 po36umKy mionamii
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PexomennoBana moyaTkoBa /103a IS MAIiEHTIB 13 (PaKTOpaMy PU3HMKY PO3BUTKY MIOMAaTii CTAHOBUTH

5% mr (muB. po3aint «OcoOIUBOCTI 3aCTOCYBAHHS).
*OCKUTbKM TaOJleTKa HE MUINTHCSA, Yy BHITAIKy TMPU3HAYCHHsS Mperapary B 1o3i MeHmie 10 Mr ciijg 3acTOCOBYBaTH
npernapary po3yBacTaTHHY 3 MOMKIIHBICTIO TAKOTO JI03YBaHHSI.

Jo3a 40 Mr mpoTHUMoKa3aHa IeSKUM 13 TAKUX MAIEHTIB (IUB. po3ain «IIpoTunokazanusm).

Cynymmue 3acmocysanms

PozyBacraTun € cyOcTpaToM pi3HUX TpaHcmopTHuX OinkiB (Hampukiag, OATP1BI1 ta BCRP). Pusuk
MmionaTii (y ToMy 9uci paboMioni3y) 3pocTa€e MpU CyMyTHHOMY 3aCTOCYBaHHI JIIKAPCHKOTO 3aco0y
Osanexc® i3 TEBHUMH JIKapChbKUMM 3acO0aMM, IO MOXKYTh IIiJBUIIYBATH KOHIEHTPALIiIO
pO3yBacTaTHHY y IUIa3Mi KpOBI BHACTIJOK B3a€MOJIl 3 IUMH TPAHCIIOPTHUMHU OLTKaMH (HaIpUKIAI,
[IUKJIOCTIOPUHOM Ta TEBHMMH IHTIOITOpaMH TpOTEa3d, B TOMY YHCIi KOMOIHALlIIMU PHUTOHABIpYy 3
aTazaHaBipoOM, JIOMIHABIpOM Ta/ab0 TumpaHaBipoM; AWB. po3AilIH «OCOOIUBOCTI 3aCTOCYBaHHS» Ta
«B3aeMonist 3 1HIIMMHU JKApCRKUMH 3aco0aMu Ta iHINI BUAM B3aeMomiii»). Ilo MoxmmMBOCTI, Crif
PO3MIISTHYTH 3aCTOCYBaHHS aIbTEPHATUBHUX JIIKAPCHKHUX 3aCO0IB Ta y pa3i HEOOXITHOCTI TUMYACOBO
TmepepBaTH Tepamilo JlikapckkuM 3acoboM Osanekc®. SIKIO CyMyTHBOTO 3acTOCYBAaHHS IHX
MKapCHKUX 3ac00iB i3 JiKapchbKUM 3aco6oM O3anekcoM® YHHKHYTH HEMOXKINBO, MOTPIOHO PeTeNbHO
3B&KUTH KOPHCTh Ta PU3UK BiJl CYMyTHHOTO 3aCTOCYBAHHs Ta BIAIOBITHHUM YMHOM BiJKOpEryBaTH
103y Jikapchbkoro 3acoby Osanexc® (mmB. posmin «B3aemois 3 iHIIMMH JTiKapChbKUMH 3ac00aMM Ta
IHIIT BUJIA B3aEMOTIN» ).

Himu.

3acTocyBaHHS JIKapChKOro 3ac00y ITSAM Ma€e MPOBOAMTH JIUIIE CHELiaicT.

Hitu Ta mijuriTku BikoM Big 6 10 17 pokiB (cramis Tanuepa < II-V).

[eTepo3uroTHa ciMeliHa rinepXxoaecTepUHEMIs

3BuyaiiHa TMoYaTKoBa JOOOBa J03a MJIs MITeH Ta MAITKIB 13 TETEPO3UTOTHOI CIMEHHOIO

rinepxoyieCTepUHEMI€I0 CTAHOBUTH 5* MT Ha 100Yy.
*OCKUIbKM TableTKa He AUIMTBbCS, Yy BHIAJIKy NPHU3HAYEHHs Ipenapary B 1031 meHme 10 Mr ciig 3acTocOBYBaTH
npenapaTty po3yBaCTaTUHY 3 MOZKJIMBICTIO TAKOTO AO03yBaHHA.

* 3BuyaitHa Jo03a IS JiTed BIKOM Big 6 10 9 pOKIB 13 TETEPO3UTOTHOK CIMEHHOIO
rinepxoyieCTepUHEMi€I0 CTaHOBUTH Big 5 mr no 10 mr mepopansho 1 pa3 Ha no0y. be3meka Ta
e(eKTUBHICTh 3aCTOCYBaHHS JIIKApPCHKOTO 3aco0y y mo3ax Oumpmie 10 mr y miil momymsmii He
JTOCTT Ky BaJIHCSL.

* 3BuyaitHa go03a A gited BikoMm Big 10 go 17 pokiB 13 TETEPO3UTOTHOI CIMEHHOIO
TIepX0JIECTEPUHEMIEI0 CTAaHOBUTH Bim 5 mr mo 20 mr mepopanbHo 1 pa3 Ha no0y. besmeka Tta
e(EeKTUBHICTh 3aCTOCYBaHHS JIIKapChbKOro 3aco0y B jgo3ax Oinpmie 20 Mr y i momyssiuii He
JTOCITI Ky BaJTHCSI.

[ligBumryBatu 103y CHiA BIAMOBIAHO 10 IHAWBIAYyaldbHOI BIJNIMOBIAI JWTHHU Ha JIKyBaHHS Ta

MEPEHOCHMOCTI JIIKapChKOTO 3ac00y, AOTPUMYIOUYHCh PEKOMEHAIN 1070 JIIKYBaHHS JITeH (IuB.

po3ain «OcobnuBoCTI 3acTocyBaHHA»). [lepea movyaTkom Teparii po3yBacTaTUHOM JITSM Ta MiATITKaM

NOTPiIOHO MPU3HAYMTH CTAHJAAPTHY TIMOXOJIECTEPUHEMIUHY J€Ty, SKOi TAIll€EHTH MaroTh

JOTPUMYBATHUCS 1 IPOTATOM JIIKYBaHHS.

["'oMo3uroTHa ciMeiHa rinepxoecTepuHeMis

PexomeHnnoBana MakcuMalnbHa /1032 IS JiTei BIKOM Big 6 10 17 pOKiB i3 TOMO3UTOTHOIO CIMEHHOIO

rimepxojecTepuHemieto ctaHoBUTh 20 mr 1 pa3 Ha 100y .

PexomenioBaHa moyaTKoBa J103a CTaHOBHUTH Big 5 mr 10 10 mr 1 pa3 Ha 100y 3aexHO BiJ BiKy, Macu

TiJIa Ta MMONEPEIHBOTO 3aCTOCYBaHHs cTaTuHiB. [linBuimyBatu 10 MakcumanbHOi 103U 20 Mr 1 pa3 Ha

no0y CIHiJ BiIMOBIAHO 10 IHIWBIMyalbHOI BIAMOBiAI MUTUHH Ha JIKYBaHHS Ta IMEPEHOCHMOCTI

npenapary, JAOTPUMYIOYHCh PEKOMEHJAIlli MIoM0 JKyBaHHA nited (auB. po3ait «OcoOauBOCTI
3acTtocyBaHHA»). [lepen mouatkoM Tepamii po3yBacTaTHHOM JITSM Ta MiJUTITKaM CIiJl MPU3HAYUTH

CTaHJAPTHY TIMOXOJECTEPUHEMIUHY JI€Ty, $KOi TAI[il€HTH MalTh JOTPUMYBATHUCS 1 MPOTITOM

JTIKyBaHHS.

JlocBin iKyBaHHS 1i€l momyJismii y 1o3ax oinpmre 20 Mr oOMeXeHuH.

Tabnerku o 40 Mr He 3aCTOCOBYIOTH JITSIM.
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JiTH BikoM 10 6 poKiB

Besneka Ta eheKTUBHICTH 3aCTOCYBaHHS JIIKapCHKOT'O 3aCO0Y AITSAM BIKOM J10 6 pOKIB HE BUBYAIHUCH.
TakuM 4mHOM, JiKapchkuil 3aci6 Oszanexc® He PEKOMEHIYEThCS 3aCTOCOBYBATH JTSAM BiKOM 0
6 pOKiB.

Ilepeoo3ysanns.

Criermudiunoro JIiKyBaHHS HEepelO3yBaHHS HeMae. Y pasi mepeno3yBaHHs MallieHTa CIiJ JIKyBaTu
CUMIITOMATUYHO Ta y pa3l HEOOXITHOCTI BXXHUTH MATPUMYIOUNX 3axofiB. [IoTpiOHO KOHTpoOIOBATH
¢ynkuii nevinku Ta piBeHb KK. EdexTuBHICT remMoaianizy ManoiiMoBipHa.

Iloo6iuni peakuii.

Kareropiss 4acToTy BH3HAYA€ThCS TaKUM YHHOM: Ayxe 4dacto (> 1/10); gacto (> 1/100 — < 1/10);
Hewyacto (> 1/1000 — < 1/100); pigko (= 1/10000 — < 1/1000); myxe pigko: (< 1/10000); gacroTa
HEeB1JIoMa (HEMOJKJIMBO BCTAHOBHTH 3 HAsSBHHX JaHUX ).

3 b6oky kposi ma nimpamuunoi cucmemu. PLIKO — TPOMOOIIUTOIICHIS.

3 60Ky iMyHHOI cucmemu. PLAKO — peakii rinepuayTIuBOCTi, B TOMY YMCIIi aHT1OHEBPOTUYHUN HAOPSK.

3 60Ky eHOOKpuHHOI cucmemuy: 9acTo — IyKPOBHiA fiabeT .

Ilcuxiyni po3nadu: 4acToTa HEBIIOMa — JCTIPECIA.

3 60Ky Hep6060i cucmemu: 4aCTO — TOJOBHUN O11b, 3a1IaMOPOUYEHHS; Iy>KE€ PIIKO — TOJIIHEBPOMATIs,
BTpaTa Iam’siTi; 4acToTa HeBijioMa — neprudepuyHa HeBpPOMaTisi, po3Jaau CHy (B TOMY 4MCIi 0€3COHHS
Ta HIYHI )KaXH ), MIaCTEHIsl TpaBic.

3 6oky opeanis 30py.

HeBimoMo: ouHa miacTeHis.

3 60Ky ouxanbHOI cucmemu, Opeanie epyonoi KIimKu ma cepedocminHa: 4acToTa HeBioMa — Kallleb,
3aJIUIIKA.

3 boxy mpasnoi cucmemu: 4acTo — 3arop, Hy10Ta, a0JOMiHANBHIIA 0171h; PIAKO — MAaHKPEATUT; YacTOTa
HEeB1JIOMa — Jiiapes.

3 boky eenamobiniapnoi cucmemu. PiIko — MABULIICHHS PiBHS MEYIHKOBUX TpaHCAMiHa3; JIy>Ke PiIAKO
— JKOBTSIHHIISI, TETIATHUT.

3 6oxy wxipu ma niOWKIipHOi KIiMKOGUHU: HEYACTO — CBEpOIX, BUCHUIIAHHS, KPOIMUB’ IHKA; 4acTOTa
HeBiioMa — cuHApoM CriBeHca-/[>koHCOHA, METMKAMEHTO3HA PEaKIIis 3 €03MHODUTIEI0 Ta CHCTEMHUMU
nposisamu (DRESS).

3 6oky ckenemmnoi MycKyiamypu ma CHOAYYHOI MKAHUHU: 9aCcTO — MIajTis; piaIKo — MionaTis (y ToMmy
YHCIi MIO3UT), pabIoMioii3, BOBYAKOIOAIOHNN CHHAPOM, PO3PUB M’S3iB; JyKE€ PILAKO — apTpajris;
4acTOTa HEBJIOMAa — TIOpYIIeHHS 3 OOKy CyXOXWJb, 1HKOJIHM YCKJIQJHEHI PpO3PUBaAMHU,
IMYHOOITOCEpEIKOBaHAa HEKPOTH3YyI0Ua MiOTaTis.

3 60Ky HUPOK ma ceyo8udinbHOI cucmemu: AyXKe PLAKO — reMaTypis.

3 60Ky penpodyKmueHoi cucmemuy ma MOAOYHUX 3A7103: Iy’KE PIIKO — TTHEKOMACTisl.

3azanvui poznadou ma cmau mMicys 66e0eHHs. 9acTO — aCTEHIsl; YacTOTa HEBI/IOMa — HaOPSIK.
"YacToTa 3a5Ie)KUTh Bij HAsBHOCTI (paKTOPiB PU3MKY (PiBEHD TIIIOKO3M HATIIE > 5,6 MMous/1, IMT > 30 kr/m?, mIigBuieHumit
PiBEHb TPUIIIILEPHIIB, apTepialibHa TiEPTEeH3is B aHAMHE31).

Sk 1 npu 3actocyBanHi iHmHKX iHTiO6iTOpiB 'MI'-KOA, 9yacTtora moGiyHMX peakiiii Mae TeHICHIIO
3aJIEKATH Bl TO3M.

Bnaue na nupku

[Iporeinypis, BusBICHA Yy pe3yibTaTi aHaTI3y 3a TECT-CMYXXKaMH Ta IEPEBAKHO KaHAIBIICBOTO
MOXO/DKEHHS, CIIocTepiranacs y MauieHTiB, sKi 3aCTOCOBYBAJIM PO3yBacTaTHH. 3MiHM BMicTy Oilka y
cedi BiJl HyJsl a00 CITiIB 710 3HaYeHHs ++ a0o Outbie crioctepirammcs y < 1 % marieHTiB mepioguaHo
y TpoILIeci 3aCTOCYBaHHSA JiKapchKoro 3aco0y B g1o3ax 10 mr ta 20 Mr ta npubnuszHo y 3 % — npu 1031
40 mr. HeBenuke 30UIBIIEHHS YacTOTH 3MIHM BMICTY BiJ HyJs a0o CHifiB 0 3HAYCHHS +
cnoctepiranucs npu 1031 20 mr. Y OUIBIIOCTI BUINAAKIB NPOTEIHYpis 3MeHIIyBaiacsi abo 3HHKaia
CIIOHTAHHO TIPHW TPOJOBXKEHHI Teparii. 3a JaHUMH KIIHIYHUAX JOCIHIDKEHb Ta MOCTMApKETHHTOBHX
CIIOCTEPEKEHb JOTEINEep HE BHUSBICHO MPUYUHHO-HACIIIKOBOTO 3B 3Ky MIXK MPOTEIHYPI€I0 Ta TOCTPUM
a00 IpOrpecyrovnM 3aXBOPIOBAHHSIM HUPOK.
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Ha tmi 3acrocyBaHHS po3yBacTaTWHY BiJ3HAYEHO BHIMAJKH TeMaTypii, 3a JaHUMH KIIHIYHHX
JOCTIPKeHb YacToTa i Mana.

Bnaue na ckenemuy myckynamypy

VYpaxeHHS CKeNeTHOI MYCKYJIaTypH, Taki SK Miajiris, Miomaris (y TOMY YHUCIi MIO3UT), Ta 3piaka
pabaomioi3 i3 TOCTPOI0 HHPKOBOKO HEAOCTATHICTIO 4M Oe3 Hei Oynm 3adikcoBaHI MPU 3aCTOCYBaHHI
Oyab-SKHX J103 pO3yBacTaTUHY, OCOOIUBO NpHU g03ax > 20 mr.

VY mariieHTiB, sKi TpUAMalld pO3YBAaCTaTHH, CIOCTEpiraisocs ao3o3anexHe 3poctaHHs piBHI KK y
OUTBIIOCT] BUIAAKIB sSBHUILE Oys0 cIaOKUM, acCHMIOTOMAaTHYHUM Ta TUMYacoBUM. SIkmo piBeHb KK
nigBumieHnid (> 5 pasiB Bume BMH), mikyBaHHsS ciil NpUnuHUTH (IUB. po3ain «OcoOmuBOCTI
3aCTOCYBaHHS).

Bnaue na neuinky

Sk 1 mpu 3acrocyBanHi iHImMX 1HTIOITOpPiB ' MI'-KOA-penykra3u, y HeBEIHWKOi KUIBKOCTI TAalli€HTIB,
Kl TpuiMany po3yBacTaTWH, Big3HAYANIOCS J0303aJeKHEe 30UIbLICHHS pIBHSA TpaHCaMiHa3; y
OUTBIIOCTI BUITA/IKIB SBUIIE OyJIO CITAOKUM, aCUMIITOMAaTHYHUM Ta THMYACOBHM.

Ha Tu1i 3acTocyBaHHs IesKUX CTaTHHIB BiI3HAYAIKCS TaKi MOOIYHI PeaKIiii: po3iaj cTaTeBoi QyHKII,
OKpeMi BHUIIQJKH IHTEPCTHUIIAILHOI XBOPOOU JIET€Hb, OCOOJMBO MPH TPUBAIIOMY 3aCTOCYBaHHI (IUB.
po3ain «OcoOIMBOCTI 3aCTOCYBAHHS ).

Yacrora nmoBigoMIIeHb PO padaOMiOJIi3, CEPHO3HI MOPYIIECHHS 3 00Ky HUPOK Ta MEUYiHKH (TIEPEeBAKHO
HiABHUIIEHHS aKTUBHOCTI MEUiHKOBUX TpaHCaMiHa3) OUIbIIA MPU 3aCTOCYBaHHI JIKapChKOTO 3aco0y B
11031 40 mr.

imu

[linBumennst piBHS KpeaTuHkiHazu >10 pasie Bume BMH Tta cumnTomm 3 00Ky M’s31B Ticis
¢izuyHOTO HaBaHTaXEHHS a00 miaBUIIEHOI (PI3MYHOI AKTUBHOCTI CHOCTEpirajgucs vacrime y 52-
TH)KHEBOMY KJIIHIYHOMY JOCHTIPKEHHI 32 y4acTIO JITeH Ta MiJJIITKIB MOPIBHSAHO 3 JTOPOCIUMHU (IIUB.
po3ain «OcobIMBOCTI 3aCTOCYBaHH»), MPOTE NMPO(dias OE3NMEKH po3yBaCTaTUHY y JTITeH Ta MiIUIITKIB
OyB MOJIIOHUM JI0 TAKOTO Y JOPOCIIHX.

[MoBinoMIeHHS PO MiI03pIOBaHi MOOIYHI peakirii

[ToBimomiieHHs mpo MOOIYHI peakIii Mmicis peecTpalii JikapchbKoro 3aco0y mMae Beluke 3HaueHHs. e
Jla€ 3MOTY TPOBOAMTH MOHITOPUHI CIIBBIJHOIIEHHS KOPHUCTH/PU3UK NPU 3aCTOCYBAHHI I[HOTO
JiKapchKOTo 3aco0y. MenuyHuMm Ta ¢dapmarieBTUYHUM MpalliBHUKAM, a TaKOXK MarfieHTaM a0o iXHIM
3aKOHHHUM MPEICTaBHUKAM CJiJI MOBIJOMIISTH PO YCI BUIMAJKU MiJO3PIOBAHUX MOOIYHUX PEaKIliii Ta
BIJICYTHOCTI €(EKTHBHOCTI JIIKAPCHKOTO 3aco0y uepe3 ABTOMATH30BaHY iH(OpMaIliHYy CHCTEMY 3
dapmakoHarysay 3a nocuinanHsaM: https://aisf.dec.gov.ua.

Tepmin npudamnocmi.
2 pOKH.

YMmoBH 30epiranus.
30epiratu npu Temreparypi He Buie 25 °C.
30epiraTé y HEIOCTYITHOMY JJISI TIT€H MiCIIi.

YnakoBka.
Tabnetku no 10 mr: mo 14 Tabnerok y Graictepi. [To 2 a6o 6 GmicTepiB y KapTOHHIHN YIaKOBIII.
Ta6nerku o 20 mr ta o 40 mr: mo 14 Tabnerok y omicrepi. [1o 2 Giictepu y KapTOHHIHN YITaKOBITI.

Kareropis Bignmycky.
3a perenTom.

Bupoonuk.
TOB «KYCYM ®APM» (nns nozyBanns 10 mr, 20 mr, 40 mr).

Micue3HaxonxeHHsI BHPOOHUKA TAa agpeca Miclsi IPOBAKeHHsI HOro AislJIbHOCTI.
40020, Ykpaina, Cymcrka oosnactb, M. Cymu, Byn. Ckpsbina, 54.
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Bupoonuk.
TOB «['JIEJDAPM JITH» (myist mozyBanss 10 mr, 20 mr).

Micue3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEeHHSA HOro AislJIbHOCTI.
40020, Yxpaina, Cymcbka obnacts, M. Cymu, Byi. JlaBunoBcekoro ['puropis, 54.

Jara ocranuboro neperasay. 11.04.2025
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