IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

JIIMICTHUH 20

JIIMICTHH 40

(LIMISTIN 20

LIMISTIN 40)

Cknao:
Oiroua pevosuHa: aTOPBACTATUH;
1 TabneTKa MiCTUTL aTOPBACTAaTHHY KaJlbllil0 y IepepaxyBaHHi Ha aTopBacTtaTuH 20 Mr abo 40 Mmr;

donomidicHi pevosuHu: KaJlbIlifo KapOOHAT; 1e/Ii0JI03a MiKPOKPHUCTAJliuHa; J1aKT03a,
MOHOTifIpaT; HAaTPil0 KpocKapMeno3a; nojicopbat 80; rinpoKCUIpominienioo3a; Martiio
cTeapart; TiAPOKCUIIPONIIMETHUIILEII0/103a; IPOIIiIEeHT IIKOJIb; MOJIieTUIIeHTTiK0oIb-6000;
TanbK; TUTaHy giokcup (E 171) - TabmeTku mo 20 Mr;

KaJIbllito KapOOHAT; IIe/i0JI03a MiKPOKPHUCTAliuHa; 1aKT03a, MOHOTIiOpaT; HaTPilo KpOCKapMeno3a;
nojticop6aT 80; rimpoKCUIIPOIIiIIEeNi0N03a; MarHifo cTeapaTt; KPOCIOBINOH; HATPil0 TaypuiICcyIbdar;

TiAPOKCUIIPOIIIMETUIIIENIONI03a; TOoJieTUneHrnikonb-6000; TaneK; TuTany miokcupn (E 171) -
Tabnetku 1o 40 Mmr.

JIikapcbKka ¢popma. TabmeTKy, BKPUTI MTIBKOBOIO 000JI0HKOIO.

OcHOBHI (i3uKo-XiMiuHI 81aCMUBOCMI:

6inmoro abo Maiixke 6iI0oro KONbOPy KarcynononibHi TabneTky, BKPUTI MITiBKOBOIO 000JI0HKOIO, 3
PHCKOIO 3 omHOTO 060Ky (Tabnetku mo 20 Mr);

6imoro abo Matizke 6iTOTO KOILOPY KPYTJIi ABOONYKJIi TaONIeTKH, BKPUTI IJTIBKOBOIO 060I0HKOI0
(Tabnetku mo 40 mr).

®apMakoTepaneBTHYHA rpymna. linomimigeMiyni 3aco6u, MoHOKoMIoHeHTHi. [HTiOiTOpH I'MT -
KoA-penykrasu. Kog ATX C10A AO0S.



Papmakono2iuHi e1acmusocmi.
dapmakoOuHamika.

ATOpBacCTaTUH SBJIsE CO00I0 CUHTETUYHUM TiMomimigemMigyHui mikapchbKui 3aci6. ATOPBACTATHH €
inribiTopom 3-rigpokcu-3-merunriayrapun-kopepmenTy A (I'MI-KoA) pegykrasu, GepMeHTy, 110
KaTasisye nepetBopeHHss [MI'-KoA B MeBalIOHAT - TOYATKOBUY Ta JIiMiTyI0uUui eTan 6i0CuHTE3y
XOJIECTEPUHY.

ATOpBaCTaTUH € CeIEKTUBHUM KOHKYPeHTHUM iHTiOiTopoM 'MI-KoA-penykTrasu - GepMeHTy, Bif
SIKOTO 3aJIeKUTh IIBUOKICTh IEPETBOPEHHS 3-TiTPOKCHU-3-MEeTUNTTyTapui-kopepMeHTy A B
MeBaJIOHaT, PeYOBUHY-TIONIEPENHUK CTEPOJIiB, Y TOMY YHCJIi XOJI€CTEPUHY.

B ekcniepuMeHTanbHUX MOJEIIAX Y TBAPUH aTOPBACTaTUH 3HUKYBaB PiBeHb X0JIECTEPUHY Ta
JINONPOTEIHIB y I1a3Mi KpoBi misixoM iHribyBanus y nedinii [MI'-KoA-penyKTa3u i cuHTE3y
XOJIECTEPUHY Ta UIIAXOM 30iIbIIeHHS KiTbKOCTI IeYiHKOBUX PEIeNTOPIB JIIMONPOTEIHIB HU3bKO1
minbHoCTi (JITTHIII) Ha moBepxHi KITiTUH [ TOCUJIEHHS IIOTIMHAHHS Ta KaTabomiamy JITTHILI;
aTopBacTaTHUH TaKOXK 3MeHInyBaB IpoayKyBaHHs JITTHII Ta KinbKiCTh UX YaCTUHOK.

ATopBacTaTuH, SK i #ioro mesiki MetabosiTH, € papMaKoIOTiYHO aKTUBHUM Y JTIOAUHU. [0JTOBHUM
MiclleM [il aTOpBaCTaTHHY € MeYiHKa, SKa Bifirpae roI0BHY POJIb y CUHTE3il X0IEeCTEPHUHY Ta KITipeHCi
JITTHII. Mo3a mpenapaTy, Ha BiIMiHy Bifl CHCTEMHOI KOHI[eHTpAllil IIpenapary, Kpalle KopeJoe 3i
3MeHIIeHHSAM piBHSA xonectepuny JIITHIL. [apuBigyansHui migbip no3u npemnapaty CIif 37iliCHIOBAaTH
3aJIe’KHO Bifl TepamneBTUYHOI BigmoBifi (quB. po3min «Crocib 3acToCyBaHHS Ta [O3U»).

dapmakoKiHemuxka.

BCMOKTYBaHHSA. ATOpBaCTaTHH MBUAKO abCOPOYETHCS MiC/s IEPOPAIBHOTO IPUHOMY, HOTO
MaKCHMaJlbHa KOHIIEHTpalis y mia3mi KpoBi (C,,,,) HOCATAETbCA IpoTAroM 1-2 rogul. CTymiHb
abcopO11il 3pocTae MPOMOPIiMHO 10 M03u Mpemnapary. A6conmoTHa 0i0OCTyIHICTD
aTopBaCTATUHY (BUXiOHUM JTiKapChKuUM 3aci6) cTaHOBUTH mpubnu3Ho 14 %, a cucteMHa
biomocTynHicTh iHriOy104o0l akTUBHOCTI mopo 'MI-KoA-penykTasu - npubnusso 30 %.
Hu3pKy cuCTeMHY OOCTYIIHICTE IIperapaTy 0B a3yI0Th i3 [IepefCUCTeMHUM KIIIpEeHCOM Y
CIM30Biit 000/I0HIII ITYHKOBO-KUIIKOBOT'O TPAKTy Ta/ab0 ImepefcrCTEMHOIO
6ioTpancdopMariiero y nevinmi. Xo4a ika 3MeHIITy€e MBUAKICTh Ta CTYIiHb aOcOpOIIil
nikapchKoro 3acoby mpubnu3Ho Ha 25 % Ta 9 % BifmoBimHO, 3 OTNsAOy Ha MoKa3HuKM C, . Ta
AUC (mnoIma mif KpuBOIO «KOHIIEHTpallig-4ac») 3HUKEHHS PiBHSA xonectepuny JITTHII]
nofiOHe mpy IPUNOMI TpemapaTy SK 3 iXKelo, Tak i He3anexKHO Bif BXKUBaHHS 1Xi. [Ipu
3aCTOCYBaHHI aTOpBACTaTUHY BBeUepi M0T0 KOHIIEHTPAIlid Y My1a3Mi KpoBi Oyna HUKYO0I0
(mpubmu3Ho Ha 30 % 3a moka3uukamu C,,, Ta AUC), Hix npu mpuitoMi BpaHii. OmHak
3HUKEHHS piBHA xoJiecTepuny JIITHII € omHAaKOBUM He3ajleXkHO Bifl 4acy IIpUuoMy
npenapaty (OuB. po3nin «Crocid 3aCTOCYyBaHHS Ta [HO3U»).

Poamnopin. Cepepmniit 06’eM po3mofiny mpemapaTty CTaHOBUTL mpubnu3no 381 mitp. [Toxan 98 %
aTopBacTaTHHY 3B'SI3yeThCS 3 GikaMu myia3Mu KpoBi. KoHIleHTpalliiiHe CIIiBBiqHOIIEHHS
KpPOB/IIJIa3Ma, II0 CTaHOBUTH npubau3Ho 0,25, BKa3ye Ha [oraHe IPOHUKHEHHS IperapaTy B
eputponuTy. Ha mifgcTaBi cmocTepekeHsb y IIypiB BBaXKAa€ETHCS, 1110 aTOPBAaCTaTUH 3MaTHUAN
IIPOHUKATH Y TPYOHE MOJIOKO (OuB. po3minu «IIpoTunoka3aHHsI» Ta «OCOOIMBOCTI 3aCTOCYBAHHSI»).

Metabomi3M. [Tpenapat iHTEHCUBHO MeTaGOTI3yETHCS 10 OPTO- Ta MaparifpOKCUILOBAHKX IIOXiTHUX
i pi3HuX npoAyKTiB OeTa-oKMCHEeHH. [Ipu JocmifxKeHHX in vitro iHridyBanus 'MI-KoA-pegykrasu



OpPTO- Ta MTaparigpoKCUIbLOBAHUMHU MeTabo iTaMy eKBiBalleHTHE iHTiOyBaHHIO IIPEmapaToM.
[Tpubnusuo 70 % uupKymrow4oi iHribiTopHol akTuBHOCTI 00 I'MI-K0oA-penyKTa3u moB’si3aHo 3
aKTUBHUMU MeTabomiTamu. [locmigKeHHs in vitro cBig4aTh Mpo BaXK/IUBICTh MeTabomi3My
aTopBacTaTuHy nuTOoXpoMoM P450 3A4, 1m0 y3rofxKyeThCs 3 MiIBUIIEHO0 KOHI[EHTpALli€lo IIpenapaTy
y IJ1a3Mi KPOBi JIIONUHM TTiC/IS OMHOYACHOTO 3aCTOCYBaHHS 3 EPUTPOMIIIMHOM, BifoMuM iHTiGiTOpOM
II,OT0 i30(epMeHTY (OUB. po3xin «B3aeMmopmis 3 iHIIMME JTiKapChbKUMU 3aco0aMy Ta iHII BUOU
B3aEMOJIiN»).

Exckpelris. ATopBaCTaTvH Ta #Oro MeTaboIiTé BUBOAATHCS I'OJIOBHUM YHHOM 3 JKOBYIO ITiCIIS
TIeYiHKOBOTO Ta/4u 103anedyiHKoBoro MeTabosi3aMy, OgHaK Iie¥ Iperapart, 04eBUHO, He 3a3Ha€
KMIIIKOBO-TI€YiHKOBOI penupKynsiii. CepenHiii nepio HamiBBUBEeHHS IIpenapaTy 3 IJla3Mu KPOoBi
JIIONVHY CTAHOBUTH NpubnM3HO 14 roguH, ajne nepio HamiB3MeHIIEHHS iHTI6ITOPHOI aKTUBHOCTI
momo 'MI'-KoA-penykTa3u ctaHoBUTh Bifml 20 mo 30 roguH Yyepes BIIJIMB aKTUBHUX MeTa0omiTiB. [Tics
IIepOpaIbHOTO NIPUIOMY IIpenapary i3 cedyero BUAUIAETLCS MeHIle HixX 2 % O0o3U.

ATopBacTaTHH € CyOCTPATOM MEYiHKOBUX TPAHCIIOPTEPiB, OPraHiYHOr'0 aHiOH-
TpaHcmopTyodoro nomninentuny 1B1 (OATP1B1) ta 1B3 (OATP1B3). MeTtaboritu
atopBacTaTuny € cybcrpatamu OATP1B1. ATopBacTaTUH TaKOX imeHTU(DIKYETHCS SK
cybcTpar Oinka pe3ncTeHTHOCTI o Jikapchkux 3acobiB 1 (MDR1) Ta 6inka pe3uCTeHTHOCTI
no paky MonouHoi 3ano3u (BCRP), skuii Moxxe o0MeXyBaTu KUIITKOBE BCMOKTYBaHHS Ta
JKOBUHHUM KJIIPEHC aTOpBaCTaTUHY.

Ocobausi nonyaauii nayieHmia

[NanienTy miTHBOrO BiKy. KOHIIEHTpAlis pemapary y Mm1a3Mi KpoBi € BUIIOIO (MTPUOIU3HO

40 % pns C,,,, Ta 30 % gns AUC) y 3mopoBuxX J0OPOBOJIBINB TITHROTO BiKY (BiKOM Bif

65 poKiB), HiXK y Mologux mopocnux namnieHTiB. KniHiuni maHi cBimyaTh mpo OiNbLUINY CTYITiHb
sumxkeHHs JITTHIII npu 3acTocyBaHHI OyIb-IKO1 031 IIpenapaTy y NallieHTiB JITHLOTO BiKy
IIOPiBHSHO 3 MOJIOOUMH TallieHTaMu (OuB. po3min «OcobIUBOCTI 3aCTOCYBaHHSI»).

LiTH. VIBHUY KITipeHC IPY TepopaIbHOMY MPUHAOMi aTOPBACTATUHY B [iTE€W BUSBUBCS MOMiOHUM [0
KJIipeHCY B JOPOCIUX IIpu MaciuTabyBaHHI alloOMeTPUYHO 3a Macolo Tijlla, OCKiTbKYM Maca Tina O6yna
€OMHOI0 3HAYHOI0 KOBApiaTolo B MOMYJIALIilHIM (hapMaKOKiHETUYHIM MOoJesli aTopBacTaTUHY i3
OaHMMM, IKi BKIII04alIu AiTeH i3 reTepo3UroTHOI CIMEMHOM0 TinmepxonecTepruHeMiero (BikoM Big 10 go
17 pokiB, n = 29), y BigKpuTOMYy 8-TUKHEBOMY LOCIiIKEHHi.

CraTb. KoHIleHTpaIlis penapaTy y Ia3Mi KPOBi XKiHOK BiIpi3HAETHCS Bifl TAKOi y YOJIOBIKiB
(mpubnu3no Ha 20 % Buile 3a MOKa3HUKOM Cmax Ta Ha 10 % Huxk4e 3a noka3uukoM AUC). OgHak

HeMae€ KJTiHIYHO 3HauyIol BiAMIHHOCTI y 3HUXKeHHI piBHA xonectepuny JIITHII npu 3acTocyBaHHI
IIperapaTy y 40JIOBiKiB Ta XKiHOK.

[TopyureHHS QYHKIT1 HAPOK. 3aXBOPIOBAHHS HUPOK He BIIJIMBAIOTh Ha KOHIIEHTPAIIiI0
aTOPBACTATHHY y IJ1a3Mi KPoBi a00 Ha 3HUKEHHS X0JI€CTEePUHY JIIIOIPOTEIHIB HU3bKOI ITiTBHOCTI

(XC-JITTHIII), ToMmy KOpUTYyBaHHS 0O3U NpemapaTy AJis MallieHTiB i3 IOpyIeHHIME (YHKIIil HUPOK He
noTpibHe (muB. po3minu «OcoO0MMBOCTi 3acTOCyBaHHA» Ta «Crocib 3aCTOCYBaHHS Ta HO3U»).

['eMmomiani3. He3Baxarouu Ha Te, 10 3@ YYACTIO MAI[EHTIB i3 TepMiHAIbHOIO CTAIi€I0 3aXBOPIOBAHHS
HUPOK [OCIiIXKEHHS He TPOBOMUINCDH, BBAXKAETHLCS, III0 TeMofliali3 He MiIBUIIYE 3HAUYIIUM YUHOM
KJTipeHC aTOPBACTAaTHHY, OCKiJIbKHM ITpernapaT iHTeHCUBHO 3B’SI3yE€ThCS 3 OiTKaMH IIJTa3MK KPOBI.

IlediHKOBa HEOOCTATHICTL. KoHIleHTpallis mpenapaTy y maa3Mi KpOBi MOMITHO mifBUIIIEHA Y



TIAIli€HTIB i3 XPOHIYHOIO aJIKOT'0JIbHOI0 XBOP00Ooio neuinku. Cmax Ta AUC y 4 pa3u Bullli y Ialli€HTiB
i3 3aXBOPIOBaHHAM IeYiHKHU Kiacy A 3a mkasoi Yaunpma — [1°10. Y naiji€eHTiB i3 3aXBOPIOBaHHSAM
neviHku Kiacy B 3a mkamomo Yattnma - [1'0 C,,, Ta AUC migBuiy0ThCa nIpubnu3uo y 16 ta 11
pasiB BigmoBigHO (AuB. po3min «IIpoTUIOKa3aHHSI»).

HocmimeHHsS B3aEMOLI1 TikapcbKuxX 3ac06iB. ATOpBAaCTaTHH € CyOCTPATOM IEeYiHKOBUX

tTpaHcnopTepiB, OATP1B1- ta OATP1B3-tpancnopTrepiB. MeTabomiTi aTOpBaCTaTUHY €
cybctpatamu OATP1B1. ATopBacTaTHH TaKOX ifeHTU(DIKYETHCI IK CyOCTpaT epIIOKCHOTO
TpaHcmopTepa 6ifika pe3uCTEHTHOCTI paky MosiouHoi 3ano3u (BCRP), skuit Moxe
o0MeXKyBaTH KMIIKOBY a0copO11ito i ;KOBUHMM KITipEHC aTOPBaCTaTHHY.

Tao6muus 1

BrnvB ogHOYACHO 3aCTOCOBYBAHUX ITpenapaTiB Ha (papMaKOKiHETUKY aTOPBACTaTUHY

OpHOYaCcHO 3aCTOCOBYBaHi ATOpBaCTaTHH

[IpellapaTy Ta PexKUM 103yBaHHA Mosa (1) CriBBigHOmEHHsS |CHiBBIIHOLIEHHS
AUC* Cra

*ITuknocnopuH 5,2 Mr/kr/mody, 10 mr 1 pa3 Ha mo0y 8 69 10 66
cTabiybHa mo3a BIPOOOBX 28 mHIB ! !
*Tunpanasip 500 Mr 2 pa3u Ha KoGy/
putonaBip 200 Mr 2 pa3u Ha go0y, |10 Mr ogHOpa3oBo 9,36 8,58
7 OHIB
*T'nexkanpesip 400 mMr 1 pa3 Ha go06y/
miopenTacBip 120 mr 1 pa3 Ha fo0y, ig 1\:1)1" (}13131?37 H?{gOGY 8,28 22,00
7 OHIB oA A
# . .

TenappeBlp 750 Mr KoXHi 8 rogus, 20 MT OJHOPa30B0 7.88 10,60
10 gHiB
**Caksinasip 400 Mr 2 pa3u Ha g00y/
puToHaBip 400 Mr 2 pa3u Ha o0y, ;lg 1\(/;1" ;BI;I?Z H?{QOGY 3,93 4,31
15 pgHiB oz A
*En6acsip 50 mMr 1 pa3 Ha mo0y/
rpa3onpesip 200 mr 1 pa3 Ha 1oy, |10 Mr ogHOpa30BoO 1,94 4,34
13 gHiB
# .

CHM?HpeBlp 150 wr 1 pas na nofy, 40 MT OIHOPAa30BO 2,12 1,70
10 gHiB
*Knaputpominus 500 mr 2 pasu Ha |80 Mr 1 pa3 Ha oGy 4 54 5 38
mo0Oy, 9 mHiB BIIPOMIOBXK 8 MHIB ’ ’
# .

Hapyuagip 300 Mr 2 pa3u Ha H00y/
putonasip 100 mMr 2 pa3u Ha m00y, 11,3 ngr (}BI;I?Z H?{§306y 3,45 2,25
O nHiB POz A
#
411};[11){?K0Ha30H 200 mr 1 pa3 Ha goly, 40 MT 0THODA30BO 3,32 1,20
HeTepMOBlp 480 mr 1 pa3 Ha o6y, 20 M 0JHOPA30BO 3,29 )17
10 muiB
*®ocammpenasip 700 Mr 2 pasu Ha
mo6y/putoHnasip 100 Mr 2 pa3u Ha ;3 I\(II);SBI});?Z H?{g%y 2,53 2,84
no0Oy, 14 gHiB p A
*®ocamnpenasip 1400 mr 2 pasu Ha [10 Mr 1 pa3 Ha g06y 7 30 1 04
moOy, 14 gHiB BIIPOMIOBXK 4 MHIB ’ ’




*Henginasip 1250 Mr 2 pa3u Ha 10 mr 1 pa3 Ha moby 174 ) 29
moOy, 14 mHiB BIIPOMIOBXK 28 MHIB ’ ’
# o o .

['peiindpyToBui cik, 240 M 1 pas 40 wr 1 pas Ha mo6y  [1,37 1,16
Ha Jo0y*
,[[I/IJ'ITI.aSGM 240 mr 1 pa3 Ha 1006y, 40 mr 1 pas sa moby |1,51 1.00
28 nHiB
];:I;I;I{"li"II;)OMlLII/IH 500 mr 4 pa3u Ha moby, 10 wr 1 pas a 06y [1,33 1.38
Amnopumnin 10 Mr, pa3oBa f03a 80 mr 1 pa3 Ha moOy |1,18 0,91
Lumetupun 300 mr 4 pa3u Ha goOy, |10 mr 1 pa3s Ha moby 100 0 89
2 TUXHI BIIPOJIOBXK 2 THXKHIB ’ !
Komnectunon 10 r 2 pa3u Ha 0o0y, 24 |40 mr 1 pa3 Ha moby ok
CYOKHI A o—— He 3acTocoByeTnes|0,74
Maanokc TC® 30 mn 4 pa3u Ha 06y, |10 Mr 1 pa3 Ha noGy 0.66 0.67
17 nHiB BIIPOZOBXK 15 gHIB ’ ’
Edagipens 600 mr 1 pa3 Ha #o0y, 10 Mr BIpomoBxK 3 059 101
14 gHiB HiB ’ ’
“Pudammin 600 mMr 1 pa3s Ha o0y,

7 OHIB (IpU OGHOYACHOMY 40 mr 1 pa3 Ha mob6y 1,12 2,90
3acToCyBaHHi) "
# .

PI/I(l.)aMI'HH 600 mr 1 pa3 HaT no0y, 40 Mr 1 pas ma 106y 0,20 0,60
5 mHiB (OKpEMUMHM N03aMu)
# .

l"eM(b16po.31/m 600 mMr 2 pa3u Ha 40 wr 1 pas Ha 106y |1,35 1,00
no0Oy, 7 [HIiB
# .
ﬂi?BHO(blﬁpaT 160 mr 1 pas Ha moby, 7 40 mr 1 pas ma noBy [1,03 1,02
# .

7B:;(;npe31p 800 mr 3 pa3u Ha 1006y, 40 mr 1 pas ma 1oy [2,32 ) 66
['nexkanpesip 400 mr 1 pa3 Ha m00y/
ni6penTtacsip 120 mr 1 pas Ha o0y, ig 1\:1)1" (131}31?37 H?{gOGY 8.3 -
7OHIB *¥*¥ pon A
*En6acsip 50 mMr 1 pa3 Ha mo0y/
rpasompesin 200 mr 1 pa3 Ha moOy, |10 mMr 2 pasu Ha moOy|l.95 -

13 gHiB

& CriBBiIHOIIIEHHS 3a METOMAMM JTiKyBaHHS (OQHOYACHE 3aCTOCYBaHHS JIiIKAapChKOT0 3aco0y 3
aTOPBaACTaTUHOM ITOPIBHSHO i3 3aCTOCYBaHHSIM aTOPBACTAaTHHY OKPEMO).

* Tns OTpYMaHH4 iHpopMallil Ipo KIiHIiYHY 3HAYYIIiCTh AUB. PO3Ainu «B3aeMopmis 3 iHIMMMU

JiKapChKUMH 3acobaMu Ta iHIIi BUAM B3aeMOfi» Ta «OCOOMMBOCTI 3aCTOCYBaHHS».

*  TloBimommsimocs npo Ginbiri migsuierHss AUC (cmiBBigHomenHss AUC mo 2,5) Ta/a6o C,,,
(cmiBBigHOmEHHS C,,,, 10 1,71) mpu HagMipHOMY CIIOKMBaHHI rpedndpyToBoro coky (750 mi - 1,2
niTpa Ha moby abo Ginblie).

** CHiBBigHOIIEHHS, 1[0 I'PYHTYETHCS Ha OOUHUYHINA BUOIpII, B35Tiil uepe3 8-16 roguH micnis
3aCTOCYBaHHS [03M.

***OpHouYacHe NTiKyBaHHS IIpellapaTaMy reKalpeBip/mi6peHTacBip IPOTUIIOKa3aHe (OUB. PO3MIiT
«ITpoTUIOKa3aHHS»).

" Yepes MexaHi3M MOABIAHOI B3aeMoii pudaMIIiHy peKOMEHIYEThCS ONHOYACHE 3aCTOCYBAHHS



aTOpBAaCTATHUHY 3 pudaMITiHOM, OCKiNbKK 0YyJI0 ITOKa3aHo, 1110 BiMCTPOYEHU IIPUNOM aTOPBACTaTUHY
iCIIsT 3aCTOCYBaHHS PUGaMITiHy OB’ I3aHUM 3i 3HAUYHUM 3HUKEHHSIM KOHIIEHTpallil aTOpBaCTaTUHY Y
IIJIa3Mi KPOBI.

' Iosa komOGiHamii IpenapariB CakBiHaBip PUTOHABIP Y LIbOMY HOCIIIIKEHH] HE € KITiHiYHO

3aCTOCOBYBaHOI0 003010. [TifBUIIeHHS €KCIIO3UIIil aTOPBaCTaTUHY IIPU 3aCTOCYBAHHI y KITIHIYHUX
yMoBax, iMoBipHO, 6yie BUIIUM, HiX Te, III0 CIIOCTepiranocs y IboMy mociigxkeHnHi. Tomy
3aCTOCOBYBATH ITpernapar ciiif 3 00epeKHICTIO Ta y HaWHUKYil HeoOXifHii J03i.

Tabmnuig 2

BrinuB aTopBacTaTHHY Ha ¢GapMaKOKiHETUKY OJJHOYACHO 3aCTOCOBYBAHUX JIiKapChKUX 3aco0iB

ATOpBacTaTUH OpgHOYaCHO 3aCTOCOBYBAHMM JiKapChKUM 3acCi0 Ta peKUM N03yBaHHS
Mpemapat/no3a (Mr) %%?IHHOMGHHH gHIBBlﬂHOLHeHHH

80 mr 1 pa3 Ha

noOy BrpomoBxk 15 |ArTumipuH 600 M OmHOPA30BO 1,03 0,89

THiB

80 mr 1 pa3 Ha

oGy Bupomosxk 10 [*Ourokcun 0,25 mr 1 pas Ha o6y, 20 guis |1,15 1,20

TTHiB

[TepopanbHi KOHTpallenTuBu 1 pa3 Ha

40 mr 1 pa3 Ha 106y, 2 MicsIi:

mo0y BIIPOIOBXK 22 1,28 1,23
) - HOPETUCTEPOH 1 MT;
THiB . . 1,19 1,30
- eTUHINeCTpamion 35 MKT
10 Mr 1 pa3 Ha Tunpanasip 500 mr 2 pa3u Ha go0y/
. . 1,08 0,96
no0y putonasip 200 Mr 2 pa3u Ha o0y, 7 OHIB
10 mr 1 pa3 Ha :
106y BIpORORX CDocaMHpeHaBlp 1400 mr 2 pa3u Ha [006y, 0,73 0,82
) 14 nuis
4 mHiB
10 mr 1 pa3 Ha :
106y BIDOIOBIK ®ocamnpenasip 700 mr 2 pa3u Ha go0y/ 0,99 0,04

putoHasip 100 mMr 2 pa3u Ha o0y, 14 gHiB

4 nHiB

# [ns oTpuMaHHS iH(popMallil PO KIiHiYHYy 3HaYyLIiCTh AUB. PO3[in «B3aemofis 3 iHIIUMU
nmiKapchbKUMU 3aco0aMu Ta iHII BUIY B3a€MOMIN».

KniniyHi XxapaKTepHCTHKH.
Iloka3zaHHsA.
3anobizaHHA cepueso-CyOUHHUM 3aX80PHOBAHHAM Y 00POCAUX

IInst mopocnux marieHTiB 6e3 KIIHIYHO BUpaXKeHol ineMiuyHoi XBopoOu ceplis, ane 3 OeKiTbKkoMa
(daxTopaMu pHU3UKYy PO3BUTKY illIeMidyHOI XBOPOOU CepIis, TAKUMHU SIK BiK, TIOTIOHOTAJIIHHS,
apTepianbHa rimepTeH3is, HU3bKUM PiBeHb JinonpoTeiniB Bucokoi urinbHoCcTi (JITIBII) a6o HasBHICTH
PaHHBOI ineMiyHOi XBOpoOU cepIlsl y CiMeltHOMYy aHaMHe3i, Tpenapar oKa3aHuu Asis:



- 3MeHILIeHHS pU3UKy BUHUKHEHHS iH(apKTy MioKappa;
- 3MEHIIEeHHST PU3UKY BUHUKHEHHS iHCYIIBTY;
- 3MEHIIEeHHST PU3UKY IIPOBEIeHHS IIPOIEeOyP PeBaCKyIsIpHu3allii Ta CTeHOKap{iii.

[I71s mopoCnux MallieHTiB, XBOPUX Ha yKpoBu# miabert II Tumy ta 6e3 KIiHIiYHO BUpaXKeHOI imeMidyHol
XBOpOOU ceplis, aje 3 KiTbKoMa (paKTOpaMu PU3UKY PO3BUTKY illleMiyHOI XBOPOOHU CepIsi, TAKUMHU SIK
peTuHomnaTis, ans0yMiHypis, TIoTIOHONANiHHA ab0 apTepianbHa rinepTeHsis, mpenapar noka3aHun
OIS

- 3MEHIIEHHSI PU3UKY BUHUKHEHHS iHQapKTy MioKapaa;

- 3MEHILIEHHS PU3UKY BUHUKHEHHS IHCYJIbTY.

Ilnst marieHTiB i3 KiHIYHO BUPaXKEHOI0 iMeMiuHo0 XBOPOOOI0 Ceplis Mpemapar MoKa3aHuy Ojis:
- 3MEeHIIeHHSI PU3UKY BUHUKHEHHS HeJleTaJbHOro iHpapKTy MioOKapaa;

- 3MEHIIeHHS] PU3UKY BUHUKHEHHS JIeTAJIbHOT'0 Ta HeJIeTaJIbHOI0 1HCYIBbTY;

- 3MEeHIIEHHSI PU3UKY IIPOBEAEHHS IPOLIEeAYP PeBacKyasapu3aliii;

- 3MEeHIIeHHSI PU3UKY IOCIIiTani3amil y 3B’3Ky i3 3aCTiltHOIO CEePILIEeBOI0 HeIOCTaTHICTIO;

- 3MEHIIEeHHS pPU3UKY BUHUKHEHHS CTeHOKapmil.

I'inepainidemis

Y dopocaux nauienmie

- 4K mOTIOBHEHHS [0 [i€TH, 100 3MEHIIUTH MigBUIIEHNY PiBeHb 3arajlbHOT0 X0IECTEPUHY,
xonectepuny JIITHIL], anomninonpoTeiny B Ta Tpurninepumis, a TaKoX AJIS MiABUINEHHS PiBHSA
XO0JIeCTePUHY JinonpoTeiniB Bucokoi uinbHoCcTi (XC-JITIBII) y matfieHTiB i3 nepBUHHOIO

rinepxosecTepuHeMi€el0 (TeTepO3Uro0THOI CIMEHMHOI0 Ta HECIMEMHO0) Ta 3MIIIaHOI0 AUCIINigeMiet0
(Tunwu Ila Ta IIb 3a knacudikauieo OpenpikcoHa).

- ¢IK DOTIOBHEHH [0 OIETU OJ1s JIIKYBAHHA MALI€HTIB i3 MIIBUIEHUM PiBHEM TPUTJIILEPULIIB Y
cupoBartiii KpoBi (tumn IV 3a kKnacudikailiero dpeapikcoHa).

- Ins nikyBaHHS MallieHTIiB i3 nepBuHHOW aucOeTaninonporeinemieto (tum III 3a knmacudikariieio
®penpikcoHa) y BUIafKaXx, KOJIM JOTPUMaHHS Ji€TH € HENOCTaTHHO €(EeKTUBHUM.

- [l1s1 3MeHIIeHHS 3arajabHOro xojaectepury Ta XC-JIITHII y nauieHTiB i3 TOMO3UTOTHOO
CIMENHOIO TillepXoIeCTePUHEMIEI0 SIK JOTIOBHEHHS [0 IHIIUX TiNOJiNigeMiYHUX METOLIB JIiIKyBaHHS
(nampukian, adepes JITTHII) abo SKIIO TaKi METOOM TiKyBaHHS HEIOCTYIIHI.

Y oimeti

- fIX mONOBHEHHS [0 AlETU AJI 3MEHILIEeHHS PiBHS 3arajabHOro xonecrepuny, XC-JIITHII ta
anojinonpoTeiny B y mite# BikoM Big 10 mo 17 pokiB i3 reTepo3UTr0OTHOIO CiMEWHOI0
rimepxoiecTepuHEMI€I0, SKIIO MMIiCA BiATIOBIAHOIL Ji€eToTeparil pe3yIbTaTH aHali3iB TakKi:



a) xonecrepud JIMTHII sanumaerses 3190 Mr/ma (4,91 MMoub/i1) abo
6) xonectepun JITTHII 3160 mr/on (4,14 MMoOb/n) Ta:
y ciMeliHOMY aHaMHe3i HasgBHi paHHi cepleBo-CyIUHHI 3aXBOPIOBaHHS a0

nBa abo Oinbiie iHIMX (HaKTOPiB PU3UKY PO3BUTKY CEPLIEBO-CYIUHHUX 3aXBOPIOBaHb
HasBHI y IalliEHTiB QUTAYOIO BIKY.

IIpomunoka3aHHA.

AKTVBHe 3aXBOPIOBaHHS MEYiHKHU, IKe MOXKe BKJII04YaTH CTilKe MigBUIEeHHS PiBHSA
IeuYiHKOBUX TPaHCaMiHa3 HeBigoMol eTiosorii.

['inepuyyTnuBicTh [0 OyAb-9KOI'0 3 KOMIIOHEHTIB I[bOT0 JIIKAPCHKOTO 3ac00y.
[Tepiox BariTHOCTI.
[Tepion romyBaHHS TPYLLIO.

OpHoyYacHe JIiKyBaHHS IPOTUBIPYCHUMMU IIpellapaTaMy IJieKanpeBip/miOpeHTacBip npotu renatuty C.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

Pu3uk po3BUTKY MiomaTil B Ipolieci TiKyBaHHS CTaTMHAMMU IIiIBUIYETHCS V Pa3i 0MHOYAaCHOTO
3aCTOCYBaHHS NoxigHUX ¢GibpoeBoi KUCI0TH, HimigoMonudikyoyux 103 HialMHy, IIUKIOCIOPUHY abo
notyxHux iHriditopis CYP 3A4 (Hanpukiaj, KJapuTpoMinuny, inribiTopis npoteasu BIJI i Bipycy
rernatuty C Ta iTpakoHa3ony) (muB. po3ninu «®apmakonoriyni BmacTuBocTi» Ta «OcoOMMBOCTI
3aCTOCYBaHHS»).

ITomyoicHi iH2ibimopu CYP 3A4 . AtopBactaTil MeTaboi3yeTscs nuToxpoMom P450 3A4 (CYP3A4)
i € cyOcTpaToM MeviHKOBUX TPAHCIIOPTEPiB, OPraHiYHOr0 aHiOH-TPAHCIIOPTYIOYOTO
noninentuny 1B1 (OATP1B1) ta 1B3 (OATP1B3). Metaboniti aTopBaCTaTHHY € Cy6CTpaTaMu
OATP1B1. ATopBacTaTUH TaKOXK imeHTUGIKYETHCS IK cyOcTpaT Oifika pe3uCTEHTHOCTI 0 JTiKapChKUX
3aco6iB 1 (MDR1) Ta 6inka pe3uCTEHTHOCTI 10 paKy MojioyHoi 3an03u (BCRP), skuit Moxe
o0MexXKyBaTH KUIIKOBE BCMOKTYBaHHS Ta KOBUHUH KJIipEHC aTOPBaCTaTUHY (OUB. PO3MiN
«PapMaKoJIOTiYHi BIaCTUBOCTI»).

OnHovacHe 3aCTOCYBaHHS aTOpBAacTaTUHY 3 MOTyxkHUMHU iHTi6iTopamu CYP 3A4 MoxXe NMpU3BECTU [0
IiABUINEHHS KOHI[EHTPAIlil aTOpBaCTaTUHY B IJIa3Mi KPoBi (quB. TabuIlio 3 Ta meTanbHy iHdopMalriio,
HaBefeHy HUXK4e). CTyIiHb B3a€MOZil Ta IificuIeHHd [il 3a1ekaTh Bifi MOXKJIMBOCTI BIIJIUBY Ha

CYP 3A4. Cnip no MOXKIUBOCTI YHUKATH OGHOYACHOT0 3aCTOCYBAHHA IIpenapary 3 NOTYXKHUMU
inribitopamu CYP3A4 (Hampukiaf, i3 HUKIOCIIOPUHOM, TETITPOMIIIMHOM, KIIaPUTPOMILIMHOM,
nesaBipAuHOM, CTUPUIIEHTOJIOM, KETOKOHA30JI0M, BOPMKOHA30JI0M, iTPaKOHa30JI0M, I0CAaKOHA30JI0M,
OesSKMMU IPOTUBIPYCHUMHU IIpenapaTaMu Ais nikyBaHHs remnatuty C (BI'C) (Hampukmap,
enbacBipy/rpa3omnpeBipy) Ta inribitopamu npoTeas BIJI, y ToMy 4ucsi puTOHaBipoM, JTOMIiHABipoM,
aTasaHaBipoM, iHAMHABIPOM, JapyHaBipoM). AKI0 HEMOXK/IMBO YHUKHYTU OOJHOYACHOTO 3aCTOCYBaHHS
IIUX IIperapariB 3 aTOPBaCTaTUHOM, CJIifi PO3T/ISHYTH MOXKJIMBICTh 3aCTOCYBaHHS MEHIIOI T09aTKOBO1



Ta MaKCUMaJIbHOI 103 aTOpBaCcTaTHHY. TaK0XK PEKOMEHAYETHCS ITPOBOOUTH HAJIEXKHUHU KITiHIYHUN
MOHITOPHHT CTaHy malieHTa (IuB. TaOMUIO 3).

[TomipHi inri6iTopu CYP3A4 (Hanpukiiaf, epUTPOMIIMH, AWITia3eM, BepanaMin Ta GIyKoHa30)
MOKYTh IIiIBUIIYBaTH KOHIIEHTPALIil0 aTOPBACTAaTUHY B Ija3Mi KpoBi (muB. Tabnuiio 1). OgHoyacHe
3aCTOCYBaHHSI EPUTPOMILIMHY Ta CTAaTUHIB CYIPOBOAXKYETHCA MiIBUIIEHHIM PU3UKY PO3BUTKY
Mmiomartii. [JocnimKeHb B3aEMOIii TikapCchKuX 3aco0iB [ OLIHKY BIIJIUBY aMioflapoHy a0 Bepamnaminy
Ha aTopBacTaTUH He IIpoBoguIu. Bigjomo, 1110 aMiogapoH Ta BepanaMisl IPUrHiuyI0Th aKTUBHICTh
CYP3A4, ToMy ogHOYaCHe 3aCTOCYBaHHA LIUX IIperapaTiB 3 aTOPBaCTaTUHOM MOXKe IIPU3BECTU 0
30inTbIIIEHHST €KCITO3UIlil aTOPBACTATHUHY. TaKUM YHHOM, IIPU OOJHOYACHOMY 3aCTOCYBaHHI
aToOpBaCTaTUHY Ta UXX MOMipHUX iHribiTopiB CYP3A4 crnif po3T/SHYTH MOXKJIMBICTh MPU3HAYEHHS
MEHIIINX MaKCHMaJIbHUX [[03 aTOPBAaCTaTUHY Ta IIPOBEEHHS KIIiHiYHOT0 MOHITOPUHTY CTaHy
naiieHTa. TakKOX KJTiHIYHHY MOHITOPUHT CTaHy MallieHTa peKOMEHO0BAHO MPOBOAUTH IIiC/S MOYATKy
JiKyBaHHS iHTiOiTOpOM abo micisg KOpeKIlil #10ro [03H.

I'petingppymosutl cik

Mictuth oguH abo Oinblile KOMIIOHEHTIB, 1110 iHri6yi0Th CYP 3A4 Ta MOXKYTh IiIBUIIyBaTH
KOHIIEHTPAIlil0 aTOPBAaCTaTHUHY B IJIa3Mi KPOBi, 0COOIMBO IIpX HafIMipHOMY CIIOKMBaHHI
rpeundpyToBoro coky (6ineiie 1,2 miTpa Ha mo6y).

KaapumpomiyuH

3nayenHs AUC aTopBaCTaTMHY 3HAYHO IIiABUINYBAJIOCH IPY OAHOYACHOMY 3aCTOCYBaHHI
aTtopBacTaTHHY B 03i 80 Mr Ta kiaputpoMinuHy (500 Mr 2 pa3u Ha fo0y) MOPiBHSHO i3
3aCTOCYBaHHSIM TilbKM aTopBacTaTUHY. OTXKe, MallieHTaM, SKi 3aCTOCOBYIOTh KJTaPUTPOMIIIKH, CITif 3
00epexkHiCTI0O 3aCTOCOBYBATH aTOPBACTATHH Y Ho3i Buie 20 Mr (qus. po3minu «Oco6auBOCTI
3acTocyBaHHS» Ta «Crocib 3aCTOCyBaHHS Ta I03U»).

KombiHauis iHeibimopie npomeas

3uaueHHs AUC aTopBaCTaTUHY 3HAYHO ITigBUIIYBAJIOCh IPU OOHOYACHOMY 3aCTOCYBaHHI
aTopBaCTaTUHY 3 AeKinbkoMa KoMOiHarisiMu inribiTopiB mpoTeasu (ouB. po3min «dapmakonoriuxi
BJIACTUBOCTI»). ITarienTam, sIKi mpuiiMaioTh TUIIPaHaBip PUTOHABIp a0o riekanpesip mibpeHTacBip,
CJIil yHUKATU OJHOYACHOI'0 3aCTOCYBaHHSA aTopBacTaTuHy. [lallieHTaM, sIKi IPUUMarOTh JIOMiHABIP
puToHaBip abo cUMeNpeRBip, Ipenapar CJIifl 3aCTOCOBYBaTH Y HAWHUKYiN HeoOXimHil mo3i. s
NallieHTiB, SIKi IPUKMalOTh CaKBiHaBip pUTOHABIP, JapyHaBip puTOHAaBip, hocaMipeHasip,
dbocamnpeHaBip puToHaBip abo endacBip rpa3omnpesip, [03a MpenapaTy He MOBUHHA IE€PEeBUIIYBATH
20 mr. [Tpu 3acTocyBaHHI NalieHTaM, sKi IpUiMaTh HeldiHaBip, 4o3a IpelapaTy He IOBUHHA
nepesulllyBaTy 40 Mr, a TaKOX PEKOMEHAYETHCS IPOBENEHHS PETENIHHOTO KITIHIYHOT0 MOHITOPUHTY
naiieHTiB (oquB. po3minu «Oco6auBOCTI 3acToCcyBaHHS» Ta «CI10Ci0 3aCTOCYBaHHS Ta JO3U»).

Impaxkonason

3uaueHHsa AUC aTopBaCTaTUHY 3HAYHO IIiOBUIIYBAJIOCS [IPU OGHOYACHOMY 3aCTOCYyBaHHI
aTopBacTaTUHY y [03i 40 Mr Ta iTpakoHa3omny y go3i 200 mr (guB. po3ain «PapmMakonIoriyHi
BJIACTUBOCTI»). OTXKe, MallieHTaM, SIKi 3aCTOCOBYIOTh iTPaKOHa30JI, CiIifl 0yTH 06epeKHUMHU, SKIIO0
mo3a aTopBacTaTuHy nepesuinye 20 mMr (ous. po3ginu «Oco0IUBOCTI 3acToCcyBaHHS» Ta «CI0cid
3aCTOCYBaHHS Ta AO3W»).

LukaocnopuH

ATopBacTaTuH € CyOCTpaTOM MEYiHKOBUX TPAHCIIOPTEPiB. MeTaboliTh aTopBacTaTUHY € CyOCcTpaTaMu



tTpaHcrnoptepa OATP1B1. Iuriditopu OATP1B1 (Hampukiaf, UKIOCIIOPUH) MOXKYTh ITiIBUIITYBATH
6iomocTymHicTh aTopBacTaTuHy. 3HaYeHHsT AUC aTOpBaCcTaTUHY 3HAYHO ITiIBUIYBAJIOCS MIPU
OOHOYACHOMY 3aCTOCYBaHHi aTOpBacTaTHHY B 1031 10 MTI Ta IMKJIOCIOPUHY B 003i 5,2 MI/Kr/0o0y
IIOPiBHSHO i3 3aCTOCYBaHHSIM TiJIbKM aTOPBaCTaTUHY (OUB. Po3ain «®apMaKOIOTidyHI BTaCTUBOCTI»).
Crip yHUKaATHA OGHOYACHOTO 3aCTOCYBaHHS npemnapaty JIiMiCTUH Ta IUKIOCIOPUHY (AUB. PO3MiN
«Oco0IMBOCTI 3aCTOCYBaHHS»).

Jlemepmosip. OqHOYACHE 3aCTOCYBaHHS aTOpBacTaTHUHY B 1031 20 MI' Ta JIETEPMOBIPY B 031
480 Mr Ha mo0y MPU3BOAUIIO [0 MigBUIIEHHS PiBHSA BIUIMBY aTOPBACTAaTUHY (CIiBBiIHOIIEHHS
AUC:3,29) (guB. po3min «®apMakKOKiHETHKA»).

JletepMmoBip € inribiTopom edmiokcHuX TpaHcnoptepis P-gp, BCRP, MRP2, OAT2 Ta nme4iHKoBOIo
TpaHcnopTepa OATP1B1/1B3, TakuM 4XHOM BiH IiBUIIY€E PiBEHb BIJIUBY aTOpBacTaTUHY. [l03a
IpernapaTy He MOBUHHA nepepuilyBaté 20 Mr Ha no0y (muB. po3min «Crocib 3acToCyBaHHS Ta JO3U»).

Crymninb onocepenkoBaHux nikapchkux B3aemopiii CYP3A ta OATP1B1/1B3 Ha cynyTHI npenapaTu
Moxke OyTH pi3HOIO IIPU OOHOYACHOMY 3aCTOCYBaHHI JIeTEPMOBIPY 3 IIMKJIOCIIOPHHOM. 3aCTOCYBaHHS
npenapaTy He peKOMEHIYEThCA MallieHTaM, gKi IPpUUMaTh JIETePMOBIP OMHOYACHO 3
LIAKJIOCTIOPUHOM.

I'nexanpesip i nibpenmaceip, eabaceip ma 2pa3onpeaip. CynyTHE 3aCTOCYBaHHS
riekKanpeBipy Ta nibpeHTaBipy abo enbacBipy Ta rpa3onpeBipy MoxKe IIPU3BECTHU IO
IiABUIEHHS KOHLEHTpPAallil aTOPBaCTaTUHY y IJIa3Mi KPOBi Ta MigBUILIEHOT0 PU3UKY MiomarTil.

[Tpu ogHOYACHOMY 3aCTOCYBaHHi IJieKanpesipy i mibpeHTaBipy 3 aTOpBacTaTUHOM IIJTa3MOBa
KOHIIEHTpAllid aTopBaCTaTUHY MigBUILYETHCA OO0 8,3 pa3a yacTkoBo dyepe3 BCRP, OATP1B1/1B3 ta
CYP3A inribyBaHHs, TOMy HE PEKOMEHOYEThCS ONHOYACHE 3aCTOCYBAHHS aTOPBACTaTUHY IallieHTaM,
SIKi CyIyTHRO IPUIMAIOThH JTiKapChKi 3acobu, 110 MIiCTSTh I'IeKalpeBip Ta mi6peHTacBip.

[Tpu omHOYAaCHOMY 3aCTOCYBaHHi e10acBipy Ta Ipa3ompeBipy 3 aTOPBACTATUHOM IIJTa3MOBa
KOHIIeHTpallisl aTOpBaCTaTUHY MigBUIIYEThCA A0 1,9 pa3a yacTkoBO yepe3 BCRP, OATP1B1/1B3 ta
CYP3A inribyBaHHs, TOMY [I03a ITperapaTy He MOBHHHA IepeBulnyBatu 20 Mr Ha go0y npu
3aCTOCYBaHHI MalfieHTaMm, siKi CymyTHBO IPUMMaIOTh JIiKapchKi 3acobu, 110 MiCTSATH enbacsip Ta
rpa3onpesip (auB. po3ninu «dapmakokiHeTuKa», «Oco0IMBOCTI 3acToCyBaHHS» Ta «C1ociod
3aCTOCYBaHHS Ta JO3W»).

MepuuHi peKOMeHallil I[0fI0 3aCTOCYBaHHS JTiKapChKUX 3ac00iB, 110 B3aEMOIIIOTh, ITiICYMOBAHO Y
tabnuii 3 (AuB. TaKoXK po3ninu «®PapMakonIoriyHi BIacTUBOCTi», «Cocib 3aCTOCyBaHHS Ta J03W» Ta
«OCc06IUBOCTi 3aCTOCYBAHHS»).

Tab6muig 3

B3aeMopii mikapcbkux 3aco0iB, IOB’s13aHi 3 MiBUIIIEHUM PU3UKOM MiomaTii/pabmoMionisy

MenuyHi peKOMeHOalil

[IpenapaTy, 1110 B3AEMOMOIIOTH
betap = a [IJ0OJI0 3aCTOCYBaHHSA

LIuKI0CTIOpUH, TUNIPaHaBip PUTOHABID, IJIeKanpesip

. . . . YHUKaATH 3aCTOCYBaHHSA
miOpeHTacCBip, 1eTEPMOBIP IPU OAHOYaCHOMY 3aCTOCYBaHHI 3

QTOPBACTATUHY
[[MKJIOCTIOPUHOM
KnapuTpoMminuH, iTpakOHa30J1, CakKBiHaBip pUTOHABIP¥, He nepesuiysatu fo3y 20 mMr
mapyHaBip pUTOHAaBIP, pocaMmIpeHasBip, pocaMpeHasip ATOpBacTaTHHY Ha J00y

pUTOHABIpP, e16acBip rpa3omnpeBip, TeTEPMOBIp




Hendinasip He nepesuiysatu fo3y 40 mMr
ATOpBacTaTHHY Ha 00y

JTominaBip puTOHABIP, CHMEIpeBip, moxigHi Gi6pHuHOBOI 3acTocoByBaTH 3 00€PEKHICTIO TA Y

KHCJIOTH, €PUTPOMIIIMH, a30JIbHI IPOTUrPUOKOBi 3ac00H, HalMeHIIi HeoOXinHii no3i

minigoMopuGiKyo0Ui J03U HialluHY, KONXiIWMH

*3acTOCOBYBaTH y HalMeHIIi! HeoOXigHiN Ho3i.

T'em@ibpo3us

Y 3B’s13KY 3 MigBUIIIEHUM PU3UKOM MiomaTii/pabmoMioni3y Ipu ogHOYaCHOMY 3aCTOCYBaHHi iHTiGiTOpiB
'MT-KoA-penykTa3u 3 reM¢piOpo3uIoM Cllif YHUKATH CYMiCHOT'O 3aCTOCYBaHHS mpemnaparty JlimicTuH
3 reM(ibpo3usiom (guB. po3min «OcoOIMBOCTI 3aCTOCYBaHHST»).

THwi ¢pibpamu

OcCkinbKH BiloMO, 1[0 pU3UK PO3BUTKY MiomaTii B mpotieci nmikyBaHHS inribiTopamu I'MI'-KoA-
PenayKTa3u IiiBUIIYETHCS IIPU OOHOYACHOMY 3aCTOCYyBaHHi iHmux (ibpartis, JlimicTuH cif 3
06epexkHICTI0 3aCTOCOBYBATH IIPH CyMiCHOMY 3aCTOCYBaHHi 3 iHImuMMHU (pibpaTamMu (IUB. pO3Min
«Oc0bIMBOCTi 3aCTOCYBAHHS»).

Hiayun

Pu3uK BUHUKHEHHS MO0IYHUX IBUI 3 00Ky CKeJlIeTHHUX M’s13iB MOXKe 30ilbIyBaTUCS MIPU
3aCTOCyBaHHI ITperapaTy B KoMOiHallil 3 HiallMHOM, TOMY 3a TaKUX YMOB CJIiJl PO3T/ISHYTU MOXKJIUBICTD
3HUKEHHS 03U Inpenapary JliMicTul (guB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

Pugamnin abo iHwi iHOykmopu yumoxpomy P450 3A4

OpHOoYacCHe 3aCTOCYBaHHS Ipemnapary 3 iHgykTopamu uutoxpoMmy P450 3A4 (Hanpukiap, edaBipeHs,
pudaMITiH) MoxKe MPU3BOJUTHU [0 HECTIMKOr0 3MEHIIIEHHS KOHIIEHTPAIlii aTOpBaCcTaTUHY B IIJIa3Mi
KpoBi. Yepe3 MexaHi3M MOABIMHOI B3aeMOfil pudaMITiHy peEKOMEHIYETHCS OJHOYACHE
3aCTOCYBaHHS aTOPBACTAaTUHY 3 pudaMITiHOM, OCKiTbKH 0YJ10 II0Ka3aHo, L0 BiiCTpoueHe
3aCTOCYBaHHA IIpemnaparty IIiclis BBefeHHs pudaMIiiHy 0B’ g3aHe 3i 3HaUHUM 3HUXKEHHIM
KOHI[eHTpAallil aTOpBaCTaTHHY B IJa3Mi KPOBI.

Huamiazemy 2idpoxaopud

OpHovyacHuM npuioM atopBacTatuny (40 mr) Ta gunriademy (240 Mr) CynipoBOAXKY€ETHCS
IiABUIIEHHSIM KOHILIEHTPAIlil aTOpBaCTaTHHY B IJ1a3Mi KPOBI.

IHumemuoduH
Y pesynbTaTi IpoBEgeHUX OOCIiAKeEeHb 03HAK B3a€MO[il aTOPBaCTaTUHY Ta IUMETHUOUHY He BUSBJIEHO.
AHnmauudu

OpHoYacHe IepopajibHe 3aCTOCYBaHHS aTOPBAaCTaTUHY Ta CyCIIeH3il aHTallUIHOTO Ipenapary, 110
MiCTUTBh MarHi Ta aJlOMiHil0 TiZPOKCU[I, CYIIPOBOAXKYETHCS 3HUAKEHHSIM KOHIIEeHTpallil



aTopBacTaTHHY B Ija3Mi KpoBi npubnu3Ho Ha 35 %. [Ipu 11poMy rinosinigeMiyHa fig aTopBacTaTUHY
He 3MiHIOBaJach.

Koaecmunoa

KoHIIeHTpallisi aTOpBACTATHHY B IJIa3Mi KpoBi Oyia HUXKY0I0 (CITiBBITHOIIIEHHS KOHIIEHTpaIlii
atopBacTtaTuHy 0,74) mpu omHOYaCHOMY 3aCTOCYBaHHiI aTOPBACTATHUHY Ta KOJIECTUIIONY. [Ipu oMy
rinomnimigemiuyna mist KomGiHalii aTopBacTaTUHY Ta KOJECTUIIONY ITepeBuIlyBaia ehekT, IKu nae
3aCTOCYBaHHS KOXKHOTO0 3 IUX IIpelapaTiB 0KpeMo.

A3umpomiyuH

OpHouacHe 3acTocyBaHHS atopBacTaTuHy (10 Mr 1 pa3 Ha go0Oy) Ta a3utpoMiuuHy (500 Mr 1 pa3 Ha
no0y) He CyIpOBOMXKYBAlIOCSd 3MiHAMKM KOHIIEHTpPAIll aTOpPBAaCTATHHY Y IJIa3Mi KPOBI.

IHeibimopu mpaHcnopmHux 6inkie

[HribGiTOPM TpaHCIOPTHUX OiNKiB (HAMpUKiIaf, IIUKIOCIOPHH, JIETEPMOBIP) 30aTHI
IiABUIYBaTH PiBEHb CUCTEMHOI €KCII03H1lil aTopBacTaTHHY (AuB. Tabmuilio 1). Briius
IIPUTHIYEHHS HaKOMMYyBaJIbHUX TPAHCIOPTHUX OiNKiB Ha KOHIIEHTpPAllil0 aTOPBACTaTUHY B
KJIITUHAX IeYiHKY HeBINOMUU. fAKINO YHUKHYTH OOHOYACHOTO IPU3HAUYEHHS 1IUX [IpernapaTis
HEMOXKJIMBO, PEKOMEHI0BaHe 3HUKEHHS 03U Ta IIPOBENEHHS K/IIHIYHOT0 MOHITOPUHTY
e(eKTHBHOCTI aTopBacTaTUHy (OuB. Tabnuino 1).

Ezemumib

3acTocyBaHHS e3eTUMiOy SIK MOHOTepaIil ToB’I3y10Th i3 PO3BUTKOM SBUII 3 00Ky M’s130BOi
CHCTEMH, Y TOMY 4MCIIi pabmomionidy. TakKuM 4YMHOM, IIPK OMHOYACHOMY 3aCTOCYBaHHi
e3eTuMiOy Ta aTOpBaCTaTUHY PU3UK PO3BUTKY LIUX SBUII 30iIbIIYETHCA. PEKOMEHIOBAHO
IIPOBOOUTY HaJIeXKHUY KITIHIYHUY MOHITOPUHT CTAHy TaKUX Ialli€HTiB.

dy3udosa Kucioma

[Tpu ogHOYACHOMY CUCTEMHOMY 3aCTOCYBaHHI (y3UO0BOL KMCIOTH 31 CTAaTUHAMU MOXe
TiABUINYBATUCS PU3UK PO3BUTKY MiomaTii, B ToMy 4ucyi pabmomioni3y. MexaHi3M I1i€l B3aemopil (uu €
BOHA (hapMaKOOMHAMIYHOI0 a00 papMaKOKiHETUYHOIO, Y1 000X BU[IiB OOQHOYACHO) Ha ChOT'OJIHI
HeBimomui. [ToBimoMISANIOCS PO BUMIaAKX pabooMiosi3y (y TOMy YHUCIIi 3 IeTaJIbHUM HaCJiAKOM) y
Tali€eHTIB, SKi oTpUMyBanu KoMOiHallio I[UX ITpenaparis.

AKI10 HeoOXigHe CHCTeMHe 3aCTOCYBaHHS (y3UM0BOI KUCIIOTH, CITil IPUIUHUTH
3aCTOCYBaHHS aTOPBACTAaTHHY Ha BECh IEPiofl 3aCTOCYBaHHS (Dy3UIOBOI KUCIIOTH (IUB.
po3min «OcoB6IUBOCTI 3aCTOCYBaHHS»).

HuzokcuH

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 6araTopa3oBUX /103 aTOPBACTATUHY Ta AUTOKCUHY PiBHOBaXKHi
KOHIIeHTPallil AUTOKCUHY B IJIa3Mi KPOBi IifABUIIYIOTHCSA (OUB. po3min «®apMakoKiHeTHKa»). Crif
HaJIe’KHUM YMHOM KOHTPOJIIOBATU CTaH MALi€HTIB, IKi 3aCTOCOBYIOTh JUTOKCHH.

IlepopaavHi KOHMpauenmuau

Y pasi ogHOYaCHOI0 3aCTOCYBAHHS aTOPBACTATHHY 3 ITepOopaJbHUMU KOHTPALeITHBAMHU



crioctepiranocs nigsuiieHHsa AUC a1 HOPETUCTEPOHY Ta eTUHIIeCTpagiony (IUB. PO3Min
«®apMaKoJIOTiYHi BIaCTUBOCTI»), 1110 CJIifi BpaXOBYBaTU IIpU BUOOpi MepopasbHOr0 KOHTPALETITUBY
IJ15 KiHOK, SIK1 3aCTOCOBYIOTh aTOpPBaCTaTHH.

BapgapuH

ATopBacTaTVH He YMHUB KJTiHIYHO 3HAUYINO] Ail Ha TPOTPOMOIHOBUY YacC y MAalli€HTIB, SKi IPOXOTUIN
IOBrOTpUBaJe JIiKyBaHHSA Bap)apuHOM.

KoaxiuyuH

[Ipu ogHOYACHOMY 3aCTOCYBaHHI aTOPBaCTaTUHY 3 KOJIXiIIMHOM IIOBIAOMIISANIOCS IIPO BUMIAAKKU
miomartii, B ToMy uncii pabmomionisy, ToMy ciif 3 06epexXHiCTI0O TpU3HaYaTH aTOPBaCTaTHH 3
KOJIXiLIUHOM.

IManmomiuuH. TToBigOMIISITIOCS TTPO BUNIAAKY MiomaTil Ta/abo pabmomiostidy mpu omHOYaCHOMY
3acTocyBaHHi iHTi0iTOpiB 'MI-K0A-enyKTa3u (HampuKial, aTOpBacTaTUHY) 3 Al TOMIIITHOM.
SKI1110 OMHOYACHOT0 3aCTOCYBaHHS HE MOXKHA YHUKHYTH, PEKOMEHYETHCS IIPOBOOUTHU
BiTOBigHUY KITiHIYHUN MOHITOPUHT (quB. po3Min «OcoOGIMBOCTI 3aCTOCYBaHHS»).

THwi nikapcwvki 3acobu

KriHiuHi gocmigKeHHs 0Ka3aly, [0 OOHOYAaCHEe 3aCTOCYBaHHS aTOPBACTATUHY 1 ilTOTeH3UBHUX
IpenapariB Ta KOro 3aCTOCYBaHHS B IIPOIECI eCTPOreH3aMiCHOI Tepallil He CyIIPOBOXKYBaIOCs
KJTIHIYHO 3HAUyIUMU 00iyHUMU edeKTaMu. [JociKeHb B3aEMOIii 3 iHIMMMU ITperapaTamMu He
IIPOBOLUJIN.

Oco06.1ueocmi 3acmocyeaHHs1.
CkxenemHi m’a3u

[cHYIOTB piAKicHI BUnmagku pabgomiostidy 3 TOCTPO0 HUPKOBOK HEJOCTATHICTIO BHACIIAOK
Mmiorno6iHypii mpu 3aCcTOCYBaHHI aTOpBaCTaTUHY Ta iHIIMX JTIKAPCHKUX 3ac00iB LILOTO KjIacy.
HasiBHiCTh B aHaMHe3i MOpyIIeHsb GYHKIIII HUPOK MoxKe 6yTH (GaKTOPOM PUIUKY OIS PO3BUTKY
pabmomioni3y. Taki nauieHT MOoTpeOyI0Th PeTEIbHOTO MOHITOPUHTY IJ151 BUSIBIIEHHS IIOPYILIEHb 3
00Ky CKeJleTHUX M'S13iB.

ATopBacTaTuH, K 1 iHII IpenapaTy IPyNy CTaTHHIB, IHOMOI CIPUYUHSE MiONATIi0, 1110 BU3HAYAETHCS
K 0ib y M’g13ax a00 cnabKicTh M’s13iB y MOENHAHH] 3 MiABUIIEHHSIM TOKa3HUKIB
kpeatuH@ochokinasu (KPK) y monan 10 pasiB Buile BepxHbol MexXi HopMmu (BMH). OgHouacHe
3aCTOCYBaHHS BUINKX 03 aTOPBACTATHHY 3 IEBHUMHU JIiKaPCbKUMHU 3ac00aMy, TAaKUMU K
IIUKJIOCTIOPHH i moTyxkHi inribitopu CYP3A4 (Hanpukiaf, KIapUTPOMILlMH, iTpaKoOHA30 Ta iHTibiTopu
npoteas BIJI i Bipycy rematuty C), mifBuiilye pu3uk Mionarii/pabgomionisy.

3acToCyBaHHS aTOpBaCTaTUHY MOXKe CIPUYUHATH IMyHOJIOTIYHO ONOCEPEKOBaHY HEKPOTU3YIOUY
MmionarTito (IOHM) - ayToiMmyHHY MiomaTito, II0B’s13aHy i3 3acToCcyBaHHAM cTaTuHiB. [OHM
XapaKTepPU3YETHCS TAKUMHU O3HAKAMHU: CIa0KiCTh MPOKCUMAIbHUX M'SI3iB Ta MiABUINEHUN PiBEHb
KpeaTUHKiHA3W Yy CUPOBATII KPOBi, sIKi 36epiratoThCsi, He3BaXKa4uy Ha MPUITUHEHHS JTiKyBaHHS
CcTaTMHaMHU; M’si30Ba 0ioIicisi BUSIBIISIE HEKPOTU3Y0Uy MiomaTiio 663 3HaYHOTO 3arajeHHs; IpU
3aCTOCyBaHHI iMyHOCYIIpECUBHUX 3aC00iB CIIOCTEPIra€ThCS MO3UTHBHA AUHAMIKA.



MoXHBiCTh PO3BUTKY MiOTaTii CJIif pO3T/IsifaTH y NallieHTiB 3 qudy3HOI0 Mianrieto, 6osicHicTI0 abo
cnabkicTio M’s13iB Ta/a6o 3HaunuM migBuineHHsM KOK. [Nauientam ciifg peKoMeHayBaTH HETalHO
TIOBIIOMJISITH ITPO BUIIAAKX 00JTI0 ¥ M’s13aX, 60sicHoCTi abo ciabkocTi M’'s13iB HEBiOMOI eTionorii,
0COBJIMBO FKIIO Ile CYIPOBOAXKYETHCS BiIUyTTSIM He3nyKaHHS a00 MigBUIIEHHSIM TeMIlepaTypH, abo
SKIIIO O3HAKM Ta CUMIITOMH 3aXBOPIOBaHHS M’s3iB 30epiratoThCs Mic/Is MPUNUHEHHS 3aCTOCYBaHHS
aTtopBacTaTUHY. JIikyBaHHS IIperapaToM CJIifl IPUNUHUTH ¥ BUMAAKY 3HAYHOTO MiABUIIEHHS PiBHSA
K®K, miarHoctyBanHs abo migo3pu Ha Miomarito.

Pusuk Mmiomaril mmig yac jikyBaHHS IIpenapaTaMy LbOT0 KjlacCy MiABUILYETHCS IPU OGHOYACHOMY
3aCTOCYBaHHI JTiKapCchKkux 3aco0iB, 3a3HavyeHux y Tabmuii 3. Jlikapi, SKi po3risgmaTs MOXKIUBICTD
KoMOiHOBaHOI Teparii aTopBacTaTUHOM Ta Oy[Ib-IKUM i3 IIUX IIpelaparTiB, IOBUHHI PETENIbHO 3BaXKUTHU
TIOTEHIIINHI ITepeBaru Ta PU3UKH, a TAKOXK PETEIbHO MOHITOPUTH CTaH IMAIiE€HTIB IMOA0 OYAb-IKUX
posiBiB 6071t0, 6omicHOCTi a0 c1abKoCTi y M’si3aX, 0COOJIMBO IMPOTATOM II0YATKOBUX MiCSIIiB Teparii
Ta MPOTATOM OyAb-SKOTO 3 IIEePiofiB TUTPYBAHHS J03U y HANPSIMKY 30inbllIeHHS OyOb-IKOT0 3
npemnapatiB. Crif po3rIgHyTH MOXKIIUBICTh 3aCTOCYBaHHS HA3bKUX MOYATKOBUX Ta MiATPUMYIOYHUX [03
aTOPBACTAaTHHY IIPH OOHOYACHOMY 3aCTOCYBAHHI 3 BUINE3TaflaHUMU JIiIKapCHKUMHU 3aco0aMu

(muB. po3min «B3aeMopmis 3 iHITUMY JTiIKapChbKUMK 3aC00aMHM Ta iHIII BUOM B3a€EMOii»). Y TaKux
CUTYallisIX MOXKe PO3TISAaTHCI MOXKJIUBICTD NepioguyHoro Bu3HaueHHsI KOK, anme HeMae rapaHTii,
III0 TAaKUY MOHITOPHHT JOTIOMOXKe 3aro0irTy BUMTagKaM TSKKOI Miomarii.

Teparmito mpemnapaToM CIifi TUM4acoBO ab0 IOBHICTIO IPUIUHUTU OYOb-IKOMY TAIliEHTY 3 TOCTPUM
CEepU03HUM CTAHOM, 1[0 BKa3y€ Ha PO3BUTOK MiomaTil, abo Ipu HasIBHOCTI (haKTopa pU3UKY PO3BUTKY
HUPKOBO1 HEJOCTATHOCTI BHACTIJOK pabooMioni3y (HampuKiag, TSXkKKa rocTpa iHGeKIis, TinoTeHsid,
XipypriuHa omepatlis, TpaBMa, TSXKKi MeTaboiuHi, EHIOKPUHHI Ta eIeKTPOJIITUYHI PO3/TIafin, a TaKOXK
HEKOHTPOJIbOBaHI CYZOMU).

Y mooguHOKKX BUIMAJKaX MOBiMOMIISINIOCS, 110 CTaTUHU iHAYKYIOTH «de novo» abo
3aroCTpPIOIOTh BXKE iCHYI0Yy MiacTeHiio rpaBic abo ouHy MmiacTeHito (guB. po3gin «I1o6iuHi
peakiii»). Y pasi 3aroCTpeHHS CHUMIITOMIB CJIifi MPUIUHUTHA IPHNOM aTOpPBaCTaTUHY.
[ToBimOMIISIIIOCS TIPO PEUUAXBY IPU ITOBTOPHOMY 3aCTOCYBaHHiI TOro caMoro abo iHIIIOTO
CTaTUHY.

IMopyweHHA pyHKUII neviHKu

IloBemeHo, 10 CTaTUHMY, 5K i [esKi iHIIi rimomimigemMiuHi TepaneBTUYHiI 3aco0u, MMOB’sI3aHi 3
BiIXUJIEHHSIM Big HOpMU 6ioXiMiUHUX IMOKa3HUKIB QYyHKIII mevinku. CTiKe migBuiieHHS (Oinmblne Hixk
y 3 pa3u Buille BMH niana3ony, sike BUHUKIIO 2 pa3u abo Oinblle) piBHS CUPOBAaTKOBUX TpaHCaMiHa3
crnoctepiranocsa y 0,7 % nauieHTiB, AKi OTPUMYyBaJId aTOpBacTaTUH. YacTOTa BUNIAAKIB LIUX BiOXUJIEHb
Big HopMmu cTa”osuia 0,2 %, 0,2 %, 0,6 % Ta 2,3 % mnsa no3 atropsactatuny 10, 20, 40 Ta 80 Mr
BiIIOBiOHO.

IcHyIOTE faHi, 110 IPY 3aCTOCYBaHHI IIpelapaTy B OGHOTO HallieHTa PO3BUHYJIACS XKOBTSIHULA.
[TipBuieHi moka3Huku QyHKIioHanbHUX TPo0 nedinky (OIIII) B iHmux nauieHTiB He OyIu OB’ s13aHi
i3 KOBTAHUIEIO a00 IHIIUMHU KITiHIYHUMU cUMIITOMaMu. [1icisa 3MeHIeHHS 003U, IePEPBU Y
3aCTOCYBaHHI MpemnapaTy abo MPUNMHEHHS M0T0 3aCTOCYBAaHHS PiBeHb TPaHCaMiHa3 TOBEPTABCS M0
piBHS nepeq MiKyBaHHAM a0o0 MpuOIM3HO 40 LHOTO PiBHS 663 HEraTUBHUX HACTIgKiB. 18 i3

30 marieHTiB 3i CTIKKUM IiABUIIEHHIM IIOKa3HUKIB QYHKI[IOHATbHUX P00 MEeYiHKY IIPOMOBKYBaIN
JIIKyBaHHSA aTOPBACTaTUHOM Y MEHIINUX J03aX.

[Iepen TUM SIK PO3MOYMHATU Tepalilo IpernapaToM, peKOMEHOyEThCA OTPUMATHU Pe3yJibTaTy aHali3iB
IIOKa3HUKIB (pepMEeHTIB NIeUiHKHY Ta 3[laBaTU aHaJli3X IMOBTOPHO Yy pa3i KiiniyHol motpebu. Hagxomunu
PiAKicHI mocTpeecTpalliliHi MOBiOMIEHHS PO BUNIAAKY JI€TaIbHOL Ta HeJleTalbHOl Ie4iHKOBOI



He[IOCTATHOCTI y IaIli€HTIB, SIKi 3aCTOCOBYBAJIX MpelapaTy TPy CTATUHIB, y TOMY YMCIIi
aTOpPBACTATHH. Y BUIAKy CEPHO3HOI0 ypaXKeHHs MeYiHKH 3 KITIHIYHUMHU CUMIITOMaMu Ta/abo
rinep0inipy6inemieio ab0 KOBTSHUIIEIO ITi[l YaC 3aCTOCYBAaHHS aTOPBACTATHUHY CIIifl HETANHO
IPUNUHUTHU JTiKyBaHHS. JKI0 He BU3HAYEHO aJlbTePHATUBHOI €Ti0JIOTil, He CIIiJ TIOBTOPHO
PO3MOYMHATH JIiKyBaHHS IIPernapaToM.

JlimicTuH cyig 3 06epeKHiCTIO MPU3HAYaTH MallieHTaM, SKi 37TI0BXKHMBAIOTh aJIKOT0jIeM Ta/abo MalTh B
aHaMHe3i 3aXBOPIOBaHHS NeYiHKU. JIIMiICTHH NPOTUIIOKa3aHUY [IPU aKTHUBHOMY 3aXBOPIOBaHHI
nediHky abo CTiMKOMy MifiBUILIEHH] PiBHS NMEYiHKOBUX TpaHCaMiHa3 HEeBiOMOI eTioJoril (AUB. PO3Min
«IIpoTUNIOKa3aHHS»).

EHOoKpuHHa pyHKUiA

[MToBimommnsnocs npo nigsuineHHs piBHsS HbAlc Ta KoHIIEHTpalii III0K03U B CHPOBATILi KPOBi HaTIIIe
IIpU 3acToCyBaHHI iHTiOiTOpiB [MI-K0A-penyKTa3u, B TOMY YHUCJIi 1 aTOPBACTaTHHY.

CraTuHM NepelmKoaKaloTh CHHTE3y X0JIeCTEPUHY Ta TEOPETUYHO MOXKYTh 0CNIabJIaTH CeKpeliio
CTepoifiiB HAaZHUPKOBUX 3a/103 Ta/ab0 roHagHUX CTepoidiB. KimiHiuHI JOCTiAXKeHHS T0Ka3ay, 10
aTOpBaCTaTHH He 3HUKYE 6a3albHy KOHIIEHTPAllil0 KOPTU30JTy IIJIa3MU Ta He MOPYIIY€E afipeHanoBUi
pe3epB. BuB CcTaTHHIB Ha 3allJIiJHIOIYY 30aTHICTh CIIEPMHU He JOCTIIXKYBaBCAd Y HOCTAaTHLOL
KiJbKOCTI nanieHTiB. HeBimoMo, SKMM YMHOM IIpelapaT BIJIMBA€E Ta YU B3arajll BIJIMBA€ Ha CUCTEMY
«CTaTeBi 3a7103U-Tinogi3-rinoTaraMmyc» y KiHOK y epegMeHomay3anbauii nepion. Cuing 0ytu
00epeKHUM IIPU OMHOYACHOMY 3aCTOCYBaHHI IpemnapaTy I'PyIy CTaTUHIB i3 mikapchKUMU 3acobaMy,
SIKi MOXKYTb 3HUKYBaTH PiBeHb a0 aKTUBHICTh EHJOTEHHUX CTEPOIIHUX TOPMOHIB, TAKUX K
KeTOKOHA30J1, CIIIDOHOJIAKTOH Ta LIUMETUOUH.

3acmocysaHHs nauieHmam i3 Hew,00asHimMu sunadkamu iHcy1emy abo mpaH3umopHoi
iwemiuHoi amaku

[Tpu Tepamii aTopBacTaTiHOM Yy 03i 80 Mr y marieHTiB 63 irmemiuHol XBOpoOU CePIIs, SKi Maiu B
aHaMHe3i BUMaAKHY iHCYIbTY ab0 TPaH3UTOPHOI illleMiyHOi aTakKy BIIPOJOBXK IONEPeqHiX 6 MicsIIiB,
crocTepirasnacs Oinbllla YacTOTa BUMAAKiB TeMOpariyHoro iHCyIbTy MOPIBHSHO 3 IPYIIOI0 IIalebo.
YacToTa BUNAJKIB JI€TabHOTO reMOpPariyHoro iHcynbTy Oysa mogibHoIo B yCixX rpymnax
nikyBaHHS. YacTOTa BUIAQMKiB HEJIETATbLHOI'0 TeMOPariyHoro iHCynbTy O6yaa 3HaYHO BUILOIO Y
TPYIIi MallieHTiB, Ki OTPUMYyBaIu aTOPBaCTaTHH, MMOPiBHSAHO 3 Tpymoo miaiebo. [Jeski
[I0YaTKOBI XapaKTEePUCTUKH, Y TOMY YUCJIi HasBHICTh BUNALKIB reMOpariyHoro ta
JIAKYHAPHOT0 1HCYJIBTY IIifl YaC BK/IIOYEHHS [0 OOCIIAXKEeHHS, aCOLil0BaIuC 3 BULIOK
YaCTOTOI0 BUITA[KIB reMOpPariYHoro iHCyabTy y IPYIIi IAI[i€HTIB, AKi OTpUMYyBaJlu
aTOpPBaCTaTHUH.

Cepef martiieHTiB BikoM 65-75 POKiB, SIKi OTpUMYyBa/i aTOpPBaCTaTHH, He CIIOCTePiranocs K0[HO1
3arajabHOI BigMiHHOCTI om0 0e3meku Ta eeKTUBHOCTI 3aCTOCYBaHHS ITPerapaTy MiX IUMU
malieHTaMy Ta MOJIOALINMY IalliEHTaMu, TaK caMo SIK He 0yJ10 3apeeCTPOBAHO XKOOHUX BiqMiHHOCTEN
IIJOZI0 BIJIMBY IIpelnapaTy cepeq Malli€HTiB JITHbOTO BiKY Ta MOJIOLIINX MAll€HTIB, IPOTE HE MOXKHA
BUKJIIOYATH Oi/bIy YyTIUBICTh OESKUX CTAPUINX MalieHTiB. OCKinbKY MallieHTH JIiTHHOTO BiKY (BikoM
Big 65 poKiB) OinbIl CXUIbHI 00 Miomarii, ¢t 3 06epeXkHiCTIO TPHU3HAYaTH iM aTOPBACTATHH.
ITeuinkosa HedocmamHicmb

JIiMiCTHH IPOTUIIOKAa3aHUM NallieHTaM 3 aKTUBHUM 3aXBOPIOBAHHAM II€YiHKY, BKIIIOUAIOUU CTiHKe
MigBUIIIEHHS PiBHS MMEYiHKOBUX TPaHCaMiHa3 HeBimoMoi eTionorii (uB. po3minu «PapMaKoIoTiuHi
BJIACTUBOCTI» Ta «IIpoTUNIOKa3aHHA»).



o noyamky saikyeaHHs

JlimicTuH crif 3 06epekHICTIO TpU3HAYaTH MallieHTaM 3i CXUJIbHICTIO 10 PO3BUTKY pabmomiomnisy. 1o
II0YaTKY JIIKyBaHHS CTaTUHAMU Y MAI[i€HTIB, CXUJIbHUX 10 PO3BUTKY pabooMionisy, ciif BU3HaAYaTH
piBeHb KpeaTuHkina3u (KK) mpu:

- MOPYIIeHHi QyHKIIil HUPOK;

- rinoyHKI1 U TOBUAHOIL 3aJI03H;

- CIafiKOBUX PO3jIafiax M’sI30BOI CUCTEMHU Y CiMeiiHOMYy a60 0coOUCTOMY aHaMHe3i;

- IIepeHeCceHuX y MUHYJIOMY BHIIafIkaX TOKCUYHOTO BIJIUBY CTATUHIB abo (ibpatiB Ha M’sA3H;
- IepeHeceHuX Y MUHYJIOMY 3aXBOPIOBaHHSX MTeUiHKY Ta/ab0 37T0BXKUBAHHI aJIKOTOJIEM.

IIns manieHTiB MiTHROTO BiKy (BikoM Bif 70 pokiB) HeoOXimHICTh MPOBeIeHHs 03HAYEHUX 3aXO0[iB CITif
OLIiHIOBATH 3 ypaXyBaHHSM HAsIBHOCTI iHIMX (aKTOPiB CXUIBLHOCTI 10 PO3BUTKY pabmomionizy.

[TinBumeHHs PiBHSA NpemapaTy B IIJIa3Mi KPOBi MOXKIIKMBE, 30KpeMa, Y pa3i B3aeMofil (IUB. pO3[in
«B3aemogis 3 iHIIEMY JTiKapCbKUMHU 3aco0aMu Ta iHII BUOM B3a€EMO[ii») Ta 3aCTOCYBaHHS
0COONIMBUM TIOMYIALISM TallieHTiB (IuB. po3min «PapMaKOKiHETHKA»), Y TOMY YKCIIi MallieHTaM 3i
CITaIKOBUMU XBOPOOaMH.

Y Takux BUIlafiIKaX PEKOMEH0BAHO OIiHIOBATU CIIiBBiIHOIIEHHS PU3UKIB Ta 0YiKyBaHOI KOPHUCTI Bif
JIIKYBaHHS Ta IPOBOAUTH KJIiHIYHUYI MOHITOPUHT CTaHy Ialli€HTiB. fAKINO A0 MOYaTKY JIiKyBaHHS
piBens KK 3HauyHO nifBumenut (nepesuitye BMH Oinbinie HiX y 5 pasi), TiKyBaHHS PO3MOYUHATHU He
crip,.

BuwmiprosaHHa pieHsa KK

Pisens KK He cytif BU3Hau4aTH Iicisd iHTeHCUBHUX (i3WYHUX HaBaHTaxKeHb ab0 P HAasIBHOCTI O6yib-
SKUX MOXKJIMBUX aJIbT€PHATUBHUX [IPUYUH MigBUllleHHS PiBHA KK, OCKIIbBKY 1€ MOXKE YCKIIagHUTU
iHTepIpeTalio pe3yIbTaTiB. fAKINO Ha I0YaTKOBOMY PiBHI ClIOCTepiraeThcs 3HauyHe nigsuiierHs KK
(mepeBumerHst BMH 0inbiite HiXK y 5 pa3iB), To yepe3 5-7 gHiB He0OXiIHO ITPOBECTH ITOBTOPHE
BA3HAYEHHA I NiATBePAXKEHHS Pe3yIbTaTy.

ITi0 yac aiKyeaHHsa

[TauieHTH MMOBUHHI 3HATH PO HEOOXigHICTh HETANHO IMOBIJOMIISITH ITPO PO3BUTOK 00JII0 y M’s3aX,
CymoM 4m ci1abKocCTi, 0cOOMMBO KOJIM BOHU CYIIPOBOMXKYIOTHCS He3MyKaHHSAM a0 rapsykoio.

Y pagi nosiBu WX CUMIITOMIB Y ITpolieci TiKyBaHHS aTOPBAaCTaTUHOM HeoOXiHO BU3HAUUTH piBeHb KK
y uporo marnienTa. ko piBers KK 3HauHO nifBuinenus (nepesuirtye BMH Ginbine HiX y 5 pasis),
JIIKyBaHHA CJIif] IPUTIUHUTH.

OoUiNpHICTL IPUNIMHEHH JIIKYBaHHSA CJIif] TAKOXK PO3TJISHYTH, AKINO HifasuiieHHS piBHA KK He carae
I’ ATUKPATHOTO NepeBuiieHHs BMH, ane cumnToMu 3 00Ky M’s13iB MalOTh TAKKUU XapaKTep Ta
IIOJIEHHO CTal0Th MPUUYNHOI0 HETIPUEMHHUX BiTUyTTiB.

[Ticns 3HUKHEHHS CUMIITOMIB Ta HopMartisalil piBHsI KK MoxkHa PO3TISHYTH MOXKJIUBICTh
BiIHOBJIEHHS JIIKyBaHHS aTOPBACTaTHHOM a00 MMOYaTKy JTiKyBaHHS aJlbTePHATUBHUM CTAaTUHOM 3a
YMOBHY 3aCTOCYBaHHS MiHiMaIbHOI MOXKJIMBOL fO3Y IIpenapaTy Ta peTeIbHOT0 Harjasiaay 3a CTaHOM



MMaIlieHTa.

JIikyBaHHSI aTOpPBaCTaTUHOM HEOOXigHO MPUIMHUTH, SKIIO CIIOCTEPIraEThC KIIiHIYHO 3HAUYIIE
nigsuimenHs piBHSA KK (mepesuinenHs BMH 6inbire Hixk y 10 pa3iB) abo BCTaHOBNIEHO OiarHO3
pabmomioni3y (abo mimo3pa Ha PO3BUTOK pabmomiosizy).

OdHouacHe 3acmocy8aHHA 3 iIHWUMU AIKAPCbKUMU 3dcobamu

Pu3uk po3BUTKY pabaoMiosti3y migBUIIYETHCS IPYA OMHOYACHOMY 3aCTOCYyBaHHI aTOPBACTATUHY 3
IeSKUMU JTiIKapChKUMU 3aco6aMu, 110 MOXKYTh 30iIbIINTH KOHIIEHTPAllil0 aTOPBACTATUHY Y IIJIa3Mi
KpoBi. [IpuKiafamMu TakKUX MpenapaTiB MOXYTh BUCTyIaTH noTyxkHi iHribitopu CYP3A4 a6o
TPAHCIOPTHUX OiNIKiB: IMKJIOCIIOPHH, TEJIiTPOMIIIMH, KJIaPUTPOMIIIHH, JeIaBipauH, CTUPUIIEHTO]I,
KeTOKOHAa30JI, BOPHKOHA30J1, iTpaKoHa30J1, II0CaKOHa30J1, JIeTepMOBip Ta iHribitopu mpoteas BIJI, y
TOMY YHUCJIi pUTOHABID, JIOIIHABIP, aTa3aHaBip, IHAVHABIP, JapyHAaBip, TUIIPaHaBIpP/pPUTOHABIP Ta iH.
[Tpu ogHOYACHOMY 3aCTOCYBaHHi 3 TeM(piOPO3UIOM Ta iHIMMMU NOXiTHUMU (iOPOBOL KUCIIOTH,
IIPOTUBIpYCHUME 3acobaMu [Jis NMiKyBaHHS rematuTy C (TemampeBipoM, enbacBip/rpa3onpesip),
€PUTPOMILIMHOM, HiallUHOM Ta e3eTUMiOoM, TenanpeBipom abo 3 KoMOiHaIli€
TeJalpeBip/PUTOHABIP TAKOXK 3POCTA€ PU3UK BUHUKHEHHS MiomaTil. AKII0 MOXKJIUBO, CIIif
3aCTOCOBYBATH iHIII JTiKapChKi 3aco6u (1110 He B3aEMOIiI0Th 3 aTOPBACTATUHOM) 3aMiCTh
BHUIIe3raflaHUX.

AK1o HeoOXiMHO MPOBOAUTH ONHOYACHE JIIKYBAHHS aTOPBAaCTaTHHOM Ta 3raflaHUMMU MperapaTaMy,
CJIifl peTeIbHO 3BaXKUTHU KOPUCTh Ta PU3UKHU. FKIIO Nali€eHTH 3aCTOCOBYIOTH JIiKapChKi 3aco0u, 1110
MigBUIIYIOTh KOHLIEHTPALI0 aTOPBACTATHHY y IIJIa3Mi KPOBi, PEKOMEHAYETHCS 3HUXKYBATU JO3Y
aTopBacTaTHHY [I0 MiHiMasnbHOI. KpiM Toro, y BUIIAgKy 3aCTOCYBaHHS MOTYXKHUX iHribiTopiB CYP3A4
CJIi[l PO3TJISHYTH MOXKJIMBICTh 3aCTOCYBaHHS MEHIIIO] II0YaTKOBOI 1031 aTOpPBaCTaTUHY. TaKoXK
PEKOMEHAYEThCA IPOBOAUTY Ha/IeXKHUY KITIHIYHUY MOHITOPUHT CTAHY I[UX MAlli€HTIB.

ATopBacTaTHH HE MOXHA NIpU3HA4YaTU OOJHOYACHO 3 (y3UA0BOI0 KUCIIOTO0, IKY 3aCTOCOBYIOTh
cucTeMHO, ab0 BIPOJOBXK 7 [HIB MiC/Is NPUNUHEHHS JiKyBaHHS (Py3uA0BOIO KUCIOTO. [TarienTam,
SKUM CUCTEMHE 3aCTOCYBaHHS (y3UI0BOI KUCIOTH BBAXKAETHCA HEOOXIMHUM, TiKyBaHHS CTaTUHAMU
CJIi[l IPU3YIMHUTH Ha BeCh NIePiof] 3aCTOCYyBaHHS (Py3UI0BOI KACIIOTH. Y MAI€HTIB, IKi OTPUMyBaIu
Gy3umoBy KUCIOTY Ta CTaTUHU y KoMOiHalril, Oy 3apeecTpoBaHi BUagku pabaomiosiidy, B ToMy
YHCITi JIeTanbHi (IUB. po3min «B3aemomis 3 iHIMUMHU JTiKapChbKUMM 3aC00aMu Ta iHII BUOK
B3aeMofii»). [TalieHTy ciif peKOMeHyBaTH HeraHo 3BepTaTUCA 3a MeAUYHOI0 AOIIOMOI0K0 Y pasi
BUHUKHEHHS OyIb-IKMX CUMIITOMIB CJ1abK0CTi, 601110 ab0 60J1iCHOI YyTIUBOCTI y M’s13aX.

Teparmito cTaTuHaAMU MOXKHa IIPOMOBKUTH Yepe3 7 OHIB MiCIs OTPUMaHHS OCTaHHBOI H03U GYy3UH0BOi
KHUCJIOTH.

3a BUHSITKOBUX 00CTaBUH, KOJIM MOTPiOHE MOBrOCTPOKOBE CUCTEMHE 3aCTOCYBaHHS (y3UO0BOI
KVCJIOTH, HaIIPUKJIaM [JIs JTIKyBaHHS TSIXKKUX iH(eKii, HeoOXigHICTh OMHOYACHOTO 3aCTOCYBAHHS
aTopBaCTaTHUHY Ta (Gy3UA0BOI KUCIIOTHU CIIifl PO3TIsAaTH TiIbKU B iHAWBIOyaTbHOMY MOPSOKY Ta
3MIMCHIOBATH i PETEIbHUM HariIssooM JliKaps.

Pusuk mionaril Ta/abo pabmoMionisy MoxKe MigBUIIYBaTUCS IIPYU OMHOYACHOMY 3aCTOCyBaHHI
inri6itropie I'MI'-KoA-penykrasu (Hampukiaj, aTOPBaCTAaTUHY) Ta HANTOMIIIMHY (OUB. PO3Mi
«B3aemogis 3 iHIIUMY JTiIKapCbKMMHK 3aco0aMu Ta iHII BUAW B3a€MOfin»). CIlifi pO3TIsSHYTH
MOXKJIUBICTh TUMYACOBOT'0 IIPU3YIIMHEHHS 3aCTOCYBaHHS aTOpBaCTaTHHY MallieHTaM, sKi
3aCTOCOBYIOTh AANTOMILIMH, SKIIO TiTbKKA KOPUCTD Bil OMHOYACHOTO 3aCTOCYBaHHS He IepeBaXKae
pu3uK. AKI0 OOHOYACHOT0 3aCTOCYBaHHS He MOXKHAa YHUKHYTH, CJIif KOHTPOJIIOBATH PiBEHb
KpeaTUHKiHa3u 2-3 pa3u Ha TUXK[EHb, a NAlliEHTH TOBUHHI Tepe0yBaTH IIif peTeNTbHUM HaTISg0M



IJIsT BUSIBJIEHHST OYIb-SIKMX O3HAK a00 CHMIITOMIB, IT[0 MOXKYTh CBITUMTH ITPO MiOTAaTilo.

IHTepCcTUIlianbHA XBOpOoOa JIereHiB

Y nportieci niKkyBaHHS AeSKUMU CTaTUHaMHU (0COONIMBO Yy MPOIECi TPHUBAIOrO JIiKyBaHHS) OyJIK OmucaHi
BUHSITKOBI BUTIaOKK PO3BUTKY iHTEPCTHUIliaIbHOI XBOpOoOuU JieTeHiB. [[o IPosBiB 1Iiei XBOPOOM MOXKHa
BiHECTH 3a[UIIKy, HEIIPOLYKTUBHUM KallleJlb Ta 3arajibHe MOTipIIeHHS CaMOIo4yTTs
(cTOMTIOBaHICTh, 3HMKEHHS MaCH Tifla Ta rapsg4ka). Y pa3i BUHUKHEHHS 03P Ha iHTepCTUlliaibHy
XBOPOOY JIeTeHiB MiKyBaHHS CTaTUHAMMU CJIifl IPUTTUHUTH.

HanosHoBaui

Ilo ckmapy npemnapaTty JliMmicTiH BXOOUTH JTakTo3a. Llel mpemapar He CIIif 3aCTOCOBYBaTH
TaIli€HTaM i3 PigKiCHUMM CITafIKOBUMHM 3aXBOPIOBAHHSIMH, OB I3aHUMH 3 HEIIEPEHOCUMICTIO
rajakTo3u, gedimurom nakra3u Jlanma abo MambabCcopOITiEo MII0KO3U-TaIaKTO3MH.

Tepamisa nimigomMogudikyouynMu mpemnapaTaMy IIOBUHHA OYTH OfHi€I0 3i CKIagOBUX KOMITJIEKCHOI
TepaIlil JJIg Ialli€HTiB 31 3Ha4YHO MiABUIIEHUM PU3UKOM PO3BUTKY aTE€POCKIEPOTUYHUX 3aXBOPIOBaHb
CY[VH 4epes rinepxojiecTepuHeMin. MegukaMeHTO3Ha Tepallisi peKOMEeHOYEThCA K NOIIOBHEHHS 10
Ii€TH, KON pPe3yNbTaTy Bifl JOTPUMaHHS TIETH, 110 00MeXkKy€e CIOKUBAHHS HaCUUEeHUX KUPIiB Ta
X0JIECTEPUHY, @ TAKOXK Bifl 3aCTOCYBaHHS iHIINX HEMEOUKAaMEHTO3HUX 3aX0fliB 0yJI0 HeOCTaTHEO.
[MarienTam 3 imemivyHO0 XBOpo60oIo cepist abo 3 feKinbKoMa hakTopaMy PU3UKY PO3BUTKY ilIeMiuyHOI
XBOpPOOU Ceplls 3aCTOCyBaHHS mpernapaTy JIIMICTUH MOXKHa PO3I0YaTy OAHOYACHO 3
OOTPUMaHHAM [IETH.

ObmediceHHA 3acmoCyB8aHHA

ATopBacTaTUH He JOCIifKyBaJiid 3a YMOB, KOJIM OCHOBHUM BiIXUJIEHHSM Bifi HOpMHU 3 OOKY
minonpoTeiniB OyJo mifBUILIeHHS PiBHSA XimmoMikpoHiB (Tunu I Ta V 3a knacugikaiieio ®penpikcoHa).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BazimHicmb
OuiHKa pu3ukis

[TpemapaT mIpOTHUIIOKA3aHWM BariTHUM XKiHKaM, OCKiJIbKM He BCTAHOBJIeHa Oe3IeKa 1oro
3aCTOCYBaHHS BaTiTHUM i HEMa€ SBHOI KOPUCTI MIPUIOMY MiMi03HNKYBabHUX IIpPenapaTiB y mepion
BaritTHOCTi. OckinbKy iHribiTopu I'MI'-K0oA-penyKTasu 3HUXKYIOTh CHHTE3 X0JIECTEePUHY Ta, MOKJIUBO,
CUHTe3 iHMUX 0i0JIOTIYHO aKTUBHUX PEUYOBUH, AKi € OXiZHUMU X0JIECTEePUHY, aTOPBACTAaTUH MOXKE
IIKIJIMBO BIIMBATH Ha mtif. [Ipuiiom npenaparTy CIif IPUIUHUTY, SK TiIIBKU BCTAHOBJIEHA
BaTiTHICTb (OUB. po3min «IIpoTUIIOKa3aHHSI»).

Po3paxyHKOBU ()OHOBUYM PHU3UK 3HAUYHUX BPOAKEHUX MallbpopMallid Ta BUKUIHIB AJIST BKa3aHOL
monynsALil HeBigomuu. Y 3aranbHii nonynsiil CIIA po3paxyHKoBul (OHOBUM PU3UK 3HAYHUX
BPOIKEHUX MallbGhopMalliil Ta BUKUIHIB IIPY KIiHIYHO BU3HAHUX BaTiTHOCTSAX CTAaHOBUTH 2—-4 % Ta
15-20 % BimmoBinmHO.

KoHmpauenuis

ATOpBaCTaTI/IH MOZK€ 3aBJaBaTU IMKOOHX IIJIOAY IIPK 3&CTOCYBaHHi BariTHOIO XiHKO0I0. KiHKHK



PENpPOAYKTUBHOTO BiKy MaloTh OyTH IpoiH(OPMOBaHi Ipo HeoOXigHICTL epeKTUBHOI KOHTPALEil mif
4ac JIiKyBaHHS IIUM IIpernapaToM.

KniviyHi 0aHi

OOmMmexeHi ony0IiKoBaHi JaHi o6cepBaliiHUX [OCiIXKeHb, MeTaaHai3iB Ta KIIiHIYHUX BUAOKiB
IIJOJI0 3aCTOCYBaHHSA aTOPBACTaTUHY KaJIblLil0 He ITOKa3aly MigBUIIEHOT0 PU3UKY BUHUKHEHHS
CEepUO03HUX BPOIXKEHUX MalbhopMalliii Yi BUKUAIHIB.

Hapgxopmunu pigkicHi MOBifoMJIeHHS IIPO BPOMAXKEHI aHOMaJTil mic/is BHyTPIIHbOYTPOOHOI €KCII03UIIil
inmux inri6iTopis 'MI'-KoA-penykTa3u. [IpocnekTuBHe criocTepexeHHs nmpubausno 100 Bumagkis
BariTHOCTEU y XKIHOK, SIKi JIIKyBaJIUCA CUMBAaCTaTUHOM UM JIOBACTAaTUHOM, [10Ka3aslo, 110 4acToTa
BUIIQMIKiB BPOMIKEHUX aHOMaJIill 17107, BUKUHIB Ta BHYTPIITHHOYTPOOHUX
CMepTel/MepTBOHAPOIKEeHb He TTepPeBHUIIyBala YacTOTH, 0YiKyBaHOI IS 3arajbHOL TOMYISIIil.
KinpKicTh BUIIAQMIKIB € IOCTATHHOIO, 11100 BUKITIOUUTH = 3—-4-KpaTHEe IMiIBUIIEHHS BPOOXKEHUX aHOMaIii
PO3BHUTKY IIJI0fIa TOPiBHSHO 3 (HOHOBOIO 4acTOTOW. Y 89 % BariTHuX, 3a SKMMU BEJIU NTPOCIEKTHBHE
CIIOCTEPEXKEHHS, JIIKyBaHHS IIperapaToM PO3M0YUHATIOCS A0 BariTHOCTI Ta MPUIMUHSJIOCS IIif 4ac

I TpumMecTpy micnsa BUSBIEHHS BariTHOCTI.

ITepiod 200ys8aHHA 2py0010

[Ipenapat nmpoTUIOKa3aHUM y Nepiof rogyBaHHS Ipyanio. BincyTHs iHdopMalis npo BIIUB
npernapaTty Ha OUTHHY, Ky TOOYIOTh TpyAnio, abo Ha /akTallito. HeBigoMo, Y1 mpOHUKAE
aToOpBaCTaTHH Y IPyIHE MOJIOKO, OOHAK Oys0 IMoKa3aHo, I0 iHIIWM TiKapChKUi 3acib I[bOTO Ki1acy
IIOTpAIlJIsi€e Y TPYOHE MOJIOKO; aTOpPBaCTaTAH HasgABHUU Yy MOJIOL ITypiB. OCKiJIbKYA CTaTUHU
TIOTEHIIINHO 3[aTHI CHPUYUHUTY Cepio3Hi HebOaXKaHi peakilii y HEMOBIIST, SIKi 3HAXOASIThCS Ha
IPyOHOMY T'OOyBaHHI, XKiHKaM, sIKi T0TpeOyI0Th JTiKyBaHHS IIperapaToM, He CJIifi TOAyBaTH T'PYAII0
(muB. po3min «IIpoTUoOKa3aHHI»).

30amHicmb enaueamu Ha weudKicms peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

[Ipenapat Ma€ AyKe He3HAYHUM BIJIMB Ha IMIBUAKICTh peakiiil mifi Yac KepyBaHHS
aBTOTPAHCIIOPTOM abo iHIMTUMU MeXaHi3MaMu.

Cnocib 3acmocyeaHHsi ma do3u.
T'inepainidemia ma 3miwaHa oucainioemis

PekoMeH0OBaHa IIOYATKOBA [I03a aTOpBacTaTuHy cTaHoBUTH 10 a6o 20 Mr 1 pa3 Ha moby. s
TallieHTiB, sIKi TOTPeOyIoTh 3HAYHOT0 3HUXKEHHS piBHS xonectepuny JITTHII (Ginbmie Hixk Ha 45 %),
Teparnis Moxke OyTu po3noyara i3 mo3yBanHsg 40 mMr 1 pa3 Ha [00y. [1030BUY Oiara30H aTOPBaCTaTUHY
3HaxomuThHCS y Mexkax Bif 10 mo 80 mr 1 pa3 Ha goOy. IIpemapaT MoXHa IpUUMaTH Pa30BOI0 NO30I0 Y
Oymb-IKUi Yac Ta He3aJIeKHO Bifl BXKMUBaHHA 1Ki. [Io4aTKOBY Ta MigTpUMYIOUi 03U IpemapaTy CIifg
nigOupaTy iHOUBiMyaIbHO 3aJIe3KHO Biff MeTH JIiKyBaHHS Ta Bigmosimi. [Ticisa moyaTKy JiKyBaHHS
Ta/abo mics TUTPYBaHHS 03U IIperaparTy CIIif IpoaHasli3yBaTy piBeHb JMilifiB MPOTSATOM Iepiony Bin
2 [0 4 TUXKHIB Ta BigIIOBIAHUM YMHOM BiZKOPUTYBaTHU HO3Y.

I'emepo3uz2omHa ciMmeliHa 2inepxosecmepuHemis y nauieHmie dumasaAy4o20 8iKy (8ikom 8i0 10



0o 17 pokis)

PekoMeH[I0BaHa [T0YaTKOBA 03a aTOPBACTaTUHY CTAHOBUTH 10 MTI Ha [00y, 3BUYaWHUY [iana3oH 03
ctanoBuTh Bif 10 mo 20 Mr mepopanbHo 1 pa3 Ha goOy. [lo3u mpemapary ciif migbupaTtu
iHOMBigyasIbHO BigIIOBIOHO [0 METH JIiKyBaHHS. KOpUryBaHHS AO3U CJIifi MPOBOOUTHU 3 iHTepBaioM 4
TUXHI abo Oinbe.

T'oMo3u20mHa cimeliHa 2inepxoaecmepuHemis

[lo3a aTopBacTaTHHY AJIS MALi€HTIB i3 TOMO3UTOTHOI CIMEMHOIO TiepX0IeCTePUHEMIEI0 CTAHOBUTD
Big 10 mo 80 mr Ha moOy. JIiMicTHH CJIif 3aCTOCOBYBATH SIK NOMOBHEHHS [0 iHIIUX TiMoJimigeMiqHuX
MeTOfiB NiKyBaHHS (Hanpukiag, adpepes JITTHII) abo gxio rinomimigemMiydi MeTOAM TiKyBaHHS
HEe[OCTYIIHI.

OO0HouacHa 2inosinidemiyHa mepanis

JIiMicTMH MOXHa 3aCTOCOBYBATH 3i CEKBECTPaHTaMU XKOBYHUX KUCNIOT. Kombinanito inribiTopis I'MI -
KoA-penykTa3u (ctatuniB) Ta ¢ibpaTiB ciig npu3Hayatu 3 06epexkHicTIO (quB. po3minu «B3aemois 3
iHImMMY MiKapchKUMU 3acobaMu Ta iHII BUAYM B3aeMOMii» Ta «OCcOGIMBOCTI 3aCTOCYBaHHS»).

[lo3ysanHA 014 nayieHmis i3 NOPYyWeHHAMU GYHKUII HUPOK

3aXBOPIOBAHHS HUPOK HE BIJIMBA€E Hi Ha KOHLIEHTpAIIl0 IIpernaparTy y Ijla3Mi KpoBi, Hi Ha 3HUXKEHHS
piBHA Xosnectepuny JITTHII npu 3acToCyBaHHI IpenapaTty, TOMY KOPUTYBaHHSA 03U IIpelaparTy OJis
TIAIli€HTIB i3 mopyuUIeHHSAMU QYHKIII HUPOK He moTpibHe (guB. po3minu «PapMaKOKiHETUKa» Ta
«Oco0IMBOCTI 3aCTOCYBaHHS»).

Llo3ysaHHA 0414 nauieHmis, AKI NPUUMarmMbs YUKAOCNOPUH, KAAPUMPOMIYUH, IMPAKOHA30,
snemepmosip abo nesHi iHeibimopu npomeas3

Cnip yHMKaTH 3aCTOCYBaHHS IperapaTy MallieHTaM, SKi mpuiiMaTh HUKJI0CIOpUH abo iHTibiTop
npotea3u BIJI TunpaHnasip puToHasip, abo iHridiTop nmpoTeasu Bipycy renatuty C riekamnpesip
nibpeHTacsip, abo eTepMOBip IIPU OJHOYACHOMY 3aCTOCYBaHHI 3 IUKJIOCTIOPUHOM. [lalieHTaM 3
BIJI, gKi npuiMal0Th JIOMiHABIp PUTOHABID, aTOPBACTATUH CJIif] 3aCTOCOBYBATU Y HAMHUKYIU
HeoOXigHiK m03i. ITamieHTam, SKi MPUEMAalOTh KJIaPUTPOMIIIMH, iTpaKOHA30J1, e/10acBip rpa3ompesip,
abo marrientam 3 BIJI, ski npuiimaioTh KoMOiHallil cakBiHaBip pHTOHABIP, JapyHaBip PUTOHABIP,
dbocammpenasip, ¢ocaMipeHaBip puToHaBip abo 1eTepMOBip, TepaeBTUUHY 03y IpernapaTy CIif
o0MexkuTHy 20 M, TaKOXK PEKOMEHAYETLCS IIPOBOAUTY HaJjiexkKHe KJTiHiuHe 00CTeXKeHHS IS
3a0e3rneyeHHs 3aCTOCYBAHHS HaMeHIIoi HeoOXigHOI 03U aTOpBaCTaTUHY.

Y natieHTiB, 9Ki mpuiiMaoTh iHTi0iTOp mpoTeas3u Bipycy rematuty C enbacBip/rpa3onpesip
OOHOYACHO 3 aTOPBACTAaTMHOM, 03a aTOPBAaCTATUHY He TIOBMHHA nepeBuinyBaTu 20 Mr/moby (ous.
po3min «Ocob6uBOCTI 3aCTOCYBaHHSI» Ta «B3aeMofis 3 iHIMMMU TiKapChKUMU 3aco0aMu Ta iHII BUOH
B3aEMOJIM»).

[NTauieHTaM, sKi npuiitMaioTh iHTibiTOp MpoTea3u BIJI Hendinagip, MiKyBaHHS aTOPBAaCTaTUHOM CIIif
o0MexkuTH 003010 [0 40 Mr. [Ipu cynyTHbOMY IIpM3Ha4Y€HHI aTOpBaCTaTUHY 3 iHIMMMU iHTibiTOpaMu
IPOTea3 PeKOMEHAYETHCS TPOBEIeHHS BilTIOBIMHUX KITiHIYHUX 00CTeXeHb IJis 3a0e3neyeHHs
3aCTOCYBaHHS HaliMeHIIol HeoOXigHOI Ho3u mpenapaty (AuB. po3minu «B3aeMofis 3 iHMUME
JiKapChbKUMU 3aco0aMu Ta iHIII BUAU B3aeMOfin» Ta «OCcoBIUBOCTI 3aCTOCYBAHHSI»).



Himu.
I'emepo3u2omHa cimeliHa 2inepxoiecmepuHemis

Besmneka Ta e()eKTUBHICTh 3aCTOCYBaHHSI aTOPBAaCTaTUHY BCTAHOBJIEHI 1S OiTed BikoM Bim 10 mo
17 poKiB i3 reTepO3UTrOTHOIO CIMEWHOIO TillepX0JIeCTEPUHEMIEI0 SIK NOIOBHEHHS [0 OIETU AJIA
3HUKEHHS 3arajabHOro xojectepuny, piBas JIITHII Ta piBHS amoninonpoTteliny B, Konu micns
aJeKBaTHOI cipoOu mieToTepartii Bif3HAYalOThC:

- xonectepus JITTHII =190 mr/on (4,91Mmorns/m) abo
- xonectepus JITTHII =160 mr/gn (4,14 Mmonb/n) Ta:

y ciMeliHOMY aHaMHe3i HasgBHa CiMeliHa TrimepxonecTepuHeMis abo paHHi cepleBo-
CYOVHHi 3aXBOPIOBAHHS Y POOUYIB nepioro abo gpyroro crymneHs abo

HasBHi mBa a0o0 Oinblre iHIMX (GAKTOPIB PU3UKY CEPIIEBO-CYIUHHUX 3aXBOPIOBAHD.
[Toka3zaHHS OJ1g9 3aCTOCYBaHHS aTOPBACTaTUHY MHiATBEPIXKEHE HAa OCHOBI OOCIigXKEHb:

[Tnane60-KOHTPOIbOBaHE KITiHIYHE MOCIiIXKEHHST TPUBAICTIO 6 MicsiB 3 y4acTio 187
XJIOILIB Ta AiBYAT IiCJd T0YaTKy MeHcTpyawnii BikoM Bif 10 mo 17 pokis. IlalienTH, fKi oTpuMyBanu
JiKyBaHHS aTOPBACTAaTUHOM V m03i 10 Mr a6o 20 Mr IIOmHS, MalIy 3arajoM MomiOHuH mpodins
HeOakaHUX peaklliil I0 TAKOTO y MAlli€eHTiB, IKi 0OTpUuMyBasu 1ianebo. Y 1150My By3bKOMY
KOHTPOJIbOBAaHOMY [IOCIIiI2KeHHi He 6yJ10 BUSBIEHO 3HAUYIIOT0 BIJIMBY aTOPBACTaTHHY Ha picT abo
CTaTeBe [I03PiBaHHS XJIOMNIB a00 Ha TPUBAJICTh MEHCTPYAJIbHOTO IIUKIIY Y OiBYaT.

TpupiuHe BiAKpUTE HEKOHTPOJIbOBaHE OOCIIIXKEHHS 3 y4acTio 163 giteu BikoMm Big 10
mo 15 poKiB 3 reTepO3UT0THOIO CIMEWHOIO TilepxoIecTepuHeMi€clo, M SKUX MigOupanu o3y At
OOCSATHEHHS LinboBoro piBHA Xonectepuny JIITHIII < 130 mr/gn (3,36 mmons/n). be3neka Ta
e(eKTUBHICTh 3aCTOCYBaHHS aTOpPBaCTaTUHY IIpu 3HUKeHH] xonectepuny JITTHIII, 3a3puyait
BifITIOBigal0Th MOKa3HUKAM, SIKi CIIOCTEpIraaucs y JOPOCuX MallieHTiB, He3BaXKaiouu Ha 00MeXeHHS
IIJTaHy HEKOHTPOJIbOBAHOT'O AOCHIAKEHHS.

HeoO6xigHa KOHCYNIbTallisl giBYaT MiC/IsA MOYaTKy MEHCTpYyalliil 040 KOHTPAIelllii, AKIIO 1ie JOPeYHO
OJIS TallieHTa.

IoBrocTpoKoBOl e(heKTUBHOCTI Teparlii aTOpBaCTaTUHOM, PO3I0YaTOl B AUTHUHCTBI [ 3MEHIIeHHS
3aXBOPIOBAHOCTI Ta JIETaJIbHOCTI Y IOPOCIOMY Billi, He BCTAHOBIIEHO.

Besmneka Ta eheKTUBHICTh Tepallii aTopBaCTaTUHOM He BCTAHOBJIEHA AJIs miTel BikoM mo 10 pokiB 3
reTepO3Ur0THOI CIMEMHOIO TinepXx0necTepruHEMIEIO.

T'omo3u2omHa cimetliHa 2inepxoaecmepuHemis
KniniyHa eeKTHBHICTh aTOpPBaCTaTUHY y mo3ax g0 80 Mr Ha goOy mpoTsroM 1 poky Oyna oIiHeHa y

HEKOHTPOJIbOBAaHOMY HOOCJIIAXKEHH] y Ial[leHTiB i3 TOMO3UT'OTHO CIMENHOIO TinepxoieCcTePUHEMIEIO,
o sTKoro OyJ10 BKJIIOYEHO 8 miTew.

Ilepedo3yeanHns.



CnemudiyHoro mikyBaHHS Iepefo3yBaHHSA aTOPBACTaTUHOM HeMae. Y BUNAAKy I1epefo3yBaHHS
nalieHTa CJIifl JTiKyBaTH CUMITOMATUYHO Ta IPU HEOOXiMHOCTI 3aCTOCOBYBATH MigTPUMYIOYi 3aX00H.
Yepes BUCOKHUI CTYMmiHb 3B'I3yBAaHHS IIpenapary 3 6iTkaMu Iy1a3Mu KPOBi He CIIif 04iKyBaTu
3HAYHOI'O IIICUJIEHHA KIIIPEHCY aTOpPBACTaTUHY 3a LOIIOMOTOI IreMofiai3y.

ITo6iuni peakuii.

Y 3B’43Ky 3 TUM, 1110 KJIIHIYHI JOCIiIXKEHHS [IPOBOAATHCA Y PI3HUX YMOBAX, 4aCTOTY
BUHUKHEHHST He0akKaHUX Peakllill, 10 CIIOCTePiraloThCs i Yac KITiHIYHUX OOCIiIXKEeHb
JiKapCchKOro 3aco0y, He MoxHa 6e3mocepeqHbO MOPiBHIOBATH 3 ITOKA3HUKAMHU, OTPUMAaHUMU
IIi7T Yac KJIIHIYHUX JOCIIiAKEHS IHIIOr O IIpernapaTy, Ta BOHM MOXKYTh He BiIIOBigaTH
IIOKa3HMKaM 4aCTOTH, 1[0 CIIOCTEPIrarThCs y KITiHIYHIN TPaKTHUII.

3rifHO 3 JaHUMHU KJIIHIYHUX AOCHiAKEHb aTopBacTaTuHy cepefn 16066 maiieHTiB IPOTIroM
53 TUXKHIB y MAlli€HTIB, SKi OTPUMYBaJIH JIIKyBaHHS aTOPBACTaTUHOM, HaudacCTille
crocTepiranmucs Taki HeGaxaHi peaxilii, 110 TPUIBOOUIN OO MPUINHEHHS 3aCTOCYBaHHS
aTopBaCTATHHY Ta TPAIJISJIKACS 3 YaCTOTOIO, BUIIOI0 HiXK y rpyi mianebo: mianria (0,7 %),
miapes (0,5 %), aymota (0,4 %), migBullleHHs PiBHA alaHiHaMiHOTpaHcdepasu (AJIT) (0,4 %)
Ta neuinkoBux pepmeHTiB (0,4 %).

HaityacTtimumy nobivHUMY peakilisMu (= 2 % MopiBHSAHO 3 MmIale60), He3alexkHOo Bifl
IPUYKHY, Y MAIi€HTIB, SKi OTPHMYyBalIM JIiKyBaHHS aTopBacTaTHHOM (1=8755), Oymnu:
Ha3odapuHrir (8,3 %), apTpanris (6,9 %), miapes (6,8 %), 6inb y KinmiBkax (6,0 %) Ta
iH(eKIIil CeYOBUBITHUX IIIAXiB (5,7 %).

Y Tabmnui 4 migCyMOBY€EThCS YacTOTa KIiHIiYHUX HeOaxkaHUX peaklliii, He3aJIeskHO Bifl
IPUYMHHOTO 3B’I3KYy, 3aPEECTPOBAHUX Y 2 % mallieHTiB abo Ginbllle Ta 3 YaCTOTOIO BUILOIO,
HiXK y rpymi nnaie6o, y MaIlieHTiB, SKi OTPEMYyBaM TiKyBaHHS aTopBacTaTuHOM (n=8755), 3a
naHuMHU 17 mmarne60-KOHTPOIbOBAHUX MOCTiIKEHE.

Kniniuni HeOaxkaHi peakilii, 1110 BUHUKaNM y Oinbiiie HiXK 2 % MallieHTiB, IKi OTPUMyBan
JiKyBaHHS OyIb-sIKOIO T030I0 aTOPBACTATHUHY, Ta 3 YaCTOTOIO BUIOI0, HiXK Y I'PYIIi maebo,
He3aJIeKHO Biff IPUYUHHOTO 3B’ 93Ky (% Malli€eHTiB).

Taomnuisa 4

HeBasKama neaxwis ng;'ﬂKa 10 mr 20 Mr 40 mr 80 mr  IInmameGo
peart Neg7ss N=3908 N=188  N=604N=4055 N=7311

Ha3ogapusrirt 8,3 12,9 5,3 7 4,2 8,2

ApTpautris 6,9 8,9 11,7 10,6 4,3 6,5

Hiapes 6,8 7,3 6,4 14,1 5,2 6,3

Binp y KiHLiBKax 6 8,5 3,7 9,3 3,1 5,9

Ingpexuis cevopusignmx - 6.9 6.4 g 41 5.6

IUISXIB

Hucnermncis 4,7 5,9 3,2 6 3,3 4,3

Hynota 4 3,7 3,7 7,1 3,8 3,5



M’a30Bo-ckeeTHui 6inp 3,8 5,2 3,2 5,1 2,3 3,6

M’a30Bi cna3Mu 3,6 4.6 4.8 51 2,4 3
Mianria 3,5 3,6 5,9 8,4 2,7 3,1
be3connsa 3 2,8 1,1 5,3 2,8 2,9

dapuHToNapuHTeanbHUM

: 2,3 3,9 1,6 2,8 0,7 2,1
Oifip

* HebakaHa peakiisi >2 % y Oymab-sKil mo3i 6inbIie, HiXK y rpymi miaieoo.

o inmux HeOaxkaHUX Peakilii, MPo SKi IOBiMOMIISIIOCS IIif Yac m1ane00-KOHTPOIbOBAHUX
IOOCJiIXKeHb, HaJleXXaTh:

3a2a/bHi NOpyweHHA: BITUYTTS HEe3OYXKaHHS, [IIPEKCis;

3 60Ky mpasHoi cucmemu: MITYHKOBO-KUIIKOBUY OTUCKOMMOPT, BiZpuKKa, METEOPU3M,
TeraTuT, X0JIecTas;

3 6OKY CKesiemHo-M’ 30801 cucmemu: M’sI30BO-CKeJIeTHUY Oifnb, MigBHUIIIEHA BTOMJTIOBAHICTh
M’s13iB, Oinb y mmi, HabpsKaHHS Cyr100iB, TeHAXHOMNATIA (iHOAi YyCKnagHeHa PO3PHUBOM
CYXOXKHUIIIA);

3 6oKy Memab0i3My ma xapuysaHHs: MiABUILIEHHS TPaHCaMiHa3, BiIXUJIEHHS Bii HOPMU
GbyHKIIOHaIbHUX TPO0 MeYiHKY, MiABUIEHHS PiBHA IyXKHOI ocdaTta3r B KPOBi, MigBUAIIEHHS
akTuBHOCTI KOK, rinepriikemis;

3 60Ky Hepeosoi cucmemu: XKaxXJIUBI CHOBUIHHS;

3 60Ky duxasnbHoi cucmemu: HOCOBa KPOBOTEUQ;

3 60Ky wKipu ma ii npudamkis: KPOIIUB' THKA;

3 60Ky Op2aHie 30py: HEUITKICTb 30PY, IOPYLIEHHS 30DY;

3 OOKY opeaHie c/ayxy ma pigHosazu: IIyM y ByXaX;

3 60Ky ceyocmamegoi cucmemu: IEUKOLUTYPis;

3 60Ky penpodyKmueHoi cucmeMu ma MO/A04YHUX 3d/103: TiIHEKOMAaCTis.

YacToTy BUHUKHEHHS MOOIYHUX peakIlii BU3HAYaId TaKUM YMHOM: 9acTo (>1/100, <1/10);
HeyacTo (>1/1000, <1/100); pigko (>1/10000, <1/1000); myxe pigko (<1/10000).

3 60Ky Hepsosoi cucmemMu: 4aCTO - TOJIOBHUM 6iib; HEUACTO - 3allaMOPOYEHHS, ITapecTesis,
rimecresis, IUCTEB3isA, aMHe3id; PiAKO - IepudepryHa HeUponaris.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: 4aCTO - 3arop; HeYacTo - TaHKPeaTUT, OTI0BaHHS.

3 60Ky ckesnemHo-M’ 5130801 cucmemu ma CnoAy4YHOi MKAHUHU: 4aCTO - 6inb y cyrmobax, 6inb y cruHi;
nyKe PimKo - MiomaTis, Mio3uT, pabmoMionis;

3azanvbHi nopyweHHA: HEYaCTO - acTeHis, 6inb y rpyasx, nepudepnyti HabpsKy, CTOMITIOBAHICTb.



ITopyweHHs memaboaizmy ma xap4yeaHHs: HeYaCTO - TiMOTTiKeMis1, 30i/IbIIeHHSI MaCH Tila,
aHOPEKCis.

3 60Ky neviHKU ma H#08YHO20 Mixypa: MyXKe PimKo - Me4iHKOBa HENOCTATHICTb.

3 60Ky wKipu ma cnoayyHoi mKaHuHu: HeYacCTo - IMIKiPHi BUCUIIAHHS, CBepOiXK, ayomnelis; pigKo
- JIiXeHOIMHA peakllis, CIpUYNHEeHa JTiIKapChKUM 3ac000M; OyKe PidKO - aHTiOHEeBPOTHYHUH
HaOPSK, OyIbO3HUY AepMaTUT (Y TOMY YUCIi MynbTU()OPMHA epuTEMA), CHHAPOM

CriBeHca — [I2)KOHCOHA Ta TOKCUYHUM elifepMalbHUN HEKPOIi3;

3 60Ky cepueso-cyOuHHOI cucmemu: PIOKO - BaCKYIJIIT.

3 6oky OuxanvbHOi cucmemu, opa2aHie 2py0HOI KaimKu ma cepedocmiHHA: 9aCTO - Oinb y ropii Ta
TOpTaHi.

3 6oky cucmemu Kposi ma AiMpamuyHoi cucmemu: PIAKO - TPOMOOITUTOIIEHS.
3 6oky imyHHOT cucmemu: 4aCTO - aJlepriyHi peakiiii; myxke pifko - aHadinakcis.
3 60Ky opeaHie 30py: HEYACTO - 3aTyYMaHeHHS 30Dy.

3MiHU pe3yabmamis 1abOPAMOPHUX aHAi3i8: YaCTO - BiIXUJIEHHS Pe3yJIbTaTiB QYHKI[IOHAIBHUX
mpo0 MeviHKu, miaBUIeHHsT akTuBHOCTI KOK KpoBi; HEUACTO - MO3UTHBHUY Pe3ybTaT aHalli3y Ha
BMICT JIEMKOLIATIB y Ceyi.

4K i npu 3acTtocyBaHHi iHmmuX iHribiTopiB 'MI'-KoA-penykrasu, y HalieHTiB, SKi IpuiManu
aToOpBACTaTUH, CIIOCTEpIraiy MifBUIIeHHS aKTUBHOCTI TpaHCaMiHa3 CUpOBaTKU KpoBi. Lli
3MiHM 3a3BUYaii Oynu c1abKo BUpaXkKeHUMH, TUMYaCOBUMU Ta He MOTpeOyBalu BTpy4YaHHS
abo nmikyBaHHs. KniHiyHO 3Hauyllle MiBUINEHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBATKHU KPOBi
(mepeBumients BMH 6inbine HixX y 3 pa3u) crnocrepiranu y 0,8 % marlieHTiB, gKi npuiimanu
atopBacTaTHH. lle migBUIIEeHHS MaJio 40303aJIeKHUY XapakTep Ta 0yn1o 060pOTHUM Y BCiX
IaIiE€HTIB.

Y 2,5 % nauieHTiB, gKi IpuMay aTopBacTaTHH, CIOCTepiranu 3pocTaHHs akTuBHOCTI KK cupoBaTku
KPOBI, 1110 Ginbiile HiXK y 3 pa3u nepesuiryBaia BMH. 1le 30iraetscs 3i CriocTepeKeHHIMU MIpU
3acTocyBaHHi inmux inribiropis 'MI-KoA-penykTasu y mpotueci kiiniuaux gocmimxens. Y 0,4 %
TIAIiE€HTIB, IKi OTPUMYyBaJI aTOPBACTATHH, CIIOCTEPIraBcs piBeHs, 110 nepeButiryBaB BMH Oinblire Hik
y 10 pasis.

[ToGiuHi peakilii, SKi BUHUKIIY IIi[l YacC KIiHIYHUX DOCIigXKeHb: iHpEeKIIii Ce40BUBITHOTO
TPakKTy, IIyKpOBUY fiabeT, iHCyNIbT.

Himu (10-17 pokig). Y maiieHTiB, sIKi 3aCTOCOBYBaIi aTOPBACTATHH, Big3Havanu no0iYHi IPOsiBH,
nofiOHi 1o TPOSBIB y MallieHTiB rpynu mnamne6o. HalsarampHimmmy 1o0iYHUMY TPOsSIBaMHU, SKi
crocTepiranucs B 060X rpynax, He 6epy4y 0o yBaru MpUYUHHUM 3B'30K, Oynu iHPeKITil.

Lloceid nocmpeecmpauyitiHo020 3aCMOCYBAHHA AMOPBACMAMUHY.

[IpoTATroM IOCTPEECTPALIITHOT0 3aCTOCYBaHHS aTOPBaCTaTUHY OyJu BUSBJIEHI
HUXK4e3a3HauyeHi HeOaxaHi peakiril. OCKiIbKY PO ITi peakxilii moBiToMIsiau Ha HoOPOBibHIH
OCHOBI Bifl OMyJIsA1Iil HEBiOMOI Y CETbHOCTI, He 3aBXKOU MOXXHa JOCTOBIPHO OIIIHUTH 1X



9acCTOTy ab0 BCTAHOBUTHU HpI/I‘-II/IHHO-HaCHiI[KOBI/II;I 3B’430K 13 3daCTOCYBaAaHHAIM IIPEIIaparTy.

o HeGaxaHUX peakliili, OB’ g3aHUX i3 JIIKyBaHHSIM aTOPBAaCTAaTUHOM, 3apPEECTPOBAHUX ITiCIIT BUXOOY
IIperapaTy Ha PUHOK He3aJIeKHO Bifj OL[IHKY IPUYUHHO-HACIIAKOBOTO 3B’ 43Ky, HaleXaTh:
aHadinakcisg, aHTiOHEBpOTUYHUY HaOpsK, Oy/Tb03HI BUCUIIAHHS (Y TOMY YMCIIi eKCyoaThBHa
MynbTH(QOpPMHa epuTeMa, cuHOpPoM CTiBeHca—[IKOHCOHA Ta TOKCUYHHUM elliflepMaibHAN HEKPOJIi3),
pabmomioni3, Mio3uT, migBHUIIlEHA BTOMITIOBAHICTh, PO3PUB CYXOXKHUIIIIS, JIeTallbHa Ta HeJleTalbHa
IIe4YiHKOBa HEOCTATHICThb, 3allaMOPOYEHHS, IEeNpecis, mepudepruyHa HeNponarisi, maHKpeaTUT Ta
iHTepcTUIianbHa XBOpoOa JIeTeHb.

Hapgxopmunu pigkicHI MOBifOMJIEHHS IPO BUNIaAKY iMyHOJIOTIYHO OIIOCEPENKOBAHOL HEKPOTU3YI0Y01
Mmiomartii, mOB’s13aHOI i3 3aCTOCYBaHHSIM CTaTUHIB (IUB. po3misn «Oco0IMBOCTI 3aCTOCYBAHHS»).

Hapxomgunu pigkKicHI oCTpeecTpalilHi IOBiIOMIIEHHS [P0 KOTHITUBHI po371any (BTpaTa nam’sTi,
6e3naM’sITHICTh, aMHe3is1, TOPYIIeHHs IaM’sTi, CIIJTyTaHiCTh CBiMOMOCTI), IIOB’sI3aHi i3 3aCTOCYBaHHSAM
craTuHiB. LIi KorHiTUBHI po3nanu OyK 3apeeCcTpoBaHi IIPX 3aCTOCYBaHHI BCiX CTaTUHIB. 3araaoMm
BOHM He HaJjiexkaJlu 10 KaTeropii cepiio3nux HebaxkaHUX peakiiii Ta O0yu 000POTHUMHU IIiC/Is

IPUNUHEHHS IPUUOMY CTaTHHIB, MaJii Pi3HUYU Yac OO0 MO4YaTKy NposBY (Bif 1 OHA OO KiTbKOX POKIB)
Ta 3HUKHEHHS (Me[iaHa TPUBAJIOCTI CTAHOBUJIA 3 TUXKHI).

ITim yac 3acTOCyBaHHS OeSKUX CTAaTUHIB Oy/IM onucaHi Taki HebaxkaHi IBUINA: PO3/Iaf CTAaTeBOI

GbYHKIIIT; BUHSATKOBI BUIAOKM iHTEPCTULIAbHOI XBOPOOHU JIeTeHiB, 0COBIMBO i Yac TOBrOCTPOKOBOTO
JIIKyBaHHS.

Hiﬂ YaC IMMOCTMAPKETHUHT OBUX CIIOCTEPEXKEHD HOBiEOMJ’IHJ’[OCH IIpo HUXK4Ye3a3HaueHi Do0iuHi QeaKEﬁ.
3 60Ky KpoB8oHOCHOI ma AimpamuyHoi cucmemu: TPOMOOITUTOTIEHIS.

3 6oky imyHHOI cucmemu: anepriufi peakirii, anadinakcis (y Tomy yucii aHadimakKTUYHUH
II0K).

3 6oky memaboai3My ma xap4y8aHHsl: 3GiNbIIEHHS MACH Tija.

3 60Ky Hepeosoi cucmemu: TONOBHUIM Oinb, TimecTesist, AUCTeB3isd; MiacTeHisq rpasic (4acToTa
BUHUKHEHHS JaHOTO PO3J/Iafly HeBimoMa).

3 60Ky WAyHK0B0-KUWKO0B020 Mpakmy: 6iflb y XKUBOT.

3 6oky opaaHie cayxy ma nabipuHmy: WIYM y ByXaX.

3 60Ky opaaHie 30py: O4YHA MiaCTeHis (YacToTa BUHUKHEHHS JaHOT0 PO3jIady HEBimoMa).

3 60Ky wKipu ma ni0wkKipHOT MKAHUHU: KPOIIUB' THKA.

3 60Ky ckesemHo-M’ 30801 cucmemu ma CnoAYyYHOI MKAHUHU: apTpanris, 6inb y CIIUHI.
3az2anvHi nopyweHHA: 6inb y TpyOsax, nepudepuynuit HabPSK, He3OyKaHHS, BTOMA.

3MiHU pe3ysbmamis 1abOPaAMoOpHUX aHai3ie: MiABUILEHHS aKTUBHOCTI
anaHiHaMiHOTpaHCc(epasy, miapuineHHSI akTUBHOCTI KOK Kposi.



[ToBigoMIeHHS PO IMif03pI0BaHi M00iYHI peakiril

[ToBimoMnenHs npo nobiuHi peakiiil micyis peecTparliil 1ikapchbKoro 3aco0y Mae BaXK/IMBe 3HAYEHHS.
ITe nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBIIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif TIOBiOMJISITH TIPO YCi BUMTAAKHU Iif03PI0OBaHKX MOOIYHMX Peakllii Ta
BifICYTHOCTi e(peKTUBHOCTI TiKapChKOro 3aco0y dyepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy CUCTEMY 3
bapmakoHarnany 3a mocunanusM: https://aisf.dec.gov.ua

Tepmin npudamuocmi. 2 POKH.

YMmoBu 306epiranns. 30epiraTy B OpuriHanbHil yakoBI n1pu Temmepatypi He Buine 30 °C.
30epiraTy B HEOOCTYITHOMY OJISI [iTel MiCIIi.

YonakoBka. [1o 10 TabneTtok y Gmictepax, mo 3 6micTepu y KOpooOtii.

Karteropisi Bigmycky. 3a peLienToM.

BupoOHHK.

Aptypa ®apmacerotikan3 IIsT. JITh.

Micue3HaxokKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOBaIXKeHHsI HOro Tis/IbHOCTI.

1505 TTopTig Poyp, pi Citi CE3, CetsiBeny Manparn, Paion YitTop - 517 588, mrat AHfAXpa
IIpagemt, IHmis.

3asiBHHUK.

Ananrta Megikeap JItq,.

Micne3HaxomkKeHHs 3asiBHHKa Ta/a00 mpeacTaBHUKA 3asiBHHKA.

Crior 1, 2 Creuua Kopt, Imnepian Bapd, Tayumen Poan, ®ynxam, JloumoH, Benuka bpurawnis.


https://aisf.dec.gov.ua

IHCTPYKIIA

IJISI METUYIHOT'0 3aCTOCYBaHHS JIIKapChKOT0 3aC00y

JIIMICTHH 20

JIIMICTHUH 40

(LIMISTIN 20

LIMISTIN 40)

Cknao:
Oitroya peyosuHa: aTOPBaCTATUH;
1 TabGneTKa MiCTUTL aTOPBACTAaTHHY KaJlbllil0 y IepepaxyBaHHi Ha aTopBacTaTud 20 Mr abo 40 mr;

donomidcHi pevosuHu: KaJIbIlilo KapOOHAT; 101032 MiKPOKPHCTAJIiuHa; JIaKT03a,
MOHOTIIpaT; HATPil0 KPocKapMeno3a; nojicopbat 80; rimpoKCUIPOoIIiienntoo3a; MarHio
CcTeaparT; TiAPOKCUIIPOITIIIMETUIIIEII0I03a; IIPOIIiIeHTIIIKOIIb; OJieTUNeHr1iKonb-6000;
TanbK; TUTaHy giokcupn (E 171) - TabmeTku 1o 20 Mr;

Kasblli0o KapOoHaT; 1Ie/TI0/I03a MiKPOKPHUCTATiYHa; JTaKT03a, MOHOTIAPAT; HAaTPil0 KPOCKapMeIo3a;
nosticop6aT 80; TigpOKCHUIIPOIIiNIIeNiono3a; MarHilo cTeapaT; KPOCIIOBIIOH; HATPil0 Taypuicyibdar;
TiOPOKCHUMIPOMIIIMETUIIENTI0N034a; monieTuneHrnikonb-6000; Tanek; Tutany miokcup (E 171) -
tabnetku mo 40 mr.

JIikapcbka ¢opma. TabmeTKH, BKPUTI IIiBKOBOIO 000JI0HKOIO.
OcHosHI (i3uko-xiMiuHi 81aCMuUBOCMi:

6imoro abo Matizke 6iTOTO KOILOPY KamcCyJIonogiOHi TabieTKH, BKPHUTI MITiBKOBOIO 000JIOHKOIO, 3
PHUCKOI0 3 ofHOro 00Ky (Tabnetku mo 20 Mr);

6imoro a6o Matixke 6iTOT0 KOIBOPY KPYTJIi ABOONYKJIi TaONIeTKH, BKPUTI IJTIBKOBOIO 000I0HKOI0
(TabmeTku mo 40 mr).

®apmakoTepaneBTHYHA rpyma. [inonimigemiyni 3acobu, MoOHOKOMIOHeHTHI. [HTi6iTOpy ['MI -



KoA-penykra3u. Kog ATX C10A AOS.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

ATopBacTaTHH SBJIsIE COO0I0 CHHTETUYHUY TiMOIimigeMiuyHuit TiKapchKui 3aci6. ATOPBACTATHH €
inribitopoM 3-rimpokcu-3-metunriayrapun-kodpepmenty A ('MI-KoA) penykTa3u, GepMeHTY, 110
KaTasisye nepetBopeHHss [MI'-KoA B MeBa/IOHAT - TOYATKOBUY Ta JIiIMiTyI04Uui eTan 6i0CUHTE3y
X0JIeCTEPUHY.

ATopBacCTaTHH € CeIEeKTUBHUM KOHKYPeHTHUM iHTiOiTopoM 'MI-KoA-penykTasu - hpepMeHTy, Bif
SIKOT'0 3aJIe3KUTh IIBUIKICTh IEPETBOPEHHS 3-TifPOKCHU-3-MEeTUITIIyTapuI-KopepMeHTy A B
MeBaJIOHAT, PeYOBUHY-IIONIEPEeNHUK CTEePOJIiB, Y TOMY YHUCJIi XOJIeCTEPUHY.

B ekcnepuMeHTaIbHUX MOIEJISAX Y TBAPUH aTOPBaCTaTUH 3HUKYBaB PiBeHb X0JIECTEPUHY Ta
JNONpPOTeIHiB y My1a3Mi KpoBi msxoM iHrioyBanus y neuinni MI'-KoA-pengykTasu i cuHTE3y
XOJIECTEPUHY Ta LIIAXOM 30iblIeHHS KiTbKOCTI TeYiHKOBUX PEIeNTOPiB JIMONPOTEIHiB HU3bKOI
minbHOoCTi (JITTHIII) Ha moBepxHi KIIiTUH [ IOCUJIEHHS IIOTIMHAHHS Ta KaTabomismy JITTHILI;
aTopBacTaTUH TaKOXK 3MeHInyBaB npoaykyBaHHA JIITHII Ta KinbKICTh IUX YaCTUHOK.

ATopBacTaTuH, fK i ¥0T0 AedKi MeTaboniTi, € papMaKoNIoriYHO aKTUBHUM Y JTIOOUHHU. ['0JIOBHUM
MiclieM fil aTopBaCTaTHHY € MeYiHKa, SKa Bifirpae roI0BHY POJIb Y CUHTE3i X0NeCTEPUHY Ta KITipeHCi
JITIHII. Jo3a npemnapaTy, Ha BigMiHy Bif CHCTEMHOI KOHIIeHTpallil mpenapaTy, Kpallle KOpenoe 3i
3MeHIIEeHHSAM piBHS xonectepuny JITTHII. [npuBimyaneuuit migdip o3u mpemnapaty Ciif 3mifCHIOBATH
3aJ1eXKHO Bifl TepameBTUYHOI BiAmoBiai (auB. po3min «Cmocib 3acToCyBaHHS Ta IO3U»).

dapmakoKiHemuxka.

BcMOKTYBaHHA. ATOpBacTaTUH IBUAKO aBCOPOYETHCS IiCIIst IEPOPANIbHOTO IPUROMY, HOT0
MaKCuMaJibHa KOHLIeHTpalis y m1a3Mi Kposi (C,,,,) Aocsaraetscs npotsaroM 1-2 rogus. CTymiHb
abcopOiril 3pocTae MPOMOPIIiHO 00 H03u IpenapaTy. A6cosoTHa 6i0JOCTYIIHICTh aTOPBACTATHHY
(BuximHUit MiKapchKuii 3aci6) cTaHOBUTH MpubIu3HOo 14 %, a cucTeMHa 6i0JOCTYIIHICTh iHTi0y04Y01
aktuBHOCTI mono 'MI'-KoA-penykTa3u - mpubau3Ho 30 %. Hu3bKy cCHCTEeMHY JOCTYIIHICTh IIpenapaTy
II0B’SI3YIOTh i3 IEPENCUCTEMHUM KIIiPEHCOM Y CIIM30Bill 000JIOHI IITYHKOBO-KHIITKOBOTO TPAKTy
Ta/abo mepencucTeMHOI0 6ioTpaHcopMariiero y nevinni. Xodya ixka 3MeHIIy€E IIBUAKICTh Ta CTYIIiHb
abcopoiril mikapckKoro 3aco0y mpubnu3Ho Ha 25 % Ta 9 % BimmoBimHO, 3 OryIgay Ha Moka3uuku C, . Ta
AUC (mmomia mifi KpBOIO «KOHIIEHTpallig-4ac») 3HUKeHHd piBHSA xonmectepuny JIITHII noxibHe mpu
IpUIOMI IIpenapary 4K 3 1XKelo, Tak i He3aleXKHO Bif BXXUBaHHA 1xi. [Ipy 3acTocyBaHHI
aTopBaCTaTHHY BBe4epi H0ro KOHIEHTpallisl y Mm1a3Mi KpoBi Oyna Hux4oro (mpubnu3uo Ha 30 % 3a
noka3Hukamu C,,.,, Ta AUC), Hix npu npuiiomi BpaHii. OnHaK 3HUKeHHS piBHS xonectepuny JIITHII e
OIHAaKOBUM He3aJlezkHO Bifl 4acy mpuitoMy mpenaparty (ouB. po3min «Crocib 3aCToCyBaHHS Ta JO3U»).

Posnopin. CepenHiit 06’eM po3mofiny mpemnapaTty cTaHOBUTDL mpubau3no 381 mitp. [Tonanm 98 %
aTopBacTaTHHY 3B’sI3yEThCS 3 OikaMu Mm1a3Mu KpoBi. KoHIleHTpalliiiHe CIIiBBiTHOIIEHHS
KpPOB/IIJIa3Ma, I10 CTaHOBUTH pubau3Ho 0,25, BKa3ye Ha IToTaHe IPOHUKHEHHS IperapaTy B
eputpouuTu. Ha mifcrasi criocTepexkeHsb y IIypiB BBAXKA€ETHCH, 1[0 aTOPBACTaTUH 3TaTHUU
IIPOHUKATH y TPYOHE MOJIOKO (muB. po3minu «IIpoTunokazanHsa» Ta «OCOOIUBOCTI 3aCTOCYBAHHS»).

MeTtabori3M. [TpemapaT iHTeHCHBHO MeTab0IIi3yETHCS N0 OPTO- Ta MAPariTfPOKCUIbOBAHUX IOXITHUX



i pi3HUX NPOAYKTiB OeTa-oKUCHEeHH. [Ipu JocmiaxeHHX in vitro iHridyBanua 'MI'-KoA-pegykrasu
OpTO- Ta MaparigpoOKCUILOBAaHUMHU MeTa0oJiTaMu eKBiBaJIeHTHe iHTi0yBaHHIO IIpermapaToM.
[Tpubnusno 70 % mupKymo04oi iHribiTopHoi akTUBHOCTI om0 'MI-KoA-pegykTa3u 1moB’si3aHO 3
aKTHBHUMU MeTabomniTamu. [locmigKeHHs in vitro cBig4aTh Mpo BaXK/IUBICTL MeTabomi3My
aTopBacTaTUHY HUTOXpoMoM P450 3A4, 1m0 y3rogKyeThCs 3 MiABUIIEHOK KOHIIEHTPALli€l0 mpenapaTy
y IJIa3Mi KPOBi JTIONUHMY TiC/IS OMHOYACHOTO 3aCTOCYBaHHS 3 EPUTPOMIIIMHOM, BifoMHUM iHTiGiTOpOM
IILOTO i30(epMeEHTY (OUB. Po3ain «B3aemopis 3 iHIIMMY TiKapChKUMU 3aco0aMu Ta iHII BUOU
B3aEMOMIN»).

Exckpelris. ATopBaCTaTUH Ta #0ro MeTabosTiTé BUBOAATHCS I'OJIOBHUM YHHOM 3 JKOBYIO ITiCIIS
IIeYiHKOBOTO Ta/4u 103anedyiHKoBoro MeTabosi3aMy, OfHaK Iiel Iperapart, 04eBUHO, He 3a3HaE
KHIIIKOBO-TI€YiHKOBOI perupKynsuil. CepenHiil nepioq HamiBBUBEEeHHS IIpenapaTy 3 Ijla3MU KPOBi
JIIONMHY CTAHOBUTHL MpubMu3Ho 14 ronuH, ane nepion HaliB3MeHIIeHHS iHTi6iTOPHOI aKTUBHOCTI
momo 'MI-KoA-penykTa3u ctaHoBUTh Bifl 20 1o 30 roguH Yyepes BIIJIMB aKTUBHUX MeTa0omiTiB. [Ticis
[IepOPaIbHOTO IPUUOMY IIpenapary i3 cedero BULIISIEThCSA MeHIe HiX 2 % O0o3u.

ATopBacTaTuH € Cy0OCTPATOM ITeUiHKOBUX TPAHCIIOPTEPiB, OPraHiyHOTO aHiOH-
TpaHcmopTyodoro nomninentuny 1B1 (OATP1B1) ta 1B3 (OATP1B3). Metaboritu
atopBacTaTuny € cyoctpatamu OATP1B1. ATopBacTaTWH TaKOX ifeHTU(DIKYETHCS SIK
cybcTpat Oinka pe3ncTeHTHOCTI o JTikapchkux 3aco6iB 1 (MDR1) Ta 6inka pe3uCTeHTHOCTI
no paky MonouHoi 3ano3u (BCRP), skuii Moxke 00MeXyBaTu KUIITKOBE BCMOKTYBaHHS Ta
JKOBUHUM KJIIPEHC aTOpBaCTaTUHY.

Ocobausi nonyaauii nayieHmia

[NauieHnTy miTHBOrO BiKy. KOHIIEHTpAalis MMpemapary y Mmia3Mi KpoBi € BUIIOIO0 (MTPUOIU3HO

40 % pns C,,, Ta 30 % ons AUC) y 3mopoBux HOOPOBOJIBIIIB JTITHROTO BiKY (BiKOM Bif

65 poKiB), HiXK y MoTogux OOopocnux namnieHTiB. KmiHiuni maHi cBimyaTh mpo GiNbIINY CTYITiHb
3uuxkenHs JITTHII npu 3acTocyBaHHi Oyab-SKOI 03U IIPenapaTy y MallieHTiB JIITHbOTO BiKy
MIOPiBHSHO 3 MOJIOOUMH TallieHTaMu (OuB. po3min «Oco6IUBOCTI 3aCTOCYBaHHSI»).

LiTH. YsiBHUY KITipeHC IPY TepOpaIbHOMY IIPUHOMi aTOPBACTATHHY B MiTeH BUSBUBCS MOMIOHUM M0
KJIipeHCY B JOPOCIUX IIpu MaciiTabyBaHHI alloOMeTPUYHO 3a Macolo Tijla, OCKiJIbKYM Maca Tina O6yna
€OVHOI0 3HAYHOI0 KOBApiaTOIo B MOMYJIALiHIN (apMaKOKiHETUYHIN MOJesli aTOpBacTaTUHY i3
OaHUMHU, SKi BKIIOYaIy OiTel i3 reTepo3UroTHOIO CiMEWHOIO TiepxonecTepuHeMieio (BikoM Big 10 go
17 pokis, n = 29), y BiIKpuTOMY 8-TUKHEBOMY LOCIIIKEHHI.

CraTb. KoHIleHTpallis mpemapary y maa3Mi KpPoBi XKiHOK BiIpi3HSIETHCS Bifl TAKOl Y YOIOBIKiB
(mpubnu3no Ha 20 % Buille 3a MOKa3HUKOM Cmax Ta Ha 10 % Huxkue 3a noka3duukoM AUC). OgHak

HeMa€ KJTiHiYHO 3HAYyIIoi BigMiHHOCTI ¥ 3HUXKeHHI piBHS xonectepuny JITTHII mpu 3acTocyBaHHi
IIperiapaTy y 4O0JIOBiKiB Ta XKiHOK.

[TopyieHHs QYHKIII HUPOK. 3aXBOPIOBAHHS HUPOK HE BIIUBAIOThH HA KOHIIEHTPAI0
aTOpPBACTATHHY y IJ1a3Mi KPoBi a00 Ha 3HUKEHHS X0JIeCTEePUHY JIMOIPOTEIHIB HU3BKOI ITiTBHOCTI

(XC-JITTHILI), ToMy KOpUTYBaHHS OO3M IIpenaparTy [AJid MallieHTiB i3 IopyIneHHAMY QYHKIIl HUPOK He
noTpibHe (ouB. po3minu «OcoO6nMMBOCTI 3acTOCyBaHHA» Ta «Crocib 3aCcTOCYyBaHHS Ta HO3U»).

['eMopiani3. He3Baxkatouu Ha Te, IO 3a YYACTIO MAIiE€HTIB i3 TEPMiHAIbHOIO CTAMi€l0 3aXBOPIOBAHHS
HUPOK OOCIIIXeHHS He IPOBOOUINCE, BBAXKA€ETHCS, 1[0 TeMOAiai3 He MigBUIIY€e 3HaUYIINM YUHOM
KJTipeHC aTOpPBAaCTaTHHY, OCKiJIbKY IpernapaT iHTeHCUBHO 3B’SI3YE€ThCS 3 OiTKaMu IIJ1Ta3Mu KPOBI.



[le4iHKOBa HEOOCTATHICTL. KoHIleHTpallis mpemnapaTy y maa3Mi KpOBi MOMITHO HifBUIIIEHA Y
TIAIliEHTIB i3 XPOHIYHOIO aIKOT'0JIbHOIO XBOp06oio nmeuinku. Cmax Ta AUC y 4 pa3u BuUllli ¥ Ialli€HTiB
13 3aXBOPIOBaHHSAM II€YiHKM Kiacy A 3a mkasor Yainma — [1'10. ¥ malfieHTiB i3 3aXBOpIOBaHHIM
nedinky Kiacy B 3a mkamoro Yatnma - [0 C,,, Ta AUC migBuiny0Thcs nmpubnau3uo y 16 ta 11
pasiB BigmoBigHO (OUB. Po3min «[IpoTUIOKAa3aHHI»).

[locmimkeHHS B3aEMOTii TiKapchbKuX 3ac06iB. ATOpBaCTaTUH € CyOCTPATOM MEYiHKOBUX

tpaHcmopTepiB, OATP1B1- Ta OATP1B3-TpancnopTepiB. MeTabomiT aTopBaCTaTUHY €
cybctpatamu OATP1B1. ATopBacTaTHH TaKOX imeHTU(DIKYETHCS SK cyOCTpaT epIIOKCHOTO
TpaHcmopTepa Oiflka pe3uCTEHTHOCTI Paky MoJiouHoi 3amo3u (BCRP), sikuit Moxe
o0MexXyBaTH KUIIKOBY a0COpOI1Iito i 2)KOBYHUY KJIipEHC aTOpBaCTaTUHY.

Tabmuusa 1

BB 0gHO4YaCHO 3aCTOCOBYBAaHMX IIpenaparTiB Ha ()apMaKOKIHETUKY aTOPBaCTaTUHY

OpmHOYaCHO 3aCTOCOBYBaHi ATOpBacTaTUH
[IpEIIapaTy Ta PEKUM N03yBaHHA Mosa (1) CriBBimHOmeHHs |CHIiBBIOHOIIEHHS
AUC® Conax

*IIuknocnopuH 5,2 Mr/kr/mo0y, 10 mr 1 pa3 Ha go0y 8 69 10 66
cTabifbHa mo3a BIIPOAOBXK 28 OHIB ’ ’
*Tunpanasip 500 Mr 2 pa3u Ha Fo0y/
putoHasip 200 Mr 2 pa3u Ha fo6y, |10 Mr ogHOpa30BoO 9,36 8,58
7 mHiB
“T'nekanpesip 400 mr 1 pa3 Ha moGy/
miOpenTaceip 120 mr 1 pa3 Ha #o0y, ég 1\21)1;153}})1?3% I;I?{QOGY 8,28 22,00
7 mHiB p
#: : .

TenappeBlp 750 MT KOXKHi 8 roguH, 20 MT OHOPA30BO 7,88 10,60
10 gHiB
**Caksinasip 400 Mr 2 pa3u Ha f00y/
puToHaBip 400 Mr 2 pasu Ha HO6Y, gg l‘f)r (}BI}EZ Hig‘ﬁy 3,93 4,31
15 gHiB pon A
*Ent6acsip 50 mMr 1 pa3 Ha mo0y/
rpa3omnpesip 200 mr 1 pa3 Ha go6y, |10 Mr ogHOpa3oBo 1,94 4,34
13 gHiB
# .

CHMQHpeBlp 150 mr 1 pas Ha o0y, 40 Mr OIHODA30BO 2,12 1.70
10 gHiB
*Knaputpominus 500 Mr 2 pasu Ha |80 Mr 1 pa3 Ha noGy 4 54 5 38
no0Oy, 9 mHiB BIIPOZIOBXK 8 MHIB ’ ’
# .

Iapyuasip 300 Mr 2 pa3u Ha m00y/
puToHasip 100 Mr 2 pa3u Ha o0y, ;2 %;;BI})I?Z 1;153063, 3,45 2,25
O nHiB p
#
41;[1){211K0Ha30H 200 mr 1 pa3 Ha go0y, 40 Mr OIHODA30BO 3,32 1.20
HeTepMOBlp 480 mr 1 pa3 Ha o0y, 20 M 0JHOPA30B0 3,29 0,17
10 gHiB
*®ocamnpenasip 700 Mr 2 pas3u Ha
mo6y/putonasip 100 Mr 2 pa3u Ha ;g Bg;s;}?z Hﬂ?{gOGY 2,53 2,84
no0y, 14 guiB p




*®ocamnperasip 1400 Mr 2 pa3u Ha

10 mr 1 pa3 Ha moby

2 TUKHI

BIIPOIOBXK 2 TUXKHIB

i : 2,30 4,04
moOy, 14 mHiB BIIPOJOBXK 4 OHIB
*Hendinasip 1250 Mr 2 pasu Ha 10 mr 1 pa3 Ha goby

- . 1,74 2,22
mo0y, 14 guiB BIPOOOBX 28 mHIB
# o o .

FpeI/Il'I(zpy'TOBI/II/I cik, 240 mn 1 pa3 40 wr 1 pas Ha o6y [1,37 1,16

Ha 100y
,[[I/IJITI'a3eM 240 mr 1 pa3 Ha 1006y, 40 mr 1 pas ma moby |1,51 1.00
28 mHiB
S]@;I;I{Tisomunﬂ 500 Mr 4 pa3u Ha 700y, 10 mr 1 pa3 va no6y 1,33 1,38
AmMmopumin 10 Mr, pa3oBa fo3a 80 mr 1 pa3 Ha moby |1,18 0,91
Lumerugun 300 Mr 4 pa3u Ha no0y, [10 Mr 1 pa3 Ha moby 100 0 89

Konecrtumnon 10 r 2 pa3u Ha fo0y, 24
TUXKHI

40 mr 1 pa3 Ha o6y
BIIPOLOBXK 8 TUXKHIB

He 3acTOCOBYETHCA

0,74

Maamnokc TC® 30 mi 4 pa3u Ha [o0y,

10 mr 1 pa3 Ha goby

7OHIB ***

BIIPOJIOBXK 7 OHIB

) . 0,66 0,67

17 muiB BIIPOJIOBXK 15 mHIB
Edagipens 600 mr 1 pa3 Ha 00y, 10 mr BrpomoBxk 3 059 101
14 nuis MHiB ! !
*Pudammin 600 mr 1 pa3s Ha n00y,
7 OHIB (IpU OGHOYACHOMY 40 mr 1 pa3 Ha goby |1,12 2,90
3aCTOCYBaHHi) '
# .

PI/I(l')aMl'IlH 600 mr 1 pa3 HaT no0y, 40 Mr 1 pas sa 106y 0,20 0,60
5 mHiB (OKpEMUMHU [03aMu)
# .

FeM(blﬁpO.SI/IJ'I 600 Mr 2 pa3u Ha 40 wr 1 pas Ha o6y |1,35 1,00
noOy, 7 mHiB
# .
HiieBHO(bIGpaT 160 mr 1 pas Ha moby, 7 40 mr 1 pas sa o6y [1,03 1,02
# .
7B:;inpe31p 800 mr 3 pa3u Ha 100y, 40 mr 1 pas ma 106y [2,32 ) 66
['nekamnpesip 400 mr 1 pa3 Ha goOy/
nmiopenTacsip 120 mr 1 pa3 Ha #o0y, 10 wr 1 pa3 ra noby 8.3 -

*En6acsip 50 Mr 1 pa3 Ha 1o0y/
rpa3onpesin 200 mr 1 pa3 Ha 700y,
13 gHiB

10 Mr 2 pa3su Ha goly

1.95

& CriBBigHOIIIEHHS 32 METOaMU JIiKyBaHHS (0OJHOYAaCHe 3aCTOCYBaHHS JiKapChKOTro 3aco0y 3

aTOpPBAaCTAaTHHOM ITOPiBHSIHO i3 3aCTOCYBaHHSIM aTOPBACTATUHY OKPEMO).

I71st oTpuMaHHS iH(popMallil PO KIiHIYHY 3HAYYLIiCTh AUB. PO3Tinu «B3aemofisa 3 iHIIUMHU

JMiKapChbKUMU 3aco0aMu Ta iHII BUOX B3aeEMOfini» Ta «OcoOIMBOCTI 3aCTOCYBAHHS».

*

I[MoBigomusismocst mpo Ginbrr miguienuss AUC (cmiBBigHomenHss AUC mo 2,5) ta/a6o C,,
(cmiBBigHOMmEHHS C,,, 70 1,71) mpyu HagMipHOMY CIIOKMBaHHI rpedndpyToBoro coky (750 m - 1,2
niTpa Ha moby abo Oinblie).

** CriBBiIHOLIEHHS, 1[0 I'PYHTYEThCS Ha OMUHUYHIN BUOIpI, B3gTilt uepe3 8-16 rogun micns
3aCTOCYBaHHA JO3M.

**OpHOuYacHe NTiKyBaHHS IIpellapaTaMy rieKalpeBip/mi6peHTacBip MPOTUIIOKa3aHe (OUB. PO3MiT
«IIpoTunoka3aHHsa»).



" Yepes MmexaHi3M IOMBiiHOI B3aeMoIii prbaMIiHy peKOMEHIYEThCS ONHOYACHE 3aCTOCYBAHHS

aTopBacTaTHHY 3 pU(aMIIiHOM, OCKiTbKY Oy/I0 T0Ka3aHo, 110 BiICTPOYEHNM IPUIOM aTOPBaCTaTUHY
Iicys 3aCTOCYBaHHA pUGaMIIiHy 0B I3aHUY 3i 3HAUHUM 3HUIKEHHIM KOHILIEHTPAIlil aTOPBACTaTUHY Y
IIJIa3Mi KPOBI.

' Iosa komOGiHamii IpenapariB CakBiHaBip PUTOHABIP Y LILOMY MOCIIIIKEHH] HE € KITiHiYHO

3aCTOCOBYBaHOM0 003010. [IifBUIIEeHHS €KCIIO3UIIil aTOPBACTATUHY IIPU 3aCTOCYBAHHI y KITIHIYHUX
yMoBax, iMoBipHO, 6y/ie BUIIUM, HiX Te, III0 CIIOCTepiranocs y IboMy AociimxkeHHi. Tomy
3aCTOCOBYBATH ITpernapar ciiif 3 00epexKHICTIO Ta y HaWHUKYil HeoOXifHii J03i.

Tabmuig 2

BrinuB aTopBacTaTHHY Ha ¢GapMaKOKiHETUKY OJJHOYACHO 3aCTOCOBYBaHUX JIiKapChKUX 3aco0iB

ATOpBacTaTUH OpgHOYaCHO 3aCTOCOBYBaHUM JiKapPChKMM 3acCi0 Ta peKUM N03yBaHHS
CoiBBinHomenus |CHiBBigHOIIEHHS]

[Tpenapat/mo3a (Mr) AUC c

80 mr 1 pa3 Ha

noOy BrpomoBx 15 |ArTumipus 600 M omHOPA30BO 1,03 0,89

THiB

80 mr 1 pa3 Ha

oGy Brpomosxk 10 [*Ourokcun 0,25 mr 1 pa3s Ha o6y, 20 guis |1,15 1,20

MHiB

[lepopanbHi KOHTpalenTyusu 1 pa3 Ha

40 mr 1 pa3 Ha 106y, 2 MicsIi:

no0y BIIPOIOBXK 22 1,28 1,23
) - HOPETUCTEPOH 1 MT;
THiB . . 1,19 1,30
- eTUHINeCcTpamion 35 MKT
10 Mr 1 pa3 Ha Tunpanasip 500 mr 2 pa3u Ha Ho0y/
. . |1,08 0,96
no0y putonasip 200 Mr 2 pa3u Ha o0y, 7 OHIB
10 mr 1 pa3 Ha :
e ®ocaMHpeHaB1p 1400 mr 2 pa3u Ha [00y, 0,73 0,82
. 14 nuis
4 mHIiB
10 mr 1 pa3 Ha :
106y BIpORORIE ®ocammnpenasip 700 mr 2 pa3u Ha go0y/ 0,99 0,04

putoHasip 100 Mr 2 pa3u Ha o0y, 14 gHiB

4 nHiB

# [ns oTpuMaHHS iHpOopMallil PO KIiHiYHYy 3HaYyLIiCTh AUB. PO3Min «B3aemofia 3 iHIIUMHI
nmiKapchbKUMU 3aco0aMu Ta iHII BUAY B3a€MOMIIN».

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.
3anobizaHHA cepueso-CyOUHHUM 3aX80PHOBAHHAM Y 00POCAUX

Inst mopocnux marieHTiB 6e3 KIIHIYHO BUpaxKeHol inmeMiuyHoi XBopoOu ceplis, ane 3 OeKiTbKkoMa
(dhakTOpaMu pU3UKY PO3BUTKY illIEMiuHOI XBOPOOU CePIIsl, TAKUMHU SIK BiK, TIOTIOHOIIATIHHS,
apTepianbHa rimepTeH3is, HU3bKUM PiBeHb JinonpoTeiniB Bucokoi urinbHoCcTi (JITIBII) abo HasgBHICTD
PaHHbBOI iMmeMiyHOI XBOpOoOU cepIsl y ciMeiHOMY aHaMHe3i, ITperapaT oKa3aHu [s:



- 3MeHILIeHHS pU3UKy BUHUKHEHHS iH(apKTy MioKappa;
- 3MEHIIEeHHST PU3UKY BUHUKHEHHS iHCYIIBTY;
- 3MEHIIEeHHST PU3UKY IIPOBEIeHHS IIPOIEeOyP PeBaCKyIsIpHu3allii Ta CTeHOKap{iii.

[I71s mopoCnux MallieHTiB, XBOPUX Ha yKpoBu# miabert II Tumy ta 6e3 KIiHIiYHO BUpaXKeHOI imeMidyHol
XBOpOOU ceplis, aje 3 KiTbKoMa (paKTOpaMu PU3UKY PO3BUTKY illleMiyHOI XBOPOOHU CepIsi, TAKUMHU SIK
peTuHomnaTis, ans0yMiHypis, TIoTIOHONANiHHA ab0 apTepianbHa rinepTeHsis, mpenapar noka3aHun
OIS

- 3MEHIIEHHSI PU3UKY BUHUKHEHHS iHQapKTy MioKapaa;

- 3MEHILIEHHS PU3UKY BUHUKHEHHS IHCYJIbTY.

Ilnst marieHTiB i3 KiHIYHO BUPaXKEHOI0 iMeMiuHo0 XBOPOOOI0 Ceplis Mpemapar MoKa3aHuy Ojis:
- 3MEeHIIeHHSI PU3UKY BUHUKHEHHS HeJleTaJbHOro iHpapKTy MioOKapaa;

- 3MEHIIeHHS] PU3UKY BUHUKHEHHS JIeTAJIbHOT'0 Ta HeJIeTaJIbHOI0 1HCYIBbTY;

- 3MEeHIIEHHSI PU3UKY IIPOBEAEHHS IPOLIEeAYP PeBacKyasapu3aliii;

- 3MEeHIIeHHSI PU3UKY IOCIIiTani3amil y 3B’3Ky i3 3aCTiltHOIO CEePILIEeBOI0 HeIOCTaTHICTIO;

- 3MEHIIEeHHS pPU3UKY BUHUKHEHHS CTeHOKapmil.

I'inepainidemis

Y dopocaux nauienmie

- 4K mOTIOBHEHHS [0 [i€TH, 100 3MEHIIUTH MigBUIIEHNY PiBeHb 3arajlbHOT0 X0IECTEPUHY,
xonectepuny JIITHIL], anomninonpoTeiny B Ta Tpurninepumis, a TaKoX AJIS MiABUINEHHS PiBHSA
XO0JIeCTePUHY JinonpoTeiniB Bucokoi uinbHoCcTi (XC-JITIBII) y matfieHTiB i3 nepBUHHOIO

rinepxosecTepuHeMi€el0 (TeTepO3Uro0THOI CIMEHMHOI0 Ta HECIMEMHO0) Ta 3MIIIaHOI0 AUCIINigeMiet0
(Tunwu Ila Ta IIb 3a knacudikauieo OpenpikcoHa).

- ¢IK DOTIOBHEHH [0 OIETU OJ1s JIIKYBAHHA MALI€HTIB i3 MIIBUIEHUM PiBHEM TPUTJIILEPULIIB Y
cupoBartiii KpoBi (tumn IV 3a kKnacudikailiero dpeapikcoHa).

- Ins nikyBaHHS MallieHTIiB i3 nepBuHHOW aucOeTaninonporeinemieto (tum III 3a knmacudikariieio
®penpikcoHa) y BUIafKaXx, KOJIM JOTPUMaHHS Ji€TH € HENOCTaTHHO €(EeKTUBHUM.

- [l1s1 3MeHIIeHHS 3arajabHOro xojaectepury Ta XC-JIITHII y nauieHTiB i3 TOMO3UTOTHOO
CIMENHOIO TillepXoIeCTePUHEMIEI0 SIK JOTIOBHEHHS [0 IHIIUX TiNOJiNigeMiYHUX METOLIB JIiIKyBaHHS
(nampukian, adepes JITTHII) abo SKIIO TaKi METOOM TiKyBaHHS HEIOCTYIIHI.

Y oimeti

- fIX mONOBHEHHS [0 AlETU AJI 3MEHILIEeHHS PiBHS 3arajabHOro xonecrepuny, XC-JIITHII ta
anojinonpoTeiny B y mite# BikoM Big 10 mo 17 pokiB i3 reTepo3UTr0OTHOIO CiMEWHOI0
rimepxoiecTepuHEMI€I0, SKIIO MMIiCA BiATIOBIAHOIL Ji€eToTeparil pe3yIbTaTH aHali3iB TakKi:



a) xonecrepud JIMTHII sanumaerses 3190 Mr/ma (4,91 MMoub/i1) abo
6) xonectepun JITTHII 3160 mr/on (4,14 MMoOb/n) Ta:
y ciMeliHOMY aHaMHe3i HasgBHi paHHi cepleBo-CyIUHHI 3aXBOPIOBaHHS a0

nBa abo Oinbiie iHIMX (HaKTOPiB PU3UKY PO3BUTKY CEPLIEBO-CYIUHHUX 3aXBOPIOBaHb
HasBHI y IalliEHTiB QUTAYOIO BIKY.

IIpomunoka3aHHA.

AKTVBHe 3aXBOPIOBaHHS MEYiHKHU, IKe MOXKe BKJII04YaTH CTilKe MigBUIEeHHS PiBHSA
IeuYiHKOBUX TPaHCaMiHa3 HeBigoMol eTiosorii.

['inepuyyTnuBicTh [0 OyAb-9KOI'0 3 KOMIIOHEHTIB I[bOT0 JIIKAPCHKOTO 3ac00y.
[Tepiox BariTHOCTI.
[Tepion romyBaHHS TPYLLIO.

OpHoyYacHe JIiKyBaHHS IPOTUBIPYCHUMMU IIpellapaTaMy IJieKanpeBip/miOpeHTacBip npotu renatuty C.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

Pu3uk po3BUTKY MiomaTil B Ipolieci TiKyBaHHS CTaTMHAMMU IIiIBUIYETHCS V Pa3i 0MHOYAaCHOTO
3aCTOCYBaHHS NoxigHUX ¢GibpoeBoi KUCI0TH, HimigoMonudikyoyux 103 HialMHy, IIUKIOCIOPUHY abo
notyxHux iHriditopis CYP 3A4 (Hanpukiaj, KJapuTpoMinuny, inribiTopis npoteasu BIJI i Bipycy
rernatuty C Ta iTpakoHa3ony) (muB. po3ninu «®apmakonoriyni BmacTuBocTi» Ta «OcoOMMBOCTI
3aCTOCYBaHHS»).

ITomyoicHi iH2ibimopu CYP 3A4 . AtopBactaTil MeTaboi3yeTscs nuToxpoMom P450 3A4 (CYP3A4)
i € cyOcTpaToM MeviHKOBUX TPAHCIIOPTEPiB, OPraHiYHOr0 aHiOH-TPAHCIIOPTYIOYOTO
noninentuny 1B1 (OATP1B1) ta 1B3 (OATP1B3). Metaboniti aTopBaCTaTHHY € Cy6CTpaTaMu
OATP1B1. ATopBacTaTUH TaKOXK imeHTUGIKYETHCS IK cyOcTpaT Oifika pe3uCTEHTHOCTI 0 JTiKapChKUX
3aco6iB 1 (MDR1) Ta 6inka pe3uCTEHTHOCTI 10 paKy MojioyHoi 3an03u (BCRP), skuit Moxe
o0MexXKyBaTH KUIIKOBE BCMOKTYBaHHS Ta KOBUHUH KJIipEHC aTOPBaCTaTUHY (OUB. PO3MiN
«PapMaKoJIOTiYHi BIaCTUBOCTI»).

OnHovacHe 3aCTOCYBaHHS aTOpBAacTaTUHY 3 MOTyxkHUMHU iHTi6iTopamu CYP 3A4 MoxXe NMpU3BECTU [0
IiABUINEHHS KOHI[EHTPAIlil aTOpBaCTaTUHY B IJIa3Mi KPoBi (quB. TabuIlio 3 Ta meTanbHy iHdopMalriio,
HaBefeHy HUXK4e). CTyIiHb B3a€MOZil Ta IificuIeHHd [il 3a1ekaTh Bifi MOXKJIMBOCTI BIIJIUBY Ha

CYP 3A4. Cnip no MOXKIUBOCTI YHUKATH OGHOYACHOT0 3aCTOCYBAHHA IIpenapary 3 NOTYXKHUMU
inribitopamu CYP3A4 (Hampukiaf, i3 HUKIOCIIOPUHOM, TETITPOMIIIMHOM, KIIaPUTPOMILIMHOM,
nesaBipAuHOM, CTUPUIIEHTOJIOM, KETOKOHA30JI0M, BOPMKOHA30JI0M, iTPaKOHa30JI0M, I0CAaKOHA30JI0M,
OesSKMMU IPOTUBIPYCHUMHU IIpenapaTaMu Ais nikyBaHHs remnatuty C (BI'C) (Hampukmap,
enbacBipy/rpa3omnpeBipy) Ta inribitopamu npoTeas BIJI, y ToMy 4ucsi puTOHaBipoM, JTOMIiHABipoM,
aTasaHaBipoM, iHAMHABIPOM, JapyHaBipoM). AKI0 HEMOXK/IMBO YHUKHYTU OOJHOYACHOTO 3aCTOCYBaHHS
IIUX IIperapariB 3 aTOPBaCTaTUHOM, CJIifi PO3T/ISHYTH MOXKJIMBICTh 3aCTOCYBaHHS MEHIIOI T09aTKOBO1



Ta MaKCUMaJIbHOI 103 aTOpBaCcTaTHHY. TaK0XK PEKOMEHAYETHCS ITPOBOOUTH HAJIEXKHUHU KITiHIYHUN
MOHITOPHHT CTaHy malieHTa (IuB. TaOMUIO 3).

[TomipHi inri6iTopu CYP3A4 (Hanpukiiaf, epUTPOMIIMH, AWITia3eM, BepanaMin Ta GIyKoHa30)
MOKYTh IIiIBUIIYBaTH KOHIIEHTPALIil0 aTOPBACTAaTUHY B Ija3Mi KpoBi (muB. Tabnuiio 1). OgHoyacHe
3aCTOCYBaHHSI EPUTPOMILIMHY Ta CTAaTUHIB CYIPOBOAXKYETHCA MiIBUIIEHHIM PU3UKY PO3BUTKY
Mmiomartii. [JocnimKeHb B3aEMOIii TikapCchKuX 3aco0iB [ OLIHKY BIIJIUBY aMioflapoHy a0 Bepamnaminy
Ha aTopBacTaTUH He IIpoBoguIu. Bigjomo, 1110 aMiogapoH Ta BepanaMisl IPUrHiuyI0Th aKTUBHICTh
CYP3A4, ToMy ogHOYaCHe 3aCTOCYBaHHA LIUX IIperapaTiB 3 aTOPBaCTaTUHOM MOXKe IIPU3BECTU 0
30inTbIIIEHHST €KCITO3UIlil aTOPBACTATHUHY. TaKUM YHHOM, IIPU OOJHOYACHOMY 3aCTOCYBaHHI
aToOpBaCTaTUHY Ta UXX MOMipHUX iHribiTopiB CYP3A4 crnif po3T/SHYTH MOXKJIMBICTh MPU3HAYEHHS
MEHIIINX MaKCHMaJIbHUX [[03 aTOPBAaCTaTUHY Ta IIPOBEEHHS KIIiHiYHOT0 MOHITOPUHTY CTaHy
naiieHTa. TakKOX KJTiHIYHHY MOHITOPUHT CTaHy MallieHTa peKOMEHO0BAHO MPOBOAUTH IIiC/S MOYATKy
JiKyBaHHS iHTiOiTOpOM abo micisg KOpeKIlil #10ro [03H.

I'petingppymosutl cik

Mictuth oguH abo Oinblile KOMIIOHEHTIB, 1110 iHri6yi0Th CYP 3A4 Ta MOXKYTh IiIBUIIyBaTH
KOHIIEHTPAIlil0 aTOPBAaCTaTHUHY B IJIa3Mi KPOBi, 0COOIMBO IIpX HafIMipHOMY CIIOKMBaHHI
rpeundpyToBoro coky (6ineiie 1,2 miTpa Ha mo6y).

KaapumpomiyuH

3nayenHs AUC aTopBaCTaTMHY 3HAYHO IIiABUINYBAJIOCH IPY OAHOYACHOMY 3aCTOCYBaHHI
aTtopBacTaTHHY B 03i 80 Mr Ta kiaputpoMinuHy (500 Mr 2 pa3u Ha fo0y) MOPiBHSHO i3
3aCTOCYBaHHSIM TilbKM aTopBacTaTUHY. OTXKe, MallieHTaM, SKi 3aCTOCOBYIOTh KJTaPUTPOMIIIKH, CITif 3
00epexkHiCTI0O 3aCTOCOBYBATH aTOPBACTATHH Y Ho3i Buie 20 Mr (qus. po3minu «Oco6auBOCTI
3acTocyBaHHS» Ta «Crocib 3aCTOCyBaHHS Ta I03U»).

KombiHauis iHeibimopie npomeas

3uaueHHs AUC aTopBaCTaTUHY 3HAYHO ITigBUIIYBAJIOCh IPU OOHOYACHOMY 3aCTOCYBaHHI
aTopBaCTaTUHY 3 AeKinbkoMa KoMOiHarisiMu inribiTopiB mpoTeasu (ouB. po3min «dapmakonoriuxi
BJIACTUBOCTI»). ITarienTam, sIKi mpuiiMaioTh TUIIPaHaBip PUTOHABIp a0o riekanpesip mibpeHTacBip,
CJIil yHUKATU OJHOYACHOI'0 3aCTOCYBaHHSA aTopBacTaTuHy. [lallieHTaM, sIKi IPUUMarOTh JIOMiHABIP
puToHaBip abo cUMeNpeRBip, Ipenapar CJIifl 3aCTOCOBYBaTH Y HAWHUKYiN HeoOXimHil mo3i. s
NallieHTiB, SIKi IPUKMalOTh CaKBiHaBip pUTOHABIP, JapyHaBip puTOHAaBip, hocaMipeHasip,
dbocamnpeHaBip puToHaBip abo endacBip rpa3omnpesip, [03a MpenapaTy He MOBUHHA IE€PEeBUIIYBATH
20 mr. [Tpu 3acTocyBaHHI NalieHTaM, sKi IpUiMaTh HeldiHaBip, 4o3a IpelapaTy He IOBUHHA
nepesulllyBaTy 40 Mr, a TaKOX PEKOMEHAYETHCS IPOBENEHHS PETENIHHOTO KITIHIYHOT0 MOHITOPUHTY
naiieHTiB (oquB. po3minu «Oco6auBOCTI 3acToCcyBaHHS» Ta «CI10Ci0 3aCTOCYBaHHS Ta JO3U»).

Impaxkonason

3uaueHHsa AUC aTopBaCTaTUHY 3HAYHO IIiOBUIIYBAJIOCS [IPU OGHOYACHOMY 3aCTOCYyBaHHI
aTopBacTaTUHY y [03i 40 Mr Ta iTpakoHa3omny y go3i 200 mr (guB. po3ain «PapmMakonIoriyHi
BJIACTUBOCTI»). OTXKe, MallieHTaM, SIKi 3aCTOCOBYIOTh iTPaKOHa30JI, CiIifl 0yTH 06epeKHUMHU, SKIIO0
mo3a aTopBacTaTuHy nepesuinye 20 mMr (ous. po3ginu «Oco0IUBOCTI 3acToCcyBaHHS» Ta «CI0cid
3aCTOCYBaHHS Ta AO3W»).

LukaocnopuH

ATopBacTaTuH € CyOCTpaTOM MEYiHKOBUX TPAHCIIOPTEPiB. MeTaboliTh aTopBacTaTUHY € CyOCcTpaTaMu



tTpaHcrnoptepa OATP1B1. Iuriditopu OATP1B1 (Hampukiaf, UKIOCIIOPUH) MOXKYTh ITiIBUIITYBATH
6iomocTymHicTh aTopBacTaTuHy. 3HaYeHHsT AUC aTOpBaCcTaTUHY 3HAYHO ITiIBUIYBAJIOCS MIPU
OOHOYACHOMY 3aCTOCYBaHHi aTOpBacTaTHHY B 1031 10 MTI Ta IMKJIOCIOPUHY B 003i 5,2 MI/Kr/0o0y
IIOPiBHSHO i3 3aCTOCYBaHHSIM TiJIbKM aTOPBaCTaTUHY (OUB. Po3ain «®apMaKOIOTidyHI BTaCTUBOCTI»).
Crip yHUKaATHA OGHOYACHOTO 3aCTOCYBaHHS npemnapaty JIiMiCTUH Ta IUKIOCIOPUHY (AUB. PO3MiN
«Oco0IMBOCTI 3aCTOCYBaHHS»).

Jlemepmosip. OqHOYACHE 3aCTOCYBaHHS aTOpBacTaTHUHY B 1031 20 MI' Ta JIETEPMOBIPY B 031
480 Mr Ha mo0y MPU3BOAUIIO [0 MigBUIIEHHS PiBHSA BIUIMBY aTOPBACTAaTUHY (CIiBBiIHOIIEHHS
AUC:3,29) (guB. po3min «®apMakKOKiHETHKA»).

JletepMmoBip € inribiTopom edmiokcHuX TpaHcnoptepis P-gp, BCRP, MRP2, OAT2 Ta nme4iHKoBOIo
TpaHcnopTepa OATP1B1/1B3, TakuM 4XHOM BiH IiBUIIY€E PiBEHb BIJIUBY aTOpBacTaTUHY. [l03a
IpernapaTy He MOBUHHA nepepuilyBaté 20 Mr Ha no0y (muB. po3min «Crocib 3acToCyBaHHS Ta JO3U»).

Crymninb onocepenkoBaHux nikapchkux B3aemopiii CYP3A ta OATP1B1/1B3 Ha cynyTHI npenapaTu
Moxke OyTH pi3HOIO IIPU OOHOYACHOMY 3aCTOCYBaHHI JIeTEPMOBIPY 3 IIMKJIOCIIOPHHOM. 3aCTOCYBaHHS
npenapaTy He peKOMEHIYEThCA MallieHTaM, gKi IPpUUMaTh JIETePMOBIP OMHOYACHO 3
LIAKJIOCTIOPUHOM.

I'nexanpesip i nibpenmaceip, eabaceip ma 2pa3onpegip. CynyTHE 3aCTOCYBaHHS
riekKanpeBipy Ta nibpeHTaBipy abo enbacBipy Ta rpa3onpeBipy MoxKe IIPU3BECTHU IO
IiABUIEHHS KOHLEHTpPAallil aTOPBaCTaTUHY y IJIa3Mi KPOBi Ta MigBUILIEHOT0 PU3UKY MiomarTil.

[Tpu ogHOYACHOMY 3aCTOCYBaHHi IJieKanpesipy i mibpeHTaBipy 3 aTOpBacTaTUHOM IIJTa3MOBa
KOHIIEHTpAllid aTopBaCTaTUHY MigBUILYETHCA OO0 8,3 pa3a yacTkoBo dyepe3 BCRP, OATP1B1/1B3 ta
CYP3A inribyBaHHs, TOMy HE PEKOMEHOYEThCS ONHOYACHE 3aCTOCYBAHHS aTOPBACTaTUHY IallieHTaM,
SIKi CyIyTHRO IPUIMAIOThH JTiKapChKi 3acobu, 110 MIiCTSTh I'IeKalpeBip Ta mi6peHTacBip.

[Tpu omHOYAaCHOMY 3aCTOCYBaHHi e10acBipy Ta Ipa3ompeBipy 3 aTOPBACTATUHOM IIJTa3MOBa
KOHIIeHTpallisl aTOpBaCTaTUHY MigBUIIYEThCA A0 1,9 pa3a yacTkoBO yepe3 BCRP, OATP1B1/1B3 ta
CYP3A inribyBaHHs, TOMY [I03a ITperapaTy He MOBHHHA IepeBulnyBatu 20 Mr Ha go0y npu
3aCTOCYBaHHI MalfieHTaMm, siKi CymyTHBO IPUMMaIOTh JIiKapchKi 3acobu, 110 MiCTSATH enbacsip Ta
rpa3onpesip (auB. po3ninu «dapmakokiHeTuKa», «Oco0IMBOCTI 3acToCyBaHHS» Ta «C1ociod
3aCTOCYBaHHS Ta JO3W»).

MepuuHi peKOMeHallil I[0fI0 3aCTOCYBaHHS JTiKapChKUX 3ac00iB, 110 B3aEMOIIIOTh, ITiICYMOBAHO Y
tabnuii 3 (AuB. TaKoXK po3ninu «®PapMakonIoriyHi BIacTUBOCTi», «Cocib 3aCTOCyBaHHS Ta J03W» Ta
«OCc06IUBOCTi 3aCTOCYBAHHS»).

Tab6muig 3

B3aeMopii mikapcbkux 3aco0iB, IOB’s13aHi 3 MiBUIIIEHUM PU3UKOM MiomaTii/pabmoMionisy

MenuyHi peKOMeHOalil

[IpenapaTy, 1110 B3AEMOMOIIOTH
betap = a [IJ0OJI0 3aCTOCYBaHHSA

LIuKI0CTIOpUH, TUNIPaHaBip PUTOHABID, IJIeKanpesip

. . . . YHUKaATH 3aCTOCYBaHHSA
miOpeHTacCBip, 1eTEPMOBIP IPU OAHOYaCHOMY 3aCTOCYBaHHI 3

QTOPBACTATUHY
[[MKJIOCTIOPUHOM
KnapuTpoMminuH, iTpakOHa30J1, CakKBiHaBip pUTOHABIP¥, He nepesuiysatu fo3y 20 mMr
mapyHaBip pUTOHAaBIP, pocaMmIpeHasBip, pocaMpeHasip ATOpBacTaTHHY Ha J00y

pUTOHABIpP, e16acBip rpa3omnpeBip, TeTEPMOBIp




Hendinasip He nepesuiysatu fo3y 40 mMr
ATOpBacTaTHHY Ha 00y

JTominaBip puTOHABIP, CHMEIpeBip, moxigHi Gi6pHuHOBOI 3acTocoByBaTH 3 00€PEKHICTIO TA Y

KHCJIOTH, €PUTPOMIIIMH, a30JIbHI IPOTUrPUOKOBi 3ac00H, HalMeHIIi HeoOXinHii no3i

minigoMopuGiKyo0Ui J03U HialluHY, KONXiIWMH

*3acTOCOBYBaTH y HalMeHIIi! HeoOXigHiN Ho3i.

T'em@ibpo3us

Y 3B’s13KY 3 MigBUIIIEHUM PU3UKOM MiomaTii/pabmoMioni3y Ipu ogHOYaCHOMY 3aCTOCYBaHHi iHTiGiTOpiB
'MT-KoA-penykTa3u 3 reM¢piOpo3uIoM Cllif YHUKATH CYMiCHOT'O 3aCTOCYBaHHS mpemnaparty JlimicTuH
3 reM(ibpo3usiom (guB. po3min «OcoOIMBOCTI 3aCTOCYBaHHST»).

THwi ¢pibpamu

OcCkinbKH BiloMO, 1[0 pU3UK PO3BUTKY MiomaTii B mpotieci nmikyBaHHS inribiTopamu I'MI'-KoA-
PenayKTa3u IiiBUIIYETHCS IIPU OOHOYACHOMY 3aCTOCYyBaHHi iHmux (ibpartis, JlimicTuH cif 3
00epeKHICTIO 3aCTOCOBYBATH IIPH CYMiCHOMY 3aCTOCYBaHHI 3 iHIMMMHU pidpaTamMu (IUB. po3Mdin
«Oc0bIMBOCTi 3aCTOCYBAHHS»).

Hiayun

Pu3uK BUHUKHEHHS MO0IYHUX IBUI 3 00Ky CKeJlIeTHHUX M’s13iB MOXKe 30ilbIyBaTUCS MIPU
3aCTOCyBaHHI ITperapaTy B KoMOiHallil 3 HiallMHOM, TOMY 3a TaKUX YMOB CJIiJl PO3T/ISHYTU MOXKJIUBICTD
3HUKEHHS 03U Inpenapary JliMicTul (guB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

Pugamnin abo iHwi iHOykmopu yumoxpomy P450 3A4

OpHOoYacCHe 3aCTOCYBaHHS Ipemnapary 3 iHgykTopamu uutoxpoMmy P450 3A4 (Hanpukiap, edaBipeHs,
pudaMITiH) MoxKe MPU3BOJUTHU [0 HECTIMKOr0 3MEHIIIEHHS KOHIIEHTPAIlii aTOpBaCcTaTUHY B IIJIa3Mi
KpoBi. Yepe3 MexaHi3M MOABIMHOI B3aeMOfil pudaMITiHy peEKOMEHIYETHCS OJHOYACHE
3aCTOCYBaHHS aTOPBACTAaTUHY 3 pudaMITiHOM, OCKiTbKH 0YJ10 II0Ka3aHo, L0 BiiCTpoueHe
3aCTOCYBaHHA IIpemnaparty IIiclis BBefeHHs pudaMIiiHy 0B’ g3aHe 3i 3HaUHUM 3HUXKEHHIM
KOHI[eHTpAallil aTOpBaCTaTHHY B IJa3Mi KPOBI.

Huamiazemy 2idpoxaopud

OpHovyacHuM npuioM atopBacTatuny (40 mr) Ta gunriademy (240 Mr) CynipoBOAXKY€ETHCS
IiABUIIEHHSIM KOHILIEHTPAIlil aTOpBaCTaTHHY B IJ1a3Mi KPOBI.

IHumemuoduH
Y pesynbTaTi IpoBEgeHUX OOCIiAKeEeHb 03HAK B3a€MO[il aTOPBaCTaTUHY Ta IUMETHUOUHY He BUSBJIEHO.
AHnmauudu

OpHoYacHe IepopajibHe 3aCTOCYBaHHS aTOPBAaCTaTUHY Ta CyCIIeH3il aHTallUIHOTO Ipenapary, 110
MiCTUTBh MarHi Ta aJlOMiHil0 TiZPOKCU[I, CYIIPOBOAXKYETHCS 3HUAKEHHSIM KOHIIEeHTpallil



aTopBacTaTHHY B Ija3Mi KpoBi npubnu3Ho Ha 35 %. [Ipu 11poMy rinosinigeMiyHa fig aTopBacTaTUHY
He 3MiHIOBaJach.

Koaecmunoa

KoHIIeHTpallisi aTOpBACTATHHY B IJIa3Mi KpoBi Oyia HUXKY0I0 (CITiBBITHOIIIEHHS KOHIIEHTpaIlii
atopBacTtaTuHy 0,74) mpu omHOYaCHOMY 3aCTOCYBaHHiI aTOPBACTATHUHY Ta KOJIECTUIIONY. [Ipu oMy
rinomnimigemiuyna mist KomGiHalii aTopBacTaTUHY Ta KOJECTUIIONY ITepeBuIlyBaia ehekT, IKu nae
3aCTOCYBaHHS KOXKHOTO0 3 IUX IIpelapaTiB 0KpeMo.

A3umpomiyuH

OpHouacHe 3acTocyBaHHS atopBacTaTuHy (10 Mr 1 pa3 Ha go0Oy) Ta a3utpoMiuuHy (500 Mr 1 pa3 Ha
no0y) He CyIpOBOMXKYBAlIOCSd 3MiHAMKM KOHIIEHTpPAIll aTOpPBAaCTATHHY Y IJIa3Mi KPOBI.

IHeibimopu mpaHcnopmHux 6inkie

[HribGiTOPM TpaHCIOPTHUX OiNKiB (HAMpUKiIaf, IIUKIOCIOPHH, JIETEPMOBIP) 30aTHI
IiABUIYBaTH PiBEHb CUCTEMHOI €KCII03H1lil aTopBacTaTHHY (AuB. Tabmuilio 1). Briius
IIPUTHIYEHHS HaKOMMYyBaJIbHUX TPAHCIOPTHUX OiNKiB Ha KOHIIEHTpPAllil0 aTOPBACTaTUHY B
KJIITUHAX IeYiHKY HeBINOMUU. fAKINO YHUKHYTH OOHOYACHOTO IPU3HAUYEHHS 1IUX [IpernapaTis
HEMOXKJIMBO, PEKOMEHI0BaHe 3HUKEHHS 03U Ta IIPOBENEHHS K/IIHIYHOT0 MOHITOPUHTY
e(eKTHBHOCTI aTopBacTaTUHy (OuB. Tabnuino 1).

Ezemumib

3acTocyBaHHS e3eTUMiOy SIK MOHOTepaIil ToB’I3y10Th i3 PO3BUTKOM SBUII 3 00Ky M’s130BOi
CHCTEMH, Y TOMY 4MCIIi pabmomionidy. TakKuM 4YMHOM, IIPK OMHOYACHOMY 3aCTOCYBaHHi
e3eTuMiOy Ta aTOpBaCTaTUHY PU3UK PO3BUTKY LIUX SBUII 30iIbIIYETHCA. PEKOMEHIOBAHO
IIPOBOOUTY HaJIeXKHUY KITIHIYHUY MOHITOPUHT CTAHy TaKUX Ialli€HTiB.

dy3udosa Kucioma

[Tpu ogHOYACHOMY CUCTEMHOMY 3aCTOCYBaHHI (y3UO0BOL KMCIOTH 31 CTAaTUHAMU MOXe
TiABUINYBATUCS PU3UK PO3BUTKY MiomaTii, B ToMy 4ucyi pabmomioni3y. MexaHi3M I1i€l B3aemopil (uu €
BOHA (hapMaKOOMHAMIYHOI0 a00 papMaKOKiHETUYHOIO, Y1 000X BU[IiB OOQHOYACHO) Ha ChOT'OJIHI
HeBimomui. [ToBimoMISANIOCS PO BUMIaAKX pabooMiosi3y (y TOMy YHUCIIi 3 IeTaJIbHUM HaCJiAKOM) y
Tali€eHTIB, SKi oTpUMyBanu KoMOiHallio I[UX ITpenaparis.

AKI10 HeoOXigHe CHCTeMHe 3aCTOCYBaHHS (y3UM0BOI KUCIIOTH, CITil IPUIUHUTH
3aCTOCYBaHHS aTOPBACTAaTHHY Ha BECh IEPiofl 3aCTOCYBaHHS (Dy3UIOBOI KUCIIOTH (IUB.
po3min «OcoB6IUBOCTI 3aCTOCYBaHHS»).

HuzokcuH

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 6araTopa3oBUX /103 aTOPBACTATUHY Ta AUTOKCUHY PiBHOBaXKHi
KOHIIeHTPallil AUTOKCUHY B IJIa3Mi KPOBi IifABUIIYIOTHCSA (OUB. po3min «®apMakoKiHeTHKa»). Crif
HaJIe’KHUM YMHOM KOHTPOJIIOBATU CTaH MALi€HTIB, IKi 3aCTOCOBYIOTh JUTOKCHH.

IlepopaavHi KOHMpauenmuau

Y pasi ogHOYaCHOI0 3aCTOCYBAHHS aTOPBACTATHHY 3 ITepOopaJbHUMU KOHTPALeITHBAMHU



crioctepiranocs nigsuiieHHsa AUC a1 HOPETUCTEPOHY Ta eTUHIIeCTpagiony (IUB. PO3Min
«®apMaKoJIOTiYHi BIaCTUBOCTI»), 1110 CJIifi BpaXOBYBaTU IIpU BUOOpi MepopasbHOr0 KOHTPALETITUBY
IJ15 KiHOK, SIK1 3aCTOCOBYIOTh aTOpPBaCTaTHH.

BapgapuH

ATopBacTaTVH He YMHUB KJTiHIYHO 3HAUYINO] Ail Ha TPOTPOMOIHOBUY YacC y MAalli€HTIB, SKi IPOXOTUIN
IOBrOTpUBaJe JIiKyBaHHSA Bap)apuHOM.

KoaxiuyuH

[Ipu ogHOYACHOMY 3aCTOCYBaHHI aTOPBaCTaTUHY 3 KOJIXiIIMHOM IIOBIAOMIISANIOCS IIPO BUMIAAKKU
miomartii, B ToMy uncii pabmomionisy, ToMy ciif 3 06epexXHiCTI0O TpU3HaYaTH aTOPBaCTaTHH 3
KOJIXiLIUHOM.

IManmomiuuH. TToBigOMIISITIOCS TTPO BUNIAAKY MiomaTil Ta/abo pabmomiostidy mpu omHOYaCHOMY
3acTocyBaHHi iHTi0iTOpiB 'MI-K0A-enyKTa3u (HampuKial, aTOpBacTaTUHY) 3 Al TOMIIITHOM.
SKI1110 OMHOYACHOT0 3aCTOCYBaHHS HE MOXKHA YHUKHYTH, PEKOMEHYETHCS IIPOBOOUTHU
BiTOBigHUY KITiHIYHUN MOHITOPUHT (quB. po3Min «OcoOGIMBOCTI 3aCTOCYBaHHS»).

THwi nikapcwvki 3acobu

KriHiuHi gocmigKeHHs 0Ka3aly, [0 OOHOYAaCHEe 3aCTOCYBaHHS aTOPBACTATUHY 1 ilTOTeH3UBHUX
IpenapariB Ta KOro 3aCTOCYBaHHS B IIPOIECI eCTPOreH3aMiCHOI Tepallil He CyIIPOBOXKYBaIOCs
KJTIHIYHO 3HAUyIUMU 00iyHUMU edeKTaMu. [JociKeHb B3aEMOIii 3 iHIMMMU ITperapaTamMu He
IIPOBOLUJIN.

Oco06.1ueocmi 3acmocyeaHHs1.
CkxenemHi m’a3u

[cHYIOTB piAKicHI BUnmagku pabgomiostidy 3 TOCTPO0 HUPKOBOK HEJOCTATHICTIO BHACIIAOK
Mmiorno6iHypii mpu 3aCcTOCYBaHHI aTOpBaCTaTUHY Ta iHIIMX JTIKAPCHKUX 3ac00iB LILOTO KjIacy.
HasiBHiCTh B aHaMHe3i MOpyIIeHsb GYHKIIII HUPOK MoxKe 6yTH (GaKTOPOM PUIUKY OIS PO3BUTKY
pabmomioni3y. Taki nauieHT MOoTpeOyI0Th PeTEIbHOTO MOHITOPUHTY IJ151 BUSIBIIEHHS IIOPYILIEHb 3
00Ky CKeJleTHUX M'S13iB.

ATopBacTaTuH, K 1 iHII IpenapaTy IPyNy CTaTHHIB, IHOMOI CIPUYUHSE MiONATIi0, 1110 BU3HAYAETHCS
K 0ib y M’g13ax a00 cnabKicTh M’s13iB y MOENHAHH] 3 MiABUIIEHHSIM TOKa3HUKIB
kpeatuH@ochokinasu (KPK) y monan 10 pasiB Buile BepxHbol MexXi HopMmu (BMH). OgHouacHe
3aCTOCYBaHHS BUINKX 03 aTOPBACTATHHY 3 IEBHUMHU JIiKaPCbKUMHU 3ac00aMy, TAaKUMU K
IIUKJIOCTIOPHH i moTyxkHi inribitopu CYP3A4 (Hanpukiaf, KIapUTPOMILlMH, iTpaKoOHA30 Ta iHTibiTopu
npoteas BIJI i Bipycy rematuty C), mifBuiilye pu3uk Mionarii/pabgomionisy.

3acToCyBaHHS aTOpBaCTaTUHY MOXKe CIPUYUHATH IMyHOJIOTIYHO ONOCEPEKOBaHY HEKPOTU3YIOUY
MmionarTito (IOHM) - ayToiMmyHHY MiomaTito, II0B’s13aHy i3 3acToCcyBaHHAM cTaTuHiB. [OHM
XapaKTepPU3YETHCS TAKUMHU O3HAKAMHU: CIa0KiCTh MPOKCUMAIbHUX M'SI3iB Ta MiABUINEHUN PiBEHb
KpeaTUHKiHA3W Yy CUPOBATII KPOBi, sIKi 36epiratoThCsi, He3BaXKa4uy Ha MPUITUHEHHS JTiKyBaHHS
CcTaTMHaMHU; M’si30Ba 0ioIicisi BUSIBIISIE HEKPOTU3Y0Uy MiomaTiio 663 3HaYHOTO 3arajeHHs; IpU
3aCTOCyBaHHI iMyHOCYIIpECUBHUX 3aC00iB CIIOCTEPIra€ThCS MO3UTHBHA AUHAMIKA.



MoXHBiCTh PO3BUTKY MiOTaTii CJIif pO3T/IsifaTH y NallieHTiB 3 qudy3HOI0 Mianrieto, 6osicHicTI0 abo
cnabkicTio M’s13iB Ta/a6o 3HaunuM migBuineHHsM KOK. [Nauientam ciifg peKoMeHayBaTH HETalHO
TIOBIIOMJISITH ITPO BUIIAAKX 00JTI0 ¥ M’s13aX, 60sicHoCTi abo ciabkocTi M’'s13iB HEBiOMOI eTionorii,
0COBJIMBO FKIIO Ile CYIPOBOAXKYETHCS BiIUyTTSIM He3nyKaHHS a00 MigBUIIEHHSIM TeMIlepaTypH, abo
SKIIIO O3HAKM Ta CUMIITOMH 3aXBOPIOBaHHS M’s3iB 30epiratoThCs Mic/Is MPUNUHEHHS 3aCTOCYBaHHS
aTtopBacTaTUHY. JIikyBaHHS IIperapaToM CJIifl IPUNUHUTH ¥ BUMAAKY 3HAYHOTO MiABUIIEHHS PiBHSA
K®K, miarHoctyBanHs abo migo3pu Ha Miomarito.

Pusuk Mmiomaril mmig yac jikyBaHHS IIpenapaTaMy LbOT0 KjlacCy MiABUILYETHCS IPU OGHOYACHOMY
3aCTOCYBaHHI JTiKapCchKkux 3aco0iB, 3a3HavyeHux y Tabmuii 3. Jlikapi, SKi po3risgmaTs MOXKIUBICTD
KoMOiHOBaHOI Teparii aTopBacTaTUHOM Ta Oy[Ib-IKUM i3 IIUX IIpelaparTiB, IOBUHHI PETENIbHO 3BaXKUTHU
TIOTEHIIINHI ITepeBaru Ta PU3UKH, a TAKOXK PETEIbHO MOHITOPUTH CTaH IMAIiE€HTIB IMOA0 OYAb-IKUX
posiBiB 6071t0, 6omicHOCTi a0 c1abKoCTi y M’si3aX, 0COOJIMBO IMPOTATOM II0YATKOBUX MiCSIIiB Teparii
Ta MPOTATOM OyAb-SKOTO 3 IIEePiofiB TUTPYBAHHS J03U y HANPSIMKY 30inbllIeHHS OyOb-IKOT0 3
npemnapatiB. Crif po3rIgHyTH MOXKIIUBICTh 3aCTOCYBaHHS HA3bKUX MOYATKOBUX Ta MiATPUMYIOYHUX [03
aTOPBACTAaTHHY IIPH OOHOYACHOMY 3aCTOCYBAHHI 3 BUINE3TaflaHUMU JIiIKapCHKUMHU 3aco0aMu

(muB. po3min «B3aeMopmis 3 iHITUMY JTiIKapChbKUMK 3aC00aMHM Ta iHIII BUOM B3a€EMOii»). Y TaKux
CUTYallisIX MOXKe PO3TISAaTHCI MOXKJIUBICTD NepioguyHoro Bu3HaueHHsI KOK, anme HeMae rapaHTii,
III0 TAaKUY MOHITOPHHT JOTIOMOXKe 3aro0irTy BUMTagKaM TSKKOI Miomarii.

Teparmito mpemnapaToM CIifi TUM4acoBO ab0 IOBHICTIO IPUIUHUTU OYOb-IKOMY TAIliEHTY 3 TOCTPUM
CEepU03HUM CTAHOM, 1[0 BKa3y€ Ha PO3BUTOK MiomaTil, abo Ipu HasIBHOCTI (haKTopa pU3UKY PO3BUTKY
HUPKOBO1 HEJOCTATHOCTI BHACTIJOK pabooMioni3y (HampuKiag, TSXkKKa rocTpa iHGeKIis, TinoTeHsid,
XipypriuHa omepatlis, TpaBMa, TSXKKi MeTaboiuHi, EHIOKPUHHI Ta eIeKTPOJIITUYHI PO3/TIafin, a TaKOXK
HEKOHTPOJIbOBaHI CYZOMU).

Y mooguHOKKX BUIMAJKaX MOBiMOMIISINIOCS, 110 CTaTUHU iHAYKYIOTH «de novo» abo
3aroCTpPIOIOTh BXKE iCHYI0Yy MiacTeHiio rpaBic abo ouHy MmiacTeHito (guB. po3gin «I1o6iuHi
peakiii»). Y pasi 3aroCTpeHHS CHUMIITOMIB CJIifi MPUIUHUTHA IPHNOM aTOpPBaCTaTUHY.
[ToBimOMIISIIIOCS TIPO PEUUAXBY IPU ITOBTOPHOMY 3aCTOCYBaHHiI TOro caMoro abo iHIIIOTO
CTaTUHY.

IMopyweHHA pyHKUII neviHKu

IloBemeHo, 10 CTaTUHMY, 5K i [esKi iHIIi rimomimigemMiuHi TepaneBTUYHiI 3aco0u, MMOB’sI3aHi 3
BiIXUJIEHHSIM Big HOpMU 6ioXiMiUHUX IMOKa3HUKIB QYyHKIII mevinku. CTiKe migBuiieHHS (Oinmblne Hixk
y 3 pa3u Buille BMH niana3ony, sike BUHUKIIO 2 pa3u abo Oinblle) piBHS CUPOBAaTKOBUX TpaHCaMiHa3
crnoctepiranocsa y 0,7 % nauieHTiB, AKi OTPUMYyBaJId aTOpBacTaTUH. YacTOTa BUNIAAKIB LIUX BiOXUJIEHb
Big HopMmu cTa”osuia 0,2 %, 0,2 %, 0,6 % Ta 2,3 % mnsa no3 atropsactatuny 10, 20, 40 Ta 80 Mr
BiIIOBiOHO.

IcHyIOTE faHi, 110 IPY 3aCTOCYBaHHI IIpelapaTy B OGHOTO HallieHTa PO3BUHYJIACS XKOBTSIHULA.
[TipBuieHi moka3Huku QyHKIioHanbHUX TPo0 nedinky (OIIII) B iHmux nauieHTiB He OyIu OB’ s13aHi
i3 KOBTAHUIEIO a00 IHIIUMHU KITiHIYHUMU cUMIITOMaMu. [1icisa 3MeHIeHHS 003U, IePEPBU Y
3aCTOCYBaHHI MpemnapaTy abo MPUNMHEHHS M0T0 3aCTOCYBAaHHS PiBeHb TPaHCaMiHa3 TOBEPTABCS M0
piBHS nepeq MiKyBaHHAM a0o0 MpuOIM3HO 40 LHOTO PiBHS 663 HEraTUBHUX HACTIgKiB. 18 i3

30 marieHTiB 3i CTIKKUM IiABUIIEHHIM IIOKa3HUKIB QYHKI[IOHATbHUX P00 MEeYiHKY IIPOMOBKYBaIN
JIIKyBaHHSA aTOPBACTaTUHOM Y MEHIINUX J03aX.

[Iepen TUM SIK PO3MOYMHATU Tepalilo IpernapaToM, peKOMEHOyEThCA OTPUMATHU Pe3yJibTaTy aHali3iB
IIOKa3HUKIB (pepMEeHTIB NIeUiHKHY Ta 3[laBaTU aHaJli3X IMOBTOPHO Yy pa3i KiiniyHol motpebu. Hagxomunu
PiAKicHI mocTpeecTpalliliHi MOBiOMIEHHS PO BUNIAAKY JI€TaIbHOL Ta HeJleTalbHOl Ie4iHKOBOI



He[IOCTATHOCTI y IaIli€HTIB, SIKi 3aCTOCOBYBAJIX MpelapaTy TPy CTATUHIB, y TOMY YMCIIi
aTOpPBACTATHH. Y BUIAKy CEPHO3HOI0 ypaXKeHHs MeYiHKH 3 KITIHIYHUMHU CUMIITOMaMu Ta/abo
rinep0inipy6inemieio ab0 KOBTSHUIIEIO ITi[l YaC 3aCTOCYBAaHHS aTOPBACTATHUHY CIIifl HETANHO
IPUNUHUTHU JTiKyBaHHS. JKI0 He BU3HAYEHO aJlbTePHATUBHOI €Ti0JIOTil, He CIIiJ TIOBTOPHO
PO3MOYMHATH JIiKyBaHHS IIPernapaToM.

JlimicTuH cyig 3 06epeKHiCTIO MPU3HAYaTH MallieHTaM, SKi 37TI0BXKHMBAIOTh aJIKOT0jIeM Ta/abo MalTh B
aHaMHe3i 3aXBOPIOBaHHS NeYiHKU. JIIMiICTHH NPOTUIIOKa3aHUY [IPU aKTHUBHOMY 3aXBOPIOBaHHI
nediHky abo CTiMKOMy MifiBUILIEHH] PiBHS NMEYiHKOBUX TpaHCaMiHa3 HEeBiOMOI eTioJoril (AUB. PO3Min
«IIpoTUNIOKa3aHHS»).

EHOoKpuHHa pyHKUiA

[MToBimommnsnocs npo nigsuineHHs piBHsS HbAlc Ta KoHIIEHTpalii III0K03U B CHPOBATILi KPOBi HaTIIIe
IIpU 3acToCyBaHHI iHTiOiTOpiB [MI-K0A-penyKTa3u, B TOMY YHUCJIi 1 aTOPBACTaTHHY.

CraTuHM NepelmKoaKaloTh CHHTE3y X0JIeCTEPUHY Ta TEOPETUYHO MOXKYTh 0CNIabJIaTH CeKpeliio
CTepoifiiB HAaZHUPKOBUX 3a/103 Ta/ab0 roHagHUX CTepoidiB. KimiHiuHI JOCTiAXKeHHS T0Ka3ay, 10
aTOpBaCTaTHH He 3HUKYE 6a3albHy KOHIIEHTPAllil0 KOPTU30JTy IIJIa3MU Ta He MOPYIIY€E afipeHanoBUi
pe3epB. BuB CcTaTHHIB Ha 3allJIiJHIOIYY 30aTHICTh CIIEPMHU He JOCTIIXKYBaBCAd Y HOCTAaTHLOL
KiJbKOCTI nanieHTiB. HeBimoMo, SKMM YMHOM IIpelapaT BIJIMBA€E Ta YU B3arajll BIJIMBA€ Ha CUCTEMY
«CTaTeBi 3a7103U-Tinogi3-rinoTaraMmyc» y KiHOK y epegMeHomay3anbauii nepion. Cuing 0ytu
00epeKHUM IIPU OMHOYACHOMY 3aCTOCYBaHHI IpemnapaTy I'PyIy CTaTUHIB i3 mikapchKUMU 3acobaMy,
SIKi MOXKYTb 3HUKYBaTH PiBeHb a0 aKTUBHICTh EHJOTEHHUX CTEPOIIHUX TOPMOHIB, TAKUX K
KeTOKOHA30J1, CIIIDOHOJIAKTOH Ta LIUMETUOUH.

3acmocysaHHs nauieHmam i3 Hew,00asHimMu sunadkamu iHcy1emy abo mpaH3umopHoi
iwemiuHoi amaku

[Tpu Tepamii aTopBacTaTiHOM Yy 03i 80 Mr y marieHTiB 63 irmemiuHol XBOpoOU CePIIs, SKi Maiu B
aHaMHe3i BUMaAKHY iHCYIbTY ab0 TPaH3UTOPHOI illleMiyHOi aTakKy BIIPOJOBXK IONEPeqHiX 6 MicsIIiB,
crocTepirasnacs Oinbllla YacTOTa BUMAAKiB TeMOpariyHoro iHCyIbTy MOPIBHSHO 3 IPYIIOI0 IIalebo.
YacToTa BUNAJKIB JI€TabHOTO reMOpPariyHoro iHcynbTy Oysa mogibHoIo B yCixX rpymnax
nikyBaHHS. YacTOTa BUIAQMKiB HEJIETATbLHOI'0 TeMOPariyHoro iHCynbTy O6yaa 3HaYHO BUILOIO Y
TPYIIi MallieHTiB, Ki OTPUMYyBaIu aTOPBaCTaTHH, MMOPiBHSAHO 3 Tpymoo miaiebo. [Jeski
[I0YaTKOBI XapaKTEePUCTUKH, Y TOMY YUCJIi HasBHICTh BUNALKIB reMOpariyHoro ta
JIAKYHAPHOT0 1HCYJIBTY IIifl YaC BK/IIOYEHHS [0 OOCIIAXKEeHHS, aCOLil0BaIuC 3 BULIOK
YaCTOTOI0 BUITA[KIB reMOpPariYHoro iHCyabTy y IPYIIi IAI[i€HTIB, AKi OTpUMYyBaJlu
aTOpPBaCTaTHUH.

Cepef martiieHTiB BikoM 65-75 POKiB, SIKi OTpUMYyBa/i aTOpPBaCTaTHH, He CIIOCTePiranocs K0[HO1
3arajabHOI BigMiHHOCTI om0 0e3meku Ta eeKTUBHOCTI 3aCTOCYBaHHS ITPerapaTy MiX IUMU
malieHTaMy Ta MOJIOALINMY IalliEHTaMu, TaK caMo SIK He 0yJ10 3apeeCTPOBAHO XKOOHUX BiqMiHHOCTEN
IIJOZI0 BIJIMBY IIpelnapaTy cepeq Malli€HTiB JITHbOTO BiKY Ta MOJIOLIINX MAll€HTIB, IPOTE HE MOXKHA
BUKJIIOYATH Oi/bIy YyTIUBICTh OESKUX CTAPUINX MalieHTiB. OCKinbKY MallieHTH JIiTHHOTO BiKY (BikoM
Big 65 poKiB) OinbIl CXUIbHI 00 Miomarii, ¢t 3 06epeXkHiCTIO TPHU3HAYaTH iM aTOPBACTATHH.
ITeuinkosa HedocmamHicmb

JIiMiCTHH IPOTUIIOKAa3aHUM NallieHTaM 3 aKTUBHUM 3aXBOPIOBAHHAM II€YiHKY, BKIIIOUAIOUU CTiHKe
MigBUIIIEHHS PiBHS MMEYiHKOBUX TPaHCaMiHa3 HeBimoMoi eTionorii (uB. po3minu «PapMaKoIoTiuHi
BJIACTUBOCTI» Ta «IIpoTUNIOKa3aHHA»).



o noyamky saikyeaHHs

JlimicTuH crif 3 06epekHICTIO TpU3HAYaTH MallieHTaM 3i CXUJIbHICTIO 10 PO3BUTKY pabmomiomnisy. 1o
II0YaTKY JIIKyBaHHS CTaTUHAMU Y MAI[i€HTIB, CXUJIbHUX 10 PO3BUTKY pabooMionisy, ciif BU3HaAYaTH
piBeHb KpeaTuHkina3u (KK) mpu:

- MOPYIIeHHi QyHKIIil HUPOK;

- rinoyHKI1 U TOBUAHOIL 3aJI03H;

- CIafiKOBUX PO3jIafiax M’sI30BOI CUCTEMHU Y CiMeiiHOMYy a60 0coOUCTOMY aHaMHe3i;

- IIepeHeCceHuX y MUHYJIOMY BHIIafIkaX TOKCUYHOTO BIJIUBY CTATUHIB abo (ibpatiB Ha M’sA3H;
- IepeHeceHuX Y MUHYJIOMY 3aXBOPIOBaHHSX MTeUiHKY Ta/ab0 37T0BXKUBAHHI aJIKOTOJIEM.

IIns manieHTiB MiTHROTO BiKy (BikoM Bif 70 pokiB) HeoOXimHICTh MPOBeIeHHs 03HAYEHUX 3aXO0[iB CITif
OLIiHIOBATH 3 ypaXyBaHHSM HAsIBHOCTI iHIMX (aKTOPiB CXUIBLHOCTI 10 PO3BUTKY pabmomionizy.

[TinBumeHHs PiBHSA NpemapaTy B IIJIa3Mi KPOBi MOXKIIKMBE, 30KpeMa, Y pa3i B3aeMofil (IUB. pO3[in
«B3aemogis 3 iHIIEMY JTiKapCbKUMHU 3aco0aMu Ta iHII BUOM B3a€EMO[ii») Ta 3aCTOCYBaHHS
0COONIMBUM TIOMYIALISM TallieHTiB (IuB. po3min «PapMaKOKiHETHKA»), Y TOMY YKCIIi MallieHTaM 3i
CITaIKOBUMU XBOPOOaMH.

Y Takux BUIlafiIKaX PEKOMEH0BAHO OIiHIOBATU CIIiBBiIHOIIEHHS PU3UKIB Ta 0YiKyBaHOI KOPHUCTI Bif
JIIKYBaHHS Ta IPOBOAUTH KJIiHIYHUYI MOHITOPUHT CTaHy Ialli€HTiB. fAKINO A0 MOYaTKY JIiKyBaHHS
piBens KK 3HauyHO nifBumenut (nepesuitye BMH Oinbinie HiX y 5 pasi), TiKyBaHHS PO3MOYUHATHU He
crip,.

BuwmiprosaHHa pieHsa KK

Pisens KK He cytif BU3Hau4aTH Iicisd iHTeHCUBHUX (i3WYHUX HaBaHTaxKeHb ab0 P HAasIBHOCTI O6yib-
SKUX MOXKJIMBUX aJIbT€PHATUBHUX [IPUYUH MigBUllleHHS PiBHA KK, OCKIIbBKY 1€ MOXKE YCKIIagHUTU
iHTepIpeTalio pe3yIbTaTiB. fAKINO Ha I0YaTKOBOMY PiBHI ClIOCTepiraeThcs 3HauyHe nigsuiierHs KK
(mepeBumerHst BMH 0inbiite HiXK y 5 pa3iB), To yepe3 5-7 gHiB He0OXiIHO ITPOBECTH ITOBTOPHE
BA3HAYEHHA I NiATBePAXKEHHS Pe3yIbTaTy.

ITi0 yac aiKyeaHHsa

[TauieHTH MMOBUHHI 3HATH PO HEOOXigHICTh HETANHO IMOBIJOMIISITH ITPO PO3BUTOK 00JII0 y M’s3aX,
CymoM 4m ci1abKocCTi, 0cOOMMBO KOJIM BOHU CYIIPOBOMXKYIOTHCS He3MyKaHHSAM a0 rapsykoio.

Y pagi nosiBu WX CUMIITOMIB Y ITpolieci TiKyBaHHS aTOPBAaCTaTUHOM HeoOXiHO BU3HAUUTH piBeHb KK
y uporo marnienTa. ko piBers KK 3HauHO nifBuinenus (nepesuirtye BMH Ginbine HiX y 5 pasis),
JIIKyBaHHA CJIif] IPUTIUHUTH.

OoUiNpHICTL IPUNIMHEHH JIIKYBaHHSA CJIif] TAKOXK PO3TJISHYTH, AKINO HifasuiieHHS piBHA KK He carae
I’ ATUKPATHOTO NepeBuiieHHs BMH, ane cumnToMu 3 00Ky M’s13iB MalOTh TAKKUU XapaKTep Ta
IIOJIEHHO CTal0Th MPUUYNHOI0 HETIPUEMHHUX BiTUyTTiB.

[Ticns 3HUKHEHHS CUMIITOMIB Ta HopMartisalil piBHsI KK MoxkHa PO3TISHYTH MOXKJIUBICTh
BiIHOBJIEHHS JIIKyBaHHS aTOPBACTaTHHOM a00 MMOYaTKy JTiKyBaHHS aJlbTePHATUBHUM CTAaTUHOM 3a
YMOBHY 3aCTOCYBaHHS MiHiMaIbHOI MOXKJIMBOL fO3Y IIpenapaTy Ta peTeIbHOT0 Harjasiaay 3a CTaHOM



MMaIlieHTa.

JIikyBaHHSI aTOpPBaCTaTUHOM HEOOXigHO MPUIMHUTH, SKIIO CIIOCTEPIraEThC KIIiHIYHO 3HAUYIIE
nigsuimenHs piBHSA KK (mepesuinenHs BMH 6inbire Hixk y 10 pa3iB) abo BCTaHOBNIEHO OiarHO3
pabmomioni3y (abo mimo3pa Ha PO3BUTOK pabmomiosizy).

OdHouacHe 3acmocy8aHHA 3 iIHWUMU AIKAPCbKUMU 3dcobamu

Pu3uk po3BUTKY pabaoMiosti3y migBUIIYETHCS IPYA OMHOYACHOMY 3aCTOCYyBaHHI aTOPBACTATUHY 3
IeSKUMU JTiIKapChKUMU 3aco6aMu, 110 MOXKYTh 30iIbIINTH KOHIIEHTPAllil0 aTOPBACTATUHY Y IIJIa3Mi
KpoBi. [IpuKiafamMu TakKUX MpenapaTiB MOXYTh BUCTyIaTH noTyxkHi iHribitopu CYP3A4 a6o
TPAHCIOPTHUX OiNIKiB: IMKJIOCIIOPHH, TEJIiTPOMIIIMH, KJIaPUTPOMIIIHH, JeIaBipauH, CTUPUIIEHTO]I,
KeTOKOHAa30JI, BOPHKOHA30J1, iTpaKoHa30J1, II0CaKOHa30J1, JIeTepMOBip Ta iHribitopu mpoteas BIJI, y
TOMY YHUCJIi pUTOHABID, JIOIIHABIP, aTa3aHaBip, IHAVHABIP, JapyHAaBip, TUIIPaHaBIpP/pPUTOHABIP Ta iH.
[Tpu ogHOYACHOMY 3aCTOCYBaHHi 3 TeM(piOPO3UIOM Ta iHIMMMU NOXiTHUMU (iOPOBOL KUCIIOTH,
IIPOTUBIpYCHUME 3acobaMu [Jis NMiKyBaHHS rematuTy C (TemampeBipoM, enbacBip/rpa3onpesip),
€PUTPOMILIMHOM, HiallUHOM Ta e3eTUMiOoM, TenanpeBipom abo 3 KoMOiHaIli€
TeJalpeBip/PUTOHABIP TAKOXK 3POCTA€ PU3UK BUHUKHEHHS MiomaTil. AKII0 MOXKJIUBO, CIIif
3aCTOCOBYBATH iHIII JTiKapChKi 3aco6u (1110 He B3aEMOIiI0Th 3 aTOPBACTATUHOM) 3aMiCTh
BHUIIe3raflaHUX.

AK1o HeoOXiMHO MPOBOAUTH ONHOYACHE JIIKYBAHHS aTOPBAaCTaTHHOM Ta 3raflaHUMMU MperapaTaMy,
CJIifl peTeIbHO 3BaXKUTHU KOPUCTh Ta PU3UKHU. FKIIO Nali€eHTH 3aCTOCOBYIOTH JIiKapChKi 3aco0u, 1110
MigBUIIYIOTh KOHLIEHTPALI0 aTOPBACTATHHY y IIJIa3Mi KPOBi, PEKOMEHAYETHCS 3HUXKYBATU JO3Y
aTopBacTaTHHY [I0 MiHiMasnbHOI. KpiM Toro, y BUIIAgKy 3aCTOCYBaHHS MOTYXKHUX iHribiTopiB CYP3A4
CJIi[l PO3TJISHYTH MOXKJIMBICTh 3aCTOCYBaHHS MEHIIIO] II0YaTKOBOI 1031 aTOpPBaCTaTUHY. TaKoXK
PEKOMEHAYEThCA IPOBOAUTY Ha/IeXKHUY KITIHIYHUY MOHITOPUHT CTAHY I[UX MAlli€HTIB.

ATopBacTaTHH HE MOXHA NIpU3HA4YaTU OOJHOYACHO 3 (y3UA0BOI0 KUCIIOTO0, IKY 3aCTOCOBYIOTh
cucTeMHO, ab0 BIPOJOBXK 7 [HIB MiC/Is NPUNUHEHHS JiKyBaHHS (Py3uA0BOIO KUCIOTO. [TarienTam,
SKUM CUCTEMHE 3aCTOCYBaHHS (y3UI0BOI KUCIOTH BBAXKAETHCA HEOOXIMHUM, TiKyBaHHS CTaTUHAMU
CJIi[l IPU3YIMHUTH Ha BeCh NIePiof] 3aCTOCYyBaHHS (Py3UI0BOI KACIIOTH. Y MAI€HTIB, IKi OTPUMyBaIu
Gy3umoBy KUCIOTY Ta CTaTUHU y KoMOiHalril, Oy 3apeecTpoBaHi BUagku pabaomiosiidy, B ToMy
YHCITi JIeTanbHi (IUB. po3min «B3aemomis 3 iHIMUMHU JTiKapChbKUMM 3aC00aMu Ta iHII BUOK
B3aeMofii»). [TalieHTy ciif peKOMeHyBaTH HeraHo 3BepTaTUCA 3a MeAUYHOI0 AOIIOMOI0K0 Y pasi
BUHUKHEHHS OyIb-IKMX CUMIITOMIB CJ1abK0CTi, 601110 ab0 60J1iCHOI YyTIUBOCTI y M’s13aX.

Teparmito cTaTuHaAMU MOXKHa IIPOMOBKUTH Yepe3 7 OHIB MiCIs OTPUMaHHS OCTaHHBOI H03U GYy3UH0BOi
KHUCJIOTH.

3a BUHSITKOBUX 00CTaBUH, KOJIM MOTPiOHE MOBrOCTPOKOBE CUCTEMHE 3aCTOCYBaHHS (y3UO0BOI
KVCJIOTH, HaIIPUKJIaM [JIs JTIKyBaHHS TSIXKKUX iH(eKii, HeoOXigHICTh OMHOYACHOTO 3aCTOCYBAHHS
aTopBaCTaTHUHY Ta (Gy3UA0BOI KUCIIOTHU CIIifl PO3TIsAaTH TiIbKU B iHAWBIOyaTbHOMY MOPSOKY Ta
3MIMCHIOBATH i PETEIbHUM HariIssooM JliKaps.

Pusuk mionaril Ta/abo pabmoMionisy MoxKe MigBUIIYBaTUCS IIPYU OMHOYACHOMY 3aCTOCyBaHHI
inri6itropie I'MI'-KoA-penykrasu (Hampukiaj, aTOPBaCTAaTUHY) Ta HANTOMIIIMHY (OUB. PO3Mi
«B3aemogis 3 iHIIUMY JTiIKapCbKMMHK 3aco0aMu Ta iHII BUAW B3a€MOfin»). CIlifi pO3TIsSHYTH
MOXKJIUBICTh TUMYACOBOT'0 IIPU3YIIMHEHHS 3aCTOCYBaHHS aTOpBaCTaTHHY MallieHTaM, sKi
3aCTOCOBYIOTh AANTOMILIMH, SKIIO TiTbKKA KOPUCTD Bil OMHOYACHOTO 3aCTOCYBaHHS He IepeBaXKae
pu3uK. AKI0 OOHOYACHOT0 3aCTOCYBaHHS He MOXKHAa YHUKHYTH, CJIif KOHTPOJIIOBATH PiBEHb
KpeaTUHKiHa3u 2-3 pa3u Ha TUXK[EHb, a NAlliEHTH TOBUHHI Tepe0yBaTH IIif peTeNTbHUM HaTISg0M



IJIsT BUSIBJIEHHST OYIb-SIKMX O3HAK a00 CHMIITOMIB, IT[0 MOXKYTh CBITUMTH ITPO MiOTAaTilo.

IHTepCcTUIlianbHA XBOpOoOa JIereHiB

Y nportieci niKkyBaHHS AeSKUMU CTaTUHaMHU (0COONIMBO Yy MPOIECi TPHUBAIOrO JIiKyBaHHS) OyJIK OmucaHi
BUHSITKOBI BUTIaOKK PO3BUTKY iHTEPCTHUIliaIbHOI XBOpOoOuU JieTeHiB. [[o IPosBiB 1Iiei XBOPOOM MOXKHa
BiHECTH 3a[UIIKy, HEIIPOLYKTUBHUM KallleJlb Ta 3arajibHe MOTipIIeHHS CaMOIo4yTTs
(cTOMTIOBaHICTh, 3HMKEHHS MaCH Tifla Ta rapsg4ka). Y pa3i BUHUKHEHHS 03P Ha iHTepCTUlliaibHy
XBOPOOY JIeTeHiB MiKyBaHHS CTaTUHAMMU CJIifl IPUTTUHUTH.

HanosHoBaui

Ho ckmagy mpemnapaty JIIMICTUH BXOOAUTH 1akT03a. Lley npemapaT He CIif 3aCTOCOBYBaTU
marfieHTaM i3 pigfKicCHUMU CIIaJKOBUMHU 3aXBOPIOBAHHSIMH, TIOB’SI3aHUMU 3 HETIEPEHOCUMICTIO
ranakTosu, medinuroM nmakralu Jlamma abo ManbaOCOPOITEI0 TTI0OKO3U-TaIaKTO3H.

Tepamisa nimigomMogudikyouynMu mpemnapaTaMy IIOBUHHA OYTH OHI€0 3i CKIagOBUX KOMITJIEKCHOI
Teparlil JjIg Ialli€HTiB 31 3HA4YHO MiABUILEHUM PU3UKOM PO3BUTKY aTE€POCKIIEPOTUYHUX 3aXBOPIOBaHb
CY[VH 4epes rinepxoyiecTepuHeMin. MegukaMeHTO3Ha Tepallisi peKOMEeHOYEThCSA K TOIIOBHEHHS 0
Ii€TH, KOIM pPe3y/bTaTy Bifl JOTPUMaHHS TiETH, 110 00MeXKy€e CIOXKMBAHHS HaCHUYEeHUX KUPIB Ta
X0JIECTePUHY, & TaKOXK Bifl 3aCTOCYBaHHS iHIINX HEMeOUKaMeHTO3HUX 3aX0fiB 0yJI0 HEAOCTaTHERO.
[MamienTam 3 imemivyHO0 XBOpo60I0 cepist abo 3 feKinbKoMa hakTopaMy PU3UKY PO3BUTKY iIIeMidyHOI
XBOpPOOU Ceplls 3aCTOCyBaHHS mpernapaTy JIIMICTUH MOXKHa PO3I0YaTy OAHOYACHO 3
OOTPUMaHHAM [IETH.

ObmediceHHA 3acmoCyB8aHHA

ATopBacTaTUH He JOCIIKyBaJii 3a YMOB, KOJIM OCHOBHUM BiIXUJIEHHSM Bifi HOpMHU 3 OOKY
minonpoTeiniB OyJo mifBUILIEHHS PiBHSA XimoMmikpoHiB (Tunu I Ta V 3a knacudikaiiieio ®penpikcoHa).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o0.
Bazimuicmb
OuiHKka pu3ukis

[TpemapaT mIpOTHUIIOKA3aHWM BariTHUM JKiHKaM, OCKiJIbKM HE BCTAHOBJIEHa Oe3ImeKa Horo
3aCTOCYBaHHS BaTiTHUM i HEMa€ SBHOI KOPUCTI IPUIOMY MiMil03HNKYBabHUX IIpPenapaTiB y mepion
BaritTHOCTi. Ockinbky iHribiTopu I'MI'-K0oA-penyKTasu 3HUXKYIOTh CHHTE3 X0JIECTEPUHY Ta, MOXKJIUBO,
CHHTe3 iHmKX 0i0JIOTIYHO aKTUBHUX PEUYOBUH, AKi € MOXiZHUMHU X0JI€CTEePUHY, aTOPBACTAaTUH MOXKE
IIKIJIMBO BIUIMBATU Ha mtif. [Ipuiiom npenaparTy CIif IPUIUHUTY, K TiIIBKU BCTAHOBJIEHA
BariTHICTH (OuB. po3min «IIpoTUnoKa3aHHI»).

Po3paxyHKoBHU (POHOBUYM PHU3UK 3HAUYHUX BPOAKEHUX MallbpopMallid Ta BUKUIHIB [JIsT BKa3aHOL
mONynsLil HeBigomuu. Y 3aranbHii nonynsiil CIIA po3paxyHKoBul (HOHOBUM PU3UK 3HAYHUX
BPOIKEHUX MallbGopMalliii Ta BUKUIHIB IIPY KIiHIYHO BU3HAHUX BATiTHOCTSAX CTAHOBUTH 2—-4 % Ta
15-20 % BimmoBinmHO.

KoHmpauenuis



ATopBacTaTHH MOXKe 3aBaBaTy IIKOAU IJIOAY IIPU 3aCTOCYBaHHI BariTHOW XKiHKO010. 2KiHKU
PEMPOOYKTUBHOTO BiKy MaloTh OyTH mpoiHGopMoBaHi Mpo HeoOXigHiCTh eeKTUBHOI KOHTpALeNii i
Yac JIiKyBaHHS LM IIpernapaToM.

KniHiyHi 0aHi

ObMexeHi omy6rikoBaHi maHi 06cepBalliiHUX AOCIiIXKEHb, MeTaaHali3iB Ta KJiHiYHUX BUMAKiB
IIOJ0 3aCTOCYBaHHS aTOPBAaCTAaTUHY KalbIlilo He TTOKa3ally MMiABUIIEHOT0 PU3UKY BUHUKHEHHS
CepHO3HUX BPOOKEHUX MallbpopMallid Ui BUKUIHIB.

Hapxonunu pipkicHi mOBioOMIeHHS PO BPOAXKEHI aHOMaJTil micys BHYTPILIHBOYTPOOHOI €KCIIO3u1lil
inmux inri6itopis I'MI'-KoA-penykTa3u. [IpociekTuBHe criocTepexkeHHs npubnu3Ho 100 Bumaagkis
BariTHOCTEU Y XKIHOK, SIKi JIIKyBaJIUCS CUMBAaCTaTHHOM 4YM JIOBaCTaTUHOM, II0Ka3aJsio, 10 4acToTa
BUIIQ[IKiB BPOMIKEHUX aHOMaJIill IJI0[ja, BUKAHIB Ta BHYTPIITHEOYTPOOHUX
CMepTel/MepTBOHAPOKEHDb HE ITePEBUINyBaia YaCTOTH, OYiKyBaHOI [AJIST 3arajibHOIL OISl
KinpkicTh BUIIAOKIB € MOCTATHBOIO, 100 BUKITIOUUTH = 3—-4-KpaTHe MigBUIIEHHS BPOIXKEHUX aHOMAJIil
PO3BHUTKY IIJI0fla OPIBHSIHO 3 (HOHOBOIO 4acTOTOW. Y 89 % BariTHuX, 3a SKMMU BeJIU NIPOCIIEKTHBHE
CIIOCTEpEeXKEeHHs, JIIKyBaHHS IIperapaToM PO3M0YUHAIOCSA A0 BariTHOCTI Ta MPUIUHSAJIOCS IIifl Yyac

[ TpumecTpy micnsa BUSBIIEHHS BariTHOCTI.

ITepiod 200ys8aHHA 2py0010

[TpemapaT mIpOTHUIIOKa3aHUY y TIepiof rogyBaHHs I'PyAnio. BincyTHs iHbopMallis npo BIIuB
InpenapaTty Ha OUTUHY, Ky TOOYIOTh TPyAAio, abo Ha nakTallito. HeBiqoMo, 4u mpOHUKAE
aToOpBaCTaTHH y IPyAHE MOJIOKO, OfHAK OyJI0 IMOKa3aHo, 110 iHIMKY JTiKapChKuM 3acif 1bOTo Ki1acy
IIOTpAIlIsi€ Y TPyOHE MOJIOKO; aTOpPBaCTaTHH HasgBHUU Yy MOJIOLI ITypiB. OCKIJIbKY CTaTUHU
IIOTEHIINHO 3[laTHI CIPUYMHUTU Ceplo3Hi HebaXKaHi peakilil y HEMOBIIST, SKi 3HaXOSThCS Ha
TPyOHOMY T'OOyBaHHI, KiHKaM, sIKi I0TpeOyIoTh JTiKyBaHHS IIperapaToM, He CJIifi TOAyBaTH TPYAII0
(muB. po3min «IIpoTunoKkasaHHI»).

30amuicmb 8niusamu Ha weudKicmbeb peakyii npu KepyeaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

[IpemapaT Mae myKe He3HAUYHUY BIIJIUB Ha IIBUAKICTh peakilii i yac KepyBaHHS
aBTOTPAHCIIOPTOM abo iHIMUMU MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.
T'inepainidemia ma 3miwaHa oucainioemis

PexomeH0BaHa IIOYaTKOBA [I03a aTopBacTaTuHy cTaHoBUTh 10 a6o 20 Mr 1 pa3 Ha moby. s
NallieHTiB, sIKi 10TpebyIoTh 3HAYHOT0 3HUXKEHHS piBHS xonectepuny JITTHII (Ginbiie Hixk Ha 45 %),
Tepamnis Moxke OyTu posnoyara i3 mo3yBanHsg 40 Mr 1 pa3 Ha m00y. [1030BUY Oiana30H aTOpPBaCTaTUHY
3HaxoguThCsa ¥ Mexkax Bim 10 mo 80 mr 1 pas Ha moOy. IIpenmapaT MoXHa MPUIMaTHA Pa30BOIO 03010 Y
Oymb-IKUY Yac Ta He3aJjleXKHO Bifl BXKMBAHHS iki. [To4yaTKOBY Ta HigTpUMYyI04i M03H IIpemapary Ciifm
nigOupaTy iHAUBiMyaIbHO 3a/Ie3KHO Biff MeTH JIiKyBaHHS Ta Bigmosifmi. [Ticisa moyaTKy niKyBaHHS
Ta/abo micasa TUTPYBaHHS 03U IIperaparTy CIIif IpoaHasli3yBaTy piBeHb JMillifliB IPOTATOM IIepiony Bif
2 [0 4 TUXKHIB Ta BigIIOBIAHUM YMHOM BifKOPUTYBaTHU [03Y.



I'emepo3uzomHa cimetliHa 2inepxoiecmepuHeMis y nayieHmis dumsavoz20 8iKy (8ikom 8id 10
0o 17 pokis)

PexomeH0BaHa MOYaTKOBA [I03a aTOPBACTATUHY CTaHOBUTH 10 Mr Ha go0y, 3BUYANHUN [iana30H 03
ctanoBuTh Bim 10 mo 20 Mr mepopanbHo 1 pa3 Ha goOy. [lo3u mpemapary Ciif migdupaTtu
IHAWBINyaIbHO BIiOIIOBIAHO [0 MeTH JIIKyBaHHA. KOpUTryBaHHS NO3U CIIifl IPOBOOUTHU 3 iHTepBasioM 4
TUXKHI abo Oirnbire.

I'omo3uz2omHa cimetiHa 2inepxoiecmepuHeMis

[To3a aTopBacTaTUHY OJI1S NALIEHTIB i3 TOMO3UTOTHO CIMEWHO0 TinepxoaeCcTepUHEMIE0 CTaHOBUTD
Big 10 mo 80 mr Ha moOy. JIiMicTHH c1if 3aCTOCOBYBATH SIK MOMOBHEHHS [0 iHIIUX TiMoJimigeMiqyHuX
MeTOfiB NiKyBaHHS (Hanpukiag, apepes JITTHII) abo skio rinomimigemMiysi MeTonu niKyBaHHS
He[OCTYIIHI.

OO0HouacHa 2inosini0emiyHa mepanis

JlimicTH MOXKHa 3aCTOCOBYBaTH 3i CEKBeCTpaHTaMM KOBYHUX KuCI0T. KoMbinartiito inribitopis I'MI-
KoA-penykTa3u (craTuniB) Ta ¢ibpaTis ciig npu3HavaT 3 06epexHicTio (auB. po3minu «B3aemopmis 3
iHImMMY TiKapchKUMM 3acobaMu Ta iHII BUOYM B3a€MOMii» Ta «OCOBIUBOCTI 3aCTOCYBaHHS»).

Ilo3yeaHHAa 014 nayieHmis i3 NOpyweHHAMU PYHKUIT HUPOK

3axBOpIOBaHHS HUPOK HE BIJIMBA€E Hi Ha KOHLEHTpAIIl0 IIpenaparTy y Ijla3Mi KPOBi, Hi Ha 3HUXKEHHS
piBHA xonecTepuny JIITHII npu 3acTOCyBaHHI IIpenapaTy, TOMy KOPUT'YBaHHS [O3U [Ipelapary Ajis
NaLi€HTIB i3 mopymeHHsIMY GQYHKIII HUPOK He MOTpibHe (guB. po3pinu «PapMaKkoKiHETHKa» Ta
«Oc06IUBOCTI 3aCTOCYBaHHS»).

Ilo3yeaHHA 044 nauieHmis, AKI npuiUMammMbs YUKAOCNOPUH, KAAPUMPOMIYUH, IMPAKOHA30,
snemepmosip abo nesHi iHeibimopu npomeas3

Cnig yHUKaATH 3aCTOCYBaHHS IIpenapary nallieHTaM, sIKi IpuiiMaloTh HUKIOCIOpUH abo iHribiTop
npoTtea3u BIJI TunpanaBip puToHaBip, abo iHribiTop nmpoTeasu Bipycy renatuty C riekampesip
nibpeHTacBip, abo J1eTepMOBip IIPU OOJHOYACHOMY 3aCTOCYBaHHi 3 IUKJIOCTIOpUHOM. [lallieHTaM 3
BIJI, gKi npuiiMar0Th JIOMiHABIp PUTOHABIP, aTOPBACTATHH CJIiff 32aCTOCOBYBATH Y HAMHUXKYIN
HeoOXigHiX m03i. [TamieHTam, AKi TpUUMalOTh KJIapUTPOMIIIMH, iTpaKOHA30J1, e710acBip rpa3oIpesip,
abo nauientam 3 BIJI, ski npuitMaroTs KoMOiHallil cakBiHaBip pUTOHABIpP, fapyHaBip PUTOHABID,
dbocammpeHasip, GocaMipeHaBip puToOHaBip abo 1eTepMoBip, TepaeBTUYHY 03y Mpenapaty Cif
o0MexkuTH 20 MTI, TaKOXK PEKOMEHIYETLCS IIPOBOAUTY HaJjlexkHe KITiHiYHe 00CTeXKEeHHS IS
3abe3neyeHHs 3aCTOCYBaHHS HallMeHIIol HeoOXigHOI 031 aTOpBaCTaTUHY.

Y nauieHTiB, sSKi mpuiiMaloTh iHTiOiTOp MpoTeas3u Bipycy rematuty C enbacBip/rpa3omnpesip
OJHOYACHO 3 aTOPBACTAaTHHOM, /103a aTOpBaCTaTUHY He IIOBUHHA IepeBuiyBaT 20 Mr/go0y (ous.
po3min «OcobmMBOCTI 3aCTOCYBaHHSI» Ta «B3aeMopmist 3 iHIMMMU JTiKapChKUMHU 3acob6aMu Ta iHII BUOU
B3aEMOi»).

[TamieHTaM, sKi mpuitMaloTh iHribiTop mpotea3u BIJI Hendinagip, MiKyBaHHS aTOPBACTATUHOM CIIif
00MexkuTH 003010 0 40 Mr. [Ipu cynnyTHbOMY IIpH3HaY€HHI aTOpPBaCTaTUHY 3 iHINUMU iHTiGiTOpaMu
IIpOoTea3 PeKOMEeHY€EThCS IPOBeieHHS BiAMOBIAHMX KTiHIYHUX 00CTeXKeHb [ 3a0e3meueHHs
3aCTOCYBaHHST HaMeHIII0l HeoOXigHOI 103U Ipemnapary (IUB. po3minu «B3aemois 3 iHIIUMU
JMiKapChbKUMU 3aco0aMu Ta iHIIi BUOU B3aeMOfin» Ta «OCOOIUBOCTI 3aCTOCYBAHHSI»).



Himu.
I'emepo3u2omHa cimetlHa 2inepxosiecmepuHemis

Besneka Ta eeKTUBHICTh 3aCTOCYBaHHS aTOPBACTAaTUHY BCTAHOBJIEHI [JIg AiTel BikoM Bim 10 mo
17 poKiB i3 reTEPO3UTOTHOIO CIMEWHOIO TillePX0JIeCTEPUHEMIEI0 K MOTMOBHEHHS 10 HIETH OJIS
3HUKEHHS 3arajibHOro xonectepuny, piBus JIITHII Ta piBHS anosinonpoTeiny B, Konu micns
aieKBaTHOI cipoOu mieToTepartii Bif3HAYalOThC:

- xonecteput JITTHII =190 mr/on (4,91Mmorns/n) abo
- xonectepud JITTHIIT =160 mr/on (4,14 MmMonb/n) Ta:

y ciMelitHOMY aHaMHe3i HasiBHa ciMeiiHa rinepxonectepuHeMis abo paHHi ceplieBo-
CYOVHHI 3aXBOPIOBaHHS Y POJXYiB IepIIoro abo Apyroro CTymneHs abo

HasBHIi Ba abo Oirnblre iHIMX (AKTOPiB PU3UKY CEPLIEBO-CYIUHHUX 3aXBOPIOBAHb.
[Toka3aHH4 [y 3aCTOCYBaHHS aTOPBACTaTUHY IIATBEPIXKEHE HAa OCHOBI OOCIIIgXKEHD:

[Inane60-KOHTPOIbOBaHE KITiHIUHE [IOCTigXEeHHS TPUBAJIICTIO 6 MicsAiB 3 yyacTio 187
XJIOMIIIB Ta AiBYAaT IicJg mo4yaTKy MeHcTpyauiu BikoM Big 10 go 17 pokis. [TauienTy, Ki OTpuMyBasu
JiKyBaHHS aTOpPBaCTaTUHOM y [03i 10 Mr a6o 20 Mr IIOmHS, Malu 3arajoM momioHui mpodink
He0OakaHUX peaklliii 0 TaKOTo Y MAaIiEHTIB, Ki 0OTpuMyBaju mnauebo. Y 1iboMy By3bKOMY
KOHTPOJIbOBAaHOMY [IOCIIiI2KeHHi He OyJI0 BUSIBIEHO 3HAUYIIOT0 BIJIMBY aTOPBACTaTHHY Ha picT abo
CTaTeBe J03piBaHHS XJIONIIiB a0 Ha TPUBAIICTh MEHCTPYaIbHOTO IIUKITY V AiBYaT.

TpupiuHe BiIKpuTe HEKOHTPOJIbOBaHE AOCIIAKEeHH 3 y4acTio 163 miTer BikoM Bifg 10
1o 15 poKiB 3 TeTepO3UTOTHOIO CIMEWHOIO TilepXxoiecTepuHeMi€elo, sl SKUX IigOupanu o3y Ajis
INOCSATHEHHS LinboBoro piBHA Xonectepury JIITHII < 130 mr/gn (3,36 mmons/n). be3neka Ta
e(peKTUBHICTb 3aCTOCYBAHHS aTOPBACTaTUHY IIpU 3HUXKEHHI Xonectepuny JIITHIL], 3a3Buyaii
BifTIOBimalOTh MOKA3HUKAM, SIKi CIIOCTEPIraaucs y JOPOCIUX MallieHTiB, He3BaXKalyu Ha 00MeKeHHS
IIJTaHy HEKOHTPOJIbOBAHOI'O AOCIIAKEHHS.

HeoOxigHa KOHCYNIbTAIlis giBYAT ITiC/IS MOYATKy MEHCTPYaIlil 040 KOHTPAIEIIIii, SKIIO 11e TOPeYHO
OJIS TallieHTa.

IIoBroCTPOKOBOI e(heKTUBHOCTI Tepallil aTOpBacTaTUHOM, PO3II0YATOl B JUTUHCTBI [IJIST 3MEHIIIEHHS
3aXBOPIOBAHOCTI Ta JIETaJIbHOCTI Y TOPOCJIOMY Billi, He BCTAHOBJIEHO.

Besmnexka Ta e(eKTUBHICTH Tepallili aTOPBaCTaTUHOM He BCTAHOBJIEHA AJIA AiTel BikoM f0 10 pokiB 3
TeTEPO3UTOTHOIO CIMEHHOIO TiIepX0JIeCTEPUHEMIEIO.

I'omo3u2omHa cimetHa 2inepxosiecmepuHeMis

Kniniyna eheKTHBHICTh aTOpBaCcTaTUHY y mo3ax g0 80 Mr Ha goOy mpoTsaroM 1 poky Oyna oIfiHeHa y
HEKOHTPOJIbOBAHOMY HOCJIiI2KEHH] y MallieHTiB i3 TOMO3UTOTHOI CIMEWHOI0 TilepxoIeCcTepUuHEMIELD,
[0 TKOro OyJI0 BKJIIOYEHO 8 miTel.



Ilepedo3yeanHs.

Crnenudivyroro nikyBaHHS Ilepef0o3yBaHHS aTOPBACTATUHOM HeMae€. Y BUIAIKY ITepefo3yBaHHSI
malieHTa CJIif JTiKyBaTH CHMIITOMATUYHO Ta IIPU HEOOXiMHOCTI 3aCTOCOBYBATH MiATPUMYIOUi 3aX0H.
Yepes BUCOKHUH CTYIIiHb 3B'I3yBaHHS IIpenapary 3 6iTkaMu Ijia3Mu KPOBi He CITifl 04iKyBaTH
3HQYHOI0 MMiCUIeHHS KJIIPeHCYy aTOpPBACTaTUHY 3a AOIOMOT 00 reMOofiai3y.

ITo6iuni peakuii.

Y 3B’43Ky 3 TUM, 1110 K/IiHIYHI JOCTiAXKEHHS IPOBOASATHCA Y Pi3HUX YMOBaX, 4aCTOTY
BUHUKHEHHST HeOaXKaHMUX Peakliill, 10 CIIOCTEePIiraroThCs i Yac KIiHIYHUX [OCITiIXKeHb
JiKapCchKOro 3acoby, He MoxHa 6e3mocepeqHbO MOPiBHIOBATH 3 ITOKA3HUKAMU, OTPUMaHUMU
I Yac KJIIHIYHUX JOCIIIAKEHS IHIIOr 0 IIpenapaTy, Ta BOHM MOXKYTh He BINNOBigaTH
ITOKa3HUKaM 4aCTOTH, IO CIIOCTEPIral0ThCA Y KITiHIiYHIA TPaKTHLI.

3rifHO 3 JaHUMU KJIIHIYHUX AOCIiAXKEHb aTopBacTaTuHy cepen 16066 malieHTiB IPOTIroM
53 TUXKHIB y Malli€HTIB, IKi OTPUMYBaIM JiKyBaHHS aTOPBAaCTaTUHOM, HaldacCTillle
crocTepiranucs Taki HeOaxkaHi peakiii, 110 TPHU3BOAUIN [0 IPUNMHEHHS 3aCTOCYBAHHS
aTopBaCTaTHHY Ta TPAIJISJIACS 3 4YaCTOTOI0, BUIIOI0 HiXK y rpyi mianebo: mianria (0,7 %),
miapes (0,5 %), aymota (0,4 %), mifBullleHHS piBHA alaHiHaMmiHOTpaHcdepasu (AJIT) (0,4 %)
Ta nedinkoBux ¢epmeHTiB (0,4 %).

HadyacTimumu mobiyHUMHK peakilisMmu (= 2 % MopiBHSHO 3 M1alled0), He3alnexHo Bif
IPUYUHY, Y MAI[iEHTIB, AKi OTPUMYBaIM JTiKyBaHHS aTopBacTaTUHOM (1=8755), 6ymu:
HazodapuHrit (8,3 %), apTpanris (6,9 %), miapes (6,8 %), 6inb y KinmiBkax (6,0 %) Ta
iH(eKIITil CeYOBUBITHUX IIIISIXiB (5,7 %).

Y Tabmnuii 4 migCyMOBY€EThCS 4acTOTa KIiHIYHKUX HeOaxkaHUX peakllii, He3aJleskHO Bifl
IIPUYUHHOTO 3B’SI3KY, 3aPEECTPOBAHUX Y 2 % MallieHTiB a0o OinbIle Ta 3 Y4aCTOTOO BUIIOIO,
HiX y rpymi mnane6o, y malli€eHTiB, SKi OTPUMYBau JIiKyBaHHS aTopBacTaTuHOM (n=8755), 3a
naHuMu 17 mmane00-KOHTPOIbOBAHUX MOCTIIKEHE.

Kniniuni HebaxkaHi peakiiii, 1110 BUHUKaNU y Oinbiile HiXK 2 % Malli€HTiB, SKi OTPUMyBau
JiKyBaHHS OyIb-sIKOIO 103010 aTOPBACTATUHY, Ta 3 YaCTOTOIO BUIIOI0, HiXK Y T'PYIIi miaiebo,
He3aJIeXKHO Biff IPUYUHHOTO 3B'43KY (% Malli€HTiB).

Tabmnuug 4

HeBaxana peawis* ng;-ﬂxa 10 mr 20 Mr 40 mr 80 mr  Ilnmame6o
peart Neg7ss N=3908 N=188  N=604N=4055 N=7311

HazodapuHrit 8,3 12,9 5,3 7 4,2 8,2

Aprtparnris 6,9 8,9 11,7 10,6 4,3 6,5

Hiapes 6,8 7,3 6,4 14,1 5,2 6,3

Bins y KiHLiBKax 6 8,5 3,7 93 31 5,9

Ingexiis cedOBMBIHNY - 6.9 6.4 8 41 5.6

HIJISIXIB



Iucnerncis 4,7 5,9 3,2 6 3,3 4,3

Hynota 4 3,7 3,7 7,1 3,8 3,5
M’sa30Bo-cKeJieTHHUM O0inp 3,8 5,2 3,2 5,1 2,3 3,6
M’s130Bi cia3Mu 3,6 4,6 4,8 51 2,4 3

Miamnris 3,5 3,6 5,9 8,4 2,7 3,1
Be3conns 3 2,8 1,1 5,3 2,8 2,9

dapuHToNapUHTeanbHUM

: 2,3 3,9 1,6 2,8 0,7 2,1
Oifip

* HebakaHa peakiisi >2 % y Oymb-sKil mo3i 6inbIie, HiXK y rpymi miaieoo.

o inmux HeOaxkaHUX Peakilii, MPo SKi IOBiMOMIISIIOCS IIif Yac m1ane00-KOHTPOIbOBAHUX
IOOCJHiIXKeHb, HaJleXXaTh:

3a2a/bHi NOpyweHHA: BITUYTTS HEe3OYXKaHHS, [IIPEKCis;

3 60Ky mpasHoi cucmemu: MITYHKOBO-KUIIKOBUY OUCKOMMOPT, BigpuKKa, METEOPU3M,
TernaTuT, X0JIecTas;

3 6OKY CKesiemHo-M’ 30801 cucmemu: M’sI30BO-CKeJIeTHUY Oinb, MigBHUIIlEHA BTOMJTIOBAHICTh
M’s13iB, Oinb y mmi, HabpsKaHHS Cyr100iB, TeHAWHOMNATIA (iHOAi YyCKIagHeHa PO3PHUBOM
CYXOXKHUILIA);

3 6oxy Memab0i3My ma xapuysaHHs: MiABUILIEHHS TPaHCaMiHa3, BiIXUJIEHHS Bii HOPMU
GbyHKIIOHaIbHUX TPO0 MeYiHKY, MiABUIIEHHS PiBHA IyXKHOI ocdaTta3u B KPOBi, MigBUAIIEHHS
akTuBHOCTI KOK, rinepriikemis;

3 60Ky Hepeosoi cucmemu: XKaxXJIUBI CHOBUIHHS;

3 60Ky duxasnbHoi cucmemMu: HOCOBa KPOBOTEUQ;

3 60Ky wKipu ma ii npudamkis: KPOIIUB' THKA;

3 60Ky Op2aHie 30py: HEUITKICTh 30PY, IOPYLIEHHS 30DY;

3 OOKY OpeaHie c/ayxy ma pigHosazu: IIyM y ByXaX;

3 60Ky ceyocmamegoi cucmemu: IEUKOLUTYPis;

3 60Ky penpodyKmueHoi cucmeMu ma MO/A04YHUX 3d/103: TiIHEKOMAaCTis.

YacToTy BUHUKHEHHS IMOOIYHUX peakIlii BU3HA4YaaId TaKUM YMHOM: 9acTo (>1/100, <1/10);
HeyacTo (>1/1000, <1/100); pigko (>1/10000, <1/1000); myxe pigko (<1/10000).

3 60Ky Hepsosoi cucmemMu: 4aCTO - TOJIOBHUM 6iib; HEUACTO - 3allaMOPOYEHHS, ITapecTesis,
rimecresis, IUCTEB3isA, aMHe3id; PiAKO - IepudepryHa HeUponaTis.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: 4aCTO - 3arop; HeYacTo - TaHKPeaTUT, OJTIOBaHHS.

3 60Ky ckesnemHo-M’ 5130801 cucmemu ma CnoAy4YHOi MKAHUHU: 4aCTO - 6inb y cyrmobax, 6inb y cruHi;
myXe pigko - MiomaTist, Mio3uT, pabmomionis;



3azanvHi nopyweHHA: HEYaCTO - acTeHid, Oinb y rpyasx, nepudepudti HaOpSKU, CTOMITIOBAHICTh.

ITopyweHHs Memaboizdmy ma xapuyeaHHs: HEYACTO - TiloraikeMist, 30ibIIeHHS MacH Tifna,
aHOPEKCis.

3 60Ky neviHKU ma H#co84YHO20 Mixypa: myxKe PimKo - IeYiHKOBa HEIOCTATHICTE.

3 60Ky wKipu ma cnoayuyHoi mkaHuHu: HE4YacTO - IIKiPHi BUCUTIaHHS, CBePOiXK, anomellis; pigko
- JIiXeHOIAHA peakllis, CIpUYNHeHa JTikapChbKUM 3ac000M; OyKe PigKO - aHTiOHEeBPOTHUHUH
HaOpsK, OyIbO3HUM IepMaTUT (Y TOMY YKCIi MylTbTU(GOPMHA eprUTeMa), CAHIPOM

CriBeHca — [I2KOHCOHA Ta TOKCUYHHUH eMigepMalbHUN HEKPOJTi3;

3 6oky cepueso-cyOuHHOI cucmemu: PIOKO - BaCKYJIIT.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOI Kaimku ma cepedocmiHHA: 9acTo - Oinb y Topsi Ta
ropTaHi.

3 boky cucmemu Kposi ma AiMpamuyHoi cucmemu: PIAKO - TPOMOOITUTOIIEHis.
3 6oky imyHHOT cucmemu: 4aCTO - aJlepridHi peaklil; JyxKe pifKo - aHadinakcis.
3 6oky opaaHie 30py: HEYACTO - 3aTYMaHEHHS 30DY.

3miHu pe3yabmamie 1ab0pamopHuUX aHai3ig: 4aCTO - BiIXuieHHs pe3ybTaTiB QYHKIIOHATbHUX
npo0 neviHKY, migBuIieHHs akTUBHOCTI KOK KpoBi; HEUACTO - MO3UTUBHUM pPe3yIbTaT aHalli3y Ha
BMICT JIEMKOILIATIB y Ceyi.

4K i npu 3actocyBaHHi iHmux iHribiTopie 'MI'-KoA-penykrasu, y nalieHTiB, SKi mpuiManu
aTOpBACTaTHH, CIIOCTEpPIraiu MigBUILIEHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBATKU KPoOBi. Lli
3MiHM 3a3BU4aii Oynu c1abKo BUpaXXKeHUMH, TUMYaCOBUMU Ta He MOTpeOyBalu BTpPy4YaHHS
abo mikyBaHHs. KiiHiYHO 3HauyIle MiIBUILIEHHS aKTUBHOCTI TpaHCaMiHa3 CHPOBATKU KPOBi
(mepeBuiieHHss BMH Ginblne HiX y 3 pa3u) cnoctepiranu y 0,8 % maifi€eHTiB, sKi mpuiManu
atopBacTaTHH. lle migBUIIEeHHS MaJlo N0303aJIe’KHUN XapakTep Ta 0yn1o 060pOTHUM Y BCiX
MIaIliEHTIB.

Y 2,5 % marnieHTiB, Ki mpuiiManayd aTOpBaCTaTUH, CIIOCTEpirany 3poctanHsa akTuBHOCTI KK cupoBaTku
KPOBI, 1m0 6inbine Hixk y 3 pa3u nepesuiyBaiia BMH. Lle 36iraeTscs 3i CocTepekeHHIMHU IIPU
3acTocyBaHHi iHmmx iHribitopis 'MI-KoA-penykrasu y npotieci KiiHidHUX gochigxeHb. Y 0,4 %
TaLiEHTIB, SIKi OTPUMYBaJIX aTOPBACTATHUH, CIIOCTEPIiraBcs piBeHb, 110 nepeBuiyBaB BMH 6Ginbie Hix
y 10 paais.

[ToGiuHi peakilii, SKi BUHUKIIY IIiJl Yac KIiHIYHUX DOCIiIXKeHb: iHpEeKIIii Ce40BUBITHOTO
TPaKTy, IIyKPOBUY fiabeT, iHCyNbT.

Himu (10-17 pokig). Y maliieHTiB, sSIKi 3aCTOCOBYBaId aTOPBACTATHH, Big3Havaau m00iYHi IPOsiBH,
nomiOHi 10 TPOSBIB y MallieHTiB rpynu miamne6o. HasarampHimmmuy 1o0iYHUMY TPOsSBAMHU, SKi
crocTepiranucs B 060x rpynax, He 6epy4y 0o yBaru MpUYUHHUM 3B'30K, Oynu iHPeKITii.

Iloceid nocmpeecmpauitiH020 3acCMOCYBAHHA AMOPBACMAMUHY.

[IpOTATOM ITOCTPEECTPAIITHOT0 3aCTOCYBaHHS aTOPBaCTaTUHY OyJu BUSBIIEHI



HUX4Ye3a3HaueHi HeOaxaHi peakmil. OCKilbKY PO 1Ii peakiiil IOBiqOMIISIN Ha JOOPOBiNbHIN
OCHOBI Bifi OMyJIs1Iil HEBiIOMOI YHMCETbHOCTI, He 3aBXKOY MOXXHa NOCTOBIPHO OIIIHUTH 1X
49acToTy ab0 BCTAaHOBUTH NMPUYMHHO-HACIIIAKOBUY 3B’SI30K i3 3aCTOCYBaHHSIM IIpernapary.

o HebaxkaHUX peakllil, OB’ sI3aHUX i3 TIKyBaHHSIM aTOPBAaCTAaTUHOM, 3aPEECTPOBAHUX ITiCIIST BUXOOY
IIperapaTy Ha PUHOK He3aJIekKHO Bifj OL[IHKY IPUYUHHO-HACIIAKOBOTO 3B’ 43Ky, HajleXaTh:
aHadinakcisg, aHTiOHEBpOTUYHUY HaAOpSK, Oy/Ib03HI BUCUIIaHHS (Y TOMY YHCIIi eKCydaThBHA
MyNbTU(QOPMHa epuTeMa, CuHOPoM CTiBeHca—[IKOHCOHA Ta TOKCUYHUMU elifilepManbHUU HEKPOJIi3),
pabmoMionti3, Mio3uT, ImigBUINEHA BTOMITIOBAHICTh, PO3PUB CYXOXKUIIIS, JIeTalbHa Ta HejeTalbHa
IIeYiHKOBa HEOCTATHICTh, 3allaMOPOYEHHS, Melpecis, mepudepruyHa HeUPonaTis, MaHKpeaTUuT Ta
iHTepcTHlianbHa XBOpo0a JIereHb.

Hapxomgunu pigKicHI MOBimOMIEHHS IIPO BUIIaAKH iMYHOJIOTi9HO OMOCEPeaKOBaHOI HEKPOTU3YI04Ol
MioraTii, TOB’s13aHO1 i3 3aCTOCYBAHHSIM CTaTHHIB (OUB. Po3min «OcoONMMBOCTI 3aCTOCYBaHHS»).

Hapxomunu pimkicHi mocTpeecTpaliiiHi MOBiIOMIEHHS IIPO KOTHITUBHI po3naau (BTpaTa maM’sTi,
Oe3naM’sITHICTh, aMHe3is1, TOPYIIeHHs IaM’sTi, CIIJTyTaHiCTh CBiOMOCTI), TIOB’sI3aHi i3 3aCTOCYyBaHHAM
craTuHiB. Lli KorHiTUBHI po3nanu OyK 3apeeCcTpoBaHi IIPX 3aCTOCYBaHHI BCiX CTaTUHIB. 3araaoMm
BOHU He HaJlexkaslu [0 KaTeropil cepiio3nux HeOakaHUX peakilii Ta 0yau 000POTHUMU IiCs

IPUIMHEHHS IPUIOMY CTaTHHIB, MaJy Pi3HUY Yac [0 I0YaTKy IposBy (Bim 1 mHA DO KiMBKOX POKIB)
Ta 3HUKHEHHS (Me[iaHa TPUBAJIOCTI CTAHOBUIA 3 TUXKHI).

[Tig yac 3acTOCyBaHHS OeSKUX CTATUHIB Oy/IM onucaHi Taki HebaxaHi sIBUILA: PO3/1af CTATEBOI
GYHKIIIl; BUHSTKOBI BUTIAOKY iHTEPCTUIIIaIbHOI XBOPOOU JIereHiB, 0COOIMBO IIifl Yac OBIrOCTPOKOBOTO
JIIKyBaHHS.

[1im yac mOCTMApPKETUHTOBUX CIIOCTePEeKEHb OBIIOMISAIOCS TPO HUXKYe3a3HaueHi mo0iyHi peaxiii.
3 60Ky KpoBOHOCHOI ma AimM¢pamuuHoi cucmemu: TPOMOOITUTOTIEHIS.

3 6oky imyHHOI cucmemu: anepriufi peakirii, aHadinakcis (y Tomy uucii aHadimakKTUUHUN
IIIOK).

3 60Ky memaboaizamy ma xapuy8aHHs: 30iIbIIEHHS MaCH Tila.

3 boky Hepeogoi cucmemu: TOJIOBHUI Oinb, TimecTesis, gucreB3is; MiacTeHis rpasic (4acToTa
BUHUKHEHHS JaHOTO PO3Nagy HeBigoMa).

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: OiNb y JKUBOTI.

3 6oky opeaHig cayxy ma nabipuHmy: LWIYM y ByXaX.

3 60Ky opaaHis 30py: OYHa MiacTeHis (4YaCTOTa BUHMKHEHHS MAaHOTO PO3JIafly HeBimoMa).

3 6oky wkipu ma nidwkKipHOT MKAHUHU: KPOIIUB' THKA.

3 60Ky ckesemHo-M’ 30801 cucmemu ma CnoOAYYHOI MKAHUHU: apTpanris, 0inb y CIIUHI.
3ae2anvHi nopyweHHA: 6inb y Tpynsax, nepudepuysuil HaOPSK, He3OyKAHHS, BTOMA.

3MiHU pe3yabmamis 1abOPaAmMoOpHUX aHaai3ie: TMiABUILLEHHS aKTUBHOCTIL
anaHiHaMmiHOTpaHCcdepasw, migBuieHHs akTUBHOCTI KOK KpoBi.



[ToBimoMIIeHHS PO MHifm03poBaHi MOOiYHiI peakirii

[ToBimomneHHs mpo mob6iuHi peakiril micis peecTpaltlii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
ITe nae 3MOry IpPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JIiKapCchKOro 3aco0y. MeguuHUM Ta (hapMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallienTaM abo ix
3aKOHHUM IIPeCTaBHUKAM CJIi[] IOBiTOMJISITH IIPO YCi BUITAAKHK Mi03PIOBAaHUX MOOIYHUX Peaklliid Ta
BiicyTHOCTI e(heKTHUBHOCTI JIiKapchKOT0 3aco0y Yyepe3 ABTOMaTH30BaHy iHpopMaliiiHy cucteMy 3
dbapmakoHarnany 3a mocunanusM: https://aisf.dec.gov.ua

Tepmin npudamuocmi. 2 POKH.

YMmoBu 306epiranns. 30epiraTy B OpuriHaibHil yakoBIl npu Temmepatypi He Buite 30 °C.
30epiraTy B HEOOCTYITHOMY OJISI [iT€M MiCIIi.

Ynakoeka. [1o 10 TabmeTok y 6micTepax, mo 3 6icTepu y KOpooOtii.

Kareropist Bigmycky. 3a peLierToM.

BupoOHHK.

Mapkcanc ®apma JIT.

Micue3HaxoKeHHsI BHPOOHHKA Ta aipeca MicCIsi IPpoOBaIXKeHHs MOro dis/IbHOCTI.

Hinguka Ne JI-82, JI-83, BepHa Iugactpian IcteuTt, BepHa ['oa, IH - 403 722, Inmis.

3asiBHHUK.

Ananta Megikeap JItq.

Micne3HaxomKeHHs 3asiBHHKa Ta/a00 nmpeacTaBHHUKA 3asiBHHKA.

Ceiot 1, 2 Cretimun Kopt, IMnepian Bapd, Tayumen Poan, ®ynxam, JlougoH, Benruka Bpurtawnis.


https://aisf.dec.gov.ua

