IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

JIIBOCTOP
(LIVOSTOR)
Cknao:
Oitoua pevosuHa: atorvastatin;

1 TabneTKa MiCTUTh aTOPBAaCTATUHY KaJIbIil0 TPUTIAPATY, 1[0 €KBiBaJIeHTHO aTopBacTaTuny 10 Mr abo
20 mr, a6o 40 mr;

donomidicHi pevosuHu: TiIPOKCUIIPOIIINIENI003a, moicopbaT-80, HaTpito maypuncynbdar,
JTAaKTO3W MOHOTIOpaT, KaJbllilo KapOoHaT, 1eJIi0I03a MiKPOKPHCTalliyHa, HaTpPiio
KPOCKapMeJio3a, MarHilo cTeapar;

000/10HKa: cymit amns maiBkoBoro mokputts Opadry II White (rimpomenosa, makTo3u
MOHOTIApaT, IOIieTUIEeHTIiKOb, TUTaHy giokcup (E 171), Tpuanetun).

JIikapceka ¢opma. TabneTku, BKPUTI IJTiBKOBOIO 000JIOHKOIO.

OcHogHI ¢i3uko-ximiyHi 81acmueocmi: TabneTK KPyrioi ¢opMu 3 IBOOIMYKJIO IIOBEPXHEI0, BKPUTI
ITiBKOBOIO 000J10HKOIO0 6i/10r0 abo Matizke 6i/10T0 KOJIBOPY.

®dapmakoTepaneBTHYHa rpymna. Ilpemapary, mo 3HUXKYIOTh PiBEHb X0JIECTEPUHY i
TPUTITiLlepHUaiB y cupoBaTili KpoBi. [nribiTopu I'MI'-KoA-penykTa3u. Kom ATX C10A A05.

Papmakono2iuHi e1acmueocmi.

®apmakoduHamika.

JIiBocTOp siB7IsIE COO0I0 CUHTETUYHUM TinmoimigeMiuHuY JTiKapCchbKui 3aci0. ATopBacTaTHH €
inribiTopom 3-rigpokcu-3-metunrinyrapun-kopepment A ('MTI-KoA) pexmykTasu, pepMeHTy,
110 KaTanidye nepetsopeHHss MI-KoA B MeBaJlOHAT - MOYaTKOBUY Ta JTIMITYIOUXM eTam
6ioCHHTE3y X0IeCTePUHY.

JIiBOCTOD € CeIeKTHBHUM KOHKYpPeHTHUM iHribiropom 'MI-KoA-penykTa3u, GepMeHTY, Bif SKOT0
3aJIeXUTh MIBUOKICTh IEPETBOPEHHS 3-TiqPOKCHU-3-MEeTUNTTyTapuil-kohepMeHTy A y MeBaJiOHaT,
PEYOBUHY-TIOIIEPEIHUK CTEPOJIiB, Y TOMY YHCJIi XOJIECTEPUHY.

Bigomo, 1110 B eKCIIepUMEHTAJIbHUX MOMENISIX ¥ TBapUH JIiIBOCTOP 3HUXKYE PIBEHb X0JIECTEPUHY Ta
JINONpPOTelHiB y na3Mi nuigxoM iHribyBanHs y nedinni [MI'-KoA-penykTasu i CHHTE3y X0JIeCTEPUHY



Ta MIJISIXOM 30iIbIeHHS KiMbKOCTI meuinkoBux penenTopis JITTHII] Ha moBepXHi KITiTUH OIS
TIOCUJIEHHS NOTTIMHAHHA Ta KaTtabomnizmy JITTHIL; mikapchbKui 3acid TakKoXK 3MeHIIY€E TPOAYKYBaHHS
JITTHIII Ta KimbKiCTh IIUX YaCTUHOK.

JIiBocTop, fK i #ioro geski MeTaboniTi, € hapMaKoJIOTiYHO aKTUBHUMH Y JIIOAUHU. ['0JIOBHUM MiclieM
il aTopBacTaTUHY € [IeYiHKa, SKa Bifirpae roJI0BHY POJb ¥ CUHTE31 XoNlecTeprHy Ta KiipeHrci JITTHIII,
Io3a nikapchKoro 3aco0y, Ha BiAMIHY Biff CHCTEMHOI KOHIIEHTpPaIlil TiKapchKoro 3aco0y, Kpallle
KOPETTIoe 3i 3MeHIIeHHAM piBHS xonectepuny JITTHIL. InpuBimyansHul nigbip mo3u
TiKapChKOro 3aco0y CJIif 3MiliICHIOBATH 3aJIeXKHO Bif] TepaleBTUYHOI BiAmOBigi (IuB. po3min
«Cr1oci0 3aCTOCYBaHHS Ta [IO3U»).

dapmMaxoKiHemuxka.

BcMmokTyBaHHS. JIiBOCTOP IMIBHAKO aOCOPOYETHCS MiCIIs IePOPAIbHOTO IPUHOMY Ta MaKCHMalbHa
MOT0 KOHIIEHTPAIIis Y TIa3Mi KPoBi JocsraeThCs mpoTsaroM 1-2 rogus. Ctyminek abcopbiii 3pocTae
IIPOMOPLIHHO [0 MO3H JIIKapchKoro 3aco0y JliBocTop. A6comoTHa 0i0mOCTyIHICTD
aToOpBaCTATUHY (BUXimMHUMU JTiKapChbKUM 3acif) cTaHOBUTEL npubnu3Ho 14 %, a cucTeMHa
6iogocTymHICTD iHTiOyI040l aKTUBHOCTI 100 'MI'-KoA-penykTa3u CTaHOBUTH IPUOIU3HO

30 %. Hu3bKy CUCTEMHY OOCTYIIHICTD JTiKapChKOTO 3acoby MOB'A3YI0Th 3 IEPEOCUCTEMHUM
KJTipEHCOM y CIM30Bii 000/I0HII IITyHKOBO-KUIIIKOBOT'O TPAKTy Ta/ab0 mepeacucTeMHO0
6ioTpanchopMarliieio y nevinni. Xoya izka 3MeHIITy€e MIBUAKICTh Ta CTYIiHb aOcopOIIii
niKapchKoro 3acoby mpubau3Ho Ha 25 % Ta 9 % BifmoBimHO, 3 ornsay Ha mokasuuku C,, Ta AUC
(mmoma iyl KPUBOIO «KOHIIEHTpallig-4ac»), 3HUKeHH piBHS xonectepuny JIITHIII e momiObuuM npu
mpuioMi mikapcbkoro 3aco6y JIIBOCTOp SIK 3 ixkero, Tak i 0KpeMo. IIpu 3aCTOCYyBaHHI aTOPBAaCTATUHY
BBedepi M0ro KOHIIEHTpAllis y m1a3Mi KpoBi Oy1a Huxk4o0 (mpubnu3no Ha 30 % 3a moka3uukamu C,,,,
ta AUC), HiX IIpU paHKOBOMY npuroMi. OgHaK 3HUKEeHHS PiBHA xonecTepuny JITTHIII €
OJTHAKOBUM He3aJIe’kHO Bifl Yacy MpuHoMy JliKapchbKoro 3aco0y (muB. po3min «Cmocib
3aCTOCYBaHHS Ta JO3U»).

Posnomin. CepepHiii 06'eM po3mopiny miKapchkoro 3acoby JIIBOCTOP CTAHOBUTH MPUOIHU3HO

381 mitp. [Tonam 98 % nikapcbkoro 3acoby 3B'sI3yETHCS 3 OiTKaMu I1a3MU KPOBI.
KoHIeHTpalliliHe CIiBBiIHOILIIEHHS KPOB/IIa3Ma, III0 CTaHOBUTH mpubnu3Ho 0,25, BKa3ye Ha
IoraHe IMPOHUKHEHHS JIiKapChKOro 3aco0y B epUTPOLUTH. Ha migcrasi criocTepekeHs y IIypiB
BBaXKa€eThCs, 110 JIIBOCTOD 3maTHUM IPOHUKATH Y IPYAHE MOJIOKO (ouB. po3pinu «[IpoTunokasaHHI»
Ta «OCcOONMMBOCTi 3aCTOCYBAHHS»).

MeTabomi3M. JIiBocTOp iHTEHCUBHO MeTab0/i3yETLCS [0 OPTO- Ta MapariApOKCUILOBaHUX MOXITHUX i
pi3HUX IPOAYKTiB OeTa-oKucCneHHd. [Ipu gocmifxkeHHX in vitro inridyBanusa 'MI-KoA-penykrasu
OpTO- Ta MaparifpoKCUIL0BAHUMU MeTabomiTaMu eKBiBajeHTHE iHTi0yBaHHIO JIiIKapChKUM 3aC060M
JliBocTop. ITpubnusno 70 % mupKyow4doi iHridiTopHoi akTuBHOCTI 1100 'MI'-Ko0A-
pefyKTa3Hu MOB’s13aH0 3 aKTUBHUMHU MeTabosiTaMu. [lOCTigXKeHHS in Vitro cBig4aTh Ipo
BaXJIMBiCTh MeTaboi3My mikapcekoro 3acoby JliBocTop murtoxpomoM P450 3A4 (CYP 3A4), mo
Y3TOMXKYETHCS 3 MiABUIIEHUMY KOHIIEHTPAIisIMH JIiKapChKoro 3acoby JIIBOCTOD y mia3Mi KpPoBi
JIIOOVHY TiC/IS OQHOYACHOTO 3aCTOCYBAHHS 3 €PUTPOMIIIMHOM, BifOMUM iHTiOiTOPOM LIHOTO
i3opepmenTy (muB. po3min «B3aeMopmis 3 iHIMKUMY TiKapChKUMU 3aco0aMu Ta iHI BUOK
B3aEMOIIN»).

Ekckperris. JIiBocTOp Ta #0ro MeTaboIiTh BUBOASATHCS TOJIOBHUM YMHOM i3 2KOBYIO MICIIA
IIeYiHKOBOT'0 Ta/a6o I03arneyiHKoBOro MeTab0Ii3My, OMHAK I1e¥ TiKapChKU 3acCi0, oueBHIHO,



He 3a3Ha€ KUIITKOBO-TIeUiHKOBOI penupkynaiil. CepeqHili epion HalliBBUBEOEHHS JIIKaPChKOTO
3aco0y JIiBOCTOp 3 IyTa3MU KPOBI JIIONMHY CTAHOBUTH MPUONIU3HO 14 romuH, ajne mepion
HamiB3MeHINeHHS iHTi0iTopHOI aKTHBHOCTI momo 'MI'-KoA-pemykTa3u cTaHOBUTH Bif 20 {0
30 romuH Yepe3 BIIUB aKTUBHUX MeTaboIiTiB. [Tic/s mepopasbHOro MPHoMy TiIKapChKOTO 3ac00y
3 ceuelo BUMIISIEThCS MeHIle 2 % mo3M.

Ocob.uei nonyasuii nauieHmis

[arrieHTH MiTHBOTO BiKy. KOHIIEHTpaIIis TiKapchKoro 3acoby JIIBOCTOP y IJIa3Mi € BUILOH0
(mpu6mu3uo 40 % gns C,,, ta 30 % mist AUC) y 3mopoBux cy0’eKTiB TiTHBOTO BiKy (BiKOM Bif
65 POKiB), HiXK y MOJIOIUX HOPOCTHX MMAIIEHTIB. KimiHiuHi maHi cBigYaTh mpo OiNbINKiA CTYIIiHb
3auxkenHs JITTHII npu 3acTocyBanHi 6yap-5K0i 1031 JTiKApCHKOT0 3ac0o0y Y MALl€HTIB JIITHHOI'O
BiKY IOPiBHSTHO 3 MOJIOMUMHU TIOObMU (IUB. Po3Min «OcoOIMBOCTI 3aCTOCYBaHHS»).

Hitu. YsaBHUH KIlipeHC IPH IepopaabHOMY IPUHAOMI aTOPBAaCTAaTUHY B [iTel BUSBUBCS MOTIOHUM 10
KJIipeHCY B JOPOCJIOi JIIOAWHY IIPU MaciiTabyBaHHI aJlOMETPUYHO 3a MacoIo Tijla, OCKiIbKM Maca Tina
Oyna eguHOI0 3HAYHOIO KOBapiaTOlo B MONYJAIiMHIN (hapMaKOKiHEeTUYHIN MOJielli aTopBacTaTUHY i3
NAaHUMHU, K1 BKIIOYaIl AiTel 3 TeTepO3UTr0THOI CiMeWHOI0 rinepxonecteprureMieto (v Biti Big 10 mo
17 pokis, n = 29), y BiIKpUTOMY 8-TUXKHEBOMY OOCIiIKEHHI.

CraTtbh. KoHneHTpaIis mikapceroro 3acoby JIIBOCTOP y Iy1a3Mi KPOBI XKIHOK BiiPi3HAETHCS Bif
TAKOi y 40JIOBiKiB (mpubnu3Ho Ha 20 % Buille 3a mokasuukoMm C,,. Ta Ha 10 % HuXKYe 3a
moka3suukoM AUC).

OpHak HeMa€ KIiHIYHO 3Ha4yIol BiGMIHHOCTI y 3HUKeHHi piBHSA xonecTtepuny JITTHII npu
3aCTOCYBaHHi JIiKapchbKOro 3ac00y JIiBOCTOP Y YOJIOBIKIB Ta XKiHOK.

[NopyuieHHs QYHKIII HUPOK. 3aXBOPIOBAHHS HUPOK He BIIJIUBAIOTh Ha KOHIIEHTPALIil0 JIiKapChKOT0
3aco0y JliBocTOp y mia3Mi KpoBi abo Ha 3uuxenust XC-JIITHIII, a, 0TKe, KOPUT'YBAHHS HO3U
niKapChKOro 3acoly AJIS MallieHTiB 3 MOPYINEeHHSAMHU (QYHKIII HUPOK He MOTPiOHe (IuB. po3minu
«Crocib 3acTocyBaHHS Ta mo3u», «OCoOIUBOCTI 3aCTOCYBaHHS»).

['emopiani3. He3Baxkayu Ha Te, IO 3@ Y4aCTIO MAI[lEHTIB 3 TEPMiHaIbHOI0 CTaHi€l0
3aXBOPIOBAHHSA HUPOK OOCIIIIXKEHHS He IIPOBOAUIIACE, BBAXKA€ETHCS, 1110 F'eMOofiai3 He
iOBHUIY€E 3HAUYIIIMM YMHOM KJTipeHC JiKapchKoro 3acoby JIiBOCTOp, OCKiNbKM IIpemnapaT
IHTEHCUBHO 3B'I3Y€THCA 3 O6inKaMu mjIa3Mu KpOBi.

[TeuinkoBa HemocTaTHiCTh. KOHIIEHTpaIlil TiKapCchKoro 3acoby JIiBOCTOp y mIa3Mi KpoBi IIOMITHO
IigBHUINEH] V MAIiEHTIB 3 XPOHIYHOI0 aJTKOTOIbHOIO XBOPOOOIO IeUiHKK. 3HAUEHH S
nmoka3HuKiB C,,, Ta AUCy 4 pa3u BuUIlli Y NaIli€eHTiB i3 3aXBOPIOBAHHSIM II€YiHKYU Klacy A 3a
mKanow Yaunpma-I1't0. Y namieHTiB i3 3aXBOpOBaHHAM IIe4YiHKY Kilacy B 3a mkarsnow Yaunga-
[1'to 3HaueHHs noka3HukKiB C,,, Ta AUC nigBuiytoThcs mpubau3no 16-kpaTHo Ta 11-KpaTHO
BiIMOBigHO (OUB. Po3min «IIpoTUIIOKA3aHHSI»).

[TocmimKeHHs B3a€MOIil TiKapChKUX 3ac06iB. ATOpPBAaCTaTHH € CyOCTPaTOM IEe4YiHKOBUX
tpaHcmopTepiB, OATP1B1 ta OATP1B3 TpaHcmopTepiB. MeTabomiTH aTOpBaCTaTUHY €

cyoctpatamu OATP1B1. ATopBacTaTHH TaKOX ifeHTUQIKYETHCSA K CyOCcTpaT edIIIOKCHOTO
TpaHcmopTepa 6ifika pe3uCTEHTHOCTI paky MoJo4Hoil 3ano3u (BCRP), skuit Mmoxe
00MexXyBaTHu KUIITKOBY a0COpOIIito i 2KOBYHUM KJIiPEHC aTOPBACTaTUHY.



Tabnuis 1

BrnuB ofHOYACHO 3aCTOCOBYBaHUX ITpeMapaTiB Ha papMaKOKiHETUKY aTOPBaCTaTUHY

OpHOYACHO 3aCTOCOBYBaHi ATOpBaCTaTUH
[perapaTy Ta peXuM J03yBaHHA CniesioHoweHHs |CniggiOHOWEHHA
llo3a (mr) AUCS c &
*IIuknocnopuH 5,2 Mr/Kr/mo0y, 10 mr 1 pa3 Ha goby 8 69 10 66
cTabinbHa J03a BIIPOJIOBXK 28 OHIB ! ’
*Tunpanasip 500 Mr ABidi Ha 100y/
putoHasip 200 Mr aBiui Ha goOy, 10 Mr pa3oBa fo3a 9,36 8,58
7 nHiB
*T'nekampesip 400 mr 1 pa3 Ha mo0y/
nmi6penTacsip 120 mr 1 pa3 Ha #o0y, 10 wr 1 pa3 na FOGY 8,28 22,00
. BIIPOOOBXK 7 MHIB
7 mHiB
# . .
Tena_npeBlp 750 Mr KOoXHi 8 romuH, 20 Mr pasosa o3a 7 88 10,60
10 guiB
* *Caksinasip 400 Mr gBidi Ha f00Y/
putonasip 400 Mr aBiui Ha goOy, 40 ur 1 pas ma g06y 3,93 4,31
. BIIPOMIOBXK 4 MHIB
15 gHiB
*En6acsip 50 mr 1 pa3 Ha 1o0y/
rpa3onpesip 200 mr 1 pa3 Ha 1oy, |10 Mr pa3osa fo3a 1,94 4,34
13 gHiB
# .
CHMgnpemp 150 mr 1 pas Ha mo0y, 40 Mr pasoa 103a 2,12 1,70
10 guiB
*Knapurpominus 500 Mr aBigi Ha 80 mr 1 pa3 Ha mo6y 4 54 5 38
no0y, 9 mHiB BIIPOZIOBX 8 MHIB ’ ’
# . .« .
Hapyuasip 300 mr fBiui Ha mo6Y/
puTtonasip 100 Mr mBiui Ha g0Gy, L0 mr 1 pas #a noby 3,45 2,25
. BIIPOJIOBXK 4 OHIB
O nHiB
#
41;11){611K0H830H 200 mr 1 pa3 Ha g006y, 40 Mr pasoBa f03a 3,32 1,20
HeTepMOBlp 480 mr 1 pas Ha o0y, 20 Mr pasosa fo3a 3,29 2,17
10 gHiB
*®ocammpenasip 700 Mr aBidi Ha
06y/ puToranip 100 mr gpivima |0 MF | Pa3HAMOOY ) 54 2,84
. BIPOOOBX 4 MHIB
moOy, 14 gHiB
*®ocamnpenasip 1400 mr 2 pasu Ha |10 mr 1 pa3 Ha m00y 2 30 4 04
mo0y, 14 guiB BITPOMIOBXK 4 MHIB ’ ’
*Hendinagip 1250 mMr 2 pasu Ha 10 mr 1 pa3 Ha moby 174 5 29
no0Oy, 14 mgHiB BIIPOJIOBXK 28 MHIB ! ’
# o o .
['peitndpyToBui cik, 240 M 1 pas 40 wr 1 pas Ha 06y 1,37 1,16
Ha go0y*
JZI[MHT1_a3eM 240 mr 1 pa3 Ha o0y, 40 Mr 1 pas ma foby 151 1.00
8 muiB
Ep;;l{TiEOMmHH 500 Mr 4 pa3u Ha 700y, 10 mr 1 pas ma go6y 1,33 138
Ammogunin 10 Mr, pa3oBa mo3a 80 mr 1 pa3 Ha 00y 1,18 0,91
Lumetupun 300 Mr 4 pa3u Ha go0y, |10 mr 1 pa3 Ha moby 100 089
2 TUXHI BIPOOOBX 2 THXKHIB ’ ’
Konectunon 10 r 2 pa3u Ha m00y, 40 mr 1 pa3 Ha go6y  |He 0 745
24 THXKHIB BIIPOLOBXK 8 TUXKHIB 3aCTOCOBYETBCA |




Maamnokc TC® 30 mi 4 pa3u Ha o0y, [10 mr 1 pa3 Ha g06y 066 067
17 mHiB BIIPOJOBXK 15 gHIB ! ’
Eq)aBlpeHs 600 mr 1 pas Ha no6y, 10 mr Bupomoexk 3 gHiB (0,59 1,01
14 puis

*Pudammin 600 mr 1 pa3s Ha mo0y,

7 OHIB (MpHU OQHOYACHOMY 40 mr 1 pa3 Ha o6y 1,12 2,90
3acTocyBaHHi) '

# .

PI/ICI')aMl'IlH 600 mr 1 pa3 HaT no0y, 40 Mr 1 pa3 ma g0y |0,20 0,60
5 mHiB (OKpeMUMU [03aMu)

# . .« .

1"e1v1_(b16po31/m 600 mr gBiui Ha moOY, 40 wr 1 pas ma noby  [1,35 1,00
7 mHiB

# :

®e30®16paT 160 mr 1 pa3 Ha o6y, 40 mr 1 pas Ha o6y 1,03 1,02
7 nHiB

# .

7B;;(;Hpe31p 800 mr 3 pa3u Ha g00y, 40 mr 1 pas ma 106y [2,32 2,66

& CriBBigHOIIIEHHS 3@ METOMIaMU JIiKyBaHHS (0OJHOYAaCHE 3aCTOCYBaHHS JIiKapChKOTro 3aco0y 3
aTOpBaCTaTHHOM Y IIOPiBHSHHI 3 3aCTOCYBaHHSIM aTOPBACTATUHY OKPEMO).

# Ins oTpuMaHHs iHGopMalii npo KiHiYHY 3HAYYIIIiCTh AUB. po3ninu «OcobIuBOCTI
3aCTOCYBaHHSI» Ta «B3aeMofis 3 iHIIMMU TiKapChKUMU 3aco0aMu Ta iHIIi BUOW B3aEMOMIN».

*  TloBimommsimocs mpo Oinbiri migsuiienHss AUC (cmiBBigHomenHs AUC mo 2,5) ta/a6o C
(cniBBigHOWIEHHS C,,, 0o 1,71) npu HagMipHOMY CIIOXKBaHHI rpedndpyToBoro coky (750 M -
1,2 nitpa Ha go6y abo GinbIme).

max

** CmiBBigHOIIEHHS, III0 I'PYHTYETHCA Ha OOUHUYHIN BUOIpIli, B3sTiil 4yepe3 8-16 rop micns
3aCTOCYBaHHA JO3U.

T Yepes MexaHi3M NOABiMHOI B3aeMOil pudaMIiny peKOMeHY€eThCSI OGHOYACHE 3aCTOCYBaHHS
aTopBacTaTHHY 3 pudaMIIiHOM, OCKiIbKY OyJI0 IT0Ka3aHo, 110 BifCTPOYEHUN IPUIOM aTOPBACTaTHHY
IiC/Is 3aCTOCYBaHHSA pubaMIIiHy [10B'I3aHUM 31 3HAUHUM 3HUKEHHSM KOHILIEHTpallil aTOpBaCTaTUHY Y
IIJTa3Mi KPOB.

¥ Io3a kombiHalii mpenapariB cakBiHaBip PUTOHABIP y LIOMY [OCIiAXKEHHI He € KITiHIYHO
3aCTOCOBYBaHOM0 f03010. [TifBUIIeHHS €KCIIO3UIIil aTOPBACTATUHY IIPU 3aCTOCYBAHHI y KITIHIYHUX
yMoBax, iMoBipHO, 6y/ie BUIIUM, HiX Te, [0 CIIOCTepirasocs y IboMy mociigxkeHHi. Tomy
3aCTOCOBYBATH ITpernapar ciiif 3 00epeKHICTIO Ta y HaWHUKYil HeoOXifHii J03i.

Tabmnuig 2

BrnnuB aTopBacTaTUHY Ha (apMaKOKiHETHKY OQHOYACHO 3aCTOCOBYBAHUX JIiIKapChKUX 3ac00iB

ATOpBacTaTuH OpgHOYaCHO 3aCTOCOBYBaHMUM JTiKapPChKUM 3aci0 Ta pexKuM NO3yBaHHS
Mpemapat/ (1) CnisgioHoweHHs|Cnisg8iOHOWeHHA
penapat/mo3a AUC C
80 mr 1 pas na np6y AnTtunipua 600 M 0ogHOPa30BO 1,03 0,89
BOPOOOBX 15 mHIB
80 mr 1 pa3 Ha q00y *Ourokcus 0,25 Mr 1 pa3 Ha o0y,
) . 1,15 1,20
BOponoBx 10 mHIB 20 oHiB




[TepopanbHi KOHTpallenTuBu 1 pa3 Ha
40 mr 1 pa3 Ha moby no0y, 2 micsi 128 123
BIIPOZIOBXK 22 THIB - HOPETUCTEPOH 1 MT 1’19 1’30

- eTUHieCcTpamion 35 MKT ! !
Tunpanasip 500 Mr 2 pa3u Ha 0o0y/

10 Mr pa3 Ha go0y putonasip 200 Mr 2 pa3u Ha 00y, 1,08 0,96
7 nHiB
10 mr 1 pa3 Ha go0y docamnpenasip 1400 mr 2 pa3u Ha
: . 0,73 0,82
BIIPOJOBXK 4 OHIB moOy, 14 gHiB
docammpenasip 700 mr 2 pa3u Ha

10 Mr 1 pa3 Ha go0y

BIIPONOBXK 4 IHIB noOy/ putoHasip 100 Mr 2 pa3u Ha 0,99 0,94

no0Oy, 14 mHiB

* Ins orpuMaHHs iHdopMaLil mpo KJIIHiYHY 3HQUYILIiCTh OUB. PO3Oia «B3aeMogisa 3 IHIIUMU
JMiKapChKUMU 3aco0aMu Ta iHIIi BUIKW B3aEMOIIN».

3acTocyBaHHS JTiKapChKOTO 3acoby JIiBocTop KIIIHIYHO 3HA4Yyllle He BIIJINBAJIO Ha
TPOoTPoMOiIHOBHY YacC Y MallieHTiB, SIKi OTpUMYyBaii JOBrOTPUBAJIe MiKyBaHHS BappapruHOM.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.
3anobizaHHs cepueso-CyOUHHUM 3aX80PHOBAHHAM Y O0POCAUX

II51st mopoCuX HaIieHTiB 663 KIIHIYHO BUPaXKeHo] inmeMigyHoi XBOpoOu ceplis, aie 3 OeKiTbKoMa
(daKTopaMu pHU3UKYy PO3BUTKY illleMiuHOI XBOpoOU CepIisi, TAKUMHU SIK BiK, TIOTIOHOTIAJIIHHS,
apTepianbHa rinepreHais, Hu3bKui piBeHs JITIBII abo HasBHICTL paHHBOI illIeMiYHOI XBOPOOU cepls
y ciMetHOMY aHaMHe3i, JIIBOCTOp ITOKa3aHUM OJIs:

- 3MEHIIIeHHS PU3UKY BUHUKHEHHS iHQapKTy MioKapaa;
- 3MEHIIIEeHHST PU3UKY BUHUKHEHHS iHCYIIbTY;
- 3MEeHIIEeHHS PU3UKY ITPOBEIeHHS MPOLeTyp PEBACKYISIPHU3allii Ta CTeHOKapPMil.

I71s1 MOPOCNUX MAIlieHTiB 3 HYKPoBUM miabetom II Tumy Ta 6e3 KITiHiYHO BUpaXKeHO] imeMiyHoi
XBOpOoOU ceplis, aje 3 KiTbKoMa (paKTopaMu PU3UKY PO3BUTKY illleMiyHOI XBOPOOH Ceplsi, TAKUMHU SIK
peTuHomaTis, ankOyMiHypis, TIOTIOHOMaNiIHHSA ab0 apTepianbHa rimepTeH3is, NiKapchbKuil 3acib
JIiBOCTOp IOKa3aHUU IJIS:

- 3MEeHIIIeHHSI PU3UKY BUHUKHEHHS iH(papKTy MioKap[a;
- 3MEeHILIeHHS PU3UKY BUHUKHEHHS iHCYJIbTY.

II71s1 MOPOCNUX TAIliEHTIB 3 KIIHIYHO BUPaXKeHOI0 illeMiyHo0 XBOpo0Ooio ceptist JIIBOCTOP IOKa3aHUM
TJIST:

— 3MEHIIIeHHs PU3UKY BUHUKHEHHS HeJIeTaJIbHOT'O lH(I)apKTy MiOKapJIa,'

— 3MEHIIEeHHA PU3UKY BUHUKHEHHS JIETAJIbHOTO Ta HEJIETAJIbHOT'O iHCy'J'IbTy,'



- 3MEeHILIeHHSI PU3UKY IPOBeJIeHHS IIPOIeAyP PeBacKysapu3allii;
- 3MeHIIIeHHs PU3UKY TOCIIiTani3allil y 3B's13Ky 3 3aCTilfHOIO CepPIIEBOI0 HEOCTAaTHICTIO;
- 3MeHIIEeHHS PU3UKy BUHUKHEHHS CTEHOKapMil.

I'inepainidemis.

Y dopocaux nauienmia

- 4K mOTIOBHEHHS [0 Mi€TH, 1100 3MEHIIUTH ITiABUIEH] PiBHI 3araylbHOT0 X0IECTEPHUHY,
xonectepuny JIITHII, anoninonpoTeiny B Ta Tpurminepumis, a TaKOX AJ1S NiABUINEHHS PiBHSA
xonectepuny JIIIBII y maIfieHTiB 3 IepPBUHHOIO TillepX0JIeCTEPUHEMIEIO (TeTEPO3UTOTHOIO CIMENHOIO
Ta HeCiMeiHo10) Ta 3MillaHoio guciinigemieto (Tumnu Ila ta IIb 3a knacudikatiiero dpeapikcoHa).

- fIK OTIOBHEHHS [0 Oi€TH O JIiIKyBaHHS MALi€HTIB 3 MiABUIIEHUMY PiBHAMU TPUTIILEPUIIB Y
cupoBartili KpoBi (tun IV 3a knacudikamiero ®penpikcona).

- IIng nikyBaHHS MAaIiEHTIB 3 MepBUHHOW gucOeTaninompoTeinemieio (tum III 3a Kmacudikaiieio
®penpikcoHa), y BUIIafiKaX, KOJIM JOTPUMaHHS Ji€TH € HEIOCTaTHHO e(EeKTUBHUM.

- Jlnst 3MeHIIEeHHST 3arajIbHOTO X0IecTepury Ta xonectepuny JIITHII y maimieHTiB i3 rOMO3UTOTHOO
CiMEeWHOI0 TillepxoJieCTEPUHEMIEI0 K NOMOBHEHHS [0 IHIIKX TiMOiMifeMiYHAX METOMIB JTiKyBaHHS
(mampuknan adepes JITTHII), abo SKIO Taki MeTOOU TiKyBaHHS HENOCTYIIHI.

Y oimeti

- fIK DOTIOBHEHHS [0 [I€TH [Js 3MEHIIeHHS PiBHIB 3araJbHOI0 X0IecTepuny, xonecrepuny JITTHIIT i
amoJinonpoTeiny B y miTeit Bikom Big 10 mo 17 pokiB i3 TeTEPO3UTOTHOK CiIMENHOIO
rimepxoJiecTepuHEMI€E0, SKIIO Iicg BigMOBiAHOI Mi€eToTeparil pe3ynbTaTh aHaMi3iB Taki:

a) xonectepuH JITTHII 3anumaetses 3 190 mr/aon (4,91 MmMons/i) abo
6) xomectepus JIITHIIT 3 160 mr/mn (4,14 MMonb/n) Ta:

e y ciMeliHOMY aHaMHe3i HasIBHi paHHi ceplieBO-CyqUHHI 3aXBOpIoBaHs a0b0
e n1Ba abo Oinbile iHIIKX (PaKTOPiB PU3UKY PO3BUTKY CEPLIEBO-CYOAUHHUX 3aXBOPIOBaHb IPUCYTHI ¥
mallieHTa AUTSIY0rOo BiKYy.

IIpomunoka3aHHus.

- AKTHBHE 3aXBOPIOBAaHHS MEYiHKHY, IK€ MOXKEe BK/IIOYAaTH CTiMKe IMiJBUIIEHHS PiBHIB IEYiHKOBUX
TpaHcaMiHa3 HeBimoMoi eTiosorii.

- linepuyTnuBicTh 10 OYAB-SKOTO 3 KOMIIOHEHTIB IbOTO JIiIKapChKOTO 3aC00y.
- BariTHicTb.

- JTakTaris.



B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodill.

Jlikapcekuii 3aci6 JliBoctop € cy6cTparom CYP3A4 ta TpaHCcHopTepiB (Hampuknax, OATP1B1/1B3,
P-gp a6o BCRP). PiBHi JTiKapchKOTro 3aco0y JliBocTop V mma3mi MOXKYTh 3HAYHO ITiABUIITYBATHUCS
IIPK OMHOYACHOMY 3aCTOCyBaHHi iHTi6iTOpiB CYP3A4 Ta TpaHCHOPTEPIB. Y Tabmuii 3 HaBeneHo
TIepeJTiK ImpelapariB, siki MOXKYTh 30iTbIITUTH €KCIIO3UIIiI0 JTiKapChKOoro 3aco0y JlisocTop i
PU3MK PO3BUTKY MiomarTil Ta pabmomiosnisy IpKU OMHOYAaCHOMY 3aCTOCYBaHHI, Ta peKOMeHAallil
00 IX iKyBaHHS Ta 3amobiraHHs TaKUM PU3UKaM (muB. PO3Oinu «Oco6nuBOCTi 3aCTOCYBaHHS»
Ta «®apMaKOJIOTiYHi BIaCTUBOCTI»).

Tabnuus 3

B3aemonis 3 iHmuMy nikapchbkuMu 3aco0aMu, ska MoxKe 30iIbIINTY PU3UK PO3BUTKY Mionarii Ta
pabmoMioni3y mim yac 3acToCcyBaHHS JIiKapCchKoOro 3aco6y JIiBocTop

LuxkaocnopuH abo 2empibposus
PiBHi aTopBacTaTuHy B IIJIa3Mi 3HaYHO HiABUIIYBAJIACS IPU OHHOYACHOMY
3aCTOCYBaHHI JTiKapchKOro 3acoby JIiBOCTOP Ta IUKIIOCIIOPHUHY, iHTiIOiTOPY
CYP3A4 ta OATP1B1 (gus. po3nin «®apMaKoJIOTi4Hi BTaCTUBOCTI»).

Kniniyauit BimuB MoHoTepanis reMmdiopo3unoM Moxke CIPUUYUHSATH MiomnaTiio. IcHye

IifBUILIIEHUY PU3UK PO3BUTKY MiomaTii Ta pabmoMiostidy mpu OgHOYAaCHOMY

3aCTOCyBaHHI LIKUKJIOCIOPHHY abo reMdiOpo3usny 3 gikapCchKuUM 3aco60M

JIiBocTOpD.

He pekoMeHOyeThCS OMHOYACHE 3aCTOCYBAHHS LIMKJIOCIIOPUHY ab0

reMpibpo3uny 3 nikapcbkuM 3acobom JIiBocTop.

ITpomusipycHi 3acobu

Kniniuauy BnnuB PiBHI aTopBacTaTUHY B IIJIa3Mi 3HAYHO IiABUIIYBAJIACS IPU OHHOYACHOMY
3aCTOCyBaHHI Jlikapchkoro 3acoby JliBocTop 3 OaraThMa MPOTUBIPYCHUMU
3acobamu, ki € inriditopamu CYP3A4 Ta/abo TpaHCnopTepaMy (HalpUKaf,
BCRP, OATP1B1/1B3, P-gp, MRP2, ta/a6o OAT2) (muB. po3min
«®apMakoioriyHi BIacTUBOCTI»). [ToBigoMIIsIsIoCs PO BUNAAKHU MiomaTii Ta
pabpmoMionisy mpu ogHOYaCHOMY 3aCTOCYyBaHHI KoMOiHallil iefiinacBip
codocOyBip 3 mikapchbkuM 3acoboM JIiBocTOp.

3axonu . He pekoMeHOYy€eThCS OMHOYACHE 3aCTOCYBaHHS KOMOiHaIll TUIIpaHaBip
puToHaBip abo riekanpesip mibpeHTacBip 3 JikapchKuM 3acoboM JIiBocTop.

Y matieHTiB, SKi OTPHMYIOTH JIOMiHABIp pHUTOHAaBIp ab0 CUMeEIpEBIp, Cif
OLIIHUTY KOPUCTH/PU3UK OTHOYACHOI'0 3aCTOCYBaHHS 3 aTOPBACTATUHOM.

Y mauieHTiB, fKi OTPUMYIOTE CaKBIHABip PUTOHABIP, JapyHaBip
pUTOHaBIpP, hocammpeHaBip, hocaMnpeHaBip pUTOHAaBIip, enbacsip
rpa3ompeBip abo 1eTepMoOBip, J03a JTiKapchKoro 3aco0y JIiBoCcTOp He MOBUHHA
nepeBuinyBaTtu 20 Mr.

Y matieHTiB, SKi OTpUMYyIOTh HeJliHaBip, f03a JTiKapCchKoro 3acoby
JliBocTOop He MoOBKMHHA nepeBuntyBaTt 40 Mr (TuB. po3nin «Cmocid
3aCTOCYBaHHS Ta JO3W»).

Crnif OLiHUTY KOPUCTh/PU3UK OJHOYACHOTO 3aCTOCYBaHHS KOMOiHaIlil
nepminacBip codocOyBip 3 nikapchbkuM 3aco0oMm JIiBoCTOp.

Crnipg KOHTPOIIOBAaTH O3HAKHK Ta CUMIITOMU MioOIlaTil ¥ BCiX MAaIli€HTIB,
0co0/IMBO Ha MOYaTKY JiKyBaHHS Ta IIif Yac 30ibIIeHHS 003U OyAb-IKOTO
mpenapary.

[Ipuknagu TunpaHaBip pUTOHAaBIip, IeKanpeBip MiOpeHTACBip, NOMiHaBip PUTOHABID,
CHMeINpeBip, CakBiHaBip PUTOHABIP, flapyHaBip pHUTOHAaBIp, ocaMmpeHasip,
¢bocaMnpeHaBip puTOHaBIip, e10acBip TI'pPa30MpeBip, TeTepMOBip, HediHaBip
Ta JiefinacBip codocOyBip.

Oxpemi a3ovHi npomuepubkosi 3acobu abo MaxkpoaioHi aHmubiomuxu

3axonu



Kriniunuii Bunius

3axomu

[Ipuknagu

Hiayun

KnigiuyHuit BIjIuB

3axomu

PiBHi aTopBacTaTUHY B IIJIa3Mi 3HAYHO [MiABUILIYBAIUCA [IPU OGHOYACHOMY
3aCTOCyBaHHI JTiKapchKoro 3aco6y JIiBOCTOP 3 OKPEMUMHU a30JIbHUMHU
IpOoTUTrpuOKOBUMU 3acobamMy ab0 MaKpPOIiIHUMY aHTUOIOTUKaMu Yepes
inribyBanus CYP3A4 Ta/abo TpaHcnopTepu (AuB. po3ain «dapmakonorigsi
BJIQCTUBOCTI»).

Y mati€eHTiB, SIKi OTPUMYIOTh KJIapUTPOMILIMH abo iTpakKoHa3071, f03a
npemnapary JIiBocTop He oBUHHA NepeBulyBaTy 20 Mr (muB. po3ain «Cnocid
3aCTOCYBaHHS Ta 003u»). CIlif OLiHUTYA KOPUCTH/PU3UK OTHOYACHOI0
3aCTOCYyBaHHS OKpPEeMUX a30JIbHUX MPOTUTPUOKOBUX 3ac00iB a60 MaKpOIigHUX
aHTUOIOTHKIB 3 MiKapchKuM 3aco0om JliBocTop. Ciii KOHTPOIIOBATH 03HAKHU Ta
CHMIITOMH MioTaTii y BCiX malieHTiB, 0c00IMBO Ha TOYaTKy Tepallii Ta mif gac
30inbIIeHHS 0034 OyOb-9KOT0 IIpemnapary.

EputpoMinuH, K1apuTpoMilnH, iTpaKOHa30J1, KETOKOHA30JI, 103aK0HAa30J1 Ta
BOPUKOHA30]I.

Cnocrepiranucst Bulafku Miomnarii Ta pabmomionisy Ipu OfHOYaCHOMY
3aCcTOoCyBaHHI nimigoMoaudikyoyux 0o3 HianuHy (>1 r/go0y HianuHy) 3
nmikapchKuM 3acoboM JIiBocTop.

Crip 3BaKUTH, Y4 KOPUCTH Bifi OHTHOYACHOT'0 3aCTOCYBaHHS
nimigomMonudikyouux 003 HialMHy 3 TiKapchbKuM 3aco06oM JIiBocTop
IIepeBUIIYE MiABUIEHUN PU3KUK PO3BUTKY MiomaTil Ta pabmoMionisy. AKIo
IIPUUHSATO PillleHHd IIPO OJHOYaCHe 3aCTOCYBaHHs, CIIi CIIOCTepIraTu 3a
HasBHICTIO O3HAK Ta CUMIITOMIB MioTaTil y maIlieHTiB, 0COOIMBO Ha IIOYaTKy
Tepamnil Ta mig yac 30inblIeHHs 1031 OyIb-IKOT0 3 Ipernaparis.

®ibpamu (okpim 2empibpo3uny)

Krigiunuit Buinus

3axonu

KosaxiuuH

Kriniunui Buinus

3axonu

3acTocyBaHHs ¢ibpaTiB K MOHOTepaIii MoXKe BUKJIMKATH MiomaTito. Pusuk
PO3BUTKY Miomartii Ta pabmomionidy mifBUIIYETLCS IPU OGHOYACHOMY
3acTocyBaHHi (ibpariB 3 mikapcbkuM 3aco6om JIiBoCTOp.

Crnig 3BaXKUTH, YU KOPUCTH BiJf OMHOYACHOTO 3aCTOCYBaHHS ¢ibpariB 3
JiKapCchbKUM 3aco06oM JIiBOCTOp IepeBUIINye MigBUIIEHNN PU3UK PO3BUTKY
MiomarTii Ta pabgomionisy. AKIO IPUKUHSTO PillleHHS NP0 OOHOYAaCHE
3aCTOCyBaHHS, CJIifl CIIOCTepPiraTé 3a HasgBHICTIO 03HAK Ta CUMIITOMIB MiomaTil
y TaIlieHTiB, 0COOIMBO Ha II0YATKY Tepalil Ta mif 9ac 30inblIeHHs 403U Oy/Ib-
SIKOT0 3 IIpernaparisb.

CnocTepiranucs Bumafky Mionarii Ta pabgomionisy mifg 4ac 0mHOYaCHOTO
3aCTOCyBaHHS KOJIXilIMHY 3 JTiKapchbKUM 3aco6om JIiBocTop.

Crip 3BaXKUTH KOPUCTH/PU3UK ONHOYACHOI'0 3aCTOCYBaHHS KOJIXII[UHY 3
nikapcbKuM 3aco0oM JIiBocTop. AKIO MPURHSTO PillleHHS ITPO OOHOYACHE
3aCTOCYBaHHS, CIIi[l CIIOCTEpIraTy 3a HasBHICTIO 03HAK Ta CUMIITOMIB MiomarTil
y TaIieHTiB, 0COOIMBO Ha IIOYATKY Tepail Ta mig yac 30inblIeHHs 1031 Oy/Ib-
SKOTO 3 IIpernaparis.

I'petingppymosull cik

Kiniunui Bunus

3axomu

CroXuBaHHS rPerndpyToBOro COKY, 0COOIUBO V BETUKUX KiTbKOCTSX (IIOHAN
1,2 miTpa Ha meHb), MOXKe MPU3BECTH 0 30ibIIeHHS PiBHIB aTOPBAaCTaTUHY B
I1a3Mi Ta MiIBUINUTYA PU3UK PO3BUTKY MiomaTii Ta pabmomionizy.

Cnip yHUKaTH CIIOXKUBAHHS BEJIUKO] KiJIbKOCTI rpednpyToOBOTO COKY (ITOHAS

1,2 niTpa Ha geHb), i Yac 3aCTOCYBaHHS JIiKapChKoro 3acoby JIiBocTop.

Tabmnuug 4

B3aemofist 3 nikapchbKuMu 3aC06aMH, SKi MOXKYTh 3HUKYBATH €KCIIO3HUIIi0 JTIKapChKOTO 3aCo0y

JIiBOCTOP



PugamniyuH
OpgHouYacHe 3aCTOCYBaHHS JIiKapchKoro 3aco0y JIiBocTop 3 pupaMminuHoM,
ingykTopoM nuroxpoMy P450 3A4 Tta inriditopom OATP1B1, moxe
IIPM3BOAUTH 10 HECTIMKOTO 3HUKEHHS KOHIIEHTPAIlil aTopBaCcTaTUHY B IJIa3Mi
Kniniynuii BB KpoBi. Yepe3 MexaHi3M IOABiIMHOI B3aeMOLil pudaMIIinuHy BifcTpodyeHe
3aCTOCyBaHHS JTiKapchbKoro 3aco0y JIiBocTop mmiciisg BBeeHHS pudaMIilluHy
Oy70 OB’ A3aHe 3i 3HaYHKUM 3HUKEHHSIM KOHIIeHTpallil aTopBacTaTUHY y
IJ1a3Mi.
3axom PeKOMeguyeTBCﬂ ogHOYaCHe 3aCTOCYBaHHS JTiKapchKoro 3aco0y JIiBocTop i
pudamMminuxy.

Tabnuus 5
Brnus JliKapchKoro 3aco0y JIiBocTop Ha iHIIi JTiKapchKi 3aco0u

ITepopanvHi KOHMpavuenmusu

OpHOYacHe 3aCTOCYyBaHHS JTiKapChKOro 3acoby JIiBocTop Ta mepopanbHUX
KOHTPAIENTHBIB 30iIbIIyBa0 KOHIIEHTPALlil0 HOPETUCTEPOHY Ta
eTUHiNeCcTpaniony y mia3Mi KpoBi (ouB. po3nin «®apMaKoJIOTriyHi
BJIACTUBOCTI»).

Cnig BpaxoByBaTH 11e¥ GakT, 06upaoyy mepopasbHUM KOHTPALETITUB [JIs
MallieHTiB, fKi IpUiMaloTh JIiBOCTOD.

KrigiyHui BB

3axomu

IlueokcuH
[Tpu ogHOYACHOMY 3aCTOCYBaHHI 6araTopa3oBUX 03 JIIKAPCHKOTO 3aco0y
Kniniyawuy Bunue  JIiBOCTOP Ta AUTOKCHHY PiBHOBaXKHi KOHIIEHTpAllil AUTOKCUHY B IJIa3Mi
MiABUINYIOTECS (OUB. Po3ain «®apMaKOIOTiYHi BJaCTABOCTI»).
3axom Crig HasleXXKHUM YUHOM KOHTPOJIIOBATH CTaH MAIll€HTIB, SKi IPUUMaiTh
OUTOKCHH.
Huamiazemy 2i0poxaopud.

OpHo4yacHuM npuroM aTopBacTatuny (40 Mr) Ta gunriademy (240 Mr) CyipoBOAXKY€ETHCS
MigBUIIEHHSIM KOHIIEHTPallil aTOpBaCTaTUHY y IIJIa3Mi KPOBi.

IHlumemuouH.
Y pe3ynbTaTi IpoBefieHUX OOCTiAXKeHb 03HaK B3a€EMOIil aTOPBACTATUHY Ta IUMETHOUHY He BUSBJIEHO.
Anmauuou.

OpHOYaCHUM IIepopaibHUY MPUIOM aTOPBaCTaTHHY Ta CyCIeH3il aHTallUgHOI0 IIpemnapary, o
MICTUTBh MarHii Ta aJlOMiHil0 TiAPOKCU[, CYIIPOBOAXKY€ETHCS 3HUKEHHSIM KOHIIeHTpallil
aTopBacTaTHHY y Ija3Mi KpoBi npubiau3uo Ha 35 %. [Ipu 1iboMy rinosinigeMiyHa fiis aTopBacTaTUHY
He 3MiHIOBasachk.

Koaecmunoa.

KoHIeHTpallis aTopBacTaTHHY Y IIJla3Mi KPoBi OyJia HUKYOIO (CIIiBBiIHOIIEHHS KOHIIEHTPAIIil
atopsactatury 0,74) npu ogHOYACHOMY IIPUKOMI aTOPBACTATUHY Ta KOoJleCTUnony. Ilpu upomy
rimoninigemiuHa mis KomOiHallii aTOpBaCTaTUHY Ta KOJIECTUIIONY IIepPeBUIlyBaia e(PEKT, SIKUU A€
MIPUIOM KOXKHOTO 3 I[UX IIpernapaTiB OKpeMo.

A3umpoMmiyuH.

OpuoyacHe npu3HadeHHs atopBacTtaTuHy (10 Mr 1 pa3 Ha go0Oy) Ta asutpoMinuny (500 Mr 1 pa3 Ha



no0y) He CyNIpPOBOMXKYBalocs 3MiHaMM KOHIIEHTpallil aTopBacTaTUHY Y IJia3Mi KPOBI.
IH2ibimopu mpaHcnopmy.

[uribiTopu TpaHCIOPTHUX OiNKiB (HampuKIIad OUKJIOCIIOPUH, JIeTEPMOBIP) 3[aTHI MigBUIyBaTH PiBEHb
CHUCTEMHOI eKCII03ullii aTopBacTaTUHy (AuB. Tabmuilio 1). BnauB npurHiveHHS HaKOMHAYyBaTbHUX
TPAHCIOPTHUX OiNKiB Ha KOHLIEHTPALIil0 aTOPBACTAaTHHY B KJIiTUHAX MTeYiHKY HEBigoMuii. AKII0
YHAKHYTH OMHOYACHOT0 IpA3HaYeHHS LUX MIpernapaTiB HeMOXKIINBO, PEKOMEHI0BAHO 3HUKEHHS 03U
Ta MPOBEJEeHHS KIIiHIYHOTO MOHITOPUHTY e(eKTUBHOCTI aTopBacTaTuHy (OuB. Tabmuilio 1).

E3zemumib.

3acTocyBaHHS e3eTUMiOy SIK MOHOTepaIlii OB I3yI0Th 3 PO3BUTKOM SIBUIL 3 60KY M’S30BOI CUCTEMH, Y
TOMY 4uCIli pabgomionisy. TakuM YuHOM, IIPU OOHOYACHOMY 3aCTOCYBaHHi e3eTuMiby Ta
aTOpBaCTAaTHHY PU3UK PO3BUTKY LUX SBUII 30ibIIyeThCS. PEKOMEHIOBAHO TPOBOAUTU HaJIeXKHUMN
K/TIHIYHUY MOHITOPUHT CTaHy TaKWX Ialli€HTIB.

dys3udosa Kucsaoma.

[Tpu ogHOYACHOMY CUCTEMHOMY 3aCTOCYBaHHI (y3UO0BOL KMCIOTH 31 CTAaTUHAMU MOXe
TiABUINYBATUCS PU3UK PO3BUTKY MiolaTii, B ToMy 4ucyi pabmomioni3dy. MexaHi3M I1iel B3aemopil (uu €
BOHA (papMaKOAMHAMIYHOI0 a00 apMaKOKiHETUYHOIO, Y1 000X BU[IiB OOHOYACHO) Ha ChOT'OIHI
HeBigoMui. [ToBigoMIsAIOCS PO BUIAAKHU pabooMionidy (y TOMy YKCIIi 3 IeTaJIlbHUM HaCIigKOM) y
NallieHTiB, IKi OTpUMyBaiu KOMOiHAIl0 IUX IpenaparTis.

Ao HeoOXifHe cucTeMHe 3aCTOCYBaHHS (Py3UO0BOI KUCIIOTH, CJIifi TPUIMHUTH 3aCTOCYBaHHS
ATOPBACTATHHY HA BECh IEePiof 3aCTOCYBaHHs (Gy3ug0Bol KMCIOTH (muB. po3min «Oco0IuBOCTI
3aCTOCYBaHHS»).

THwi aikapcwki 3acobu.

KriHiuHi mocigKeHHs [I0Ka3ally, [0 OGHOYaCHe 3aCTOCOBYBaHHS aTOPBACTATUHY 1 rilTOTeH3UBHUX
IpenapariB Ta KOT0 3aCTOCYBaHHS B XOf1 eCTPOreH3aMiCHOI Tepallil He CyIIPOBOIXKYBal0Ch KIIiHI9YHO
3HAUyMUMU 00iYHUMY edeKTaMu. [JOCTifKeHb B3a€MOil 3 iHIIMMU ITpenapaTaMy He TPOBOOUIOCH.

0co061ueocmi 3acmocyeaHHsi.
Mionamis ma pabdomioni3

Jlikapchkuit 3acib JIiBOCTOp MOXe CIPUYMHUTHU MiomaTito (6inb y M’s13ax, 6ormicHicTh abo
cnabKicTh y moemHaHHi 3 mipBuileHHsIM KpeaTurKinasu (KK) Ginbire Hixk y 10 pasis 3a
BEPXHIO MeXYy HOpPMU) Ta pabaoMioni3 (3 rocTpoo HUPKOBOIO HENOCTATHICTIO abo 6e3 Hel
BHACJIiAOK Miorno0inypii). [ToBimoMmsiiiocs mpo pigKicHi eTanbHi BUMAOKH B Pe3ybTaTi
pabmoMionti3y Ipu 3aCTOCYyBaHHI CTaTHHIB, BKI049aw4u JIiBocTop.

®aKTOPH PHU3UKY PO3BUTKY MiomaTii

dakTOpU PU3UKY PO3BUTKY MiomaTii BK/IIO4UalOTh BiK 65 pOKiB i Ginblile, HEKOHTPOJIbOBAaHUY
TimoTUpeo3, MopyileHHsa GyHKIIil HUPOK, OQHOYACHE 3aCTOCYBaHHS 3 AESKUMU IHIIUMU
IpernapaTaMy Ta HigBUIEHI 03U nmikapcbkoro 3acoby JIiBocTop (auB. po3min «B3aemomis 3



iHITMMY JTiKapChbKUMU 3aco0aMu Ta iHIII BUM B3a€EMOMIIN»).

3axomy Oisi 3MEeHIIeHHS PU3UKY PDO3BUTKY MiomaTii Ta pabmoMionidy abo 3anobiraHHs TaKOMY PU3UKY

Ekcro3utlist mikapcbkoro 3aco6y JIiBOCTOp MozKe 30iNbIIyBATUCS 3a PaXyHOK B3aEMOZIl 3
iHIMMMU JTiKapChKUMU 3acobaMu dyepes iHri0yBaHHS pepMmeHTy 3A4 nuToxpomy P450
(CYP3A4) Ta/abo TpaHcmnopTepiB (Hanpukian, 6iT0K pe3uCTEHTHOCTI paKy MOJIOYHOI 3a71031
[BCRP], opraniunuii aHioH-TpaHcnoptyounii nomuinentun [OATP1B1/0OATP1B3] ta
riikomnporteid P [P-gpl), 110 mpu3BOAUTE [0 MigBUILEHOTO PU3KUKY PO3BUTKY MiomaTil Ta
pabgomioni3y. He pekoMeHOyeThCsS OMHOYACHE 3aCTOCYBAHHSA 3 JTikapchkuM 3aco6om JIiBOCTOP
ITUKJIOCTIOPUHY, TeMpibpo3umny, KomOiHalli#l TUIIPaHaBip PHUTOHABIP YM rIIEKAIPEBIP
nibperTacsip. Mogudikarrii mo3yBaHHs JTiKapchKOro 3aco0y JIiBOCTOp peKOMEHIYIOThCS
nalieHTaM, fKi MIpUUMaloTh IIEBHI IPOTUBIPYCHI 3aC00H, a30/1bHI TPOTUTPUOKOBI 3acobu abo
MakpoJIiaHi aHTuOi0TUKY (OUB. po3ain «Crnocibd 3acTocyBaHHS Ta [03K»). [10BiTOMISI0CS PO
BUIIAOKM MiomaTii/pabmoMioni3y mpu ogHOYaCHOMY 3aCTOCYBaHHI aTOpBacCTaTUHY 3
ninigomopudikyrounmu no3amu (> 1 r/geHsb) HiauuHy, GibpaTis, KONXiuHy Ta KoMOiHaIIil
nepinacBip codocOyBip. Crig OLiHUTH, Y KOPUCTH Bifl 3aCTOCYBaHHS IIUX IIpenapariB
IepeBakae IMigBUIIEHUY PU3UK PO3BUTKY MiomaTil Ta pabmomioni3y (mus. po3min «B3aemomis 3
iHIMMY TiKapChKUMU 3aco0aMu Ta iHIII BUOW B3aEMOMIl»).

He pekoMeHOy€eTLCSI OQHOYACHUY MTPUKOM TPEUTI(PYTOBOTO COKY ¥ BETUKUX KiJTbKOCTSIX
(monap 1,2 miTpa Ha OeHb) MallieHTaM, gKi npuiiMaioTh JIliBocTop (OuB. po3min «B3aemopmisa 3
iHITUMY JTiKapChKUMHU 3ac00aMu Ta iHII BUOU B3a€MOMIN»).

Cnipf IpUNUHUTY IPUKUOM JTiKapChKOro 3aco0y JIiBOCTOP, SKIIO CIIOCTEPIra€EThCS MOMITHO
migBuinenuy piBeHb KK abo giarHocTOBaHO MiomaTio 4M € IMifo3pa Ha ii BAHUKHEHHS.
M’s130Bi cumnToMu Ta nigBuileHHS KK 3HUKAIOTH IMicIs BifMiHM TiKapChKOTO 3aco0y
JliBoctop. Cnig TuM4acoBo BimMmiHuTHU JIiBOCTOP MallieHTaM 3 TOCTPUM a00 Cepio3HUM
CTaHOM i3 BUCOKMM PU3UKOM PO3BUTKY HUPKOBOI HELOCTATHOCTI, CIPUYUHEHO]
pabgomiosniizoM (HampuKiIag, CEICHUC; 1IOK; TAXKKa TiloBoIeMis; cepilo3Ha XipypriuHa
oTepallisi; TpaBMa; TSXKKi MeTa0oIiuHi, eHOOKPUHHI ab0 eJIeKTPOJIiTHI MOPYyIIeHHS;
HEKOHTPOJIbOBaHa eIiIercis).

Crnip moBimOMUTH TAlliEHTIB PO PU3UK PO3BUTKY MiomaTii Ta pabmoMionidy Ha mo4aTKy
nikyBaHHS abo mpu 30inbIeHH] 103U mikapchKoro 3acoby JIiBocTop. ITarienTaM ciifg
PEKOMeHAyBaTH HeraHo MOBIJOMIATH PO OyAb-IKUI He3po3yMinui 0inb y M’s3aX,
6osicHicTh ab0 cnabKicTh, 0COOIMBO SKIIO BOHU CYIPOBOIKYIOThCS HE3MYKAHHIM abo0
IiOBUINEHHSM TeMIIepaTypH.

ImMyHO1021YHO Onocepedko8aHa HeKpomuayrua mionamis

Hapgxomunu pigkicHI MOBiOMIEHHS IIPO BUMNAAKKU iMyHOIOTIYHO OIIOCEPEeaKOBaHO1
HekpoTu3syydol Mionarii (IOHM), ayToiMmyHHO!L MionaTil, I0B’513aHO1 i3 3aCTOCYBaHHAM
cratuHiB. IOHM xapakTepu3yeThCS TaKUMU O3HAKaMM: CJIa0KiCTh MPOKCHMaJIbHUX M’ g3iB Ta
IifBUIIeHUY PiBEHb KpeaTUHKiIHA3U B CUPOBATILIi KPOBi, IKi 30epiraioThCsi, He3BaxKalo4yu Ha
NIPUNIVHEHHS JIIKyBaHHS CTaTUHAMU; IO3UTUBHUY pPe3ynbTaT Ha anTuTina fo ['MI-KoA-
penyKTas3u; M’'s30Ba 0ioICist BUSABIISE HEKPOTU3YIOUY MiOMaTiio Ta MOKpalleHHs IIpu
3aCTOCYBaHHI iMyHOmempecaHTiB. Moxe BUHUKHYTH HeOOXimHICTh MPOBeIeHHS MOIaTKOBUX
HEeMPOM SI30BUX Ta CEPOJIOTIYHUX AOCIigXKeHb. Moxe OyTu moTpibHa Teparis



iMmyHOpmenpecanTamu. CIlifl peTeIbHO 3BaXXuTu pu3uk po3Butky IOHM nepen noyaTtkom
3aCTOCYBAHHS iHIIIOTO CTATHHY. AKII0 PO3MI0YaTO TEPAIlilo iHIIMM CTaTHHOM, HEOOXimHUM
MOHITOPUHT 03HaK Ta cuMnrToMmis IOHM.

ITopyweHHA pYyHKUiI neviHKu

Bymno mokasaHo, I0 CTaTUHHY, 5K i AesKi iHmi rinomnimigeMiyHi TepaneBTUYHI 3aco0u, aCOITiIOI0THCS 3
BiAXUIEHHSIM Big HopMu 0ioXiMiUHMX ITOKa3HUKIB QYyHKIII nediHku. CTiliKe migBUINeHHS (OimbIn Hix
y 3 pa3u BUIlle BEPXHHOI MeKi HOPMaJIbHOTO Iiarna3oHy, SiKe BUHUKIIO 2 pa3u abo Oinbiie) piBHIB
CHAPOBaTKOBHUX TpaHcaMiHa3 crioctepiranocs y 0,7 % malfieHTis, fKi oTpuMyBanu JIiBocTop mifg 4ac
KJIIHIYHUX OOCHiAXKeHb. YacToTa BUNAAKIB I[UX BigXuieHb Big HopMu ctanosuma 0,2 %, 0,2 %, 0,6 %
Ta 2,3 % gng go3 npemnapaty 10, 20, 40 Ta 80 Mr BiAIOBIgHO.

BigoMmo, 1110 mif yac KaiHiYHKMX JOCTiAKeHb IpernapaTy B OMHOIO HAIli€HTa PO3BUHYIIACh KOBTSIHHUIIS,
[TipBuiieHi mokasHuku QyHKIioHanbHUX TP0o0 nedinky (OIIII) y inmux namieHTiB He Oyau 0B’ s3aHi 3
JKOBTSIHUIIEI0 a00 iHIIMMU KITiHIYHUMHU CUMIITOMaMu. [1ic/isi 3MeHIIeHHS 003U, TIEPEPBHU Y
3aCTOCYBaHHI npemnapaTy abo MPUMMHEHHS HO0T0 3aCTOCYBaHHS PiBHI TpaHCaMiHa3 IOBEPTATUCS [0
piBHIB mepen NMikyBaHHSIM a60 mpubIM3HO [0 KX PiBHIB 663 HeraTUBHUX HAcHigKiB. 18 3 30 malieHTiB
3i CTIMKUM IiABUIIEHHSM IIOKa3HUKIB QYHKIIIOHATbHUX P00 MEeUiHKY MPOMOBKYBAJIU JIiKyBaHHS
niKapchbKuM 3aco0om JIiBOCTOp y MEHIIUX [I03aX.

[Tepen TUM SIK PO3MOYMHATH TEPAIil0 JTiKapChbKUM 3aco00M JIiBOCTOp, PEKOMEHOYEThCS OTPUMATH
pe3ynbTaTy aHami3iB m0g0 (epMEHTIB IeYiHKY Ta 3[aBaTH aHali3u IIOBTOPHO y pPa3i KITiHiYHOI
moTpebu. Hagxomuny pifKicHI mocTpeecTpariiiHi MoBiqOMIEHHS ITPO BUIAAKHU JIETAIBHOL Ta
HeJleTaJIbHOI MTeYiHKOBOI HeJJOCTATHOCTI y MAaIiEHTIB, AKi MpuiiMasy mpemnapaTu PyNu CTaTUHIB, Y
TOMY YHCJIi aTOpBaCTaTHH. Y pa3i Cepilo3HOTO ypaxKeHHS NMeYiHKY 3 KIIiIHIYHUMYU CUMIITOMaMu Ta/abo
rinep6inipy6binemieto abo KOBTSHUIIEIO i YaC 3aCTOCYBaHHS JTiKapcbKoro 3acoby JIiBoCTOp crif
HeTalHO MPUNWHUTHU JTiKyBaHHSA. fKIIO He BU3HAUYEHO aJIbTePHATUBHOI €Ti0JIOoTil, He CIif
IIOBTOPHO PO3MOYMHATH JIiIKYBaHHS IIperapaToM.

JIiBocTOp cif 3 00epekHICTIO MPU3HAYATH TalliEHTaM, SKi 3JI0BXKHBAIOTh aJIKOT0eM Ta/a0o MaloTh B
aHaMHe3i 3aXBOPIOBaHHS NeYiHKHU. JIIBOCTOp NIPOTUNIOKA3aHUM IIPU aKTUBHOMY 3aXBOPIOBaHHI
mevinky abo CTIMKOMY MIiABUINEHH] PiBHIB MEeYiHKOBUX TpaHCaMiHa3 HEBiOMOI eTiomorii (DuB. po3min
«IIpoTUNIOKa3aHHS»).

EHOOKpUHHA (pYHKUis

[ToBimomunsnocs npo migsuineHHs piBHA HbAlc Ta KOHIIEHTpalii III0K03U Y CUPOBATIi KPOBi HaTIIE
TIpH 3acTocyBaHHi iHriGiTopie 'MI-KoA-penykTasu, y TOMy 4KCIIi JTiKapChKOro 3acoby JIiBocTop.

CTaTvHY NEepelKoIKaloTh CUHTE3Y X0JIeCTEPUHY Ta TEOPETUYHO MOXKYTh OCJIabJIITH CeKpelio
CTepoimiB HAgHUPKOBUX 3aJ103 Ta/a00 roHamHUX cTepoimiB. KmiHiuHi mocmimKeHHs OKa3ay, IIo
JIiBocTop He 3HUXKYe Oa3anbHy KOHIIEHTPALlil0 KOPTU30J1y IIJIa3MU Ta He MOPYIIYe afipeHanoBUR
pe3epB. By cTaTHHIB Ha 3allTigHIOIYY 30aTHICTh CIIEPMHU He [OCIiIXKYBaBCSd Y HOCTAaTHLOI
KiTbKOCTI narieHTiB. HeBimoMo, SKMM YWHOM IIpelapaT BIJIMBA€E Ta U YU B3arasli BIJIUBAE Ha CUCTEMY
«CcTaTeBi 3a103u-rinogis-rimoragaMmyc» y XkiHOK y epefMeHonay3anbuuii nepion. Cuig 6yTu
o0epexXHUM IPU OMHOYACHOMY 3aCTOCYBaHHI ITpernapaTy I'PyIy CTaTUHIB 3 TiKapCchKUMU 3acobaMu,
SIKi MOXKYTb 3HUZKYBaTH PiBHI a00 aKTUBHICTh EHJOTeHHUX CTEPOiTHUX T'OPMOHIB, TAKUMHU SIK
KETOKOHA30J1I, CIIiPOHOIAKTOH Ta IIUMETUOVH.

3acmocysaHHA nayieHmam 3 Heu,00deHiMu sunadkamu iHcy1bmy abo mpaH3umMopHoi



iwemiuHoi amaku

ITpu post-hoc ananisi mocnmimxennss SPARCL (Stroke Prevention by Aggressive Reduction in
Cholesterol Levels/3amobiranss iHCyIbTy HUISIXOM Pi3KOT0 3MEHIIEHHS PIiBHIB XOJIECTEPUHY), i Yac
SIKOT'0 aTopBacTaTHH y no3i 80 Mr Ha mpoTuBary miaiebo 3acTocoByBanu 4731 nmauieHTy 6e3
imemiyHOI XBOpOOH cepls, IKi Many B aHaMHe3i BUIagKK iHCYIbTy a0 TPaH3UTOPHOI illeMidyHOl
aTak¥ IPOTATOM IMONepefHix 6 MicsliB, criocTepiranacs GinbIlla YaCTOTa BUNAAKIB TeMOParivHoro
IHCY/IBTY y I'PYIi NALi€HTiB, 9Ki OTPUMYBAJIX aTOPBACTATUH y H03i 80 MI ITOPIBHSAHO 3 IPYIIO0
nnane6o (55 Bumagkis, 2,3 % y rpymi aTopBacTaTUHY MOPiBHSAHO 3 33 Bunagkamu, 1,4 % y rpymi
nnane6o; CP: 1,68, 95 % [II: 1,09, 2,59; p=0,0168). YacToTa BUMaKiB JIETaTbHOTO T€MOPATidHOT0
iHcynbpTy Gyna mopmibHOIO B ycix rpymnax nikyBaHHs (17 Ta 18 mms rpyn aTopBacTaTUHY Ta Inaie6o
BifmoBinHO). YacToTa BUNAOKiB HeJleTaIbHOT0 TeMOpariyHoro iHCynbTy Oyja 3HauHO BUIOI0 Y IPYIIi
NallieHTiB, sIKi oTpuMyBanu aTopBactaTul (38, 1,6 %), mopiBHSHO 3 rpymnoio mianebo (16, 0,7 %).
[lesKi MOYaTKOBi XapakKTEPUCTUKH, Y TOMY YHUCJIl HaABHICTh BUIIaAKIB reMOPariYHoro Ta JakKyHapHOr'o
IHCY/IBTY Mif YacC BKJIIOUEHHS [0 OOCIIIXKEHHS, aCOL[il0Ba/ICS 3 BUILIOK YaCTOTOI BUIIA[KIB
reMoparigyHoro iHCyNbTy ¥ IPYIIi MallieHTiB, Ki OTPUMYyBa/Ii aTOpBacTaTuH (OUB. po3min «Ilo6iuni
peaxirii»).

Cepeqn 39828 nailrieHTiB, sIKi OTpUMyBaIu aTOPBAaCTaTUH y KIiHIYHUX gochigxkeHHAX, 15813 (40 %)
nauieHTiB 6ynu BikoM Bif 65 pokis, a 2800 (7 %) nauienTiB 6ynu BikoM Bim 75 pokis. He
CIIoCTepiranocst XK0/IHOI 3arajbHOI BiIMiHHOCTI y Ge3melri Ta e(peKTUBHOCTI ITpernapary Mix IIuMu
nalieHTaM{ Ta MOJIOALIMMY IallieHTaMU, TaK caMo, SIK He 0yJI0 3apeeCcTPOBaHO KOTHUX
BiIMIHHOCTE! y BiATIOBiAl Ha JIIKyBaHHSA MiX MallieHTaMU JITHHOTO BiKy Ta MOJIOOIINMY MallieHTaMU
3rigHO 3 iHIIMM KTiHIYHUM [OCBiIOM, ITPOTe HE MOXKHA BUK/IIOYATH OiNbIly YyTIUBICTh JIeIKUX
CcTapuIux nanieHTiB. OCKiTbKY CTapIINi BiK (I0OHAT 65 POKiB) € paKTOPOM CXUIBHOCTI 0 MiomaTii,
ciipm 3 o6epexHicTIO mpu3HayaTu JIiBOCTOP MallieHTaM JTiTHLOTO BiKY.

ITeuiHkosa HedocmamHicmb

JIiBOCTOP IPOTHNOKAa3aHUM IallieHTaM 3 aKTUBHUM 3aXBOPIOBaHHSM IT€YiHKM, BKIIIOYal04Yu CTiliKe
MigBUIIIEHHS PiBHIB MEYiHKOBUX TpaHCaMiHa3 HEBiIOMOI eTiosoril (quB. po3ainu «IIpoTunoka3aHHg»
Ta «PapMaKoIOTiuHi BTaCTUBOCTI»).

[To noYyamky AiKYy8aHHA

ATopBacTaTUH CJIifl 3 00ePEeKHICTIO IPU3HAYATH MalliEHTaM 3i CXUJIbHICTIO 0 PO3BUTKY
pabnmomiomnisy. [lo moyaTKy JIiKyBaHHS CTaTHHAMM y TAI[iE€HTIB, CXUJIbHUX N0 PO3BUTKY pabmoMiorizy,
cimipm Bu3HaudaTu piBeHb KK mpu:

- IOPYLIEHH] QYHKII1 HUPOK;

- TiNOQYHKIIil I TOBAIHOI 3aJ103K;

- CITaIKOBUX PO3JIafiaX M’sI30BO1 CUCTEMHU Y CiMelHOMY a00 0cobuCTOMY aHaMHE3i;

- IepeHeceHuX y MUHYJIOMY BUIIagKaX TOKCUYHOTO BIIJIUBY CTaTHHIB a0o0 (pibpaTiB Ha M’s13u;

- IepeHeCeHnX Yy MUHYJIOMY 3aXBOPIOBAHHSX IeYiHKY Ta/ab0 3710BXKUBAHHI alKOT0JIEM.

I maIieHTiB MTHLOTO BiKy (moHan 70 poKiB) HEOOXiMHICTL IPOBEJEHHS O3HAUYEHUX 3aXO0MiB
CJIiT OI[IHIOBATH 3 ypaxXyBaHHSM HaAsIBHOCTI iHIINX (PAaKTOPIB CXUIBHOCTI OO PO3BUTKY
pabmgomiorizy.



[TinBuiieHHS PiBHSA NpenapaTy y IJla3Mi KpOBi MOXKJIMBE, 30KpeMa, y pa3i B3aeMofil (AuB. Po3min
«Bzaemogmis 3 iHIIUMY JTiKapCHKUMHU 3aco0aMu Ta iHIM BUOM B3a€EMO[ii») Ta 3aCTOCYBaHHS
0COOIMBUM TIOMYISALISIM MaIlieHTiB (TuB. po3min «PapMaKOKiHETHKA»), Y TOMY YKCIIi MallieHTaM 3i
CITaAKOBUMH XBOPOOaMH.

Y Takux BUMagKax PeKOMEH0BAHO OLIiHIOBATH CIIiBBiIHOIIEHHS PU3UKIB Ta O4iKyBaHOI KOPHUCTI Bif
JIiIKyBaHHS Ta IPOBOAUTH KJIiHIYHUIN MOHITOPUHT CTaHy Ialli€HTiB. fKIO A0 MOYaTKY JIiKyBaHHS
piBes KK 3HauyHO nifBuieHuy (nepesuirtye BMH Ginbil HiK y 5 pa3iB), NiKyBaHHS PO3MOYMHATH HE
CIIif.

BumiproeaHHs piBHA KpeadmuHKiHA3U

PiBeHb KpeaTHHKiIHA3M HE CJIi[l BU3HAYATH IIiCJIsg iHTeHCUBHUX (Qi3MYHMX HaBaHTaxKeHb abo 3a
HAsIBHOCTI OyIb-SIKAX MOXKJIMBUX aJlbTePHATUBHUX NIPUYMH IifBuieHHs piBHSA KK, OCKiNbKY 1ie MOXKe
YCKJIaMHUTH IHTepIpeTalio pe3yibTaTiB. fKINo Ha I04aTKOBOMY PIiBHI CIIOCTEPIra€ThCS 3HAUHE
nippumenss KK (nepesumenss BMH 6inbin HixXK y 5 pasiB), To yepe3 5-7 gHiB HE0OXiIHO ITPOBECTH
IIOBTOPHE BU3HAYEHHS [JIA MiATBEPAXKEHHS pe3yJbTarTy.

ITi0 yac aiKyBaHHs

[lanieHTV TOBKMHHI 3HATH PO HEOOXIAHICTh HETalHO MOBIJOMIISITH IIPO PO3BUTOK OO0 y
M’s13aX, CyZIOM 4¥ c1a0KOCTi, 0COOIMBO KOJIX BOHU CYIIPOBOIXKYIOTHCSA HE3AYXKaHHAM a0o
rapsiukoro.

Y pasi nosgBY UUX CHUMIITOMIB IIiff Yac JIiKyBaHHS aTOPBAaCTaTUHOM HEOOXigHO BU3HAUUTH
piBenb KK y 11poro margienTa. fAxiugo piBeHs KK 3HauHo nigBuinenut (nepesuitye BMH Ginbi
HiX y 5 pasiB), TiKyBaHHS CJIif IPUIUHUTH.

HOUiNbHICTh IPUNUHEHHS JIIKyBaHHS CJIifi TAKOXK PO3IJIAHYTHU, AKIIO HigBUIlleHHA PiBHA KK
He CsTaE€ I’ ITUKpATHOro nepesuiieHHss BMH, ane cuMnToMu 3 60Ky M’s13iB MalOTh TAKKUN
XapakTep Ta II0JEHHO CTal0Th IPUYNHOI HEIIPUEMHUX BiAYYyTTiB.

[Ticnsa 3HUKHEHHS CHMIITOMIB Ta HopMari3dalil piBHgd KK MoxHa po3risHyTH MOXKIUBICTh
BiTHOBJIEHHS JTIKyBaHHS aTOPBAaCTaTUHOM ab0 IIOYATKY JiKyBaHHS albTePHATHBHUM
CTAaTUHOM 3a YMOBH 3aCTOCYBaHHS MiHiMaIbHOI MOXKJIMBOI [O3U IIpelnapaTy Ta PeTeIbHOT0
HarIsAay 3a CTaHOM Talli€HTa.

JIikyBaHHSI aTOPBAaCTaTUHOM HEOOXiTHO MPUITMHUTH, SIKIIO CIIOCTEPIraEThC KIIiHIYHO
3Hauyule mipBuineHHs piBHSA KK (nmepesumiennss BMH 6inbur Hixk y 10 pasiB) abo
BCTAHOBJIEHO IiarHO3 pabmomioni3y (abo € mimo3pa Ha PO3BUTOK pabmoMioizy).

OO0HouacHe 3acmoCcyB8aHHA 3 IHWUMU AiKAPCbKUMU 3acobamu

Pu3uk po3BUTKY pabaoMionti3y migBUIIYETHCS MIPH OMHOYACHOMY 3aCTOCYBaHHI aTOPBACTAaTUHY 3
[esIKUMU J1iKapChbKUMU 3ac00aMy, 110 MOXKYTh 30iIbIIUTY KOHLIEHTPAllil0 aTOPBaCTaTUHY y MJIa3Mi
KpoBi. [IpuknagaMy TakKux IpenapartiB MoXyTh OyTu noTyxHi inribitopu CYP 3A4 a6o TpaHCIIOPTHUX
OinKiB: IMKJIOCTIOPUH, TEITPOMIIMH, KITaPUTPOMIIIMH, NeNaBipAuH, CTUPUIIEHTOJI, KETOKOHA3071,
BOPUKOHA30J1, iTpaKOHAa30JI, I0CAaKOHA30J1, 1IeTepPMOoBip Ta iHribiTopu nmpoteas BIJI, y Tomy uuci
pUTOHABID, JIOMiHABIP, aTa3aHaBip, iHAWHABIP, fapyHasip. [Ipy ogHOYaCHOMY 3aCTOCYBaHHI 3
rem¢piOpo3uIoM Ta iHIUMY ToXimHUMHU (iOPOBOI KMUCITIOTH, OOLIEIPEeBipOM, EPUTPOMILIMHOM, HiallMHOM
Ta e3eTUMiOOM, TenanpeBipom abo 3 KOMOiHaIli€I0 TenanpeBip/pUTOHABIP TaKOXK 3POCTAE PU3UK



BUHUKHEHHS Miomarii. dKIIo MOoXKHa, CHIifl 3aCTOCOBYBATH iHII TiKapchKi 3acobu (110 He
B3a€EMO[IiIOTh 3 aTOPBACTaTUHOM) 3aMiCTh BUIIe3raflaHUX.

Ax110 He0OXimHO MPOBOOUTH OOHOYACHE JIiIKyBaHHS aTOPBACTAaTHHOM Ta 3raflaHMMU IIperapaTaMy,
CJIi[T peTeIbHO 3BaXKUTH KOPUCTD Ta PU3MKHU. FAKIIO MAI[iEHTH MPUUMAIOTh TiKapchKi 3acobu, 1o
MigBUIIYIOTh KOHLIEHTPALI0 aTOPBACTATHHY y IIJIa3Mi KPOBi, PEKOMEHAYETHCS 3HUXKYBATU J03Y
aTopBacTaTHHY [0 MiHiManbHOI. KpiM Toro, y pa3i 3acTocyBaHHS MOTYyxKHUX iHribiTopie CYP 3A4 crin
PO3TISHYTU MOXKJIMBICTH 3aCTOCYBaHHS MEHIIIO] II0YaTKOBOI 1031 aTOPBAaCTaTUHY. TaK0XK
PEKOMEHAYEThCA IPOBOAUTH Ha/IeXKHUY KITIHIYHUY MOHITOPUHT CTaHY I[UX Malli€eHTiB.

ATOpBacTaTUH He MOXHA MPU3HAYATH OJHOYACHO 3 (y3UIOBOIO KHUCJIOTOI0, SIKY 3aCTOCOBYIOTh
CUCTEeMHO, a60 BITPOMOBXK 7 OHIB MiC/Is MPUNKMHEHHS JIiKyBaHHS (HY3UIOBOIO KUCIOTOI0. [lalieHTam,
SKUM CUCTEMHE 3aCTOCYBaHHS (y3UI0BOI KUCIIOTH BBAXKAEThCS HEOOXiMHUM, JTiKyBaHHS
CTaTMHAMHU CIIiJ] IPU3YIIMHUTHU Ha BeCh IIepiof 3aCToCyBaHHS Qy3UO0BOI KUCIIOTH. Y
TNallieHTiB, SIKi OTpuMyBanu Qy3umoBy KUCIIOTY Ta CTaTHHU y KoMOiHallil, Oy/iu 3apeecTpoBaHi
BUIMAAKMW PabmoMioidy (B TOMy YuCIIi leTasbHi) (AUB. po3min «B3aeMopmis 3 iHIMMMU
JmiKapChKUMU 3aco0aMu Ta iHII BUAM B3aEMOMiit»). [TamieHTy i peKoMeHOyBaTU HETANHO
3BEPTATHUCS 3a MEOUYHOIO MOTIOMOI'0I0 V Pa3i BUHUKHEHHS OyOb-IKUX CUMIITOMIB CJTabKOCTI,
600 abo 60iCHOI YyTIUBOCTI ¥ M’s13aX.

Tepamito cTaTiHAMU MOXXHa IPOJOBXKUTH Yepe3 7 OHIB MiC/IS OTPUMaHHS OCTaHHBOL f03U (Py3um0BO1
KHCJIOTH.

3a BUHSITKOBUX 00CTaBUH, KOJIX OTPiOHE OBrOCTPOKOBE CHCTEMHE 3aCTOCYBaHHS (y3UI0BOI
KMCJIOTH, HAIIPUKJIIa, OIS JTiIKyBaHHS TSKKUX iHMeKIil, HeoOXiIHICTh OHHOYACHOTO 3aCTOCYBaHHS
nikapcbKoro 3aco6y JIiBocTop Ta Gy3ug0BOi KUCIIOTH CIIif PO3TJIANaTH TiMbKU B iHAUBiTyaTbHOMY
IOPSIIKY Ta 3[iMCHIOBATH Iifl peTEJIbHUM HarIsI0M JIiKaps.

IHmepcmuuiaavHa xeopoba neeeHis

[Tig yac nmikyBaHHS OeSIKUMHU CTaTUHAMU (0COOIMBO IIifl Yac TPUBAJIOTO JiKyBaHHS) OyiIu onucaHi
BHHSITKOBi BUTIaOKM PO3BUTKY iHTEPCTHUIliaIbHOI XBOpoOu yieTeHiB. [Jo IposBiB 1iiei XBOpoOU MOXKHa
BifHECTU 3aiUILIKY, HETPOAYKTUBHUI Kalllellb Ta 3arajibHe MOTipIIeHHsS CAMOIOYyTTS
(CTOMJTIOBAHICTh, 3HUKEHHS MacCH Tijla Ta rapsg4ka). Y pa3i BAHUKHEHHS Mi03pU Ha IHTepCTULliaIbHy
XBOPOOY JIeTeHiB CJIifl MPUIUHUTY JiKyBaHHSA CTaTUHAMHU.

HanosHrosaui

ITo ckmamy miKapchbKoro 3aco0y BXOAWUTH NaKTo3a. Llel mpenapar He CIIifi IpuiMaTu
MMallieHTaM 3 PiAKICHUMHU CHagKOBUMM 3aXBOPIOBAHHSAMM, OB’ I3aHUMU 3 HEIIEPEHOCUMICTIO
rajiaktosu, pedinuromM nakTa3u Jlammna abo ManbabcopO1lieto rI0KO3U-ralaKTO3H.

Tepamis nmimigoMmomudikyounMu mpenapaTamMu IIOBHHHA OyTH OHI€I0 31 CKIIafOBUX
KOMIIJIEKCHOI Tepallil Iy Iali€HTiB 3i 3HaYHO MiABULIEHUM PU3UKOM PO3BUTKY
aTepPOCKJIEPOTUYHUX 3aXBOPIOBAHb CYIUH Yepes IilepxoiecTepuHeMin. MequkaMeHTO3Ha
Tepallisi peKOMEHAYEThCA IK OOIIOBHEHHS [0 [AIETH, KOJIM Pe3ybTaTy Bif JOTPUMaHHS AIETH,
1110 00MeKye CIIOXKMBAHHS HaCHYEHUX XKHUPIB Ta X0JIEeCTEPHUHY, a TAKOXK Bifl 3aCTOCYBaHHS
iHITMX HeMeIUnKaMeHTO3HUX 3aX0/iiB Oy/I0 HemocTaTHRO. [TallieHTaM 3 ireMiuHo0 XBOpoO0oio
cepus abo mekinmbkoMa (paKTopaMu PU3UKY PO3BUTKY illleMiuHOI XBOPOOU CepIlsd IPUoM
JiKapchKoro 3aco0y JIiBOCTOP MOXKHa PO3MOYaTH OMHOYACHO 3 HOTPUMAHHSM Mi€TH.



ObmediceHHs 3dCMOCYBAHHA.

Jlikapcbkuit 3acib He JOCTiAXKyBaiX 3a YMOB, KOJIM OCHOBHUM BiIXMJIEHHSIM Biff HOPMU 3 OOKY
JIMONPOTEIHIB € MigBUINEHHS PiBHS XimoMikpoHiB (Tumu I Ta V 3a Knacudikaiieo OpegpikcoHa).

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.
Bazimuicmo.
OuiHKa pusukia

JIiBoCTOp IPOTHUIIOKA3aHUM BaTiTHUM XKiHKAM, OCKiIbKM He BCTAHOBJIeHa 0e3meKa Horo 3aCTOCYBaHHS
BariTHUM i HEMa€ SBHOI KOPUCTi IPUMOMY JIilliq03HUXKYBaIbHUX IIpeTaparTiB Iifl Yac BaTriTHOCTI.
Ockinpbki iHribiTopu I'MI-KoA-penyKkTasu 3HUXKYIOTh CUHTE3 X0JIeCTEePUHY Ta, MOXKJIMBO, CHHTE3
iHmux 6i0OriYHO aKTUBHUX PEUOBHH, SKi € MOXiTHUMHU X0JIeCTepuHy, JIiBOCTOp MoXkKe LIKiTHBO
BIUTMBATH Ha Itif. [TpuitoMm mikapcbkoro 3acoby JIIBOCTOpP CIlif IPUNIMHUTH, K TIIbKU
BCTAHOBJIEHA BATiTHICTH (OUB. Po3min «IIpoTunoKa3aHHS»).

Po3paxyHkoBuli (OHOBUM PU3NK 3HAYHUX BPOAXKEHUX MasbhopMalliii Ta BUKUIHIB [ BKa3aHOl
nonynsAil HeBigoMui. Y 3aranbHii nomynsiil CIIA po3paxyHKoBul (HOHOBUM PU3UK 3HAYHUX
BPOIKEHUX Ma/Ib(popMaliiii Ta BUKUOHIB IPYU KITiHIYHO BU3HAHUX BaTiTHOCTSX CTaHOBUTH 2-4 % Ta
15-20 % BignosigHO.

KoHnmpauenuis

JIiBocTOp MOXKe 3aBOaBaTy IIKOOY IIJIOAY IIPU 3aCTOCYBaHHI BariTHOI XiHKOM. 2KiHKI
PEMpPOOYKTUBHOTO BiKy MaloTh 6yTH mpoiHGopMoBaHi Mpo HeoOXigHiCTh eeKTUBHOI KOHTpALeNIii i
4ac JIiKyBaHHS IIUM IIpernapaToM.

KniniuHi mani

O6MmexeHi ony0IiKoBaHi JaHi o6cepBalifHUX [OCTiIXKeHb, MeTaaHali3iB Ta KITiHIYHUX BUIAOKIB
IIJ0JI0 3aCTOCYBaHHS aTOPBACTaTUHY KaJIbLil0 He IT0Ka3aly MigBUIIEHOT0 PU3UKY BUHUKHEHHS
CEepHO3HUX BPOMIXKEHUX Manb(opMalliii Y BUKUIHIB.

Hagxopmunu pigkicHi moBigoMIieHHS PO BPOMXKeHi aHOMaUtii micist BHyTPIIIHbOYTPOOHOI eKCII03UIIii
inmux inri6itopis I'MI'-KoA-penykTa3u. [IpociekTuBHe criocTepexkeHHs npubnu3Ho 100 BumaakiB
BariTHOCTEU Y XKIHOK, SKi JIIKyBaJIMCs CUMBAaCTaTHHOM UM JIOBaCTaTUHOM, I10Ka3aJsio, II0 4acToTa
BUIIQ[IKiB BPOMIKEHUX aHOMaJIill IJ10[a, BUKAHIB Ta BHYTPIITHEOYTPOOHUX
CMepTel/MepTBOHAPOOKEHDb HE ITePeBUINyBaia YaCTOTH, 04YiKyBaHOI AJIST 3arajibHOIL MOy ISIIil.
KinpkicTh BUTIIAOKIB € MOCTATHBOIO, 100 BUKITIOUUTH = 3—-4-KpaTHe MigBUIIEHHS BPOIXKEHUX aHOMAJIil
PO3BHUTKY IIJI0fla IOPiBHSIHO 3 (HOHOBOIO 4acTOTOW. Y 89 % BariTHuX, 3a SKMMHU BeJIU IPOCIIEKTHBHE
CIIOCTEpPEeXKEeHHs, JIIKyBaHHS IIperapaToM PO3M0YUHAIOCSA A0 BariTHOCTI Ta IPUIUHSAJIOCS IIifl 4yac

[ TpumecTpy micnga BUSBIIEHHS BariTHOCTI.

ITepiod 200ys8aHHA 2py0010

JIiBOoCTOp IPOTUIIOKA3aHU IIifl Yac rOAyBaHHS rpyamio. BigcyTHsa iHdopMalis mpo BIIUB IIpenapaTry
Ha IUTHUHY, Ky TOOYIOTh IPYAAI0, YU Ha JakTalio. HeBigomo, uu IpoHMKAe aTOPBACTaTUH y TPyOHE
MOJIOKO, OfiHaK OyJi0 IIOKa3aHo, 1[0 iHMKY JIIKapChKUY 3acCi0 UbOTO0 KJIacy OTpamisie y TpynHe
MOJIOKO; aTOPBACTATHH IPUCYTHIX Y MOJIOLI ITypiB. OCKiNIbKY CTaTUHYU MOTEHIINHO 3aTHI



CIIPUYUHUTH CepHo3Hi HeOaxKaHi peakilil y HEMOBJISAT, IKi 3HAaXO[SIThCS Ha I'PYIHOMY TOTyBaHHi,
XKiHKaM, sKi moTpeOyIoTh TiKyBaHHS 3aco00M JIiBOCTOp, He CIIif rogyBaTH IPYOA0 (O¥WB. PO3Mi
«IIpoTunoKa3aHHg»).

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu. 3OINCHIOE yKe He3HAUHUY BIIJINB Ha IMIBUMKICTh pPeakliil Mmifl yac KepyBaHHS
aBTOTPaAHCIIOPTOM ab0 poOOTi 3 iHIMMMHU MeXaHi3MaMHU.

Cnoci6 3acmocyeaHHs1 ma 0o3u.
T'inepainidemisa i 3miwaHa ducainidemis

PekomMeH0BaHa IIOYaTKOBA [I03a JIikapchbKoro 3acoby JliBocTop cranoBuTh 10 abo 20 Mr 1 pa3 Ha
noOy. [Ins maiieHTiB, sKi moTpeby0Th 3HAaYHOTO 3HUKEHHS piBHA xonectepuny JITTHII (6inbi Hixk
Ha 45 %), Tepamnisa Moxke OyTu po3noyaTa i3 molyBauHsg 40 Mr 1 pa3 Ha mo6y. []030Buii miama3oH
nikapchKoro 3aco0y JliBocTop 3HaxomuThes y Mexkax Bim 10 mo 80 mr 1 pa3 Ha moOy. Jlikapchkui
3aci6 MoXHa MPUIMATH PA30BOIO 03010 Y OyIb-IKi TOOMHY Ta He3aeXkHO Bifl MPUAOMY ixi.
[ToyaTKOBY Ta MigTPUMYIOUi 031 JTiKapCchKOro 3aco0y JIiBocTop ciin migbupaTy iHAUBimyambHO
3aJ1eXXHO Bifl MeTH JiKyBaHHS Ta Bifmosigi. ITicyis mo4yaTky nikyBaHHS Ta/abo0 micias TUTPYBaHHS 03U
nikapchKoro 3aco0y JIiBocTop ciiif mpoaHai3yBaTy piBHI HimifiB mpoTsAroM mepiony Bim 2 mo 4
TAXKHIB Ta BIANOBIAHUM YVHOM BiIKOPUT'YBaTHU HO3Y.

I'emepo3uz20mHa cimeliHa 2inepxosiecmepuHemis y nauienmis dumsuoeo eiky (8ikom 8i0 10 do 17
pokKia).

PexomeH0BaHa MOYaTKOBa [I03a JIiKapCchKoro 3acoby JliBocTop cTaHOBUTE 10 Mr/moly, 3BMYaiiHui
Miama3oH 403 cTaHOBUTH Bif 10 mo 20 Mr mepopaibHO OOUH pa3 Ha fo0y. [Jo3u nmiKapchKoro 3acoly
crig migbupaTy iHOUBIAYalIbHO, BiIIOBIIHO OO0 MeTH NiKyBaHHS. KOopuryBaHHS [03U CIIiJ IPOBOAUTH 3
inTepBamom 4 TuxHi abo Ginbie.

I'oMo3u20mHa cimelHa 2inepxoaecmepuHemis.

Io3a mikapckkoro 3aco6y JIiBOCTOP [Jis TAIi€HTIB i3 TOMO3UTOTHOIO CiMENHOI0
rimepxosectepuHeMieio cTaHOBUTH Bl 10 o 80 Mr Ha moOy. JIiBOoCTOP CIifl BUKOPUCTOBYBATH
SIK MOTIOBHEHHS IO iHIUX TiMOMimigeMiYHUX METOMIB JIiKyBaHHS (Hampukiag adepes
JITTHIII), a6o sgkiio rinomnimifgeMidyHi METOAM TiKyBaHHS HEOCTYIIHi.

O0HouacHa 2inoainidemiyHa mepanis.

JIiBocTOp MOXKHa BUKOPHUCTOBYBATHU 3 CEKBECTPAHTAMM XKOBUHUX KKCNOT. KoMOiHariito inribiTopis
I'MTI'-KoA-penykTa3u (cTaTuHiB) Ta ibpaTiB ciif 3arajsoM npu3HavyaTd 3 00epekXHICTIO (QUB. PO3MiIu
«Oco6MBOCTi 3aCTOCyBaHHS», «B3aemopis 3 iHImMMU TiKapCchbKUMU 3aco0aMy Ta iHIII BUIU
B3aEMOMIN»).

Llo3ysanHA 014 nayieHmis 3 NOPYWeHHAM (PYHKUII HUPOK.

3axBOPIOBaHHS HUPOK He BIIMBA€E Hi Ha KOHIEHTpALil y IIJ1Ta3Mi KPOBi, Hi Ha 3HUXKEHHS PiBHA
xonectepuny JIITHII] mpu 3acToCyBaHHi JTiKapchbKoro 3aco0y JIiBOCTOP; OTKe, KOPUTYBaHHS HO3HU



JIiIKapChKOT0 3ac00y I Malli€HTiB 3 MOPYIIeHHIM (QYHKIil HUPOK HEeMOTpiOHe (OUB. PO3Oinu
«0OcobmuBOCTi 3acTOCyBaHH», «DapMaKOKiHETHUKA»).

Ilo3yeaHHA 014 nayieHmis, AKI npuliMarwms UUKJAOCNOPUH, KAAPUMPOMIUUH, iIimpakoHa301,
snemepmosip abo neeHi iHzibimopu npomeas.

Cnip yHMKaTH JTiKyBaHHS JIiKapChbKUM 3aco00M JIiBOCTOp maljieHTaM, sIKi IpUiMaloTh TUKIIOCIIOPYH
abo inribiTop mporeasu BIJI TunpaHaBip puToHaBip, abo iHri6iTop MpoTeasu Bipycy rematuty C
riekarnpesip mibpeHTacBip, abo 1eTEPMOBIpP IPYU OHHOYACHOMY 3aCTOCYBaHHI 3 IUKIOCIIOPHUHOM.
[Tamientam 3 BIJI, gKi npuiiMaroTh JIOMiHABip pUTOHABIP, JIIBOCTOP CJ1iff 3aCTOCOBYBATH Y HAMHUKYIU
HeoOXigHi# mo3i. [TamienTam, SKi MpUAMalOTh KJIaPUTPOMIIIMH, iTpaKOHA30J1, e/10acBip rpa3ompesip,
abo marientam 3 BIJI, gki npuiimaioTh KoMOiHallil cakBiHaBip pHTOHABIP, JapyHaBip PUTOHABIP,
dbocammpeHarip, ¢pocaMnpeHaBip puTOHaBip ab0 TETEPMOBIpP TepPaneBTUYHY 03y TiKapPChKOT0 3aco0y
JliBocTop cnim oOmexkutu 20 MT, a TaKOXK PEKOMEHAYETHCS IPOBOAUTY HaIEeXHi KITiHiYHi
o0cTexeHHSs 115 3abe3neueHHs 3aCTOCYBaHHS HalMeHIIoi HeoOXimHOI H03u JIiKapChKOoro 3acoby
JliBocTop. [NamieHTaM, sKi mpuiiMaloTh iHTi6iTOp mpoTea3u BIJI Hendinagip, MiKyBaHHS JIiKapChbKUM
3acob6oM JliBocTop ciim o6MexxuTH f03010 0o 40 Mr (guB. po3minu «Oco6IMBOCTI 3aCTOCYBaHHSI» Ta
«B3aeMopmis 3 iHMMMY JTiKapChbKUMHU 3ac00aMM Ta iHIII BUAM B3aEMOIiii»).

Himu.
I'emepo3u2o0mHa cimeliHa 2inepxosiecmepuHemis

Besnexka Ta e()eKTUBHICTh 3aCTOCYBaHHSI aTOPBAaCTaTUHY BCTAHOBJIEHI 15 OiTed BikoM Bim 10 mo
17 poKiB 3 reTepO3UTOTHOIO CiIMENHOIO TiIIEPX0IEeCTEPUHEMIEIO K OOIOBHEHHS A0 MiETH OIS
3HUKEHHS 3arajabHOro xojectepuny, piBasa JIITHII ta piBHA anmoninonportelny B, Konu micns
aJleKBaTHOI cipoOu mieToTepartii BimMigarThCS:

. xonectepud JIITHII = 190 mr/an (4,91 mmons/n) abo
. xonectepud JIMTHII = 160 mr/an (4,14 mmons/n) i
0 y ciMeliHOMY aHaMHe3i HasgBHa CiMeliHa rimepxonecTepuHeMis abo paHHi cepleBo-CyIuHHi

3aXBOPIOBAHHS Y POOUYIB mepuIoro abo Apyroro cTymneHs abo

0 IpUCyTHi ABa abo Ginbiue iHIT haKTOPU PU3UKY CEPIIEBO-CYAUHHUX 3aXBOPIOBAHb.

IToka3aHHd O/1d 3aCTOCYBaHHSA aTOPBACTATHUHY HiJITBepJI}KeHe Ha OCHOBI OOCITiAXK€EHb:

HasiBHa iHbopMalis 11010 IPoBeeHHs 1ale00-KOHTPOIbOBAHOTO KIiHIYHOT'0 IOCTTiIXKEeHH S
TPUBAICTIO 6 MicsMiB 3a y4yacTio 187 X70MIIiB Ta AiBYaT IiC/AsA I0YaTKy MeHCTpyalii BikoM Big 10 mo
17 pokis. INamieHTH, sIKi OTpUMyBasy JIiKyBaHHSA @TOPBACTaTUHOM y 1o3i 10 mMr a6o 20 Mr mopHs,
MaJii 3arajoM NofAibHui npodint HebaxkaHWX peakllili [0 TAKOTO Y Malli€HTiB, SKi OTPUMYBaIH
nyane6o. Y 11boMy By3bKOMY KOHTPOJILOBAHOMY HOCIHiIXKeHHi He OyI0 BUSBIEHO 3HAYYIIOT0 BIIJIUBY
Impernapary Ha picT abo cTaTeBe HO3piBaHHS XJIOMIIB ab0 Ha TPUBAJIICTh MEHCTPYAIbHOTO ITUKITY Y
miBYarT.

TpupiyHe BiIKpUTe HEKOHTPOJIbOBaHEe OOCIIIIXEHHS 3a y4acTio 163 miteu BikoM Bifg 10 mo
15 POKiB 3 TETEPO3UTOTHOIO CiIMEMHOIO TillepX0JieCTePUHEMIEO, MIIsT IKUX MinOHupantu no3y



IJ1s1 HOCSATHEHHS LiboBOro piBHA xonectepuny JIITHII < 130 mr/gn (3,36 mmons/n). Besmeka
Ta e()EeKTUBHICTh 3aCTOCYBAHHS JIiKapChKOro 3aco0y IIpU 3HUXKEHHI xonectepuny JIITHIII, gk
IIPaBUJIO, BiNOBIAAIOTE ITIOKA3HUKAM, SIKi CIIOCTePIirajucs y JOPOCIIUX IallieHTiB,
He3Baxary4yu Ha 00MeXeHHS IIJlaHy HEKOHTPOJIbOBAHOTO AOCITiIXKEHHS.

HeoOxifmHa KOHCYIbTALlS AiBUAT IiC/Is IOYaTKy MEHCTpPYallill 00 KOHTpALeNlii, KIIIO IIe JOPeYHO
IJIS TIallieHTa.

IToBrocTpoKoBoi e(heKTUBHOCTI Teparrii JTIKapCbKUM 3aC000M, PO3II0YATOl B QUTUHCTBI IS
3MEHIIEHHA SaXBopIOBaHOCTi Ta CMepTHOCTi Yy 10POCIIOMY BiI.Ii, HE€ BCTAHOBJIEHO.

Besneka Ta eheKTUBHICTH Teparii TiIKapChKUM 3aCO00M He BCTaHOBJIEHA MIJIS AiTel BIKOM M0
10 poKiB 3 reTEPO3UTOTHOI CIMEMHOIO TiIIePX0IeCTEPUHEMIEO.

I'omo3uzomHa cimetiHa 2inepxoiecmepuHeMis

Kniniyna epekTHBHICTh mpemapaTty y mo3ax go 80 mr/mo0y mpotsirom 1 poky 6yia oliHeHa y
HEKOHTPOJILOBAHOMY HOCIIiIXKEHH] y MallleHTiB 3 TOMO3UTOTHO CiMEWHOI0 rilepxoaecTepUuHeMI€lo,
o sTKoro OyJ10 BKITIOYEHO 8 miTew.

ITepedo3yeaHHs.

CnenudivyHoro nikyBaHHS Iepemo3yBaHHs JTiKapchKuM 3acoboM JIiBocTop HEMAE. Y BUMTAAKY
nepeno3yBaHH NallieHTa CJIif JTiKyBaT CHMIITOMATUYHO Ta IIPU HEOOXiMHOCTI 3aCTOCOBYBATH
nigTpuMyiodi 3axonu. Yepe3 BUCOKHU CTYIiHb 3B'sI3yBaHHS JIiIKapChKOTO 3aco0y 3 GikaMu Iyila3Mu He
CJIif 04iKyBaTH 3HAYHOTO MigCUJIEHHS KIIipeHCy JTiKapchKoro 3aco0y JIiBOCTOp 3a HOTIOMOTOI0
reMofianmisy.

ITob6iuHi peakuii.

Y 3B’43Ky 3 TUM, 110 KJIIHIYHI JOCIIIXKEHHS IPOBOOATECS B YMOBAX, K1 KOJIUBAIOTHCA Y IMIUPOKUX
MeXax, YaCTOTY BUHUKHEeHHs He0axkaHUX PeakIlil, 110 CIIOCTePirarThCs il Yac KITiHIiYHIX
MOCTiIKeHb JIIKapChbKOT0 3aco0y, He MOXKHa 6e31ocepeqHbo MOPIiBHIOBATH 3 IIOKA3HUKAMH,
OTPUMaHUMH IIiJ] Yac KJTiHIYHUX JOCIIifIKeHb iHIIIOT0 MperapaTy, Ta BOHK MOXYTh He BifoOpazxkaTu
IIOKa3HUKU YaCTOTH, 1110 CIIOCTEPITAETHCA Y IIPAKTHULIL.

Y 6a3i manux miare6o-KOHTPOILOBAHOTO KITiHIYHOT0 OOCTIiIXKeHH aTOPBAaCTaTUHY ceper 16066
namieHTiB (8755 orpuMyBanu aTopBacTaTUH Ta 7311 oTpumyBanu mianedo; BiKOBUH [iana3oH
10-93 poxku, 39 % xkiHok, 91 % eBpomeoinHoi pacu, 3 % HerpoigHoi pacu, 2 % MOHTOJIOITHOI pacH,
4 % i) 3 MefiaHOO JTiKyBaHHS, IIJ0 CTaHOBUIA D3 TUXKHIi, 9,7 % Malli€HTiB, IKi OTPUMYBaIN
aTopBacTaTHH, Ta 9,5 % malieHTiB, sIKi OTpUMyBanu miare6o, IPUIUHUIA 3aCTOCYBAHHS IIpPenapaTy
yepe3 HeOaxkaHi peakilii, He3aIeKHO Bif IPUYMHHOTO 3B’I3KYy 3 IpenapaToM. I1'Th HanbinbIn
nomupeHnx HebaxkaHWX peaklilill y malfieHTiB, SKi OTpUMYBaIM JIiIKyBaHHS aTOPBACTaTUHOM, IO
IIPU3BOIUIIY [0 IPUIIMHEHHS 3aCTOCYBaHHA IIpenapaTty Ta TPaIIAIUCS 3 4aCTOTO, BUIIOK, HiX Y
rpymi mnarne6o, 6ynu: mianris (0,7 %), miapes (0,5 %), zynota (0,4 %), migBUIeHHS PiBHS
ananinaminorpancdepasu (AJIT) (0,4 %) Ta neuinkoBux pepmenTis (0,4 %).



Y narienTiB, SIKi OTPUMYBaIM TiKyBaHHS aTOPBACTATUHOM Y IIalle00-KOHTPOJIbOBAHUX IOCITiIXKEHHIX
(n=8755), HaryacrTie cnocTepiramucs Taki HebaxaHi peakirii (YacTora BumaakiB 2 % abo GinbIie Ta
BHUIIE, HiX y rpymi miame6o), He3aIekHO Bif IPUYUHHOTO 3B’I3KYy: Ha3ohapuHTiT (8,3 %), apTpanris

(6,9 %), miapest (6,8 %), 6inb y KinmiBkax (6,0 %) Ta iHdexIis cevyoBuBinHux 1msaxis (5,7 %).

Y Tabnuni 6 migCyMOBY€EThHCS YaCTOTa KIiHIYHMX HebakKaHUX peaklliid, He3aexKHO Biff IPUYUHHOTO
3B'5I3KY, 3apeeCTPOBaHUX Y 2 % MalieHTiB a0bo Oinbllle Ta 3 4aCTOTO, BUIIOK, HiX y rpymi nnanebo, y
Nali€eHTIB, SKi OTPUMYyBaJIX JiKyBaHHSA aTopBacTaTuHOM (n=8755), 3a nanumu 17 nnauebo-
KOHTPOJILOBAHUX IOCIIiKEHb.

Tabmuig 6

Kniniuni He6GaxaHi peakuii, 1110 BUHUKANU y 2 % MalieHTiB Ta Oinblie, sIKi OTPUMYyBasIU TiKyBaHHS
Oymb-sIKO0 03010 Impemapary JIiBoCcTop, Ta 3 YaCTOTO0, BUILIOIO, HiX Yy I'pyIIi mamne6o, He3anexkHo Bif
IPAYUHHOTO 3B’SI3KY (% MallieHTiB).

HebaxkaHa peakiis* bynb-sika mo3a |10 mr 20 Mr 40 Mr 80 mr [Tnane6o
N=8755 N=3908 [N=188 |[N=604 |[N=4055 [N=7311
HazobapuHrit 8,3 12,9 5,3 7 4,2 8,2
ApTpanris 6,9 8,9 11,7 10,6 4,3 6,5
[iapes 6,8 7,3 6,4 14,1 5,2 6,3
Binb y KiHI[IBKax © 8,5 3,7 9,3 3,1 5,9
[HeKIliS CeY0BUBITHUX 5,7 6,9 6,4 3 4,1 5,6
MITSIXiB
[ucmerncis 4,7 5,9 3,2 6 3,3 4,3
Hypota 4 3,7 3,7 7,1 3,8 3,5
M’s130BO-CKeeTHUH Oilb 3,8 5,2 3,2 5,1 2,3 3,6
M’s130Bi cia3Mu 3,6 4.6 4.8 5,1 2,4 3
Mianria 3,5 3,6 5,9 8,4 2,7 3,1
be3coHHS 3 2,8 1,1 5,3 2,8 2,9
dapuHTONapuHTeanbHUN 2,3 3,9 1,6 2,8 0,7 2,1
0inb

* HeGaxkaHa peakirist > 2 % y 6ymab-siKili mo3i 6inblne, HiXK y rpymi miare6o

o iHmwux HeOaxkaHUX PeakIlil, Ipo SKi MOBiHOMIISIOCS i Yac mane60-KOHTPOIbOBAHUX
LOCIiIXKeHb, HaJleXKaTh:

3a2a/1bHI NOPYWeHHA: BIIUYTTS He3OyKaHHS, IipeKCis;

3 60Ky mpasHoi cucmemu: MITYHKOBO-KUIIKOBUY OJUCKOM(DOPT, BigpUKKa, METEOPU3M,
TeInaTuT, XoJecras;

3 BOKY cKe/nemHo-M’ 5130801 cucmemu: M’sI30BO-CKeJIeTHUM Oifb, MigBUIlleHa BTOMIIIOBaHICTh
M’s3iB, 0inb y i, HabpsKaHHsA cyri00iB, TeHOWHOMATIA (iHOOi yCK/TagHEHa PO3PUBOM
CYXOXKHUIINIA);

3 60Ky memabo1i3my ma xapuye8aHHs: MigBUINEHHS TpaHCaMiHa3, BiIXUJIeHHS Bifl HOPMU
GyHKLiOHATBHUX P00 MeYiHKY, MiABUILIEHHS PiBHS JTyKHOI pochaTasr B KPOBi, MigBUIIEHHS
aKTHBHOCTI KpeaTuHGOCPOKiHa3M, TilepriliKeMis;



3 60Ky Hepeosoi cucmemu: KOIIIMapHi CHOBUIIHHS;

3 60Ky duxasnbHoi cucmemMu: HOCOBa KPOBOTEUQ;

3 60Ky wkKipu ma ii npuamkia: KPOIUB' THKA;

3 60Ky OpaaHie 30py: HEUITKICTh 30PYy, ITOPYIIEHHS 30pY;

3 60Ky opaaHie cayxy ma pisHosazu: IyM y ByXax;

3 60Ky ceuocmameeoi cucmemu: JIEUKOLIUTOYPis;

3 60Ky penpoOyKmueHoi cucmeMu ma MO/A04YHUX 3d/103: TIHEKOMAaCTis.

YacToTy BUHUKHEHHS MOOIYHUX peaklli BU3HaYalIu TaKUM YuHOM: YacTo (> 1/100, < 1/10); HewacTo
(> 1/1000, < 1/100); pigkicHi (> 1/10000, < 1/1000); Hag3BuyaiHo pigkicHi (< 1/10000).

ITopyweHHs (pyHKUIi Hep8osoi cucmemu: 4acTo: TOJIOBHUM 6iflb; HEYACTO: 3allaMOPOYEHHS,
napecTesid, TimecTesis, QucreB3is, aMHe3is; pigKicHi: nmepudepuyHi HeMpomnarTil.

ITopyweHHsA pYHKUIl WAYHKOBO-KUWKOBO20 MPAKMY: 4acTO: 3aII0p; HeYaCTO: MTaHKPeaTHuT,
OmoBaHHS.

ITopyweHHs pYyHKUII CKesiemHo-M’ 130801 cucmeMu ma Cno/Ay4Hol MKAHUHU: 4acTo: 0inb y
cyrno0ax, 0inb y CIuHi; pigKicHi: Mionatisi, Mio3uT, pabmomiosis.

3azanvHi nopyweHHA: HEYaCTO: acTeHis, 0inb y rpyasax, nepudepuyHi HaOpsAKH,
CTOMJIIOBAHICTE.

ITopyweHHs1 memaboai3My ma xapuy8aHHs: HEYACTO: TimoraikeMis, 36imbIIeHHs MacH Tifna,
aHOPEKCis.

ITopyweHHs pYHKUII neviHKu ma #co84H020 Mixypad: Hag3BU4YalHO PigKiCHi: MeYiHKOBa
He[OCTaTHICTE.

ITopyweHHs 3 60Ky WKipu ma cnoay4YHOi MKAHUHU: HEYACTO: MIKipHI BUCUIIAHHS, CBePOixK,
asomenis; pifKicHi: aHTiI0OHEBPOTUYHUY HaOpSK, Oy/TbO3HUYN AepMaTUT (y TOMY YHCIi
MynbTU(GOPMHa epruTeMa), cuHApPoM CTiBeHca — [I’)KOHCOHA Ta TOKCUYHUU elifiepMalbHuK
HEKPOJIi3.

Po3snadu duxanvHoi cucmemu, op2aHie 2pyo0Hol KAimKu ma cepedoCcmiHHA: dacTi: 6inb y ropii
Ta rOpTaHi.

Posznadu cucmemu Kkposi ma aim¢pamuyHoi cucmemu: pigkicHi: TpoMOOLUTOIIEHIS.
Po3snadu iMyHHOI cucmemu: 4acTo: ajlepriuyHi peakilil; Hag3BU4YalHO PigKicHi: aHadinakcid.
Po3nadu opaatie 30py: HeyacTo: 3aTyMaHEHHS 30DY.

3miHu pe3ysabmamis 1abOpamopHuUX aHAAi3ig: YaCcTO: BiXUIEeHHS Pe3yIbTaTiB
GbyHKIIIOHaIbHUX P00 MeYiHKM, MigBUINEHHS aKTUBHOCTI KpeaTuHGOChOKiHa3u KPOBi;
HEeYacTo: MO3UTHUBHUY Pe3yIbTaT aHali3y Ha BMICT JTEMKOILUTIB Y Ceyi.



4K i npu 3actocyBaHHi iHmuX iHribiTopis 'MI'-KoA-penykrasu, y nali€eHTiB, SKi IpuiManu
aToOpBaCTaTHH, CIOCTEpIraiy MifBUIleHHS aKTUBHOCTI TpaHCaMiHa3 CUpOBaTKU KpoBi. L1i
3MiHM 3a3BU4aii Oynu cnabKo BUpaXkKeHUMH, TUMYaCOBUMU Ta He MOoTpeOyBalyu BTpy4YaHHS
abo nmikyBaHHs. KniHiyHO 3Hauyllle MiIBUINEHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBATKHU KPOBi
(mepeBulleHHS BEPXHbOI MexXi HopMu Oinbil HixXK y 3 pa3u) crnocrepiranu y 0,8 % maiieHTis,
SKi TpUMMany aTopBacTaTHH. Lle migBUIleHHS MaJio 0303a/IeKHUN XapakTep Ta 0yo
000POTHUM Y BCiX IAIliEHTIB.

Y 2,5 % marieHTiB, AKi mpuiiMaayd aTOpBaCTaTHH, CIIOCTEPIraayd 3pOCTaHHSI aKTUBHOCTI
KpeaTUHKiIHa3u CHPOBATKHU KPOBI, IT10 OiNIBII HiXK y 3 pa3u nepeBulllyBajla BEPXHIO MexXy HopMu. Lle
36iraeThcs 3i CrioCcTEpPEKEHHSIMU ITPU 3aCTOCYBaHHI inmux inribitopis IMI-KoA-pegykTasu y xomi
KIiHIYHUX pochigxkeHb. Y 0,4 % mnaiieHTiB, sSKi OTpUMyBaIu aTOpBaCTaTUH, CIIOCTePIiraaucs piBHi, 110
IIepeBUIIYBaJIM BEPXHIO MeXY HOpMU OinbIn Hixk y 10 pa3is.

[To6iuHi peaxiiil, IKi BUHUKJIU IIi[l Yac KIiHIYHUX OOCTiXKeHb: iH(pEKIis CeY0BUBIIHOTO TPAKTY,
IIyKpOBUii miabeT, iHCYIbT.

Y mocnigxenni ASCOT (Anglo-Scandinavian Cardiac Outcomes Trial), sike BKmodano 10305
y4acHUKIB (BikoBuH miana3oH 40-80 pokis, 19 % xiHok; 94,6 % mpeacTaBHUKIB €BPOIEOITHOI
pacu, 2,6 % mpeacTaBHUKIB HETPOINHOI pacH, 1,5 % MmiBmeHHO0-a3iliChbKOT0 TOXOKEeHHS Ta
1,3 % 3MimaHOT0 MOXOAXKEHHA/IHINX), Ki OTPUMYyBaIH JIiIKyBaHHS aTOPBAaCTaTHHOM Y [03i
10 mr mopenro (n=5 168) abo mnarebdo (n=5 137), nmpodins 6e3neKnu Ta IePEHOCUMOCTI
IIperapary y Nalli€eHTiB, SKi OTpUMYBaid aTOPBAcCTaTHH, OYB ITOPiBHIOBAHUM 3 TAKUM Y T'PYIIi
ny1ane0o BIIPOOOBXK MEePioly MOJaIbIIoro CIOCTEPEXEHHS 3 MeiaHOI0 TPHUBAJIOCTI 3,3 poKy.

V mocnimxenni CARDS (Collaborative Atorvastatin Diabetes Study), sike Bkmogano 2838 marfieHTiB
(y BikoBOMY miama3oni 39-77 pokiB, 32 % xkiHOK; 94,3 % mpencTaBHUKIB €BponeoinHoi pacy, 2,4 %
IIiBOEeHHO0-a311ChKOI0 MOX0MXKeHHs, 2,3 % adppo-kapubChbKoro moxomxkenus Ta 1 % iHIMuX) 3
nykpoBuM giabetoM II Tumy, siKi oTpuMyBasu JIiKyBaHHSA aTOpBacTaTUHOM y [03i 10 mr Ha
no6y (n=1 428) abo mmarebo (n=1410), He cIoCcTEPIranoCcs X KOIHOI Pi3HUIII Y 3araibHil
YacTOTi He0axXaHUX peaklliit abo cepiio3Hux HeGaXKaHUX PeaKIlii MiXK rpyrnaMH JIiKyBaHHS
BIIPOZIOBXK IEPIOAY MOOAJIbLIOr0 CIIOCTEPEXEHHS 3 MefiaHOKo TpuBasocTi 3,9 poky. [Ipo xonHi
BUIIQIKK pabIoMiosi3y He MOBimOMIISIOCS.

Y pmocnipxkenHi TNT (Treating to New Targets Study), sike Bkmtodasno 10001 mamienTa (BikoBui
nianma3oH 29-78 pokis, 19 % xinok; 94,1 % mpencTaBHUKIB €BpomeoigHoi pacH, 2,9 %
IIpefCTaBHUKIB HerpoimHoi pacu, 1,0 % mpencTaBHUKIB MOHTOJIOIAHOI pacu Ta 2,0 % ixmmx) 3
KJIiIHiYHO BUpAXKeHOI0 ileMiuHoI0 XBOpo0OI0 cepls, SKi aTopBacTtaTuH y f03i 10 Mr Ha goby (n=5006)
abo aTopBacTtaTuH y 1o3i 80 Mr Ha mo0y (n=4995), cioctepiranucs GinbIil cepiio3Hi HebaxKaHi
peaxtiii Ta BUMafiKu IPUIIMHEHHS 3aCTOCYyBaHHS IIpenapary 4epe3 HebaXkaHi peakiiil y rpymi
TIAIiEHTIB, SKi OTPUMYBau BUCOKi Mo3u aTopBacTaTuhy (92, 1,8 %; 497, 9,9 % BinmosigHo),
TIOPiBHSTHO 3 TPYIIOIO MAINEHTIB, SIKi OTPUMYBaJId HU3BKi M03u mpemnapary (69, 1,4 %; 404, 8,1 %
BIfIMOBIAHO), BOPOAOBXK II€PiOAYy IOOaIbIIOr0 CIIOCTEPEeXKEHHS 3 Me[iaHOK TPUBAJIOCTI

4,9 poxky. Criliki migBuIieHHs piBHS TpaHcaMiHa3 (y 3 pa3u abo Ginblle BUllle BePXHBOI MEXKi HOPMH,
nBiui BipomoBx 4-10 mHiB) crocTepiramucs y 62 (1,3 %) ocib, gKi oTpuMyBaIu aTOPBaCTaTHH y
mo3i 80 mr ray 9 (0,2 %) ocib, siki oTpuMyBanu aTopBacTaTwH y 103i 10 mr. ITinBumieHHs piBHiB
KK (y 10 pasiB abo 0Oinblile Bullle BEpXHbOI MeKi HOPMaJIbHOTO Aiana3oHy) Oy 3arajioM HU3bKUMH,
are Oy/u BULIMMH Y TPYIIi HAI€HTIB, SKi OTPUMYyBaId BUCOKi f03u aTopBactatuny (13, 0,3 %),
IIOPiBHSHO 3 T'PYIIO0 MAIlEHTIB, IIJ0 OTPUMYyBaIM HU3BKi 003U aTopBacTtatuny (6, 0,1 %).



Y mocnigxenHi IDEAL (Incremental Decrease in Endpoints through Aggressive Lipid Lowering
Study), ske Bkmtodano 8888 marieHTiB (y BikoBoMy fiana3oHi 26-80 poxkis, 19 % xinok; 99,3 %
TIpeICTaBHUKIB eBpomeoinHoi pacu, 0,4 % mpencTaBHUKIB MOHT0I01gHOI pacH, 0,3 %
IIpefcTaBHUKIB HerpoimHol pacu Ta 0,04 % inmmwx), siKi OTpUMyBaIx aTOpBacTaTUH y 4031 80
Mr/mo0y (n=4439) a6o cumBacTaTuH y 103i 20-40 Mr Ha mo0y (n=4449), He criocTepiranocs xk0mHO1
BiIMiHHOCTI y 3araibHiit yacToTi HeOaXKaHUX peaklii abo cepio3HUX HebaKaHUX peakLii Mix
rpylaMu JIiKyBaHHS BIIPOJOBXK MEPiOAY MOOasIbIIOro CIIOCTEPEXKEHHS 3 MeiaHOo TPUBAJIoCTi 4,8
POKY.

Y mocnipxenHi SPARCL (Stroke Prevention by Aggressive Reduction in Cholesterol Levels), sike
BKJII04Yaso 4731 mamieHTa (BikoBui miama3oH 21-92 poku, 40 % XKiHOK; 93,3 % mpeacTaBHUKIB
eBpomeoigHoi pacw, 3,0 % mpencTaBHUKIB HerpoimHoi pacu, 0,6 % npencTaBHUKIB
MOHTOJIOIIHOI pacu Ta 3,1 % iumux) 6e3 KIiHiYHO BUpaXKeHO] ilmeMiuyHoi XBOPOOU CepIls, aje 3
HasIBHICTIO B aHaMHe3i iHCyIbTy ab0 TpaH3UTOPHOI imemiyHol aTaku (TIA) mpoTaroM nonepepHix 6
MiCSI1IiB, SIKi OTPMMYBaIM aTopBacTaTUH y 0o3i 80 Mr (n=2365) abo mmanebo (n=2366), yIpogoBx
nepiofy MOJanblloro CIOCTEPEXXEHHS 3 Me[iaHOo TPUBAJIOCTi 4,9 POKY cliocTepiranacs BUllla
YacTOTa BUMIA[KIB CTIMKOTO MigBUIIEHHS PiBHS MMeYiHKOBUX TpaHCaMiHa3 (y 3 pa3u abo Oinblile Bulle
BEPXHBOI MeXKi HOpMH [Bidi BIponoBxk 4-10 [OHIB) y rpymi NaIi€HTiB, AKi OTPUMyBaIu aTOPBACTAaTUH
(0,9 %), mopiBHsAHO 3 rpymnoio nnanebdo (0,1 %). Bumagku migBUINeHHS PiBHS KpeaTHHKIHA3H

(y 10 pasiB Buie BepxHbOi MeXKi HOpMHU) Oy/IM PiIKiICHUMHU, ajie CIIOCTepiraaucs YacTime y Tpyii
nalieHTiB, siKi orpuMyBanu atopactaTut (0,1%), Hixk y rpyni nname6o (0,0 %). Llykposuii miabeT OyB
3apeecTpoBaHui K HebaxkaHa peakilis y 144 mamieHTiB (6,1 %) rpynu, 10 oTpuMyBaia
aTtopBacTaTuH, Ta y 89 matienTis (3,8 %) rpynu nnauebo (gus. po3min «OcoOMMBOCTI
3aCTOCYBaHHS»).

I[Tpu post-hoc aHasi3i TPOIEMOHCTPOBAHO, 1110 aTOPBACTaTHUH Yy H03i 80 Mr 3MeHIITyBaB YacTOTY
imewmiunoro iHCcynbTy (218 3 2365, 9,2 %, mpoTu 274 3 2366, 11,6 %) Ta miABUIIYBaB 4aCTOTYy
BUIIAAKIB reMopariyuoro iHcynsTy (55 3 2365, 2,3 %, mpotu 33 3 2366, 1,4 %) MOPiBHSAHO 3
nane6o. YacToTa BUIMAAKIB JIETAIbHOTO T€MOPAriyHoro iHCynbTy Oyila mogi0HOI0 MiX
rpynamu (17 BunmagkiB y rpymi 3aCTOCYyBaHHS aTOpBaCcTaTHHY IOPiBHAHO 3 18 Bumagkamu y
rpymi miaie6o). YacToTa BUMTaAKiB HETETAIBHOTO TeMOPArivHOr0 iHCYNIbTY Oyila 3HAYHO
BHUILIOIO y TPYIIi IAIiEHTIB, Ki OTPUMYyBaJii aTopBacTaTuH (38 BUNaAKiB HeleTaJIbHOT 0
reMopariyHoro iHCy/IbTY), IOPIBHIHO 3 Tpymolo niaie6o (16 BUmagKiB HeleTaaTbHOTO
reMopariyHoro iHCyJbTy). BUsBUIOCS, 110 NAIiEHTH, AKi BCTYIIWIN A0 OOCIiIKEeHHS

3 reMopariyHuM iHCYJIbTOM B aHaMHe3i, OTpUMaIy MifABUILIEHUN PU3UK IeMOParidyHoro
incynbty (7 (16 %) aTopBactaTus mpotu 2 (4 %) miaie6o).

3HAUyIIUX BIIMIHHOCTEU MiX rpynamu JiKyBaHHS LIOMNO0 JIEeTAJIbHOCTI 3 YCIX IPUYUH He
croctepiranocs: 216 (9,1 %) y rpymi, 1110 oTpuMyBasa aTopBacTaTul y no3i 80 mr/moby, npotu 211
(8,9 %) y rpymi nnane6o. YacTuHa Malli€eHTiB, SKi TOMEPJIX Yepe3 CeplieBo-CyIUHHY IaToJorio, 6yna
YHCeJIbHO MEHIIIOK y TPYIIL MallieHTiB, AKi OTpuMyBasau aTopBacTatul y go3i 80 mr (3,3 %), HIX y
rpymi mnane6o (4,1 %). YacTuHa malfieHTiB, SKi moMepiiu He 4epes3 CeplieBO-CyIUHHY IaTOJIOTiIo,
Oyrna uncenbHO GinbIIO0 y TPy MaIiEHTIB, sIKi OTpUMyBasnu atopBactaTtuH y 0o3i 80 mr (5,0 %), Hixk
y rpymi mnane6o (4,0 %).

[To6iyHi peakilii mig Yac KIIHIYHUX TOCHIIKeHb 3aCTOCYBAHHS aTOPBACTATUHY Y TiTel

3rigHO 3 omy0sikOBaHMMY OAaHUMH, ITifT Yac 26-TUKHEBOT0 KOHTPOJILOBAHOTO AOCIIIXKEHHS Y
XJIOILIB Ta y HiBYaT MICJISA MOYAaTKy MEHCTPYyallild 3 TeTEPO3UTOTHO CIMENHO



rinmepxosnectepuHeMiero (y Bimi Big 10 go 17 pokis) (n = 140, 31 % - xixoyoi crarti; 92 % —
IIpeiCTaBHUKYU €BPOIEOinHOI pacu, 1,6 % — mpeacTaBHUKYM HEeTrpoigHoi pacy, 1,6 % — mpencTaBHUKU
MOHTO0/10igHOI pacu Ta 4,8 % — NpeCTaBHUKY iHIINX €THIYHUX TPyI) npodins 6e3meku Ta
IIePEeHOCUMOCTi aTopBacTaTUHY y m03i Big 10 mMr mo 20 Mr Ha mo0y SIK OOTIOBHEHHS [I0 Mi€ETHU OIS
3HUKEHHS 3arajlbHOTr0 X0JIeCcTepuHy, piBHs xonectepuny JITTHII Ta piBHs amominomnpoTeiny B 6yB
3arajaoM nomibHuM mo mpodinmo miaiebo.

Ioceid nocmpeecmpauiiiHo20 3acmocy8aHHA npenapamy.

[IpOTSAroM MOCTPEECTPALIHOr0 3aCTOCYBaHHS JIiKapCchKoro 3aco0y JIiBocTop Oyiau BUSBIEHI
HUX4Ye3a3HaueHi HeOaxaHi peakiii. OCKilIbKY IIPO IIi peakiiil moBifoMISEThHCS Ha
noOpOoBiNbHIN OCHOBI Biff MOMyALii HEBiIOMOI YMCEIbHOCTI, He 3aBXKAKU MOXKHA NOCTOBIPHO
OLIHUTH X 4aCTOTY ab0 BCTAHOBUTHU MIPUUYMHHO-HACTIIKOBUH 3B'I30K i3 3aCTOCYBaHHSIM
Impemnapary.

o HeGaxxaHUX peakllili, OB’ I3aHUX i3 NiKyBaHHSIM JiKapchbkuM 3acobom JIiBOCTOP,
3apeeCTPOBaHUX MICJI BUXOMY IIpernapaTy Ha PUHOK He3aJIeXHO Bifl OLiHKY IPUYUHHO-
HaCJIigKOBOTO 3B’I3KYy, HajlexkaTh: aHadinakcisi, aHTi0HeBPOTUYHUM HaOPSK, OyIb03Hi
BHCHUIIAHHSA (Y TOMY YHCIIi eKCyaTABHA MyIbTH()OPMHA epuTEMa, CUHIPOM
CriBeHca—[I;KOHCOHA Ta TOKCUYHUM eligepMasbHUM HEKPOIi3), pabmoMionis, Mio3ur,
MifiBUIlleHa BTOMJIIOBaHICTh, PO3PUB CyX0XKUJIIS, JIeTalbHa Ta HeleTallbHa ITIe4iHKOBa
HeOCTaTHICTh, 3allaMOPOYEHHS, Henpecis, nepudepryHa HeHpomnaTis, MaHKpPeaTuT Ta
iHTepcTHUllianbHa XBopoOa JIeTeHb.

Hapgxopmunu pigkicHi MOBigoMJIeHHS PO BUIMIaAKX iMyHOJIOTiYHO OTIOCEPEeAKOBaHOI HEKPOTU3YI0Y01
MiomnarTil, TOB’sI3aH0i i3 3aCTOCYBAHHSAM CTATHHIB (IUB. po3min «OCco0IMBOCTI 3aCTOCYBAHHS»).

Hapxomgunu pigKicHI mocTpeecTpaliliHi IOBiIOMJIEHHS [IPO KOTHITUBHI po3jaju (Taki K BTpaTa
maM’sTi, 6e3maM’aTHICTb, aMHe3is1, MOPYIIeHHS ITaM’Ti, CIIyTaHiCTh CBiMOMOCTI), ITOB’s13aHi i3
3aCTOCYBaHHAM cTaTHHIB. LIi KOTHiITHBHI po3naau OyIu 3apeeCcTpoBaHi MPU 3aCTOCYBaHHi BCixX
CTATHHIB. 3arajloM BOHU He Hajlexkalld J0 KaTeropii cepito3uux HebaKaHUX peakxliiit Ta 6ynu
000POTHUMHU TIiCIISI MPUIIMHEHHS IIPUIAOMY CTATHHIB, Maid Pi3HUYM Yac [0 I0oYaTKY MposiBy (Bim 1 mHS
[0 KiTbKOX POKiB) Ta 3HUKHEHHS (Me[iaHa TPHUBAJIOCTI CTaHOBUIA 3 TUXKHI).

[Tig yac 3acToCcyBaHHS OesKUX CTaTUHIB Oy/Iu onucaHi Taki HebaxaHi siBUIlA: po37aj CTaTeBOi
GyHKIIIl; BUHSATKOBI BUNIAOKY iHTEPCTULIaIbHOI XBOPOOU JIereHiB, 0COOIMBO IIiff Yac JOBIOCTPOKOBOTO
JIiKyBaHHS.

[1ig yac MOCTMAapPKETUHTOBUX CIIOCTEPEKEHb OBIIOMISIO0CS IIP0O HUKYe3al3HayeHi MobiuHi
peaxiiii.

ITopyweHHs QpyHKUii KpoBoHOCHOT ma aimpamuyHoi cucmemu: TPOMOOIUTOIIEHIS.

ITopyweHHs QyHKUii iMyHHOI cucmemu: anepriufi peakiil, aHadinakcis (y ToMy 4uci
aHahiMaKTUYHUN III0K).

ITopyweHHs memaboai3my ma xapuyeaHHs: 30iNbIIIeHHS MacH Tina.
ITopyweHHs (pyHKUIi Hepaoaoi cucmemu: TOJIOBHUM Oifnb, rimecTesist, muCreB3is.

Bynu pipkicHi moBimoMeHHS PO HOBY IOSIBY ab0 3aroCTpeHHS MiacTeHii rpaBic, BKITI0Yauu 0YHY



MiaCTeHilo, a TaKOXK IMOBIJOMJIEHHS PO PEIUOUB IIPU 3aCTOCYBaHHI TOT0 camMoro abo iHIIoro
CTaTHUHY.

Po31a0u wayHKoBO-KUWKO0B8020 Mpakmy: 6inb y KUBOTI.

ITopyweHHs (pyHKUIi opa2aHie cayxy ma nabipuHmy: IIyM y ByXax.

IlIkipa ma nidwKipHa MKAHUHA: KPOIIUB THKA.

ITopyweHHA pYyHKUII cCkesemHOo-M’ 230801 cucmemu ma CnoAYyYHOI MKAHUHU: apTparis, 6ifb y CIUHi.
3aeanvHi nopyweHHs: Oinb y Tpynsx, nepubepuyHuit HaOPSK, He3TyKaHHS, BTOMA.

3miHu pe3yabmamie 1ab0pamopHuUX aHa/i3ie: MiIBUILEHHS aKTUBHOCTI ajaHiH-aMiHOTpaHCcdepasu,
MiOBUIIEHHS aKTUBHOCTI KpeaTHH(POCHOKiHa3U KPOBI.

Tepmin npudamuocmi. 3 POKU.

YMoBu 30epiranHsi.
36epiraTu B opuTiHaIbHIN YIAKOBII TPU TeMIepaTypi He Buie 25 2C.

30epiratu y HEJOCTYIIHOMY OJIs1 JiTe# MicIi.

Ynakoska.
Tabmetku mo 10 Mr: 10 TabneTok y 6micTepi; mo 3 abo 7 6micTepiB y mayiii.
Tabmetku mo 20 mr: 10 TabneTox y Gmictepi; mo 3 abo 7 GiicTepiB y mayiii.

TabneTtku mo 40 mr: 10 TabneTok y OmicTepi; mo 3 GicTepu y mayiii.

Kareropis Bigmycky. 3a peLenToM.

Bupo6uuk. AT «KUIBCHKW BITAMIHHUU 3ABOI».

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsl IPoBaIKeHHsI HOT0 Tis/IbHOCTI.
04073, YkpaiHa, M. KuiB, Byn. KonuniBcekka, 38.

Web-cant: www.vitamin.com.ua.
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