Ckian

Oitoua peuosuHa: atorvastatin;

1 TabreTka MiCTUTh aTOpBAacCTaTHUHY Kabllil0o eKBiBajleHTHO aTopBactaTtuny 10 mr, 20
mr, 40 mr a6o 80 wmr;

OONOMIJNCHI peyoB8uHU: TaKTO3U MOHOTIApAaT, IeJIl0jIo3a MiKPOKpPUCTaJliyHa, KaJblIlilo
KapOoHaT, nmoBimon K30, HaTpito KpocKapMesio3a, KPeMHit0 IioKCHu KOIOIgHUM

o . ok
6e3BogHUM, MarHito creapat, Opadry 03F84827 poxkeBui ;

*Opadry 03F84827 poxeBuii: rimpoMeno3a, TutaHy giokcupn (E 171),
MOJIIeTUIIEHTIIIKOMb, TallbK, 3aji3a okcug yepBouuu (E 172).

JIikapcbKa ¢popMma

TabneTku, BKpUTi 000I0HKOIO.
OCHOBHI (pi3uKo-XiMIiuHI 821aCMUBOCMI:

mabaemku, ekpumi o6os10HKo0 10 me, 20 m2: KPYTJIi ABOOITYKJIi TaOIeTKU, BKPUTI
000JIOHKOIO POKEBOT'0 KOJILOPY 3 HamucoM «10» abo «20» 3 ogHOT0 OOKY;

mabsiemku, ekpumi 06010HKOW 40 me, 80 m2: KPYyTJli ABOONYKIIi TaOMeTKU, BKPUTI
000JI0OHKOIO POXKEBOT'0 KOJILOPY, I'/IaJleHbKi 3 000X OOKiB.

®dapMaKoTepalneBTHYHA Irpyna

[IpenmapaTty, 110 3HUXKYIOTH PIBEHB XOJIECTEPUHY 1 TPUTJIILEPULIB Yy CUPOBATIIL KPOBI.

[uri6iTopu 'MI'-KoA-penykra3u. Kog ATX C10A AO5.
®dapMaKo/JI0riuyHi BJIaCTHBOCTI

dapmakoduHamika.

ETceT®

MICTUTH aKTUBHY PEYOBUHY aTOPBACTaTUH. ATOPBACTATUH € CEJIEKTUBHUM
KOHKYpPeHTHUM iHribitopom I'MI'-KoA-penykra3u, GepMeHTY, Bifl SKOTO 3a1€XKUTh
IMBUIKICTh IEPETBOPEHHS 3-TiIPOKCHU-3-METUTIIyTapuil-KkopepMeHTy A B MeBaJIOHaT,

PEYOBUHY-IIONIEPEOHUK CTEPOJIiB, Y TOMY YUCJIi X0JIECTEPUHY.

B excnnepuMeHTaIbHUX MOMEJIIX Y TBAPUH aTOpBacTaTUH 3HUXKYE PiBEHb XOJIECTEPUHY
Ta JIIIOMPOTEIHIB y IJIa3Mi KpoOBi miyisgxoM iHriOyBauHs y nedinii 'MI'-KoA-penykras3u
i CHHTEe3y X0JIECTEPHUHY Ta HIJITXOM 30iIbIIIeHHS KiJIbKOCTI ITe4iHKOBUX PEIenTopiB



JITTHIII Ha moBepXHi KIITUH [JIs MOCUJIEHHS MOTJIMHAHHS Ta KaTabosismy JITTHIII;
aTopBacCTaTUH TaKOXK 3MeHInye nnponykKyBanusa JIITHII Ta KiJIBKICTh IIUX YaCTUHOK.

ATopBacTaTuH, SIK i Moro mesiki MeTaboJ1iTH, € (apMaKOJIOTiYHO aKTUBHUMU Yy JTIOOUHU.
['omoBHUM MiclieM [il aTopBacTaTUHY € ITeYiHKa, siKa Biflirpa€ roJIOBHY POJIb ¥ CUHTE3I
xonecTepuHy Ta KiipeHci JITTHII. [To3a nmpenapaTy, Ha BiIMiHy BiJi CHCTEMHOIL
KOHIIeHTpallil ITpelapaTy, Kpallle KOPeIlo€e 3i 3MeHIIEHHSIM PiBHS X0OJIECTEPUHY
JITTHIII. ITeouBimyanbHUM Oig0ip mo3u mpemaparTy CIIim 3[icHIOBATH 3aJIe>KHO Bifl
TepamneBTUYHOI BifmoBiai (muB. po3min «Crnocid 3acToCyBaHHS Ta MO3U»).

dapmakoKiHemukKa.

AGcop0iris.

ATopBacTaTUH MIBUAKO aOCOPOYETHCS MiCIIg IePOPaIbHOTO ITPUMOMY Ta MaKCUMallbHa
MOro KOHIIeHTpallisd y I1J1a3Mi KpPOBi mocAaraeTbcs npoTaroMm 1-2 rogus. CTymniHb
abcopO11ii 3pocTae IMPOIOPITiMHO A0 A03U aTOpBacTaTUHY. AOGCOMI0THA 6i0IOCTYIHICTD
aTopBacCTaTUHY (BUXiOMHUM JTiKapChKHUM 3aci®) cTaHOBUTH NMpubnu3Ho 14 %, a cucteMHa
b6iogocTymHicTh iHTiIOyI04901l aKTUBHOCTI 1100 I'MI'-KoA-peykTa3u CTaHOBUTh
npu6mu3Ho 30 %. HU3bKy CUCTEMHY OOCTYITHICTh IIpenapary MoB’I3yI0Th 3
TMepeaCcUCTEMHUM KITIpEHCOM Y CITM30Bi# 000IO0HIII IITyHKOBO-KUIIIKOBOTO TPAKTY
Ta/abo nmepegcucTeMHoI0 6ioTpaHcdopMaliiero y mevinili. Xoda izka 3MeHIITye
IIBUIKICTh Ta CTYIiHb abcopObilil mikapchKoro 3aco0y mpubnausHo Ha 25 % ta 9 %

BITIOBIOHO, 3 OIJIANY Ha IIOKa3HUKU Cm L Ta AUC (muromia mifg KpuBOIO

«KOHIIEHTpallisi-4ac»), 3HUKEHHS piBHHE;COHeCTepI/IHy JITTHIII € mmomiGHUM IIpu
IpUKXOMi aTOpBacCTaTUHY K 3 1Kel0, Tak i okpeMo. [Ipu 3acTocyBaHHI aTOpBaCTaTUHY
BBeuUepi 10oro KOHIEHTpallis y mi1a3Mi KpoBi Oya HuxK4o0 (mpubnu3no Ha 30 % 3a
IIOKa3HUKaMu Cmax Ta AUC), HiX IIpu paHKOBOMY npurioMi. OgHaK 3HUKEHHS PiBHS
xonectepuny JIITHIIl € ogHaKOBUM He3aJleXKHO Bif YaCcy IpUUOMYy Ipenaparty (OuB.

po3min «Cnocib 3acTOCYBaHHS Ta JO3U»).
Posnonin.

CepepnHii 06’eM po3MOiNly aTopBaCTaTUHY CTaHOBUTHL npubnu3no 381 miTp. IToHan
98 % mpemnapaTy 3B’sI3yeThCs 3 Oinmkamu mna3Mu KpoBi. KoHIleHTpallifiHe
CIIiBBigHOIIIEHHS KPOB/IIa3dMa, 10 CTAaHOBUTL Ipubnu3Ho 0,25, BKa3ye Ha IoraHe
IPOHUKHEHHS NIpenapaTy B epUTPOLIMTH. BBaxKaloTh, III0 aTOpBaCTaTUH 3TaTHUU
ITPOHUKATHU y TPYOHE MOIOKO (OuB. po3minu «IIpoTtunokalanHHsas» Ta «OcoOMUBOCTI
3aCTOCyBaHHS»).

MeTaboti3M.

ATopBacTaTUH iIHTEHCUBHO MeTabO0/Ii3yEThCS 4O OPTO- Ta MaparigipoOKCUIbOBAHUX
MOXiTHUX i pi3HUX MPOOYKTiB 6eTa-okuciIeHHs. [Ipu mocuimXeHHsX in vitro



inrioyBanHs 'MI'-KoA-penyKTa3u OpTo- Ta aparifpoKCUIbOBaHUMU MeTabomiTaMu
eKBiBaJIeHTHe iHriOyBaHHIO aTopBacTaTuHOM. [Ipubnu3no 70 % UPKYITI0I0Y01
iHri6iTopHOoi akTUBHOCTI 10g0 'MI'-KoA-penyKTa3u moB’13aHO 3 aKTUBHUMHU
MeTabommiTamMu. J[locimigXKeHHs in vitro cBim4aTh IPO BaXKJIMBICTh MeTaboIi3My
atopBacTtaTuHy uuToxpomom P450 3A4 (CYP 3A4), 1110 y3rogXKy€eThCA 3 MiABUILIEHUMU
KOHILIEHTpAlliIMU aTOpBacTaTUHY y IJla3Mi KPOBIi JIIOAVWHY MICJIsI OOGHOYaCHOT O
3aCTOCYBaHHS 3 ePUTPOMILIMHOM, BifOMUM iHTi6iTOPOM I1bOTO i30hepMEHTY (OUB.
po3min «B3aeMofis 3 iHIIMMH JTIKAPCHKUMH 3aco0aMH Ta iHIIN BUOM B3a€EMOil»).

Exckpernig.

ATopBacTaTuH Ta ¥Oro MeTaboJIiTH BUBOASTHCS I'OJIOBHUM YMHOM 3 KOBYIO ITiCJIS
MMEe4YiHKOBOT'O Ta/4U M03aled4iHKoBOro MeTabos1i3My, OgHaK lLiel IIpermapaT, 0O4eBUOHO,
He 3a3Ha€ KMUIIKOBO-IIE€YiHKOBOl perupKysaLil. CepenHiil mepioq HaniBBUBEOEHHSA
aToOpBacCTaTHUHY 3 IJIa3MU KPOBi IIOOUHU CTAHOBUTH NpuUOIM3HO 14 roguH, aje mepion
HaIliB3MeHIIIeHHS iHTri0iTopHOI aKTUBHOCTI momo 'MI'-KoA-penyKTa3u CTaHOBUTSD Bifl
20 mo 30 roouH Yepe3 BILJIMB aKTUBHUX MeTa0o0JIiTiB. ITic/st mepopaabHOTro IIPUMNOMY
npenapaTy 3 Ce4er0 BUOUISEThCSA MeHIIIe HiXK 2 % go3u.

Ocob.auei nonyasauyii nauieHmia

[TalfieHTH TiTHBOTO BiKY.

KoH1ieHTpalliss aTopBacTaTUHY y Ij1a3Mi € Bumiomw (mpubnusuo 40 % pns Cmax Ta 30 %
st AUC) y 3mopoBux Ccy0’€KTIB JIITHLOTO BiKYy (BiKOM Bif 65 POKiB), HiXK y MOIOOUX
popocrnux mnaiienTiB. KiminiuHi maHi cBimyaThk npo Oinblunii cTyninb 3HUKeHHS JITTHII]
IIPY 3aCTOCyBaHHi OyAob-AKO1 JO3U IIpenaparTy y MalliEHTiB IiTHbOTO BiKy IIOPiBHSHO 3
MOJIOOUMH TaIlieHTaMu (OuB. Po3[inn « OcoOIMBOCTI 3aCTOCYBaHHSI»).

HiTH.

YsaBHUU KIIIpEeHC IpU IIepopajbHOMY IPUMOMI aTOpBaCTaTUHY B AiTeUd BUSIBUBCSI
MOOiOHUM 110 KJIipeHCYy B OPOCIIOI JIIOOUHY ITPU MacIliiTaOyBaHHI aJIoOMEeTPUYHO 3a
Macol0 Tifla, OCKiIbKY Maca Tina OyJia eqMHOI0 3HaYHOI0 KOBapiaTOO B MOy IALIINHIN
(bapMakoKiHeTUUHIN MOMeJIi aTopBaCTaTUHY i3 JaHUMHU, SKi BKIIOYaJIU OiTEN 3
reTepO3UTr0OTHOIO CIMEUWHOI0 rinepxosiecTepuHeMiero (y Biui Big 10 mo 17 pokis,

n = 29), y BIDKpuTOMY 8-TUKHEBOMY OOCIiAXKEHHI.

Crartn.

KoHlleHTpallis aTopBacTaTUHY y IIJIa3Mi KPOBi XKiHOK BiIpi3HSIETHCS Bifl TaKOl y
40JI0BiKiB (mpubnu3xo Ha 20 % BuUllle 3a ITOKa3HUKOM CmaX Ta Ha 10 % HUXK4Ye 3a
noka3HuKoM AUC). OpHak HeMae€ KIIiHIYHO 3Hayyllol BiIMiHHOCTI y 3HMKEHHI PiBHA
xonectepuny JIITHIIl npu 3acTOCyBaHHI aTOpBaCTaTUHY Y YOJIOBIKiB Ta XKiHOK.



IMopymeHHsT GYHKITI HUPOK.

3axBOpIOBaHHS HUPOK He BIIJIMBAIOTh Ha KOHIIEHTPAIliI0 aTOpBacTaTUHY y I1Jla3Mi KPOBI
a6o Ha 3HukeHHs XC-JITTHII, a oT:Ke, KOpUT'yBaHHS OO3U IIpenapaTy [ MallieHTiB 3
MopyIIeHHSAMHU QYHKIII HUPOK He MOoTPidHe (auB. po3minu «Crnocid 3acToCcyBaHHS Ta
mo3u», «OCcobIMBOCTI 3aCTOCYBaHHS»).

I'emoniamis.

He3Baxkawuyu Ha Te, 110 3a y4acCTHO IAli€HTIB 3 TEPMiHAJILHOIO CTAi€0 3aXBOPOBAHHSA
HUPOK AOCJIOXKEHHS He IPOBOOUJIMCH, BBAXKa€EThHCS, 1110 TeMOMiali3 He IIiABUIIYE
3HAYYIIMM YMHOM KJIIpEHC aTOpBaCTaTUHY, OCKIJIbKU BiH IHTEHCUBHO 3B AI3YETHCH 3
OiTKaMu IIJTa3MHU KPOBI.

IleuiHkoOBa HEOOCTATHICTE.

KoHueHTpatil aTopBacTaTUHY y IJla3Mi KPOBi IIOMITHO ITiABUILIEH] Y TAIlIEHTIB 3
XPOHIYHOIO aIKOTOJIbHOIO XBOPO0O0I0 MeuiHKU. 3HaUYeHHs ITI0OKa3HUKIB Cmax Ta AUCy
4 pa3u BHUIL y IIALliEHTIB i3 3aXBOPIOBaHHAM IIEYIHKU KJjlacy A 3a LIKaJIo0

Yannpma — IT'10. Y naifieHTiB i3 3aXBOPIOBaHHSAM II€UiHKHU Kjacy B 3a 1ikasnoro
Yawnnnoa — 1’10 3HaYeHHSI TOKA3HUKIB CmaX Ta AUC migBuIllytoThCs IpubIu3HO 16-
KpaTHO Ta 11-KpaTHO BiAmoBigHO (OuB. po3min «IIpoTUIIOKa3aHHI»).

[ocnigzKeHHs B3aeMofil TikapchKux 3aco0iB.

ATopBacTaTuH € cyOCcTpaToM IediHKoBuX TpaHcmopTepiB, OATP1B1 ta OATP1B3
TpaHCIOpPTePiB. MeTaboJtiTu aTopBacTaTuly € cyoctpatamu OATP1B1. ATopBacTtaTuH
TaKOXK ifeHTUIKyeThCS SIK cyOcTpaT e(dIIioKCHOrO TpaHCcHopTepa Oinka
PEe3UCTEHTHOCTI paKy Mono4Hol 3ano3u (BCRP), skuii Moke 00MexXKyBaTH KUIIKOBY
abcopO1rito i ZKOBUHUM KITipEeHC aTOpBaCTaTHUHY.

Tabmnuisa 1

BnnuB ofHOYaCHO 3aCTOCOBYBAHMX ITpenapaTiB Ha GapMaKOKiHETUKY aTOPBAaCTaTUHY

ATopBacrtaTuH
OpHO4YaCHO 3aCTOCOBYBaHi
IperapaTu Ta pexXuM .. .
perap p CniggiOHOweHHA |CnieBIOHOWEHHA
IO3yBaHHSA ITo3a (Mr)

AUCY c &

max




#]_[HKnocnopHH

10 mr 1 pa3 Ha

5,2 mr/kr/go0y, ctabinbHa moOy BIpomgoBX (8,69 10,66
mo3a 28 gHiB
#TanaHaBip 500 Mr ABiYi Ha
. .. |10 Mr pa3oBa
no0y/ putoHaBip 200 Mr gBigi 038 9,36 8,58
Ha mo0y, 7 OHiB A
#FHeKaHpeBip 400 mr 1 pas 10 mr 1 pa3 Ha
Ha moOy/ mibpeHTacsip 120 Mr |goOy BmpomoBxk (8,28 22,00
1 pa3 Ha moOy, 7 OHiB 7 OHIB
# . .
T 750 20
eJlanpeBip - MT" KOXKHi MT" pa30Ba 7 88 10,60
8 roouH, 10 oHIiB Jo3a
#, :l:CaKBiHaBip 400 mr gBivi Ha |40 Mr 1 pa3 Ha
no0y/ putoHaBip 400 mr gBiui |moOy BumpomoBxk 3,93 4,31
Ha mo0y, 15 mHiB 4 nHiB
#EH6aCBip 50 mr 1 pa3 Ha
) 10 mr pa3oBa
mo0y/ rpasomnpeBip 200 mr 1 1,94 4,34
) mo3a
pa3 Ha moby, 13 mHiB
#CI/IMel'IpeBip 150 mr 1 pa3 Ha |40 Mr pa3osa 212 170
o6y, 10 gHiB mosa ’ ’
# . . .|80 mr 1 pa3 Ha
Knapurpowminua 500 Mr gBidi
. moOy BpomoBX (4,54 5,38
Ha mo0y, 9 oHiB .
8 mHiB
#,E[apyHaBip 300 mr gBiui Ha |10 Mr 1 pa3 Ha
noOy/ putoHaBip 100 mr gBigui |moOy BmpomoBxk 3,45 2,25

Ha moOy, 9 oHiB

4 nHiB




#ITpaKOHa3OH 200 mr 1 pa3 Ha

40 Mr pa3oBa

3,32 1,20
noGy, 4 mHi mo3a
JI ip 4 1 2
eTepMOBlp. 80 mr 1 pa3 Ha 0 mr pa3oBa 3,29 217
mo6y, 10 oHiB mo3a
#CDocaaneHaBip 700 mr aBivi (10 mr 1 pa3 Ha
Ha mo0y/ puToHaBip 100 Mr moOy BIIpomoBxK 2,53 2,84
OBiui Ha moOy, 14 mHiB 4 pHiB
10 mr 1 pa3 Ha
#CI)ocaMHpeHaBip 1400 mr P
. mo6y BrpomoBxk (2,30 4,04
2 pa3u Ha mo0Oy, 14 oHiB .
4 nHiB
10 mr 1 pa3 Ha
#Hendinasip 1250 Mr 2 pasu P
: moOy BIpomoBxk (1,74 2,22
Ha mo0y, 14 mHiB ]
28 mHiB
#Fpefm(bpyTOBHﬁ cik, 240 mn |40 mr 1 pa3 Ha 137 116
1 pa3 Ha goOy* noGy ’ ’
Hunrtiazem 240 mr 1 pa3s Ha 40 mr 1 pa3 Ha
. 1,51 1,00
noOy, 28 mHiB moOy
E i 500 4 10 1
pHTpOMlHI/IH' MrT 4 pa3u Mmr 1 pa3s Ha 133 138
Ha mo0y, 7 OHiB mo0y
A i 10 mr, 80 1
MJIOOUITIH MT, pa3oBa Mmr 1 pa3 Ha 118 0,91
mo3a no0y
[Tme 300 4 pasy Ha 10 mr 1 pa3 Ha
UMEeTUOUH MT U H
a P moOy BrpomoBxk  |1,00 0,89

mo0y, 2 TUXKHI

2 TUXKHIB




40 mr 1 pa3 Ha
Komnectunon 10 r 2 pa3u Ha He
] mo0Oy BIIPOAOBXK 0,74**
noOy, 24 TUXKHIB . 3aCTOCOBYETHCA
8 TUXKHIB
® 10 mr 1 pa3 Ha
Maamnokc TC™ 30 mi1 4 pa3u
) moOy BrmpomoBxk 0,66 0,67
Ha mo0y, 17 mHiB .
15 oHIB
E i 600 1 10
(daBipens : Mmr 1 pas Ha Ml" BIIPOMIOBK 0,59 101
no0y, 14 oHiB 3 OHiB
#PHQ)aMniH 600 mr 1 pa3 Ha
. 40 mr 1 pa3 Ha
noOy, 7 nHiB (Ipu 5 1,12 2,90
0
OOHOYaCHOMY 3aCTOCyBaHHI) t RODY
#PI/ICbaMl'IiH 600 mr 1 pa3 Ha
. 40 mr 1 pa3 Ha
no0y, 5 mHiB (OKpeMuMu 0,20 0,60
+ mo0y
mo3aMu)
#FeM(biﬁpospm 600 mr gBiui |40 Mmr 1 pa3 Ha 135 100
Ha o0y, 7 mHIiB noGy ' '
#d)eHocbiGpaT 160 mr 1 pa3 Ha |40 mr 1 pa3 Ha 103 102
no0y, 7 nHiB noGy ’ ’
#BouenpeBip 800 mr 3 pazu |40 mr 1 pa3 Ha 5 39 2 66
Ha fo0y, 7 [HiB noGy ’ ’

& CriBBigHOIIEHHS 3a MEeTOLaMM JIiIKyBaHHS (OOHOYACHE 3aCTOCYyBaHHS JIIKAPCHKOTO
3aco0y 3 aTOpBacCTaTUHOM y IIOPiBHSHHI 3 3aCTOCYBaHHSIM aTOPBACTAaTUHY OKPEMO).

# s oTpuMaHHS iHGopMallil ITpo KIiHIiYHY 3HaYyLUIiCTh AUB. po3ainu «OcoOIUBOCTI
3acTOCyBaHHS» Ta «B3aeMopisa 3 iHIIMMM TiKapChbKMMM 3aco0aMu Ta iHII BUOU
B3aEMOOIN».

* TToBimomusinmocst mmpo Oinbiri migBunieHHss AUC (cmiBBigHoImenHst AUC mo 2,5) ta/a6o

Cmax (criiBBimHOIIIEHHSA Cmax mo 1,71) npu HagMipHOMY CHOXKHWBaHHI TPeUInidpyTOBOTO



coky (750 mm - 1,2 miTpa Ha goby abo OinbIme).

** CriBBigHOIIIEHHS, 1110 I'PYHTYETHCS Ha OOWHUYHIN BuOipili, B3sTilt yepe3 8-16 rop
IicyIsg 3aCTOCYBaHHS [O3U.

U Yepes MexaHi3M NOABiMHOI B3aEMOil pudaMmIiHy peKOMEeHOyEThCSI OQHOYacHe
3aCTOCyBaHHS aTOpBAacTaTUHY 3 pudaMIiHOM, OCKiIbKM OyJI0 IOKa3aHo, 1110
BiICTpOUYEHUM IIPUNOM aTOPBAaCTaTHUHY ITiCJIA 3aCTOCYBaHHS pUdaMIiHy OB s3aHUU 3i
3HAYHUM 3HUXKEHHSM KOHIIEHTpAallil aTOpBacTaTUHY y IJjia3Mi KPOBi.

¥ ITo3a komOiHallil mpenaparTiB cakBiHaBip + PUTOHABIP Y IIbOMY OOCIIiMXKEHHI He €
KJIiHIiYHO 3aCTOCOBYBAHOIO 403010. [TimBUIlleHHS €KCII03UlIlil aTOpBaCTaTUHY IIPU
3aCTOCyBaHHIi y KJIiHIYHUX yMOBax, iMOBipHO, Oy[e BUILMM, HiXK Te, II[0 CIIOCTepiramocs
y IbOMY AOCHiaKeHHi. ToMy 3aCTOCOByBaTH Ipelapar CIif 3 00epeXkHICTIO Ta y
HaWHMUKYiM HeoOXimHil mo3i.

Tabnuisa 2

BnnuB aTopBacTaTUHy Ha (papMaKOKIHETHKY OOHOYACHO 3aCTOCOBYBaHMX JTiKapChKUX
3acobiB

OmHO4YacHO 3aCTOCOBYBaAHUM JTiKapChbKUM 3acib Ta pexkum
0O3yBaHHA

ATopBacTtaTuH

CniggioHoweHHA |Cnie8iOHOWEHHA
[Ipenapat/mo3a (mr)
AUC C

max

80 mr 1 pa3 Ha )
AaTUuIipyuH 600 Mr
no0y BIIPOAOBXK 1,03 0,89
, OLHOPa30BO
15 gHiB

80 mr 1 pa3 Ha #
Hurokcun 0,25 mr 1 pa3 Ha
no0y BITPOOOBXK ) 1,15 1,20
, no0Oy, 20 oHiB
10 gHiB




[TepoparnbHi KOHTpPALENITUBUA

40 mr 1 pa3 Ha 1 pa3 Ha goOy, 2 micsmi 1,28
mo0y BITPOOOBXK 1,23
22 mHiB e HOPETUCTEPOH 1 Mr 1,19

e eTHHiNecTpamion 35 MKT 1,30

Tunpanasip 500 mr 2 pa3u
10 Mr pa3 Ha mo0Oy |Ha moOy/ puToHasip 200 mr 2 1,08 0,96
pa3u Ha noOy, 7 OHiB

10 mr 1 pas xa doca eHasnip 1400
MITPEeHaBi MT
no0y BIIPOOOBXK P P ) 0,73 0,82
) 2 pa3u Ha moOy, 14 mHiB
4 mHiB

®ocamnpeHasip 700 mr

10 mr 1 pa3 Ha )
2 pa3u Ha m00y/ puTOHaBIip
no0Oy BIPOAOBK 0,99 0,94
. 100 mr 2 pa3u Ha gooy,
4 mHiB )
14 nguiB

# s oTpuMaHHS iHpOopMalil Ipo KIiHiYHy 3HaYyLIiCTh OUB. PO3Min «B3aeMomisa 3
iHIMMY JTiKapCchbKUMHU 3acob6aMU Ta iHIITI BUOW B3aEMOIiN».

3acToCcyBaHHSI aTOPBAaCTaTUHY KJIIHIYHO 3HaYyllle He BIIJIMBAJIO Ha IPOTPOMOiHOBUM
4ac y Halli€HTiB, IKi OTpUMYyBaJIu JOBTOTPHUBAJE IiKyBaHHSA BaphapHuHOM.

IToxa3zaHHSA

3anobizaHHs cepu,eso-CYyOUHHUM 3aXB80PHBAHHAM Yy O0OPOCAUX

I71s1 mopocnux nauieHTiB 6e3 KIIiHiYHO BUpaXKeHol ileMiuyHol XBopoOu cepiis, aje 3
mekinbkoMa akTopaMu PU3UKY PO3BUTKY illleMiuyHOI XBOpOOU ceplisi, TAKUMU SIK BIK,
TIOTIOHOMAJIiHHS, apTepiajibHa rinepreH3is, Hu3bKuil piBeHsb JITIBII a6o HassBHICTH

®

paHHBOI iMIeMigyHOI XBOPOOU Cceplis y ciMeitHOMY aHaMHe3i, ETceT™ mokasaHuM OJis:

e 3MEHIIEHHS PU3UKY BUHUKHEHHS iHQapKTy MioKapaa;
e 3MEHIIIEHHS PU3UKY BUHUKHEHHS iHCYJIbTY;
e 3MEHIIIEHHS PU3UKY MPOBEOEHHS IIPOLIEAYP PEBACKYIsIpHU3allili Ta CTEeHOKaPMii.

Il mopocnuX MallieHTIB i3 1yKpoBuM giabetoM II Tuny Ta 6€3 KIiHIYHO BUpPaXKeHOol
imemiyHOI XBOpoOU ceplis, ane 3 KinbKoMa akKTopaMU PU3UKY PO3BUTKY ilIeMigyHOI



XBOPOOU CepIisi, TAKUMU SIK PETUHOIIATisA, anbOyMiHypisi, TIOTIOHONAJiHHSA a0

®

apTepianbHa rinepTeH3sisd, npemnapart ETcer ™ nmoka3laHUU OJIs:

e 3MeHIIEHHS PU3UKY BUHUKHEHHS iHQapKTy MioKapaa;
e 3MEHIIIEHHS PU3UKY BUHUKHEHHS iHCYJIbTY.

151 mopocCuX IAIiEHTIB 3 KIIiHIYHO BUPaXKeHOIO0 iIlleMidyHO0I0 XBOPO0O0I0 CeEPII Etcer®

IIOKa3aHUuM OJis:

e 3MEHIIEHHS PU3UKYy BUHUKHEHHS HeJIETaJIbHOIO iHpapKTy MioKapaa;

e 3MEHINEHHS PU3UKY BUHUKHEHHS JIeTAJIbHOI'O Ta HeJleTaJIbHOTO 1HCYIIbTY;

e 3MEHIIEHHS PU3UKY IPOBEAEHHS IIPOLeAyP PeBacKyJIapu3allil;

e 3MEeHIIIEHHS PU3UKY T'OCITiTasni3allil y 3B’sI3Ky 3 3aCTiHOIO CEPIIEBOIO
HeOOCTaTHICTIO;

e 3MEHIIIEHHS PU3UKYy BUHUKHEHHS CTeHOKapMil.

I'inepainicemia
Y dopocaux nauienmis

e fK DMOIIOBHEHHS [0 Oi€TH, 11100 3MEHIIINTH ITiIBUINIEeH] piBHi 3arajbHOTO
xoJnecTepuny, xonectepuny JITTHII, anoninonpoTteiny B Ta Tpurmniuepumnis, a
TAKOXK [JId HiABUILleHHS piBHA XonecTepuny JIIIBIIl y maiieHTiB 3 IEPBUHHOIO
rinepxojecTepuHEMI€0 (reTepO3UTrOTHOIO CIMENHOIO Ta HECIMENHOI0) Ta
3MmimraHoo guciainigemieio (tunu Ila Ta IIb 3a knacudikariieo ®pegpikcoHa).

e /K NOTIOBHEHHS [0 OIETU OJIA JIIKYBaHHS IALlI€EHTIB 3 MiABUIIEHUMU PIBHAMU
TPUTJILEPUAIB y cupoBaTLi KpoBi (tun IV 3a knacudikaniero ®penpikcoHa).

e JIns JTiKyBaHHSA MAIliEHTIB 3 MIEepPBUHHOIO AucbeTarninonpoTreineMieto (tum III 3a
Kinacudikarnieo ®penpikcoHa) y BUIIagKaX, KOJIM OOTPUMaHHS OiETH €
HeOOCTaTHbO €(peKTUBHUM.

o 711 3MeHIIIeHHs 3arajIbHOT'O X0JieCTepuHy Ta XojecTtepuny JIITHII y naitieHTiB 3
TOMO3UTOTHOIO CIMENHOIO TiepX0oIeCTEPUHEMIEIO SIK OOIIOBHEHHS [0 iHIINUX
rinominigeMiyHMX MeTOMIB NiKyBaHHSA (Hampuknap, adepes3 JITTHII) abo sKio
TaKl METOOU JIIKyBaHHS HEQOCTYIIHI.

Y oimeti

e K OOTIOBHEHHS [0 OIETU OJI 3MEHIIIEeHHS PiBHIB 3arajbHOI0 XOJIECTEPUHY,
xonectepuny JIITHIII i anoninonpoTeiny B y giteu Bikom Big 10 mo 17 pokiB 3
reTepPo3UTr0oTHOIO CiMEeMHOIO TilepxXoiecTepuHeMi€lo, SIKIIO ITicJIs BiOmoBigHOl
mieToTeparril pe3ynbTaTU aHali3iB Taki:

a) xonectepun JITTHII 3anuinaerscs 3 190 mr/gn (4,91 mmons/mn) abo



6) xonectepud JITTHIII 3 160 mr/on (4,14 MmMoib/T) Ta:

e y ciMelilHOMY aHaMHe3i HasIBHi paHHi ceplieBO-CyANHHI 3aXBOpIOBaHHSA abo
e Ba abo Oinbire iHIIMX (AKTOPiB PU3UKY PO3BUTKY CEPIIEBO-CYIUHHUX
3aXBOPIOBaHb IIPUCYTHI y IallieHTa OJUTSAYO0r0 BiKY.

IIporunoka3aHHs

3axBOPIOBAHHS MEYIHKU y TOCTPiN Pa3i, IKe MOXKe BKJII0UaTHU CTiMKe MigBUIIEHHS
PiBHIB II€4iHKOBUX TpaHCaMiHa3 HEBiZOMOI €TioJoril.

lnepuyyTnusicTh M0 OyOb-IKOTO 3 KOMIIOHEHTIB IIbOTO JIiIKapChKOTO 3aco0y.
BaritHicTs.

JlakTarnis.
B3aemoaisi 3 iHIIMMH JTiKapChbKHMH 3aC00aMHu

ATtopBacTtaTtuH € cyoctpatoM CYP3A4 Ta TpaHcnopTepiB (Hanpuknan, OATP1B1/1B3,
P-gp a6o BCRP). PiBHi aTopBacTaTuHy y IJIa3Mi MOXKYTh 3HAYHO MiABUIIyBaTHUCS NIPHU
omHO4YacHOMY 3acTocyBaHHi iHri6iTopiB CYP3A4 Ta TpaHcnopTepis. Y Tabnuiri 3
HaBe[IeHO IePeJTiK ImpernaparTiB, IKi MOXYTb 30iIbIIUTU €KCIIO3UIliI0 aTOPBACTATUHY i
PU3UK PO3BUTKY MionarTii Ta pabgoMiosnidy npu ogHOYaCHOMY 3aCTOCYBaHHI, Ta
pekKoMeHpallii 1omo X JiKyBaHHS Ta 3aro0iraHHs TaKUM pPHU3WKaM (OWB. PO3iiu
«OcobnMuBOCTi 3acTOCYBaHHSA» Ta «®apMaKOJIOTiuHi BITaCTUBOCTI»).

Tab6mnumsa 3

Bzaemopist 3 iHIIIMMU TiKapChbKUMU 3aco0aMi, sTKa MOKe 30iJTbIINTH PU3UK PO3BUTKY
Mionartii Ta pabmoMiosi3y mifg Yac 3aCTOCYyBaHHSI aTOPBAaCTaTUHY

ILIukaocnopuH abo 2empibpo3un

PiBHI aTopBacTaTyUHy B IIJla3Mi 3HAYHO MigBUIIYBAJIUCS IIPU UOT0
OOHOYAaCHOMY 3aCTOCYBaHHIi 3 IUKIoCcnopuHoM, iHriditopom CYP3A4 Ta
Kniriuauu |OATP1B1 (gusB. po3gin «®apMaKOIOTiYHiI BTaCTUBOCTI»). MOHOTepaIris
BIIJIUB remdpiObpo3uIoOM MOXKe COIPUYUHATH MiomnaTito. IcCHye migBuIIeHUN pU3UK
PO3BUTKY MiormaTii Ta pabgomionisy mpu ogHOYaCHOMY 3aCTOCyBaHHi
IIUKJIOCTIOPUHY ab60 reMdidOpo3usny 3 aTopBaCTaTUHOM.

3 He pekoMeHOy€eThCsI OOHOYACHE 3aCTOCYBaHHS ITUKJIOCIIOPUHY ab0
axonau ,
reM®pibpo3ury 3 aTOpBaCTaTUHOM.




ITpomueipycHi 3acobu

Kmniniuaun
BIIJIUB

PiBHI aTopBacTaTUHy B IIJla3Mi 3HAYHO MigBUIIYBAJIUCS IIPU UOTO

OOHOYAaCHOMY 3aCTOCyBaHHi 3 6araTbMa NPOTUBIPYCHUMHU 3acobaMu, sIKi €

iariditopamu CYP3A4 ta/abo TpaHcropTepaMmu (Hampukiana, BCRP,

OATP1B1/1B3, P-gp, MRP2, ta/abo OAT2) (muB. po3nin «®apMaKOJIOTidHi
BJIAaCTUBOCTi») IToBigoMIIsizIOCS ITPO BHUIIQAKHK MiomaTii Ta pabmoMioni3zy
IIPU OOHOYACHOMY 3aCTOCyBaHHiI KoMmOiHallil neminacsip + codocOyBip 3
aTOpPBaCTaTUHOM.

3axonu

He pekoMeHOyeTbCsI OOHOYACHE 3aCTOCYBaHHSA KOMOiHAaI1
TUNIpaHaBip + puTOHaBip abo rinekanpesip + nibpeHTacBip 3
aToOpBaCTaTUHOM.

YV mnalieHTiB, siKi OTPUMYIOTH JIOIIiHABip + pUTOHaBIp abo
CUMEIPEBIP, CIiM OLIHUTHA KOPUCTH/PU3UK OJHOYACHOTO
3aCTOCyYBaHHS 3 aTOPBaCTaTUHOM.

Y nmamieHTiB, Kl OTPUMYIOTE CakKBiHaBIp + PUTOHABIP, JapyHaBIip +
puTOHaBip, pocammnpeHasip, ¢ocamMnpeHaBip + puTOHABIp, enbacsip
+ rpa3zonpeBip abo JIeTepMOBip, J03a aTOPBAaCTAaTUHY He IMOBUHHA
nepesuinyBatu 20 Mr.

Y nariieHTiB, AKi OTpUMYIOTH HeJl(piHaBip, O3a aTOpBaCTaTUHY He
MMoBHHHA NepeBuiryBatu 40 Mr (ouB. po3fin «Cmocib 3acTocyBaHHSA
Ta ODO3U»).

Crig OLiHUTU KOPUCTH/PU3UK OOHOYACHOI'O 3aCTOCYBAHHS
kKoMOiHa1ril meminacBip + cogocOyBip 3 aTOpBaCTaTUHOM.

Cnig KOHTPOJIIOBAaTH O3HAKMU Ta CUMIITOMHU MioIlaTii y BCiX Malli€eHTiB,
0COOJIMBO Ha MOYaTKY JIIKyBaHHS Ta Mif 4ac 30inbIIeHHsS 03U OyOb-
SIKOT'O IIperapary.

[Tpuknagu

TumnpaHasip + pUTOHABIp, TJIeKanpeBip + miOpeHTacBip, JIomiHaBip +
PUTOHABIP, CUMEIIPEBIP, CakBiHaBip + PUTOHABIP, JapyHaBip +

pHUTOHABIp, pocamipeHaBip, pocamipeHaBip + puToHasip, enbdacsip +
Ipa3oIpeBip, 1eTepMoBip, HendiHaBip Ta nemimacBip + codocOyBip.

Okpemi a3oabHi npomuepubkosi 3acobu abo MakpoaiOHi aHmubiomuku




Knigiuaun
BIIJIUB

PiBHiI aTopBacTaTHHY B IIJIa3Mi 3Ha4YHO HigBUIIYBaJIUCS IIPU KOTO
OOHOYAaCHOMY 3aCTOCYBaHHi 3 OKpEMUMHU a30JIbHUMHU IIPOTUTPUOKOBUMU
3acobamu ab0 MaKpoOIiTHUMU aHTUOIOTMKaMU Yyepe3 iHriOyBaHHS
CYP3A4 Ta/abo TpaHcriopTepu (OuB. po3min «®apMaKoIoTiuyHi
BJIACTUBOCTi»).

3axonou

Y mairieHTiB, SKi OTPUMYIOTH KJIapUTPOMillMH abo iTpaKoHa30J1, Jo3a
aTopBacTaTHUHY He ITOBUHHA IepeBuityBatu 20 Mr (ouB. po3nin «Croci6
3aCTOCyBaHHS Ta go3u»). Cig OIiHUTHA KOPUCTH/PU3UK OOHOYACHOT O
3aCTOCYBaHHSI OKPEMUX a30JIbHUX IMPOTUTPUOKOBUX 3ac00iB abo
MaKpOJIimHUX aHTUOIOTHUKIB 3 aTopBacTaTuHOM. CIIig KOHTPOJIIOBAaTH
O3HaKM Ta CUMIITOMH MioIlaTil y BCiX IaIli€HTiB, 0COOJIMBO Ha IOYaTKy
Teparil Ta mig yac 30ibIlIeHHs 103U OyOb-IKOT0 IIpemnapary.

[Tpuknagu

EpuTpoMilivH, KJ1apuTPOMIIIUH, iTPAaKOHa30JI, KETOKOHAa30J1I, TI03aKOHa30J1
Ta BOPUKOHA3O0J1.

HiauuH

Knigiuaun
BIIJIVB

Cnoocrepiranucsa BUMIagKM MiomaTil Ta pabaooMioni3y Ipu 0OZHOYaCHOMY
3aCTOCYBaHHi ninmigoMonudikyounx mo3 HianuHy (>1 r/goby HianuHy) 3
aTOpPBaCTaTUHOM.

3axonou

Cuig 3BaXKUTH, YU KOPUCTH Bill OMHOYACHOI'0 3aCTOCYBaHHS
imigoMoouGpiKy4Yux 003 HialluHy 3 aTOPBACTaTUHOM IIE€PEBUIIYE
MIigBUIIIEHUY PU3UK PO3BUTKY MiomnarTil Ta pabmomioni3zy. AKIO IPUAHSATO
pillIeHHs PO OJHOYaCHE 3aCTOCYBaHHS, CJIi[] CIIOCTepiraTy 3a HasABHICTIO
O3HaK Ta CUMIITOMIiB MiomaTil y nalieHTiB, 0cCOOJIMBO Ha IM0YaTKy Teparril
Ta Iifg 4ac 30inbiIeHHsT 4o3u OyOb-IKOT0 3 Impelaparib.

@ibpamu (oKkpim 2em@pibpo3uny)

Kniniuaun
BIIJIUB

3acTtocyBaHHA (iOpaTiB IK MOHOTeEpaIlil MOXKe BUKJIUKATH MiomarTiio.
Pu3uK po3BUTKY MionaTii Ta pabmoMionidy DigBUIIYETHCS IIPU
OQHOYAaCHOMY 3aCTOCYyBaHHi ¢ibpaTiB 3 aTopBacTaTHHOM.




Crnipg 3BaKMTH, YU KOPHUCTH BiJl OMHOYACHOTO 3aCcTOCyBaHHA (ibpaTiB 3
aTOpBaCTaTHHOM IEPEBUIIYE MiABUIEHUN PU3UK PO3BUTKY MioImaTil Ta
pabmoMiorrizy. fAKIMo NPUNUHSATO PillleHHS PO OgHOYAaCHEe 3aCTOCYBaHHS,

3axomgu . . . o
CJIi[ criocTepiraTu 3a HasgBHICTIO O3HAK Ta CUMIITOMIB MioIaTil y
MallieHTiB, 0COOMUBO Ha ITOYATKYy Teparllil Ta Imijg 4ac 30inbII1eHHs 403U
OyOb-IKOTo 3 IIperapariB.

KoaxiuuH

Kniniuaus |CrocTepiranucs BUIagKu MionarTil Ta pabmoMiosni3dy mif 4ac 0OMHOYaCHOT O

BILJIMB 3aCTOCYBaHHS KOJIXIIUHY 3 @TOPBACTaTUHOM.
Crip 3BaXUTU KOPUCTL/PU3UK OOHOYACHOI'0 3aCTOCYBAHHS KOJIXIIIUHY 3
aTOpBAaCTaTUHOM. AKII0 IPUUHSATO PIIIEeHHS OPO OJHOYaCHEe

3axogu 3aCTOCYBaHHS, CJIif CIIOCTEepiraTu 3a HasiBHICTIO O3HAK Ta CUMIITOMIB

Miomnarii y mairieHTiB, 0co6/IMBO Ha MOYaTKy Tepamnii Ta mig 4yac
30inbIiIeHHSA 103U Oyab-IKOTO 3 ITpenapariB.

IlanmomiuyuH

IToBimoMIsiiocst mpo BUNAOKH Miomarii Ta/a00 padaomiosii3zy nmpu

Kniniyaun e . .

OJHOYAaCHOMY 3acTocyBaHHI iHrioitopis 'MI'-KoA-peagyKra3u
BILJITUB

(HanmpHKIIag, aTOpBaCcTaTHUHY) 3 JAaITOMIIITHHOM.

SKIIO OTHOYACHOT 0 3aCTOCYBAaHHSI HE MOXKHA YHHKHYTH,
3axoou PEKOMEHAYETHCS MPOBOIUTH BiINMoBiTHUHN KITiHIiYHHHA MOHITOPHHT

(muB. po3ain «0Oco6/IMBOCTI 3aCTOCYBaHHSI»).

I'petingppymosulti cik

Knigiuaun
BIIJINB

CroXuBaHHSI IPeUIIPpPyTOBOTO COKY, OCOOJIMBO Y BEJITUKUX KiJTbKOCTSIX
(mouap 1,2 mmiTpa Ha OeHb), MOXKe ITPU3BECTH A0 30iIbIlIeHHS PiBHIB
aToOpBaCTaTHUHY B IIJIa3Mi Ta TMiIBUIIIUTH PU3UK PO3BUTKY MiomarTii Ta
pabmomiostizy.




3 Cnig yHUKaATH CIIOXKUBaAHHS BEIUKO]I KiJIbKOCTi Tpeln@pyToBOTO COKY
axomu . .
(monap 1,2 niTpa Ha OeHBb), Iif Yac 3aCTOCyBaHHS aTOPBAaCTaTUHY.

Tabnuisa 4

B3aemogis 3 mikapchbKUMU 3acob0aMu, IKi MOXKYTb 3HUKYBaTH €KCIIO3HUIIiI0
aTopBacCTaTUHY.

PugpamniuyuH

OpmHOYacHe 3aCTOCYBaHHS IIpemapaTy aTopBacTaTUHY 3 pU(paMIillnHOM,
iHmykTOopoM nutoxpomy P450 3A4 Ta inri6itopom OATP1B1, moxke
Koisti . |IPpU3BOOUTH OO HECTIMKOTO 3HMKEHHS KOHIIeHTpallil aTopBacTaTUHY B
JHHITIH I1a3Mi KpoBi. Uepe3 MexaHi3M MMOABiIMHOI B3aeEMOil pudamMIinuHy
BHHE BiIlCTpOoYeHe 3aCTOCYBaHHS aTOPBaCTAaTUHY IMiC/Isi BBEJEHHS
pudamninuHy 6yI0 MoB’si3aHe 3i 3HAYHUM 3HUKEHHSIM KOHIIeHTpaIlil

aTopBacCTaTUHY Y IJia3Mi.

PekomMeHyeThECSI OOHOYACHE 3aCTOCYBaHHSA aTOPBACTaTUHY 1

3axomu )
pudaMITiuHYy.

Tabnuisa 5

Bronus aTopBacTaTUHY Ha iHIII JTiIKapChbKi 3aco0u.

IlepopasavHi KOHMpauenmuesu

OpgHOUYacCHe 3aCTOCYyBaHHS aTOpPBaCTaTUHY Ta IepopaibHUX
KniHiyHu#M |[KOHTpALEITUBIB 30iIbIIyBaI0 KOHIIEHTPAIlil0 HOPETUCTEPOHY Ta
BIIJINB eTHHiIeCTpaAiony y Ijla3Mi KpoBi (AuB. po3ain «®apMaKOIOTidyHi
BJIQCTUBOCTI»).

3 Cnig BpaxoByBaTH Iiel GakT, o0upardu IIepopaIbHUN KOHTPAIIEIITUB
axongu . . . .
OJIS HalliEHTIB, Ki IpUUMalOTh aTOPBaCTaTHH.

JJu20KCUH




Koz . |[Ipu omHOYacHOMY 3aCTOCYBaHHI OaraTopa30BUX 03 aTOPBACTaTHUHY Ta
JIiHIYHUU ) ) .
OUTOKCHHY PiBHOBaXKH1 KOHIIEHTpALlill IUTOKCUHY B IIJIa3Mi
BILJIUB ) ) L .
MigBUINYIOTHCSA (OUB. po3min «®apMaKOoJIOTiUHi BIaCTUBOCTI»).
Crig Hale>XXHUM YMHOM KOHTPOJIIOBATH CTaH IAIli€HTIB, SIKi IpUHUMalOTh
3axogu
OUTOKCHH.

Huamiazemy 2i0poxsiopud.

OpHoyacHuu npuiioM atopBactatuy (40 Mmr) ta guntiasemy (240 mr)
CYIIPOBOMXKYETHCA MiABUIIIEHHSIM KOHIIEHTpAIlil aTopBaCTaTUHY Y IJla3Mi KPOBi.

IHumemuoOuH.

Y pesynbTaTi IpoBedeHUX OOCHIAXKEeHb 03HAK B3a€EMO[Iil aToOpBaCTaTUHY Ta
OUMETUONHY He BUSBIIEHO.

AHmauuodu.

OnmHOYacHUU nmepopasibHUM NPUMOM aTOpPBaCTaTUHY Ta CYCIeH3il aHTallugHOT O
npemnapary, 110 MiCTUTh MarHii Ta aJIlOMiHiI0 TiTPOKCU[, CYIIPOBOOXKYETHCS
3HUKEHHSIM KOHIIEHTpallil aTopBacTaTUHY Y IJ1a3Mi KpoBi mpubnu3Ho Ha 35 %. [Ipu
ObOMY TiNOJIiNiffeMiyHa [ist aTopBacTaTUHY He 3MiHIOBaJlach.

Kosnecmunoa.

KoHlleHTpallis aTopBacTaTUHY y IJIa3Mi KpoBi Oyna HUKYOIO (CITiBBiIHOIIIEHHS
KOHIIeHTpallil aTtopBacTtaTuny 0,74) npu ogHOYACHOMY IIPUMOMIi aTOpBacTaTUHY Ta
Kojectumony. [1pu npomMy rinmominigemiysa miss komOiHallil aTopBacTaTUHY Ta
KOJIECTHUIIOJIy IepeBulllyBaia epeKT, IKUU Ja€ IPUKNOM KOXKHOTO 3 IIUX IIpernaparis
OKpeMO.

A3umpomiyuH.

OnHouacHe npu3HadeHHs aTopBacTtaTuHy (10 Mr 1 pa3 Ha go0Oy) Ta a3UTPOMILIMHY
(500 Mr 1 pa3 Ha mo0y) He CYIIPOBOMAKYBaIOCsS 3MiHaMU KOHIIEHTpallil aTopBaCTaTUHY
y IJIa3Mi KpPOBI.

IH2i6imopu mpaHcnopmy.

[uri6iTopu TpaHCHOPTHUX OiNKiB (HampuKIad IIMKIOCIOPUH, TETEPMOBIpP) 30aTHI
MTiABUIITYBaTH PiBEHb CUCTEMHOI €KCIT03UIlil aTopBacTaTUHY (OuB. Tabnuiito 1). Brinus
MMPUTHiIYeHHS HaKONMNYyBaJIbHUX TPAHCIOPTHUX OilIKiB Ha KOHIIEHTPAlIilo



aToOpBaCTaTHUHY B KJIITUHAaX MIEYiHKU HEBIHOMUU. AKINIO YHUKHYTU OGHOYACHOI'O
IIpU3HAUYEeHHs IUX IIpelnapaTiB HEMOXJIUBO, pEKOMEHI0BaHO 3HUXKEHHS NO03U Ta
ITPOBeNeHHs KIIiHIYHOTO MOHITOPUHTY e(peKTUBHOCTI aTOpBacTaTUHY (OUB. TaOIUIIIO
1).

Ezemumi6.

3acTocyBaHHS €3eTUMiOy SIK MOHOTepaIii OB’ I3YI0OTh 3 PO3BUTKOM SIBHII 3 OOKY
M’sI30BO1 CUCTEMHU, ¥ TOMY YUCIi pabmoMionidy. TakuM YMHOM, IPHU OGHOYACHOMY
3aCTOCYBaHHi e3eTuMiOy Ta aTOpBaCTaTUHY PU3UK PO3BUTKY ITUX SIBUII 30iIbIITYETHCS.
PekomMeHOOBaHO IPOBOOUTH HAIEKHUU KITIHIYHMYN MOHITOPUHT CTaHy TaKWX MaIliEHTIB.

dy3udosa Kucsioma.

[Tpu ogHOYaCHOMY CUCTEMHOMY 3aCTOCyBaHHi ()y3UO0BO1 KUCIIOTH 3i CTaTUHAMU MOIXKe
MTiOBUIIYBATUCS PU3UK PO3BUTKY Miomartii, B TOMy Yucii pabmoMiosnidy. MexaHi3M 1i€i
B3aeMofil (uu € BoHa ¢apMaKoarHaMiuyHOI0 abo papMaKOKiHETHUYHOIO, YU 000X BUIIB
OOHOYACHO) Ha ChOTOMHi HeBimoMmuii. [ToBimoMsizocs mpo Buagku padbmomiostisy (y
TOMY YHKCJIi 3 JIeTaJIbHUM HaCJIiKOM) y HalliEHTIB, AKi OTpUMYyBaau KOMOiHaIlil0 ITUX
npernaparis.

A0 HeoOXimHEe CUCTEMHE 3aCTOCYBaHHSA (y3UA0BOI KUCJIOTH, CIIil IPUITUHUTH
3aCTOCyBaHHS aTOpPBAacTAaTUHY Ha BECh IIepiof 3aCTOCYBaHHS QPy3UIOBOI KMCIIOTH (OUB.
po3min «OcobIMBOCTI 3aCTOCYBAaHHSI»).

THwi nikapcvki 3acobu.

KrniHiuHI mocriigzkKeHHA IToKa3aliy, 110 OJHOYaCHe 3aCTOCOBYBAHHS aTOpBacTaTUHY i
riloTEeH3WBHUX ITpellapaTiB Ta MOr0 3aCTOCYBaHHS B XOIi eCTPOTeH3aMiCHOI Teparil He
CYIIPOBO/IKYBAJJIOCh KJIiHIYHO 3HAYYIIUMU NOOIiYHUMEU epekTamMu. [[OCHimKeHb
B3a€EMOil 3 iHIMMMU ITpellapaTaMy He IIPOBOOUIIOCE.

Oco006/1MBOCTi 1100 3aCTOCYBaHHSI

Mionamis ma paboomioni3

ATopBacTaTUH MOXKe CIIPUYUHUTHU MiomnaTito (6inb y M’s13ax, 6osicHicTh abo cimabKicTh
y IIOENHAHHI 3 migBuIleHHSIM KpeaTuHKiHa3u (KK) Ginbirre Hixk y 10 pa3iB 3a BEpXHIO
MeXKy HOpMH) Ta pabmoMioti3 (3 rocTporo HUPKOBOIO HEOOCTATHICTIO abo 6e3 Hei
BHACJIiA0OK Miornob6inypii). [ToBigoMsanocs mpo pigKicHi TeTanbHi BUTIAaJKU B
pe3ynbTaTi pabmoMiosi3y Impu 3aCTOCyBaHHI CTaTUHIB, BKIIIOYAl0OYW aTOpBaCTaTHH.

®aKTOPH PU3UKY PO3BUTKY MiomarTil




®aKTOpU PU3UKY PO3BUTKY MioIaTil BKJII0YAIOTh BiK 65 pOKiB i Oinbiile,
HEKOHTPOJIbOBAHUM TIMIOTHUPEO3, MOPYIIeHHI PYyHKIIl HUPOK, OOMHOYaCHEe
3aCTOCYBaHHA 3 OesSKUMHU iHIIKWMMU IIpenapaTaMy Ta MigBUIIEH] JO3U aTOpBaCTaTUHY
(muB. po3min «B3aeMomis 3 iHIIMMU JTiKapChbKUMHU 3acoO0aMU Ta iHIIIL BUOM B3aEMOIiN»).

3axonu Jisi 3MeHIIeHHSI PU3UKY PO3BUTKY MionarTil Ta pabagoMionidy abo 3anobiraHHs
TAaKOMY PU3UKY

Excnosuilisi aTopBacTaTUHY MOKe 30i/IbIIyBaTUCS 3a PaXyHOK B3a€EMOLII 3 iHIIUMU
JIiKapCchKUMHU 3acob0aMu yepe3d iHriOyBaHHSA ¢pepMeHTy 3A4 nimtoxpomy P450 (CYP3A4)
Ta/ab0 TpaHcnopTepiB (Hanmpukiam, 6i710K pe3uCTEHTHOCTI paKy MOJIOYHOI 3a/103U
[BCRP], opraniuauu aHioH-TpaHcnoprtyounn noainentun [OATP1B1/OATP1B3] ta
riaikonpoTelid P [P-gpl), 110 mpu3BOOuTh OO IMiOBUIIEHOTO0 PU3UKY PO3BUTKY MionarTil Ta
pabmomionizy. He pekoMeHOy€eThCsSI OOHOYAaCHE 3aCTOCYBaHHS 3 aTOPBAaCTAaTUHOM
IIMKJIOCIIOPUHY, reMdpibpo3uny, KoMmOiHallii TUIIpaHaBip + PUTOHABIp YU IJIeKaIpeBip
+ nibpeHTacsip. Monudikairii Ho3yBaHHSI aTOPBACTaTUHY PEKOMEHOYIOTHCS
ralfieHTaM, SIKi IIpuiMaloTh IeBHiI MPOTUBIPYCHI 3aco0U, a30/IbHI TPOTUTPUOKOBI
3acobu abo MakpomigHi aHTUOioTHUKY (OUB. Po3ain «Criocib 3acToCyBaHHS Ta OO3U»).
[ToBimoMisisiocs Ipo BUIIaAKU MiomaTii/pabmoMiosnisy mpu ogHO4YaCHOMY 3aCTOCYBaHHI
aToOpBACTaATHUHY 3 JlimimoMonudikyrouuMu no3amMu (> 1 r/oeHs) Hianmuny, ¢pidpaTis,
KOJIXIIMHY Ta KoMmOiHarlil neminmacsip + codocOyBip. Crim oliHUTH, Y1 KOPUCTD Bif
3aCTOCyBaHHS IIUX IIpemnapaTiB IepeBazKae IMiOBUIIeHN PU3UK PO3BUTKY MiomarTil Ta
pabmomioni3y (ouB. po3min «B3aemopisa 3 iHIIMMU JTiKapCbKUMU 3aco0aMu Ta iHIIIi
BUOU B3AaEMOMOIN»).

He pekoMeHOYETHCS OMHOYACHUM IIPUNOM I'PEUTI(PPYTOBOTO COKY V BETTUKUX
KinmbKOCTSX (moHap 1,2 miTpa Ha OJeHb) MallieHTaM, SKi IpuiMaloTh aTopBacTaTUH (OUB.
po3min «B3aemopis 3 iHIIMMH JTIKAPCHKUMH 3aco0aMU Ta iHIIN BUOM B3a€EMOil»).

CJlig OpUNUHUTU IPUMOM aTOPBACTaTUHY, SKIIO CIIOCTEPIra€ThCs IIOMITHO
nigsuieHui piserb KK abo miarHocToBaHO MiomaTiio 4M € ITijo3pa Ha 1i BUHUKHEHHS.
M’s308Bi cumnToMu Ta migBuieHHsa KK 3HUKaIOTH ITiciig BifMiHU aTopBacTaTury. Ciaifg
TUMYACOBO BiIMiHHUTH aTOpPBACTATHH IAIliEHTaM 3 TOCTPUM ab0 Cepio3HUM CTAaHOM i3
BHCOKMM PU3UKOM PO3BUTKY HUPKOBOI HEIOCTATHOCTI, CHpUYUHEHO] pabgomionizoM
(HammpuKiag, CeICuC; IIOK; TAXKKa TiloBOJIeMisl; Ceplo3Ha XipypridyHa omneparlis;
TPaBMa; TSI2KKi MeTaboniyHi, eHOOKPHHHI ab0 eJIeKTPOJIiTHI ITOPYIIEeHHS;
HEKOHTPOJIbOBaHa eIilercis).

Crnig mOBimOMUTH IAlli€EHTIB IIPO PU3KUK PO3BUTKY MioImaTil Ta pabgoMiosnildy Ha
IMOYaTKY JIiKyBaHHs a0o mmpu 30iibIlIeHHI Ho03u aTopBacTaTuHy. [lamieHnTaM cifg
PEKOMeHAyBaTU HeralHo MOBIIOMIISITA PO OyOb-IKUM He3po3yMinui 6isb y M’3ax,
6oJicHicTh ab0 cnabKicTh, 0COOGIUBO SIKIIO BOHU CYIPOBOIXKYIOTHCS He3OyKaHHAM abo
[IiABUILIEHHSAM TeMIepaTypHu.



ImyHO102iYHO OnocepedkosaHa HeKpomu3yrda mionamis

Hapgxomunu pigKicHi ITOBiHOMIEHHS PO BHUIIAOKU iIMyHOJIOTIYHO OIIOCEPEOKOBAHOl
HeKpoTusyiodol Mionartil (IOHM), ayToiMmyHHOI MionaTii, IOB’A3aHO0!1 i3 3aCTOCYBaHHAM
ctatuHiB. IOHM xapaKTepu3yeTbCS TAaKMMHU O3HaKaMM: CJIaOKiCTh MPOKCUMaIbHUX
M’sI3iB Ta ITiABUINIEHNI PiBeHb KpeaTUHKiHa3Uu B CUPOBATIIL KPOBi, sIKi 30epiraloThcs,
He3BaXaloyu Ha NIPUNUHEHHS JIIKyBaHHS CTaTUHAMU; IIO3UTUBHUYU pe3yJibTaT Ha
aHtuTtina go 'MI'-KoA-penykTa3u; M’'si30Ba 0iomciss BUSIBIISIE HEKPOTUIYIOUY MioIaTito
Ta IIOKpAaIlleHHS IPY 3aCTOCYBaHHI iMyHOmenpecaHTiB. Moxke BUHUKHYTU HEOOXiTHICTD
ITPOBEeNeHHs JOIAaTKOBUX HEMPOM I30BUX Ta CEPOJIOTIYHUX AOCIiIXKeHb. Moxke OyTu
notpibHa Teparmis iMmyHogenpecanTaMu. CJlif peTeIbHO 3BaXKUTU PU3UK PO3BUTKY
IOHM nepepn moyaTKOM 3aCTOCYBaHHSA IHIIIOTO CTATHUHY. AKIIO pO3M0YaTo Tepariio
iHIIMM CTAaTUHOM, HEOOXiTHUM MOHITOPUHT 03HaK Ta cuMmnToMiB IOHM.

ITopyweHHsA ¢pyHKUIl neyiHKu

Byno moka3saHo, 1110 CTaTUHHU, SK i AesiKi iHImi rinosinimemMiysi TepaneBTuYHi 3acobu,
aCOIIiI0I0OTHCS 3 BiIXUJIEHHSM Bif HOpMHU Oi0XiMiYHMX MOKA3HUKIB QYHKIIIl TTEYiHKH.
Crilike migBuIlleHHS (OilbII HiXK y 3 pa3u BUIIle BEPXHbOI MeKi HOPMaJIbHOTO
miama3oHYy, sTKe BUHUKIIO 2 pa3u abo Oinbliile) piBHIB CHPOBAaTKOBUX TpaHCaMiHa3
croctepiranoca y 0,7 % mnanieHTiB, sIKi OTpUMyBaId aTOPBACTaTUH IIif] Yac KIIIHIYHUX
mochaigkeHb. YacToTa BUOAAKIB IIMX BiOXuiaeHb Big HOpMu ctaHoBumia 0,2 %, 0,2 %, 0,6
% Ta 2,3 % pna po3 npemnapaty 10, 20, 40 ta 80 Mr BigmoBigHO.

ITig yac kJIiHIYHUX OOCIIAXKEHb IpelapaTy B OOQHOIO IallieHTa PO3BUHYJIaCh
KOBTSAHUILIA. [TinBUllleHi MOKa3HUKU PYHKIIOHaATbHUX Mpob nevinku (OIIII) y iHmmx
MmalieHTiB He OyIu MOB’sI3aHi 3 XKOBTSAHUIIEI0 a00 iHIMUMH KITiHIYHUMU CUMIITOMaMH.
[Ticnst 3MeHINIeHHS 03U, IePePBHU ¥ 3aCTOCYBaHHI aTopBacTaTUHY ab0 IIPUNIUHEHHS
MOTr0o 3aCTOCYBaHHS PiBHI TpaHcaMiHa3 ITOBEPTAJIUCS OO0 PiBHIB mmepeq JIiKkyBaHHSIM abo
NpuOIM3HO [0 IINX PiBHIB 03 HeraTUBHUX HacigkiB. 18 3 30 malfieHTiB 3i CTIiHKUM
MTiABUIIEHHSIM ITOKAa3HUKIB QyHKITIOHATBHUX P00 MEeYiHKM ITPOAOBXKYBaIU JTiKyBaHHS
aTopBaCTaTUHOM y MEHIIUX H03aX.

[Tepen TUM K PO3MOYMHATHU TepPaIlil0 aTOPBaCTaTUHOM, PEKOMEHOYEThCA OTPUMaTH
pe3ybTaTH aHali3iB 040 (epMeHTIB MeYiHKM Ta 34aBaTH aHalIi3W IIOBTOPHO Yy pas3i
KJIiHigHOI moTpebu. HagxoOuiu pigKicHiI mocTpeecTpallifiHi ITOBifOMIEHHS IIPO
BUIIQAKM JIETaJIbHOI Ta HEIeTaJIbHOI Me4YiHKOBOl HEJOCTATHOCTI y Malli€HTiB, SKi
NpUKMalid IpenapaTy I'Pynou CTaTUHIB, Y TOMY YHKCJIi aTopBacTaTuH. Y pasi
CEPUO3HOT0 ypaXkKeHHS NeYiHKU 3 KJIiHIYHUMU CUMIITOMaMu Ta/abo
rinepb6inipybiHemieto abo XKOBTSHUIIEIO ITiJT YaC 3aCTOCYBAaHHS aTOPBACTAaTUHY CITiM
Hera’HO MPUNWHUTH JIIKyBaHHS. fKIII0O He BU3HAUYEHO aJlbTePHATUBHOL €TiONOoril, He
CJIiI IOBTOPHO PO3MIOYKMHATH JIIKyBaHHS IIperapaToM.



ATopBacTaTuH Ciin 3 00epexXKHICTIO TPpU3HaYaTH IalliEHTaM, sIKi 37T0BXKUBAIOTh
askorojieM Ta/abo MaloTh B aHaMHe3i 3aXBOPIOBAHHS ITeYiHKU. ATOpBAaCTaTUH
MTPOTUNIOKA3aHUM ITPU aKTUBHOMY 3aXBOPIOBaHHI IMeuiHKM ab0 CTiMKOMY HigBUINIEHHI
PiBHIB ITe4iHKOBUX TPpaHCaMiHa3 HeBimoMol eTiosoril (QuB. po3min
«[TpoTUIIOKa3aHHI»).

EHOOKpuHHA pyHKUisA

[MoBigoMmnsinocs mpo nigBuilleHHS piBHA HbAlc Ta KOHIIeHTpallil I/TI0KO31 Y CUPOBATIIi
KPOBI HaTIIe IIPU 3aCTOCyBaHHi iHribiTopiB 'MI'-KoA-penyKkTa3u, y TOMYy YHUCJIi
aTopBacCTaTUHY.

CTaTUHU MEePEIIKOaKal0Th CUHTE3Yy X0JIeCTEPUHY Ta TEOPETUYHO MOXKYTb OCIabIATH
CEeKpellilo CTepoifiB HagHUPKOBUX 3a/103 Ta/ab0 roHagHUX cTepoidiB. KminiuHi gaHi
TOKa3aJiy, III0 aTOpPBacTaTUH He 3HUXKYye 0a3anbHy KOHIIEHTPAIliI0 KOPTHU30JTy IJIa3MHU
Ta He IMOPYILIYE agpeHalOBUU pe3epB. BIIIMB CTaTUHIB Ha 3allJIiAHIOIYY 30aTHICTh
CIIepMHU He OOCIiAXKyBaBCs y JOCTaTHBOI KiJIbKOCTI ImalieHTiB. HeBigoMo, SKUM YMHOM
aToOpBaCTaTHH BIJIMBA€E Ta ¥ YU B3arajli BIJIMBA€E Ha CUCTEMY «CTaTeBi 3a/103U-Timodis-
rimorajgaMyc» y XKiHOK y epeaMeHoIay3anbHul nepion. Crig 6yt o0epeXHUM IIpu
OOHOYACHOMY 3aCTOCYBaHHI ITpemnapaTy I'PyIu CTaTUHIB 3 JTiKapPChbKUMU 3aco0aMH, SIKi
MOXKYTh 3HUXKYBATU PiBHi a00 aKTUBHICTh EHIOT€HHUX CTEPOITHUX TOPMOHIB, TAKUMU
sIK KETOKOHA30J1I, CIIIPOHOJIAKTOH Ta LIUMETUOUH.

3acmocysaHHsA nauyieHmam 3 Hew,00asHiMu 8unadkamu iHCy1bmy abo mpaH3umopHoOi
iwemiyHoi amaku

[Tpu post-hoc anamnizi gocnigxkenns SPARCL (Stroke Prevention by Aggressive
Reduction in Cholesterol Levels/3amnobiranfast iHCyIbTy HIISIXOM Pi3KOTO 3MEHIIEHH S
PiBHIB X0JIECTEPUHY), IIif YaC IKOT0 aTopBacTaTuH y #o3i 80 Mr Ha IpoTUBary
maie6o 3acTocoByBanu 4731 manieHTy 6e3 imemiuHol XBOpoOu ceplis, sIKi Mau B
aHaMHe3i BUMaJKU iHCY/IbTY a00 TPaH3UTOPHOI illleMiYHOl aTaKu IPOTITOM
rmomnepenHix 6 MicsIliB, crmocTepiranacs OinbIlla YacTOTa BUIIAJKiB reMOpParidvHoro
IHCYZIBTY y T'PYIIi ALI€EHTIB, AKi OTPUMYBaJIU aTopBacTaTuH y Ho3i 80 Mr MOpiBHAHO 3
rpymnozo mnane6o (55 Bumnankis, 2,3 % y IpyIli aTopBacTaTUHY MOPiBHSHO 3 33
Bumnagkamu, 1,4 % y rpymi nnane6o; CP: 1,68, 95 % II: 1,09, 2,59; p=0,0168).
YacToTa BUIIaAKiB JI€TaJlbHOT0 reMOopariyHoro iHCcynbTy Oysa momiOHOo B yCiX rpynax
nmikyBaHHS (17 Ta 18 gns rpyn aTopBacTaTUHY Ta Iaiebo BinmmoBigHo). YacToTa
BUIIaAKiB HeJIETaJIbHOT'O TeMOParigyHoro iHCynbTy Oyja 3Ha4HO BUIIIOIO Y TPYITi
Malli€eHTiB, Ki oTpuMyBanau aTopBacTaTuH (38, 1,6 %), mOpiBHSAHO 3 IpPynoo I1amnedo
(16, 0,7 %). lessKi mOYaTKOBiI XapaKTEPUCTUKU, Y TOMY YUCJIi HassBHICTh BUIIAAKIB
reMopariyHoro Ta JlaKyHapHOI'O IHCYJ/IbTY IIi[] YaC BKJIIOYEHHS OO0 OOCIIOXKEeHHSI,
acCoLil0BaJIUCA 3 BUIIIOI0 YaCTOTOIO BUIIAKIB reMOopariyHoro iHCybTy y Ipyi
MMalli€eHTiB, SIKi OTPUMYBAJId aTOpBacTaTUH (OAuB. po3min «ITo6iuHi peakiiii»).



Cepepn 39828 mnallieHTiB, sIKi OTPUMYyBaJii aTOPBaCTaTUH Y KIIHIYHUX OOCIIIXKEHHIX,
15813 (40 %) nanienTiB Oyu BikoM Bixm 65 pokis, a 2800 (7 %) martieHTiB Oyau BikoM
Bixm 75 pokiB. He cmmocTepiramocst KogHOI 3arajbHol BimMiHHOCTI y 6e31melli Ta
e(eKTHUBHOCTI IIpernapaTy MiXK IUMHU HalliEHTaM{ Ta MOJIOOIIMMU MHalliEHTaMHu, TakK
caMo, K He OyJ10 3apeeCcTpPOBaHO KOOHUX BiAMiHHOCTEN Yy BiANOBifi Ha JIiIKyBaHHS MiX
Hali€eHTaMH JIITHBOTO BiKy Ta MOJIOOIIMMH IalliEHTaMU 3TiOHO 3 iHIIUM KIiHIYHUM
OOCBigOM, IIPOTe He MOXKHAa BUKJIIOYATU OiIbITY UyTIUBICTh AESIKHUX CTApPIIUX
nartieHTiB. OCKIiNIbKY CTapUINM BiK (ITOHAO 65 POKiB) € (aKTOPOM CXUIJIBHOCTI 10
Miomarii, ciim 3 06epeKHiICTIO MpU3HaYaTH aTOPBAaCTaTHH IalliEHTaM JIiTHBOTO BiKY.

ITeyiHkosa HedocmamHicmbw

ATopBacTaTUH NIPOTUIIOKA3aHUU NallieHTaM 3 aKTUBHUM 3aXBOPIOBAHHSIM IIE€YiHKH,
BKJIIOUAIOU¥ CTiMKe TigBUILEHHS PiBHIB I€4YiHKOBHUX TpaHCaMiHa3 HEeBigOMOIl eTionoril
(muB. po3pinu «IIpoTunokalaHHa» Ta «PapMaKOJIOTidHi BIaCTUBOCTI»).

JIo noyamky AiKy8AaHHs

ATopBacTaTHH ciif 3 00epexKHiCTIO MIpu3HaYaTH IalliEeHTaM 3i CXUJIbHICTIO 10
PO3BUTKY pabgomiostidy. [Io mo4yaTKy JiKyBaHHS CTaTUHaAMHU Y IAli€HTIiB, CXUIbHUX [0
PO3BUTKY pabmomionisy, ciig Bu3HavaTu piBeHb KK mpu:

e IOpPYILIEHHI (QYHKIIl HUPOK;
e TimOyHKIIil IIIMTOBUOHOL 3aJ103H;
e CIIAQJKOBUX pO3JIajiaX M sI30BOl CUCTEMH y CiMelitHOMY a00 0COOMCTOMY aHaMHe3i;
e IepeHeCeHUX Y MUHYJIOMY BUNaJKaX TOKCUYHOTO BIJIUBY CTaTUHIB abo ¢ibpaTiB
Ha M’g3U;
e IEpPEeHEeCeHUX Y MUHYJIOMY 3aXBOPIOBAHHSIX MEeYiHKK Ta/ab0 37I0BXKMBaHHI
aJIKOT OJIEM.

IInnsa maieHTiB miTHBOTO BiKy (1moHam 70 pokKiB) HEOOXiIAHICTL IPOBEIEHHS O3HAYEHUX
3axO0fiB CJIif OL[iHIOBATHU 3 ypaXyBaHHSM HAsIBHOCTI iHIINX (aKTOPiB CXUIBHOCTI A0
PO3BUTKY pabmoMioJrizy.

[TigBulleHHS PiBHS IIpellapaTy y IJla3Mi KPOBi MOXKIIMBE, 30KpeMa, y pa3i B3aeMofil
(muB. po3min «B3aeMomisa 3 iHIIUMHY JTiKapChbKUMM 3aco0aMU Ta iHIITI BUOM B3aEMOMiM»)
Ta 3aCTOCYBaHHS OCOOJIMBUM MIONYJISALIAM Halli€eHTiB (OUB. PO3MOiN
«dapMaKOKiHeTUKa»), y TOMY YHCJIi IallieHTaM 3i cliagfKOBUMHU XBOpPOOaMu.

Y takux BUNlaJKax peKOMEHOOBaHO OIiHIOBATH CIIiBBiHHOIIEHHS PU3UKiB Ta OUiKyBaHOIl
KOPUCTI Bif JTiKyBaHHSA Ta IIPOBOOUTU KJIIHIYHWY MOHITOPUHT CTaHy Malli€HTiB. AKIIIO
oo mo4yaTKy JikyBaHHS piBeHb KK 3HauHO migBuiienui (mepesuiilye BMH Oinbi HiXK y
5 pasiB), iKyBaHHS PO3IMOYKWHATH He CIIif.



BumiprosaHHA piBHA KpedmMuHKIHA3U

PiBeHb KpeaTHUHKIHA3M He CJIil BU3HAUATHU MiCJISA iHTEHCUBHUX (Qi3MYHUX HaBaHTaXKeHb
ab0 3a HasIBHOCTI OyOb-IKUX MOXKJIMBUX aJIbTE€PHATUBHUX IIPUYUH ITiIBUIIEHHS PiBHSA
KK, oCKiNlbKHY Ile MOXKe YCKJIaOHUTHU iHTepIIpeTallilo pe3yJsbTaTiB. AKINo Ha
II04YaTKOBOMY PiBHi criocTepiraetbcs 3HauHe nigsuinieHHs KK (nepeBuinenns BMH
OinbII Hi2K ¥ 5 pa3ziB), To yepe3 5—7 OHIB HEOOXiTHO ITPOBECTHU MOBTOPHE BU3HAYEHHS
IJIS MiOTBEPAXKEHHS pe3ybTarTy.

ITio yac niKkyeaHHs

IMamieETH TOBMHHI 3HATH IIPO HEOOXiAHICTh HETAaWHO IMMOBIiHOMJISITH PO PO3BUTOK OOJIIIO
y M’'si3aX, CyJOM 4YM C1abKOCTi, 0COOIMBO KOJIM BOHU CYITPOBOAXKYIOTHCS HE3MyKaHHSAM
a00 raps4koio.

Y pa3si nosiBu IIUX CUMIITOMIB ITiff Yac JIiIKyBaHHS aTOPBAaCTaTUHOM HeOOXiIHO
BU3HauuTu piBeHb KK y 11p0ro mnamiesnTa. Ao piBeb KK 3Ha4YHO MigBUILleHUMN
(mepeBuiitye BMH 06inbIil HiK y 5 pasiB), MiKyBaHHS CJIiI IPUITUHUTH.

HOLIIIBHICTS IIPUIIMHEHHS JIIKYBaHHS CJIi] TAKOXK PO3IJISHYTHU, SKIIO HiABUILIEHHS
piBHsa KK He csirae n’ssTukKpaTHOTO nepeBullieHHsas BMH, ane cumntoMu 3 60Ky M’g3iB
MalOTh TSAXKKUU XapakKTep Ta IIOLEHHO CTal0Th IPUYUHOI HEIIPUEMHUX BiQUYYTTIB.

[Ticnss 3HUKHEHHSI CUMIITOMIB Ta HOpMaJi3sailil piBHI KK MoXkHa po3TriIsaHyTH
MOZKJIMBICTb BiTHOBJIEHHS JIIKyBaHHS aTOPBaCTaTUHOM a00 MOYaTKy JIiKyBaHHS
aJIbTePHATUBHUM CTATUHOM 3a YMOBU 3aCTOCYBaHHS MiHiMa/IbHOI MOXKJIMBOl TO3U
nmpernaparTy Ta PeTeJIbHOTO Harjsiay 3a CTaHOM IallieHTa.

JIikyBaHHSI aTOpPBaCTaTUHOM HEOOXiIHO MPUNUHUTH, SIKIIO CIIOCTEPIra€EThCS KIiHIYHO
3Hauyme nigsuieHHs piBHs KK (mepesunierdss BMH 6inbin Hix y 10 pa3ziB) abo
BCTAHOBJIEHO [AiarHo3 padmoMiorri3y (abo € mimo3pa Ha PO3BUTOK pabmoMiorrizy).

O0HouyacHe 3acmocyB8aHHs 3 IHWUMU AIKaApPCbKuUMu 3acobamu

Pu3uk miomartii Ta/abo pabmoMionidy MoxKe MiOBUIIYBATUCS IIPU OOHOYACHOMY
3acTocyBaHHi iHTi6iTOpiB 'MI-KOA-penykra3u (Halmpukiaj, aTOpBacTaTUHY) Ta
OanTOMIIIMHY (OUB. po3hin «B3aeMomisa 3 iHIIUMHU JTiKapChbKUMH 3aco0aMu Ta iHIII BUOU
B3aeMopin»). Ciig po3rassHyTU MOXKJIMBICTh TUMYACOBOT0 IIPU3YIIUHEHHS

® nailieHTaMm, 5Kl 3aCTOCOBYIOTh JallTOMIIIVH,

3aCTOCyBaHHS JIiKapchKoro 3aco0y ETcer
SIKIIIO TUJIBKY KOPHUCTH Bifj OMHOYACHOI'0 3aCTOCYBaHHS He IIepeBaXKa€ PU3HUK. AKIo
OOHOYACHOTO 3aCTOCYBaHHS He MOXHa YHUKHYTH, CJIil KOHTPOJIIOBAaTH PiBEHb
KpeaTUHKiHa3u 2-3 pa3u Ha TUXKOEHb, a MalliEHTU MOBUHHI nepeOyBaTH IIif peTeIbHUM
HaTrIs0M [Jis BUSIBII€HHS OyOb-IKMX O3HAK ab00 CUMIITOMIB, IIJ0 MOXKYTh CBIIYUTH IIPO

MIiOIIaTilo.



Pu3uk po3BUTKY paboomioni3y MigBUIIYETHCS IPU OOHOYACHOMY 3aCTOCYBaHHI
aTOpBaCTaTHUHY 3 AeIKUMHU JIiIKapChbKUMU 3aco0aMu, 1110 MOXKYThb 30iIbIITUTH
KOHIIEHTpAallil0 aTopBaCTaTUHY Vy I1J1a3Mi KpoBi. [IpyuKiIagaMu TaKux nperaparis
MOXKYTb OyTH mOoTyKHi iHTi6iTOpM CYP 3A4 ab60 TpaHCIIOPTHUX OiNKiB: IIMKIIOCIIOPHUH,
TEJIITPOMIIIUH, KJIapUTPOMILIVH, OejlaBipAuH, CTUPUIIEHTOJI, KETOKOHAa30JI,
BOPHMKOHA30J1I, iTpaKOHAa30J1, T0CaKOHa30J1I, JIETepMOBip Ta iHribitopu nporteas BIJI, y
TOMY YMCJIi pUTOHABID, JIOMiHAaBip, aTa3aHaBip, iIHOVHAaBIp, fapyHasip. [lpu
OOHOYACHOMY 3aCTOCYBaHHi 3 rem¢ibpo3unom Ta iHmmMH noxigHuMu ¢iéposBoi
KHCJIOTH, OOIIeIIpeBipoM, epUTPOMIIIMHOM, HiallMHOM Ta e3eTUMiOOM, TenamnpeBipoM
abo 3 KoMmOiHalli€lo TesanpeBip/pUTOHABIP TAKOXK 3POCTAE PU3UK BUHUKHEHHS
MiomarTii. fAKIo MOXKHa, CJIil 3aCTOCOBYBAaTH iHIII TiKapchKi 3acobu (110 He
B3aEMOJIIOTh 3 aTOPBAaCTaTUHOM) 3aMiCTh BUILle3rafaHUX.

AKI110 HeoOXigHO MPOBOAUTHU OOHOYACHE JIIKyBaHHS aTOPBAaCTaTUHOM Ta 3rajJlaHUMU
nperapaTtaMu, CIIil peTeJIbHO 3BaKUTHU KOPUCTh Ta PU3NKU. AKIIIO MalliEHTH
MIPUNMAaIOTh JIiIKapChKi 3aco0u, 10 MigBUIIYIOTh KOHIIEHTPAIIil0 aTOPBaCTaTUHY Y
IJ1a3Mi KpOBi, pEKOMEHYETHCSI 3HUXKYBaTU 03y aTOpPBaCTaTUHY A0 MiHiManbHOI. Kpim
TOTO, ¥ Pa3i 3acTocyBaHHS MOTYXKHUX iHTi6iTOopiB CYP 3A4 criim po3rnsHyTH
MOZKJIMBICTh 3aCTOCYBaHHS MEHIIIOl ITOYATKOBOI JO3M aTOPBaCTaTUHY. TaKoXK
PEKOMEHOYETHCS IPOBOAUTHY HaJIe2KHUU KIIIHIYHUN MOHITOPUHI CTaHY LIUX ITAlllEHTIB.

ATopBacTaTUH He MOXKHa IIpU3HaYaTy OOHOYAaCHO 3 (y3UOO0BOIO KUCIIOTO, AKY
3aCTOCOBYIOTh CUCTEMHO, a00 BIIPOAOBXK 7 OHIB MiC/Is MIPUNUHEHHS JTiKyBaHHS
¢y3upoBoi kucnoToro. [lalfieHTaM, IKUM CUCTEMHE 3aCTOCYBaHHSA (Py3UOOBOI KMCIIOTHU
BBaKa€ThCSI HEOOXiMHUM, JTiKyBaHHSI CTaTUHAMMU CJIiI IPU3YIIMHUTHA Ha Bech mepiof
3aCcTOCyBaHHS (Py3UO0BOl KUCJIOTH. Y IAIli€HTIB, IKi OTpUMyBaiu Py3uOg0OBy KHUCIOTY
Ta CTaTUHU Yy KoMOiHa1ii, Oy/u 3apeecTpoBaHi BUMTagKu pabmoMioni3y (B TOMY YuCITi
JieTasbHi) (OUB. po3min «B3aemMomisa 3 iHIIMMU TiKapChbKMMHK 3aco0aMu Ta iHIIi BUOU
B3aeMofin»). [lallieHTy ciig peKoOMeHayBaTU HeraHO 3BEPTaATUCS 3a MEOUYHOIO
OOTIOMOT 00 y pa3i BUHUKHEHHS OyIOb-IKNX CUMIITOMIB cinabkocTi, 605110 abo 601icHO1
YyTJIUBOCTI y M’sI3aX.

Tepamiro cTaTHHaAMU MOKHa OIPONOBXKUTHU Yepe3 7 OHIB MiCJIgd OTPUMaHHS OCTaHHBOL
no3u Qy3umoBOl KMCIIOTH.

3a BUHSATKOBUX 00CTaBUH, KOJI IIOTPiOHE TOBrTOCTPOKOBE CHUCTEMHE 3aCTOCYBaHHS
(by3umoBoi KMCIOTH, HANTPUKIIAM, AJIA JTiKyBaHHS TSIXKKUX iH(eKIIi, HeoOXigHiCTh
OOHOYACHOTO 3aCTOCYyBaHHS aTOpPBacTaTHUHY Ta Py3uUO0BOl KUCJIOTH CIIif PO3TIsAgaTi
TiJILKU B IHOAMBiIAya/IbHOMY HOPSAOKY Ta 3OiMCHIOBATH IIif peTEeJIbHUM HarJIsigoM JIiKaps.

InmepcmuuiaavHa x8opoba snezeHis



[Tig yac nmiKyBaHHS OeSIKMMH CTaTHHAMHU (0COOIMBO i YaCc TPUBAJIOTO JIiIKyBaHHS)
OyJu onmucaHi BUHSITKOBI BUMIAJIKU PO3BUTKY iHTepCTUIIiaTbHOI XBOpoOu nerexis. o
ITPOSIBIB ITi€l XBOPOOU MOZKHA BiMHECTH 3aAUIIKYy, HEIPOOYKTUBHUM Kallleslb Ta
3arajibHe IOTipIIeHHS CaMONO4YyTTs (CTOMJIIOBaHICTh, 3HUKEHHSA MacCH Tijla Ta
rapsidyka). Y pa3i BUHUKHEHHS Mif03pU Ha iHTepCTHUlliaJIbHYy XBOpPOOYy JIETEHIB CITif
NPUNUHUTHU JIiKyBaHHS CTaTHHaMHU.

Tepamnisa ninmigoMonudikyouynMu npernapaTaMy ITIOBUHHA OyTH OOHIEIO 31 CKIaIOBUX
KOMIIJIEKCHOI Tepalril AJis Malli€HTiB 31 3Ha4YHO ITiABUIEHUM PU3UKOM PO3BUTKY
aTEepOCKJIEPOTUYHUX 3aXBOPIOBaHb CYOUH 4Yepe3 rinepxojieCTepuHeMiio.
MepvkaMeHTO3Ha Tepallisi peKOMEHOYEThCS AK OOIOBHEHHSA OO0 OIETU, KOJIU
pe3ynbTaTy Bif HOTPUMAaHHSA Oi€TH, 110 0OMEXY€E CIIOKMBAHHSA HaCUUYEHUX XKUPIB Ta
X0JIECTEPUHY, @ TAaKOXK Bifl 3aCTOCYBaHHS iHIIINX HeMeOUKaMeHTO3HUX 3axX0fiB 0yyo
HepocTaTHbO. [lalieHTaM 3 imeMiuyHOI0 XBOp00O0Io cepilsg abo mekinbkoMa dhakTopaMu
PU3UKY PO3BUTKY illleMivHOI XBOPOOU CePIIs ITPUMOM aTOPBACTAaTUHY MOXKHA
po3ImoYaTy OOHOYACHO 3 JOTPUMAHHSAM HIi€TH.

ObMedeHHs1 3aCmOCYB8aHH 51

ATopBacTaTUH He OOCIiAXKyBalud 3a YMOB, KOJIM OCHOBHUM BiJXUJIEHHSIM Bil HOPMU 3
00Ky minonpoTeiHiB € migBUIIIeHHS PiBHSA XimoMikpoHiB (tumnu I Ta V 3a kimacudikailiero
dpenpikcoHa).

MiacTeHis rpaBic/0o4YHa MiacTeHis

ITpu 3acTOCyBaHHI CTaTUHIB IIOBIAOMIISJIOCH IIPO O€eKijlbKa BUMAAKIB BUHUKHEHHS de
novo abo 3arocTpeHHs HasIBHOI MiacTeHil rpaBic abo o4HOl MiacTeHil (OUB. PO3Oin

®

«ITob6iuHi peakiii»). I[IpuiioM mikapcbKoro 3aco0y ETceT™ ciig MpUNIUHUTH y pa3i

TIOCUJIEHHSI CUMIITOMIB 3aXBOpPIOBaHHs. [1oBigoMIIsAIoCs PO PeluauBY XBOPOOU IIpHU
IIOBTOPHOMY 3aCTOCYBaHHi TOTO K camMoro abo iHIIIOrO CTaTHUHY.

IIONOMICHI peyo8UHU.

[IpenmapaTt MicTUTE 1aKTO3y. AKINO y Bac BCTaHOB/IEHA HEIIEPEHOCUMICTD OesIKUX
IIYKpPiB, IPOKOHCYIbTYUTECS 3 JIiKapeM, IepIl HiXK TpuiMaTH 1iel JTiKapChKui 3acio.

Lle#t mikapcbkui 3acid MicTuTh MeHIIe 1 Mmoinb (23 Mr)/mo3y HaTpiro, ToOTO
IIPpaKTUYHO BUIPHUU Biff HATPilO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.
BaeimHicmeo.

OuiHKa pu3ukis



ATopBacTaTHUH IIPOTUIIOKA3aHUM BariTHUM KiHKaM, OCKiJIbKM He BCTaHOBJIeHa Oe3IeKa
MOT0 3aCTOCYBaHHS BariTHUM i HeMa€ SIBHO1L KOPUCTI MPUKOMY JIiITiTO3HUKYyBaJIbHUX
npenapartiB mig yac BaritHocTi. Ockinbku iHridiTopu 'MI-KoA-penyKkTa3u 3HUKYIOTH
CUHTE3 X0JIECTEPUHY Ta, MOXKJIUBO, CUHTE3 iHIIUX 0i0JOTiYHO aKTUBHUX PEYOBUH, AKi
€ IIOXigHUMM XO0JIECTEPUHY, aTOPBAaCTaTUH MOXKe LIKiAJIWBO BIJIUBATHU Ha miif. ITpuiiom
aTopBaCTaTUHY CJIiO NPUIUHUTHU, K TUIBKM BCTAHOBJIEHA BariTHICTH (QUB. PO3ALI
«I[TpoTUIOKa3aHHA»).

Po3paxyHKoBUY (POHOBUY PU3UK 3HAYHUX BPOAXKEHHUX Malb(opMallii Ta BUKUOHIB OIS
BKa3aHOI nmonynsiii HeBimoMuii. Y 3aranbHilt nomnynsiii CIIIA po3paXxyHKOBUU
(oHOBUY PU3UK 3HAYHUX BPOOKEHUX MaibopMalliii Ta BUKHUOHIB IPpYU KIiHIYHO
BHU3HAHUX BAriTHOCTSIX CTAHOBUTL 2-4 % Ta 15-20 % BigmoBigHO.

Konmpauenuis

ATopBacTaTUH MOXKe 3aBIaBaTU LWIKOOU IIJIONY IIPU 3aCTOCYBaHHI BariTHOIO XKIiHKOIO.
2KiHKM penpoayKTUBHOTO BiKy MaloTh OyTH IIPoiHdOopMOBaHi mpo HEOOXimHICTh
e(eKTUBHOI KOHTpAIIEIIIil ITif] Yac JIiKyBaHHS IUM ITpeIrrapaToM.

KriHiuHI gaHil

O6mMezxkeHi onyOmikoBaHi maHi o6cepBalliiHUX OOCIiAXKEeHb, MeTaaHali3iB Ta KITiHiYHUX
BUIIAJKIB 1010 3aCTOCYBaHHA aTOPBACTAaTHUHY KaJIbIlil0 He I10Ka3ajy MigBUIlleHOT 0
PHU3UKYy BUHUKHEHHS CEPUO3HUX BPOAKEHUX MajibhopMalliii Ui BUKUHIB.

Hapgxomunu pigKiCcHI ITOBimOMIIEHHS PO BPOAKEHI aHOMaJTl ITicisa
BHYTPIIIHbOYTPOOHOI eKCIto3uilil iHmux inriditopiB 'MI'-KoA-pegyKTa3u.
[TpocnekTuBHE criocTepexkeHHs npubam3Ho 100 BuNaaKiB BariTHOCTEHN y XKIiHOK, SKi
JIIKyBaJIMCS CUMBACTaTUHOM YU JIOBAaCTaTUHOM, IT0Ka3aJio, 110 YaCTOTa BUIAAKiB
BPO/I2KEHUX aHOMaJIiil mjofa, BUKUOHIB Ta BHYTPIIIHEOYTPOOHUX
cMepTel/MepTBOHAPOIKEHD He epeBUIlyBajia 4aCTOTH, OUiKyBaHOI [JI 3arajibHol
nonynsaii. KinbKicTh BUIIAAKIB € IOCTAaTHHOIO, 100 BUKJIIOUUTU = 3—4-KpaTHe
MigBHUILIEHHS BPOMOKEHUX aHOMaJIii PO3BUTKY IIJIOHa OPIBHAHO 3 (POHOBOIO YaCTOTOIO.
Y 89 % BariTHUX, 3a IKMMU BeJIU IPOCIHEKTHUBHE CIIOCTEPEXKEHHS, JIIKYyBaHHSI
npernapaToM PO3MOYUHAJIOCS [0 BariTHOCTI Ta NPUOMNHSIOCSA IIif Yac I TpumecTpy
HiCJIsd BUSBIIEHHS BariTHOCTI.

ITepiod 200yB8aHHA 2py0010

ATopBacTaTUH NIPOTUIIOKA3aHUH IIi Yac rogyBaHHA rpyAnto. BigcyTHa iHpopMalis
IIpO BIJIUB IIpemnapaTy Ha QUTUHY, Ky TOOYIOTh TPYAOI0, UM Ha JaKTanito. Hesigmomo,
41 MPOHMKAE aTOpBaCTaTUH Y TPydHE MOJIOKO, OOHAK OyJI0 IToKa3aHo, 10 iHIIU!
JIIKapChbKUM 3acib IIbOr0 KjIacy MOTPAIlJIsi€ V TPYOHEe MOJIOKO; aTOPBACTAaTUH MMPUCYTHIM
y MosioLi mypiB. OCKiJIbKM CTaTUHU OTEHIINHO 3[JaTHI COPUYMHUTHA CEPHUO3HI



HebOaXkaHi peakilil y HEMOBJIST, AKi 3HaXOOSATHCSA Ha IPYAHOMY T'OOYBaHHi, XKiHKaM, SKi
noTpeOyIOTh JIiKyBaHHS aTOPBACTaTUHOM, He CJIiJ TOOyBaTU Ipyaaio (IUB. pO3Min
«[IpoTUioKa3aHHSI»).

30amHicmvb en1ueamu Ha weudkKicmvb peakuii npu KepyeaHHi
asmompaHcnopmomM aéo iHwumMu MexaHizmamu.

3mificHIOE MyKe He3HAaYHUU BIJIMB Ha IIBUAKICTh peakllil ITi yac KepyBaHHS
ABTOTPAHCIIOPTOM abo iHIIMMU MexXaHi3MaMHu.

Cnocid 3acTocyBaHHs Ta J03H

I'inepainiocemis i 3miwaHa ducainioemis

PekoMeHOoOBaHa ImoYaTKOBa [[03a aTopBacTaTUHy cTaHOBUTDL 10 abo 20 Mr 1 pa3 Ha
noOy. 15 malieHTiB, SKi MOoTpeOyI0Th 3HAYHOT 0 3HNKEHHS PiBHSA X0OJIECTEPUHY
JITTHILT (6inbia HiK Ha 45 %), Tepania Moxe OyTu po3nodaTa i3 go3yBaHHsS 40 mr

1 pa3 Ha goOy. [1o30Bu# gialla30H aTOPBACTATUHY 3HAXOOUTHLCS Y MexKax Bim 10 mo

80 mr 1 pa3 Ha goOy. [IpenapaT MoxXKHa MPUHUMATH PAa30BOI0 003010 Y OyIOb-IKi TOOUHU
Ta He3aJIeKHO Big npuiroMy 1xi. [logaTKOBY Ta mifTpUMyIOUi 003U aTOpPBACTaTUHY CIIif
migbupaTH iHOUBiOyanabHO, 3aJIe2KHO Bifl MeTH JIiKyBaHHS Ta Bigmosigi. ITicisa moyaTky
JIIKyBaHHS Ta/abo micis TUTPYBaHHS MO3M aTOPBACTaTHUHY CJIif IpoaHalilyBaTu PiBHI
JIMIAIB IPOTATOM Ilepiony Bim 2 mo 4 TUXKHIB Ta BiAIOBIAHUM YWHOM BiJKOPUT'YBaTU
0o3y.

I'emepo3uz2omHa cimetiHa 2inepxo/ecmepuHemMisa y nayieHmis oumasayvo20 8iKy (8iKkom
8i0 10 0o 17 pokis)

PekoMeHOoBaHa IMoYaTKOBa [103a aTOpPBacCTaTUHY CTaHOBUTHL 10 Mr/mo0y, 3BUYaHUM
miama3oH A03 cTaHOBUTH Bif 10 go 20 Mr nepopaibHO OOMH pa3 Ha go0y. [Jo3u
Ipenaparty CIig nigbupaTty iHOUBigyabHO, BiIIIOBIAHO MO METHU JIiIKyBaHHS.
KopuryBaHHS 034 CJliff MPOBOAUTHU 3 iHTEepBasoM 4 TUXHi abo Oinbliie.

I'omo3uz2omHa cimeltliHa 2inepxosiecmepuHemis

I[To3a aTopBacTaTUHY AJIS MAILiEHTIB 3 TOMO3UTOTHOIO CIMENHOIO
rinmepxonecrepuHemieio ctaHoBuTh Bifg 10 mo 80 Mr Ha goOy. ATOpBacTaTUH CIIif
BUKOPUCTOBYBaTH K OOIIOBHEHHA OO IHINMNX INOMINIOgeMIYHUX METOIIB JIIKyBaHHSA
(Hanpukinan, adepes JIITHIIT) ab6o skIto rimominigemMiysi MeTonu miKyBaHHS
HEeOOCTYIIHI.

OOHouacHa 2inoainidemMiyHa mepanis



ATopBacTaTUH MOXKHa 3aCTOCOBYBaTH 3 CEKBECTPAHTAMM KOBUYHHUX KHCIIOT.
Kowmb6inariito inri6iTopiB I'MI'-KoA-penykTa3u (cTaTuHiB) Ta ¢ibpaTiB ciim 3aramom
IMpu3HaydaTu 3 o0epexkHicTio (QuB. po3minu «OcoOIUBOCTI 3aCTOCyBaHHA», «B3aemopmis
3 iHIIMMHU JTiKapChbKUMH 3aco0aMu Ta iHIII BUOW B3AEMOII»).

Ilo3ysaHHsA 045 nayieHmia 3 nopyweHHAM pYHKUIl HUPOK

3axBOpIOBaHHS HUPOK He BIJIMBA€E Hi Ha KOHIIEHTpaAIlil ¥ IJla3Mi KpOBi, Hi Ha
3HUXKEeHHS piBHA xosiecTepuny JIITHII nmpu 3acToCcyBaHHI aTOpBaCTaTUHY; OTXKeE,
KOPUTYBAHHS JO3U IIpelapary OJIsA MalliEHTiB 3 HOPYIIeHHAM QyHKIIl HUPOK He
notpibHe (muB. po3minu «OcobIMBOCTI 3aCcTOCyBaHHSA», «PapMaKOKiHETHUKA»).

Ilo3ysaHHA 014 nayieHmMis, AKI npulimMaroms YUK/AOCNOPUH, KAAPUMPOMIUUH,
impakoHa3osa, iemepmosip abo neeHi iH2ibimopu npomeas

Crig yHUMKaTH JIiKyBaHHS aTOPBaCTaTUHOM MalliEeHTaM, IKi IPUUMalOTh UKIIOCIOPUH
ab6o iuribitTop npoteas3u BIJI TunpanaBip + putoHasip, abo iHri6iTOpP IIpOTEa3u Bipycy
rematuty C rjekanpesip + mibpeHTacBip, abo JIeTEPMOBIp IPU OHOYACHOMY
3aCToCyBaHHI 3 nukiocnopuHoM. [lamiertam 3 BIJI, gKi npuiiMaloTh JIOIIiHABIp +
PUTOHABIP, aTOpPBACTAaTHUH CJIil 3aCTOCOBYBATU Y HAaWHMKUiN HEOOXiOHIN HO3i.
[TamieHTaM, siKi TpUMMalOTh KJIapPUTPOMIlLIMH, iTpaKoHa307J1, ef1bacBip + rpa3onpesip,
a6o nanienTam 3 BIJI, sKi npuiiMmaioTh KoMm0OiHallil cakBiHaBip + pUTOHaBip, HapyHaBip
+ puTtoHasip, ¢pocamnpeHaBip, ¢ocaMIpeHaBip + pUTOHaBip abo JIeTEPMOBIpP
TepaneBTUYHY OO3y aTOPBAaCTAaTHUHY CiIif ooMexkuTu 20 MTI, a TaKOXK PEKOMEHIYETHCSI
ITPOBOAUTH HaJIeXKHi KITiHiYHi 00CcTeXXKeHHS O 3a0e3medYeHHsT 3aCTOCYBaHHSA
HalMeHIIIol HeoOXimHOl I03u aTopBacTaTuHy. [lamlieHTaM, IKi NTpuiMaloTh iHTiOiTOD
npoTea3u BIJI HendinaBip, JTiKyBaHHS aTOPBAaCTaTUHOM CJIiil 00OMEXUTHU OO030I0 IO

40 mr (muB. po3minu «OcobIMBOCTI 3aCTOCYyBaHHSI» Ta «B3aeMomisa 3 iHIIUMU
JIIKapChbKUMHU 3aco0aMu Ta iHIIM BUOM B3a€EMOIiN»).

Iimu.
I'emepo3uz2omHa cimeliHa 2inepxosaecmepuHeMis

Bbe3neka Ta e()eKTUBHICTh 3aCTOCYBaHHS aTOpPBaCTaTUHY BCTAHOBJIEHI /IS OiTel BiKoM
Big 10 mo 17 poKiB 3 reTepO3UTOTHOI CIMEUWHOIO IillepXojieCTePUHEMIEI0 SIK
OOIIOBHEHHS OO0 OIETHU [OJis 3HUXKEHHS 3arajibHOro xonectepuny, pisasg JITIHII ta
piBHSA amosinonpoTeiny B, Konu micns agekKBaTHOI cnpoOu AieToTeparril BigMidaloThC:

e xonectepun JIITHII = 190 mr/on (4,91 mMmonb/mn) abo
e xonectepus JIITHII = 160 mr/on (4,14 mMmonb/mn) i

0 y ciMeHOMY aHaMHe3i HasiBHa CiMelHa rinepxojectepruHeMis abo paHHI cepiieBo-
CYOVHHIi 3aXBOPIOBAHHS Y POOUYIB IepuIoro abo Opyroro CcTyneHs abo



0 MPUCYTHI ABa abo GinbIie iHIm GaKTOpU PU3UKY CEPIIEBO-CYAMHHUX 3aXBOPIOBAHb.
IToka3aHHA [OJ19 3aCTOCYBaHHS aTOpBAaCTaTUHY MiATBEpPAXKEeHe Ha OCHOBI OOCIIiAXKEHb:

e IInane60-KOHTPOJIbLOBaHE KITiHiYHE MOCTiAKEeHHs TPUBAJIICTIO 6 MiCSAIIiB 3a
y4acTio 187 xjonmiB Ta AiB4YaT micasa mo4YaTKy MeHCTpyaLiu BikoM Big 10 mo
17 pokis. IlamieHTH, IKi OTpUMYyBaJu JIIKyBaHHS aTopBacTaTUHOM y 4031 10 Mr
a6o 20 Mr mIOgHS, MaId 3arajoM nomioHui mpodine HebaxkaHUX pPeakIlii mo
TAKOI'0 y IAalliEHTIB, siKi oTpuMyBasnu mninaiebo. Y 11boMy By3bKOMY
KOHTPOJILOBAHOMY [OCJIiI?KeHHi He OyJI0 BUSIBJIEHO 3HAYYLIOTO BIJIUBY
ImperaparTy Ha picT abo cTaTeBe MO3piBaHHS XJIOIMIIiB ab0 Ha TPUBAJIICTh
MEHCTPYyaJIbHOI'O IIUKJIY y AiB4YarT.

e TpupiuHe BiIKpHUTe HEKOHTPOJIbOBaHE OOCIIAXKEHHA 3a y4acTio 163 giTei BikoMm
Big 10 mo 15 poOKiB 3 reTepO3UTrOTHOI CiMEUHOI0 rilepxojieCTepUuHEMI€0, 01
SIKUX ITimOupanu mo3y OJis JOCSTHEeHHS IiIbOBOro pPiBHSA xonectepuny JITTHIIL <
130 mr/mon (3,36 mmonb/n). be3neka Ta eheKTUBHICTE 3aCTOCYBaHHSA
aTopBacCTaTUHY IIpU 3HUXKeHHI xonecTtepuny JIITHII, gk npaBuso, BiAoBigamOTh
IIOKa3HUKaM, SKi CIIOCTepIrajiucs y JOPOC/IUX alli€HTIB, He3BaXaluu Ha
o0MeKeHHS TJIaHy HEKOHTPOJILOBAHOT'O AOCTiIXKEHHS.

HeoOxigHa KOHCYyJbTAallid AiBYAT IiCJIsA MOYaTKy MEHCTpPYyallill og0 KOHTPalenIii,
SIKIIIO I1e HOPEeYHO [Jid MallieHTa.

[ToBrocTpoKOBO1 e(peKTUBHOCTI Tepallil aTopBacCTaTUHOM, PO3MI0YaTOl B TUTUHCTBI OIS
3MEHIIEHHs 3aXBOPIOBAHOCTI Ta CMEPTHOCT] Y JOPOCJIOMY Billi, He BCTAHOBJIEHO.

Bes3neka Ta epeKTUBHICTD Tepallil aTopBaCTaTUHOM He BCTAaHOBJIEHA [IJIS OiTEM BiKOM
0o 10 poKiB 3 reTePO3UTOTHOIO CIMEUWHOIO TillepXoJieCTePUHEMIERO.

I'omo3uzomHa cimeltiHa 2inepxosiecmepuHemis

Kniniuna epekTUBHICTE ITpemaparty y mo3ax a0 80 mr/mo0y mpoTsaroM 1 poky Oyma
OLIiHEHa Y HEKOHTPOJIbOBAaHOMY HOOCIIII?KEHHI y Nalli€HTiB 3 TOMO3UTOTHOIO CIMENHOIO
rirepxonecTepuHeEMIi€l0, IO IKOT0 OyJI0 BKIIIOYEHO 8 fmiTei.

Ilepeno3yBaHHs

CrnenudigHOTrO IiKyBaHHS IepeJo3yBaHHSA aTOpPBaCTaTUHOM HeMae€. Y pasi
rmepeno3yBaHHS IAlliEHTa CIIif JIIKyBaTU CUMIITOMAaTUYHO Ta NPU HeOOXigHOCTI
3aCTOCOBYBaTH IIiATPUMYIOYi 3axoqu. Yepe3 BUCOKUU CTYHIiHb 3B sI3yBaHHSA IIpelnapaTry
3 OimKaMu IIJ1a3MU He CIIiJl O4iKyBaTy 3HA4YHOTO MiICUIE€HHS KIJIipeHCY aTopBacTaTUHY
3a OOIIOMOTI0OI0 reMopiai3y.



IToGiuni epexTn

Y 3B’43Ky 3 TUM, III0 KJIiHIYHI JOCIIOXKEeHHS IPOBOOATHCS Yy PI3HUX YMOBaX, 4aCTOTY
BUHUKHEHHS HeOaxkaHUX peakxllii, 110 CIIOCTEePIraroThCs ITiM Yac KITiHIYHUX
OOCITiIKeHb JIiIKapChbKOTro 3aco0y, He MOKHa 0e3mocepenHbO ITOPiBHIOBATH 3
IIOKa3HUWKaMHi, OTPUMaHUMHU IIi[] YaC KIIHIYHUX OOCHIAXKEeHb 1HIIIOT O JIIKapChKOTI 0
3aco0y, Ta BOHM MOXKYTh He BiANOBiaTH IMOKa3HUKaM 4aCTOTH, 10 CIIOCTEPIraloThCSA Y
KJTIHIYHIN ITPaKTHULI.

3rigHo 3 JaHUMU KIIIHIYHUX OOCIiAXKeHb aTopBacTaTuHy cepern 16066 nanieHTiB (8755
OTpUMYBaIX aTopBacTaTuH Ta 7311 oTpuMyBanu mnanebo; BiKOBUM Ogialra3oH

10-93 pokwu, 39 % xkiHokK, 91 % eBporeoigHol pacu, 3 % HerpoigHoi pacu, 2 %
MOHTOJIOIgHOI pacu, 4 % iHli) 3 MeiaHOO TiKyBaHHS, 1110 CTaHOBUIa 53 TUXHIi, 9,7 %
Mali€eHTiB, Ki OTpUMYyBaJIl aTopBacTaTuH, Ta 9,5 % mali€eHTiB, AKi OTPUMYyBaslu
m1aiedo, IPUITMHUIN 3aCTOCYBAaHHS MpelapaTy depe3 HebaxkaHi peakirii, He3aIexkHOo
Bil IPUYMHHOTO 3B’SI3KY 3 IIpernapaToM.

[T'ssTh HaMmoMIMPEHIMMX HebaxkKaHUX pPeaklliil y MallieHTiB, AKi OTPUMYyBaIu IiKyBaHHS
aTopBaCTaTUHOM, 10 IIPU3BOOUJIN [0 IPUIIUHEHHS 3aCTOCYBaHHS aTOpPBaCTaTUHY Ta
TPaNJISaIUCS 3 Y4aCTOTOI0, BUIIOKO HiXK y rpyIi nnanebo: mianris (0,7 %), miapes

(0,5 %), uynora (0,4 %), migBuIilleHHS PiBHA anaHiHaMmiHoTpaHchepasu (AJIT) (0,4 %)
Ta nediHkoBux ¢epmeHTiB (0,4 %).

Y mailieHTiB, sIKi OTpUMYyBaJu JIiKyBaHHS aTOPBAaCTaTUHOM Y IJ1alie60-KOHTPOIbOBAaHUX
mociimkeHHsx (n=8755), HaWvacTillle crocTepiranucs Taki HeGaxaHi peakiiil
(wactoTta BunankiB 2 % abo Oinblile Ta BUIlE, HiXK Y TPYIIi niaiedo), He3alexXHOo Bif
MMPUYUHHOTO 3B’13KYy: Ha3ogapuHriT (8,3 %), apTpanris (6,9 %), niapes (6,8 %), 6inb y
KiHIiBKax (6,0 %) Ta iHdeKIlis cedoBUBigHUX Hisaxis (5,7 %).

Y Tab6mnuiii 6 migcyMOBYETHCS YacTOTa KITiHIYHNX HeOakaHUX peakllii, He3aJlexKHOo Bif
IMMPUYUHHOTO 3B’sSI3KY, 3apeecTpoBaHuX y 2 % mallieHTiB abo OinbIlle Ta 3 4aCTOTOIO,
BUIIIOI0, HiXK y IrpyIi niaie0o, y Nali€eHTiB, IKi OTpUMYyBaJiu JIiKyBaHHS
aTopBactaTuHoM (n=8755), 3a ganumMu 17 1m1aied0-KOHTPOIbOBAHUX OOCTiOXKEHb.

Tabnuiga 6.

Kniniuni HeGaxaHi peakxiiii, 1110 BUHUKanu y 2 % MmauieHTiB Ta Oinbline, siki oTpuMyBaliu
JIiIKyBaHHS OyIOb-IKOI0 MO3010 aTOPBACTaTUHY, Ta 3 YaCTOTOI0, BUILOIO, HiXK y IpyIi
miane6o, He3aJlekKHOo Biff IPUYUHHOTO 3B’ 13Ky (% malieHTiB).



Byns-sika

Oinp

] 10 Mmr 20 Mmr 40 mr |80 mr ITname6o
HebaxkaHa peakiis* mo3a
N=3908 |[N=188 [N=604 [N=4055 [N=7311
N=8755
Haszodapusrit 8,3 12,9 5,3 7 4,2 8,2
ApTtpanris 6,9 8,9 11,7 10,6 4,3 6,5
Iiapes 6,8 7,3 6,4 14,1 5,2 6,3
Bine y KiHIIBKax 6 8,5 3,7 9,3 3,1 5,9
I . .
H(i)eK.I_IIH CEeYOBUBITHUX 5.7 6.9 6.4 3 41 5.6
IIIJISIXiB
Hucrmerncis 4,7 5,9 3,2 §) 3,3 4,3
Hynota 4 3,7 3,7 7,1 3,8 3,5
M’s130BO-cKenieTHUM Oinb (3,8 5,2 3,2 5,1 2,3 3,6
M’s130Bi cna3Mu 3,6 4,6 4,8 5,1 2,4 3
Mianrist 3,5 3,6 5,9 8,4 2,7 3,1
Be3conusa 3 2,8 1,1 5,3 2,8 2,9
QapuHTOIapuHTeaIbHUU
2,3 3,9 1,6 2,8 0,7 2,1

* HebaxkaHa peakirisi > 2 % y Oyab-sKilt go3i Oinbiiie, HixXK y rpymni miaamnebo

Mo inmux HebGaXKaHUX pPeakllili, IPo SKi IIOBiMOMIISIJIOCS IIill YacC OOCIIiIXKeHb,

HaJIe2KaThb:




3azanvHi NOpyweHHA: BIHUYTTS He3OyKaHHS, MipeKCid.

3 60Ky mpasHoi cucmemu: MIJTYHKOBO-KUIIKOBUM TUCKOMGOPT, BifpHUKKa, METEOPU3M,
renaTuT, X0JIecTas.

3 60Ky ckesilemHo-M’ 30801 cucmemu: M’I30BO-CKeJlIeTHUY 0inb, mimBuUIeHa
BTOMJIIOBAHICTh M’513iB, Oinb y 1mini, HaOpsiKaHHS CyTJi00iB, TeHOUHONAaTia (iHomi
yCKJIagHEeHa PO3PUBOM CYXOXKUJIIS).

3 60Ky Memaboai3mMy ma xap4yyeaHHs: MiABUINIEHHS TpaHCaMiHa3, BimXuneHHs Bif
HopMHU QYHKITIOHATBPHUX ITPOO MediHKY, MimBUIIIeHHS PiBHSA TyKHOI ¢pocdaTa3u B
KPOBI, IMiaBUIIIeHHS aKTUBHOCTI KpeaTuHPOCOKiIHA3H, TinepriiKkeMis.

3 60Ky Hepsosoi cucmemu: KOIIMapHi CHOBUIIHHS.

3 60Ky OuxasnbHOi cucmemu: HOCOBa KpoBOTEeYa.

3 60Ky wkKipu ma ii npudamkia: KPOITUB'sTHKA.

3 60Ky opaaHie 30py: HEUITKICTh 30Dy, MOPYIIEHHS 30pY.

3 60Ky opeaHis cayxy ma piHOB8a2u: IIyM Yy ByXaX.

3 60Ky ceuocmamesoi cucmemu: ITeHKOIUTOYPisI.

3 60Ky penpodykmuBHOi cucmemu ma MO/A0YHUX 3a/103: TiIHEKOMacCTis.

Bci mo6iuHi peakilii MpuBegeHO 3a CUCTEMOIO KJIaCiB Ta OpraHiB Ta YaCTOTOIO: OyXKe
gacTto (= 1/10), wacTto (=1/100 - <1/10), HeuyacTo (=1/1 000 - <1/100), pigko
(=1/10000 - <1/1000), nyxe pigko (<1/10 000), yacToTa HeBigoMa (He MOXYTb OyTHU
OIliHeHi 3a HasIBHUMU OAHUMH).

3 60Ky Hepsosoi cucmemu: 9aCTO - TOIOBHUY 0iflb; HEYACTO - 3aITaMOPOYEHHS,
rmapecTesis, rimecTesis, AKUCTeB3isi, aMHe3isd; pigko - mepudepruyHa HEUPOIIATIA.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: 4YaCTO - 3alI0p; HeYacCTo - TaHKPeaTHT,
OJIIOBaHHA.

3 60Ky onopHO-pyxo80i cucmemMu ma Cno/Ay4YHOi MKAHUHU: 9acTo - Oinb y cyriobax,
Oinb y cuHi; pigkKo - Miomnartis, Mio3uT, pabmoMiosis.

3aezanvHi po3nadu: HeYacCToO - acTeHisd, Oinb y rpyasax, nepudepudHi HaOpsSIKY,
CTOMJIIOBAHICTh.

3 60Ky 06MiHY peuosuH, Memaboai3mMy: HeHYaCTO - Timorjikemis, 30iIbIIeHHS MacHu
Tijla, aHOPEKCis.



3 60Ky nediHKU i 208Y0BUBIOHUX W sXi8: MyXKe PimKo - Me4YiHKOBa HEIOCTATHICTh.

3 60Ky wkKipu ma niOwWKIpHOI KAIMKOBUHU: HEYACTO - IIKipHi BUCUIIAHHSI, CBEPOiK,
asionenisi; pigKo - aHTi0OHEeBPOTUYHUM HaOPsK, Oy/IbO3HUM AepMaTUT (Y TOMY YHCIIi
MyJIbTU(OPMHa epuTeMa), CHHApPoM CTiBeHca-[[?>KOHCOHAa Ta TOKCUYHUU

eligjepManbHUN HEKPOJIi3, TiXeHOoIgHa peakilis, CIIpuYrNHEeHa JTIiKapChbKUM 3aC0o00M.

3 60Ky pecnipamopHoi cucmemu, op2aHie 2pyOHOI KaimKu ma cepedocmiHHs: 94acTo -
0inb y ropsi Ta ropraHi.

3 60Ky Kpoei ma aimpamuyHoi cucmemu: piTfKo - TPOMOOITUTOIIEHIsI.

3 60Ky cyOuH: PimKO - BAaCKYJIiT.

3 60Ky iMyHHOI cucmeMmu: 4acCTO - aJIePrivyHi peakirii; myxe pigko - aHadimakcis.
3 60Ky opeaaHie 30py: HEYACTO - 3aTyMaHEHHS 30pY.

JlabopamopHi NOKa3HUKU: 9aCTO - BiIXUJIEHHS Pe3ylIbTaTiB QYHKIIOHATIBHUX IIPOO
eyviHKH, migBumieHHss akTUBHOCTI KOK KpoBi; He4acCcTo - TO3UTUBHUM pe3yibTaT
aHaJIi3y Ha BMICT JIEUKOLIUTIB y cedi.

Ak i mpu 3acTocyBaHHi iHmux iHridiTopiB 'MI'-KoA-penyKkTa3u, y Nalli€eHTiB, SKi
OIpUMMalId aTOpPBacTaTHUH, CIIOCTePiraay NigBUILEHHS aKTUBHOCTI TpaHCaMiHa3
cupoBaTKu KpoBi. LIi 3mMiHu 3a3Buyait 6ynu ci1abko BUPaKeHUMU, TUMYAaCOBUMU Ta He
nmorpebyBanu BTpy4daHHs abo0 nikyBaHHs. KimiHiuHO 3Ha4yIle MigBUINEeHHS aKTUBHOCTI
TPaHCaMiHa3 CUPOBATKU KPOBi (IepeBUIlleHHSI BePXHbOI MexKi HopMHU OilbIll HiXK y 3
pa3u) cunoctepiranu y 0,8 % mallieHTiB, AKi IpuiiManu aTopBacTaTuH. lle migBUIIeHHSA
MaJio I0303ajIeKHUM XapakTep Ta O0y/10 000POTHUM Y BCiX Malli€HTiB.

Y 2,5 % malieHTiB, gKi NpuiiMalid aTOpBaCTaTHUH, CIIOCTEPiraar 3pOCTaHHs aKTUBHOCTI
KpeaTUHKiHAa3u CUPOBATKH KPOBI, 1110 OiNTBII HixK YV 3 pa3u NepeBHUIllyBajia BEPXHIO
MexKy HopMHu. Lle 36iraeThcs 3i cmocTepekeHHSIMU PU 3aCTOCYBaHHI iHIINUX
inridiTopiB 'MI'-KoA-penykTas3u y xofi KiiHiuHuX gociigxkeHb. Y 0,4 % malieHTiB, sgKi
OTpUMYBAaJId aTOpBacTaTHUH, CIIOCTEPIraJucs piBHi, 110 IIEePEBUILyBaId BEPXHIO MEXKY
HopMu Oinbin HiK y 10 pa3sis.

[ToGiuHi peakiril, SKi BUHUKIIU i Yac KIiHIYHUX OOCIIiOXKeHb: iHpeKIlis
CEeYOBUBIOHOTO TPAKTYy, LIyKPOBUil miabeT, iHCYbT.

Y mocnigxkenHi ASCOT (Anglo-Scandinavian Cardiac Outcomes Trial), ssKke BKiIto49ano
10305 yuacHukiB (BikoBuu miana3oH 40-80 pokis, 19 % xkiHoK; 94,6 % npeacTaBHUKIB
€BpomneoigHoi pacu, 2,6 % nmpencTaBHUKIB HerpoigHoi pacu, 1,5 % miBoeHHO-
a3iiChKOro MOXOoOXKeHHs Ta 1,3 % 3MilIaHOTr0 IMMOXOAXKEHHS/IHIIINX), IKi OTPUMyBaIu
JIIKyBaHHS aTopBacTaTUHOM y Ho3i 10 mr mopgerHo (n=5 168) abo mmamebo (n=5 137),



npodinb 6e3MeKy Ta IEPEeHOCUMOCTI Tpemnapary y MallieHTiB, sIKi OTpuMyBasiu
aTopBacTaTHUH, OYB IIOPiBHIOBAHUM 3 TaKKUM Yy I'PYIIi Ij1aiedo BIIPOOOBXK I1epioay
[IOJaJIbIIOTrO CIIOCTEPEXKEHHS 3 MediaHO TPUBAJIOCTI 3,3 POKY.

Y mocnigxenHi CARDS (Collaborative Atorvastatin Diabetes Study), ske Bkiro4asno
2838 nanieHTiB (y BikoBOMYy miama3oHi 39-77 pokis, 32 % xiHOK; 94,3 %
IpeACTaBHUKIB €BPOIIE0IAHO] pacH, 2,4 % miBOeHHO0-a3iliChbKOro noxomxkeHHs, 2,3 %
adpo-kKapubcrKkoro nmoxomKeHHs Ta 1 % iHmux) 3 HykpoBuMm maiabetom II Tumy, ski
OTPUMYBAJIU JIiKyBaHHS aTopBacTaTUHOM y mo3i 10 Mr Ha moby (n=1 428) abo nnaebo
(n=1 410), He criocTepiranocs KOOHOI Pi3HUIII V¥ 3arajbHill YacToTi HeOaxKaHUX
peakiriii abo cepiio3HUX HebaKaHUX peakllii MiXK rpyrnaMu JTiKyBaHHS BIIPOIOBXK
Iepioay MomanbIIoro CIIOCTEPEXKEHHS 3 MeiaHow TpuBaocTi 3,9 poky. IIpo xkoaHi
BUTIAKU pabaoMiosni3y He IMOBigoOMIIsAIIOCS.

Y mocmigxkenHi TNT (Treating to New Targets Study), sske Bkmtodano 10001 marierTa
(BikoBuU miama3oH 29-78 pokis, 19 % xkiHok; 94,1 % npencTaBHUKIB €BPONEOITHOL
pacu, 2,9 % npencTaBHUKIB HerpoigHoi pacu, 1,0 % mpeacTaBHUKIB MOHTOJIOIIHOIL
pacu Ta 2,0 % iHImmMx) 3 KJIiHIYHO BUPaXKeHOoI0 iIleMidyHO010 XBOPOo0OO0Io ceplis, sIKi
OTpPUMYBa/IX aTopBacTaTuH y mo3i 10 Mr Ha moby (n=5006) aGo aTopBacTaTuH y A03i
80 mr Ha mo0y (n=4995), cmocTepiranucs OinbIll cepio3Hi HebaxkaHi peakiril Ta
BUIIQOKY ITPUNIUHEHHS 3aCTOCYBaHHS IIpemnapaTy Yyepe3 HebOaxKaHi peakiiii y rpyii
MaIi€eHTIiB, Ki OTPUMYBa/JIM BUCOKIi Ho3u aTopBacTtaTtuny (92, 1,8 %; 497, 9,9 %
BiITIOBIAHO), MOPIBHSAHO 3 IPYIOI0 MAIli€HTIB, Ki OTPUMYyBaJii HU3bKi O3U IIperapaTry
(69, 1,4 %; 404, 8,1 % BigmoBigHO), BIIPOAOBXK II€PioAy MOOaIbIIOr0 CIIOCTEPEKEHHS 3
MemiaHo TpuBanocTi 4,9 poky. CTi¥Ki mimBuIieHHs piBHSA TpaHcaMiHas (y 3 pa3u abo
Oinbliie BUIlle BEPXHBOI MeXKi HOPMH, [Bidi BupomgoBxk 4—10 gHiB) criocTepiranucs y 62
(1,3 %) ocib, sKi oTpuMyBanu aTopBacTtaTuH y mo3i 80 mr tay 9 (0,2 %) ocib, aki
oTpuMyBanu atTopBacTtaTuH y go3i 10 mr. [TigBumnienHs piBHiB KK (y 10 pa3siB abo
OinbIlle BUIlle BEPXHbOI MeXKi HOpMaIbHOTO [Aiama30Hy) OyJiM 3arajioM HU3bKUMHU, ajie
OyJiy BUIIUMHU Y TPYIIi HaIliEHTIB, SKi OTPUMYyBaJId BUCOKIi 03U aTopBacTtaTuny (13,
0,3 %), TOPIBHSHO 3 I'PYIIO0 IALI€HTIB, 10 OTPUMYBAJIM HU3bKI 003U aTOPBACTaTUHY
(6, 0,1 %).

Y mocnipgxenHni IDEAL (Incremental Decrease in Endpoints through Aggressive Lipid
Lowering Study), sike Bkmtodano 8888 mailieHTiB (y BikoBoMy miana3oHi 26—80 pokis,
19 % xinok; 99,3 % npencTaBHUKIB €BpoIrieoigHol pacu, 0,4 % mpencTaBHUKIB
MOHTosnoigHol pacH, 0,3 % npencraBHUKIB HerpoinHol pacu Ta 0,04 % iHimx), sKi
OTPUMYBa/IX aTopBacTaTuH y mo3i 80 mr/moby (n=4439) abo cuMBacTaTUH y OO3i
20-40 Mmr Ha o0y (n=4449), He crocTepirasocs KOOHOI BiTMiHHOCTI y 3arajbHii
4acTOTi HebaxKaHUX peakIliti abo cepiio3HuX HebaxKaHUX peakllii MiXK rpymaMu
JIIKyBaHHS BIPOOOBXK II€Pioay IOOAJIbIIOr0 CIIOCTEPEXKEHHS 3 MelaHO TPUBAJIOCTL
4,8 pokKy.



Y mocnigxxenni SPARCL (Stroke Prevention by Aggressive Reduction in Cholesterol
Levels), ske Bkmoudano 4731 nanieHTa (BikoBu# miana3oH 21-92 pokwu, 40 % XKiHOK;
93,3 % mpeacTaBHUKIB €BporeoigHol pacu, 3,0 % mpeacTaBHUKIB HETPOIOHOI pacH,
0,6 % npencTaBHUKIB MOHTO0JI0igHOI pacu Ta 3,1 % iHmux) 6e3 KITiHiYHO BUpPaXKeHOol
ilmeMigHOl XBOpOOU cepllsd, aje 3 HasIBHICTIO B aHaMHe3i iHCYyIbTy a00 TPaH3UTOPHOIL
imemigHol aTaku (TTIA) npoTaroMm nomepenHix 6 MicsIiB, SKi OTpUMyBaJu
aTopBacTaTuH y mo3i 80 Mr (n=2365) a6o nnanedo (n=2366), yIIpoOoBxK Iepiomy
IIOJaJIbIIOrO CIIOCTEPEXKEHHS 3 MefiaHO TpUBasoCTi 4,9 poKy criocTepiranacs Builla
4acTOoTa BUIIAAKiB CTiMKOT0 MiABUINIEHHS PiBHSA MEYiHKOBUX TpaHcaMiHa3 (y 3 pa3u abo
OinbIlle BUIlle BEPXHbOI MeXKi HOpMHU [Bidi BmpogoBxkK 4—10 OgHIB) y IpyIIi Dalli€HTIB,
siKi oTpuMyBanu atopBactaTuH (0,9 %), mopiBHSHO 3 rpynoio nnanebo (0,1 %).
Bunapku nigBuIlieHHS piBHA KpeaTuHKiHa3u (y 10 pa3iB Bullle BEPXHbO1 MEKi HOPMU)
Oynu piOKiCHMMHU, ajie CIIOCTepiraaucs JacTille y TPyIli NalieHTiB, IKi OTpUMYyBalIu
atopBacTtatuH (0,1%), HiX y rpymi mnaiebo (0,0 %). LlykpoBuit giabet OyB
3apeecTpoBaHu K HebOaxKaHa peakilid y 144 manienTis (6,1 %) rpymnu, 1o
OoTpuMYyBaJjla aTopBacTaTuH, Ta y 89 nauieHTiB (3,8 %) rpymnu mnnaiebdo (OuB. PO3Mis
«OCco6IMBOCTI 3aCTOCYBAaHHS»).

[Tpu post-hoc aHani3i MpogeMOHCTPOBAHO, 110 aTOPBACTaTHUH Yy A03i 80 MI 3MeHIITyBaB
4aCTOTY imeMigHoro iHcynbsTy (218 3 2365, 9,2 %, npotu 274 3 2366, 11,6 %) Ta
MigBHIyBaB YaCTOTY BUIIAAKIB reMoparigyHoro iHcynbsTy (55 3 2365, 2,3 %, npotu 33 3
2366, 1,4 %) nopiBHsHO 3 maledo. YacToTa BUIIAOKiIB JIeTAJIbHOTO TeMOPariyHoro
iHCynbTy Oyna mofiObHoI0 MixK rpynamu (17 BUIlagKiB y TpyIli aTopBacTaTUHY
nmopiBHSHO 3 18 BunagkaMu y rpyi miame6o). YacToTa BUNaagKiB HEJIETaTbHOT O
reMoparigyHoro iHCcynbTy Oyjia 3HaYHO BUILOIO Y I'PYIIi MMalli€HTIB, IKi OTPUMYyBallu
aTopBacTaTuH (38 BUNaOKiB HEJIETAIbHOTO reMOpPariYyHoro iHCyIbTy), HOPIBHSIHO

3 rpynoo ninaiebo (16 BunangkiB HeJleTaJIbHOIO TeMOpParidyHoro iHCybTy). BusiBunocs,
1110 ITaLliEHTH, AKI BCTYIIUJIU OO0 OOCIIIOXKEHHS 3 reMopariyiuM IHCYJIbTOM B aHaMHe3i,
OTpUMaJiu HigBUIIEHUU PU3UK reMoparigyioro iHcynbsTy (7 (16 %) aTopBacTaTuH IIPOTHU
2 (4 %) nnnaedo).

3HauyIIuX BIIMIHHOCTEN MiXK I'pyllaMu JIiIKyBaHHS IIIOAO JIETAJIbHOCTI 3 YCiX IPUYUH
He crocTepiranocs: 216 (9,1 %) y rpymi, o oTpuMyBajia aTOpBaCTaTUHY O03i

80 mr/mo6y, mpotu 211 (8,9 %) y rpymi nname6o. YacTuHa mallieHTIiB, SKi moMepiu
yepe3 CepleBO-CYyAUHHY I1aToJIOTiio, OyJla YuCceIbHO MEHIIIOI0 y TPYIIi MallieHTiB, IKi
oTpuMyBaiu aTopBacTaTuH y go3i 80 mr (3,3 %), HiX y rpymni mwiamebo (4,1 %).
YacTuHa Malli€EHTiB, SIKi IIOMEP/u He Yepe3 cepleBO-CYIUHHY I1aToJoTiio, Oya
4uCeJIbHO OiNbIIIOI0 Y TPYIIi MAIliEHTIB, SKi OTPUMYyBaJu aTopBacTaTuH y mo3i 80 mr
(5,0 %), Hix y rpyni nname6o (4,0 %).

IToGiuHi peakiril Imig Yac KJIiHIYHUX JOCIiIXKeHb 3aCTOCYBAHHS aTOPBACTATHUHY V OiTeH




ITig yac 26-TUKHEBOTO0 KOHTPOJILOBAHOTO AOCIIAXKEHHS y XJIOIIIB Ta Y OiBYaT MHiCIsa
MOYaTKy MEHCTpPYyalliid 3 TeTePO3UTOTHOIO CIMENHOIO TrinepxojecTepuHeMiero (y Billi Bif
10 mo 17 pokiB) (n = 140, 31 % — xkiHo4ol cTaTi; 92 % — npegCcTaBHUKH €BPOIEOIOHOI
pacu, 1,6 % — npexncTaBHUKY HerpoigHol pacH, 1,6 % — nmpeacTaBHUKN MOHTOJIOITHOI
pacu Ta 4,8 % — npeAcTaBHUKM iHIINX €THIYHUX I'PyI) Ipodins 6e3neKu Ta
IMepPeHOCUMOCTi aTopBacTaTUHY y A03i Big 10 Mr mo 20 Mr Ha moOy SIK MOIMOBHEHHS [0
OieTU OJisi 3HUXKEHHS 3arajlbHOr0 XOJIeCTepUuHyY, piBHA xonectepuny JIITHII Ta piBHA
aroninonpoTeiny B O0yB 3aranomM nomi6HuM mo mpodinio niaiebo.

Iloceid nocmpeecmpauyiliHo20 3aCMOCYB8AHHA Npenapamy.

[TpoTSATOM ITOCTPEECTPALIIMHOTO 3aCTOCYBaHHS aTOpBaCcTaTUHY OyJiu BUSBIIEHI
HUXK4Ye3a3HaueHi HeOaxkaHi peakiil. OCKiTbKY ITPO 1i peakilil MOBifOMIIIEThHCSA Ha
noOPOBiIBbHIM OCHOBI Bif IOMYIAIlil HEBIMOMOI YMCEIbHOCTI, HE 3aBXKIU MOXKHa
NOCTOBIPHO OIIIHUTH IX YaCTOTy ab0 BCTaHOBUTHU NPUYUHHO-HACIiITKOBUM 3B’ SI30K i3
3aCTOCYBaHHSM IIpenapary.

ITo HebaxkaHUX peakxllii, TOB’I3aHUX i3 JTIKyBaHHSM aTOpPBaCTaTUHOM, 3aPEECTPOBAHUX
[IiCJIA BUXOQy IIperapaTy Ha pPUHOK He3aJIeXXKHO Bifl OLIHKY IPUYMHHO-HACIIAKOBOI'O
3B’sI3KY, HajlexkaTh: aHadinakcisg, aHrioHeBpOTUYHUM HAOPSAK, OyIb03HI BUCUIIaHHS (Y
TOMY YHCJIi eKCyJaTuBHa MyIbTU(OPMHA epuTeMa, CHiHAPOM CTiBeHCca—[I2KOHCOHa Ta
TOKCUYHUH eIllilepMaJbHUM HEKPOJIi3), pabmoMioni3, Mio3uT, migBuineHa
BTOMJIIOBaHICTh, PO3PUB CYXOXKWUJIJIA, JIeTaJlbHa Ta HeJleTallbHa [IeYiHKOBa
HeOOCTaTHICTh, 3alaMOPOYEHHS, Ienpecis, nepudeprnyHa HeUpoIarTisa, MaHKpeaTUT Ta
iHTepcTHUIlianbHa XBopoOa J1ereHb.

Hamgxopunu pigKicHI ITOBiDOMJIEHHS ITPO BHUIIAAKHW iIMYHOJIOTiYHO OIIOCEPEOKOBaHOL
HEKPOTU3YyI0YO0l MiomaTil, TOB’s13aH01 i3 3aCTOCyBaHHSAM CTaTHUHIB (OUB. PO3TiN
«OCcOoOIUBOCTI 3aCTOCYBAHHSI»).

Hapxomunu pigKicHI ImoCTpeecTpallililHi MOBiDOMJIEHHS PO KOTHITUBHI po3magu (Taki
sIK BTpaTa ImaMm’siTi, 6e3nmaM’aTHiCTb, aMHe3is, MOpYyILIeHH ITaM’siTi, CIUTyTaHiCTh
CBiOMOCTi), TOB’sI3aHi i3 3aCTOCYyBaHHSAM CTaTHHIB. L]i KOTHiITUBHI po3manu Oynu
3apeecTpoBaHi MpU 3aCTOCYBaHHI BCiX CTaTUHIB. 3arajioM BOHUM He HaJlexKallu 00
KaTeropil cepiio3Hux HebOaxkKaHUX peakiliii Ta Oyau 0OOPOTHUMHU MiCJIs MPUTTUHEHHS
NPUKMOMY CTATHHIB, MaJld Pi3HUU YacC OO MOYaTKYy IIPOsBY (Big 1 OHS OO KiJIbKOX POKiB)
Ta 3HUKHEHHS (MefiaHa TPpUBaAJIOCTi CTaHOBUJIA 3 THUXKHIi).

[Tig yac 3acTOoCyBaHHS OEeSKUX CTAaTHUHIB Oy/Ix onucaHi Taki HeOaXKaHi ssBUIla: PO3af
cTaTeBOl (PyHKIIi]; BUHATKOBI BUIaJKU iHTEPCTHUIIaJIbHOl XBOPOOU JIETeHiB, 0COOJINBO
i 9ac JOBTOCTPOKOBOTO JIIKyBaHHS.



ITig 9yac TOCTMApPKETHHTOBUX CIIOCTEPEIKEHD IMOBIIOMJISIZIOCS IIPO HMUXKYe3a3HadyeHi

nobiyHi peakirii.

3 60ky Kpoei ma aimMpamuyHoi cucmemu: TPOMOOIUTOIIEHisI.

3 60oky iMyHHOI cucmeMmu: aneprivfi peakirii, aHadinakcis (y Tomy gucii
aHa(iTaKTUYHUN III0K).

3 6oky mMemaboaizmy ma xap4yy8aHHsi: 30iIbIIIEHHS MaCH Tina.

3 60Ky Hepsosoi cucmemu: TOJIOBHUM Oinb, rimecTe3is, gUCcreB3isi, MiacTeHis rpasic.
3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: Oinb y XKHUBOTI.

3 60Ky opaaHie cayxy ma aAabipuHmy: IIyM y ByXax.

3 60Ky opeaaHie 30py: OUYHA MiaCTeHis.

3 60Ky wKipu ma niowkKipHOi KAIMKOBUHU: KPOTIUB'sTHKA.

3 60Ky onopHO-pyxo80i cucmemMu ma cnoAYy4YHOi MKAHUHU: apTpanris, 0ifb y CITHUHi.
3aezanvHi po3aadu: 6inb y rpynsax, nepudepudyHuit HaOpsiK, He3yKaHHS, BTOMA.

JlabopamopHi noKa3HUKU: TIiOBUIIIeHHS aKTUBHOCTI ajlaHiH-aMiHOTpaHCcdepasHy,
OigBUIIIEHHS aKTUBHOCTI KpeaTuH(MOCPOKiHA3u KPOBI.

IToBigoMIEHHS ITPO NOOIYHI peakiril.

[ToBigomreHHs mTpo MoOiYHI peakilii Imicas peecTpaliil TikapchKoro 3acoby Mae
BaXJIMBe 3Ha4yeHHA. lle ma€ 3MOry IpOBOAUTU MOHITOPUHT CIiBBiIHOILIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYBaHHIi ITbOT'0 JIiIKapPChKOIro 3aco0y. MequyHuUM Ta
dbapmaleBTUUYHUM IIpalliBHUKaM, a TaKOXK IallieHTaM abo X 3aKOHHUM
IMpeAcTaBHUKAM CJIil ITOBiHOMIISITH IIPO YCi BUIIaAKH ITiMO3PIOBaHUX ITOOIYHUX peakIlii
Ta BiICYTHOCTi e()eKTUBHOCTI JIiKapChKOTr0 3aco0y yepe3 ABTOMaTH30BaHy
iHpopMatLiiiHy cucTeMy 3 (papMaKOHarasagy 3a nocuaaHHsAM: https://aisf.dec.gov.ua.

TepMiH NpUIAaTHOCTI
3 POKH.
YMoBHu 30epiranus

30epiraTtu B opuriHajabHiM yIIaKOBIIi IIpU TeMIlepaTypi He Buie 25 °C.

30epiraTty y HeIOCTYIIHOMY OJISI OiTeM MicCIIi.



YnakoBka

[To 14 TabneTok y GiicTepax; mo 2 abo 1o 4, abo 1mo 6 6J1icTepiB y KAPTOHHIM YIIaKOBIIi.
KaTeropis Bignycky

3a pelerToM.

BupooHHK

TOB «KYCYM ®APM».



