3ATBEPJIKEHO
Haxa3 MinicrepcTBa 0X0poHH
310pPOB’l YKpaiHu
24.01.2019 Ne 192
PeecTpaniiine mocBigueHHst
Ne UA/9658/01/01
Ne UA/9658/01/02
Ne UA/9658/01/03
Ne UA/9658/01/04

IHCTPYKIIA
JJIS1 METUYHOT0 32CTOCYBAHHSA JiKapPChKOIo 3aco0y

ETCET®
(ATSAT®)

Cknao:

ditoua peuosuna. atorvastatin;

1 Tabnerka MICTUTh aTOpPBACTATHHY KaJbI[il0 €KBiBaJIeHTHO aTopBactaTuHy 10 mr, 20 mr, 40 mr abo
80 mr;

O00NOMIdICHI  peyosunu: JaKTO3M MOHOTIApAT, IEI0I03a MIKPOKPUCTANIIYHA, KaJbLil0 KapOoHaT,
noBiioH K30, HaTpito Kpockapmenno3a, KPEeMHIIO IOKCH KOJOiMHWN O€3BOJHWM, MarHiro creapar,
Opadry 03F84827 posxesnii ;

*Opadry 03F84827 posxesuit: rinpomenosa, Turany giokcuz (E 171), momieTHIeHTIIIKONb, TalbK, 3aiTi3a
okcup uepBonuii (E 172).

Jlikapcbka ¢gopma. Tabnerku, BKpUTi 000JIOHKOIO.

OcHo8HI Pi3uKo-XiMiUHI 81ACMUBOCI:

mabnemku, ekpumi 006010HKo0 10 me, 20 me: Kpyrii IBOOMYKII TaOJIETKH, BKPUTI 000IOHKOIO PO’KEBOTO
KOJIbOpY 3 HarmucoM «10» abo «20» 3 ogHOTO OOKY;

mabnemku, ekpumi 00010HK00 40 me, 80 me: Kpyrii IBOOMYKIIi TaOJIETKH, BKPUTI 000IOHKOIO PO’KEBOTO
KOJIbOPY, TJIaJIeHbKI 3 000X OOKIB.

dapMmakoTepaneBTUYHA Ipyna.
[Ipenapaty, 110 3HUKYIOTh PIBEHb XOJECTEPHHY 1 TPUTIIILIEPUIIB Y CHPOBATIII KPOBI.
[ari6iTopu 'MI'-KoA-penykrazu. Kog ATX C10A A0S.

Dapmakono2iuni eracmueocmi.

Dapmaroounamika.

ETcer™ MiCTMTh aKTHUBHY pPEUOBMHY aTopBacTaTHH. ATOPBACTATUH € CEJEKTMBHHM KOHKYPEHTHHM
iariditopom I'MI'-KoA-penykrasu, ¢epMeHTy, Bif SKOrO 3aJeXHUTh IIBHJAKICTb NEPETBOPEHHA 3-
T1IPOKCU-3-MEeTHITIIyTapuiI-KopepMeHTy A B MeBaJOHAT, PEUOBUHY-MOMEPEIHUK CTEPOJiB, Y TOMY
YHUCIT XOJIECTEPUHY.

B excniepuMeHTaIbHUX MOJEISAX Y TBAPUH aTOPBACTATHUH 3HUKYE PIBEHb X0JIECTEPUHY Ta JIMOMPOTETHIB
y ImJ1a3mi KpoBi UIsaxoM iHri0yBaHHs y niedinii [ MI'-KoA-penykTasu 1 cuHTE3y X0JeCTEPHHY Ta IUITXOM
301IbIIEHHS KITbKOCTI eyinkoBuX peuentopis JITTHIL] Ha moBepxHi KIITHH /7151 TOCUJICHHS MTOTJIMHAHHS
ta kartabomismy JIITHILI; atopBactarun Takoxx 3menmye npoaykyBanHs JIITHII] Ta kinmbpKicTh mux
YaCTHUHOK.



ATopBacTaTHH, AK 1 HOro aeski MeTadoJiTH, € (apMaKOJIOTiYHO AKTUBHUMHU Y JIIOJUHH. | OJOBHHM
MicIieM Jii aTopBacTaTUHY € TeUiHKa, sIKa BIAIrpa€e rojIOBHY pOJb Yy CHHTE31 XOJECTEpUHY Ta KIipeHci
JITTHIL. Ho3a mpemapaTy, Ha BiAMIHY BiJl CHCTEMHOi KOHIIEHTpaIlii mpernapaTy, Kpaiie KOpemroe 3i
3MeHIIeHHsAM piBHSA xonectepuny JIITHIL. [nauBigyansHuil migdip 103u mpenapary Ciij 3A1HCHIOBATH
3JIE)KHO BIJ TEPANEBTUYHOI BiAMOBIAL (IB. po3ain «Crmoci0 3acTOCyBaHHS Ta JO3W»).
Dapmaxokinemuxa.
Ab6copOis.
ATOpBacTaTUH MIBUAKO a0OCOpOyeThCs TMicas MEpOpalbHOTO MPUHOMY Ta MaKCHMalbHa HOro
KOHIICHTpallisl y IIa3Mi KpoBi jgocsaraeTbes mpoTsarom 1-2 rogun. Ctymiae abcopOrmii 3pocTae
NPONOPIIHHO [0 03U aTopBacTaTHMHy. AOCOMIOTHAa O10J0CTYIHICTh AaTOPBACTAaTUHY (BUXITHUMA
JiKapchbKUi 3aci0) cTaHOBUTH NpuOinu3HO 14 %, a cuctemHa O10AOCTYMHICTH 1HTIOYIOUOi aKTUBHOCTI
mono 'MI'-KoA-penykra3u cranoButh npubmusno 30 %. HusbKy cHUCTeMHY IOCTYMHICTB Ipenapary
OB’ SI3YIOTh 3 TIEPEACUCTEMHUM KIIIPEHCOM Y CIIM30BiH 000JOHII MITYHKOBO-KHIIIKOBOTO TPAKTy Ta/abo
NepeCUCTEMHOIO OioTpaHchopmartiero y nmedinii. Xoya i’a 3MeHIIy€e MBUAKICTh Ta CTYIIHb abcopOii
JiKapchKoro 3aco0y mpubiauszHo Ha 25 % ta 9 % BiAMoBigHO, 3 oMLy Ha MOKa3HUKU Cmax Ta AUC
(myomra miJy KPUBOIO «KOHIIGHTpaLisf-dacy), 3HIKEHHsS piBHsA Xxonectepuny JIITHIL € moxiOHuM mpu
MpUHOMI aTOpBACTaTHHY sK 3 DKet, Tak 1 okpemo. [Ipu 3acTocyBaHHI aropBacTaTHHY BBeuepi HOTO
KOHIICHTpaLlis y Iu1a3mi KpoBi Oyna Hmxk4doro (mpubmmsno Ha 30 % 3a mokazHukamMu Cmax Ta AUC),
HDK IIpH paHKoBoMy TpuitoMi. OqHak 3HMKeHHS piBHA xonectepuny JIITHIL € oqrakoBuM He3anexHO
BiJl yacy npuiioMy npemnapary (IuB. po3in «Crocid 3acTocyBaHH Ta 1031»).
Poznogin.
Cepenniii 00’eM po3mnojisly aTopBacTaTHHy cTaHOBUTH npubmusno 381 mitp. [lonax 98 % mpenapaty
3B’SI3y€ThCA 3 OUTKaMu T1a3Mu KpoBi. KoHIleHTpartliiiHe CITiBBITHOIICHHS KPOB/Ijla3Ma, 10 CTAHOBUTH
npubmuszno 0,25, BKa3zye Ha TOraHe NPOHHKHEHHS IMpernapary B €pUTPOLUTH. BBaxkaioTs, 110
aTOpBacCTaTUH 3JaTHUM NpPOHUKATH Yy TpyaHe Mosioko (auB. posautm  «[IpoTunokazanHs» Ta
«Oco0IMBOCTI 3aCTOCYBaHHS»).
MeTtabomi3m.
ATOpBAacTaTUH IHTEHCHBHO METa0OMI3y€eThCS 70 OPTO- Ta MapariApOKCHILOBAHUX MOXIAHUX 1 PI3HUX
npoaykTiB Oera-okucieHHs. [Ipu gocnmimxeHHsx in vitro iHridyBanas [ MI'-KoA-penykra3u oprto- Ta
napariipoKCUIbOBAaHUMH META00IITaMU €KBiBaJIeHTHE 1HT10yBaHHIO aropBacTatuHoM. [Ipubmausno 70 %
IUPKYJIIOY0i  1HT10iTOpHOI akTUBHOCTI 100 ['MI-KoA-penykra3su TOB’sI3aHO 3 aKTUBHUMH
Mmetabomitamu. JlochmiypkeHHsT in  Vitro CBigYaTh TPO BAXKIUBICTH MeETabO0NI3My aTopBacTaTHHY
nutoxpomom P450 3A4 (CYP 3A4), 1o y3ropKy€eThes 3 MABUIIIEHUMHI KOHIICHTPAIIISIMUA aTOPBACTATHHY
y mja3Mi KpoBi JIIOAMHHU IICIS OJHOYACHOTO 3aCTOCYBaHHS 3 €PUTPOMILMHOM, BiIOMHUM IHTiGITOpOM
nporo i3odepmMeHTy (muB. po3nil «B3aemomis 3 IHIIMMH JTIKAPCHKUMH 3aco0amMu Ta IHINI BHUAN
B3AEMOIIIY).
Exckpertis.
ATOpBacTaTUH Ta MOTO META0ONITH BUBOAATHCSA TOJOBHUM YMHOM 3 JKOBUIO IMICHS MEYIHKOBOTO Ta/4u
MO3aMeuiHKOBOTO MeTabomi3My, OJHAK IIeH Mpermapar, OYEBHUJIHO, HE 3a3HAE KHUIIKOBO-TICUIHKOBOT
peuupkysii. Cepeaniii nepiof] HamiBBUBEIECHHS aTOPBACTATUHY 3 IUIa3MU KPOBI JIIOJUHH CTAaHOBUTH
npuOm3Ho 14 roauH, aje TepioJl HamiB3MEHIIeHHsS 1HTIOITopHOT akTuBHOCTI momo ['MI-KoA-
penykTasu ctaHoBUTH Bix 20 mo 30 roauH yepe3 BIUIMB aKTUBHHX MeTaOomiTiB. Ilicis mepopambHOTro
pUOMY Tpenapary 3 Ceyero BUIUTIETHCS MEHIIE HiX 2 % T03H.
Ocobausi nonynayii nayicnmis
[NarieHTH JITHBOTO BIKY.
Konuentparis aropBacratuny y miuasmi € Bumioio (mpubauzno 40 % mis Cmax Ta 30 % mus AUC)
y 37I0POBHX Cy0’€KTIB JITHHOTO BiKY (BIKOM Bil 65 POKIB), HI’K Y MOJOJUX JOPOCIHX MamieHTiB. KiminiuHi
JaH1 cBiIuaTh npo Outbmmid cryminb 3umkeHHs JITTHIL nmpu 3actocyBanH1 Oynb-aK01 403U TIpenapary y
MAIi€HTIB JITHHOTO BIKYy TOPIBHSHO 3 MOJIOAMMH TmamieHTamMu (auB. po3ain  «OcoOnuBOCTI
3aCTOCYBaHHSI»).

iTH.
VYsaBHUI KITIpEHC MTPH TIEPOPATHHOMY NMPUHOMI aTOpPBACTaTUHY B JITEH BUSBUBCS MOIIOHUM JI0 KIIIPEHCY
B JIOPOCJIOT JIFOJMHU MPU MaciITaOyBaHHI aJIOMETPUYHO 32 MAcoOI0 TiJla, OCKUJIbKY Maca Tina OyJia € IMHOI0
3HAYHOKO KOBapiaTO B MOMYJAIMINHINA (apMaKOKiHETHYHIA MOJCNI aTOpBacTaTUHY 13 JaHWUMH, SIKi
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BKJIIOYQJIM JITEH 3 TeTEPO3UTOTHOIO CiMEHHOI0 rimepxoisiectepuHeMieto (y Bimi Bim 10 mo 17 pokis,
n=29), y BIIKpUTOMY 8-TH>KHEBOMY JIOCIiPKEHHI.

Crars.

Konnenrpatisi aTopBacTaTuHy y IU1a3Mi KPOBI JKIHOK BIJIPI3HSETHCS BiJl TaKOi Y YOJOBIKIB (IPUOIN3HO
Ha 20 % Bumie 3a moka3HUKOM Cmax Ta Ha 10 % Hmwkue 3a mokazHukoM AUC). OgHak HeMae KIIIHIYHO
3HAYyIIOi BiAMIHHOCTI y 3HMXeHHI piBHA xonectepuny JIITHIL nmpu 3acTocyBaHHI aTopBacTaTuHy y
YOJIOBIKIB Ta KIHOK.

Hopymienns QyHKIIIT HUPOK.

3axBOpIOBaHHS HUPOK HE BIUTMBAIOTHh HA KOHIICHTPAIIIIO aTOPBACTATHUHY Y IJIa3Mi KpOBi 00 Ha 3HM)KCHHS
XC-JIIHIL, a oTxe, KOpUTYBaHHS J03U Mpernapary [uisd Mali€HTiB 3 MOPYIICHHAMU (QYHKIIi HUPOK HE
noTpione (muB. po3aim «Croci6 3acTocyBaHHS Ta 103M», «OCOOIUBOCTI 3aCTOCYBaHHS ).

lemomianmis.

HesBaxaroun Ha Te, IO 3a y4YacTIO TMAII€HTIB 3 TEPMIHAIBHOIO CTAI€I0 3aXBOPIOBAHHS HHUPOK
JOCIIJIKEHHSI HE MPOBOJAMINCH, BBAKAETHCS, 10 IeMO/Iai3 HE MiJBUILY€E 3HAUYIIUM YMHOM KIIPEHC
aTOPBACTATHHY, OCKLJILKH BiH IHTEHCUBHO 3B’ SI3Y€THCSA 3 OLTKaMH TUIa3MHU KPOBI.

[leyiHKOBA HEJIOCTATHICTB.

Konmnenrtparnii aropBacTaTuHy y TUIa3Mi KpOBI IOMITHO IMJABHINEHI Yy TAIIEHTIB 3 XPOHIYHOIO
AJIKOTOJILHOIO XBOPOOOIO NeuiHKU. 3Ha4eHHS MOKa3HUKIB Cmax Ta AUC y 4 pa3u BuIlll y HAli€HTIB i3
3aXBOPIOBAHHSM TMEUIHKU Kiacy A 3a mkanorw Yainga — [0, V marieHTiB 13 3aXBOPIOBAHHIM MEYIHKHI
knacy B 3a mikanoro Yaiinna — [1'1o 3HadeHHs MOKa3HUKIB Cmax Ta AUC MigBUIYIOThCS MPUOINU3HO 16-
KpatHO Ta 1 1-kpaTHO BianoBigHO (muB. po3ain «IIpoTumnokasanusy).

JlochipkeHHsT B3a€MOIIT JTIKapChKUX 3aC0O0i1B.

ATopBacTaTuH € cyOctpatom mnediHkoBux TpancroprtepiB, OATP1B1 ta OATPIB3 Ttpancmoprepis.
Mertabomnitu atopBactaTuHy € cybctpatamu OATP1B1. ArtopBacTaTuH TakoX i1€HTH(IKYETbCS K
cyOcTpaT euIroKCHOTO TpaHcropTepa OiTka pe3UCTEHTHOCTI paKy Moj104uHoi 3a103u (BCRP), sxuii mosxe
0o0MeXyBaTH KUIIKOBY aOCOPOLito 1 )KOBYHUIN KITIPEHC aTOPBACTATHHY .

Taomums 1
BB ogHOYACHO 3aCTOCOBYBAHMX MpenapaTiB Ha (apMaKOKiHETHKY aTOPBACTATHHY
OpmHOYaCcHO 3aCTOCOBYBaHI1 AToOpBacTaTuH
IIpenapaT Ta PEKUM J03YBaHHS Cnissionowennsa | CniggiOHOWEHHS
Ho3a (mr) & &
AUC Cmax
*lluknocniopun 5,2 Mr/kr/no6y, 10 mr 1 pa3 Ha 100y
. . 8,69 10,66

crablibpHa 103a BIIPOJIOBXK 28 JTHIB

*Tunpanasip 500 Mr 1Bidi Ha 100Yy/
putonaBip 200 mr nBiui Ha 100y, | 10 Mr pa3oBa mo3a 9,36 8,58
7 nHIB

*T'nexanpesip 400 mr 1 pas Ha 100y/

10 mr 1 pa3 Ha 100y

ni6penrtacsip 120 mr 1 pa3 Ha 100y, 7 BIPOOBK 7 HiB 8,28 22,00
JTHIB
# . .
TenaypeBlp 750 Mr xKoxHi 8 TOJIUH, 20 wir pasosa s103a 7.88 10,60
10 muiB
#’ :I: . . . .
CaKB1§a31p 400 mr ZIBidi Ha no0y/ 40 wir 1 pas Ha 106y

puronaBip 400 mr nBiui Ha 100y, BIDOIOBK 4 THiE 3,93 4,31
15 nHiB POt A
*Enbacip 50 mr 1 pas nHa n00y/
rpazonpesip 200 mr 1 pa3 Ha 100y, 13 | 10 Mr pazoBa 103a 1,94 4,34
JIHIB
*Cumenpesip 150 mr 1 pa3 Ha 100y, 40 wir pasora s103a 212 1.70
10 nHiB ’ ’
*Knaputpomimua 500 mr  sgBiui Ha | 80 mr 1 pa3 Ha 100y 454 538
100y, 9 nHiB BIIPOJIOBXK 8 JTHIB ’ ’




# . . .

I{apyHamp 300 mr ZBidi Ha n00y/ 10 wr 1 pas Ha 106y

puronaBip 100 mr nBiui Ha 100y, . 3,45 2,25
; BIIPOJIOBXK 4 NTHIB

9 nuiB

#

41;}:{2;K0H3.30)1 200 mr 1 pa3 Ha 100y, 40 wr pasosa 7103 3.32 1.20

HeTepMOBlp 480 mr 1 pa3 Ha n00y, 20 Mr pasosa 03 3.29 2.17

10 quiB
*®ocammpenasip 700 Mr fBiui Ha
no0y/ putonapip 100 Mr nBiui Ha 10 wr 1 pas na 206}] 2,53 2,84

; BIPOJIOBXK 4 THIB
100y, 14 nuiB
*®ocamnpenasip 1400 mr 2 pasu Ha | 10 mr 1 pa3 Ha 100y

. . 2,30 4,04
100y, 14 nHiB BIPOJIOBXK 4 IHIB
"Hendinapip 1250 mr 2 pasu Ha | 10 mr 1 pa3 na 106y

. . 1,74 2,22
100y, 14 nHiB BIPOJIOBXK 28 NTHIB
# - - .

I'peitndpyrosuii cik, 240 mu 1 pa3 40 wir 1 pas na 106y | 1,37 116
Ha n00y* ’ ;
Hunriazem 240 mr 1 pa3 Ha 100y,

28 i 40 mr 1 pa3 va 1o6y | 1,51 1,00
EpI/IT'pOMII_lI/IH 500 mr 4 pa3u Ha 100y, 10 wir 1 pas na 106y | 133 138
7 nHIB
Awmmonumin 10 mr, pa3oBa 103a 80 mr 1 pa3 Ha o6y | 1,18 0,91
Humernauna 300 mr 4 pasu Ha 100y, | 10 Mr 1 pa3 Ha 100y
5 : . 1,00 0,89

THDKHI BIIPOJIOBK 2 THXKHIB
Konectumon 10r 2 pa3su Ha m00y, | 40 mr 1 pa3 Ha 100y | He 0.74%%
24 TXKHIB BIPOJOBXK § THXKHIB | 3aCTOCOBYETHCS ’
Maanoxe TC® 30 mn 4 pasu Ha 100y, | 10 Mr 1 pa3 Ha 106y

. . 0,66 0,67

17 nuis BIIPOJIOBXK 15 nHIB

Edasiper3z 600 mr 1pa3 nHa mo0y, | 10 Mr BIpoaoBx
; . 0,59 1,01

14 nuis 3 mHIB
*Pudammin 600 mr 1 pa3 nHa 100y,

7 mHIB (mpu onHovyacHomy | 40 mr 1 pa3 Ha 100y | 1,12 2,90
sacrocypanni) '
# .

Pubammin 600 mr 1pas Ha 106, | 4 11 pas a nosy | 0,20 0,60
5 1HIB (OKpEMUMHU J103aMH)

# . . .

Femb16posnn 600 mr 1Bivl Ha 100y, 40 wir 1 pas na o6y | 1,35 1,00
7 1HIB
# .

@ego@16paT 160 mr 1 pa3 Ha 100y, 40 wir 1 pas na 106y | 1,03 1,02
7 1HIB
# .
7B;:iinpemp 800 mr 3 pa3u Ha 100y, 40 wir 1 pas Ha 106y | 2,32 2.66

& CriBBifHOIIEHHA 3a MeETOJAMH JiKyBaHHS (OJHOYACHE 3aCTOCYBaHHS JIKapchbKOro 3acoly 3

aTOPBACTATHHOM Y MOPIBHSIHHI 3 3aCTOCYBaHHSIM aTOPBACTATUHY OKPEMO).

Jlst orpuManHs iHdOpMaItii mpo KIiHIYHY 3HAYYIICTh AUB. po3Ailmm «OcoOIUBOCTI 3aCTOCYBaHHS

Ta «B3aeMois 3 IHITUMU JIIKAPCHKUMHU 3aCO0aMHU Ta 1HII BUAA B3aEMOIII».

*  TloBimomusiocst mpo Oinbimi miaBumeHHss AUC (cmiBBigHomeHHs AUC po 2,5) ta/a60 Chax
(cmiBBigHOMmEHHS Cmax 40 1,71) mpu HagMipHOMY CHOXHUBaHHI rpedndpyToBoro coky (750 mm —
1,2 niTpa Ha 100y abo OibIIe).

** CHiBBIIHOILEHHS, LI0 IPYHTYETbCS HA OJMHWYHIM BuOipui, B3ATiH uyepe3 8—-16 roxm micis
3aCTOCYBaHHS J03H.

" Yepes mexaHisM mojpiiiHOi B3aeMosii pupaMIiHy peKOMEHIYEThCS OJHOYACHE 3ACTOCYBAHHS
aTOpBACTATHHY 3 pU(aMITIHOM, OCKIJTBKH OYJI0 IMTOKa3aHo, 10 BiICTPOYCHUIA TPUHOM aTOpPBAaCTaTHHY
MiCIIs 3aCTOCYBaHHs prdaMIIiHy OB’ A3aHUHN 31 3HAUHUM 3HM)KEHHSM KOHIIEHTpAIlii aTOPBaCTaTHHY
y TUTa3Mi KpOBI.

#
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Y Jlo3a xombiHamii mpemapaTiB cakBiHaBip + PHTOHaBip y IbOMY JOCII/DKEHHI HE € KIiHIYHO
3aCTOCOBYBaHOIO J103010. [1iIBUIIEHHS €KCMO3MUIIiT aTOPBACTATHHY IPU 3aCTOCYBAaHHI y KIIHIYHUX
yMOBax, IMOBIpHO, OyJae BWINMM, HDK Te€, IO CIOCTEpirajgocs y HbOMYy AociipkeHHl. Tomy
3aCTOCOBYBATH Iperapar CiiJl 3 00epekHICTIO Ta y HaHHIKYiH HeoOXiTHIH 7031.

Tabmums 2
BB aTopBactatuHy Ha hapMaKOKIHETHKY OJTHOYACHO 3aCTOCOBYBAHMX JIIKAPCHKUX 3aCO0IB
AropBacTtaTuH OpHOYACHO 3aCTOCOBYBAHMH JiKapChKUM 3aCi0 Ta pEKUM J103yBaHHS
Mpenapat/zio3a (r) Cnisgionowennsn | CniggioHouieHHs.
AUC Cmax
80 mr 1 pa3 Ha
no0y BrponoBxk | AHtumipud 600 Mr ogHOPa30BO 1,03 0,89
15 nHiB
80 mr 1 pas na * Murokcun 0,25 mr 1 pas Ha 106
100y BITPOJIOBK 20 i ’ p AOBY 1,15 1,20
) THIB
10 muiB
40 wir 1 pas Ha Hegop;ngﬂi KOHTpAIENTHBH 1 pa3 Ha
100y BIIPOJIOBXK ALODY, = MICALL 1 1,28 1,23
22 nmis — HOPETHCTEPOH 1 Mr 1.19 1,30
— €TUHUIECTPaAios 35 MKr
Tunpanasip 500 mr 2 pa3u Ha 100y/
10'wr pas na nody pI/IT(I))HaBip I;OO Mmr 2 pfzn Ha /:[06y,y7 JTHIB 1,03 0,96
;261\;]31“52; g}:‘m aocaMHpeHaBip 1400 mr 2 pasu Ha 100y, 0.73 0.82
: THIB
4 nHiB
10 mr 1 pa3 Ha ®ocamnpenagip 700 mr 2 pa3u Ha 100y/
100y BIOPOIOBX putonagip 100 mr 2 pa3u Ha 100y, 0,99 0,94
4 mHiB 14 nHiB

# Nns orpumanHs iHMGOpMaIii Mpo KIIHIYHY 3HAYVINCTH AUB. PO3aii «B3aemomis 3 iHIIMME
y Y
JKapChbKUMHM 3aC00aMU Ta 1HII BUJIA B3AEMOIII.

3acTocyBaHHs aTOPBACTATUHY KJIIHIYHO 3HAUYIle HE BIUIMBAJIO Ha MPOTPOMOIHOBHIA Yac y Malli€HTIB, sKi
OTPUMYBAJIM JOBTOTPHUBAJIE JIIKyBaHHS Bap(HapruHOM.

KuiniuyHi XapaKkTepucTHKH.

Ilokazannusa.

3anobicanns cepyeso-cyOUHHUM 3AX80PIOBAHHAM Y OOPOCIUX

Jlns nopociux manieHTiB 0e3 KIIHIYHO BUPAXKEHO! IMIeMIYHOi XBOpPOOHM cepis, ajie 3 JAeKiIbKoMa

(hakTOpaMu PU3UKY PO3BUTKY IMIEMIYHOT XBOPOOU CEPIIs, TAKUMH SIK BiK, TEOTIOHOTIATIHHS, apTepiaibHa

rinepreH3isi, HU3bpkui piBenp JI[IBIL abo HasBHICTh paHHBOI iIEMIYHOI XBOpOOU cepisl y ciMeitHOMY

anamHe3i, Ercer® moxazaumit mis:
-3MEHIICHHS PU3UKY BUHUKHEHHS 1H(apKTy MioKap/a;
-3MCHIIICHHS PU3UKY BUHUKHEHHSI IHCYIIBTY;
-3MEHILCHHS PU3UKY IPOBEICHHS MPOLEAYDP PeBACKYIISIpU3allii Ta CTEHOKapIii.

JIy1st TopoCcuX MaIi€enTiB i3 IyKpoBuM AiadetoM Il Tumy Ta 6€3 KIiHIYHO BUPAXKEHOT 1IIEMIYHOT XBOPOOH

ceplis, ajie 3 KiIbkoMa (aKTopaMy pU3HKY PO3BHUTKY 1IIEMIYHOI XBOpOOU ceplis, TAKUMU K PETUHOMATI,

aneOyMiHypisi, TIOTIOHOMATiHHS a60 apTepianbHa rimeprensis, npenapar Etcer® mokasannii uis:
-3MEHILIEHHS PU3UKY BUHUKHEHH 1H()apKTy MioKapaa;
-3MCHIICHHS PU3UKY BUHUKHEHHSI IHCYJIBTY.

Jl1is opocnuX MalieHTiB 3 KIHIYHO BUPAXKEHOIO 1IIeMivHOI0 XBOpoOoto cepiist Ercer
-3MEHIIICHHS PU3UKY BUHUKHEHHS HEJICTAIBHOTO 1H(PAPKTy MiOKap/aa;
-3MEHILICHHS PU3UKY BUHUKHEHHS JICTAIHHOTO Ta HENETAIbHOTO iHCYIIBTY;
-3MEHIIEHHS PU3UKY MTPOBEACHHS MPOIEIYP PEBACKYJIISPU3aLlii;

-3MEHILIEHHS PU3UKY TOCHITali3alliil y 3B’ 3Ky 3 3aCTIHHOIO CEpIIEBOIO HEIOCTATHICTIO;

® mokazaHuii IS



-3MEHIICHHS pU3UKY BUHUKHEHHS CTEHOKap/Iii.
Tinepninioemis
Y oopocnux nayicnmis

-5k momoBHEHHSI A0 MIE€TH, MO0 3MEHITUTH MiABHUINEHI PiBHI 3araJIbHOTO XOJECTEPUHY, XOJIECTEPUHY
JITTHILI, anmonimonporeiny B Ta TpuriminepuaiB, a Takox Juisl miABUIIEHHS piBHA xonectepuny JITIBIIL y
NAI€EHTIB 3 TMEPBUHHOIO TiNEPXOJECTEPUHEMIEI0 (TETEpPO3UTOTHOIO CIMEHHOI0 Ta HECIMEWHOI0) Ta
3mimanoro auciimaemiero (tunu [la Ta I1b 3a knmacudikamiero @penpikcona).

-Slk nomoOBHEHHS MO MIE€TH sl JIKyBaHHS TMAII€HTIB 3 MiJBUIICHUMU DPIBHAMHU TPUTIILIEPHIIB Y
cuposari kpoBi (tumn [V 3a knacudikariero Opeapikcona).

-JInsa nikyBaHHsS Mali€eHTIB 3 MEpBHHHOIO aucOeraminonporeinemiero (tum Il 3a kmacudikamiero
®penpikcoHa) y BUNIAJKAX, KOJIH TOTPUMAHHS JIETH € HEOCTATHHO €(PEKTUBHUM.

-JIna 3MeHmeHHs 3arajgbHOrO XoJjectepuny Ta xonectepuny JIITHIL] y mamieHTIB 3 TOMO3UIOTHOIO
CIMEHHOIO TINMEpPXOJIECTEPUHEMIEI0 SK JOTOBHEHHS JI0 1HIIMX TIMOJIMIJAEMIYHUX METOJIB JIIKyBaHHS
(nanpuxiiaz, agepes JITTHIL) abo Ko Taki METOM JIIKyBaHHS HEJJOCTYIIHI.

YV oimeii

- SIx MOTIOBHEHHSI JI0 JIETH JIJIsl 3MEHIIEHHS PIBHIB 3arajJbHOTO XojecTepuny, xonecrepuny JITTHIIL 1
anomnonporeiny By nmiteit Bikom Bimx 10 1o 17 pokiB 3 TIeTEpO3UTOTHOIO  CIMEHHOIO
TepX0JIECTEPUHEMIETO, SKIIO TIC BIAMOBITHOT MI€TOTEpArTii pe3yJIbTaTH aHaJli31B Taki:
a) xonecrepun JITTHIL 3anumaersest > 190 mr/mn (4,91 mmonb/im) abo
0) xonecrepud JIITHII > 160 mr/m (4,14 mmons/n) Ta:
* y CIMEHHOMY aHaMHe31 HasiBHI paHHI CePIIEBO-CYIMHHI 3aXBOPIOBaHHS a00
* nBa abo Oinplle iHMMX (AKTOPIB PU3HKY PO3BHUTKY CEpPLEBO-CYJUHHHMX 3aXBOPIOBAHb MPHUCYTHI Y
TMali€HTa TUTSIYOTO BIKY.

Ilpomunoxazanusa.

- 3aXBOPIOBaHHS MEUIHKU Y TOCTPii ¢a3i, sKe MOXKe BKIIOYATH CTiiiKe MiJBUILEHHS PIBHIB MEYiHKOBUX
TpaHcaMiHa3 HEBIIOMOI €T10JIOTi.

- NnmepuyTnuBicTh 10 OYAb-IKOT0O 3 KOMIIOHEHTIB IIHOT'O JIIKAPCHKOTO 3aC00Yy.

- BariTHicTs.

- Jlakrarms.

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 63aEmooii.
AtopBactaTtut € cyoctpatom CYP3A4 ta tpancnoprepis (Hanpukiaa, OATP1B1/1B3, P-gp abo BCRP).
PiBHI aropBacTaTMHy y TUIa3Mi MOXYTh 3HA4HO IiJBHUILYBATUCS IPH OJHOYACHOMY 3aCTOCYBaHHI
irioiTopiB CYP3A4 Ta TpancnoprepiB. Y Tabnuili 3 HaBeACHO MepesiK MpemapariB, sIKI MOXYTh
30UIBIINTH €KCIIO3UIIII0 aTOPBACTATHHY 1 PU3MK PO3BUTKY Miomarii Ta paboMioizy MpHu OAHOYACHOMY
3aCTOCYBaHHI, Ta PeKOMEHMAIlli IIOJ0 iX JIIKyBaHHs Ta 3amoOiraHHs TaKUM pHU3UKaM (IUB. PO3ILTH
«Oco0mMBOCTI 3acTocyBaHHs» Ta «DapMaKoIOTiyHI BIACTHUBOCTI).

Taomuus 3
B3aemoniss 3 IHIIMMHU JIIKAPCHKUMH 3ac00aMu, sika MOXKe 30UTBIIUTH PU3MK PO3BUTKY Miomarii Ta
paba0MiIOII3Y iJT Yac 3aCTOCYBAHHS aTOPBACTATUHY

Luxnocnopun abo cem@hioposun

PiBHi aTtopBactaTMHy B IIa3Mi 3HAYHO MIABUINYBAIUCS TIPH HMOTO OJHOYACHOMY
3aCTOCYBaHHI 3 LUKIocnopuHoM, iHriOiTopoM CYP3A4 Ta OATPIBI (nuB. po3nin

Kniniuynuit _ . . .

BILIIE «@apmmonormm BJ'.IaCTI/IBOCTl»). Momnortepartis reM¢?16po::’,Hn0M MOXe CHPUIHHATH
Mmionarito. IcHye miABHIIEHMH pPHU3UK PO3BUTKY Miomarii Ta pabaoMionizy MpH
0JTHOYaCHOMY 3aCTOCYBaHHI IIUKJIOCTIOPHUHY a00 reM(iOpo3miTy 3 aTOpBaCTATHHOM.

axomn He pexomeHayeTbcs OJHOYACHE 3aCTOCYBAaHHS LMKJIOCHOPHHY abo remM¢iOpo3mity 3

ATOPBACTATHHOM.

IIpomusipycui 3acobu

Kminiuamii | PiBHI aropBacTaTMHY B IUTa3Mi 3HAYHO IMiJIBHINYBAJIUCS TPH HOTO OJHOYACHOMY
BILJIUB 3acTOCyBaHHI 3 0ararbMa NpOTHBIpYCHUMHU 3aco0amu, siki € iHriditopamu CYP3A4 Ta/abo
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tpancnoprepamu (Hanpukian, BCRP, OATP1B1/1B3, P-gp, MRP2, ta/abo OAT2) (nus.
po3nin «®apmakosoriyHi BIacTUBOCTI»). [loBimomisiiocs mpo BUMAaAKM MiomaTii Ta
pabaoMioizy MpU OJHOYACHOMY 3aCTOCYBaHHI KOMOiHaIii JieminacBip + codocOyBip 3
aTOPBACTAaTHHOM.

3axonun e He pexomeHIyeThCsl OAHOYACHE 3aCTOCYBaHHS KOMOiHamii TUIpaHaBip + pUTOHABIp
a0o ryIeKanpeBip + mOpeHTacBIp 3 aTOPBACTATHHOM.
e V TaIi€eHTIB, SIKI OTPUMYIOTh JIOMIHABIP + PUTOHABIp a00 CUMEIPEBIp, CIiJ OMIHUTH
KOPHUCTH/PU3UK OJHOYACHOTO 3aCTOCYBaHHS 3 aTOPBACTATHHOM.
e V TramieHTiB, AKI OTPUMYIOTh CaKBIHABIp + PUTOHABIP, JapyHaBip + pUTOHABIP,
¢docamnpenasip, pocamnpenasip + puToHaBip, endacBip + rpazonpesip abo JIETEPMOBIp,
Jl03a aTOpBAcCTaTUHY HE MOBUHHA MepeBulyBaTtu 20 Mr.
e V TmaIieHTiB, SKI OTPUMYIOTh HendiHaBip, Jg03a aTOpBacCTaTUHY HE TMOBHHHA
nepepuiryBaTi 40 mr (quB. po3ain «Crocid 3aCTOCyBaHHSI Ta JO3W).
e Crig OUIHUTH KOPHCTH/PU3MK OAHOYACHOTO 3aCTOCYBaHHS KOoMOiHamii sieminmacip +
codocOyBip 3 aTOPBACTATHHOM.
e (i KOHTPOJIIOBATH O3HAKU Ta CHMIITOMH MIOMATii y BCiX MAIli€HTIB, 0COOJMBO Ha
NIOYATKY JIIKYBaHHS Ta MiJ1 yac 301JIbIICHHS 103U Oy1b-SIKOTO Mpenapary.

[Mpuknangu | Tunpanagip + putoHaBip, TJIeKanpeBip + mOpeHTacBip, JIOTIHABIP + PUTOHABID,

CHUMEIIPEBip,  CakBiHaBIp + pUTOHaBip,  JapyHaBip + pUTOHaBip, (ocaMmpeHasip,
(dhocammpeHasip + puToHaBip, enbdacBip + rpazonpesip, JeTepMoOBip, HendiHABIp Ta
aexinacip + cogocOyBip.

Oxpemi azonbHi npomucpubKosi 3acobu abo MaxKposioOHi aHmubiomuKu

Kiniuiuyauit
BIUIUB

PiBHi aTtopBactaTMHy B IIa3Mi 3HAYHO MIABUINYBAIUCS TIPH HMOTO OJHOYACHOMY
3aCTOCYBaHHI 3 OKPEMHMHU a30JbHUMHU MPOTUTPUOKOBUMH 3aco0aMu ab0 MaKpOIiTHUMH
antuOioTnkamMu uepe3 iHriOyBanHs CYP3A4 Tta/abo Tpancmoprepu (AWB. pPO3ALT
«PapMaKoJIOTiyHI BIACTUBOCTI»).

3axoau

VY martieHTiB, AKi OTPUMYIOTh KJIAPUTPOMIITUH ab0 1TpaKoHA30J, 1032 aTOPBACTATHHY HE
noBuHHA nepeBunryBatd 20 mr (amB. po3ain «Cmoci6 3actocyBaHHS Ta m03m»). Crifg
OLIHUTH  KOPUCTH/PU3MK  OJHOYACHOTO  3aCTOCYBaHHS  OKPEMHX  a30JIbHUX
IPOTUTPUOKOBUX 3ac00iB a00 MakpoONiIHUX AHTUOIOTHKIB 3 aTopBacTaTHHOM. Ciif
KOHTPOJIFOBATH O3HAKW Ta CUMITOMH MiOmaTii y BCiX MAIli€HTIB, 0COOJMBO HA MOYATKY
Teparrii Ta mij] yac 301UIbIIeHHS J03H 0Yy/Ib-SIKOT0 Ipernapary.

[Tpuxnagu

EputpoMinmH, KIapuUTpPOMIIIMH, ITPaKOHA30J, KETOKOHA30J, II03aKOHA30J  Ta
BOPHKOHA301]1.

Hiayun

Kininiuyaui
BIUIUB

Crocrepiranucsi BUMAAKK MiomnaTii Ta pabaomiofizy MmpHU OAHOYACHOMY 3aCTOCYBaHHI
oMo audikyrounx 103 HianuHy (>1 /100y HialMHy) 3 aTOPBACTATHHOM.

3axoau

Crin 3BaXXHUTH, YM KOPUCTH BiJ OJHOYACHOTO 3aCTOCYBAHHS JIMIAOMOIU(IKYIOUNX 103
HIallMHY 3 aTOpPBAaCTaTHHOM TIEPEBUIIYE TMIABUIICHUN PHU3MK PO3BHTKY MiomaTii Ta
paGaomionizy. SIKmo NpPUHHATO pIlIEHHS TPO OJHOYACHE 3aCTOCYBaHHS, CIif
CIIOCTEpIraTy 3a HAsBHICTIO O3HAK Ta CUMIITOMIB Miomarii y TAalli€EHTIB, OCOOJMBO Ha
MOYaTKy Tepamii Ta mij yac 30UIbIIeHHs 1031 OyAb-SKOTO 3 Mpenaparis.

Diopamu (ok,

im eempioposuny)

3actocyBanHs (iOpaTiB K MOHOTEparii MOXK€ BUKJIMKATH MIOMNaTiio. PU3MK pPO3BUTKY

Kninigyaunit } L . o )
R Mmiomnarii Ta pabaoMioni3y MiIBUIIYETbCS NMPH OAHOYACHOMY 3acTOCyBaHHI (iOpatiB 3
aTOpPBACTaTHHOM.
Cain 3BaXXHTH, YM KOPUCTH BiJl OJHOYACHOTO 3aCTOCYBaHHs (hiOpaTiB 3 aTOpBACTaTHHOM
MIEPEBUIIY€E MMIABUIICHUN PU3UK PO3BUTKY MiomaTii Ta padmomionidy. Ko mpuiHSTO
3axonu pillleHHS TpPO OJHOYACHE 3aCTOCYBAaHHA, CINIJI CHOCTEpIraTH 3a HAsBHICTIO O3HAK Ta
CHUMIITOMIB MiOIaTii y MaIi€HTiB, 0COOJMBO Ha MOYATKY Tepamii Ta MiJ Jac 301TbIICHHS
11034 OYb-SIKOT'O 3 MPEMnaparis.
Konxiyun




Kminiuanit | Crioctepirainucs BUIMIAIKA MiomnaTii Ta padaomMioizy i yac OJJHOYACHOTO 3aCTOCYBAaHHS
BILIUB KOJIXIIIMHY 3 aTOPBACTATHHOM.

Cutijg 3BaKUTH KOPUCTH/PU3HUK OJHOYACHOTO 3aCTOCYBAHHS KOJIXIIIUHY 3 ATOPBACTaTHHOM.
SIK1110 IPUIHATO pillIeHHs PO OJJHOYACHE 3aCTOCYBaHHS, CJI1JI CIIOCTEPIraTH 3a HasIBHICTIO

3axomu O3HaK Ta CUMIITOMIB MiOIaTii y MaIi€HTIB, OCOOJMBO Ha TMOYATKYy Tepamii Ta Imija 4dac
301IbIICHHS 103U OY/Ib-SKOT'0 3 IIpenapaTis.

Jlanmomiyun

Kotisimuii HOBi)IOMnﬂn(?c;f nMpo  BUTAIKHA MiomnaTii Ta/abo pabdaoMionizy TpPHU OJHOYACHOMY

BIUIUE 3aCTOCY BaHHI inriditopie  I'MI'-KoA-penykrasu (Hampukiaa, aTopBacTaTUHY) 3
JANTOMIIIMHOM.

axomn SIK1110 0IHOYACHOTO 3aCTOCYBAaHHS HE MOYKHA YHUKHYTH, PEKOMEHYETHCSI IPOBOJAUTH

BIAMOBIIHUHI KJIIHIYHUNA MOHITOPHUHT (AUB. po3ais «OcoOIMBOCTI 3aCTOCYBAHHS»).

I'peiingppymosuii cix

CnoxuBaHHS TPeUNPyTOBOTO COKY, OCOOIMBO Yy BEIIMKUX KUTHKOCTAX (ToHaxm 1,2 mitpa

Kninigyauit : . . .

BB Ha JICHb ), MOX€ IIPU3BECTH J10 30UIbIICHHS PiBHIB aTOPBACTATHHY B IUIa3Mi Ta MiJBUILIUTH
PH3HMK PO3BUTKY MiomaTii Ta pab1omMioni3y.

axon Crin yHUKaTH CHIOKHBAHHS BETMKOT KITBKOCTI TpeiindpyroBoro coky (moHan 1,2 mitpa Ha

JIEHB), 1] Yac 3aCTOCYBaHHSI aTOPBACTATHHY.

Taomuus 4
B3aemonisi 3 TiKapChbKUMH 3aC00aMH, SIKI MOKYTh 3HIDKYBATH €KCIIO3HUIIII0 aTOPBACTATHHY.

Puchamniyun

OpnHouacHe 3acTOCYBaHHs TIpemapary aTopBacTaTUHY 3 PUGaMITIIIMHOM, 1HAYKTOPOM
mutoxpomy P450 3A4 ta inribiropom OATPIBI1, moxe Npu3BOAUTH 1O HECTIHKOTO
KiiaiuaMi | 3HOKEHHST KOHIICHTpAIlii aTopBacTaTHHY B Iia3Mmi KpoBi. Uepe3 MexaHi3M MOABIHHOT

BILIUB B3aeMOJIii pudaMITIIUHY BIJICTPOUCHE 3aCTOCYBaHHS aTOPBACTATHHY IICIsI BBEACHHS
pudammninuHy Oys0 MOB’s3aHE 31 3HAUHUM 3HWIKEHHSM KOHIIGHTpALlii aTOpBacCTaTUHY y
miasmi.

3axoau PexomeHay€eThCst OJTHOYACHE 3aCTOCYBAHHS aTOPBACTATHHY 1 pu(aMIIilUHY.

Tabmuus 5

BB aropBacTaTuHy Ha iHIII JIIKAPChKi 3aCO0H.

Ilepopanvni konmpayenmusu

Kotisiamuii OpnnouacHe 3aCTOCYBAHHsI ATOPBACTATHHY Ta MEPOPATLHAX KOHTpaP[eHTI/IB.iB 36iHBMYB@O

BB KOHICHTPAILII0 HOPETHCTEPOHY Ta ETHHINECTPajiony y miasMi KpoBi (muB. po3main
«DapMaKoJIOTiYH1 BIACTUBOCTI»).

axomn Cnizi BpaxoBYBaTH L (akT, 0OMparouu nepopaibHUN KOHTPALCTITUB JJIS TAlli€HTIB, SIKi
pUIIMalOTh aTOPBACTATHH.

Jlueoxcun

Kottt Hpn OJIHOYACHOMY SaCTOEyBaHHi OaraTopa3zoBUX 7103 aTOPBACTATHHY Ta JUTOKCHHY

S PIBHOBAXHI ~ KOHUEHTPALIl JUIOKCHHY B MIa3Mi MiIBUILYIOThCA (muB. po3min
«DapMaKoJIOTiYH1 BIACTUBOCTI»).

3axonn Crif HaJIeKHUM YMHOM KOHTPOJIIOBATH CTaH MAIlI€HTIB, K1 IPUHUMAIOTh TUTOKCHH.

Jlunmiazemy 2iopoxaopuo.

OpnovacHuii mpuiiom aropactatuny (40 Mr) Ta nuntiazemy (240 MT) CympOBOIKY€ETHCS MiBULIICHHIM
KOHIICHTpAIlii aTOPBACTAaTHHY Y TIJIa3Mi KPOBI.

Lumemuoun.

VY pe3ynbTati MpOBEACHUX JOCHTIKEHb 03HAK B3aEMO/Iii aTOPBACTATHHY Ta MUMETHIMHY HE BUSBICHO.
Anmayuou.

OnHovacHM IEpOpabHUIN MPUHOM aTOpBaCTaTUHY Ta CyCHEH311 aHTallMIHOTO Mpernapary, 1Mo MiCTHTh
MarHiif Ta aJOMIiHIIO TIAPOKCHI, CYIIPOBOIKYETHCS 3HIDKEHHSIM KOHIIEHTpallii aTopBacTaTuHy y I1a3mi
KpoBi npubnu3Ho Ha 35 %. [Ipu npoMy rinosniniieMiyHa Jis aTOPBACTaTHHY HE 3MiHIOBAJaCh.




Konecmunon.

Konnenrpaniss aropBactaTuHy y Ijia3Mi KpoBi Oyjla HHXK4YOIO (CHIBBiAHOIIEHHS KOHIEHTpalii
atopBactatuHy (,74) mpu OJHOYACHOMY TMPUHAOMI aTOpPBACTaTUHY Ta KoJjecturnony. [lpu mpomy
rinmomimigemMiuHa Ais KoMOiHawlii aTopBacTaTUHY Ta KOJIECTHIIONY IEpEeBHILyBajia e(eKT, SKUH ae
MPHUIIOM KOXKHOTO 3 IIUX MpernapaTiB OKPEMO.

AzumpomiyuH.

OpnnouacHe mpusHadeHHs aropBactaTtuHy (10 Mr 1 pa3 Ha 100y) Ta azutpominuay (500 mr 1 pa3 Ha 7100Y)
HE CYMpPOBOPKYBAJIOCS 3MiHAMHU KOHIIEHTpAIIil aTOPBACTaTUHY Y IJIa3Mi KPOBI.

Ineioimopu mpancnopmy.

[aribiropu TpaHCOPTHUX OUIKIB (HANpPHUKIA LUKIOCIIOPUH, JETEPMOBIp) 37aTHI MiABUITYBAaTH PiBEHb
CHUCTEMHO1 EKCIIO3WIlii atopBacTaTuHy (muB. Tabnuio 1). BrumB mpurHideHHS HaKONMUYyBaIbHUX
TPAHCIOPTHUX OUIKIB Ha KOHIIEHTPALIIO aTOpBAaCTaTUHY B KIITHHAX NEYIHKA HeBigoMuil. Skimo
YHUKHYTH OJJHOYACHOT'O MPU3HAYECHHS IUX IperapaTiB HEMOXIJIUBO, PEKOMEHJOBAHO 3HWKEHHS 03U Ta
MPOBEICHHS KIIHIYHOT'O MOHITOPHHTY €(eKTUBHOCTI aTopBacTaTuny (AuB. Tabnuio 1).

Ezemumi6.

3acTocyBaHHs €3eTHUMIOy SIK MOHOTEpaIlii MOB’I3yI0Th 3 PO3BUTKOM SIBUII 3 OOKY M’A30BOI1 CUCTEMH, Y
TOMY 4uCyi padaomionizy. TakuM YMHOM, TIPH OJHOYACHOMY 3aCTOCYBaHHI €3€TUMIOY Ta aTOPBACTATUHY
PU3HUK PpO3BUTKY IIUX SBHII 301TbIIYETHCS. PEKOMEHIOBAaHO MPOBOJAMTH HANCKHUN KIHIYHMIA
MOHITOPHHT CTaHy TaKWX MAIi€HTIB.

Dy3uooea Kucioma.

[Ipu ogHOYACHOMY CUCTEMHOMY 3aCTOCYBaHH1 (Py3MI0BOI KUCIOTH 31 CTATHHAMH MOKE ITiIBUIIYBATHCS
PU3HMK PO3BUTKY Miomarii, B TOMy 4HCIi pabaomionizy. MexaHi3Mm Iii€i B3aemofii (44 € BOHA
(dhapmakoguHaMiuHOIO 200 (hapMaKOKIHETHUYHOIO, Y 000X BHIB OJJHOYACHO) HA ChOTOJIHI HEBIJOMMIA.
[ToBimomisocst mpo BUMAAKU padaomionizy (y TOMY YHCHi 3 JIETAIBHUM HACTIIKOM) y MAaLi€HTIB, AKi
OTPUMYBAJIM KOMOIHAIIIIO ITUX Mpernaparis.

SIkmo HeoOXiJHe CHCTEMHE 3acCTOCYBaHHA (y3WJ0BOI KHUCIOTH, CIiJl TPUIHHUTH 3aCTOCYBaHHS
aTOpBACTaTMHY Ha BECh IMEpioj] 3acTOCyBaHHS (y3HIOBOI KHUCIOTH (IuB. po3ain «OcoOnmMBOCTI
3aCTOCYBaHHS»).

Tnwi nixapcoki 3acobu.

KniniyHi IOCHiMKeHHs MOKa3ali, [0 OJHOYACHE 3aCTOCOBYBaHHS aTOPBACTATHHY 1 TIMOTEH3MBHHX
mpenapariB Ta HWOro 3aCTOCYBaHHS B XOJ1 €CTPOreH3aMiCHOI Teparii He CyNMpOBOKYBAIOCh KIIIHIYHO
3HAYYIIUMHU 0O0TYHUMHE edexTamu. JlociiKeHb B3aeMOJIIT 3 IHIIUMHU MIperapaTaMy He POBOIHIIOCE.

Ocobnueocmi 3acmocyeanns.

Mionamis ma paboomioniz

ATOpBacTaTUH MOXXE COPUYMHUTHU MiomnaTito (Oinb y M’sa3ax, OOJICHICTh a00 CIIaOKICTh y MO€EIHAHHI 3
ninBuieHHsM kpeatnakinazu (KK) 6inpmre Hixk y 10 pas3iB 3a BEpXHIO MEKY HOPMH) Ta padaoMiodi3 (3
TOCTPOIO HUPKOBOIO HEIOCTAaTHICTIO 200 6e3 Hel BHAciAoK Miorno0inypii). [ToBigomisiocs npo piakicHi
JIeTabH1 BUIAJIKU B Pe3yJIbTaTi pab0Mi0i3y IPH 3aCTOCYBaHHI CTAaTHHIB, BKJIIFOYAIOYH aTOPBACTATHH.
DaKTOpU PU3UKY PO3BUTKY MiOMATii

dakTOpH pU3UKY PO3BUTKY MIOMaTii BKIFOYAIOTh BiK 65 POKIB 1 Oij1bIIIe, HEKOHTPOJIbOBAHHH T1ITOTHPEO3,
nopyueHHs (yHKLIi HUPOK, OJHOYACHE 3aCTOCYBAHHA 3 JISIKUMH IHIIMMH IIperapaTaMy Ta MiABHIICHI
703U aropBacTaTuHy (AuB. po3ain «B3aemopis 3 1HmMMH JTIKApCBKUMHU 3aco0amMHu Ta iHIN BHIU
B3AEMOII).

3axoau Juis 3MEHIIIEHHS PU3UKY PO3BUTKY Miomartii Ta pabaoMionizy abo 3amobiraHHs TaKOMY PH3UKY
Excrosuitiss atopBacTaTiHy MOKE 30UIBIIYBAaTHCS 32 PAaXyHOK B3a€MOAIl 3 1HIIMMHU JIIKAPCHKUMH
3acobamu uepe3 iHrioyBanus ¢epmenty 3A4 unuroxpomy P450 (CYP3A4) Ta/abo TpaHcmoprepis
(Hanpwukiaa, OUTOK pe3UCTEHTHOCTI paKy MosiouHoi 3a03u [ BCRP], opraniunuit aHioH-TpaHCTIOPTYHOYHI
nomninentun [OATP1B1/OATP1B3] ta rnikonpoteid P [P-gp]), mo npu3BoaAUTk 10 MiABUIIIEHOTO PU3UKY
PO3BHUTKY Miomarii Ta padmaomionizy. He pekoMeHIy€eThCs OTHOYACHE 3aCTOCYBaHHS 3 aTOPBACTATHHOM
[UKIIOCTIOpHHY, reMdiOpo3uy, KOMOiHaIINM TUMpaHaBip + pUTOHABIP YM TIEKanpeBip + mOpeHTacBip.
Mopaudikarii g03yBaHHS aTOpBAaCTaTUHY PEKOMEHAYIOThCS TAaIllEHTaM, SKI TPHAMaIOTh IEBHI
NPOTHUBIPYCHI 3aco0M, a30JIbHI MPOTHUTPUOKOBI 3aco0M abo MakpodiJHI aHTHOIOTUKM (AMB. PO3MLT
«Crioci6 3acTocyBaHHS Ta J03W»). [loBimOMIsIIOCS TIPO BHITAJKK MiomaTii/padaomionizy mpu
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OJIHOYaCHOMY 3aCTOCYBaHHI aTOpPBACTaTHUHY 3 JIMAOMOAUGIKYIOUHUMH fo03aMu (> | T/1eHb) HialuHy,
¢i0paTiB, KonxXiuumHy Ta KoMmOiHamii nexinmacip + codocOyBip. Cnig OLIHUTH, YU KOPUCTH BiX
3aCTOCYBaHHS IIMX MIPEMNapariB MepeBakac MiABUIICHUA PU3UK PO3BUTKY MiomaTii Ta padaoMiomizy (IuB.
po3ain «B3aeMois 3 IHIIUMU JIIKAPCHKUMHE 3aCO0aMHU Ta 1HIII BUIA B3aEMOJI).

He pekoMeHIyeThCSl OJHOUACHUN IPUIAOM IPeinIhPyTOBOTO COKY Y BEIMKUX KUTBKOCTSX (oHax 1,2 miTpa
Ha JICHb) MAalli€HTaM, SIKi TPUIMAIOTh aTopBacTaTuH (AUB. po3ail «B3aeMomis 3 1HIIMMHU JTIKAPCHKUMU
3aco0aMu Ta 1HII BUIA B3AEMOIIN).

Caix npUIMMHUTH MPUHOM aTOPBACTATUHY, SKIIO CHOCTEPIraeThCs MOMITHO HiaBHIeHHH piBeHb KK a6o
JIarHOCTOBAHO MIOMATIIO YM € Tigo3pa Ha ii BUHUKHEHHs. M’si30Bi cumntomMu Ta migBumieHHs KK
3HHKAIOTh MICTs BiAMiIHM aropBactatuHy. Crii TUMYacoBO BIAMIHUTH aTOPBACTATHH TAIllEHTaM 3
roCTpUM abo CepHO3HUM CTAHOM 13 BUCOKHM PU3UKOM PO3BUTKY HUPKOBOI HEJJOCTATHOCTI, CHPUYMHEHOT
pabaomionizoM (HampuKiIal, CENCHUC; IIOK; TSXKKa TioBOJIEMIs; cepiio3Ha XipypriuHa onepartisi; TpaBma;
TSDKKI METa0OJIuH1, EHAOKPHHHI 200 €JIeKTPOJIITHI MOPYIISHHS, HEKOHTPOJIbOBAaHA CITICTICIS).

Caiz MOBIIOMHTH MAIIEHTIB PO PU3UK PO3BUTKY MiomaTii Ta pabaoMioni3y Ha MOYaTKy JiKyBaHHS a0o
pu 30UIBIIICHH] 03U aTopBacTaTUHY. [larienTaM citiji peKOMEHIyBaTH HEraitHO MOBIIOMIISITH TTPO OY/Ib-
KU HEe3po3yMinuii 611k y M’s13aX, O0MICHICTH a00 ¢1a0KiCTh, OCOOIMBO SIKIIO BOHU CYIPOBOJIKYIOTHCS
HE3IyXKaHHSAM a00 MiABUIIICHHSIM TEMIIEpaTypH.

ImyHonoziuno onocepedko8ana HeKpOmMu3yroya mionamis

Hanxomunu pigkicHI MOBIAOMIIEHHS MPO BHUIMAAKH IMYHOJIOTIYHO OIMOCEPEIKOBAHOI HEKPOTH3YHOUO1
mionarii (IOHM), ayroimyHHOi Miomarii, mOB’A3aHOI 13 3acTocyBaHHsAM cratuHiB. [OHM
XapaKTEPU3YEThCSA TAKWUMU O3HAKaMH: CIIA0KICTh MPOKCUMAIBbHMX M’SI31B Ta MIABUIIECHUN pIBEHBb
KpEaTWHKIHA3M B CHPOBATIl KpOBi, SKi 30epiraioTbCs, HE3BAKAIOUM HAa NPUIIMHEHHS JIIKYBaHHS
CTaTUHAMU; TO3UTUBHUHN pe3ynbTarT Ha aHTuTiIa 10 ' MI-KoA-pemykrasu; m’si30Ba G10TCis BHUSIBIISIE
HEKPOTH3YyIOUy MIOMATII0 Ta MOKpAIIEHHS IMPH 3aCTOCYBAaHHI IMyHOJENpecaHTiB. Moxe BUHUKHYTH
HEOOXIIHICTh MPOBEJCHHS TOJATKOBUX HEHPOM S30BHX Ta CEPOJIOTIUHHUX JOCIHIKEHb. Moxe OyTHu
notpibHa Tepamis imyHonenpecantamu. Ciix perenbHO 3BaXHUTH pu3UK po3BuTtky IOHM mepen
MMOYaTKOM 3aCTOCYBaHHS 1HIIIOTO CTAaTHHY. SIKIIO pO3MOYaTo TEpamilo IHIIAM CTaTHHOM, HEOOX1THHM
MOHITOPHUHT 03HaK Ta cumnToMiB IOHM.

THopywenus ¢hynkyii nevinku

Byno nokasaHo, 1o cTaTuHH, SK 1 JesKi 1HII TiNOJiNiAeMiYHI TeparneBTU4HI 3aC00M, acOLIIOI0THCA 3
BIIXWJICHHSIM BiJ1 HOpMH 010XiMIYHUX MOKa3HUKIB PyHKIT meuinku. CTiiike miaBUIICHHS (OB HIK Yy
3 pa3u BuUIlE BEPXHHOI MEXI HOPMAIBHOTO Jiarna3oHy, sK€ BHUHUKIO 2 pa3u abo Oinblie) piBHIB
CHUpPOBATKOBUX TpaHcaMiHa3 crocrepiraiocs y 0,7 % maiiieHTiB, Skl OTPUMYBAaJi aTOPBACTAaTUH IiJ] Yac
KIIHIYHUX JOCIiPKeHb. YacToTa BHUITAKIB IIUX BiAXWICHb Big HOpMmu ctaHoBuia 0,2 %, 0,2 %, 0,6 %
Ta 2,3 % s no3 npenapaty 10, 20, 40 ta 80 Mr BiAmoBiIHO.

[Tin gac KIIHIYHUX MOCIHIIKCHb MperapaTy B OJHOTO MallieHTa PO3BUHYJACH KOBTSHHMI. [linBuiieHi
MoKa3HUKH (QyHKIIoHATEHUX P00 newinku (PIIIT) y iHmmx narieHTiB He OyJIU OB’ A3aH1 3 JKOBTSIHUIICIO
a00 1HIIMMU KIIHIYHUMH cuMIIToMaMH. [Ticiis 3MeHIIeHHS 031, IEPEPBH Y 3aCTOCYBaHHI aTOPBACTATUHY
a00 MPUITMHEHHS WOTO 3aCTOCYBAaHHSI PiBHI TpaHCaMiHa3 MOBEPTAIKCS J0 PIBHIB Mepes JiKyBaHHSIM a0o
NpUOIU3HO 0 IUX PiBHIB 0e3 HeratwuBHUX HachiakiB. 18 3 30 mamieHTiB 31 CTIMHKHM TiJABUIIEHHSIM
MMOKa3HUKIB (PYHKIIOHATBHUX TMPOO TMEUIHKK MPOAOBXKYBAIW JIIKyBAaHHS aTOPBACTATMHOM Yy MEHIITUX
7032aX.

[lepen TiM SIK pO3MOYMHATH TEPAITiI0 ATOPBACTATUHOM, PEKOMEHIYETHCSI OTPUMATH PE3yIbTaTH aHAII31B
010 epMEHTIB MEUiHKH Ta 3/1aBaTH aHAJII3W TOBTOPHO Yy pa3i KiIiHIYHOI moTpedu. Haaxoaumm pigkicHi
MOCTPEECTPALiiiH] TOBIJOMJICHHS MPO BHUITAJKH JETAIBHOI Ta HEJETAbHOI MEYiHKOBOT HEJOCTATHOCTI Y
TMAaIIE€HTIB, K1 TPUAMaJIA TIpenapaT rPyNy CTaTHHIB, y TOMY YHCII aTOpBacTaTHUH. Y pa3i cepilo3HOTO
ypaXXCHHs TIEYiHKU 3 KIIHIYHUMU CUMIITOMaMH Ta/abo rinepOinipyOiHemieto abo OBTSHUIICIO ITiJT Yac
3aCTOCYBaHHS AaTOpPBacTaTUHy CJiJA HEralHO NPUIMHUTU JIKyBaHHSA. JSIKIIO HE BHU3HAYEHO
aJIbTEpPHATUBHOI €TI10JIOTIi, HE CJIiJl TOBTOPHO PO3MIOYMHATH JIIKYBaHHS IPETapaToM.

ATOpBacTaTHH CJIiJ 3 00EPEKHICTIO MPU3HAYATH TMAIlIEHTAM, K1 3JI0BKHBAIOTh aJIKOTOJIEM Ta/ab0 MarOTh
B aHAMHE31 3aXBOPIOBaHHS IMEUYiHKH. ATOpPBACTATHH MPOTUIIOKA3aHUN TPU aKTUBHOMY 3aXBOPIOBaHHI
Me4yiHKy abo CTIMKOMY ITiJIBHINCHHI PIBHIB MEYIHKOBUX TpaHCaMiHa3 HEBIIOMOI €TiOJIOTil (IUB. pO3MIii
«IIpoTunokazanus»).

Enooxpunna ¢ynxyis
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[ToBimomisuiocs po migBuieHHs piBHA HbA 1¢ Ta KOHIIEHTpaIIii ITIOKO3W Y CHPOBATIlI KPOBI HATIIIE TIPH
3actocyBanHi iHT10iTOpiB 'MI'-KOA-peaykrasu, y TOMy 4HCii aTOpBACTaTHUHY.

CraTuHU NepenKkoIKaloTh CHHTE3Y XOJECTEpUHY Ta TEOPETUYHO MOXKYTh OCIA0ISATH CEKPELIiI0 CTEPOiiB
HA/IHUPKOBHUX 31103 Ta/a00 roHagHux cTepoiniB. KimiHiuHi AaHi moKa3aiu, 1110 aTOPBACTaTUH HE 3HIDKYE
0a3aJibHy KOHIIEHTpALIII0 KOPTU30Jy IJIa3MHU Ta HE MOPYIIye aIpeHaaoBHil pe3eps. Binus cratuHiB Ha
3aIUTiIHIOI0YY 3[IaTHICTh CIIEPMHU HE JTOCTIIKYBABCs y JOCTATHBOI KUTBKOCTI manieHTiB. HeBizomo, sikum
YUHOM aTOpPBACTaTHH BIUIMBA€ Ta W YW B3araji BIUIMBAE HA CHUCTEMY «CTaTeBl 3al03U-TimOdi3-
rimoragamyc» y XIiHOK y mepeaMeHonay3anbHuil mepiog. Cmig OyTH oOepeXHUM IMpH OAHOYACHOMY
3aCTOCYBaHHI IperapaTy Ipyly CTaTHHIB 3 JIKApChbKUMHU 3ac00aMu, SIKi MOXKYTh 3HIDKYBAaTH PiBHI ab0
aKTUBHICTh €HJIOTC€HHUX CTEPOiTHUX TOPMOHIB, TAKMMH SIK KETOKOHA30JI, CIIIPOHOJIAKTOH Ta ITUMETH IUH.
3acmocyeanna nayicnmam 3 HewoOa8HIMU BUNAOKAMU THCYIbIMY aO0 MPAH3UMOPHOI iueMiuHoi amaxu
[Tpu post-hoc anamnizi qocmimkenus SPARCL (Stroke Prevention by Aggressive Reduction in Cholesterol
Levels/3amo6iranas 1HCYJbTY NUISXOM PI3KOTO 3MEHIIEHHS PIBHIB XOJECTEPUHY), TiJ Yac SKOTO
aropBactaTuH y 7031 80 Mr Ha mpoTHuBary Iruiane6o 3actocoByBasiu 4731 marfienty 0e3 imemiuHOi
XBOpPOOU cepIs, SIKi MaJIi B aHAMHE31 BUTIAJKH 1HCYJIBTY a00 TPaAaH3UTOPHOI 1IIEMIYHOT aTaKh TPOTATOM
norepeHix 6 MicsiB, crocTepiranacs Oifbllla YacTOTa BHIIAJKIB T€MOPAriyHOrO I1HCYJBTY Y TpyIi
TMAIE€HTIB, SKI OTPUMYBAJIM aTOPBACTAaTHH y 71031 80 MT' MOPIBHSAHO 3 Tpymoro 1uianedo (55 BUMAIKIB,
2,3 % y rpyni aTopBacTaTHUHY MopiBHsHO 3 33 Bunaakamu, 1,4 % y rpymni mnane6o; CP: 1,68, 95 % /I:
1,09, 2,59; p=0,0168). YacTroTa BUMAIKIB JIETAILHOTO T€MOPAri4YHOrO 1HCYJIbTY Oyjia MoaI0HOI0 B yCiX
rpynax JjikyBaHHs (17 Ta 18 mis rpyn aropBactaTuHy Ta Iutanebo BiamoBigHO). Yacrora BUMAIKIB
HEJIETATHPHOTO TEeMOPAariYHoro 1HCYJbTy OyJia 3HAYHO BUIIOK y TPYIMi MAIli€HTIB, SKI OTPUMYBAIH
aropsactatuH (38, 1,6 %), mopiBHsIHO 3 rpymnoio wianedo (16, 0,7 %). Jleski moyaTkoBi XapaKTEPUCTHKH,
y TOMY YHCJII HasBHICTh BHUIIAJKIB T€MOPAriyHOTO Ta JIAKYHAPHOTO 1HCYJIBTY TiJ] Yac BKIIIOUYCHHS 10
JOCIIJIKEHHS, aCOLIIOBAIMCS 3 BUIIOIO YaCTOTOIO BUIMAJIKIB T€MOPATiYHOTO 1HCYJIBTY y TPYIi Malli€HTIB,
SIK1 OTPUMYBAJIA aTopBacTaTHH (IuB. po3ain «[1o0iuHi peakiiin).

Cepen 39828 mariieHTiB, fKi OTpUMYyBaJIU AaTOPBACTATHH Y KIIHIYHUX AochimkeHHsX, 15813 (40 %)
namieHTiB Oynu BikoM Bix 65 pokis, a 2800 (7 %) narienTti 6ynu BikoM BiJ 75 pokiB. He cioctepiranocs
KOIHOI 3arajbHOi BIAMIHHOCTI y Oe3meni Ta eQeKTHBHOCTI Npemapary MiK LUMH Iali€eHTaMu Ta
MOJIOJIITMMH TIAIlIEHTaMH, TaK CaMo, SIK He OyJI0 3apeecTpOoBaHO YKOJAHUX BIIMIHHOCTEH y BIIIOBIIl Ha
JMKyBaHHS MDK Malli€HTAMH JIITHBOTO BIKYy Ta MOJOJIIMMH TMAliEHTAMHU 3TITHO 3 IHIINM KJIIHIYHUM
JOCBIZIOM, TIPOTE€ HE MOKHA BHUKJIIOYATH OLIBIINY YYTIMBICTH JCSIKHAX CTapIIMX MarlieHTiB. OCKUIBKH
crapiuii Bik (moHax 65 pokiB) € pakTOpOM CXHIBHOCTI 10 Miomartii, ciiig 3 00epexHICTIO MpU3HAYATH
aTOPBACTATHH MAIli€EHTaM JIITHHOTO BIKY.

Ileuinkosa neoocmammuicmeo

ATopBacTaTHH MPOTUIIOKA3aHUN MAI[lEHTaM 3 aKTUBHUM 3aXBOPIOBAHHSIM IMEYIHKHU, BKIIOYAIOUU CTiiiKe
TiIBUIIICHHS PIBHIB TIEYIHKOBHUX TPpaHCaMiHa3 HEBiIOMOi eTionorii (auB. po3ainu «lIpoTumnoka3aHHs» Ta
«®DapMakoJIOT14HI BIIACTUBOCTI»).

Ho nouamxy nikysanns

ATOpBacTaTHH CJIiJT 3 O0EPEKHICTIO MPU3HAYATH TAIlIEHTaM 31 CXMJIBHICTIO JI0 PO3BHTKY PadaoMiomi3y.
Jlo mouaTKy JIiKyBaHHS CTaTHHAMHM Y TaLli€HTIB, CXWJIBHUX JI0 PO3BUTKY Pa0a0oMioNi3y, i BU3HAUATH
piBenb KK mpu:

- OpYIIEeHH] (PYHKII1 HUPOK;

- TIMOQYHKIIIT MU TOBUIHOT 3aJ103H,

- CITAJIKOBUX pO3J1a7ax M sS30BOi CHCTEMH Y CIMEHHOMY a00 0COOMCTOMY aHaMHE31,

- IEPEHECEHNX Y MUHYJIOMY BHUIIaIKaX TOKCHYHOTO BIUIMBY CTaTHHIB a00 (iOpaTiB HAa M’sI3H;

- IEPEHECEHNX Y MUHYJIOMY 3aXBOPIOBAHHAX MEYIHKH Ta/a00 370BKUBAHHI aJIKOTOJIEM.

Jlis mamieHTiB JIITHBOTO BiKy (moHax 70 pokiB) HEOOXIAHICTH MPOBEICHHS O3HAYCHUX 3aXOJIIB CIIiJ
OIIIHIOBATH 3 ypaxyBaHHSIM HassBHOCTI 1HIIHMX (DAKTOPIB CXUIBLHOCTI 10 PO3BUTKY pada0MioNi3y.
[TigBumeHHsT piBHS mpemapaTy y IUla3Mi KpoOBi MOXKJIMBE, 30KpeMa, y pas3i B3aeMonii (IuB. poO3Jid
«B3aemoisg 3 THIIMMU JIIKAPCHKUMHU 3ac00aMH Ta 1HIIN BUIW B3a€MOJIiH») Ta 3aCTOCYBaHHS OCOOJIUBUM
MOMYJIAIISAM TAIlEHTIB (TUB. po3ain «DapMakOKiHETHKA»), Y TOMY YHCII TAI[ieHTaM 31 CIIaJKOBUMH
XBOpOoOamu.
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VY Takux BUIAagKaX PEKOMEHIOBAHO OIIHIOBATH CITIBBIIHOIIEHHS PH3WKIB Ta OYIKYBaHOI KOPHUCTI Bif
JKyBaHHA Ta MPOBOJUTH KIIHIYHUN MOHITOPHHT CTaHy Mali€HTIB. SIKIIO 10 MOYaTKY JIIKyBaHHS piBEHb
KK 3nauno nigsumenuii (nepesunrye BMH 6inbmn HiX y 5 pa3iB), JTiKyBaHHs pO3IIOYMHATH HE CIII/I.
Buwmiprosanus pisna kpeamunKinasu

PiBenb kpeaTHHKIHA3HM HE CJIiJI BU3HAYATH MICIS IHTCHCUBHUX (P13MYHUX HAaBaHTa)KEHb a00 32 HassBHOCTI
OyIb-SIKUX MOXJIMBUX JIbTEPHATHBHUX NMpUUWH TiaABUIeHHs piBHSA KK, OCKiTbKH 11e MOXKE yCKIIaTHUTH
IHTEepIpeTaIio pe3yyibTaTiB. SIKII0 HAa MOYATKOBOMY PiBHI CIOCTepiraeThcs 3HauHe miaBuineHHs KK
(nepesumierns BMH 6inpmn Hik y 5 pasiB), To uepe3 5—7 OHIB HEOOXiAHO MPOBECTH IOBTOPHE
BHU3HAUEHHS I MIATBEPHKEHHS PE3YJIbTaTy.

11i0 uac nixysanms

[TamieHTH TOBUHHI 3HATH MPO HEOOX1AHICTh HETAMHO MOBIJOMIISTH ITPO PO3BUTOK OOJIIO Y M’5I3aX, CYJIOM
YH C1a0KOCTi, 0COOIMBO KOJIM BOHH CYNPOBOKYIOThCS HE3AYKAHHAM a00 rapsukoro.

VY pasi mosiBM IIUX CHMIITOMIB ITiJT Yac JIKyBaHHS aTOPBACTaTHHOM HEoOXigHO Bu3HA4UTH piBeHb KK y
nporo manieHTa. Skmo piBenb KK 3nauno migBumenuii (nmepesuirye BMH Oinbin Hix y S pasis),
JIIKYBaHHS CJIiI MPUTTHHUTH.

JIOUIMBHICTh MPHUIMHEHHS JIIKYBaHHS CIiJl TAKOXK PO3TISHYTH, AKiio migsuiieHHs piBHs KK He csrae
I’ ATUKpaTHOTO TIepeBuiieHHss BMH, ane cumnromu 3 60Ky M’s131B MatOTh TSHKKHI XapakTep Ta IMI0JICHHO
CTalOTh IPUYMHOIO HETIPUEMHUX BiUYyTTIB.

[Ticns 3HMKHEHHs cuMnTOMIB Ta HopMami3aiii piBHa KK MoxHa po3risHyTH MOKIIUBICTH BiJHOBJICHHS
JKyBaHHS aTOPBACTaTUHOM a00 IMOYATKY JIIKYBaHHS AIbTEPHATHBHUM CTATHHOM 32 YMOBH 3aCTOCYBaHHS
MiHIMaJIBHOI MOKJIMBOT J03H MperapaTy Ta pETeIbHOTO HATJISy 3a CTAHOM ITaIli€EHTA.

JlikyBaHHA aTOPBACTATMHOM HEOOXITHO TNPHUIHMHUTH, SKIIO CIIOCTEPIraeTbcs KIIHIYHO 3HAUYYILE
migBumenas piBHa KK (mepeBumennss BMH Oinpmr Hik y 10 pa3iB) abo BCTaHOBIEGHO [iarHO3
pabaomionizy (abo € mizo3pa Ha pO3BUTOK PabaOMioizy).

Oounouacne 3acmocy8anus 3 IHMUUMU TIKAPCOKUMU 3ACOOamU

Pusuk miomnarii Ta/abo pab1oMioni3y MoXe MiBHUILYBATUCS MIPH OJHOYACHOMY 3aCTOCYBaHHI 1HT10ITOPIB
I'MI'-KoA-penykTa3u (HampuKiIaa, aTOPBACTaTUHY) Ta JaNTOMINMHY (IUB. po3ai «B3aemois 3 iHIMMEI
JKapChbKMMHU 3aco0aMM Ta 1HII BUAM B3aeMofii»). Ciij pO3IISHYTH MOKJIHMBICTH THMYACOBOTO
NPU3YIIHHEHHS 3aCTOCYBAaHHS JiKapchkoro 3acoby Ercer® mamieHTam, siki 3aCTOCOBYIOTH JAaNTOMIIIMH,
SKIIO TUIBKM KOPUCTH BiJ OJHOYACHOTO 3aCTOCYBaHHS HE MEpeBa)kae PH3UK. SIKIO OJHOYACHOTO
3aCTOCYBAaHHS HE MOKHA YHUKHYTH, CJI11 KOHTPOJIIOBATH PIBEHb KpEaTHUHKIHA3U 2-3 pa3u Ha THXKICHD, a
NAI[ieHTH TOBUHHI rnepe0yBaTH MiJ PETEJbHUM HAarJIAJOM JJsl BUSBJICHHS Oyab-fKHX O3HaK abo
CHUMIITOMIB, III0 MOXYTh CBIAYUTH IPO MIOMATIIO.

Pusuk po3BUTKY paOAomiomizy MiJBUIIYETbCS HPU OJHOYACHOMY 3aCTOCYBaHHI aTOPBACTATUHY 3
JESKUMU JIIKApChbKUMU 3aC00aMH, 10 MOXKYTh 301IBIIIMTH KOHIIEHTPAIli}0 aTOPBACTATUHY Y TIa3M1 KPOBI.
[TpuknagaMu Takux npenapaTiB MOXyTh OyTH notysxHi iHri0iTopu CYP 3A4 abo TpaHcriopTHUX OUIKIB:
[UKJIOCTIOPHH, TEMITPOMILIUH, KJIAPUTPOMIIIUH, JeJaBipIuH, CTUPUIICHTOJ, KETOKOHA30JI, BOPUKOHA301I,
ITpakoHa30J1, TOCAKOHA301, JIETepMOBIip Ta iHriditopu nporeas BIJI, y Tomy umcii putoHasip, JIomiHaBip,
aTa3zaHaBip, 1HAWHABIp, napyHaBip. [Ipu omHOuacHOMY 3acTocyBaHHI 3 reM(diOpO3UIIOM Ta IHIIMMH
noxigHUMHU  (iOpOBOi  KHCIOTH, OOIENpPeBipOM, EpPUTPOMIIMHOM, HIAIIMHOM Ta €3eTUMiOOM,
TemanpeBipoM abo 3 KOMOIHAITIEIO TENANpPEeBip/PUTOHABIP TAKOXK 3POCTA€ PU3UK BUHUKHEHHS MIiOMATIH.
SIKmo MO’KHA, CITiJi 3aCTOCOBYBATH 1HIII JIKAapChKi 3aco0u (10 HE B3aEMOJIIOTH 3 aTOPBACTATHHOM)
3aMiCTh BHIIE3Ta/IaHUX.

k1o HeoOXiTHO MPOBOUTH OJHOYACHE JIIKYBaHHS aTOPBACTATHHOM Ta 3TaJlaHWMHU TperapaTaMu, CIIij
pETeNbHO 3BAXKUTH KOPUCTD Ta PU3UKU. SIKIIIO MalieHTH MpUHMAarOTh JiKapChKi 3aC00H, 110 MiABUIIYIOTh
KOHIEHTPALII0 aTOPBACTaTHHY Y IUIa3Mi KpOBI, pEKOMEHAYETHCSI 3HIKYBAaTH 03y aTOPBACTaTHHY /10
MmiHimManeHOi. KpiMm Toro, y pasi 3acrocyBaHHs mnoTyxHuX iHTiIOiTOpiB CYP 3A4 cnig po3risHyTH
MOKJIUBICTh 3aCTOCYBAHHSI MEHILIOI TOYaTKOBOi JI03U aTOpBAaCTaTUHY. TakKoX pPEKOMEHAYEThCS
MIPOBOANTH HAJCKHUN KIHIYHUI MOHITOPUHT CTaHy IIUX IMAIli€HTIB.

ATopBacTaTMH HE MOJKHA MpPHU3HAYaTH OJHOYACHO 3 (Y3UIOBOIO KHCIOTOIO, SKY 3aCTOCOBYIOTh
CHCTEMHO, 200 BIIPOIOBXK 7 JHIB MiCIs IPUITUHEHHS JiKyBaHHA (y3u10B00 KUCIOTOIO. [lamientam, skum
CHUCTEMHE 3aCTOCYBaHHsS (y3MJIOBOI KHCIIOTH BBA)XXKAE€THCS HEOOXITHUM, JIIKYBaHHsS CTaTHHAMHU CIiJ
NPU3YINUHUTH Ha BECh MEPiOJA 3aCTOCYBaHHSA (Yy3MIOBOI KHCIOTH. Y TMAIIEHTIB, SIKI OTPUMYBAIH
(Gy3HUI0BY KUCTIOTY Ta CTAaTHHHU Y KOMOIHAaIIi1, OyJIi 3apeecTpoBaHi BUTIAIKH pada0Miofi3y (B TOMY YHCII
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netanbHl) (muB. po3ail «B3aemomis 3 IHIIUMU JIIKAPCHKUMH 3aco0aMH Ta 1HII BUAM B3aEMOJIN»).
[TamienTy ciif peKOMEHIyBaTH HETaHO 3BEPTATUCS 32 MEJUYHOIO JOIIOMOTOI0 y pa3i BUHUKHEHHS Oy b-
SIKHX CUMIITOMIB CJ1a0KOCTI1, 00110 @00 0O0JIICHOT Yy TIMBOCTI y M’sI3ax.

Tepamito cTaTuHAMH MOXXHA MPOJOBXKUTH uYepe3 7 AHIB MICIs OTPUMAaHHS OCTaHHBOI 103U (hy3UI0BOI
KHCIIOTH.

3a BUHATKOBUX 00CTaBHH, KOJIM MOTPiOHE JOBrOCTPOKOBE CUCTEMHE 3aCTOCYBaHHS (y3UI0BOI KHCIIOTH,
HaIPUKIIAJ, JIs JTIIKyBaHHSA TSOHKKHX 1HOEKITIH, HE0OX1JHICTh 0JTHOYACHOTO 3aCTOCYBAaHHSI aTOPBACTATUHY
Ta (Qy3UAO0BOI KUCIOTH CHIiJ PO3TIISIIATH TUIBKH B 1HAWBIAYaTbHOMY MOPSIKY Ta 3IIACHIOBATH i
pETEeNbHUM HaTJIS0M JTiKapsl.

InmepcmuyianvHa x6opoba ne2eris

[lin yac mikyBaHHS ACSIKMMH CTaTHHAMH (OCOOJMBO TIiJl Yac TPUBAJIOTO JIIKyBaHHS) OyJW OMHCaH1
BUHSTKOBI BUIIQJKH PO3BUTKY IHTEPCTHUIIaIbHOI XBOpoOHU JiereHiB. Jlo mposBiB IIi€l XBOpOOH MOXHA
BIIHECTH 3aJIUIIKY, HEMPOAYKTUBHUN KallleJh Ta 3arajbHE MOTIPIICHHS CaMOMOYYTTs (CTOMIIIOBAHICTb,
3HIKEHHS MacCH TiJla Ta rapsiuka). Y pasi BAHMKHEHHS IM17J03pH Ha IHTePCTUIIIAIbHY XBOPOOY JIETeHIB CIIij
MPUNMHNATY JTIKyBaHHS CTaTUHAMMU.

Tepamis ninigoMoupiKyr0OurMH IpenapaTaMy MOBUHHA OyTH OJIHIEIO 31 CKIIaJI0BUX KOMIUIEKCHOT Tepartii
JUTSl TIAITIEHTIB 31 3HAYHO IMABUIICHAM PH3UKOM PO3BHUTKY aTEPOCKICPOTHYHHX 3aXBOPIOBAHb CyIAWH
yepes rirnepxoyiecTepuHeMito. MeanKkaMeHTO3Ha Tepallis peKOMEHAYEThCS SIK JOOBHEHHS 0 A1€TH, KOJTU
pe3yabTaTy BiJ JTOTPUMAHHS MI€TH, IO OOMEXYE CIIOKMBAHHS HACHYCHHMX >KHPIB Ta XOJECTEPUHY, a
TAaKOXX BIJl 3aCTOCYBaHHsS IHIIMX HEMEIMKAMEHTO3HHX 3axojiB Oyno HemoctatHbo. llamieHTam 3
1IIeMI9HOI0 XBOPOOOIO cepils abo ekipbKoMa (pakTopaMu pU3UKY PO3BUTKY I1MIEMIYHOI XBOPOOHU ceplis
NPUIOM aTOPBACTaTUHY MOXHA PO3MIOYATH OJHOYACHO 3 JOTPUMAHHSIM JI€TH.

ObmedrcenHs 3acmocy8anHs.

ATOpBacTaTUH HE TOCIIKYBaJIH 32 YMOB, KOJIM OCHOBHUM BiJIXUJICHHSM BiJl HOPMH 3 OOKY JIIITONPOTETHIB
€ MABUIIICHHS PiBHA X1J0MiKpoHiB (Tumu [ Ta V 3a knacudikariero Openpikcona).

MiacTeHis rpaBic/o4Ha MiacTeHis

[Ipn 3acTocyBaHHI CTAaTWHIB MOBILAOMIISIIOCH TPO JCKUIbKA BHIMAJAKIB BUHHMKHEHHS de novo abo
3aroCTpeHHs HasBHOI MiacTeHii rpaBic abo ouyHoi miacTeHii (quB. po3nain «llo6iuni peaxiin). [Ipuitom
nikapcekoro 3aco0y Etcer® cmia NpUMMHMTH Yy pa3i TOCHIEHHS CHMITOMIB 3aXBOPIOBAHHSL.
[ToBimomisiocst Ipo PEeUUUBH XBOPOOU NMPH MOBTOPHOMY 3aCTOCYBaHHI TOTO K caMoro abo iHIIOTro
CTaTHUHY.

Jlonomixcni peuogunu.

[Ipenapar wMictuth Jakto3y. Skmo y Bac BcTaHOBIEHA HEMEPEHOCUMICTh JEAKUX ITyKPIB,
MIPOKOHCYJIBTYHUTECS 3 JIiKapeM, MepIl Hik IpuiMaTH 1ei Jikapcbkuii 3acio.

Ieti mikapchkuid 3acid MicTUTh MeHIIe 1 MMomab (23 Mr)/mo3y HaTpito, TOOTO NMPAKTHYHO BUTBHUM Bif
HaTpIIO.

3acmocysanns y nepioo eazimnocmi abo 200y8anHs epyooio.

Bacimnicme.

Oyinka pusuxis

AToOpBacTaTMH TPOTUIIOKA3aHWW BariTHUM J>KIHKaM, OCKIJIbKM HE BCTAHOBJIGHAa Oe3meka WHoro
3aCTOCYBaHHS BariTHUM 1 HEMa€ SIBHOI KOPUCTI MpPUHOMY JIiMiJO3HMKYBAIBHUX TpernapaTiB MiJx yac
BaritTHOCTi. Ockinbku iHri0iTopu I'MI'-KOA-peaykrazu 3HHKYIOTh CUHTE3 XOJIECTEPUHY Ta, MOXKIJINBO,
CUHTE3 1HIMX O10JIOTIYHO AKTHMBHUX PEUOBHH, SKi € TOXITHUMHU XOJIECTEPHHY, aTOPBACTATHH MOXKE
IIKiATMBO BIUIMBATH Ha Twiif. IlpuitoM aropBacTaTuHy CIifi NPUIOUHHUTH, SK TUIBKA BCTAHOBIICHA
BariTHICTH (IuB. po3ain «IIpoTtumokasanus).

Po3paxynkoBuil (hoHOBUII PH3MK 3HAYHMX BPOJUKCHHUX Maiib(opMalliii Ta BUKHUIHIB [UIS BKa3aHOI
nmonyJismii Heimomumid. Y 3aranpHid momyssiii CIIIA po3paxyHkoBuii (OHOBUN pPHU3UK 3HAYHUX
BPO/KEHUX Maib(pOopMaliil Ta BUKUIHIB MPU KIIHIYHO BU3HAHUX BariTHOCTSX CTaHOBUTH 2—4 % Ta 15—
20 % B1OMOBigHO.

Konmpayenyia

ATopBacTaTHH MOXKE 3aBJaBaTH IIKOAW TUIOAY TPHU 3aCTOCYBaHHI BariTHOIO JKIHKOIO. JKiHKH
PENpOIYKTUBHOTO BiKy MalOTh OyTH MpPOiH(GOPMOBaHI PO HEOOXiTHICTh e(heKTUBHOT KOHTPALICTIIIT i/
4ac JIIKYBaHHS [IUM IIPENapaToM.
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KniniyHi gaHi

OOmMmesxeHi onmyOuiKoBaHi JaHi 0OCepBallifHUX AOCIHIPKEHb, METaaHaAIi31B Ta KJIIHIYHUX BHUIIAJKIB 1100
3aCTOCYBaHHS aTOPBACTAaTHHY KaJbIiI0 HE MOKA3alH IiJBHINCHOTO PU3UKYy BUHUKHEHHS CEPHO3HHX
BPOJDKEHHUX Mab(opMarliii Ui BUKHU]IHIB.

Hanxomumu piakicHI MOBIIOMJICHHSI TIPO BPOJDKEHI aHOMAUTii MIC/s BHYTPIIIHBOYTPOOHOT €KCITO3MIIIT
iHmumx iHridiropis 'MI'-KoA-penykrasu. [IpocnektuBHe cnocrepeskeHHss nmpubimzno 100 Bumaaxis
BariTHOCTEH Y JKIHOK, fIKi JIIKYBQJIHCS CHMBACTaTHHOM 4YH JIOBACTaTHHOM, II0Ka3ajo, IO YacToTa
BUIIA/IKIB BPOKEHUX aHOMAJIi{ TU10/1a, BUKUAHIB Ta BHYTPIIIHBOYTPOOHUX CMEPTEi/MEPTBOHAPOIKEHD
HE TepeBUIIlyBaja 4YacTOTH, OYIKYBaHOI JIJIs 3arajbHOi momyssmii. KiTbKICTh BUITAJIKIB € TOCTaTHBOIO,
o0 BUKIIOUHATH > 3—4-KpaTHE MiJBUILEHHS BPOPKEHUX aHOMaliii PO3BUTKY IUJIOAA MOPIBHSIHO 3
¢onoBOIO yacToTOl0. Y 89 % BariTHUX, 3a SKUMU BEJIU MPOCHEKTUBHE CIIOCTEPEHKEHHS, JIKyBaHHS
IpernapaToM PO3MOYMHANOCS 10 BariTHOCTI Ta MPHUIMHAJIOCA MiA 4yac | TpumecTpy micis BHUSBICHHS
BariTHOCTI.

Ilepioo eo0ysants epyoor

ATOpBacTaTUH MPOTUIIOKA3aHUHN M) Yac TOAyBaHHSA Tpymaioo. BiacytHs iHdopmariis mpo BIUIMB
mpernapaTy Ha AUTHHY, Ky TOAYIOTh TPY/II0, UM Ha JIakTallio. HeBiloMo, 41 MpOHUKA€E aTOPBACTATHH Y
IpyJHE MOJIOKO, OJTHaK OYyJIO IMOKa3aHo, IO 1HIMUH JIIKApChKUK 3aci0 MbOT0 KJIacy MOTpaIuisie y TpyaHe
MOJIOKO; aTOpPBACTAaTHH MPUCYTHINA y Moo 1rypiB. OCKIJIbKY CTaTUHH MOTEHIIHHO 3/JaTHI COPUYHMHUTH
cepiio3Hl HeOakaHI peakiii y HEMOBIAT, SIKI 3HAXOAATHCA Ha TPYIHOMY TOIyBaHHI, >KIHKaM, SKi
MOTPeOYIOTh JIKYBaHHS aTOPBACTATUHOM, HE CIIiJI TOAYBAaTH IpyAato (AuB. po3ain «IIpoTumnokasanasy).

30amuicms ennueamu Ha WEUOKICMb peakyii npu KepyeanHi A6MOMPAHCROPMOM aA00 IHWIUMU
MexaHizmamu.

3nilicHIOE dyXe He3HauHWil BIUIMB HAa HIBUJKICTh peakilii MmiJl yac KepyBaHHS aBTOTPAHCIOPTOM abo
IHIIMMH MEXaHI3MaMHU.

Cnocio 3acmocysannsa ma 003u.

Tinepninioemis i 3miwana oucninioemis

PexomenaoBana mouaTkoBa J03a aTopBacTaTuHy cTaHOBUTH 10 a6o 20 mr 1 pa3 Ha 100y. 111 marieHTiB,
AK1 TOTpeOyI0Th 3HAUHOTO 3HIKEHHs piBHA Xonectepuny JIITHIL (Ginbmr Hixk Ha 45 %), Tepamis Moxe
Oytu po3mnouara 13 mo3yBanHs 40 mr 1 pa3 Ha no0y. J[030Buii aiana3oH aTOpBACTaTHHY 3HAXOIUTHCS Y
mexax Big 10 7o 80 mr 1 pa3 Ha n1o0y. [Ipenapar MokHa mpuitMaTi pa3oBOIO 103010 Y OY/Ib-sKi TOAUHU
Ta HE3aJeKHO Bij mpuiiomy Dki. [louaTkoBy Ta miATpUMYIOYi JAO3M aTOPBACTATHHY CIIJ MiAOUpaTH
IHAWBIAYaTbHO, 3aJI€KHO BiJl METH JIKyBaHHS Ta BiamoBimi. [licrns modaTky JiKyBaHHs Ta/a0o0 micis
TUTPYBaHHS JI03U aTOPBACTAaTHUHY CJIJI MpOaHATI3yBaTH PiBHI JIIMIAIB IPOTATOM Tiepioxy Bim 2 a0 4
THKHIB Ta BIATMOBITHUM YMHOM BiIKOPUTYBATH J03Y.

I'emepo3zucomna cimetina einepxonecmepunemis y nayicHmie oumsa4oeo 6iky (sikom 6io 10 0o 17 poxis)
PexomeHnoBaHa moyaTKoBa [03a aToOpBAacTaTUHy CTaHOBHTH 10 Mr/moOy, 3BHuAiiHMIA Jiama3oH 03
ctaHoBuTh Big 10 mgo 20 Mr mepopanbHO OaMH pa3 Ha A00y. Jlo3m mpemapaTy ciin migOupaTta
IHAWBIAYyaTbHO, BIIMOBIAHO O METH JiKyBaHHs. KopuryBaHHS J03H CIiJ MPOBOAWTH 3 IHTEPBAIOM
4 TrkH1 abo OLTbIIe.

Tomo3uecomna cimenna cinepxonecmepunemis

Jlo3a aTopBacTaTUHy JUIsl TALI€HTIB 3 TOMO3UIOTHOIO CIMEHHOIO TilEPXOJIECTEPUHEMIEI0 CTAHOBUTD Bij
10 no 80 mr Ha 100y. ATOpBAacTaTHH CJIiJl BAKOPUCTOBYBATH SIK JOTIOBHEHHS /IO 1HIINX TIMOTIIAEMIYHUX
MeTOJIB JiKyBaHHs (Hampuknan, adepe3 JIITHII]) abo skmo rimomimigeMiuHi METOIW JIKyBaHHS
HEJIOCTYIIHI.

Oonouacna einoninioemiuna mepanis

ATOpBacTaTHH MOXHa 3aCTOCOBYBAaTH 3 CEKBECTPAHTaMH >KOBUHHMX KuCIOT. KomOiHamito iHriGiTOpiB
I'MI'-KoA-penykTa3u (cratuHiB) Ta (iOpaTiB ciif 3arajJoM MpU3HAYATH 3 00EPEKHICTIO (AMB. pO3ALITH
«Oco0aMBOCTI 3aCTOCYBaHHMY, «B3aeMois 3 IHITUMU JIIKapCHKUMHM 3aCO00aMU Ta 1HII BUIU B3aEMOIIIN).
Jo3yeanns 01 nayicHmie 3 nopyueHHaM QYHKYIi HUpoK

3axBOpIOBaHHS HUPOK HE BIUIMBAE HI Ha KOHIIGHTpallii y IUia3mMi KpOBi, HI Ha 3HIKCHHS PIBHs
xonecrepuny JIITHII] mpu 3actocyBaHHI aTOpBacTaTHHY; OTXKE, KOPUTYBaHHS J03U Tpernapary Juis
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MaIi€HTIB 3 MOPYIICHHSIM (PYHKIIT HUPOK HEe moTpiOHE (muB. po3aium «OcoOIuBOCTI 3aCTOCYBaHHSY,
«DapMaKOKIHETHKAY ).

Jlo3ysanns 05 nayicnmis, AKi NPUUMAOmMb YUKIOCHOPUH, KIAPUMPOMIYUH, TMPAKOHA30], 1emepMOosip
abo nesHi ineibimopu npomeas

Crnin yHUKAaTH JIIKYBaHHS aTOPBACTaTUHOM MAIliEHTaM, SIKi MPUHAMAOTh ITUKJIOCIOPUH ab0 1HTIOITOP
npoteasu BIJI tumpanaBip + puronaBip, abo iHridirop mporteasu Bipycy rematuty C riekamnpesip +
miOpeHTacBip, ab0 JETEepMOBIp TIPH OJTHOYACHOMY 3aCTOCYBaHHI 3 mukjiIocmopuHoM. [lamientam 3 BIJI,
SK1 IpUHAMAIOTh JIOMIHABIP + PUTOHABIpP, aTOPBACTATHH CJiJl 3aCTOCOBYBATH Yy HAMHMK4id HEOOXiIHIH
no3i. [larienTam, K1 IpUMarOTh KJIAPUTPOMILIMH, ITPaKOHA301, €10acBip + rpa3ornpesip, ado mamieaTam
3 BUI, sxi mpuitMaroTh KOMOiHAII1 CakBiHABIp + PUTOHABIP, NapyHaBip + PUTOHABIp, GocaMIpeHaBip,
(dhocammnpeHasip + puToHaBip ab0 JIETEPMOBIP TEPANIEBTHUYHY /103y aTOPBACTATUHY CJIiJT 0OMeXuTH 20 MT,
a TaKOXXK PEKOMEHAYETHCS MPOBOJUTH HAJICKHI KIIIHIYHI OOCTEKEHHS JUId 3a0€3MeUCHHsI 3aCTOCYBaHHS
HalMEHIIOi HeoOXxigHoi mo03u aTtopBactartuny. [lamieHTam, ki mpuiimMaroTh 1HTIOITOp mpoteazu BIJI
HendiHaBip, JIIKYBaHHS aTOPBACTATUHOM CIiJI OOMEXHUTH 103010 110 40 Mr (quB. po3ninu «OcoOImuBOCTI
3aCTOCYBaHHs» Ta «B3aemMo/is 3 IHIIMMH JTIKAPCHKUMH 3ac00aMHM Ta 1HIII BUINA B3aEMOIII).

Jimu.

T'emeposucomna cimetina cinepxonecmepunemis

besmneka Ta eeKTUBHICTH 3aCTOCYBaHHS aTOPBACTATUHY BCTAHOBIICHI U1 AiTeH BikoM Bia 10 1o 17 pokis
3 TETePO3UTOTHOI CIMEHHOI0 TINEPXOJECTEPUHEMIEI0 SK JOMOBHEHHS JO JMI€TH I 3HIDKCHHS
3aranbHOTO XoJjectepuny, piBHs JITIHII Ta piBHs anominmonporeiny B, komu micist amekBaTHOT cripoOu
JieTOTEpAIii BiIMIYaIOTHCS:

. xonecrepun JITTHI > 190 mr/mt (4,91 mmonb/im) abo

. xonectepun JITTHILL > 160 mr/mn (4,14 mmonb/i) i

0 y CIMEMHOMY aHaMHe31 HasBHAa CiIMEWHa TimepxoJyiecTepuHeMis ad0 paHHI CepIeBO-CYIMHHI
3aXBOPIOBAHHS y POJMYIB MEpLIOro abo Ipyroro crymeHs ado
0 MPUCYTHI 1Ba a00 Oiybie 1HII (haKTOPH PU3UKY CEPIIEBO-CYIMHHUX 3aXBOPIOBAHb.

[TokazanHs 17151 3aCTOCYBaHHS aTOPBACTaTHHY ITATBEPKEHE HA OCHOBI1 JIOCITIIKCHb:

e [Inane6o-KOHTpOIbOBaHE KIIIHIYHE JOCTIIHKEHHS TPUBAICTIO 6 MICSIIIB 3a y4acTio 187 xioniiiB Ta
JiBYAT MICJIsI TOYaTKy MEeHCTpyauiid BikoM Bia 10 1o 17 pokis. [1amienTu, siki OTpuMyBau JTiKyBaHHS
aTopBacTaTUHOM y 7031 10 Mr abo 20 Mr mojHs, Majdu 3arajoM MoaiOHWN Mpodias HeOaKaHUX
peaKIliif 1o Takoro y Mami€eHTiB, AKi OTPUMYBAIH IUI1ale00. ¥ 1bOMY BYy3bKOMY KOHTPOJIBOBAHOMY
JOCITIDKEHHI He OyJIO BHSIBJIEHO 3HAUYIOrO BIUIMBY TpeEMapaTy Ha picT abo cTaTeBe M03piBaHHS
XJIOMIIB 200 Ha TPUBATICTh MEHCTPYAILHOTO LIUKJITY Yy JiBYAT.

e TpupiduHe BiAKpUTE HEKOHTPOJIbOBAaHE AOCTIKEHHS 3a yuacTio 163 miteit Bikom Bix 10 mo 15 pokis
3 TeTEPO3UTOTHOIO CIMEHHOIO TIMEPXO0JIECTEPUHEMIEIO, ISl SKUX MiAOUpad 103y I JOCSITHEHHS
uinboBoro piBHa xonectepuny JIITHIL[ < 130 mr/mn (3,36 mmoins/m). besneka Ta edexkTHUBHICTH
3aCTOCYBaHHsI aToOpBacTaTHUHY TpH 3HMKEeHH1 xonecrepuny JIITHIL, sk mpaBuio, BiAMOBIIAIOTH
MOKa3HUKaM, SIKi CIOCTEpIraiucs y JOPOCIUX Mali€HTIB, HE3BAKAIOUM HAa OOMEXKEHHS IUIaHy
HEKOHTPOJIbOBAHOTO JOCIIJIKEHHS.

HeoOxiaHa KOHCYIbTAIIiS AIBYAT MiCTS MOYATKY MEHCTpPYAIlii 010 KOHTPAIEMIIi1, IKIIO IIe JOPEUHO s
rariexTa.

JIOBrocTpokoBoi e(eKTHBHOCTI Tepamii aTopBacTaTMHOM, PO3IIOYaTOi B IUTHHCTBI JJII 3MEHILCHHS
3aXBOPIOBAHOCTI Ta CMEPTHOCTI y IOPOCIOMY BiIli, HE BCTAHOBJICHO.

besneka Ta edekTuBHICTH Tepamii aTOpBaCTaTUHOM HE BCTAHOBJIEHA Juif JiTed BikoM 10 10 pokiB 3
TETEPO3UTOTHOIO CIMEHHOIO TIMEPXOJIECTEPUHEMIEIO.

Tomo3ucomna cimenina cinepxonecmepunemis

Kminiuaa edextuBHiCTh Tipenapary y mo3ax g0 80 mr/moOy mpotsrom 1 poky Oyrna oOIlliHEHa Yy
HEKOHTPOJIbOBAHOMY JOCII/PKEHH] y MAaIliEHTIB 3 TOMO3UTOTHOIO CIMEHHOIO TilepXosieCTepUHEMIEI0, 10
SIKOTO OYJI0 BKITFOUEHO 8 TiTeH.

Ilepeoo3ysanns.
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CrnenudiuHOTO JIKYBaHHS Mepe03yBaHHs aTOPBACTATUHOM HEMae. Y pasi mepeao3yBaHHs MarieHTa Ciuija
JIKyBaTH CUMITOMATUYHO Ta IPU HEOOXITHOCTI 3aCTOCOBYBATH MIATPUMYIOUI 3ax01u. Yepe3 BHCOKUI
CTYMIHB 3B’sA3yBaHHs Mperapary 3 OLTKaMH IJIa3MH HE CJIiJI OYiKyBaTH 3HAYHOTO IMiICUIICHHS KIIIPEHCY
aTOPBACTaTHHY 3a JIOTIOMOT'OI0 TeMOTiai3y.

Ho6iuni peakuii.

VY 3B’A3Ky 3 THM, IO KJITIHIYHI JOCIIJDKEHHS TPOBOIATHCA y PI3HUX YMOBAaX, 4acCTOTY BUHUKHECHHS
HeOaXaHWX peakliid, M0 CHOCTEPIraroThes IMiJl Yac KIIHIYHUX JOCTIKEHb JIIKAPCHKOTo 3acoly, He
MOXHa Oe3rmocepeIHbO MOPIBHIOBATH 3 TMOKAa3HUKAMH, OTPUMAHHMMH IIiJl 4ac KIIHIYHUX JOCIITHKCHBb
IHIIOrO  JIIKapchbKOro 3aco0y, Ta BOHM MOXYTb HE BIANOBIAaTH IOKAa3HUKAM YacTOTH, IO
CIIOCTEPIraloThCs y KIHIYHIN TPAKTHUILL.

3rilHO 3 JaHUMH KIIHIYHUX JOCITIJDKeHb aTopBacTaTHHy cepen 16066 mauieHTiB (8755 oTpumyBanu
atopBacTatuH Ta 7311 orpumyBanu mnane6o; BikoBui mianazoH 10-93 poku, 39 % xiHok, 91 %
eBponeoinHoi pacu, 3 % HerpoigHoi pacu, 2 % MoHronoinHoi pacu, 4 % iHIIi) 3 MeIiaHOI JIKyBaHHS,
mo craHoBmwia 53 TwxkHI, 9,7 % marieHTiB, SKI OTPUMYBaJIM aTopBacTaTwH, Ta 9,5 % mamieHTIB, sKi
OTpUMYBJIM TUTaLe00, MPUIMHUIIM 3aCTOCYBaHHS Mpernapary depe3 HeOa)kaHi peakilii, He3aJeKHO BiJ
NPUYUHHOTO 3B’S3KY 3 IIPETapaToM.

IT’s1Tb HaMMOIMPEHIMX HeOAKaHUX PEaKIlii y Mali€HTiB, AKi OTPUMYBAIIU JIIKYBaHHS aTOPBACTATHHOM,
1110 IPU3BOAMIIM 70 TIPUITMHEHHS 3aCTOCYBAaHHS aTOPBACTATHHY Ta TPAIUISUIACS 3 YaCTOTOIO, BUIIIOIO HIXK
y rpyni mnane6o: wmianris (0,7 %), niapes (0,5 %), wnynora (0,4 %), niABHILEHHS pPiBHSA
ananinaminoTpancepaszu (AJIT) (0,4 %) ta neuinkoBux dpepmentis (0,4 %).

VY mari€eHTiB, SKi OTPUMYBAJIU JIIKYBaHHS aTOPBACTaTHHOM Y IUIANe00-KOHTPOJIBLOBAHUX JOCHIKEHHAX
(n=8755), naltuacrime crocrepiranucs Taki HeOaxkaHi peakuii (yactora BUMaakiB 2 % abo Ouiblie Ta
BUIIIE, HIX Yy rpymi miane0o), He3aJIe)KHO BiJ IPUYMHHOTO 3B’s13KYy: HazodapuHrit (8,3 %), aprpairis
(6,9 %), niapes (6,8 %), Oinp y kiHLiBKax (6,0 %) Ta iHdekis ceuoBUBITHUX HUIAXIB (5,7 %).

VY Tabnuui 6 miaCyMOBYETbCS 4YacTOTa KIIHIYHMX HeOaKaHUX peakiliii, He3aJeKHO BiJl MPUYHMHHOTO
3B’SI3KY, 3apeeCTpoBaHUX y 2 % mallieHTiB abo Oiibllie Ta 3 YaCTOTO0, BUILOIO, HIXK y TpyMi Iuianebo, y
NAIli€HTIB, $KI OTPUMYyBaJM JiKyBaHHA aropBacTatuHoM (n=8755), 3a manumu 17 miane6o-
KOHTPOJIbOBAHUX JIOCIII/IKEHb.

Taomuus 6.
Kniniuni HeGaxkaHi peakiiii, 0 BUHUKAIHN y 2 % NalieHTiB Ta Oiblle, IKi OTPUMYBAJIH JIIKYBaHHS Oy /b~
SIKOIO JI030F0 aTOPBACTaTHHY, Ta 3 YaCTOTOIO, BUIIO0, HK y TPYIII IJ1a1ie00, HE3aJIeKHO Bl MPUIUHHOTO
3B’s13KY (% Malli€eHTiB).

HeGaKaa beakiis™ BZ?;-HKa 10 mr 20 mr 40 mr 80 Mr [Tmane60
peakl 7103 N=3908 | N=188 |N=604 |N=4055 N=7311
N=8755
HazodapwuHriT 8,3 12,9 5,3 7 4,2 8,2
ApTpairis 6,9 8,9 11,7 10,6 4,3 6,5
Hiapes 6,8 7,3 6,4 14,1 5,2 6,3
binb y kiHIIBKaxX 6 8,5 3,7 9,3 3,1 5.9
IH(beK'I_IDI CEYOBUBIIHUX 5.7 6.9 6.4 3 4.1 5.6
HUISX1B
Jucnencis 4,7 5.9 3,2 6 33 4,3
Hynora 4 3,7 3,7 7,1 3,8 3,5
M’ s130B0-CKEIETHHH O1IIb 3,8 5,2 3,2 5,1 2,3 3,6
M’s130B1 cia3zMu 3,6 4,6 4,8 5,1 2.4 3
Miauris 3,5 3,6 5,9 8.4 2,7 3,1
besconns 3 2,8 1,1 5,3 2,8 2,9
g)iilznﬂronapnmeanbﬂnn 23 3.9 1.6 2.8 0.7 2.1

* HeGaxxana peakiiist > 2 % y Oynb-siKkiii 1031 O1bIle, HIX Yy TpyIIi miane0o
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Jlo iHmuX HebaXaHUX peaKIlii, Ipo sKi MOBIAOMIIAIOCS i/l Yac AOCIIPKEHb, HaIekKaTh:
3acanvHi nopyuwenns: BIMUyTTs HE3MyKaHHS, MPEKCisl.
3 boky mpagHoi cucmemu. IUTYHKOBO-KUIIKOBUN TUCKOM(DOPT, BIAPHKKA, METEOPH3M, TEHaTHuT,
XOJIecTas.
3 boky cxenemuo-m ’'s3060i cucmemu: M’sI30BO-CKEIIETHUH O1JTb, IMiIBUIIIEHA BTOMJTFOBAHICTh M’s131B, O1J1b
y i, HabpsiKaHHS Cyra00iB, TEHAUHOMNATIA (1HOA1 YCKIIaTHEHA PO3PHUBOM CYXOKHUJILISA).
3 00Ky Mmemabonizmy ma XapyyeaHusA: TIABHILEHHS TpaHCaMmiHa3, BIAXWIECHHS BiI HOPMHU
(yHKIIIOHATBHUX MTPOO MEUYIHKH, MiBUIIEHHS PiBHS JTY>KHOI ocdaTaszu B KpOBI, IMiIBUIICHHS aKTHBHOCTI
KkpeatuH(pochokinazu, rinepriikemis.
3 60Ky HepBo6oi cucmemu: KOIIMapHi CHOBHUIIHHS.
3 60Ky ouxanvhoi cucmemu: HOCOBa KpOBOTEYA.
3 b6oky wiKipu ma ii npudamxis: KpOIHB’ THKA.
3 boky opeanie 30py: HEUITKICTH 30py, TOPYIICHHS 30Dy .
3 6oky opeanie cnyxy ma pieHosacu: IyM y ByXax.
3 6oky cevocmamesoi cucmemu: IEHKOIUTOYPIsl.
3 60Ky penpodykmusHoi cucmemu ma MOJIOYHUX 34103 TIHEKOMACTIS.
Bci no6iuni peakiii mpuBeIeHO 32 CHCTEMOIO KJIaciB Ta OpraHiB Ta 4aCcTOTOIO: Tyxe yacto (> 1/10), uacto
(=1/100 — <1/10), Hewacto (=1/1 000 — <1/100), pinko (=1/10000 — <1/1000), nyxe piako (<1/10 000),
4acToTa HEBiIoMa (HE MOXKYTh OYTH OILIHEHI 32 HASIBHUMU JaHUMH).
3 6oky Hepsosoi cucmemu: 4aCTO — TOJOBHUH OLTb; HEYACTO — 3allaMOPOUYEHHS, TapecTe3is, rirnecresis,
JMCTeB3is1, aMHE31s; PiIKo — nepudepruyHa Heiiponaris.
3 60Ky WIYHKOBO-KUUKOB020 MPAKmMY: 4acTO — 3aIl0p; HeYacTO — MaHKPEATUT, OJIFOBaHHS.
3 6oky onopHo-pyx080i cucmemu ma CnoAY4HOI MKAHUKHU: 9aCTO — OUTh y cyrinobax, 0iib y CIHHI; PiKO
— MiomaTis, MiO3HT, pabIoMioTi3.
3acanvui po3nadu: HEYACTO — acTEHis, OUIb y TpyIsX, nepudeprudHi HaOPSKU, CTOMITIOBAHICTb.
3 60Ky 06MiHY pewosuH, memaboizMy: HEIACTO — TIMOTITIKEMIsl, 301IBIIICHHS] MacH TiJIa, aHOPEKCIsl.
3 boky neuinku i 27#068408UBIOHUX WLIAXIB. TyKE PIIKO — MEYIHKOBA HEJOCTATHICTb.
3 60Ky wKipu ma niOwKipHoi K1imKo8uHU: HEYACTO — IIKIpHI BUCHUITAHHS, CBEPOIXK, aJOMEIisl; PiIKO —
AHTIOHEBPOTUYHUN HAOPsK, OyiIbO3HUH AepMaTuT (Y TOMY YHCIi MyJIbTH(QOPMHA €pUTEMA), CUHAPOM
CriBenca-/[>koHCOHAa Ta TOKCHYHHUU eMiJepMaJIbHUN HEKpOIi3, JIXCHOiJHA peakilis, CHpHYUHECHA
JKapChKUM 3aCO00M.
3 b6oky pecnipamopHoi cucmemu, opearis epyoHoi KIimKu ma cepedoCminHa: 9acTo — OUIb y TOpIi Ta
ropTaHi.
3 60Ky Kposi ma nimgpamuynoi cucmemu. piIKo — TPOMOOIIUTOIICHIS.
3 6oky cyoun: piIKo — BacKYJIiT.
3 60Ky imyHHOI cucmemu: 9acTO — aJIepTivHI peakIlii; qyke piako — aHadimakcisi.
3 60Ky opeanis 30py: HEUACTO — 3aTYMaHEHHS 30DY.
Jlabopamopui noxkasHuxku: 4YacTO — BIOXWICHHS pPeE3yJbTaTiB (DYHKIIOHAIBHUX MPO0 TEYIHKH,
nigBuieHHs akTuBHOCTI KOK KpoBi; HEYacTO — MO3UTHBHUN PE3yiIbTaT aHaTi3y Ha BMICT JCUKOLUTIB Y
ceul.
Sk 1 mpum 3acrtocyBaHHi iHmUX iHTiIOITOpiB ['MI-KOA-peaykrasu, y mDalieHTiB, sKi HpuiAMaiu
aTOpBACTaTHH, CIIOCTEPIraliv MiBUIIEHHS aKTUBHOCTI TpaHCaMiHa3 CUpoBaTKH Kpo.i. Lli 3MiHM 3a3BUYaii
Oynu c1abko BUpaXCHUMH, TUMYACOBHUMH Ta HE MOTpeOyBanu BTpydaHHs abo JikyBaHHS. KiiHIYHO
3HAYyIIIe MiJBUIICHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBATKU KPOBi (MIEPEBUIICHHS BEPXHBOI MEXKi HOPMHU
ounbl HIX y 3 pasu) cnocrepiranu y 0,8 % mamieHTiB, ki npuitmManu atopBactaTuH. Lle minBUIeHHS
MaJIO J10303aJISKHUH XapakTep Ta 0yj0 000pOTHUM Y BCiX MAalli€HTIB.
VY 2,5 % mnauieHTiB, SKi OIpUiiMald aTOPBAaCTaTHUH, CIOCTEPIraiy 3pOCTaHHS aKTMBHOCTI KpeaTUHKIHA3U
CHpPOBATKM KpOBi, 10 OUTbII HIX y 3 pa3u NepeBHIllyBasia BEpXHIO Mexy HOpMmu. Lle 30iraerscs 3i
CIIOCTEPEKEHHSAMH TIpH 3acTocyBaHHI 1HmMUX iHTIOITOpiB ['MI-KoA-penykrasu y xoai KIIiHIYHUX
nocmigkenb. Y 0,4 % mamieHTtiB, sKi OTPUMYBaJM aTOPBACTaTHUH, CIOCTEpirajaucs piBHI, IO
MEPEBUIITYBATM BEPXHIO MEXY HOpMH Oubin HIX y 10 pa3is.
[To6iuni peakmii, sIKi BUHUKIM MiJ 9ac KIIHIYHUX OCIIHKCHb: 1H(EKINS CEYOBUBIIHOTO TPAKTY,
IYKPOBUH J1a0€T, IHCYJIIBT.
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VY nocaimkenni ASCOT (Anglo-Scandinavian Cardiac Outcomes Trial), sike Bximrogaio 10305 ygacHukiB
(BikoBuit miamazon 40-80 poki, 19 % xiHok; 94,6 % mpencrtaBHUKIB eBpomneoinHoi pacu, 2,6 %
MPEeACTaBHUKIB HerpoigHoi pacu, 1,5 % miBAeHHO-a3ilicbkoro moxomkeHHs Ta 1,3 % 3MimaHoro
MOXO/KEHHS/IHIINX ), sIK1 OTPUMYBAJIM JIIKYBaHHS aTOpBacTaTHHOM y 11031 10 mr monenHo (n=5 168) abo
miane6o (n=5 137), npodinb Oe3MeKu Ta MEPEHOCUMOCTI MpernapaTy y MaIli€HTIB, SKI OTPUMYBAIH
aTopBacTaTHH, OyB TOpPIBHIOBAaHMM 3 TakKuM Yy TpyIi IJanedo BHPOIOBXK MEPIOAy IOAATIBIIOTO
CIIOCTEPEIKEHHS 3 MEIIaHOI0 TPUBAIOCTI 3,3 POKY.

VY nocnimxkenni CARDS (Collaborative Atorvastatin Diabetes Study), sixe Bkitouano 2838 martieHTiB (y
BikoBOMY miamna3oHi 39—77 pokiB, 32 % xiHok; 94,3 % mnpencTaBHUKIB €BporeoinHoi pacu, 2,4 %
MiBJCHHO-a31iChKOT0 MOXO/DKEHHS, 2,3 % adpo-kaprOchkoro noxompkeHHs Ta 1 % iHIMX) 3 LyKpOBUM
niabetom Il Tumy, siki OTpUMyBaliv JIIKyBaHHS aTopBacTaTHHOM y 1031 10 Mr Ha 100y (n=1 428) abo
mwiane6o (n=1410), He cmocTepiranocs XOMHOI PI3HUIN Yy 3araibHill YacToTi HeOaaHWX peaxiii
a0o cepilo3HUX HEOaKaHWX peakIiii MK TpylmaMd JIKyBaHHsS BIPOAOBX TMEPioay TMOIAIBIIOTO
CIIOCTEPEKEHHS 3 MeiaHOo10 TpuBajiocTi 3,9 poky. IIpo sxoH1 BUnaaku pab1oMiosni3y He OB IOMIISIIOCS.
VY nocnimxkenni TNT (Treating to New Targets Study), sike Bxmrouano 10001 marienTa (BikoBU# niarma3oH
29-78 pokis, 19 % xinok; 94,1 % npencTaBHUKIB €BpONEOinHOI pacH, 2,9 % MpencTaBHUKIB HETPOINHOI
pacu, 1,0 % npencraBHUKIB MOHTOOiAHOT pacu Ta 2,0 % 1HIIKX) 3 KIIHIYHO BUPAXKEHOIO 1HIEMIYHOIO
XBOpOOOIO ceplid, sSKi OTpUMyBaJId aTopBacTaTHH y 1031 10 mMr Ha 100y (n=5006) abo aTopBacTaTHH y
no3i 80 Mmr Ha 100y (n=4995), cmoctepiramucs OUIBII Cepio3HI HeOakaHi peakIlii Ta BUITAIKH
NPUITMHEHHS 3aCTOCYBaHHS Iperapary uepe3 HebakaHi peakilii y rpymi Mami€eHTiB, SKi OTPUMYBAJIH
BHUCOKI 103U aTopBacTatuny (92, 1,8 %; 497, 9,9 % BinmoBigHO), MOPIBHAHO 3 IPYIOI0 MAIIEHTIB, AKi
OTpUMYyBaJIM HM3BKI 103U mpemapary (69, 1,4 %; 404, 8,1 % BiInmoBinHO), BIPOJOBXK IEPiOTy
MOJAJIBIIIOTO CIIOCTEPEKEHHS 3 MeiaHot0 TpuBaiocTi 4,9 poky. CTilKi MIABUIIEHHS PiBHS TpaHCaMiHa3
(y 3 pa3u abo Oinplie BUIe BEpXHBOI MeXi HOpMH, J1Biui BIponosx 4—10 nHiB) cnoctepiranucsa y 62
(1,3 %) oci0, siki oTrpumyBanu aropBactatuH y 1031 80mr ta y 9 (0,2 %) ocib, ki OTpUMYyBaIu
aropactatu y 1031 10 mr. IlinBumenns piBaiB KK (y 10 pa3iB aGo Oinblie BUIlE BEPXHBOI MEXi
HOPMAJIBHOTO Jiama3oHy) OyJu 3arajioM HH3bKUMH, aje OyJM BUIMUMH Yy TPyMi MAIi€HTIB, 5Kl
OTpUMYBaJIM BUCOKI 703U aTtopBacTtatuhy (13, 0,3 %), MOpiBHAHO 3 IrPyMOIO MAIEHTIB, U0 OTPUMYBAIN
HU3bKI1 103U aTopBacTaTuny (6, 0,1 %).

VY nocmimkenHi IDEAL (Incremental Decrease in Endpoints through Aggressive Lipid Lowering Study),
axe BkIoyasio 8888 marrienTis (y BikoBoMy aiana3oni 26—80 pokis, 19 % xiHok; 99,3 % npeacTaBHUKIB
eBporeoinHoi pacu, 0,4 % rnpencTaBHUKIB MOHT0J1011HOT pacH, 0,3 % mpeacTaBHUKIB HETPOiHOT pacu Ta
0,04 % 1HImHKX), sIK1 OTPUMYBaJIM aTopBacTaTHH y 1031 80 Mr/no0y (n=4439) abo cumBacTaTuH y 1031 20—
40 mr Ha 100y (n=4449), He crnocTepiragocs >XOIHOI BIAMIHHOCTI y 3arajbHiil 4acToTi HeOaXaHUX
peakiiiit abo cepio3HUX HeOaKaHWUX peaKIliii MK TpylaMu JIIKyBaHHS BIIPOJIOBXK MEPIOay MOAATBIIOTO
CIIOCTEPEKEHHS 3 MEIaHOI TPUBAIOCTI 4,8 POKYy.

VY nmocmimxenni SPARCL (Stroke Prevention by Aggressive Reduction in Cholesterol Levels), sike
BKiouano 4731 mamienta (BikoBui miamazoH 21-92 poxu, 40 % xiHok; 93,3 % mnpencraBHUKIB
eBponeoinHoi pacu, 3,0 % npeacTaBHUKIB HErpoinHoi pacu, 0,6 % mpeacTaBHUKIB MOHTOJIOITHOT pacu Ta
3,1 % iHmux) 6e3 KIiHIYHO BUPAXKEHO] 1IeMIYHOi XBOPOOU ceplis, ajie 3 HasBHICTIO B aHAMHE31 IHCYJIBTY
a06o Tpau3uTopHOi imemiyHoi araku (TIA) mpoTsrom mnomepenHix 6 MICAIIB, SIKi OTPUMYBAIH
aropBactaTuH y 7031 80 mMr (n=2365) abo mumamebo (n=2366), ynmpomoBX TMepiofy IOAATBIIOTO
CIIOCTEPEIKEHHS 3 MeJiaHOI TpHUBaJOCTI 4,9 poKy crocrepirajacsi BUIA YacTOTa BHUIIAJKIB CTIHKOTO
IIIBUINICHHS PiBHS MEYIHKOBUX TpaHcamiHas (y 3 pa3u abo Oinbplie BHINE BEpXHBOT MEXI HOPMH JIBidi
BIIpoAoBXk 4—10 nHIB) y rpyni mami€eHTis, ki orpuMyBainu atopBactaTvH (0,9 %), MOPIBHIHO 3 TPYIIOO
wiane6o (0,1 %). Bunaaku nigBuineHHs piBHA kpeaTuHKiHa3M (y 10 pa3iB Bulle BepXHbOI MEK1 HOPMHU)
Oynu piAKICHUMHM, ajie CHOCTepirajucs 4YacTillle y rpymi MaIli€HTiB, sKi OTPUMYBAJIM aTOPBACTATHH
(0,1%), uix y rpyni manebo (0,0 %). LlykpoBuii niaGet OyB 3apeecTpoBaHMil K HeOakaHa peakilis
y 144 nauientis (6,1 %) rpynu, 1o oTpuMyBaja aropBacTaTuH, Tay 89 namienTis (3,8 %) rpymnu riane6o
(muB. po3nin «OCoOIMBOCTI 3aCTOCYBAHHS ).

IIpu post-hoc anami3zi NpPOAEMOHCTPOBAHO, IO aTOPBACTaTUH Yy 7031 80 MI' 3MEHIIyBaB YacTOTy
ImeMivHoro iHeyabTy (218 3 2365, 9,2 %, npotu 274 3 2366, 11,6 %) Ta niABUIYBaB YacCTOTY BHUIIAIKIB
remMoparigyHoro iHcynbTy (55 3 2365, 2,3 %, npotu 33 3 2366, 1,4 %) nopiBHsiHO 3 mianedo. Yactora
BHIAJIKIB JIETATHHOTO T€MOPAriuHoro 1HCYJIbTy Oyia momioHor MiX rpynamu (17 BuUmanmkiB y rpymi
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aTOpBAacTaTHHY MOpiBHSAHO 3 18 Bumagkamu y Tpyni 1utane6o). Yactora BHUMAnKiB HEJIETAIBHOTO
reMOpariyHoro iHCyJbTy Oyjla 3HAUHO BUILOIO Y TPYIi Hali€HTIB, sIKI OTPUMYBalIX aTtopBacTaTtuH (38
BHUIAJIKIB HEJETATHHOTO TEeMOpPAriyHoTro 1HCYJIBTY), TOPIBHSHO 3 Tpymnor turanedo (16 Bumagkis
HEJEeTaJbHOTO0 TeMOPAriYHOr0 1HCYNbTY). BUABHIIOCS, M0 MAIIEHTH, SIKI BCTYNWIH IO JOCITIIKEHHS
3 reMOpariyHuM 1HCYJIBTOM B aHaMHE31, OTPUMAajd MiABUIIECHUN PU3UK TeMOpariyHoro iHCyabTy (7
(16 %) aTtopBacratus npotu 2 (4 %) mnae6o).

3HavYyIUX BIAMIHHOCTEH MiXK TpyIaMu JIIKYBaHHSI IOJI0 JIETAILHOCTI 3 YCIX TPUYHMH HE CITOCTEPIraaocs:
216 (9,1 %) y rpymi, mo oTrpuMmyBana aTopBacTtaTuHy a031 80 mr/mo0Oy, nporu 211 (8,9 %) y rpymni
mane6o. YacTuHa MaiieHTiB, K1 IOMEPIIH 4Yepe3 CepIieBO-CYIMHHY MMAaTOJIO0T10, Oyjia YUCEITHHO MEHIIIOI0
y Tpymi Hali€eHTiB, AKi oTpuMyBan aropBacTatud y 1031 80 mr (3,3 %), Hix y rpyni miane6o (4,1 %).
YacTtuHa TaIi€eHTiB, K1 TOMEPIA HE Yepe3 CepIleBO-CYIMHHY IMaTOJOTii0, Oyja YUCENThbHO OUIBIION Y
IpyIi NaIi€HTiB, sIKi OTpUMyBaiiu aropBacTatuH y 1031 80 mr (5,0 %), Hix y rpymni mane6o (4,0 %).
[1o6i4H1 peakIlii mij1 yac KJIIHIYHUX JOCIIHPKEHb 3aCTOCYBAaHHS aTOPBACTaTUHY V JUTEH

[Tin wac 26-THKHEBOTO KOHTPOJLOBAHOTO JOCHTI[DKEHHS y XJIOMIIB Ta y JiBYAT MICIs IMOYATKY
MEHCTpYyaIliii 3 TeTEpPO3UTOTHOIO CiMENHOIO TinepxosectepruuemMiero (y Bimi Big 10 1o 17 pokir) (n = 140,
31 % — xiHo4oi craTi; 92 % — mpeACcTaBHUKU €BPONEOiqHOi pacH, 1,6 % — mpeacTaBHUKU HErpoigHoi
pacu, 1,6 % — mpencTtaBHUKM MOHrojioinHoi pacu Ta 4,8 % — MpenCTaBHUKH 1HIIMX €THIYHUX TpyM)
npodinb 0e3neku Ta TePeHOCUMOCTI aropBacTaTuny y 1031 Big 10 Mr 1o 20 Mr Ha 100y SIK JONOBHEHHS
0 JIETH JUIsl 3HIDKEGHHS 3arajbHOTO XoJyiecTepuHy, piBHsA xonecrepuny JIITHIL[ Ta piBHS
anoninonporeiny B OyB 3aramom noaioauM a0 npodinio mianedo.

locsio nocmpeecmpayitino2o 3acmocy8ants npenapamy.

[TpoTsirom nmocTpeecTpaniiHOro 3acTOCYBaHHs aTOpBAaCTaTUHY OyJiM BUSBJICHI HUKUE3a3HAUeHI HeOaXxaHi
peakii. OCKUTBKM MPO I1i peakIlii MOBIIOMIISIETHCS Ha TOOPOBUIBHIN OCHOBI BiJl MOMYJISAIT HEBIAOMOI
YHUCENbHOCTI, HE 3aBXJM MOXHA JOCTOBIPHO OIIIHUTH IX YacTOTy ab0 BCTAaHOBUTH IPHYUHHO-
HACJIIIKOBUM 3B’ S130K 13 3aCTOCYBaHHSM Ipemnapary.

Jlo HebakaHMX peakilii, MOB’s3aHUX 13 JIKYBaHHSM aTOPBAaCTaTHHOM, 3apPEECTPOBAHUX MICIA BUXOIY
npenapary Ha PHHOK HE3aJIC)KHO BiJI OIIIHKY MPUYMHHO-HACIIIKOBOTO 3B’ SI3KYy, HAJIEKATh: aHa(1IaKcis,
aHT1OHEBPOTUYHUH HAOPsIK, OyIb03HI BUCUIIAHHS (Y TOMY YHCIIi €KCyJaTUBHA MYJIbTH(QOPMHA epUTEMA,
cuaapoMm CriBeHca—J[)KOHCOHA Ta TOKCHUYHHMM eMiJepMaIbHUN HEKpOJi3), pabaomiofii3, MiO3HT,
MiBUIIICHA BTOMIIIOBAHICTh, PO3PUB CYXOXKHIUIA, JICTAIbHA Ta HEJeTalbHa MEYiHKOBAa HEIOCTATHICTb,
3amaMOpOYCHHS, JIeTIpecis, nepudepruaHa HeUponaTis, MaHKPEaTUT Ta IHTEPCTUIIIaJIbHA XBOPOOa JIETreHb.
Hagxomunu piakicHI TOBIIOMIJIGHHS MPO BUMAJKH IMYHOJIOTIYHO OIOCEPEAKOBAHOI HEKPOTH3YHOUOT
Miomarii, MoB’sA3aHo1 13 3aCTOCYBaHHSM CTAaTHHIB (IUB. po3ii «OcOOIMBOCTI 3aCTOCYBAHHS).
Haaxomunu pigkicHi mocTpeecTpaliitHi MoBiJOMICHHS PO KOTHITUBHI PO3NIaau (Taki SK BTpaTa mam’sri,
Oe3raM’ ATHICTh, aMHE31sl, OPYIICHHS ITaM’sITi, CTUTyTaHICTh CBIJOMOCTI), TIOB’sI3aHi 13 3aCTOCYBaHHSIM
cratuHiB. L{i KOrHITHBHI po3naau Oylu 3apeecTpoBaHi MPU 3aCTOCYBAaHHI BCIX CTaTHHIB. 3arajioM BOHU
HE HaJICKaIW 10 KaTeropii cepio3HuX HeOaKaHWX peakiid Ta Oyiu oOOpPOTHUMHM TICIS MPUITUHECHHS
NpUAOMY CTAaTHHIB, MAJIM PI3HUN Yac 10 MOYATKy MposBY (Bif 1 IHS 10 KITBKOX POKIB) Ta 3HUKHEHHS
(MemiaHa TPUBAJIOCTI CTAHOBUJIA 3 THIKHI).

[Tig wac 3acTocyBaHHsI IEIKUX CTATUHIB OYyJIM ONMKCaHI Taki HeOakaHi SIBUINA: PO3JIaJ] CTaTeBOI (DYyHKIIIT;
BHHSTKOBI BUITAJIKM IHTEPCTHUIIIATILHOT XBOPOOH JIETEHIB, OCOOJIMBO ITi]T 4aC JJOBIOCTPOKOBOTO JIIKYBaHHS.
ITin yac TOCTMapPKETUHTOBUX CIIOCTEPEKECHD MOBITOMIISIOCS PO HUKUE3a3HAUeHI MOOIYH1 peakirii.

3 boky kposi ma nimgpamuunoi cucmemu: TPOMOOIIUTOIICHISL.

3 60Ky imyHHOI cucmemu: aneprivHi peakinii, anadinakcis (y TOMy 9iCIi aHaQUTaKTHIHUH TTOK).

3 boky memabonizmy ma xapuysanrs. 30UTBIIICHAS MaCH TiJa.

3 60Ky Hepsosoi cucmemu: TOTOBHUN O171b, TiMECTE31s, AUCTEB31s, MIaCTEHIs TPaBic.

3 60Ky WAYHKOBO-KUWKO08020 Mpakmy: OUIIb y JKUBOTI.

3 boky opeanie cnyxy ma nabipunmy: IyM y ByXax.

3 boky opeanie 30py: O4HA MiaCTEHisl.

3 60Ky wiKipu ma niOwWKipHoi K1imKosuHU: KPOTIUB’ THKA.

3 6oky onopHo-pyxo080i cucmemu ma cnOLYYHOI MKAHUHU: APTPAITis, OUTh Y CITUHI.

3azanvhi poznaou: 611b y TpyasixX, nepudepuaHuil HaOpsK, HE3Ty KaHHS, BTOMA.

Jlabopamopni noka3nuxu: TiABUILEHHS aKTUBHOCTI aJlaHiH-aMiHOTpaHchepasH, MiIBUIIICHHS aKTUBHOCTI
KpeaTuH(POCPOKiHA3H KPOBI.
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[ToBimoMiieHHS IIpO TO0OIYHI peakii.

[ToBimomieHHs po MOOIYHI peakiii micis peecTpamii JiKapchKoro 3aco0y Mae BaxJinBe 3HaueHHs. Lle
Ja€ 3MOTY TPOBOJWTH MOHITOPHHT CITiBBIIHOIICHHS KOPUCTBH/PU3HUK IIPH 3aCTOCYBaHHI IHOTO
JiKapcbKkoro 3aco0y. MenuyHuM Ta ¢apMaleBTUYHUM NpaliBHUKaM, a TaKOX THalieHTaMm abo ix
3aKOHHUM TPEJICTaBHUKAM CIIiJ MOBIJOMIIATH MPO yCi BUMAAKH MiJ03PIOBAaHUX MOOIYHUX peakiiil Ta
BIJICYTHOCTI €(E€KTUBHOCTI JIKapChKOTro 3aco0y uepe3 ABTOMATH30BaHy iH(pOpPMaLiiHY CHCTEMY 3

(hapmakoHarIsay 3a mocusianHsaM: https://aist.dec.gov.ua.

Tepmin npuoamnocmi.
3 poxu.

YmoBu 30epiranns.
30epiraTy B OpUTiHAJIBbHINA YIIAKOBII MpH TeMIiepaTypi He uiie 25 °C.
30epiratu y HeJJOCTYITHOMY ISl IiTE€H MiCITi.

YnakoBka.
ITo 14 Tabnerok y 6mictepax; mo 2 abo 1o 4, abo 1o 6 GicTepiB y KAPTOHHINM YIIAKOBIII.

Kareropis Bizmycky.
3a pelenTtom.

BupooHuk.
TOB «kKYCYM ®APM».

Micue3Haxo1:KeHHs] BUPOOHHUKA Ta ajJpeca Miclsi NPOBAJIKEHHS HOro AislIbHOCTI.
40020, Ykpaina, Cymcbka obnacts, M. Cymu, Byn. Ckpsibina, 54.

abo

BupooHuk.
TOB «['JIEAD®APM JIT».

Micne3HaxoaxeHHsI BHPOOHUKA TAa ajgpeca Miclsi NPOBAsKeHHsI HOro AislJIbHOCTI.
40020, Ykpaina, Cymcbka obsacts, M. Cymu, Byi. [laBumoBcekoro ['puropis, 54.

JlaTa ocTaHHBOIO MeperJsay.
21.08.2025
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