3ATBEPIKEHO
Haxa3 MinicrepcTBa 0X0poHHn
310pOB’s1 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 MEIUYHOT0 32CTOCYBAHHS JIKAPCHKOI0 32C00y

ETCET®
(ATSAT®)

Cknao:

Jiroua peyogura: atorvastatin;

1 Tabnerka MICTUTH aTOpPBACTAaTHHY KaJbIliI0 €KBiBaJeHTHO atopBactatunHy 10 mr, 20 mr, 40 mr a6o
80 Mr;

OONOMIICHI pedosuHU. JAaKTO3W MOHOTIIpAT, MEeNI0JI03a MIKPOKPUCTAIiYHa, KaJbIil0 KapOoHaT,
noBioH K30, HaTpito KpockapMmeno3a, KPeMHII0 JIOKCHJA KOJOigHMH Oe3BOJHWM, MarHiro creapar,
Opadry 03F84827 poxesuii ;

*Opadry 03F84827 posxesuit: rinpomenosa, Tutany giokcus (E 171), momieTHaeHTIikoss, TanbK, 3aji3a
okcua yepBonuii (E 172).

Jlikapcebka gopma. Tabnerku, BKpUTi 000JI0HKOIO.

OcnosHi Qhi3uKo-Ximiuni 61acmueocmi:

mabnemxu, 6kpumi 06o0ukor0 10 me, 20 me: Kpyriii JBOOMYKII TaOJIETKH, BKPUTI 000JIOHKOIO POKEBOTO
KoJIbOpy 3 HanucoM «10» a6o «20» 3 ogHOTO OOKY;

mabnemxu, 6kpumi 060101uK010 40 me, 80 me: KpyTii IBOOMYKII TaOJIETKH, BKPUTI 000JIOHKOIO POKEBOTO
KOJIbOPY, IIaIeHbKI 3 000X OOKIB.

dapmakoTepaneBTUYHA rpyna.
[IpenapaTu, 110 3HIKYIOTH PIBEHb XOJECTEPUHY 1 TPUTIIILIEPUIIB Y CHPOBATII KPOBI.
Iari6iropu 'MI'-KoA-penykrazu. Kon ATX C10A A0S.

Dapmakonoziuni e1acmusocmi.

Dapmarxoounamixa.

Etcer™ MiCTHTh aKTMBHY pPEUYOBMHY aTOpPBACTaTMH. ATOPBACTATHH € CEIEKTHBHMM KOHKYPEHTHHM
iHridiropom I'MI'-KoA-penykrazu, depmeHTy, BiJ SKOrO 3ajJ€XKHUTh IIBUIKICTH IEPETBOPEHHS 3-
T1IpOKCU-3-MeTUITTy TapuiI-KopepMeHTY A B MEBAJIOHAT, PEYOBHHY-TIONEPEIHUK CTEPOINiB, Y TOMY
YHCIT XOJIECTePUHY.

B excniepuMeHTaIBHUX MOJIEISIX Y TBAPUH aTOPBACTATHH 3HUKYE PIBEHD XOJIECTEPUHY Ta JIOMPOTETHIB
y T1a3Mi KpoBi HIIsIXOM 1HT10yBanHs y nedinii ' MI'-KoA-peaykrasu i cHHTE3y XOJIECTEPHHY Ta IIISIXOM
301IbIIEHHS KUTbKOCTI TTeuinkoBuX penentopiB JITTHI Ha moBepXxH1 KIIITHH 1Tl TOCUJICHHS ITOTJIMHAHHS
ta karabonizmy JIITHIL[; atopBacraTuH Takoxx 3MeHinye npoaykyBanHs JIITHII[ Ta KimpKicTh LHX
YAaCTHUHOK.



ATopBacTaTHH, AK 1 HOro aeski MeTadoiiTH, € (apMaKoJIOTiYHO AKTUBHUMHU Y JIIOJUHU. | OJIOBHHM
MicCIieM Jii aToOpBacTaTUHY € TeUiHKa, sKa BIIrpa€e rojJOBHY POJb Y CHHTE31 XOJECTEpUHY Ta KIIIpEeHCl
JITTHILI. Jlo3a mpenapary, Ha BiIMIHY BiJl CHCTEMHOI KOHIIEHTpAIil Mpenapary, Kpamie KOpemroe 3i
3MeHIIeHHsM piBHS xonectepuny JIITHIL. InauBinyansHuii niglip 1034 mpenapary ciija 3AiHCHIOBATH
3JIC)KHO BIJ] TEPANEBTUYHOI BiAMOBIAL (uB. po3ail «Crocid 3acTOCyBaHHS Ta JO3W»).
Dapmaxokinemuxa.
Ab6copOis.
ATOpBacTaTHH MIBHJIKO a0COpOYyeThCS TMICis TEpopaJbHOrO TNPUHOMY Ta MakCHUMajibHa HOTro
KOHIIGHTpallisl y IuIa3Mi KpoBi jgocsaraeTbes mpoTsarom 1-2 romgun. Cryminb abcopOmii 3poctae
MPOMOPIIHHO O 03U aTopBacTaTHHy. AOCONMIOTHa OI10JOCTYIHICTh aTOPBACTATHHY (BUXITHUI
JKapchbKUi 3aci0) cTaHOBUTH MpubOIu3HO 14 %, a cuctemMHa O10JO0CTYIHICTh 1HTIOYI0YOi aKTMBHOCTI
moao ['MI'-KoA-penykra3u cranoButh npubimsno 30 %. Huspky cCHUCTEMHY IOCTYMHICTh Ipenapary
OB’ SI3YIOTh 3 TIEPEJACUCTEMHUM KIIIPEHCOM Y CIIM30Bii 00OJOHII MUTYHKOBO-KHIIIKOBOTO TPAKTy Ta/abo
MepeICUCTEMHO0 OioTpanchopmaliiero y medinii. Xoya Hka 3MEHIIye MBUAKICTh Ta CTYIiHb a0copOIii
JiKapchKoro 3aco0y mpubnauzHo Ha 25 % Ta 9 % BiANoOBigHO, 3 Orisiay Ha MOKa3HUKU Cmax Ta AUC
(momma miJ KPUBOIO «KOHIICHTpALis-4acy), 3HIKeHHs piBHA xonectepuny JIITHI € monioaum npu
MpHUiloMi aTopBacTaTHHY 5K 3 Dketo, Tak 1 okpemo. [Ipu 3acTocyBaHHI aTOpBAacTaTHHY BBeYepi HOTO
KOHIICHTpallis y Tu1a3mi KpoBi Oyna Hmx4doro (mpubmmsno Ha 30 % 3a mokasHukamMu Cmax Ta AUC),
HIXK MpU paHKoBoMy npuiiomi. OgHak 3HMxkeHHs piBHS xonectepuny JIITHIL[ € ognakoBuM He3anexxHO
BiJl yacy npuiioMmy npemnapary (IuB. po3ain «Crocid 3acTocyBaHHS Ta I03U»).
Poznogin.
CepenHiii 00’eM pO3MOAUTy aropBacTaTUHY CTaHOBUTH MpuOim3HO 381 mitp. Ilonax 98 % mpenapary
3B’s13y€Tbes 3 OiTkaMu TuiasMu KpoBi. KoHIleHTpalliliHe CIiBBiIHOIIEHHS KPOB/IUIa3Ma, 10 CTAHOBUTH
npubmmszno 0,25, BKa3zye Ha TOraHe NPOHMKHEHHS Mpernapary B EpPUTPOLUUTH. BBaxaioTs, o
aTOpBAaCTaTUH 3[JaTHUM NPOHUKATH Yy TpyaHe Mosioko (auB. posainmu  «[IpoTtunokazanus» Ta
«Oco0IHMBOCTI 3aCTOCYBaHHSD» ).
Mertabomi3m.
ATopBacTaTUH IHTEHCHBHO META0OJII3Y€THCS /10 OPTO- Ta MaparigpOKCUIbOBAHMX MOXIAHMX 1 PI3HHUX
NpoAyKTiB OeTa-okucineHHs. [Ipu gocmipkeHHsx in vitro iHrioyBanus I'MI'-KoA-penykrasu opto- Ta
naparijpoKCUIbOBaHUMU MeTa00IITaMU €KBIBaJIEHTHE 1HT0yBaHHIO aTopBacTaTUHOM. [Ipnbnusuo 70 %
LUPKYTI0I04oi  1Hri0iTopHOi akTuBHOCTI 100 [I'MI'-KoA-penykTasum mOB’S3aHO 3 aKTUBHUMHU
Metabomitamu. JlOCHiKEHHSL in  Vitro CBIAYaTh NP0 BaXIJIMBICTh METa0OJI3My aTOpPBacCTaTHHY
utoxpoMoM P450 3A4 (CYP 3A4), 10 y3roKy€eThes 3 MiABUIIIEHUMU KOHIIEHTPAIIISIMU aTOPBACTaTHHY
y IJIa3Mi KpOBI JIFOJIMHU MICJI OJTHOYACHOTO 3aCTOCYBAaHHS 3 €PUTPOMILMHOM, BIJOMHUM I1HT101TOpOM
nporo izodepmenty (muB. po3ain «Bzaemonis 3 IHIIMMH JIKApCPKUMHU 3aco0aMH Ta IHIN BUIU
B3aEMOIIN).
Exckpertis.
AToOpBacTaTUH Ta MOT0 METAOOIITH BUBOJIATHCS TOJOBHUM YHMHOM 3 JKOBUIO TICJS MEYIHKOBOTO Ta/4u
M03aMeyiHKOBOro MeTaboui3My, OJHAK Ied mpemnapar, O4YeBHJIHO, HE 3a3HA€ KHIIKOBO-NEYiHKOBOI
permpkyssanii. CepenHii mepio] HaliBBUBEICHHs aTOPBACTATUHY 3 TIJIa3MHU KPOBI JIIOJMHUA CTAaHOBUTH
npubnu3Ho 14 roguH, ane mepioj HamiB3MEHIIeHHA 1HTi0iTopHOI akTUBHOCTI mono ['MI-KoA-
peaykrasu ctaHoBUTh BiA 20 no 30 roauH depe3 BIUIMB akTHUBHUX MeTaOoiiTiB. Ilicis mepopanbHOro
MpHUiloMy npenapary 3 ceuero BUAUISIETbCA MEHIIe HiX 2 % T03H.
Ocobnusi nonynayii nayicumis
ITarieHTH JITHLOTO BIKY.
Konnenrpauiss aropBactatuHy y miasmi € Bumoro (npubauzHo 40 % mig Cmax T2 30 % s AUC)
y 3JI0POBHX CY0’€KTIB JIITHBOTO BiKY (BIKOM BiJ1 65 POKiB), HIXK Y MOJIOZUX AOpOCIUX marieHTiB. KimiHiuH1
JaHi cBig4aTh npo Oinbiuuii cryminb 3HmkeHHs JITTHIL npu 3acrocyBanHi Oyib-SKOi 03U Mpenapary y
MAaII€HTIB JITHHOIO BIKYy TMOPIBHAHO 3 MOJIOAMMHU TmamieHTamu (auB. po3ain  «OcoOnmMBoCTi
3aCTOCYBAaHHS»).

ITH.
VYSaBHUI KIIIpEeHC MPU NIEpOpaNbHOMY IPUHOMI aTOPBACTaTUHY B JITeH BUSBUBCS MOJIOHUM 10 KIIIpeHCY
B JIOPOCJIOT JIFOAWHHM TTPU MacITa0yBaHH1 AJIOMETPUYHO 33 MAcOI0 TJIa, OCKUIBKK Maca Tijia 0yJia € IMHOO
3HaYHOIO KOBapiaTOI0 B MOMYJIALiMHIA (apMakOKiHETHYHIM MoOJeNi aTopBacTaTUHY i3 JaHUMH, SKi
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BKJIIOYQJIM JITEH 3 TeTEPO3UTOTHOI CIMEHHOIO rinepxojectepuHemiero (y Bimi Bix 10 mo 17 pokis,
n =29), y BIIKpUTOMY 8-TH>)KHEBOMY JIOCIPKEHHI.

Crarts.

Konnenrpatisi aTopBacTaTuHy y IU1a3Mi KPOBi JKIHOK BiJIPi3HSETHCS BiJl TaKOi y YOJOBIKIB (IpUOIU3HO
Ha 20 % Buie 3a mokazHUKOM Cmax Ta Ha 10 % Hmwkue 3a nokasaukoM AUC). OgHak HEMae KIIHIYHO
3HAYyIIOi BiAMIHHOCTI y 3HWXeHHI piBHA xonectepuny JIITHIL] mpu 3actocyBaHHI aropBacTaTuHy y
YOJIOBIKIB Ta KIHOK.

IHopyureHsst GyHKIIT HUPOK.

3axBOpPIOBAaHHS HUPOK HE BILUTMBAIOTH HA KOHIICHTPAI[II0 aTOPBACTATUHY Y I1a3Mi KpoBi a00 Ha 3HMKEHHS
XC-JIIHIL, a oTke, KOpUTYBaHHA J03U Mpenapary Ui Mali€HTiB 3 MOPYHIICHHAMHU (YyHKIIT HUPOK He
notpione (muB. po3aim «Croci6 3acTocyBaHHS Ta 103M», «OCOOIUBOCTI 3aCTOCYBAHHS ).

'emonianis.

Hespakatoun Ha Te, IO 3a y4YacTiO MAlll€HTIB 3 TEPMIHAJIBHOIO CTA/i€l0 3aXBOPIOBAHHS HUPOK
JOCIIKEHHSI HE MPOBOJMINCH, BBAXKAETHCS, 110 TeMOJIiaii3 HE MiABHILY€E 3HAYYIIMM YMHOM KIIIPEHC
aTOpPBACTaTUHY, OCKUIBKH BiH IHTEHCUBHO 3B’ SI3YE€ThCS 3 O1JIKaMU IUIa3MH KPOBI.

[TedyiHKOBAa HEJIOCTATHICTB.

KonnenTpanii aropBactatuHy y Mjia3mi KpOBI IOMITHO MiJBHUINEHI Y TMAalli€HTIB 3 XPOHIYHOIO
QJIKOTOJIBHOIO XBOPOOOIO TeUiHKU. 3Ha4eHHsI MOKa3HHUKIB Cmax Ta AUC y 4 pa3u BuIll y HaIi€eHTIB i3
3aXBOPIOBaHHAM MEYiHKHU Kiacy A 3a mkasnorw Yainga — [1'10. ¥V nmamieHTiB 13 3aXBOPIOBaHHAM MEYiHKU
kiacy B 3a mkanoro Yaiinna — [1'to 3Ha4eHHs MOKa3HUKIB Cmax Ta AUC MigBUIIYIOTBCS MPUOIN3HO 16-
KpatHO Ta 1 1-kpaTHO BianmoBigHO (muB. po3ain «IIpoTumnoka3anusmy).

Jlocmi/pKeHHsT B3a€MOJIIT JIiKapChKHX 3aC00iB.

ATopBactaTiH € cyOctpaTtoM nedinkoBux TpaHcmopTepiB, OATP1B1 ta OATPIB3 Tpancnoprepis.
Metabomitu aropBacratuHy € cyoctparamu OATPIB1. ATopBacTtaTHH TakKoX 1ICHTH(IKYETbCS SK
cyOcTpat equIIOKCHOTO TpaHcIopTepa OiIKa pe3uCcTEHTHOCTI paky MojouHoi 3ano3u (BCRP), sikuii moxe
00MEeXyBaTH KUIIKOBY a0COPOIitO 1 )KOBYHUH KITIPEHC aTOPBACTaTHHY.

Tabmums 1
BriiuB o1HOUacHO 3aCTOCOBYBAHHUX MpenapariB Ha (JapMaKOKIHETUKY aTOpBacTaTUHY
OnHOYaCHO 3aCTOCOBYBaHI ATopBacTaTHH
MpenapaT Ta peKUM J03yBaHHS Cniggionowenns | CniggiOHOWEHHS
Ho3za (mr) & &
AUC Cmax

*luknocnopun 5,2 Mr/kr/no0y, 10 mr 1 pa3 Ha 100y 2.69 10.66
cTalliabpHa /1032 BIIPOJIOBX 28 JTHIB ’ ’

*Tunpanasip 500 Mr aBiui Ha 106Y/
putoHaBip 200 Mr nBiui Ha 100y, | 10 Mr pa3oBa go3a 9,36 8,58
7 nHIB

*Tnexanpesip 400 mr 1 pa3 Ha 106y/

10 Mr 1 pa3 Ha 100y

nibpenrtacsip 120 mr 1 pas Ha 100y, 7 Brpoxossk 7 IHiB 8,28 22,00
JTHIB
# . .
TenaypeBlp 750 Mr KoxHi 8 roavH, 20 wir pasosa 103 7.88 10,60
10 maIiB
#’ I . . . .
CaKBlI.{aBlp 400 mr /BI41 Ha no0y/ 40 wr 1 pas Ha 106y

putoHaBip 400 Mr nBiui Ha 100y, BIDOIOBK 4 1HiB 3,93 4,31
15 nuis pox a
"En6aceip 50 mMr 1 pa3 Ha 100y/
rpazomnpesip 200 mr 1 pa3 Ha 100y, 13 | 10 mMr pazoBa 103a 1,94 4,34
JTHIB
*Cumenpesip 150 mr 1 pa3 Ha 100y, 40 wir pasosa s103a 212 170
10 nuis ’ ’
*Knapurpominua 500 mr gsivi Ha | 80 mr 1 pa3 Ha 100y 454 533
100y, 9 nHiB BIIPOJOBXK § NIHIB ’ ’




# . . .

I[apyHaplp 300 mr JBIdi HA n00y/ 10 Mr 1 pas Ha 106y
puronaBip 100 mr nBiui Ha 100y, . 3,45 2,25
O i BIIPOJIOBXK 4 HIB
#
41;1:;1(01{&13011 200 mr 1 pa3 Ha 100y, 40 wir pasosa 103a 3.32 1.20
HeTepMOBlp 480 mr 1 pa3 Ha n00y, 20 wr pasoBa s103a 3.29 2.17
10 quiB
*®ocammpenasip 700 Mr Bidi Ha
no0y/ putonapip 100 Mr nBiui Ha ;g l\f)r (1)131312(‘ 34HaHIif6y 2,53 2,84
100y, 14 nuiB poat 8
*®ocamnpenasip 1400 mMr 2 pasu Ha | 10 mr 1 pa3 Ha 100y

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

. . 1,74 2,22
100y, 14 nHiB BIPOJIOBXK 28 HIB
# < < .

I'peiingpyroBuii cik, 240 mn 1 pa3 40 wir 1 pas wa 106y | 1,37 116
Ha no0y* ’ ’
Hwiriazem 240 mr 1 pa3 Ha 100y,

28 mis 40 mr 1 pa3 va o6y | 1,51 1,00
EpH’FpOMlHHH 500 mr 4 pa3u Ha 100y, 10 r 1 pas Ha 106y | 1,33 138
7 mHIB
Awmiomunin 10 mr, pa3oBa g03a 80 mr 1 pa3 na 100y | 1,18 0,91
Humernaun 300 mr 4 pa3u Ha 100y, | 10 Mr 1 pa3 Ha 1o0y
) : . 1,00 0,89

THXKHI BIIPOJIOBXK 2 THIKHIB
Konectunon 101 2 pasu Ha 100y, | 40 mr 1 pa3 na noGy | He 0.74%*
24 TVKHIB BIIPOJOBXK § THXKHIB | 3aCTOCOBYETHCS ’
Maasnokc TC® 30 mi 4 pasu Ha 100y, | 10 Mr 1 pa3 Ha 100y

. . 0,66 0,67

17 nHiB BIPOJIOBXK 15 nHIB

Edasipenz 600 mr 1 pa3 Ha 100y, | 10 Mr BopomoBx
: . 0,59 1,01

14 nuis 3 quiB
"Pucdamnin 600 Mr 1 pa3 Ha 7100y,

7 nHiB (mpu onHouacHoMy | 40 mr 1 pa3 Ha 7100y | 1,12 2,90
3acrocyBanHi) '
# .

PI/I(l?aMHIH 600 mr 1 pa3 fa 100y, 40 wir 1 pas na 106y | 0,20 0.60
5 nHiB (OKpEMHUMH JI03aMH )

# . . .

Few@16p03nn 600 mr Bivi Ha 100y, 40 wir 1 pas na 106y | 1,35 1,00
7 nHIB
# .

®e§0®16paT 160 mr 1 pa3 Ha 100y, 40 wir 1 pas ma 106y | 1,03 102
7 nHIB
# .
7E;:iinpe131p 800 mr 3 pasu Ha 100y, 40 wir 1 pas na o6y | 2,32 2.66

& CnipBigHOIEHHs 3a MeTOJaMM JiKyBaHHS (OJHOYACHE 3acTOCYBAHHs IHKApChKOro 3acoly 3

aTOPBACTAaTHHOM Y TOPIBHSHHI 3 3aCTOCYBaHHSM aTOPBACTATHHY OKPEMO).

Jlnst orpuManHs iH(popMalii mpo KIHIYHY 3HAYYIIICTh AUB. po3autn «OcoOIMBOCTI 3aCTOCYBAHHS

Ta «B3aemomist 3 IHITUMU JTIKAPCHKUMU 3aC00aMH Ta 1HII BUAN B3aEMOJIIN.

*  TloBimomusmocss mpo Oinmeini migBuineHHs AUC (cmiBBimHomeHHs AUC mo 2,5) ta/abo Cmax
(cmiBBigHOmWEHHS Cmax 0 1,71) mpu HagMipHOMY CHOXHUBaHHI rpeindpyroBoro coky (750 mi —
1,2 miTpa Ha 700y abo Oinble).

** CrHiBBIIHOIICHHS, LIO0 TPYHTYETbCS Ha OAMHMYHIA BuOIpHi, B3ATIH dYepe3 8—16 rom micas
3aCTOCYBaHHSA J03H.

¥ UYepes MexaHi3M MOJBiiHOI B3aeMomii pH(aMITiHy PEKOMEHIYEThCS OJHOYACHE 3aCTOCYBAaHHS
aTOpBacTaTHHY 3 pU(aMIIiHOM, OCKIIBKH OYJI0 MOKa3aHO, 110 BiCTPOUYCHUH IPHITIOM aTOPBACTATHHY
TICIIs 3aCTOCYBaHHS pudaMITiHY TIOB’sI3aHUH 31 3HAYHUM 3HUKEHHSM KOHIICHTPAII1 aTOpBacCTaTUHY
y IU1a3Mi KpOBi.

#
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I Jlo3a xombiHamii mpemapaTiB cakBiHaBip + PHUTOHABIp y IIbOMY IOCITIIKEHHi He € KIiHIYHO
3aCTOCOBYBaHOIO 7103010. [1iJBUIEHHS €KCMO3HUIIIT aTOPBACTATHHY HPU 3aCTOCYBAHHI y KIIHIYHHX
yMOBax, IMOBIpHO, OyJe BWINMM, HDK Te€, IO CIOCTEpIrajocs y LbOMYy AociimkeHHi. Tomy
3aCTOCOBYBATH TIperapar Ciijl 3 00epeKHICTIO Ta y HAWHMKYI HEOOX1aHIN J031.

Tab6munsa 2
BB aropBactatuHy Ha (papMaKOKiHETHKY OJIHOYACHO 3aCTOCOBYBAHHMX JIIKAPCHKUX 3aCO0IB
ATopBacTraTuH OpHOYaCHO 3aCTOCOBYBAHHM JiKapChKUH 3aCi0 Ta PEKUM J103yBaHHS
Tpenapat/zio3a (r) Cniggionowenns | CniggiOHOWIeHHs
AUC Crmax
80 mr 1 pa3 Ha
no0y BrpomoBxk | AHtumipud 600 Mr ogHOPa30BO 1,03 0,89
15 nHiB
80 mr 1 pa3 Ha "
1106y BIPOJIOBIK I[HFQKCHH 0,25 mr 1 pa3 Ha 100y, 115 1.20
) 20 mHIB
10 muiB
40 wir 1 pas Ha Hegop;ngHi KOHTpAICTITHBH 1 pa3 Ha
100y BITPOJIOBXK JLOBY, £ MicATl 1 1,28 1,23
22 nmis — HOPETUCTEPOH 1 Mr 1.19 1.30
— eTUHLIECTPaion 35 MK
Tunpanagip 500 mr 2 pa3u Ha 100y/
10 wr pas na 100y pI/IT(?HaBip I500 Mmr 2 pall)sn Ha z[o6y,y7 JTHIB 1,03 0,96
Illg g/}[/rBlngiz ;I;K Cllzl-ocaMHpeHaBip 1400 mr 2 pa3u Ha 100y, 0.73 0.82
. JTHIB
4 nuiB
10 mr 1 pa3 Ha ®ocammpenasip 700 mr 2 pasu Ha 100Yy/
100y BIIPOJIOBXK putonasip 100 mr 2 pa3u Ha 100y, 0,99 0,94
4 nmHiB 14 nuis

# Jlna orpumanHs iHdopMalii Npo KIHIYHY 3HAYYLIICTH
JKapChbKUMHU 3ac00aMM Ta 1HIII BUJIU B3aEMOMII».

IUB. po3nut «B3aemonist 3 1HIIUMU

3acTocyBaHHS aTOPBACTATUHY KIJIIHIYHO 3HAYYIlle HE BILIMBAJIO HA MPOTPOMOIHOBUH Yac y NAI[IEHTIB, K1
OTPUMYBAJIU JIOBIOTPUBAJIE JIIKYBaHHS Bap(apUHOM.

Kuiniuni xapakTepucTuKku.
Ilokazannusa.
3anobicanna cepyeso-cyOuHHUM 3AX80PIOBAHHAM Y OOPOCIUX
JUig nopocnux Mami€eHTiB 0e3 KIIHIYHO BHPAXEHOi 1MIEMIYHOI XBOpoOM cepus, ane 3 JeKiIbKoma
(bakTopamMu pU3UKY PO3BUTKY IIEMIYHOI XBOPOOH ceplisl, TAKUMHU SIK BiK, TIOTIOHOIANIHHS, apTepianbHa
rinepten3ist, Hu3bkuii piBeHs JITIBIL abo HasBHICTH paHHBOI IIEMIYHOI XBOPOOHU CEPIls y CiIMEHHOMY
anamuesi, Ercer® nokazanuit ms:
-3MEHIIICHHS PU3UKY BUHUKHEHHS 1HGapKTy MioKapa;
-3MEHILIECHHS PU3UKY BUHUKHEHHS 1HCYJIbTY;
-3MEHIIICHHS PU3UKY TIPOBEICHHS MPOLIEAYP PEBACKYIISIpU3aIlii Ta CTEHOKap/Iil.
Jnist TopocuX MaiieHTIB 13 yKpoBuM aiaderom Il Tumy Ta 6e3 KIiHIYHO BUPAXKEHOT 1IEeMIYHOT XBOPOOH
cepls, ajie 3 KiIbkoMa (pakTopaMu pU3UKY PO3BUTKY 1ILIEMIYHOI XBOPOOH Ceplisl, TAKUMH K PETUHONATIS,
anbOyMiHypis, TIOTIOHOMANIHHS 200 apTepianbHa TinepTensis, npenapat Etcer® nokasanmuii as:
-3MEHIIEHHS PU3UKY BUHUKHEHHS 1HGapKTy MiOKapaa;
-3MEHIICHHS PU3UKY BUHUKHEHHS 1HCYJIBTY.
JI7st mopocnuX MAIieHTIB 3 KIMHIYHO BUPAXKEHOTO 1IIIEMIYHOI0 XBOPOOOIO cepIis Ercer® mokazanuii mis:
-3MEHIICHHS PU3UKY BUHHUKHEHHS HEJIETaIbHOTO 1H(papKTy MioKap/a;
-3MEHIIEHHS PU3UKY BUHUKHEHHS JIETAJILHOTO Ta HEJIETAIbHOTO 1HCYJIBTY;
-3MEHIICHHS PU3HUKY IPOBEIEHHS MPOLEAYpP PEBACKYIAPHU3ALLi;
-3MEHIIIEHHS PU3HUKY TOCTITaN3allii y 3B’ 3Ky 3 3aCTIHHOIO CEPIIEBOIO HEOCTATHICTIO;



-3MEHILIEHHS PU3UKY BUHUKHEHHS CTEHOKap/ii.
Tinepninioemis
Y oopocnux nayicnmis

-Slk MONOBHEHHSI 10 JIETH, 100 3MEHIINTH ITiIBUINEH] PiBHI 3arajJbHOTO XOJIECTEPHHY, XOJIECTCPUHY
JITTHILI, ammoninonpoTeiny B Ta TpuriinepuaiB, a TakoX s MiABHINCHH piBHSA Xonectepuny JIIIBII y
MAI€EHTIB 3 TEPBUHHOIO TiNEpXOJIeCTepUHEMI€I0 (TETEepO3UTOTHOI CIMEHHOI0 Ta HECIMEWHOI0) Ta
3mimanoro auciimiaeMiero (tunu Ila Ta I1b 3a knacudikamiero @penpikcona).

-Slk nomoOBHEHHS MO MIETH JUIsl JIKyBaHHS MAII€HTIB 3 MiABUIICHUMHU PIBHAMH TPUTTINEPUIIB Y
cuposari kpoBi (tun IV 3a knacudikariero Opeapikcona).

-Jns nmikyBaHHS MaLi€HTIB 3 MEpBUHHOIO aucOeraninonporeinemiero (tun Il 3a kmacudikamiero
OpenpikcoHa) y BUMAIKaX, KOJIU JOTPUMAHHS J1€TH € HEJOCTaTHHO €(DEKTUBHHM.

-J1ns 3MeHIeHHs 3aranpHOro XojecrepuHy Ta xonecrepuny JIITHII[ y marmieHTiB 3 TOMO3UTOTHOO
CIMEHHOIO TINEPXOJIECTEPUHEMIEI0 SIK JOMOBHEHHS 10 IHIIWX TIMOMIMIAEMIYHUX METOMIB JIIKYBaHHS
(mampuxuiaz, apepes JITTHIL) abo skio Taki METOAM JTiKyBaHHS HEJOCTYIIHI.

YV oimeu

- SIk MOTMOBHEHHSI 0 TIETH JJIsl 3MEHIIICHHS PiBHIB 3arajibHOrO XoJiecTepuny, xosectepuny JIITHIILL i
anominonporeiny By mireii Bikom Big 10 g0 17 pokiB 3 TETEPO3UTOTHOI CIMEHHOIO
rinepXoJecTepUHEMIETO, SIKIIO MICs BIAMOBIIHOI Jl€TOTEparii pe3yibTaTy aHaNi31B TakKi:
a) xonectepun JIITHIL 3anumaerses > 190 mr/mn (4,91 mmonb/n) abo
0) xonecrepun JIITHIL > 160 mr/mt (4,14 Mmmons/n) Ta:
* y CiIMEMTHOMY aHaMHe31 HasBHI paHH1 CeplIeBO-CYANHHI 3aXBOPIOBaHHS 200
* nBa abo OimpmIe iHMMX (AKTOPIB PU3HKY PO3BHUTKY CEpIEBO-CYJUHHHMX 3aXBOPIOBAHb MPHUCYTHI Y
MarieHTa JUTIY0ro BIKY.

Ilpomunokazanns.

- 3aXBOpPIOBaHHS MEYIHKU Y TOCTPiN (a3i, Ike MOXKE BKJIIOYATH CTIMKE MIJBUIICHHS PIBHIB MEUIHKOBUX
TpaHcaMiHa3 HEBIJJOMO] €Ti0JIOr 1.

- INnepuyTnuBicTh 10 OYyAb-SIKOTO 3 KOMIIOHEHTIB IIbOTO JIIKaPCHKOT0 3ac00y.

- BariTHicTs.

- Jlakrarnis.

B3aecmooia 3 inwumu nikapcoKumu 3acovamu ma iHuii 6UOU 63acMO0IlL.
ATtopBacrtatuH € cyoctparom CYP3A4 ta tpancnoptepis (Hanpukian, OATP1B1/1B3, P-gp abo BCRP).
PiBH1 aropBacTtaTMHY y IUIa3Mi MOXYTh 3HAUHO IMIJIBUIYBaTUCA IpPU OJHOYACHOMY 3aCTOCYBaHHI
iHri6iTopie CYP3A4 Tta tpancnoprepiB. Y Tabmuii 3 HaBeIeHO NeEpeniK MpernapariB, Ki MOXYTb
30UIBIINTH €KCITO3HUIIII0 aTOPBACTATHHY 1 PU3MK PO3BUTKY MIOMATIi Ta pabaomMioi3y Mpu OAHOYACHOMY
3aCTOCYBaHHI, Ta peKOMEHMalii MOoA0 X JIKyBaHHS Ta 3amo0iraHHS TaKUM pH3UKaM (IUB. PO3JLTH
«OcobamBocCTi 3acTocyBaHHs» Ta «DapMakoIOTiuHI BIACTUBOCTI).

Tabmuus 3
B3aemonis 3 IHIIUMH JIIKQpCBKUMH 3aco0amu, sika MOKe 30UIBIIWTH PU3MK PO3BUTKY MiomaTii Ta
pab10Mi0JTi3y IiJT 4ac 3aCTOCYBaHHS aTOPBACTATUHY

Luxnocnopun abo cemghioposzun

PiBHI aropBacTaTMHy B IUIa3Mi 3HA4YHO MiABULIYBAIMCA IpPH HOro OJHOYACHOMY
3aCTOCYBaHHI 3 IuUKJocnopuHoM, iHriditopom CYP3A4 ta OATPIBI1 (auB. po3nin

Kniniunuit o . . )

BIULIE <<<PangK0nor1qH1 BJ:IaCTI/IBOCTl»). Momnorepartis FCM(I‘)IGpOS'I/IJIOM MOXKe CHPUHHHSATH
Mmiomarito. ICHye mTiIBHIIEHWH pPH3UK PO3BHTKY Miomartii Ta pabmomionizy mpu
OJTHOYACHOMY 3aCTOCYBaHHI IIMKJIOCTIOPUHY ab0 reMQiOopo3uily 3 aTopBaCTaTHHOM.

axon He pexoMenayeTbcsi OJHOYacCHE 3aCTOCYBAHHSI LUKIOCIOpHHY abo remdioposuny 3

ATOPBACTATUHOM.

IIpomusipycni 3acobu

Kniniuauit | PiBHI aropBacTaTuHy B IUIa3Mi 3HAYHO MiABHMINYBAJIHCS NPH KO0 OAHOYACHOMY
BILIB 3aCTOCYBaHHI 3 Oararbma NpOTUBIPYCHUMHU 3acobamu, siki € inridiTopamu CYP3A4 ta/abo
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tpancnoprepamu (Hanpukian, BCRP, OATP1B1/1B3, P-gp, MRP2, ta/abo OAT2) (nus.
po3nin «®PapmakosoriyHi BiIacTUBOCTI»). [loBimomisiiocs mpo BUMAIKM MiomaTii Ta
pabaoMioIizy MpU OJHOYACHOMY 3aCTOCYBaHHI KoMOiHarii seminacBip + codocOyBip 3
aTOPBACTATHHOM.

3axonu e He pexomeHIyeThCsl OHOYACHE 3aCTOCYBaHHS KOMOiHamii THUIpaHaBip + pUTOHABIp
a0o ryeKarnpeBip + MiOpPEeHTACBIP 3 AaTOPBACTATHHOM.
e V maIi€eHTiB, SIKi OTPUMYIOTh JIOMHABIP + PUTOHABIp a00 CUMENPEBIp, CIij OMIHUTH
KOPHUCTH/PU3UK OJTHOYACHOTO 3aCTOCYBAHHS 3 aTOPBACTATHHOM.
e V T[amieHTiB, fAKI OTPUMYIOTh CaKBIHaBIp + PUTOHABIP, JapyHaBip + PUTOHABIP,
¢docamnpenasip, pocamnpenasip + puToHaBip, ea0acBip + rpazonpesip adbo JETepMOBIp,
71032 aTOPBACcTATHHY HE MMOBHHHA TIepeBUILyBaTh 20 MT.
e V nmaIieHTiB, fKI OTPUMYKOTh HendiHaBip, J03a aTropBacTaTUHY HE TMOBUHHA
nepepuiyBaTa 40 Mr (quB. po3ain «Crocid 3acTOCYyBaHHS Ta JO3H»).
e (il OWIHUTH KOPUCTH/PU3UK OJHOYACHOTO 3aCTOCYyBaHHS KOMOiHAIi Jeainacsip +
codocOyBip 3 aTOPBACTATUHOM.
e (il KOHTPOJIOBATU O3HAKH Ta CUMITOMHU MiomaTii y BCIX MAIli€HTIB, 0OCOOIUBO Ha
MOYATKY JIIKYBaHHS Ta 11 Yac 30UTBITICHHSI 03U OYIb-SIKOTO Mpenapary.

[Ipuknamgu | TunpanaBip + puTOHaBIp, TJICKaInpeBip + MiOpeHTacBIp, JIOTIiHABIP + PUTOHABID,

CHMEIIPEBip,  CakBiHABip + PUTOHABIp,  JapyHaBip + pUTOHABip,  (ocamIpeHasip,
(dbocammpeHaBip + puTOHaBip, en0acBip + rpa3onpesip, JeTepMoOBip, HeadiHaBIp Ta
nemimacip + cogocOyBip.

Oxpemi azonvHi npomucpudKosi 3acodu abo MaKkporioHi aHmubdiomuxu

Kitiniunui
BILUIUB

PiBHi aTopBacTaTMHY B IUIa3Mi 3HAYHO MIABUINYBAIUCA MPU HOrO0 OJHOYACHOMY
3aCTOCYBaHHI 3 OKPEMHMH a30JbHAMHU MPOTUTPUOKOBUMH 3aco0amMu ad0 MaKpOJIiTHIMU
anTubiotnkamu uepe3 iurioyBanHs CYP3A4 ta/abo Tpancmoptepu (JIMB. pPO3ILT
«®apmMaKoJIOTIYH1 BIACTUBOCTIY).

3axonu

V mnari€eHTiB, SIKi OTPUMYIOTh KJIAPUTPOMILMH a00 iTPaKOHa30J, 1032 aTOPBAaCTaTUHY HE
nmoBuHHA TiepeBuiryBatd 20 mr (auB. po3nin «Crocid 3acTocyBaHHsS Ta 1n03u»). Ciin
OLIHUTH  KOPUCTH/PU3MK  OJHOYACHOTO  3aCTOCYBaHHA  OKpEMHX  a30JbHHX
MPOTUTPUOKOBUX 3ac00iB ab0 MakpOdiIHUX aHTUOIOTHKIB 3 aropBacTaTUHOM. Cif
KOHTPOJIIOBATH O3HAaKU Ta CUMIITOMU MIOMATii y BCiX MAIli€EHTIB, OCOOIMBO Ha MOYATKY
Teparii Ta i yac 30UIblIeHHS 1034 0Yy/Ib-SIKOT0 Ipernapary.

[Tpuxnagu

EputpominMH, KIApUTPOMIIMH, 1TPaKOHA30Jl, KETOKOHA30JI, I03aKOHA30J  Ta
BOPUKOHA30J1.

Hiayun

Knigiyamit
BILIUB

Crocrepiranucs BUNAJAKK Miomarii Ta pabIoMiofizy NpU OAHOYACHOMY 3aCTOCYBaHHI
JinigoMoaudikyounx 103 HiatmHy (>1 1/100y HialluHY) 3 aTOPBACTATHHOM.

3axoau

Crnip 3BOXKUATH, YU KOPUCTH BiJ OJHOYACHOTO 3aCTOCYBAHHS JIIMIAOMOAU(DIKYIOUYHX 103
HiallMHy 3 aTOpPBACTATMHOM IIEPEBUIIYE MiABUINEHUN PHU3UK PO3BUTKY MIOMATii Ta
pabaomMionizy. SIKmIO TPUAHATO pIMIEHHS TIPO OJHOYACHE 3aCTOCYBAaHHS, CIIIJ
CTHIOCTEpIraTé 3a HASBHICTIO O3HAK Ta CHMIITOMIB MIOMATIii y Malli€HTIB, OCOOJMBO Ha
MOYATKy Tepallii Ta ImiJ1 9ac 30UTBIICHHS 103K OYIb-SKOTO 3 IPEerapaTiB.

Dibpamu (ox,

im eemghioposuny)

3acrocyBaHHs (iOpaTiB SK MOHOTepamii MOKe BUKJIMKATH MiomaTito. PU3MK pO3BUTKY

Knmiaiuanit . . . oo .
BIUIUE Mionarii Ta pabAoMioNi3y MHiABUINYETHbCS MPU OAHOYACHOMY 3acTOCyBaHHI (iOpaTiB 3
aTOPBACTAaTHHOM.
Crig 3BaXHUTH, YU KOPUCTH B1JI OJTHOYACHOTO 3aCTOCYBaHHA (i0paTiB 3 aTOpPBACTaTUHOM
NEepeBUILy€E MIABUILEHUH PU3MK PO3BUTKY Miomatii Ta padaomionizy. SIKIo mpuitHATO
3axoau pIlIEHHST TPO OJHOYACHE 3aCTOCYBAaHHS, CJiJ[ CIIOCTEPIraTH 3a HASBHICTIO O3HAK Ta
CHUMIITOMIB MiOMATii y Mali€HTiB, OCOOIUBO Ha MOYATKy Tepamii Ta mix 4yac 30UIbIICHHS
71031 OYJIb-SIKOTO 3 IIpernaparis.
Konxiyun




Knminiuamii | Crioctepirainucs BUMIAIKA MiomaTii Ta pabaoMiofizy mij 4ac OJTHOYACHOTO 3aCTOCYBaHHS
BILIUB KOJIXIIIMHY 3 aTOPBACTATUHOM.

Cuijt 3BaXKUTH KOPUCTH/PU3UK OJJHOYACHOTO 3aCTOCYBaHHS KOJXIIUHY 3 aTOPBACTATHHOM.
SIK1110 IPUIAHATO pilIeHHs PO OJHOYACHE 3aCTOCYBaHHS, CJI1J CIOCTEPIraTH 3a HasIBHICTIO
O3HaK Ta CHMITOMIB MiomarTii y Mali€HTiB, OCOOJMBO HA MOYATKy Tepamii Ta MiJ Yac
301IBIICHHS JI03U OY/b-SKOT0 3 IIpenapaTis.

3axonu

I petinghpymosuii cix

CnoxuBaHHS TPernpyTOBOTO COKY, OCOOIHMBO y BEIMKUX KUIBKOCTSAX (ToHan 1,2 mitpa

Kninigyauit . .. . .

R Ha JICHb ), MOXKE TIPU3BECTH JI0 30LIBIICHHS PiBHIB aTOPBACTATHHY B IUIa3Mi Ta MiBUIIUTH
PHU3UK PO3BUTKY Miomartii Ta pabaomioizy.

axomn Cain yHUKaTH CHIOKHBAHHS BEITMKOI KUTBKOCTI Tperti(hpyToBOTO COKy (monaz 1,2 mitpa Ha

JICHb ), T1J] Yac 3aCTOCYBAaHHS aTOPBACTATHHY.

Tabmuus 4
B3aemonisi 3 miKapchKUMH 3ac00aMH, SIKI MOKYTh 3HIDKYBATH €KCIIO3HUIIII0 aTOPBACTATHHY.

Puchamniyun

OnHouacHe 3aCTOCYBaHHS MpeNapaTry aTropBacTaTUHY 3 PHQPAMITIIUHOM, iHIYKTOPOM
uutoxpomy P450 3A4 Ta inribitopom OATPIBI, mMoxe mpu3BOOUTH A0 HECTIMKOTO
Kniniuauii | 3HIKEHHS KOHILIEHTpAIlil aTOpBacTaTHHY B Iuta3Mi KpoBi. Uepe3 MexaHi3M MNOJBIHHOI

BILUIUB B3a€EMOJIii pU(aMIIIMHY BiICTPOYEHE 3aCTOCYBaHHS aTOPBACTATUHY IIiCIS BBEIACHHS
pudamminuHy OyJ0 MOB’sA3aHE 31 3HAYHUM 3HM)KEHHSM KOHIIEHTpAIlil aTOpPBACTAaTHHY Y
IJIa3Mi.
3axonu PexoMeHIy€eThCsl OJHOYACHE 3aCTOCYBAHHS aTOPBACTATHHY 1 pudaMIilMHy.
Tabmuns 5

BrniuB aTopBacTaTHHY Ha iHIII JTIKApPChKi 3aCO0U.

Ilepopanvni kKonmpayenmueu

eI — OpnnouacHe 3aCTOCYBaHHs aTOPBACTATHHY Ta NMEPOPATLHHX KOHTpa‘IIeHTI/IB.iB 36inbmyBago

BIULE KOHIICHTPALiI0 HOPETHCTEPOHY Ta CTHHIIECTPAoNy y MiasMi KpoBi (muB. po3min
«®DapMakoJIOTi14HI BIIACTUBOCTIY).

axomu Cni;lv BpaxoByBaTH LieH (PpaxT, 0OMparouu nepopagbHUN KOHTPALENTUB 1JIs Malll€HTIB, SKI
MPUHNMaIOTh aTOPBACTATHH.

Jueoxcun

eI — Hpn OJIHOYACHOMY 3aCTOEyBaHHi OaraTopazoBUX 7103 aTOPBACTATHHY Ta JHIOKCHHY

BIULE PIBHOBAXHI ~ KOHUEHTPAIl{ JIMTOKCHHY B IUIA3Mi  MiJIBUILYIOTHCS (muB. po3min
«DapMaKoIOTiuH1 BIACTUBOCTI»).

3axoan Cri HaJIe)KHUM YMHOM KOHTPOJIIOBATH CTaH MAIlIEHTIB, K1 MPUWMAIOTh JUTOKCHH.

Junmiazemy 2iopoxiopuo.

OnnouacHuii ipuiiom aropBactatuny (40 mr) Ta nunriazemy (240 Mr) cynpoBOKY€ETHCS MiABUILIEHHIM
KOHIICHTpAIlii aTOpBACTAaTHHY Y TIJIa3Mi KPOBI.

Lumemuoun.

VY pe3ynbTaTi MpoBeAeHUX TOCTIKEHb O3HAK B3aEMO/IIl aTOPBACTATUHY Ta IIMMETHINHY HE BUSBJICHO.
Anmayuou.

OpHovacHMI nepopaibHUI IPUIOM aTOPBACTATHHY Ta CyCHeH31i aHTalUAHOIO Mpernapary, 0 MiCTUTh
MarHiif Ta aJIFOMIHIIO T1APOKCH, CYIIPOBOUKYETHCS 3HUKEHHSM KOHIIGHTpALlli aTOpBAaCcCTaTUHY Y IUIa3Mi
KpoBi pubnu3Ho Ha 35 %. [Ipu npoMy rinosminizieMiyHa Jis aTOpBaCTaTUHY HE 3MIHIOBAJIACh.
Konecmunon.

KonuenTparnis aropBacTaTUHy y Ijla3Mi KpoBi Oylna HUXK4YOI0 (CHIBBIJHOIIEHHS KOHIIEHTpAIii
aropactatuny (,74) mpu oOAHOYACHOMY HpUHOMI aTopBacTaTUHy Ta Kojectunoiy. I[lpu upomy
rinoyimieMiuHa Aisi KOMOIHAIl aTOpBacTaTHHY Ta KOJECTHIIONY TepeBUIyBanma €peKT, SKHM aae
MPUHOM KOXKHOTO 3 LIUX MIPENapaTiB OKPeMo.

Azumpomiyum.




OnnouacHe mpu3HadeHHs aropBacTaTuHy (10 Mr 1 pa3 Ha 100y) Ta azutpominuny (500 mr 1 pas Ha 100Y)
HE CyNpPOBOPKYBAJIOCS 3MIHAMHU KOHIIEHTpAIlil aTOPBACTaTUHY Y TIa3Mi KPOBI.

Ineioimopu mpancnopmy.

[aribitopu TpaHcOpTHUX OUNKIB (HANPHKIA] LUKIOCIOPHH, JETEPMOBIpP) 37aTHI MiABUITYBAaTH PiBEHb
CUCTEMHOI eKCHO3UIlii aropBacTaTuHy (AuB. Tabmuuio 1). BruMB npurHiueHHS HAKOMUYYBaJbHUX
TPAHCHOPTHUX OIIKIB HAa KOHLEHTPAII0 aTOpPBACTATHHY B KIITHHAX IEYIHKK HEBIIOMHN. SIKII0
YHUKHYTH OJJHOYACHOT'O MPU3HAYECHHS LIUX MpernapariB HEeMOXKIIUBO, PEKOMEHIOBAHO 3HIKEHHS JI03H Ta
MPOBEICHHS KITIHIYHOTO MOHITOPHHTY €(peKTUBHOCTI aTOPBACTATUHY (IMB. TabmuIio 1).

Ezemumi6.

3acrocyBaHHs €3eTHMIOy SK MOHOTEpaIlii OB’ SI3yI0Th 3 PO3BUTKOM SIBHUII 3 OOKY M’S30BOi CHCTEMH, Y
TOMY 4uCii pabaomionizy. TakuM 4MHOM, TPH OJHOYACHOMY 3aCTOCYBaHHI €3€THMIOY Ta aTOPBACTATUHY
PU3HMK PpO3BUTKY IIUX SIBHII 30UIbIIYEThCS. PEKOMEHIOBAHO TIPOBOJUTH HAICKHUN KIIHIYHUAN
MOHITOPHHT CTaHy TaKUX MAIliEHTIB.

Dy3u0o6a Kucioma.

[Ipu oqHOYACHOMY CHCTEMHOMY 3aCTOCYBaHH1 (py3UI0BOT KUCIOTH 31 CTAaTUHAMH MOYKE ITiBUIIYBaTUCS
pPU3UK PO3BUTKY Miomarii, B TOMy uucii pabmomionizy. MexaHism mi€i B3aemoxii (4u € BOHaA
(hapmakouHaMivyHOKO a00 (hapMaKOKIHETHYHOI, ¥ 000X BHUIIB OJHOYACHO) HA CHOTOJHI HEBITOMHIA.
[ToBigoMIIsITOCS TIPO BUTIAIKK PadaoMioni3y (y TOMY YHCIHI 3 JIeTaTbHUM HACITIJAKOM) y TAIlIE€HTIB, SKi
OTpUMYBaJIM KOMOIHAIIIIO IIUX MPEnaparis.

SIkmo HeoOXinHe CHCTEMHE 3aCTOCYBaHHA (y3MIOBOI KHCIOTH, CIiJ TPUIHHATH 3aCTOCYBaHHS
aTOpBAaCTaTHMHY Ha BeCh Mepioj] 3acToCyBaHHS (y3UA0BOI KHUCIOTH (AuB. po3ail «OcoOmmuBOCTI
3aCTOCYBaHHSA»).

Tnwi nixapcoki 3acobu.

Kniniuni mocnmipkeHHs MOKas3ayid, IO OJHOYACHE 3aCTOCOBYBAHHS aTOPBACTATHHY 1 TIMOTEH3WBHUX
IpernapaTiB Ta HOro 3acTOCyBaHHS B XOJI €CTPOreH3aMIiCHOI Teparlii He CYNpPOBOKYBaJOCh KIIHIYHO
3HAYYIUMHU OO0IYHIMHE edekTamu. JloCmiKeHb B3a€MO/IIT 3 IHITUMU IpenaparaMu He TIPOBOJIHAIIOCH.

Ocobnueocmi 3acmocyeanns.

Mionamis ma paboomionis

ATopBacTaTUH MOX€E CHPUYMHUTU MionaTito (OuIb y M’s3ax, OOJiCHICTh @00 CIa0KICTh y MO€AHAHHI 3
niasumeHHsM kpeaTuHkiHasu (KK) 6inbie Hix y 10 pa3iB 3a BepxXHIO MeXy HOpMH) Ta padaomionis (3
rOCTPOIO0 HUPKOBOIO HEJIOCTATHICTIO a00 6e3 Hel BHACIITOK Mior1001Hypii). [loBinomiisnocs npo piaKicHI
JeTajabHI BUMIAJAKH B pe3yibTaTi paboMioi3y Ipy 3aCTOCYBaHHI CTaTHUHIB, BKIIFOYAIOUU aTOPBACTaTHH.
DaxkTopu PU3UKY PO3BUTKY MiomaTii

dakTopu pU3MKY PO3BUTKY MIOIATIi BKIIOYAIOTh BiK 65 POKIB 1 Olibllle, HEKOHTPOJIbOBAHHM T1IIOTUPEO3,
nopyuieHHs QyHKIIi HUPOK, OJHOYACHE 3aCTOCYBaHHS 3 JICSIKUMU 1HITUMU MperapaTaMu Ta IiIBUIIEH]
703U aropBacTaTuHy (AuB. po3nain «B3aemomis 3 1HMIKMMHU JIKapChKUMH 3aco0aMH Ta 1HINI BUIU
B3A€EMOIIIN).

3ax0/M Julsl 3SMEHIICHHS PU3HUKY PO3BUTKY MiOMaTii Ta paba0oMiodi3zy abo 3ano0iraHHs TakoMy PU3HKY
Excrio3uniis aTopBacTaTMHy MOXe 30UIBIIYBATUCS 32 PaXyHOK B3a€MOJIi 3 1HIIMMU JIKAPCHKUMH
3acobamu uyepe3 iHriOyBanHs ¢epmenty 3A4 nurtoxpomy P450 (CYP3A4) ta/abo TpaHcmopTepiB
(Hampukiaa, OUTOK pe3UCTEHTHOCTI paKy MoJIouHOi 3a103u [ BCRP], opraniuamii aHioH-TpaHCTIOPTYHOUYHI
noninentua [OATP1B1/OATP1B3] ta rnikonpoteid P [P-gp]), 1m0 npu3BoauTS 10 MiABUIIIEHOTO PU3UKY
PO3BUTKY Mionatii Ta pabaomionizy. He pexkoMeHayeTbcs 0JTHOYACHE 3aCTOCYBAaHHS 3 aTOPBACTATHHOM
LUKIJIOCTIOPUHY, reM(pi0po3uiy, KoMOIHaLINi TUIpaHaBip + PUTOHABIP YM TJIEKaNpeBip + MiOpeHTacBip.
Moaudikamii 103yBaHHS aTOPBACTaTUHY PEKOMEHIYIOTbCS NallieHTaM, SKi NpUMaloTh TEBHI
MPOTHBIPYCHI 3acO0M, a30JbHI MPOTUTPUOKOBI 3aco0M ab0 MaKpOJigHI aHTUOIOTUKH (JAWB. PO3ILT
«Crnoci6 3acrocyBaHHs Ta J03M»). lloBigomusanocs mNpo BUOAAKM Miomarii/pabaoMionizy mpu
OJIHOYAaCHOMY 3aCTOCYBAaHHI aTOPBACTATHHY 3 JIMIAOMOAUGIKYIOUUMH J03aMu (> 1 r/neHs) HialuHy,
¢i0paTiB, KoNXiUMHY Ta KoMOiHaIil semimacip + copocOysip. CniJ OLIHUTH, YU KOPUCTH BiX
3aCTOCYBaHHS [IMX MPETapariB MepeBakae MiABUIICHUNA PU3UK PO3BUTKY Miomarii Ta padaoMionizy (auB.
po3ain «B3aeMois 3 IHITUMU JIIKAPCHKUMHE 3aCO0aMH Ta 1HIII BHAU B3a€EMOIIiN»).




He pekoMeHyeThCSl OqHOYACHUN PUMOM IPEUTIPPYTOBOTO COKY Y BEIMKUX KUTbKOCTSX (rmoHax 1,2 miTpa
Ha JICHb) Malll€eHTaM, SKi IPUUMaIOTh aTopBacTaTuH (AUB. po3ail «B3aeMomis 3 1HIIUMU JTIKAPCHKUMU
3aco0aMu Ta 1HIII BUIU B3aEMOIIN» ).

Caix mpUMMHUTH PUHOM aTOPBACTATUHY, SKIIO CHOCTEPIraeThCs MOMITHO TiaBHIeHHH piBeHb KK abo
JIarHOCTOBAHO MIOMATIIO 4YM € Tigo3pa Ha i1 BUHUKHEHHsS. M’sa30Bi cumnromMu Ta miaBuiieHHs KK
3HMKAIOTh MICIs BiAMIHM aropBactatuHy. CIifi TMMYacoBO BiJIMIHUTH aTOPBACTaTHH Ialli€EHTaM 3
rOCTpUM a00 CEpHO3HUM CTAHOM 13 BUCOKUM PU3UKOM PO3BUTKY HUPKOBOI HEIOCTATHOCTI, CIPUYMHEHOT
pabaomionizoM (HampuKIIal, CENCHUC; MIOK; TSHKKA TiIOBOJIEMIs; cepio3Ha XipypriuHa onepartisi; TpaBma;
TSDKKI METa0OoJ1uH1, EHAOKPHHHI 200 eIeKTPOJIITHI MOPYIIEHHS; HEKOHTPOJIbOBaHA CTICTICis).

Criz MOBiIOMHUTH MAIIEHTIB PO PU3UK PO3BUTKY MiomaTii Ta pabIoMioi3y Ha MOYaTKy JiKyBaHHS a0
Ipu 30UIBIIICHH] 03U aTopBacTaTUHY. [larienTam citiji peKOMEHIyBaTH HEraiHO MOBIOMIISITH ITPO OY/Ib-
KU HEe3pO3yMUInii O11b Yy M’s13aX, OOMICHICTh a00 ¢1a0KiCTh, OCOOJIMBO SIKIIO BOHU CYIPOBOJIKYIOTHCS
He3yaHHAM a00 MiJBUILEHHIM TeMIIepaTypu.

ImyHnonoziuno onocepeOko8ana HEKPoOMuU3yua Mionamis

Hagxoaunu piakicHI MOBIIOMIJIGHHS MPO BUIMAJIKH IMYHOJIOTIYHO OMOCEPEAKOBAHOI HEKPOTHU3YHOUOi
miomarii (IOHM), ayroiMmyHHoi Miomarii, moOB’s3aH0i 13 3acrocyBaHHsAM cratuHiB. [OHM
XapaKTepU3yeTbCs TAaKUMH O3HAKaMU: cJIa0KICTh MPOKCUMAJIbHUX M S31B Ta IMIJBUIIEHUI pIBEHb
KpEaTWHKIHA3W B CHUPOBATIl KpOBi, SKi 30epiraioThCsi, HE3BAXAIOUM HA TNPUIMHEHHS JIKYBaHHS
CTaTUHAMM; MO3UTUBHUI pe3yibTarT Ha aHTUTLIAa 10 ['MI-KoA-peaykraszu; m’d30Ba Oiomncis BUSBIISIE
HEKPOTH3YyIOUy MIOINATiI0 Ta TOKpAIleHHs MpPHU 3aCTOCYBaHHI iMyHOJeNpecaHTiB. Moke BHHUKHYTH
HEOOXIHICTh TMPOBEIEHHS JOAATKOBUX HEHPOM’SI30BHX Ta CEpPOJIOTIYHUX MOCIHiIKeHb. Moxe OyTu
notpiObHa Tepamis imyHonenpecantamu. Cii peTeNbHO 3BaXHTH pH3UK po3BuTKy IOHM mepen
[IOYaTKOM 3aCTOCYBaHHS IHIIOI'O CTAaTHHY. SIKIO PO3IOYaTO TEpamilo 1HIIUM CTaTHHOM, HEOOX1THWH
MOHITOPHUHT 03HaK Ta cumnToMiB IOHM.

Topywenns @ynxyii neuinku

Byno nokasaHo, 1mo cTaTUHH, SK 1 AESKi 1HIII TiHOJimiIeMiuHI TepaneBTHYHI 3ac00H, acOIIOIOTHCS 3
BIJIXHJICHHSIM BiJl HOpMH 010XiMIUYHUX MOKa3HUKIB (yHKIIT mewinku. CTiiike miaBuIeHHs (OLIbII HIXK Yy
3 pa3u BUIE BEPXHbOI MEXI HOPMAIbHOIO Jlalna3oHy, SK€ BUHHMKIO 2 pa3u abo Oinblie) piBHIB
CHpPOBATKOBUX TpaHcaMiHa3z crioctepiranocs y 0,7 % marieHTiB, siki OTpUMYBAJIM aTOPBACTATHH IiJ] 4ac
KJIIHIYHUX JOCIIKeHb. YacToTa BUMAAKIB IIUX BiAXWIEHb Bij HopMmu cranoBmia 0,2 %, 0,2 %, 0,6 %
ta 2,3 % nns no3 npemnapaty 10, 20, 40 ta 80 Mr BiMOBIAHO.

[Tix gyac KIHIYHUX TOCIHIDKEHb Mpernapary B OJHOTO TAaIll€EHTa PO3BUHYJACH >KOBTAHHMIA. [linBuineHi
NoKa3HUKM (yHKI1oHATBHUX P00 neuinku (PIII]) y iHmux narieHTiB He OyJu OB’ A3aH1 3 )KOBTSHHIIEIO
a00 IHIIMMU KITHIYHUMH cuMnTomami. [1icis 3MeHIIeHHs 1031, TEpepPBHU Y 3aCTOCY BaHH1 aTOPBACTaTUHY
a00 MPUIMHEHHS HOTo 3aCTOCYBaHHS PiBHI TpaHCaMiHa3 MOBEPTANNCSA JI0 PIBHIB Mepes JiKyBaHHAM abo
MPpUOJM3HO 0 NHMX PIBHIB 0€3 HeratuBHUX HachiAKiB. 18 3 30 mamieHTIB 31 CTIMKUM IiIBUILIEHHIM
MOKa3HUKIB (DYHKI[IOHANBHUX MPOO MEYiHKU MPOJOBXKYBAJIM JIKYBaHHS aTOPBACTATUHOM Y MEHIIHX
703aX.

[lepen TuM K pO3MOYMHATH TEPAIi0 aTOPBACTATUHOM, PEKOMEH Iy€ThCSl OTPUMATH PE3yJIbTaTH aHaJli31B
10710 (hepMEHTIB MEUiHKU Ta 37jaBaTH aHaIi31 OBTOPHO Yy pa3l KiIiHIYHOI noTpedu. Hanxonunu piakicHi
MOCTPEECTPALiiiHI MOBIJOMIICHHS PO BUIAJKH JIETAIBHOI Ta HEJETaIbHOI MEUYIHKOBOI HEIOCTATHOCTI Y
MAIIEHTIB, K1 MpUIMaNK IpenapaTu Ipyny CTaTHHIB, y TOMY YHCJ1 aTOpBacTaTUH. Y pasi cepilo3HOTO
ypaKe€HHS MEeUIHKH 3 KJIIHIYHUMH CHUMIITOMaMH Ta/abo rinepOutipyOiHeMiero abo >KOBTSHULIEIO M1 Yac
3aCTOCYBaHHSA AaTOpPBAaCTaTUHY CJiJ HEraHO TNPUIMHUTH JIKyBaHHS. JSIKIIO HE BU3HAYEHO
aIbTEPHATUBHOI €T10JI0T1i, HE CII1J] TOBTOPHO PO3MOYMHATH JIIKYBaHHS IIPETapaToM.

ATOpBacTaTHH CIiJl 3 00EPEKHICTIO MPU3HAYATH MAIliEHTaM, SKI 3JI0BXHBAIOTh AJIKOT0JIEM Ta/abo MaroTh
B aHaMHE31 3aXBOPIOBAHHS IMEYiHKH. ATOPBACTaTHH MPOTUIIOKA3aHWH TP aKTHBHOMY 3aXBOPIOBaHHI
MEeYiHKM ab0 CTIMKOMY MiJBHILEHHI PiBHIB MEUIHKOBUX TpaHCaMiHa3 HEBiAOMOI eTioJyorii (IUB. po3aii
«IIpoTtunokazanus»).

Enookpunna gpynxyis

[ToBimomusiocs mpo migBuieHHs piBHI HbA 1¢ Ta KOHIIEHTpaIIii ITI0KO3W y CHPOBATIlI KPOBI HATIIIE TIPH
3actocyBanHi iHT10iTOpiB 'MI'-KOA-peaykrasu, y TOMy 4HCiIi aTOpBAaCTaTUHY.

CraTHHHU NepenIKOKAI0Th CHHTE3Y X0JIECTEPUHY Ta TEOPETUYHO MOKYTh OCJIA0JIATH CEKPELIII0 CTEPOiliB
HA/IHUPKOBHUX 31103 Ta/ab0 roHagHux crepoifiB. KiiHiuHi gaHi MoKa3aiu, M0 aTOPBACTaTUH HE 3HUKYE
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0a3aibHy KOHIIEHTpAILII0 KOPTU30Jy IJIa3MU Ta He MOPYIIye aJpeHaIoBUil pe3epB. BB cTaTuHiB Ha
3aIUTIIHIOIOYY 3[aTHICTh CIIEPMHU HE JOCIIIKYBaBCs y JOCTAaTHBOI KUIBKOCTI narfienTiB. HeBinomo, akum
YMHOM aTOpBACTATHUH BIUIMBAE Ta ¥ 4YM B3araji BIUIMBAE HA CHCTEMY «CTaTeBl 3al03U-TiMOdi3-
rimoragamyc» y XKIiHOK y mepenaMeHonay3anbHuil nepiog. Ciig OyTH 00epeXHUM HpU OJHOYACHOMY
3aCTOCYBaHHI IMpernapaTy IpyIH CTaTHHIB 3 JIKAPCHKUMH 3ac00aMu, sIKi MOXYTh 3HHXKYBATH PiBHI a00
aKTUBHICTb €HIOTEHHHUX CTEPOIAHUX TOPMOHIB, TAKUMHU SIK KETOKOHA30J1, CHIPOHOIAKTOH Ta IUMETH IUH.
3acmocyeanns nayieumam 3 HeWoOABHIMU BUNAOKAMU THCYIbMY AO0 MPAH3UMOPHOI iuleMiuHOT amaxu
[Tpu post-hoc anamnizi qocaimkenus SPARCL (Stroke Prevention by Aggressive Reduction in Cholesterol
Levels/3amob6iranas iHCYJbTY IUISIXOM PIi3KOTO0 3MEHIICHHS PIBHIB XOJIECTEPUHY), I Yac SKOTO
aTopBacTaTuH y 1031 80 Mr Ha TpoTHBary Iuianebo 3acrocoByBamu 4731 marieHTy 0e3 imreMigyHOI
XBOPOOU cepIs, SIKi MaJId B aHAMHE31 BUTIAJKH 1HCYJIBTY a00 TPaH3UTOPHOI 1IIEMIYHOI aTaKy MPOTATOM
norepeaHix 6 MicsMiB, crocTepiranacs Oifbllla YacTOTa BHIIAJKIB T€MOPAriYHOTO IHCYJBTY y TpyIi
TMAII€HTIB, SKI OTPUMYBAJIM aTOPBACTaTHH y 11031 80 MI' MOPIBHSAHO 3 Tpymoro muianedo (55 BUMAIKIB,
2,3 % y Tpymi aTopBacTaTHHY MopiBHSHO 3 33 Bunaakamu, 1,4 % y rpyni miane6o; CP: 1,68, 95 % /I:
1,09, 2,59; p=0,0168). YactoTa BUNaAKIB JIETaIHHOI'O T€MOPAriYHOrO 1HCYNIbTY Oylia MoIIOHO B yCiX
rpynax JjikyBaHas (17 Ta 18 mist rpyn aropBactatuHy Ta Iutanebo BiAmoBigHO). YacTora BUNIAIKiB
HEJEeTaJbHOrO TeMOPAridHoOro 1HCYJIbTy Oylia 3HAYHO BHINOI0 y TPYIi MAali€HTIB, SKI OTPUMYBaIU
aTopBactatuH (38, 1,6 %), mopiBHsHO 3 rpynoro mianebo (16, 0,7 %). Jlesiki mo4aTKoBi XapaKTePUCTHKH,
y TOMY YHCJI1 HasgBHICTh BHIIQJKiB F€MOPAriyHOrO Ta JAKYHAPHOTO 1HCYJIBTY MiJ Yac BKIIOUYEHHS [0
JOCIIJIKEHHS1, aCOIIFOBAIMCS 3 BUIIOKO YaCTOTOIO BUITAIKIB T€MOPATiYHOTO 1HCYJIBTY y TPYIIi Malli€HTIB,
K1 OTPUMYBaJIU aTopBacTaTuH (AuB. po3ain «[1o6iuHi peakiiin).

Cepen 39828 marieHTiB, sKi OTpUMYBaJIU aTOPBACTATHH Y KIIHIYHUX AochimkeHHsX, 15813 (40 %)
namieHTiB Oynu BikoM Bix 65 pokiB, a 2800 (7 %) narientiB Oynu BikoM Bif 75 pokiB. He cocrepiranocs
KOIHOI 3arajJbHOi BIIMIHHOCTI y Oe3meni Ta eQeKTHBHOCTI IMpemapary MiK HUMH Iali€eHTaMu Ta
MOJIO/IIIUMU TAIllEHTaMH, TaK CaMo, K He OYJI0 3apeecTpOBAHO >KOAHHUX BIAMIHHOCTEH Yy BiANOBIAlI Ha
JMIKyBaHHS MDK MaIlil€HTAMH JIITHHOTO BIKY Ta MOJIOAIIMMH MAIli€HTAMH 3TIHO 3 1HIIAM KIIIHIYHUM
JIOCBIZIOM, MPOTE€ HE MOKHA BUKJIIOYATH OUIBIIY YyTJUBICTh JESIKUX CTapUIMX HalieHTiB. OCKUIbKH
cTapmuid Bik (moHaa 65 pokiB) € (haKTOpOM CXHIIBHOCTI IO MIOMaTii, il 3 00epeKHICTIO MPU3HAYATH
aTOpBACTaTHUH MAalliEHTaM JITHbOTO BIKY.

Ileuinkosa neoocmammuicmo

ATOpBacTaTHUH MPOTHUIIOKA3aHUM MallieHTaM 3 aKTUBHUM 3aXBOPIOBaHHSM IEUiHKHU, BKIIIOYAIOUU CTiHKe
I1JBUIIEHHS PIBHIB MIEUIHKOBUX TpaHCaMiHa3 HEBIJIOMOI eTioorii (auB. po3auin «[IpoTunokazanus» Ta
«®DapMaKoJIOTiYHI BIACTUBOCTI»).

Ho nouamxy nikyeanns

ATopBacTaTHH CiJ 3 00EPEXKHICTIO MPU3HAYATH MAIlIEHTaM 31 CXWJIBHICTIO 0 PO3BUTKY padIoMiomizy.
Jlo moyartky JIIKyBaHHsI CTATUHAMHU Y TAllI€HTIB, CXWJIBHUX IO PO3BUTKY pabAOMIOIi3y, Il BU3HAUYaTH
piBenb KK npu:

- IOpYyIIEHH1 (PyHKIII{ HUPOK;

- TIMOQYHKIIIT IMUTOBUIHOT 3aJ103H;

- CITaIKOBUX PO3Ja7axX M S30BOi CHCTEMH Y CIMEHHOMY ab0 0COOMCTOMY aHaMHE31;

- IEPEHECEHNX Y MUHYJIOMY BHIIaJKaX TOKCUYHOIO BIUIMBY CTAaTHHIB 200 (iOpaTiB Ha M s3H;

- IEPEHECEHUX Y MUHYJIOMY 3aXBOPIOBAHHSIX MEUIHKHU Ta/a00 3JI0BKUBAaHHI aJIKOTOJIEM.

Jlia maunieHTiB JITHBOTO BIKYy (moHaja 70 pokiB) HEOOXIAHICTh MPOBEIACHHS O3HAUYEHUX 3aXO[IB CIiJ
OLIIHIOBATH 3 YPaxyBaHHSIM HasBHOCTI 1HIIKX (DAaKTOPIB CXUIBHOCTI IO PO3BUTKY paboMioNizy.
[linBuieHHs: piBHSA Hpenapary y IUia3Mi KpoBl MOXIIMBE, 30KpeMma, y pa3l B3aeMojii (AMB. pO3Jii
«B3aemMois 3 IHIIUMU JTIKapCHKUMU 3acO00aMu Ta 1HII BUIU B3a€EMOJIiii») Ta 3aCTOCYBaHHS OCOOJIMBUM
MOMYJIALISAM HaIieHTiB (IUB. po3ain «DapMakOKIHETHKA»), Y TOMY YHCII MallieHTaM 31 CHaJKOBUMHU
XBOpOOaMHU.

VY Takux BUMNaJKaX PEKOMEHJOBAHO OLIHIOBATH CIIBBIJIHOIICHHS PHU3UKIB Ta OYIKYBaHOI KOPUCTI BiJ
JKyBaHHA Ta MPOBOJUTH KIIHIYHUN MOHITOPHHT CTaHY MAIli€eHTIB. SIKIIO O MOYaTKy JIKyBaHHS PiBEHb
KK 3nauno nigsumenuii (nepesunrye BMH O6inbmt HiX y 5 pa3iB), JiKyBaHHs pO3IIOYNHATH HE CIIII.
Buwmiprosanns pisna kpeamuHnkinazu

PiBenb kpeaTUHKIHA3M HE CIIiJl BU3HAYATH MICIs IHTCHCUBHUX (pI3MUYHUX HABaHTa)KEHb a00 332 HasIBHOCTI
OyIb-SIKUX MOXJIMBHUX aJIbTEPHATUBHUX MPpUYUH miaBuieHHs piBHSA KK, OCKiIIbKY 11e MOXKE yCKITaTHUTH
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IHTEepIpEeTaIliio pPe3yibTaTiB. SKIIO Ha MOYATKOBOMY pIBHI crocTepiraerbcs 3HauHe migBumieHHs KK
(nepesumieras BMH Oinpm HiXK y 5 pasiB), To uepe3 5—7 IHIB HEOOXiAHO MPOBECTH IOBTOPHE
BU3HAUCHHS JJIs MIATBEP/HKCHHS PE3yJIbTaTy.

11i0 yac nixysanms

[TamieHTH MOBUHHI 3HATH MPO HEOOX1AHICTh HETAMHO TOBIJOMIISITH PO PO3BUTOK OOJIIO Y M’ 533X, CYJIOM
YH C1a0KOCTI, 0COOIMBO KOJIM BOHH CYNPOBOKYIOTHCS HE3AYKaHHSIM a00 TrapsuKoIo.

VY pasi mosiBM IIUX CHMIITOMIB ITiJT Yac JIKyBaHHS aTOpPBACTaTUHOM HEOOXiaHO BU3HA4YMTH piBeHb KK y
nporo mamnieHTa. Skmo piBens KK 3nauno migsumenwii (mepeBuirye BMH Oinpm HiX y 5 pasis),
JIIKYBaHHS CJIiI MPUTTHHUTH.

JIOIUIBbHICTh TPUIMHEHHS JTIKYBaHHS CIiJl TAKOX PO3MVIAHYTH, Ko miasumieHHs piBHsa KK He csarae
I’ ATUKpaTHOTo niepeBuiieHHss BMH, ane cumnroMu 3 60Ky M’s131B MalOTh TSOKKHM XapakTep Ta MIOACHHO
CTalOTh IPUYMHOIO HEIIPUEMHUX BIAUYTTiB.

[Ticnsa 3HMKHEHHs cuMnTOMIB Ta HOpMatizalii piBHsA KK MoxHa po3risiHyTH MOKIIMBICTh BiJTHOBJICHHS
JKyBaHHS aTOPBACTATUHOM a00 MOYATKY JIKyBaHHS aJbTEPHATUBHUM CTATUHOM 32 YMOBU 3aCTOCYBaHHS
MiHIMaJIbHOI MOXKIIMBO1 103U TIpenapaTy Ta peTesIbHOTO HarjsAy 3a CTAaHOM Malli€HTa.

JIikyBaHHSI aTOPBACTATUHOM HEOOXiAHO MPHUIIMHUTH, SIKIIO CHOCTEPIraeThCsl KIIHIYHO 3HAYYyIIEe
nigsuiienns piBHs KK (mepeBumenns BMH OGinpmr Hixk y 10 pa3iB) abo BCTaHOBJIEHO MAiarHo3
pabomionizy (abo € migo3pa Ha PO3BUTOK padaOMioIizYy).

Oonouache 3acmocy8ants 3 IHUUMU NIKAPCOKUMU 3acobamu

Pusuk po3BUTKY pabAoMioii3y MigBUIIYETHCS TP OJHOYACHOMY 3aCTOCYBAaHHI aTOPBACTATHHY 3
JeSIKUMU JIIKapChKUMHU 3aC00aMHU, 10 MOXKYTb 30UIBIIUTH KOHIIEHTPALIil0 aTOPBACTATHUHY Y I1a3Mi KPOBI.
[TpuknagaMu Takux npenapaTiB MOXKyTh OyTu notyskHi iHTIOITOpH CYP 3A4 ab0 TpaHcrmopTHUX OUIKIB:
LUUKIOCTIOPHH, TETITPOMIIIUH, KIAPUTPOMILIMH, JI€TaBipAuH, CTUPUIIEHTOJI, KETOKOHA30JI, BOPHKOHA301I,
ITpakoHa30J1, TOCAaKOHA301, JIETepMOBip Ta iHridiTopu nporeas BLJI, y ToMmy umcii putoHagip, JIomiHaBip,
aTazaHaBip, iHOUHAaBIp, napyHaBip. [Ipu ogHOyacHOMy 3acTocyBaHHI 3 TeM(iOpPO3HIOM Ta IHIIMMH
noxigHuMu  (iOpoBOi  KHCIOTH, OOIENpeBipoOM, EpPUTPOMIIIMHOM, HIAIIMHOM Ta €3eTUMiOOM,
TenanpeBipoM abo0 3 KOMOIHAIIEIO TEAPEBIP/PUTOHABIP TAKOXK 3POCTA€ PU3UK BUHUKHEHHS MIOMATIH.
k1o MokHa, Cifi 3aCTOCOBYBATH 1HIII JIIKAPChKI 3aco0u ([0 HE B3aEMOJIIOTH 3 aTOPBACTATUHOM)
3aMiCTh BUIIE3Ta/IaHUX.

k110 HeoOXiTHO TPOBOJUTH OJHOYACHE JIIKYBaHHS aTOPBACTATUHOM Ta 3TaJJaHMMU MperapaTaMu, CIif
PETENbHO 3BAXUTH KOPUCTh Ta PU3HKH. SIKIO MAIliEeHTH MPUIMAIOTh JIKApChKi 3ac00U, IO MiABUILYIOTh
KOHIICHTPAILIII0 aTOPBACTAaTHHY Yy TUIa3Mi KPOBI, PEKOMEHAYEThCS 3HIKYBATH JI03y aTOPBACTATHHY IO
MiHimManbHOi. Kpim Toro, y pasi 3acrocyBaHHs mnoTyxHux iHrioitopie CYP 3A4 cnig po3riasHyTH
MOJKJIMBICTh 3aCTOCYBaHHS MEHIIOI ITOYAaTKOBOi JI03M aTOpBAacTaTHHY. TakoX pPEKOMEHIYEThCS
MPOBOAUTH HAJECKHUN KITHIYHUI MOHITOPHHT CTaHy I[UX MAI[i€HTIB.

ATOpBacTaTHH HE MOXKHA NPU3HAYATH OJHOYACHO 3 (Dy3WIOBOIO KHCIIOTOIO, SIKY 3aCTOCOBYIOTH
CHCTEMHO, 00 BIPO/I0BXK 7 JAHIB MicCIs IPUIHMHEHHS JTIKyBaHH Qy3u10B0OI0 KUCIOTOM0. [TanienTam, skum
CHUCTEMHE 3aCTOCYyBaHHs (y3UIOBOT KHUCIOTH BBaXKAETHCA HEOOXIIHHM, JIIKyBAaHHS CTaTUHAMH CIIiJ]
MPU3YNIMHUTA Ha BECh MEpioj] 3acTOCyBaHHS (Y3HIOBOI KHCIOTH. Y TMAIli€HTIB, SIKI OTPUMYBAIU
(Gy3uI0BY KUCIIOTY Ta CTATUHU y KOMO1HaIli1, OyJiu 3apeecTpoBaHi BUMIAIKU pabaoMioi3y (B TOMY YUCIi
neTanbHi) (quB. po3ain «B3aemonis 3 iHIIMMU JIKApCPKUMH 3ac00aMy Ta IHII BHIW B3a€MOJIN»).
[TamieHTy ci1iji peKOMEHIyBaTH HETAHO 3BEPTATHCS 32 MEIMYHOIO JOTIOMOTOI0 y Pa3i BUHUKHEHHS OY/Ib-
SKUX CHMIITOMIB CJT1a0KOCTI1, 60110 200 OOTICHOT Uy TIIMBOCTI Y M’ s3aX.

Tepamito cTaTuHAMM MOXXHA MPOJIOBXKHUTH uyepe3 7 AHIB MICIs OTPUMAaHHS OCTaHHBOI 103U (y3UI0BOI
KHCJIOTH.

3a BUHATKOBUX 00CTaBHH, KOJIM MOTPiOHE TOBrOCTPOKOBE CUCTEMHE 3aCTOCYBaHHS (y3HI0BOi KUCIOTH,
HaNpUKIAJ, Ul JIKyBaHHS TSDKKUX 1H(EKII1H, He00X1IHICTh OJJHOYACHOT'O 3aCTOCYBaHHS aTOPBACTaTHHY
Ta Qy3uI0BOI KHCIOTH CIiJl PO3TNIANATH TiIABKA B 1HAWBIIyalbHOMY TOPSAKY Ta 3AIMCHIOBATH IIiJ
peTeIbHIM HarJsIIOM JIKaps.

InmepcmuyianvHa x8opoba nezeHia

[lin yac mikyBaHHSI ACSIKMUMH CTaTMHAMH (OCOOJMBO Tij Yac TPHUBAJIOrO JIiKyBaHHs) OynH omucaHi
BUHATKOBI BUIIAQJKH PO3BUTKY IHTEPCTHUIaNBbHOI XBOpoOU JiereHiB. J[o mposBiB 1i€i XBOpoOH MOXKHA
BIIHECTH 3aJIMIIKY, HEMPOAYKTUBHUN Kalllelh Ta 3araJibHE MOTIPIICHHS CaMOTIOUyTTs (CTOMITIOBAHICTb,
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3HI)KCHHS MacH TiJIa Ta Tapsyka). Y pa3i BAHUKHEHHS TT1I03pH Ha IHTEPCTUIIAIEHY XBOPOOY JIETEHIB CITiJT
MPUINHHATY JTIKyBaHHS CTATUHAMM.

Teparis pinigomMonudikyrOUYuMH MpernapaTaMy MOBUHHA OYTH OJHIEIO 31 CKIIAIOBUX KOMITJIEKCHOT Tepartii
JUIS TAIEHTIB 31 3HAYHO MiJBUIICHUM DPU3MKOM PO3BUTKY aTE€POCKIEPOTHYHUX 3aXBOPIOBAHb CYAHMH
yepes rinepxoyiecTepuHeMito. MenkaMeHTO3Ha Teparlist peKOMEHAYEThCS K JOMOBHEHHS JI0 JII€TH, KOJIU
pe3yabTaTy BiJ JOTPUMAaHHS TIETH, IO OOMEXY€E CIIO)KMBAHHS HACHUYEHUX JKHUPIB Ta XOJECTEPUHY, a
TaKOX BIJl 3aCTOCYBAaHHS I1HIIMX HEMEIMKAaMEHTO3HHMX 3axoAiB Oyjo HemocrtatHbo. [larientam 3
1ImeMi4HOI0 XBOPOOOIO cepist ado JeKiIbKoMa (pakTopaMu pU3HKY PO3BHUTKY iIIEMI4HOI XBOpoOU cepiis
MPUIIOM aTOPBACTATHHY MO>KHA PO3II0YATH OJTHOYACHO 3 TOTPUMAHHSM J1€TH.

Obmedicenns 3acmocy8ants

ATOpBacTaTHH HE TOCIKYBAIN 32 YMOB, KOJIM OCHOBHUM BiJIXHJICHHSIM BiJl HOPMH 3 OOKY JIIITONPOTEIHIB
€ IIIBUIIIEHHS PiBHsI Xi71OMiKpoHiB (Tumu I Ta V 3a xnacudikaiieto @penpikcona).

MiacTeHis rpaBic/ouHa MiacTeHis

[Ipu 3acTtocyBaHHI CTAaTHMHIB MOBIIOMJISUIOCH NPO JAEKUJIbKAa BHIIAAKIB BUHUKHEHHSI de novo abo
3aroCTPEeHHS HasBHOI MiacTeHii rpaBic a0o o4Hoi miacTeHii (auB. po3ain «I1o6iuni peakiii»). [Ipuiiom
nikapcpkoro 3acoby Ercer® cmin npumuEMTH Y pasi NMOCHIEHHS CHMITOMIB 3aXBOPIOBAHHSL.
[ToBigoMIIsIOCS MPO PEeUUIUBU XBOPOOH MpU MOBTOPHOMY 3aCTOCYBaHHI TOTO ) CaMoro abo i1HILIOTO
CTaTUHY.

J{onomidicHi peuogunu.

[Ipemapar wMictuTh JnakTo3y. Skmo y Bac BCTaHOBICHA HEMEPEHOCHMICTh JESIKUX IIYKPIB,
MIPOKOHCYIBTYHTECA 3 JiKapeMm, Mepill HiXk MpuiMaTH 1el JiKapchbKuil 3acio.

Leit nikapcpkuii 3acid mictTuth MeHme 1 MMoib (23 Mr)/no3y Hatpito, TOOTO MPAKTUYHO BUTBHHUH Bix
HaTpito.

3acmocysanns y nepioo eacimuocmi abo 200y8aHHus 2pyooio.

Bacimnicme.

Oyinka pusuxie

ATopBacTaTMH TPOTUIIOKA3aHUN BariTHUM JKIHKaM, OCKUIbBKM HE€ BCTaHOBJeHa Oe3neka Horo
3aCTOCYBaHHS BariTHUM 1 HEMae€ SIBHOI KOPUCTI MpUHOMY JIIMIJO3HMKYBAJIBHUX IpernapariB MiJl 4ac
BariTHOCTI. Ockinbku 1Hri0iTOpu ['MI'-KOA-peaykrasu 3HMKYIOTh CUHTE3 XOJECTEpUHY Ta, MOKJIHMBO,
CHHTE3 IHIIMX O10JIOT1YHO AKTUBHUX PEUOBMH, SIKI € MOXIJHUMHU XOJIECTEpUHY, aTOPBACTATHH MOXE
IIKIJUIMBO BIUIMBAaTH Ha Iuma. [lpuilom aTopBacTaTuHy Ciifi HNPUINMHUTH, SK TIJIbKA BCTAHOBJIEHA
BariTHICTH (MuB. po3ain «lIpoTumnokazaHHs»).

Po3paxynkoBuii (hoHOBUN PHU3WMK 3HAYHMX BPOKEHUX MaibGopMalliii Ta BUKHUIHIB JUIsl BKa3aHOI
nomyJysAnii HeBimomuil. Y 3araneHiit momynsanii CLHA pospaxyHkoBui (DOHOBUH pPHU3HMK 3HAUYHUX
BPOJDKEHUX Majib(opMalliii Ta BUKUAHIB TP KJIIHIYHO BU3HAHUX BariTHOCTSX CTaHOBUTH 2—4 % Ta 15—
20 % BiOB1JTHO.

Konmpayenyis

ATOpBacTaTUH MO’K€ 3aBIaBaTH IIKOAM IUIOAY MPH 3aCTOCYBaHHI BariTHOIO JKiHKOIO. JKiHKH
PENpPOAYKTUBHOIO BIKY MalOTh OyTH IpoiH(OpMOBaHi MPo HEOOX1IHICTh e€(EeKTUBHOI KOHTPALEHIIIT i/
Yac JIKyBaHHS [IUM IIPErapaToM.

Kuinivni gani

OOmexeHi omy0OJIiKoBaH1 1aHi 00cepBallifHUX JTOCTIKeHb, METaaHATI31B Ta KITHIYHUX BUIIAJIKIB II010
3aCTOCYBaHHS aTOPBACTAaTHHY KaJbIliI0 HE IMOKAa3aJd MiJIBUIIEHOTO PU3MKY BUHHMKHEHHS CEpHO3HUX
BPOJDKEHUX Malb(opMalliil 4yu BUKHU]IHIB.

Hanxoaunum piakicHi MOBIAOMIJIEHHS! PO BPOJDKEHI aHOMalii Miciis BHYTPIIIHBOYTPOOHOI €KCHO3MIIii
iHmumx 1HriditopiB I'MI'-KoA-penykrasu. IIpocnexktuBHe cnoctepexkeHHs npubauzHo 100 Bumankis
BariTHOCTEH y JKIHOK, SIKI JIKyBQJIUCS CHUMBACTaTHHOM YH JIOBACTAaTHHOM, IMOKa3ajo, IO YacToTa
BUIAJKIB BPOPKEHUX aHOMAJIiH M10/1a, BUKHU/IHIB Ta BHYTPIIIHBOYTPOOHUX CMEPTENH/MEPTBOHAPOIKEHD
HE TepeBHIyBajla YaCTOTH, O4iKYBaHOI JUIs 3aranbHoi nmomyJsimii. KibKicTh BUMAIKIB € JOCTaTHBOIO,
o0 BUKITIOYUTH > 3—4-KpaTHE IIJIBUIIECHHS BPO/PKCHHX aHOMAIM PO3BUTKY IUIO/NA TOPIBHSHO 3
¢donoBo0 uyactoTor0. Y 89 % BariTHuX, 3a SKMMHU BEJIH IHPOCIEKTUBHE CIOCTEPEKEHHS, JIKyBaHHS
MpenapaToM pO3MOYUHAIOCS /IO BAariTHOCTI Ta MPUIMHSIIOCA MMiA 4Yac | TpuMecTpy micis BUSIBICHHS
BariTHOCTI.
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Ilepioo 200ysanns 2py0oio

ATOpBacTaTUH NPOTUIIOKA3aHWM MiJ Yac TOAyBaHHS TIpyaqo. BiacyTHs iH(opmalis Npo BIUIMB
npernapary Ha JUTHHY, SIKY TOAYIOTh TPYJI0, Y4 Ha JakTamio. HeBijomMo, 4 IpoHUKae aTOpBACTaTHH y
TpyJHE MOJIOKO, OHAK OYyJIO TIOKa3aHo, IO 1HIIHIA JIKApChKHUH 3aci0 bOTO KJIACy MOTpaIUIsLe y TPyIHE
MOJIOKO; aTOPBACTaTHUH MPUCYTHIN y MoJoi mypiB. OCKUIbKH CTaTUHU MOTESHIIHO 37aTHI COPUYUHHUTH
cepiio3Hi HeOakaHi peakiii y HEMOBIJAT, SKI 3HAXOIATHCS Ha TPYJHOMY TOJIYBaHHI, KIHKaMm, SKi
MoTpeOyIOTh JIIKYBaHHS aTOPBACTATUHOM, HE CJIiJI TOyBaTh rpy o (AuB. po3nia «lIpoTunokasaHHs).

30amuicmb eniueamu HaA WGUOKICMb peakyii npu KepyeamHi aA6mMOmMpAaHcnopmom ado iHuwumu
Mexaunizmamu.

3niiicHIOE Ay)e HEe3HAYHUM BIUIMB Ha IIBUJKICTH Peakiii MiJ Yyac KepyBaHHS aBTOTPAHCIOPTOM abo
IHIIAMHA MEXaHI3MaMHU.

Cnoci6 3acmocysannsa ma 0o3u.

L'inepninioemis i smiwiana oucainioemis

PekoMeHj0BaHa MOYaTKOBA /1032 aTOpBAacTaTHHY CTaHOBHTH 10 a60 20 mr 1 pa3 Ha 100y. [ mamieHTiB,
K1 MOTpeOyIOTh 3HaYHOTO 3HMKEeHHs piBHA xonectepuny JIITHIL (6inpin Hixk Ha 45 %), Tepamis MOxe
Oyt posmnouara i3 pozyBanHs 40 mr 1 pa3 Ha n00y. Jl030BHIi Aiama3oH aTOPBACTATHHY 3HAXOIUTHCS Y
Mmexax Bix 10 mo 80 mr 1 pa3 Ha no0Oy. [Ipenapar MoxkHa npuitMaTH pa3oBOIO A03010 Y OYy/Ib-5Ki TOJUHU
Ta HE3aJIeXKHO Bif mpuilomy Dki. IloyaTkoBy Ta migTpuMyroui 03U aTOpPBACTATHUHY CIiJ MiAOUpaTh
1HAMBIAYyaIbHO, 3aJI€KHO BiJ METH JiKyBaHHS Ta BiamoBimi. Ilicna mouaTky JikyBaHHS Ta/abo micis
TUTPYBaHHS JIO3M aTOPBACTAaTHHY CIIiJ| MPOAHANI3yBaTH PiBHI JIMiAiB HMpOTATOM mepiony Bix 2 mo 4
THYKHIB Ta BIATOBITHUM YHHOM BiIKOPUTYBATH J03Y.

T'emepo3ucomna cimetina cinepxonecmepunemis y nayieumie oumsa4o2o 6iky (gikom 6io 10 oo 17 poxis)
PekoMengoBana moyaTtkoBa /1032 aTropBacTaTuHy cTaHOBHUTH 10 mr/moOy, 3BUYAlHMI Aiama3oH 103
cranoBuTh Big 10 mo 20 mr mepopanbHO oauH pa3 Ha n00y. Jlo3w mpemapary ciin migoupatu
1HAMBIAyaIbHO, BIAMOBIAHO O METU JiKyBaHHs. KopuryBaHHS H03H CIiJi IPOBOJAUTH 3 1HTEPBAJIOM
4 TrxH1 ab0 O1nbIIIe.

T'omosucomna cimetina 2inepxonecmepunemis

Jlo3a atopBacTaTUHY Il MAIIEHTIB 3 TOMO3UTOTHOIO CIMEIHOIO TIMEPXOJECTEPUHEMIEID CTAHOBUTH BiJI
10 o 80 mr Ha 100y. ATOpBacTaTHH CJiJl BUKOPUCTOBYBATH SIK JOMOBHEHHS JI0 1HIIHUX TIMOMIMIIEMIYHUX
MeToAiB JikyBaHHs (Hampukiaa, adepe3 JIITHII) abo skmo rimomimigeMidyHl METOAM JIIKYyBaHHS
HEJOCTYIIHI.

Oonouacha einoninioemiuna mepanis

ATOpBacTaTUH MO>XHa 3aCTOCOBYBAaTH 3 CEKBECTpaHTaMH >KOBYHHX KHucJIoT. KomOiHalito iHri6iTopis
I'MTI'-KoA-penykra3u (cratuHiB) Ta (i0patiB cii 3arajioM NpU3HAYaTH 3 00EPEXKHICTIO (AMB. PO3JLIU
«OcobIMBOCTI 3aCTOCYBaHHAY, «B3aeMo/is 3 IHIIMMH JIIKapCHKHUMH 3aC00aMU Ta 1HIII BUTU B3aEMOII).
Jlozyseanns ons nayicnmie 3 nopyuieHHAM QYHKYIT HUPOK

3axBOpIOBAaHHS HUPOK HE BIUIMBAaE HI HA KOHIEHTpauii y mjia3Mi KpoBi, HI Ha 3HMXKCHHS PiBHS
xonecrepuny JIITHII] mpu 3acTocyBaHHI aTopBacTaTWHY; OTXe, KOPUTYBaHHS 103U Mpenapary Juis
NAI€HTIB 3 MOpPYIIEHHSIM (YHKIII HUPOK HE MOTpiOHE (IuB. po3aum «OcoONMBOCTI 3aCTOCYBAHHS»,
«DapMaKOKIHETUKAY ).

Jlozysanns Ons nayicnmis, AKi NPUUMAOMb YUKIOCNOPUH, KIAPUMPOMIYUH, iIMPAKOHA30.], 1emepMOosIp
abo nesHi ineibimopu npomeas

Cning yHUKAaTH JIIKYBaHHS aTOPBACTaTUHOM TNAllleHTaM, K1 NpUHMaloTh LMKJIOCHOPUH abo 1HTIOITOp
npoteasu BIJI tunpanaBip + puronasip, abo iHriditop mporteasu Bipycy renatuty C riekamnpesip +
miGpeHTacBip, abo JeTepMOBIp MPH OJHOYACHOMY 3aCTOCYBaHHI 3 nukiocnopuHoM. Ilamientam 3 BIJI,
SK1 IpUHAMAlOTh JIOMIHABIp + PUTOHABIp, aTOPBACTATHH CIIiJ 3aCTOCOBYBATH Y HAaWHMIKYii HE0OXinHiH
no3i. [lamienTam, ki npuiMaroTh KJIApUTPOMILIMH, ITPAKOHA30J1, e710acBip + rpas3omnpesip, abo naiieHTam
3 BUI, sxi mpuitmMaroTh KOMOiHaIlli cakBiHABIp + PUTOHABIp, NapyHaBip + PUTOHABIp, GocaMIpeHaBip,
(dhocammpeHasip + puToHaBip abo0 JIETEPMOBIP TEPANIEBTUYHY /103y aTOPBACTATUHY CJIiJT 0OMeXuTH 20 MT,
a TaKOXXK PEKOMEHIYETHCS MPOBOJUTH HAJICKHI KIIIHIUYHI OOCTEeXEHHS Ui 3a0€3MeUeHHs 3aCTOCYBaHHS
HaliMeHIoi HeoOXxigHoi m03u aTtopBactatuHy. [lamieHTam, ki mpuiiMaroTh 1HTIOITOp mpoTeasn BIJI
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HendiHaBIp, JTIKyBaHHS aTOPBACTATHHOM CJIiJI OOMEXHUTH 103010 70 40 Mr (auB. po3aimm «OcoOImuBOCTI
3aCTOCYBaHHS» Ta «B3aeMois 3 iHIIMMHU JTiKapChKUMU 3ac00aMU Ta 1HII BUAHM B3AEMOIIN).

Himu.

I'emepo3zucomna cimetina 2inepxoniecmepuremisi

besneka Ta ehekTUBHICTB 3aCTOCYBaHHS aTOPBACTaTUHY BCTAHOBIIEHI I 1iTel BikoM Big 10 mo 17 pokis
3 TETepO3UTOTHOI CIMEMHOIO0 TINEePXOJECTEPUHEMIEI0 SK JOMOBHEHHS [0 MI€TH JIs 3HIKCHHS
3arajibHOTO XoJsiecTepuny, piBHs JIITHIL] Ta piBHs anoninonpoteiny B, konu micns agexkBaTHOI cripoOu
JieToTepartii BIAMIYarOThCS:

. xonectepud JITTHILL > 190 mr/mn (4,91 mmoub/i) abo

. xonectepun JITTHI > 160 mr/mn (4,14 mmounb/i) 1

0 y ciMeiHOMY aHaMHe31 HasBHa CiMeiHa rimepxoyecTepuHeMis abo paHHI CepleBO-CYIUHHI
3aXBOPIOBAaHHS y POANYIB MepIIoro ado APyroro cTymneHs adbo
0 NpUCYTHI 1Ba 260 Oible iHII PaKTOPU PU3HMKY CEPLIEBO-CYTMHHUX 3aXBOPIOBAHb.

[TokaszaHHs JUTs 3aCTOCYBAaHHSI ATOPBACTATUHY ITiITBEPKCHE HA OCHOBI JTOCIIKECHB:

e [lnane0o-KOHTPOIBOBAHE KIIIHIYHE JOCIIKEHHS TPUBAIICTIO 6 MicsAIiB 3a ydacTio 187 xmoniiB Ta
JiBYAT MiCsl MOYaTKy MeHcTpyanii BikoM Bix 10 go 17 pokis. IlatienTy, ki OTpUMyBaIH JIiKyBaHHS
aropBactaTHHOM y 11031 10 Mr a6o 20 mMr monHs, Majad 3arajoM MoAiOHHH Mpodins HeOaKaHUX
peaxuiif 0 TaKOro y MAIli€HTiB, SKi OTpUMYyBaIH Ianeo. Y 1bOMy BY3bKOMY KOHTPOJIbOBAHOMY
JOCIIKeHHI He OyJI0 BHSBICHO 3HAYYLIOTO BIUIMBY Iperapary Ha picT abo cTaTeBe J103piBaHHS
XJIOMI[iB 200 Ha TPUBATICTh MEHCTPYAIbHOIO IUKITY Y JliBUaT.

e TpupiuHe BiAKpUTE HEKOHTPOJIbOBAHE JOCIIKEHHS 3a yyacTio 163 miteit BikoM Bix 10 g0 15 pokis
3 TETEPO3UTOTHOIO CIMEHHOIO TIMEPXOJIECTCPUHEMIETO, IS AKX IMIOUPAIH 103y JUIS TOCSTHEHHS
uigsoBoro piBHs xonectepuny JIITHIL < 130 mr/an (3,36 mmonb/n). besneka ta edekTUBHICTH
3aCTOCYBAaHHS aTOPBACTaTHHY IpH 3HIKeHHI xonecrepuny JIITHILI, sk mpaBuio, BiANOBITarOTH
MOKa3HUKaM, SIKI CIOCTEpiranucs y AOPOCIMX MAlli€HTIB, HE3BaKaloud Ha OOMEXEHHS IUIaHy
HEKOHTPOJILOBAHOTO JIOCIT1IKEHHSI.

HeoOxiaHa KoHCYIbTAIlis A1BYAT MiCTs MOYATKy MEHCTpYaIliil I0JJ0 KOHTPAIEMIIii, SIKIO 11€ TOPEYHO TS
Tali€exTa.

JloBroctpokoBoi e(heKTHUBHOCTI Teparii aTopBacTaTHHOM, PO3MOYATOi B JUTHUHCTBI AJI 3MEHIICHHS
3aXBOPIOBAHOCTI Ta CMEPTHOCTI y IOPOCJIOMY Billi, HE BCTAHOBJICHO.

besneka Ta edekTuBHICTH Tepamii aTOpBaCTaTUHOM HE BCTAHOBJEHA Juid JiTed BikoM 10 10 pokiB 3
TETEPO3UTOTHOIO CIMEHHOIO TIIEPXOJIECTEPUHEMIEIO.

T'omosucomna cimetina 2inepxonecmepunemis

Kniniuna edextuBHicTh Tipenapary y pgo3ax g0 80 mr/moOy mpotsrom 1 poky Oyna oOIlliHEHa Yy
HEKOHTPOJIbOBAHOMY JIOCIII/IXKEHH] y MAaIli€HTIB 3 TOMO3UTOTHOIO CIMEMHOIO TIMEePXO0JIECTEPUHEMIEI0, 10
SIKOTO OYJI0 BKITFOUEHO 8 JiTeH.

Ilepeoo3ysanns.

CrenudiuHoro JIiKyBaHHs epe103yBaHHs aTOPBACTATUHOM HEMae. Y pasi Mepeio3yBaHHs MallieHTa Cili
JKyBaTU CUMITOMAaTHYHO Ta MPU HEOOXITHOCTI 3aCTOCOBYBATH MiATPUMYIOUl 3aX0au. Yepe3 BUCOKUI
CTYHiHb 3B’s3yBaHHs Ipenapaty 3 OUIKaMM IJIa3MHU He CJiJl O4iKYBaTH 3HAYHOT'O IMiJCHJICHHS KIIpeHCY
aTOpBacCTaTHHY 3a JOMOMOI0I0 FeMOI1ati3y.

Ilo6iuni peaxuii.

VY 3B’sA3Ky 3 TUM, IO KIiHIYHI JOCHIDKEHHS TPOBOJATHCA Y PI3HUX YMOBAaxX, 4acTOTY BUHHKHEHHS

HeOaXaHUX PEakKIliid, MO CIOCTEPITalOThCA M Yac KIHIYHUX JOCHIIKEHBb JIIKApChKOTO 3aco0y, HE

MOKHa Oe3MocepeTHh0 TOPIBHIOBATH 3 MOKa3HUKaMH, OTPUMAHMMH TiJ 4Yac KIIHIYHUX JOCTiIKEHb

IHIIIOTO  JIIKAPCBKOTO 3ac00y, Ta BOHM MOXYTh HE BIJANOBIAATH TIOKa3HMKAaM YacTOTH, IO

CIIOCTEPITaloThCs Y KIIHIUHIN MPaKTHIIL.

3riIHO 3 JaHMMH KJIIHIYHHX JOCIIKEHb aTopBacTaTuHy cepea 16066 marienTiB (8755 oTpumyBanu

aropBactaTuH Ta 7311 orpumyBanu r1urane6o; BikoBui niamasoH 10-93 poxu, 39 % xinok, 91 %

eBponeoinHoi pacH, 3 % HerpoigHoi pacu, 2 % MoHronoinHoi pacu, 4 % iHI1) 3 MeIiaHOO JIKyBaHHS,
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mo craHoBmwia 53 TwxHI, 9,7 % marieHTiB, SKI OTPUMYBAJIM aTopBacTaTuH, Ta 9,5 % marieHTiB, sKi
OTpUMYBJIM TUTaLe00, MPUIMHUIM 3aCTOCYBAaHHS Mpernapary uepe3 HeOaxkaHi peakilii, He3aJeXHO BiJ
IPUYUHHOTO 3B S3KY 3 IIPENapaToM.

IT’s1Tp HalOmMpeHIMMX HeOAKAHUX PEaKIlii y Malie€HTiB, AKi OTPUMYBAIIHU JIIKYBaHHS aTOPBACTATHHOM,
1110 IPU3BOAMIIN A0 MPUITMHEHHS 3aCTOCYBAaHHS aTOPBACTATUHY Ta TPAIUISUIUCS 3 YaCTOTOIO, BUIIIOIO HIXK
y rpymi 1ane6o: wiamris (0,7 %), miapes (0,5 %), wymota (0,4 %), mWiABUINEHHS pIBHS
ananinaminoTpancepasu (AJIT) (0,4 %) ta neuinkoBux dpepmentis (0,4 %).

V mari€eHTiB, SKi OTPUMYBAJIU JIIKYBaHHS aTOPBACTATHHOM Y IUIAe00-KOHTPOJIBLOBAHUX JOCIIKEHHSIX
(n=8755), naituacrime croctepiraaucs Taki HeGakaHi peakuii (yacTora BuUnajkiB 2 % abo Ouiblie Ta
BUIIIE, HIX Yy rpymi miamne0o), He3aJIe)KHO BiJl IPUYUHHOTO 3B’s13Ky: HazohapuHrit (8,3 %), apTpanris
(6,9 %), niapes (6,8 %), 61np y kiHmiBKax (6,0 %) Ta iHdexuis ceuoBuBIgHUX NUIIXIB (5,7 %).

VY Tabnuui 6 migCyMOBYEThCS 4YacTOTa KIIHIYHUX HEOaKaHUX PEaKIliid, HE3aJeXKHO BiJ] MPUYMHHOTO
3B’SI3KY, 3apEECTPOBaHMX y 2 % marieHTiB ado OlibIIe Ta 3 YaCTOTOIO, BUILOI0, HDK y TpyHi mwanedo, y
NAIi€HTIB, $KI OTPUMYyBAJIM JIKyBaHHsA aropBacTatuHoM (n=8755), 3a manumu 17 miane6o-
KOHTPOJIbOBAHUX JIOCII/IKEHb.

Tabmauus 6.
Kniniuni HeGaxxaHi peakiiii, o BUHUKAIHN y 2 % NaIieHTiB Ta OibIe, SIKi OTPUMYBAJIH JIIKYBaHHS Oy /Tb-
SKOIO JT03010 aTOPBACTaTUHY, Ta 3 YaCTOTOIO, BUIIOK0, HIK Y TPy Iu1ane6o, He3aJIe)KHO BiJl IPUYNHHOTO
3B 513Ky (% martieHTiB).

He6askana peakiis® EZ?;_ﬂKa 10 mr 20 mr 40 Mr 80 mMr [1nane6o
peaKtt A N=3908 |N=188 |N=604 |N=4055 N=7311
N=8755
Hazodapusrit 8.3 12,9 5,3 7 4,2 8,2
ApTpairis 6,9 8.9 11,7 10,6 4,3 6,5
Hiapest 6,8 7,3 6,4 14,1 5,2 6,3
bine y kiHIiBKax 6 8.5 3,7 9.3 3,1 59
IH(l)eK‘HISI CEYOBUBIIHUX 5.7 6.9 6.4 3 4.1 5.6
[IISAX1B
Hucnencis 4,7 5,9 3,2 6 3,3 4,3
Hypnora 4 3,7 3,7 7,1 3,8 3,5
M’s130B0-cKeneTHnI 011 3,8 5,2 3,2 5,1 2,3 3,6
M’a30B1 cnazMu 3,6 4,6 4,8 5,1 2.4 3
Mianris 3,5 3,6 59 8,4 2,7 3,1
be3connsa 3 2,8 1,1 5,3 2,8 2,9
g)iiI;I/IHFOHapI/IHFeaJIBHI/H/I 2.3 3.9 1.6 2.8 0.7 2.1

* HebGaxxana peakuis > 2 % y OyIp-sKiii 1031 Oljbllle, HDK y TpYIIi M1ane6o

Jlo iHmmMX HeOaKaHUX PeakKIlii, MPo sKi MOBITOMIISIIOCS T 9ac JOCIIKEHb, HaJleKaTh:

3azanvui nopyuwenns: BiIyTTs HE3MyKaHHS, MPEKCIs.

3 6oky mpasHoi cucmemu: UUTYHKOBO-KHIIKOBUHM JHCKOM(DOPT, BIAPHKKA, METEOPH3M, IeMaTuT,
XoJecTas.

3 60Ky ckenemHo-m 130601 cucmemu: M’ I30BO-CKEJICTHUM O1JTh, TTiABUIIIEHA BTOMJIFOBAHICTh M 531B, 0171h
y mui, HabpsKaHHs CyriI00iB, TEHAWHOMNATIA (IHOMI YCKIIaJHEHa PO3SPUBOM CYXOKHIIA).

3 60Ky Mmemabonizmy ma Xapyyeauus. TIABHWINEHHS TpaHCaMiHa3, BIAXWIEHHS Bil HOPMH
(GyHKIIOHABHUX P00 MEYiHKY, MiIBUIIEHHS PiBHS Ty>KHOT (pocdaTasu B KpOBi, MiABUILEHHS aKTUBHOCTI
KpeaTuH(pocPOKiHA3H, TITEePTIIKEMIS.

3 6oxy Hepsosoi cucmemu: KOIIMAaPHI CHOBUIHHS.

3 60Ky ouxanvHoi cucmemu: HOCOBa KPOBOTEUA.

3 6oxy wikipu ma ii npuoamkie: KpOIvB’ sTHKA.

3 b6oky opeanie 30py: HEUITKICTb 30PYy, MOPYIIECHHS 30DY.
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3 6oky opeanis cyxy ma pienogazu: IIyM y ByXax.

3 6oky cevocmamesoi cucmemu: ICHKOIUTOYPisl.

3 60Ky penpodykmusHoi cucmemu ma MOJIOYHUX 34103 TIHEKOMACTIS.

Bci no6iuni peakiii NpuBeIEHO 32 CHCTEMOIO KJIaciB Ta OpraHiB Ta 4aCTOTOIO: ayxe yacto (> 1/10), gacto

(=1/100 — <1/10), Hewacto (=1/1 000 — <1/100), pinko (=1/10000 — <1/1000), nyxe piako (<1/10 000),

94acToTa HEBiIoMa (HE MOXKYTh OyTH OI[IHEHI 32 HASIBHUMU JaHUMH).

3 6oky Hepsosoi cucmemu: 4aCTO — TOJIOBHUH OLTb; HEYACTO — 3allaMOPOUYEHHS, TapecTesis, rirnecresis,

JIMCTEB3is1, aMHE31s; piKo — nepudepruyHa Heiponaris.

3 60Ky WLIYHKOBO-KUWKOB020 MpaKmy: 4acTO — 3aIll0p; HEYacTO — MAHKPEaTUT, OJIFOBaHHS.

3 60Ky onopHo-pyxo060i cucmemu ma cNOLYYHOI MKAHUHU: 9aCTO — O1b Y cyrio0ax, OuUIb y CIIHHI; PiTKO

— MiomnaTis, MiO3HT, pabIomMioTi3.

3acanvui po3naou. HEYACTO — aCTEHis, OUTb Y TPYIX, MepudepudHi HAOPSIKH, CTOMITIOBaHICTb.

3 60Ky 06MiHY pewosun, memaboizMy: HEIACTO — TIIMOTIIIKEMIs, 301JIBIIEHHS MacH TiJIa, aHOPEKCisl.

3 60Ky neuinku i H#CO84OBUBIOHUX WIAXIE. TyKE PIIKO — MEYIHKOBA HETOCTATHICTb.

3 6oky wKipu ma niOwWKIpHOi KIiMKOBUHYU: HEYACTO — MIKIPHI BUCHUIIAHHSA, CBEPOIXK, aJOMeNis; piIKo —

AQHTIOHEBPOTUYHUHN HAOPsK, OynbO3HUH aepMaTuT (y TOMY YHCIi MyIbTH(QOpPMHA epUTEMa), CHHAPOM

CriBeHca-J[>KOHCOHA Ta TOKCUYHUH eniepMalbHUN HEKPOIIi3.

3 boky pecnipamophoi cucmemu, opeamie epyoHoi KiimKu ma cepedoCminHs: 4acTo — OLIb y TOpJI Ta

rOpTaHi.

3 boky kposi ma aimgpamuunoi cucmemu: piko — TPOMOOIIUTOTICHIS.

3 6oky iMyHHOI cucmemu: 4acTo — allepriyHi peakilii; 1yxe piako — aHadinakcis.

3 60Ky opeanis 30py: HEUACTO — 3aTYMaHEHHS 30Dy .

Jlabopamopui noxkasHuxku: 4YacTO — BIIXWICHHS pPE3yNbTaTiB (PYHKIIOHAIBHUX MpPO0 TEYiHKH,

nigBumeHast akTuBHOCTI KOK KpoBi; HEYacTO — MO3UTHBHUN PE3yJIbTAT aHATi3y Ha BMICT JICUKOIUTIB Y

ceui.

Sx 1 mpum 3acrocyBaHHi iHmmX iHTiIOiTOpiB ['MI-KOA-penykrasu, y maImi€HTiB, SKi HpuiAMaiu

aTOpBACTaTHH, CIIOCTEPIraiy MiJBUILEHHS aKTUBHOCT1 TpaHCaMiHa3 CUpOBAaTKU KpoBi. Li 3MiHM 3a3BHuyait

Oy cnabko BHpPaXEHUMH, TUMYacOBUMHU Ta He MOTpeOyBald BTpydyaHHs abo jikyBaHHsS. KiiHiuHO

3HavyIlle MiBUIIEHHS aKTUBHOCTI TPaHCAMiHA3 CUPOBATKU KPOBI (IIEPEBUIIEHHS BEPXHBOI MEX1 HOPMHU

Outbin HiXK y 3 pa3u) cnoctepiranu y 0,8 % marieHTiB, ki npuiiManu aropBactaTuH. Lle miaBuiieHHs

MaJIO J10303aJIeKHUH XapakTep Ta 0yj0 000pOTHUM Yy BCIX MAlli€HTIB.

VY 2,5 % mnaiieHTiB, SKI IpUMalu aTOpBacTaTHH, CIOCTEPIrald 3pOCTaHHSA aKTUBHOCTI KPEaTHHKIHA3U

CHpPOBATKM KpOBI, 110 OUIBII HIX y 3 pa3u nepeBulllyBajla BepXHIO Mexy HopMu. Lle 30iraerbcs 3i

CIIOCTEPEKEHHSIMU TpHU 3acTocyBaHHI 1HIIMX 1HT1OITOpiB ['MI'-KoA-penykrasu y Xoal KIIHIYHHUX

nocmikeHb. Y 0,4 % mamieHTtiB, sfKi OTPUMYBaJM aTOPBACTaTWUH, CIOCTEpIirajaucs piBHI, IO

MEPEBUILYBAIM BEPXHIO MEKY HOpMHU Ouibi HIX Yy 10 pasis.

[To6iuni peaxiii, sIKi BUHUKJIM i 4Yac KIHIYHHUX JOCTIKEHb: 1H(EKIis CEUYOBUBITHOTO TPAKTY,

LYKpOBUH J1a0€T, IHCYJIBT.

VY nocnimxenni ASCOT (Anglo-Scandinavian Cardiac Outcomes Trial), sixe Bxmrodano 10305 ydacHUKiB

(BikoBuit miamazoH 40-80 poki, 19 % xiHok; 94,6 % mpeacCTaBHUKIB €BpomeoinHoi pacu, 2,6 %

NPEJCTaBHUKIB HErpoiaHoi pacu, 1,5 % mniBaeHHO-a3iiicbkoro moxo/ukeHHs Ta 1,3 % 3mimaHoro

MTOXO/I’)KEHHS/THIINX ), K1 OTPUMYBAJIH JIIKyBaHHs aTropBacTaTUHOM Yy 71031 10 Mr monenHo (n=5 168) abo

wiane6o (n=5 137), npodins Oe3neku Ta MEPEHOCHMOCTI MpernapaTy y Mall€HTIB, sIKI OTPUMYBaId

aTopBacTaTMH, OyB TNOpPIBHIOBAaHMM 3 TakuM Yy Tpyli Mjanebo BOPOMOBX MEpioJy IOAATIBIIOTO

CIIOCTEPEKEHHS 3 ME1aHOI0 TPUBAIOCTI 3,3 pOKY.

VY nocnimkenHi CARDS (Collaborative Atorvastatin Diabetes Study), sike Bxirouano 2838 natieHTiB (y

BikOBoMY miama3zoHi 39-77 pokiB, 32 % xiHok; 94,3 % mnpencTaBHUKIB €BporeoigHoi pacu, 2,4 %

MiBJICHHO-a31iChKOT0 MOXO/PKEHHS, 2,3 % adpo-kapruOChKkoro noxopkeHHs Ta 1 % 1HIINX) 3 IYKPOBUM

niaberom II Tumy, siki oTpUMyBaiu JIIKyBaHHS aTopBacTaTMHOM y 1031 10 mr Ha no0y (n=1 428) abo

mwiane6o (n=1 410), He cmocTepiranocs *XOMHOI PI3HMIN Yy 3araibHii 4YacTOTi HeOaKaHMX peakIiit

a0o cepilo3HUX HeOaKaHWX peakIiii MK TpymaMd JIKYBaHHsS BIPOJOBX IMEPioay TMOIATIBIIOTO

CIIOCTEPEKEHHS 3 MeIiaHOo10 TpuBaiIocTi 3,9 poky. IIpo sxoxH1 BUnaaku pab1oMioni3y He OB IOMIISIIOCS.

VY nocnimkenni TNT (Treating to New Targets Study), sixe Bkmrouano 10001 martienTa (BikoBUi miama3zoH

29-78 pokis, 19 % xinok; 94,1 % npencraBHUKIB €BpOINEoinHOI pacH, 2,9 % mnpencTaBHUKIB HETPOIIHOI
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pacu, 1,0 % npencraBHUKIB MOHros0igHOI pacu Ta 2,0 % I1HIIKX) 3 KIIHIYHO BUPAXKEHOIO 1IEMIYHOIO
XBOpOOOIO ceplis, sSKi OTpUMyBaJId aTopBacTaThH y 1031 10 Mr Ha 100y (n=5006) abo atopBacTaTuH y
no3i 80 Mmr Ha 100y (n=4995), cnocrepiramucs OUIBII Cepio3HI HeOakaHi peakilii Ta BHUIAJIKH
NPUITMHEHHS 3aCTOCYBaHHS Iperapary uyepe3 HeOakaHi peakiii y Ipymi MaIli€HTiB, SKi OTPUMYBAIN
BHCOKi 703U aTtopBactatuny (92, 1,8 %; 497, 9,9 % BianoBigHO), MOPIBHAHO 3 TPYIOIO IMAIIEHTIB, SKi
OTpUMYBAJIM HM3BKI 103U mpemapary (69, 1,4 %; 404, 8,1 % BinnmoBinHO), BIPOJOBXK TEPiOTy
MOJAJIBIIIOTO CIIOCTEPESKEHHS 3 MeAiaHOr0 TpuBaiocTi 4,9 poky. CTiliki MIABUIIEHHS PiBHS TpaHCaMiHa3
(y 3 pa3u abo Oinplre BUIe BEpXHHOI MEXi HOpMH, JBidi BpoaoBxk 4—10 aHiB) ciocTepiranucs y 62
(1,3 %) oci0, siki oTpumyBanu aropactatuH y 1031 80 mMr ta y 9 (0,2 %) ocib, ki OTpuUMyBajIu
aropactatuH y 1031 10 mr. IlinBumenns piBaiB KK (y 10 pasiB abo Oinplie BHIE BEPXHBbOT MEXi
HOPMAJIBHOTO Jiama3oHy) Oyju 3arajjoM HHU3bKHMH, aje OyJd BUIIUMH y TPYIl MaIi€HTIB, SKi
OTpUMYBJIM BUCOKI 103U aTtopBactatuny (13, 0,3 %), MOpiBHAHO 3 IPyNOIO MAIEHTIB, 10 OTPUMYBAIN
HU3BKI 1031 atopBacTaTuhy (6, 0,1 %).
VY nocmimkenni IDEAL (Incremental Decrease in Endpoints through Aggressive Lipid Lowering Study),
sxe BkIoyano 8888 marrienTis (y BikoBomy giana3oni 26—80 pokis, 19 % xinok; 99,3 % npencTaBHUKIB
eBporeoinHoi pacu, 0,4 % mpencTaBHUKIB MOHT0J10i1HOI pacH, 0,3 % npeacTaBHUKIB HETPOIAHOT pacu Ta
0,04 % iHmmx), iKi OTpUMYBaJu aTropBacTaTuH y 1031 80 mr/moly (n=4439) abo cumBactatuH y 1031 20—
40 mr Ha 100y (n=4449), He crocTepiraiocs *OIHOI BIIMIHHOCTI y 3arajibHI 4acTOTi HeOakaHWUX
peaxuiii abo cepiio3HUX HebakaHUX peakiiid MK TpyNaMH JIIKYBaHHS BIIPOJOBK MePioay MOAAIBIIOrO
CIIOCTEPEIKEHHS 3 MEIaHOK TPUBAIOCTI 4,8 POKY.
VY nocmimpkenHi SPARCL (Stroke Prevention by Aggressive Reduction in Cholesterol Levels), sike
Birouano 4731 mamienta (BikoBui mianma3zon 21-92 poku, 40 % xiHok; 93,3 % mnpencTaBHHUKIB
eBponeoinHoi pacu, 3,0 % npeacraBHUKIB HerpoinHoi pacu, 0,6 % npeacTaBHUKIB MOHTOJIOITHOT pacH Ta
3,1 % iHmunx) 6e3 KIiHIYHO BUPAXKEHOT IIeMIYHOI XBOpOOU ceplis, ajie 3 HasiBHICTIO B aHaAMHE31 IHCYIIBTY
abo Ttpan3utopHoi imemiunoi araku (TIA) mporarom mnomepenHix 6 MICSIIB, SKI OTPUMYBAIH
aTopBacTatuH y 1031 80 mr (n=2365) abo mranebo (n=2366), ympomOBK IMepioay IOMATBIIOTO
CIIOCTEPEXKEHHS 3 MEJiaHOI TPUBAIOCTI 4,9 pOKy crocTepirajacsi BUILA YacTOTa BHUIAJKIB CTIHKOTO
MIJBUIIEHHS PIBHS MEYIHKOBUX TpaHcaMiHa3 (y 3 pa3u abo Oiblie BHILE BEPXHbOI MEX1 HOPMH JBIUl
BIIpoA0oBXk 4—10 qHIB) y rpyni MamieHTiB, ki oTpuMyBaiu atopBactaThH (0,9 %), MOPIBHIHO 3 TPYIIOO
mwianedo (0,1 %). Bunaaku nigBuiieHHs piBHA KpeaTuHKIHA3M (y 10 pa3iB Bullle BEpXHbOI MEK1 HOPMH)
Oynu pIAKICHUMM, ajie CHOCTepirajaucs 4YacTillle y Tpymi Malli€HTiB, Kl OTPUMYBAIM aTOPBACTATHUH
(0,1%), nix y rpym miane6o (0,0 %). LlykpoBuii miabet OyB 3apeecTpoBaHM K HeOakaHa PEaKIlis
y 144 nanienris (6,1 %) rpynu, o oTpuMyBaja aTopBacTaTuH, Tay 89 nauieHTiB (3,8 %) rpynu mianeo
(nuB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS ).
IIpu post-hoc aHami3i MpPoOIEMOHCTPOBAHO, LIO0 aTOpBacTaTUH Yy 4031 80 MI' 3MEHIIyBaB 4YacTOTYy
1IIeMivHOoro 1HCyIbTy (218 3 2365, 9,2 %, npotu 274 3 2366, 11,6 %) Ta niABUILlyBaB 4YacTOTY BUIIAIKIB
remMoparigyHoro iHcynbTy (55 3 2365, 2,3 %, npotu 33 3 2366, 1,4 %) nopiBHsiHO 3 mnane6o. Yactora
BUIAJKIB JIETAJIbHOTO T€MOPAriyHOro 1HCYJbTy Oyjia moAioHO0 MDK Tpynamu (17 BUmazakiB y rpymi
aTopBacTaTMHy MOpIBHAHO 3 18 Bumazkamu y rpymi ruiane6o). Yacrora BUMAIKiB HENETaTIbHOTO
reMopariyHoro iHCyJbTy OyJia 3HQUHO BHIIOIO y TPYIIl MAalI€HTIB, sIKI OTPUMYyBaJIM atopBacTaTuH (38
BUI/IKIB HEJETAJIbHOTO TE€MOpAariyHoro 1HCYJbTY), MOPIBHAHO 3 rpymnoio miane6o (16 Bumaakis
HEJIETATHPHOTO TeMOpAariyHoro 1HCYIbTY). BUsBHIIOCS, 1O MAII€HTH, SKI BCTYMIJIM JO JOCITIKCHHS
3 FeMOpariyHuM 1HCYJIbTOM B aHaMHe31, OTPUMAaM MiJBULICHUA PHU3UK TeMOparidyHoro iHcyibTy (7
(16 %) aTtopBactaTut npotu 2 (4 %) mnaedo).
3HauylKX BIAMIHHOCTEH MIX rpylaMu JIIKYBaHHS MO0 JIETAIbHOCTI 3 YCIX IPUYMH HE CIIOCTEePIraiocs:
216 (9,1 %) y rpymi, mo oTpuMyBaja aropacTaTuHy 1031 80 mr/mo0y, nmpotu 211 (8,9 %) y rpymi
riane0o. YacTrHa naii€eHTiB, sIK1 IOMEPIIU Yepe3 CepLeBO-CyJUHHY MAaTOJIOr0, Oyia YhCeIbHO MEHILO0
y TpyIi Mali€eHTIB, SKi OTpUMyBaiu aropBactatuH y 1031 80 mr (3,3 %), Hix y rpymi miane6o (4,1 %).
YacTtuHa maIieHTiB, K1 TOMEPIN HE Yepe3 CEPIeBO-CYJIWHHY IMaTONOTii0, Oyia YMCENIbHO OUIBIIOI Y
Ipymi NAIi€HTIB, sIKi OTpUMYBai aropBacTatuH y 1031 80 mr (5,0 %), Hix y rpyni miaune6o (4,0 %).
I1oGi4Hi peakuii niJ yac KJIIHIYHUX JOCTIJDKEHb 3aCTOCYBAaHHS aTOPBACTAaTUHY Y AITEH
[Tin wac 26-THKHEBOTO KOHTPOJILOBAHOTO JOCHIKCHHS Yy XJIOMNI[IB Ta y JMiBYAT MICIS MOYATKY
MEHCTpYyaIliii 3 TeTEpO3UTOTHOIO CIMENHOIO TinepxoyiectepuneMieto (y Biti Bix 10 o 17 pokis) (n = 140,
31 % — xiHo4oi crati; 92 % — npeACTaBHUKU €BPONEOiqHOi pacH, 1,6 % — mpeacTaBHUKU HErpoigHoi
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pacu, 1,6 % — mpencTaBHUKU MOHTOJIOIAHOI pacu Ta 4,8 % — MpPENCTaBHUKW IHIIUX €THIYHUX TPYII)
npodinb 0e3neKu Ta MePeHOCUMOCTI aropBacTaTuHy y 1031 Big 10 mr 1o 20 Mr Ha 100y SIK JONOBHEHHS
N0 JI€TH JJi1 3HIDKEHHS 3arajibHOro XoJjiecTepuHy, piBHS xosectepuny JIITHII Ta piBHS
anoninonporeiny B OyB 3aramom noaioaum a0 npodinto mianedo.

ocsio nocmpeecmpayitino2o 3acmocy8ants npenapamy.

[IpoTsromM mocTpeecTpaliiHOTO 3aCTOCYBaHHS aTOPBACTATUHY Oy BUSBJICHI HIDKYE3a3HAYCH] HeOaxaH1
peakmii. OCKUIBKH MPO IIi peakilii MOBIIOMIISIEThCS Ha JOOPOBIIBHIM OCHOBI Bij MOMYJIALII HEB1IOMOT
YHCENbHOCTI, HE 3aBXAM MOXHA JOCTOBIPHO OIIHUTH iX YacToTy a00 BCTAHOBUTH MPUYHHHO-
HACJI1JIKOBUI 3B’SI30K 13 3aCTOCYBAaHHSM IIpernapary.

Jlo HeOaxkaHWX peakiliid, MOB’sA3aHMUX 13 JIKyBAaHHSIM aTOPBACTATUHOM, 3aPEECTPOBAHUX IICIST BHXOMY
npenapary Ha PHHOK HE3aJIC)KHO BiJl OLIHKH MPUYUHHO-HACHIIKOBOTO 3B’ 53Ky, HAJIEKATh: aHapLIaKCis,
AHT10HEBPOTUYHHI HAOPSIK, OyIH03HI BUCUTIAHHS (Y TOMY YHCII €KCyIaTHBHA MYJIbTU(DOPMHA epuTema,
cuaapoMm CriBeHca—J[)KOHCOHA Ta TOKCHYHHMH eMiJiepMajbHUN HEKpOoJi3), pabaomiofii3, MiO3HT,
MiJIBUIIICHA BTOMIIIOBAHICTh, PO3PUB CYXOXWJUIS, JIETallbHA Ta HEJeTalbHA MEYiHKOBA HEJOCTATHICTH,
3alaMOpOYCHHS, JIeTIpecis, neprudepruvaHa HeWponaris, MaHKPEaTUT Ta IHTEPCTHUIliaIbHA XBOPOOa JIETCHb.
Hanxomumm pigkicHi TOBIJOMJICHHS NP0 BUMAIKKA IMYHOJIOTIYHO OITOCEPEIKOBAHOI HEKPOTH3YIOUOi
Mionarii, MoB’s3aHoT 13 3aCTOCYBAaHHSAM CTaTUHIB (IUB. po3i1 «OCOOIMBOCTI 3aCTOCYBAHHSY).
Hanxomumu pigkicHI TOCTpEeECTpaIIiifHi MTOBIJOMIICHHS PO KOTHITUBHI PO3JIaan (Taki sSK BTpaTa mam sTi,
6e3mam’SITHICTb, aMHE31s, MOPYIIEHHS MaM’sTi, CIUTyTaHICTh CBIJOMOCTI), OB’ sI3aHi 13 3aCTOCYBaHHSIM
cratuHiB. L{i KOrHITUBHI po3naan OyJu 3apeecTpoBaHi IPU 3aCTOCYBaHHI BCIX CTaTHHIB. 3arajioM BOHU
HE HaJeXalu 0 KaTeropii cepilo3HuX HeOakaHWX peakiid Ta Oynau OOOPOTHUMHU MICINs MPUMTUHEHHS
NpUAOMY CTAaTHHIB, MAJIM PI3HUN Yac JI0 MOYATKy MposBY (Bix 1 IHS 10 KITBKOX POKIB) Ta 3HUKHEHHS
(MemiaHa TPUBAJIOCTI CTAHOBUJIA 3 THIKHI).

[Tig gac 3acTocyBaHHS JESKUX CTaTHHIB OyJIM ONMMCaHi Taki HeOaKaHi SIBUILA: PO3J1a]] CTaTeBOl (PyHKIIIT;
BHUHATKOBI BUIAJKU IHTEPCTHUIIIAILHOT XBOPOOU JIereHiB, 0COOJIMBO 1] 4aC JOBIOCTPOKOBOTO JTiKyBaHHS.
i1 yac TOCTMAPKETHHIOBUX CHOCTEPEKEHb OBLIOMIISIIOCS [IPO HIKYE3a3HAYEH] TOOIYHI peakiui.

3 60Ky Kkposi ma nimgpamuunoi cucmemu.: TPOMOOLUTONICHISL.

3 6oky imynnoi cucmemu: anepriuui peaxuii, anaduiakcis (y ToMy yucii aHap1IaKTUYHUH [I0K).

3 60ky memabonizmy ma xapuyeanns.: 30UIbILIEHHS MacH Tija.

3 60Ky HepBo6oi cucmemu: TOTOBHUN O171b, TiMECTe31s, AUCTEB31s, MIaCTEeHIs TpaBic.

3 60Ky WIYHKOBO-KUWKO08020 mMpakmy: OlIb y KUBOTI.

3 boky opeamie cayxy ma n1abipunmy: myM y Byxax.

3 60Ky opeanis 30py: OUHA MI1aCTEHisl.

3 60Ky wiKipu ma niOWKipHoi K1imKosuHu: KPOTIUB’ STHKA.

3 60Ky onopHo-pyx060i cucmemu ma cnoIY4HOI MKAHUHY: APTPAIITisl, O1Ib Y CIMHI.

3azanvhi poznaou: 6111b y TpyAsiX, epudepudHuil HaOpsK, HE3yKaHHs, BTOMA.

Jlabopamopni nokaznuxu: NiABUILEHHS aKTUBHOCTI aJlaHiH-aMiHOTpaHchepasH, MiIBUIIEHHS aKTUBHOCTI
KpeaTHH(POCPOKIHA3U KPOBI.

[oBigoMIeHHS MPO MOOIYHI PeaKIIii.

[ToBigomieHHs npo moOIYH1 peakiii Mmicisi peecTparlii JiKapchKoro 3aco0y Mae BakiuBe 3HaueHHs. Lle
Ja€ 3MOTY TPOBOJAWTH MOHITOPHUHT CITIIBBIIHOUIEHHS KOPUCTBH/PU3UK MPHU 3aCTOCYBaHHI LOTO
JKapChKOTO 3aco0y. Meauyaum Ta (papMamneBTUYHUM TMpAIiBHUKAM, a TaKOX TallieHTaM abo ix
3aKOHHUM TpEICTaBHUKAM CJI1J] MOBIJOMJISATH MPO yCl BUMAJKH MiJO3PIOBAaHUX MOOIYHMX peakiii Ta
BIJICYTHOCTI €(eKTUBHOCTI JIKapChKOro 3aco0y uepe3 ABTOMATH30BaHy iH(OpMaliiiHy cuctemy 3
(hapmakoHarsay 3a mocusanHaM: https://aisf.dec.gov.ua.

Tepmin npuoammuocmi.
3 poku.

YmoBH 30epiranus.
30epiraT B OpUTiHANBHIN YIIAKOBII NpH Temreparypi He Buie 25 °C.

30epiraTy y HEIOCTYITHOMY TSI NITeH MicCIIi.
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YnakoBka.
ITo 14 Tabnerok y Giictepax; mo 2 abo 1o 4, abo 1o 6 GicTepiB y KAPTOHHIM YIIAKOBIII.

Kareropis Bizmycky.
3a perenTtom.

Bupoonuk.
TOB «KKYCYM OAPM».

Micue3Haxo:KkeHHs1 BAPOOHHUKA Ta ajJpeca Micls MPOBAJIKEHHS HOro AislJIbHOCTI.
40020, Ykpaina, Cymcbka oomacts, M. Cymu, Byn. Ckpsidina, 54.

JaTa ocTaHHBOIO NeperJsay.
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