THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

ATOPBAKOP®

(ATORVAKOR)

Cknao:
0itoua peyosuHa: atorvastatin;

1 TabneTKa MiCTUThL aTopBacTaTHHY Kaibiiio 10,82 mr abo 21,64 mr, abo 43,28 mr, abo 86,56 Mr B
nepepaxyBaHHi Ha 100 % pedoBuHY (110 eKBiBaleHTHO aTopBacTaTury) 10 mMr abo 20 mr, a6o 40 wmr,
a6o 80 mr;

O0onoMixcHI peuosuHu: KaJbllilo KapOOHAT; TaKT03a, MOHOTIPAT; IeJII0JI03a MIKPOKPUCTATIYHa;
HaTpilo KpocKapMeso3a; nojicopbaT 80; rimpoKCUIIpoIiniieniono3a; Martiio creapat; Opadry 11
85F18422 white (CIupT MOJiBiHIIOBUM, ITOTI€TUIEHTJIIKOIb, TalbK, TUTaHy giokcup (E 171)).

JIikapcbka ¢opma. TabmeTKy, BKPUTI IIiBKOBOIO 000JI0HKOIO.

OcHosHi (pizuko-ximiuHi 81acmugocmi: TabNETKU KPYyTiiol GOpMU 3 OBOOIYKIIO TOBEPXHEIO,
BKPUTI IJTIBKOBOIO 000JI0HKOI0 6itoro abo Maiizxke 0iloro Koabopy.

®apMakoTepaneBTHYHa rpyna. [Ipenaparty, 1110 3HUXKYIOTh PiBeHb X0JIECTEPUHY 1 TPUTIIILIEPULIB Y
cupoBaTi KpoBi. [Hri6iTopu I'MI'-KoA-penykrasu. Kog ATX C10A A05.

PapmakonoziuHi e1acmueocmi.

®apmakoduHamika.

Atopsakop” aBisA€ CO60I0 CUHTETUYHHUIA TiNoNimigeMiunuii TiKapchKuii 3aci6. ATopBacTaTHH
€ iuribiTopoM 3-rigpokcu-3-MeTunriaytapun-kopepMmeHnT A penykrasu (IMI'-KoA-penykrasn).
Lle#t hbepMeHT KaTamnidye mepeTBopeHHs [MI'-K0OA B MeBajlOHAT - MOYATKOBHUH Ta TiMIiTyIOUUH
eTar 6i0CUHTEe3y X0JIeCTEPUHY.

ATopBakop® € CeneKTHBHIM KOHKYPEHTHHM iHribiTopoM ['MI-KoA-penyKTasu - GepMeHTy, Bix
SIKOT'0 3aJIe3KUTh IIBUIKICTh IEPETBOPEHHS 3-TiAPOKCHU-3-MEeTUNTIyTapuiI-KopepMeHTy A B
MeBaJIOHaT, PeYOBUHY-IIONIEPEeNHUK CTEePOJIiB, Y TOMY YHUCJIi XOJIeCTEPUHY.

B E€KCIIEPUMEHTAJIbHUX MOOEJISAX Y TBAPUH daTOPBACTATUH 3HUXKYE piBeHB XO0JIeCTEePHUHY Ta



JIIONPOTEIHIB y I1a3Mi KpoBi misixoM iHribyBanHs B nedinii [MI'-KoA-penyKTa3u i cuHTE3y
XOJIECTEPHUHY Ta HIIIXOM 30ibIIeHHS KiTbKOCTi MeYiHKOBUX PELETITOPIB JIiMONPOTEIHIB HU3bKO]
minbHocTi (JITTHIII) Ha moBepxHi KITiTUH [ IOCUJIEHHS IIOTIMHAHHS Ta KaTabomiamy JITTHILI;
aTOpPBACTATHH TaKOXK 3MeHInye Bupo6iaerns JITTHII Ta KiJIbKiCTh LIUX YaCTUHOK.

AtopBacTaTuH, TaK caMo SK i #0To gesiki MeTabomiTH, € GapMaKOIOTiYHO aKTUBHUM Y
MIOOuHY. ['0JI0BHUM MiCIleM [il aTOpPBAaCTaTUHY € NEYiHKa, SKa Bifiirpa€ TOJI0BHY POJIb Y
cuHTe3i xonmectepuny Ta kiipenci JITTHIII. [To3a nikapckkoro 3aco0y, Ha BigMiHY Bif
CHCTEMHOI KOHIIEHTpallil JTikapCchKOro 3acoby, Kpalle KOPeJoe 3i 3MeHIIeHHAM PiBHSI XC-
JITTHII. IapuBimyanbaud migbip mo3u nmikapchkoro 3aco0y Ciiif 3[iiCHIOBATH 3a/Ie3KHO Bifl
TepaneBTUYHOI Bigmosigi (quB. po3min «Crocib 3acToCyBaHHS Ta HO3U»).

dapmaxoKiHemuxka.

BcMmokTyBaHHS. ATOPBACTATHH IMIBUOKO aOCOPOYEThCS IiCiIsl TepPopaIbHOTO IPUoMY.
MakcuManbHa KOHI[eHTpalid 1oro y mia3mi Kposi (C,,.,) H0CATa€EThCS IPOTAroM 1-2 roguH.
Cryminb abcop6iiii 3pocTae MPOMOPIiKHO [0 mo3u. AGconioTHa 6i0H0CTYIIHICTD
aTOpBACTATUHY (BUXiOHUM JTiKapChKUM 3aci6) cTaHOBUTH mpubnu3Ho 14 %, a cucteMHa
OiomocTynHicTh iHriOy1040l akTUBHOCTI momo 'MI-KoA-penykTa3u cTaHOBUTH prubian3Ho 30
%. Hu3bKy CUCTEMHY JOCTYIIHICTb JTiKAPChKOT'O 3aCO0Y OB’ A3yI0Th i3 IIepeICUCTEMHUM
KJIiDEHCOM Y CJIM30Bil 0060I0HII UITYHKOBO-KUIIIKOBOTO TPAKTY Ta/ab0 3 mepefCcuCTEMHOIO
6ioTpaHcdopMariiero y nedinii. Xodya ixka 3MeHIIye MIBUAKICTh Ta CTYIiHb abcopoiiii mikapchKoro
3aco0y npubnu3Ho Ha 25 % Ta 9 % BigmoBimHO, BUXOAsuu 3 MoKa3HUKIB C,,, Ta AUC (moia mig
KPUBOIO «KOHIIEHTpallisf-yac»), 3unKkeHHs piBHsa XC-JITTHII € nomiGHUM He3asexkHO Bif TOTO,
IIPUHAMAETHCS aTOPBACTATHH 3 1ket0 abo okpeMo. [1pu 3acToCcyBaHHI aTOpBAaCTaTUHY BBeUepi HOTo
KOHIIEHTPallisg B I1a3Mi KpoBi Oyna Hux4ow (mpubnusno Ha 30 % ans C,,, Ta AUC), HiX mpu
npuroMi BpaHili. OgHak 3HuKeHHS piBHA XC-JITTHII] € omHaKOBUM He3aleXkKHO Biff 4acy Ipuiomy
npemnapaTty (AuB. po3min «Cmocib 3acTocyBaHHS Ta JO3U»).

Posmopin. CepefHiit 00’eM po3mofiny aTOpBacTaTUHY CTaHOBUTD mpubnu3Ho 381 mitp. [Tonam 98 %
JKApChKOT'0 3aC00y 3B’s13y€eThest 3 Gimkamu mia3Mu KpoBi. KoHIeHTpalliliHe CIIiBBiIHOIIEHHS
KPOB/IIJIa3Ma, I10 CTaHOBUTH Mpubau3Ho 0,25, BKasye Ha IoraHe IPOHUKHEHHS JIiKapChKOTO 3aco0y B
eputponuTy. Ha mifgcraBi gaHuX AOCTiAKEHb Ha TBAapUHaX BBaXKa€EThHCH, 1110 aTOPBACTaTHH 3MaTHUN
IIPOHUKATH Y T'PYIHE MOJIOKO JMIOAUHYU (quB. po3ainu «IIpoTunokaszanus» i «OcoO6nuBoCTi
3aCTOCYBaHHS»).

MetabonizaM. ATOpBaCTaTHH iHTEHCUBHO MeTab0I1i3yeThCsI 1O OPTO- Ta MaparigpoKCUIbOBAHUX
IIOXiIHUX i pi3HOMaHITHUX IPOXYKTiB OeTa-OKUCHEHHA. Y OOCigXKeHHAX in vitro iuribyBanus 'MI-
KoA-penykTa3u OpTO- Ta MaparigpoKCUIbOBaHUMK MeTaboliTaMu eKBiBaJleHTHe iHTi0yBaHHIO
aropBacTtaTuHOM. [Tpubnusno 70 % mupKymi004oi iHribiTopHoi akTUBHOCTI 1010 I'MI-KoA-
peayKTa3u I0B’sI3aH0 3 aKTUBHUMU MeTabositamu. [JOoCTigKeHHs in vitro cBig4aTh PO BaXKIUBICThb
MeTabomi3aMy aTropBacTatury nutoxpomom P450 3A4 (CYP 3A4), 110 y3rOmXKYETHCS 3 MiTBUIIEHOIO
KOHI[eHTpAalli€l0 aTOpBaCcTaTHUHY B IJ1a3Mi KPOBI JIIOAUHU TIICJISI OQHOYACHOT0 3aCTOCYBaHHA 3
ePUTPOMILIUHOM, BifoMuUM iHriGiTopoM 1boro i3odhepmenTy (OuB. po3fin «B3aeMomia 3 iHIIUMU
JMiKapChKUMU 3aco0aMu Ta iHIIT BUIYM B3aEMOIii»).

Exckperrisi. ATOpBaCTaTHH Ta #0ro MeTabOoMiTH BUBOASTHLCS, TOJIOBHUM YMHOM, 3 JKOBYIO ITiCIIS
Ie4iHKOBOT0 Ta/ab0 mo3amnediHKOBOro MeTab0i3My, OgHaK Iieil JTiKapChbKui 3acib, 04eBUIHO, HE
3a3Ha€ KUINIKOBO-TIEeYiHKOBOI pelupKyalil. CepenHili mepiofl HalliBBUBEeIeHHS aTOPBAaCTaTUHY 3
I71a3MU KPOBI JIIOOUHY CTaHOBUTL NIPUOIKU3HO 14 rofuH, aje mepiof HaliB3MeHIIeHHS iHTi0iTOpHOI



aktuBHOCTI mogo 'MI-KoA-penykTa3u craHoBUTSH Bif 20 1o 30 roguH yepes BIIUB aKTUBHUX
MeTaboiTiB. ITicis mepopanbHOT0 IPUKMOMY IIPerapaTy 3i ceuero BUOIMAETHCS MeHIIe Hixk 2 %
O3M.

Ocobuei nonyasuii nauieHmis

[NauienTyu miTHBOrO BiKy. KOHIIEHTpAalisl aTOpBACTaTUHY Y IJIa3Mi KPOBi Bl (MpubIU3HO

40 % gns C,,, Ta 30 % gng AUC) y 3mopoBux oOpOBOIBINB JIITHROTO BiKY (BiKOM Bif 65 pOKiB), Hixk
Y MOJIO[MX JOPOCTHX manieHTiB. KiHiuHi gani cBigyaTh Ipo OiNbIINY CTYIiHD 3HUKEHHS
JITTHII] mpu 3acToCyBaHHi OyOb-KO0I 03U IIpenapaTy y NallieHTiB JIiTHHOTO BiKy ITOPiBHSHO 3
MOJIOOUMH TallieHTaMu (OuB. po3min «OcoONMMBOCTI 3aCTOCYBaHHS»).

LiTH. YsiBHUY KITipeHC K TepopaaIbHOMY IIPUHOMi aTOPBACTATUHY Y HiTe# BUSBUBCS IOMiOHUM IO
KJIipeHCY y JHOPOCTIUX JIIofel py MaciiTabyBaHHI aTOMETPUYHO 3a Macolo Tila, OCKiJIbKY Maca Tina
Oyna equHOI0 3HAYHOIO KOBapiaToo B MOMYJIALiNHIM GpapMaKOKiHETUYHIM MOfeTi aTOpBaCTaTUHY 3
OaHUMHU, SKi BKII0YalIM [iTel 3 TeTepPO3UTr0THOIO CiMEMHOIO TillepXonecTepruHeMieto (BikoM Big 10 mo
17 pokiB, n=29), y BinKpuTOMy 8-TUKHEBOMY [AOCIiAKEHHI.

CtaTh. KOHIIEHTpAIlig aTOpBacTaTUHY B IIa3Mi KPOBi XKiHOK BiIPi3HSIETHCS Bifl KOHIIEHTpAIIil y
nya3Mi KpoBi 9onoBikiB (C,,,, mpubnu3no Ha 20 % Buine, a AUC Ha 10 % Huxye). OmHaK HeMae
KJTiHIYHO 3Ha4yIol BigMiHHOCTI B 3HMXKeHH] piBHg XC-JIITHIII npu 3acTocyBaHHI aTOpBaCTaTUHY Y
YOJIOBIKIB Ta XIHOK.

[TopymeHHs QYHKITI HUPOK. 3aXBOPIOBAHHS HUPOK HE BIIJIMBAIOTh HAa KOHIIEHTPALIil0 aTOPBACTATUHY Y
n1a3Mi KpoBi abo 3uuxkeHHs XC-JIITHII, ToMy KOpUTryBaHHS 0O3U IIpenapary nalieHTaM i3
IOPYLUIEHHIMY QYHKINI HUPOK He TOTPiOHe (muB. po3mimu «Oco6auBOCTi 3acTocyBaHHs» 1 «Croci6
3aCTOCYBaHHS Ta IO3U»).

['emopiani3. Xo4a [OCIIAXKEHHS 3a Y4aCTIO MAl[leHTIB 3 TEPMiHaIbHOI0 CTa[i€l0 3aXBOPIOBAHHS
HUPOK He NIPOBOAMINCH, BBAXKA€ETHCS, 110 TeMOAiali3 He MigBUIIyE 3HaYHO KIIipeHC
aToOpBaCTaTHHY, OCKIJIbLKY BiH IHTEHCUBHO 3BA3YETHCA 3 GiNiKaMu 11J1a3MHU KPOBI.

[NeuiHKoBa HeOOCTaTHiCTh. KOHIIEHTPAIliT aTOpBAaCTAaTUHY B II7Ia3Mi KPOBi MOMITHO TifBUIIIEHA Y
TalliEHTIB 3 XPOHIYHOIO aJIKOT'0JIbHOIO XBOP00Ooio nmeuinku. [Toka3uuku C,,, Ta AUC y 4 pa3u BUllli y
TaLiEHTIB i3 3aXBOPIOBAHHSAMU IeYiHKM Kacy A 3a mkasnoo Yainga-I1'1o. ¥ narienTis i3
3aXBOPIOBAHHSIMHU MEeYiHKYU Kitacy B 3a mrkanoio Yainma-I1'10 noka3uuku C,,,, Ta AUC migBHIIYyIOTHCS
npubnu3Ho y 16 pasie Ta 11 pasis BigmosigHo (IUB. Po31in «IIpOTUIOKA3aHHS»).

[TocmimkeHHsT B3a€MO[Iil TikapChbKKUX 3aC00iB. ATOpBAcCTaTUH € CyOCTPAaTOM MeYiHKOBUX

tpaHcnopTepiB, OATP1B1 ta OATP1B3 TpaHcnopTepiB. MeTabomiTh aTOpBaCTaTUHY €
cyoctpatamu OATP1B1. ATopBacTaTHH TaKOXK ineHTU(DIKYETHCI IK CyOCTpaT epIIOKCHOTO
TpaHcmopTepa 6ifika pe3uCTEHTHOCTI paky MoJo4Hoil 3ano3u (BCRP), skuit Mmoxe
o0MeXKyBaTy KMIIKOBY a0CcOpOI1Iiio i ;KOBUHMM KJTipEHC aTOpPBaCTaTHHY.

Tabmuisga 1



BIivB 0MHOYACHO 3aCTOCOBYBAHUX JTiKapChKUX 3aC00iB Ha (hapMaKOKiHETUKY aTOPBaCTaTHHY

OmHOYaCHO 3aCTOCOBYBaHI JIiKapChKi
3aco0U Ta PeXUM [03yBaHHSA

ATOpBacTaTUH

17 muis

BIIPOMIOBXK 15 mHIB

CruisBiguomenus |CriBBigHOIIEHHS
[lo3a (mr) AuCE c_&
*IIMKJIOCTIOPHH 5,2 Mr/KT/mo06y, 10 mr 1 pa3 Ha goby 8 69 10.66
cTabinbHa mo3a BIIPOOOBX 28 mHIB ! )
*Tunpanasip 500 Mr 2 pa3u Ha
noOy/putonasip 200 mMr 2 pa3u Ha 10 mr, pa3oBa fo3a [9,36 8,58
no0Oy, 7 mHiB
*T'nekanpesip 400 mr 1 pa3 Ha go0Oy/
ni6penTtacsip 120 mr 1 pas Ha o0y, 10 wr 1 pa3 #a g06y 8,28 22,00
) BIPOOOBX 7 MIHIB
7 nHiB
#1 . .
TeﬂaypeBlp 750 Mr KOXHi 8 romus, 20 mr, pasosa moza  |7,88 10,60
10 guiB
**Caksinasip 400 Mr 2 pa3u Ha
noGy/putoHasip 400 Mr 2 pasu Ha 40 mr 1 pas Ha oGy 3,93 4,31
. BIIPOJOBXK 4 OHIB
moOy, 15 mHiB
*Ent6acsip 50 mMr 1 pa3 Ha mo0y/
rpa3onpesip 200 mr 1 pa3 Ha moby, |10 mr, pa3osa mo3a |1,94 4,34
13 ngHiB
# .
CHMQHpeBlp 150 mr 1 pa3s Ha 006y, 40 wr, pasosa mosa  [2,12 1.70
10 guiB
*Knaputpominus 500 mr 2 pasu Ha |80 Mr 1 pa3 Ha noGy 454 5 38
mo0Oy, 9 mHiB BIIPOMIOBXK 8 MHIB ’ ’
# .
HapyHasip 300 Mr 2 pa3u Ha
noOy/putoHasip 100 mMr 2 pa3u Ha 10 wr 1 pas3 xa g06y 3,45 2,25
. BIIPOMIOBXK 4 MHIB
no0y, 9 mHiB
#
41";1;){&1K0Ha30H 200 mr 1 pa3 Ha o0y, 40 wr, pasosa mosa  |3,32 1.20
HeTepMOBlp 480 mr 1 pa3 Ha o6y, 20 Mr, pasosa mosa  |3,29 0,17
10 gHiB
*®ocammpenasip 700 Mr 2 pasu Ha
noOy/putonasip 100 mr 2 pa3u Ha 10 wr 1 pa3 #a .I[OGY 2,53 2,84
. BIIPOJOBXK 4 OHIB
mo0y, 14 guiB
*®ocammpenasip 1400 mr 2 pasu Ha |10 Mr 1 pa3 Ha noGy 2 30 1 04
mo0Oy, 14 gHiB BIIPOMIOBXK 4 MHIB ’ ’
*Hendinasip 1250 Mr 2 pas3u Ha 10 mr 1 pa3 Ha moby 174 b 29
no0y, 14 guiB BIIPOAOBXK 28 OHIB ! ’
# o o .
['peitndpyToBui cik, 240 M 1 pas 40 wr 1 pas Ha o6y [1,37 1,16
Ha mo0y*
,H,I/IJ'ITl'a3eM 240 mr 1 pa3 Ha 1006y, 40 Mr 1 pas ma o6y 1,51 1.00
28 mHiB
S[;I;I{"li"]IS)OMIHI/IH 500 Mr 4 pa3u Ha 700y, 10 Mr 1 pas Ha mo6y 1,33 1,38
Amnopumnin 10 Mr, pa3oBa fi03a 80 mr 1 pa3 Ha moby |1,18 0,91
Lumerugun 300 Mr 4 pa3u Ha no0y, [10 Mr 1 pa3 Ha moby 100 0 89
2 TUXHI BIIPOLOBXK 2 TUXKHIB |’ ’
Konectunon 10 mr 2 pa3u Ha goOy, [40 mr 1 pa3 Ha o6y ok
28 TUXKHIB BIIPOZIOBXK 28 THXKHIB He 3aCToCOByeThCH (0,74
Maanokc TC® 30 M 4 pasu Ha fo0y, |10 Mr 1 pa3 Ha noGy 066 067




Edagipens 600 mr 1 pa3 Ha 100y, 10 mr BrpomoBxk 3 059 101
14 muis HiB ! !

# .

Pudamnin 600 mr 1 pas ra m06y, 7lyo 111 pas wa moby [1,12 2,90
nHiB (IpX OMHOYACHOMY BBELIEHHI)

# .

Pn(paMmH 600 mr 1 pa3 HE:L no0y, 40 Mr 1 pas ma o6y 0,20 0,60
5 mHiB (OKpEMUMHU [03aMu)

# .

l"eM(b16p0'3I/m 600 Mr 2 pa3u Ha 40 mr 1 pa3 ma 106y |1,35 1,00
no0Oy, 7 mHiB

# .

JIiieBBqunGpaT 160 mr 1 pas Ha goby, 7 40 mr 1 pas sa moby 1,03 1,02
# .

7thl);iinpe31p 800 mr 3 pa3u Ha 1006y, 40 mr 1 pas Ha noby 2,32 2,66

CriBBiIHOIIIEHHS 3a METOJAMM JIiKyBaHHS (OMHOYACHE 3aCTOCYBAHHS JIiIKapChKOTO 3aco0y 3
aTOpBaCTaTUHOM IOPIBHSAHO 3i 3aCTOCYBaHHSIM aTOPBACTATUHY OKPEMO).

* s orpuMaHHS iHdopMalii mpo KIiHiYHy 3HAYYIIiCTh OUB. PO3Tinu «B3aeMofis 3 iHIMMMU TiKapChKUMHI

3acoGamu Ta iHmmi Buay B3aemopin» i «OCoBIUBOCTI 3aCTOCYBaHHS».

* IMosigommsanocs mpo Ginbine migsuinenHs AUC (croiBBigHomenus AUC mo 2,5) ta/abo C,,, (criBBigHOIIEHHS
Coae 0 1,71) mIpy HamMipHOMY CIIOXKMBaHHI rpeindpyToBoro coky (750 mi - 1,2 mitpa Ha go0y a6o GimbIe).

**  CriBBigHOIIEHHS, 10 TPYHTYETHCS Ha OOUHUYHIN BUOipII, B3sTii yepe3 8-16 roguH micns
3aCTOCYyBaHHSA OO3HU.

f Yepe3 MexaHi3M NOABINHOL B3aEMOil pudaMIiHy peKOMEHIYEThCS OGHOYAaCHE 3aCTOCYBaHHS
aTopBacTaTUHY 3 pudaMIIiHOM, OCKiIbKM 0yJ10 T0Ka3aHo, 110 BiiCTPOYEHe 3aCTOCYBaHHS
aTOpBaCTATHHY IIiCNIs 3aCTOCYBaHHA pudaMITiHy [I0B’s3aHe 3i 3HAUHMM 3HMKEHHSIM KOHILIeHTpallil
aTopBacTaTHAHY B IIJIa3Mi KPOBI.

¥ ITo3a koMOiHarii mpemnapaTiB cakBiHaBip pUTOHABIP Y IIbOMY [OCiKEHHI He € KITiHIYHO
3aCTOCOBYBaHOIO [03010. [TifBUIIeHHSA €KCII03UIlil aTOpBacTaTUHY IIPX 3aCTOCYBaHHI B KJTIHIYHUX
yMOBax, UMOBipHO, OyZie BUILIKM, HiX Te, 1110 CIIOCTEpIranocs B IbOMYy mochigkenHi. Tomy cnip 3
00epexkHiCTI0 3aCTOCOBYBATH IIpenapaT Y HalHUK4il HeoOXigHi# mo3i.

Tabmuis 2

BB aTopBacTaTHHY Ha (hapMaKOKiHETHKY OJHOYACHO 3aCTOCOBYBAHMX JTiKapChKUX 3ac00iB



ATOpBacTaTUH OpgHOYaCHO 3aCTOCOBYBaHUM JiKapChKUM 3aci0 Ta pexXuM NO3yBaHHS
[pemapat/mosa (Mr) CriBBiIHOIIEHHS CriBBiZTHOIIIEHHS
penapat/n AUC Cee
80 mr 1 pas na np6y AnTtumnipus 600 mr, ogHopaszoso 1,03 0,89
BIIPOOOBXK 15 AHIB
80 mr 1 pa3 Ha 706y  [*Iuroxcun 0,25 Mr 1 pa3 Ha fo0y,
) . 1,15 1,20
BIIPOOBXK 14 gHIB 20 nHiB
[lepopasnbHi KOHTpalenTusu 1 pa3
40 mr 1 pa3 Ha o0y  [Ha moOy, 2 Mmicsii:
BIIDOAOBXK 22 OHIB - HOPETUCTEPOH 1 Mr 1,28 1,23
- eTUHiIeCcTpanion 35 MKT 1,19 1,30
Tunpanasip 500 Mr 2 pa3u Ha
10 mr 1 pa3 Ha moby  |goOy/puToHaBip 200 mr 2 pa3u Ha [1,08 0,96
no0y, 7 mHiB
10 mr 1 pa3 Ha o0y  |®ocamnpeHnasip 1400 Mr 2 pa3u
: ; 0,73 0,82
BIIPOMOBXK 4 MHIB Ha 100y, 14 nHiB
docamnpenasip 700 mr 2 pa3u Ha
10 wr 1 pas ma g0y | 60 omapip 100 r 2 pasn Ha [0,99 0,94
BIIPOJIOBXK 4 OHIB )
no0y, 14 gHiB

* [ITomo KyiHiYHOI 3HAYYIOCTI IUB. PO3Min «B3aeMomisa 3 iHIIMMY TiKapChbKUMU 3aco0aMu Ta iHIm

BUMM B3aEMOTIN».

Kniniuni xapakKTepuCTHKH.

IToka3auHs.

3anobizaHHs cepu,es0-CYyOUHHUM 3aXBOPHOBAHHAM Y 00POCAUX

II71s1 mopocCnuX MallieHTiB 0e3 KITiHiYHO BUPaXKeHO] illleMiyHoi XBopobu ceplis, ane 3
IeKinbkoMa (haKTopaMy PU3UKY PO3BUTKY ilIeMiyHOI XBOPOOHU Ceplisi, TaKUMHU SIK BiK,
TIOTIOHOIIA/IIHHS, apTepiajbHa TillepTeH3is, HU3bKWM PiBeHb JIIMOMPOTEIHIB BUCOKO]
minbHOCTI (JITIBIIT) abo HasBHICTb paHHbOI illIeMivyHOI XBOPOOU CEPIIT Y CiIMEMHOMY
aHaMHe3i, ATOpBakop® MOKa3aHWi [JIs:

- 3MeHIIeHHSI pU3UKY BUHUKHEHHS iH(apKTy Miokapaa;

- 3MEHIIEHHA PU3UKY BUHUKHEHHA iHCYJ'II:Ty;

- 3MEHIIeHHST PU3UKY IIPOBEINEHHS IIPOIIeAyP PeBacKyIsIpu3allil Ta CTEHOKApii.

II71s1 OPOCTUX TallieHTiB 3 I[yKPOBUM fiabeToM II Tumy Ta 6e3 KITiHiYHO BUPAXKEHO] irmeMiyHo1
XBOPOOH ceplid, ae 3 JeKinbKkoMa (paKTOpaMy PU3UKY PO3BUTKY illIEMiYHOI XBOPOOHU CEpIls, TAKUMHU
SIK PeTUHOINAaTisd, anbOyMiHypisi, TIOTIOHONIAJiHHS a00 apTepianbHa rinepTeH3is, TiKapchKui 3acid
AtopBakop® IOKa3aHUil [Id:

- 3MEHIIEeHHS pU3UKY BUHUKHEHHS iHhapKTy Miokapaa;

- 3MeHIIeHHS! pU3UKY BUHUKHEHHS iHCYIIbTY.

II711 MOPOCTIHX TAL€HTIB 3 KIIHIYHO BUPaskeHOI0 illeMidHOI0 XBOpo06oIo ceplsi ATOpBakop”



ITOKa3aHUM IJIs:

- 3MEeHIIeHHST pU3NKY BUHUKHEHHS HeJleTaJlbHOI0 iHpapKTy MioKapaa;

- 3MEHIIIEHHST pU3UKY BUHUKHEHHS JIETaJTbHOT'O Ta HEJIETaJIbHOTO iHCYIIBTY;

- 3MEeHIIIEHHST pU3UKY MTPOBENEHHS IIPOLIeAYP PEeBaCKyIIpPHU3allii;

- 3MeHIIeHHS PU3UKY ToCIiTasisalii y 3B'13Ky i3 3aCTiliHOIO CepIieBOI0 HEJOCTATHICTIO;
- 3MEHIIEeHHS PU3UKY BUHUKHEHHS CTeHOKapil.

I'inepainidemis y dopocaux nauieHmia

- fIK MOTIOBHEHHS [0 Mi€TH, 11100 3MEHIIUTH MTiIBUIIEHUY PiBEeHb 3aTrajIbHOT'0 XOJIECTEPUHY,
xonectepuny JIITHIII, anoninonpoTteiny B Ta TpurmilepuaiB, a TaKOXK AJIS MifBUILIEHHS

piBaa XC-JIIIBII y nati€HTiB 3 IEPBUHHOIO TillEPX0JIECTEPUHEMIEIO (T€TEPO3UTOTHOIO
CiMelHOI0 Ta HeCIMelHOI0) Ta 3MilaHoIo guchinigemieto (tTunu Ila ta IIb 3a knacudikaiiero
®penpikcoHa).

- fK DOTIOBHEHHS [0 AIETU AJIS JiKyBaHHS IMALi€HTIB 3 MigBUIEHUM PiBHEM TPUTJIILIEPULIIB Y
cupoBartiii KpoBi (tum IV 3a knacudikaritiero dpeapikcoHa).

- Ins miKyBaHHS MAlliEHTIB 3 mepBUHHOW aucOeTaninompoTeinemiero (tum III 3a Kmacudikarieo
®penpikcoHa) y BUIafiKaX, KOJIM JOTPUMaHHS Ji€TH € HEIOCTaTHHO €(EKTUBHUM.

- [l11s 3MeHIIeHHs 3aranbHoro xojaectepuny ta XC-JIITHII y marieHTiB 3 TOMO3UTOTHOO
CiMENHOIO TillepX0IeCTEPUHEMIEI0 SIK JOTIOBHEHHS [0 iHIIUX TiMOJIiNigeMiYHUX METOLIB JIiKyBaHHS
(Takumu 5K adepes JIITHII) abo SKII0 Taki MeTOOu JiKyBaHHS HEHOCTYIIHi.

Y oimeti

- fK DONOBHEHHS [0 AlETU AJI 3MEHILIEeHHS PiBHS 3arajabHOro xonectepuny, XC-JIITHIT i
anoninonpoTeiny B y mite#t BikoM Big 10 go 17 pokiB 3 reTepo3UT0THOIO CiMeHHO10
rinepxonecTepuHeMi€elo, SKIIO Iics BiAMOBIAHOI Ai€TOTepalii pe3ynbTaTy aHami3iB Taki:

a) xonectepuH JIMTHII 3anmumaetsces 3 190 mr/mn (4,91 MMons/n) abo

0) xomectepus JITTHII 3 160 mr/aon (4,14 mMonw/n) Ta:

y ciMeltHOMY aHaMHe3i HasiBHi paHHi CeplieBO-CyOuHHiI 3aXBOpIOBaHHSA ab0

nBa abo Oinbiire iHIMX HaKTOPiB pU3UKY PO3BUTKY CEPILIEBO-CYIUHHUX 3aXBOPIOBAHb
HasBHI

y Iali€eHTa JUTI40ro BIKY.

IIpomunoka3aHHs.

- AKTUBHE 3aXBOPIOBaHHS IIE€YiHKH, IK€ MOXKE BKJII0YaTHU CTiMKe IMigBUIIEHHS PiBHSI
IIeYiHKOBUX TpaHCaMiHa3 HEeBiOMOI1 eTioJoril.



- linepyyTnusicTh K0 6yAb-IKOTO 3 KOMIIOHEHTIB 1IOTO JIiIKapChKOT0 3aC00y.
- [Tepiop BariTHOCTI Ta TOAyBaHHS T'PYALIO.

- OpHOYacHe 3aCTOCYBaHHS 3 IPOTUBIPYCHUMU IIpeliapaTaMy [OJid JIiIKyBaHHSA renatuty C
TyeKanpeBipoM/mibpeHTacBipoM.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Pu3uK po3BUTKY MiomaTil mif Yac MiKyBaHHS CTaTHHAMU IiIBUIIYETLCS ¥ Pa3i OHOYACHOTO
3aCTOCyBaHHS MOXimHUX (iOPOEBOI KUCIIOTH, MimigoMoaudiKyBaabHUX A03 HiallMHY, IIUKIOCIOPUHY
a6o moTtyxkHux inribitopis nuToxpoMy P450 3A4 CYP 3A4 (Hampukiaf, KJIapUTPOMILUHY,
inri6iTopiB mporeasu BIJI i Bipycy rematuty C Ta iTpakKoHa301y) (AUB. pO3Tinu
«®apMaKoJoriyHi BIacTUBOCTI» i «OCOBIMBOCTI 3aCTOCYBaHHS»).

IomyoxcHi iHeibimopu CYP 3A4. Atopsakop” MeTaGoi3yeThca uToxpoMoM P450 3A4. OngHodacHe

3acTOCyBaHHS Ipenapary ATOpBakop® 3 HOTYXXHUMH iHribiTopamu CYP 3A4 MoxXe IPU3BECTH
0 IiABUINEHHS KOHIIEHTpallil aTopBacTaTUHY Y MJla3Mi KpoBi (guB. Tabnuinio 1 Ta meTanbHy
indopwmartiito, HaBemeHy HuK4Ye). CTYIIiHb B3a€EMO{Iil Ta MifICUIEHHS il 3a/eXkaThb Bifl BIIJIUBY
Ha CYP 3A4. Cnig 110 MOX/IMBOCTiI YHUKATH OMHOYACHOTO 3aCTOCYBaHHS aTOPBACTATHHY 3
noTyxkHUMHM iHTib6iTopamu CYP3A4 (Hampukiam, 3 IMKIOCIOPUHOM, TEJTiTPOMIIITHOM,
KJIAaPUTPOMILIMHOM, [eJIaBipAUHOM, CTUPUAIIEHTOJIOM, KETOKOHA30JI0M, BOPUKOHA30JI0M,
ITpaKOHAa30JI0M, IOCAKOHA30JI0M, [esIKUMHU IPOTUBIPYCHUMH IIpenapaTaMu ajs mikyBanHsa HCV
(mampuknan, enbacBip/rpa3onpesip) Ta iHribiTopamu npoteas BIJI, y ToMy uncii puTOHaBipoM,
7omiHaBipoM, aTa3aHaBipoM, iHOUHABIpOM, HapyHaBipoM). AKIO HEMOXKIIUBO YHUKHYTH OHOYACHOTO
3aCTOCYBaHHS IUX JIIKAPCHKUX 3ac00iB 3 aTOPBACTATUHOM, CJIiT] PO3TJISHYTU MOXKJIUBICTh
3aCTOCYBaHHS MEHIIIOI IT0YaTKOBOI Ta MaKCUMaJIbHOI 03 aTOpBacTaTUHY. TakoX PeKOMEHAYETHCS
IIPOBOAUTY HaJIeXKHUM KITIHIYHUY MOHITOPUHT CTaHY MallieHTa (ouB. Tabmuino 1).

[TomipHi inri6itopu CYP3A4 (Hanmpukian, epuTPOMIlMH, IUITia3eM, BeparnaMisl Ta
(bITyKOHAa30J1) MOXKYTh MigBUILyBaTU KOHILIEHTPAIIil0 aTOPBaCTaTUHY y IJla3Mi KPOBi (OuB.
TabnmuiIrio 1). OgHOYaCHE 3aCTOCYBAHHS €PUTPOMILIMHY Ta CTATHHIB CYIPOBOMKYETHCS MiNBUIICHHSIM
PU3UKY PO3BUTKY Miomarii. [locimKeHHST B3aEMO{Iii TikapChKUX 3aC00iB {7 OLIHKYU BIIJTUBY
amiomapoHy a0o BepalaMiny Ha aTOpBacTAaTHH He MPOBOOUIUCE. BimoMo, 1110 aMiofapoH Ta Bepamamin
IPUTHIYYI0Th akTuBHICTE CYP3A4, TOMy 0gHOYaCHE 3aCTOCYBaHHS IMX JIiKAPChKUX 3ac0o0iB 3
aTOPBaCTaTHHOM MOXKe MPU3BECTU O0 30iIbIIeHHS €KCIO3MUIlil aTopBacTaTUHY. TaKUM YUHOM, IIpU
OJHOYACHOMY 3aCTOCYBaHHI aTOpBaCTaTHHY Ta I[uX noMipHux iHribitopis CYP3A4 crif po3risiHyTH
MOXKJIUBICTb NIPU3HAYEHHS MEHIINX MaKCUMaJIbHUX 03 aTOPBaCTaTUHY Ta IPOBENEeHHS KIIIHIYHOTO
MOHITOPUHTY CcTaHy nalieHTa. [Ticns noyaTky fikyBaHHS iHTiGiTOpoM abo micis KOpeKIlil #0ro 1o3u
TaK0XK PEKOMEH[I0BaHO IIPOBOAUTH KITIHIYHUY MOHITOPUHT CTaHy MallieHTa.

I'petinppymosull cik. MicTuTh oguH abo Oiblile KOMIOHEHTIB, 110 iHTi6yI0Th CYP 3A4 Ta MOXYTh
TifBUIIYBATU KOHLIEHTPALlil0 aTOPBACTAaTHHY B IJIa3Mi KPOBi, 0COOIMBO IIPU HAAMipHOMY CIIOKMBaHHI
rpeindpyToBoro coky (6inbire Hix 1,2 miTpa Ha KO6Y).

KaapumpomiyuH. 3HaueHHss AUC aTopBaCTaTUHYy 3HAYHO IIiABUINYBAJIOCh IIPX OGHOYACHOMY
3acToCyBaHHi 1oro y no3i 80 mMr ta knaputpoMinuny (500 Mr 2 pa3u Ha [m00y) IOPiBHSHO i3
3aCTOCYBaHHSAM TiJILKY aTOpBaCTaTUHY (OUB. PO3ni1 «PapMaKoJIOTiuHi BIaCTUBOCTI»). OTXKe,



nalieHTaMm, SKi IpUiMaloTh KIapuTPOMILMH, CIIifi 3 00epeKHICTI0 3aCTOCOBYBaTH
Atopsakop”y mo3i Buie 20 Mr (nuB. po3ainu «Oco6aMBOCTi 3acTOCyBaHH» i «CIOCi6
3aCTOCYBaHHS Ta OO3U»).

KombiHauis iHeibimopie npomeas. 3nayeHHss AUC aTopBacTaTUHY 3HAYHO ITiIBUIIYBaJIOCh
IIPK OMHOYACHOMY 3aCTOCYBaHHI aTOpBaCTaTUHY 3 AeKinbKoMa KoMOiHalligMu iHTi0iTOPiB
nporeas (OquB. po3ain «®apMakKoJIOriyHi BJIaCTUBOCTI»). [lallieHTaM, SKi IpUKUMaloTh
TUIIPaHaBip PUTOHABIP a00 riekamnpesip MiOPEHTACBIp, CITil YHHKATH OMHOYACHOTO 3aCTOCYBAHHS
npenapaTy Atopsakop®. IlamieHTam, SKi IPUIAMalOTh JIONiHABIP pUTOHAaBip a00 CUMEIIPEBIp,

ATopBaKop® CJIiT 3aCTOCOBYBATH Y HaMHUXKYill HeOOXimHiM mo3i. [I1s maIieHTiB, sSKi
IpUKMaloTh CaKBiHaBip PUTOHABIP, AapyHaBip puToHaBip, pocammpeHasip abo
docamnpenasip puToHaBip a6o endacBip Ipa3ompesip, [03a IpenapaTry ATopBakop® He
noBMHHa nepeBuinyBaTt 20 Mr. [Ipu 3acToCcyBaHHI MallieHTaM, IKi IpuKMMaloTh HediHaBip,
mo3a ImpemapaTry ATopBakop® He IOBMHHA IepeBUIyBaTd 40 MI, TaKOXK PEKOMEHAYEThCS
IIPOBELEHHS PETEJILHOTO KIIIHIYHOI0 MOHITOPUHTY CTaHY HalieHTiB (quB. po3ninu «OcobIuBOCTi
3acTocyBaHHS» i «Criocib 3acTOCyBaHHS Ta HO3U»).

ImpakoHa3oa. 3nauenHs AUC aTopBaCTaTHHY 3HAYHO IIigBUIIYBaJI0Ch IPA OJHOYACHOMY
3aCTOCYyBaHHI aTopBacratunyy 0031 40 Mr Ta iTpakoHa3051y y fo3i 200 Mr (guB. po3min
«®apMakoJIOriyHi BIacTUBOCTI»). OTXKe, MO0 MaILi€HTIB, SKi IPUXMalOTh iTPAKOHA30JI, CIIif
IPOSIBIISITH 00€PEKHICTD, SKIIO N03a aTopBacTaTHHY nepesuiiye 20 Mr (OUB. PO3Minu
«0Ocob6rBOCTi 3acToCcyBaHHA» i «CIoci0O 3aCTOCYBaHHS Ta [O3U»).

ITuxaocnopuH. ATopBacTaTUH € CYOCTPATOM Me4iHKOBUX TPAHCIOPTEPiB. MeTaGomiTu
aTtopBacTaTHHY € cyOcTpatamu TpaHcnoptepa OATP1B1. Iuri6itopu OATP1B1 (Hanpuknazm,
IIUKJIOCIIOPUH) MOXKYTh IiABUIIyBaTH 0i0g0CTyIHICTh aTopBacTaTuHy. AUC aTOpBacTaTUHy 3HAYHO
TiIBUIIYBAJIOCh IPY OJHOYACHOMY 3aCTOCYBaHHI JTiKapchKOro 3aco0y B 103i 10 MI 3 IUKJIOCTIOPUHOM
y mo3i 5,2 Mr/Kr/mo6y MopiBHSHO i3 3aCTOCYBaHHSM TilbKK aTOPBACTATHHY (IUB. PO3Mi
«PapMaKOJIOTiuHi BIACTHBOCTI»). CIIifi yHAUKATH OHOYAaCHOI0 3aCTOCYBaHHs Ipenapary ATOpBakop®
Ta IUKJIOCIIOPUHY (AUB. Po3ain «Oco0MUBOCTI 3aCTOCYBAHHT»).

Jlemepmoeip. OqHOYAaCHE 3aCTOCYBaHHS aTOpBACTATUHY y 1031 20 MI Ta JIeTepMOBipy y H031
480 Mr Ha mo0y MPU3BOAUIIO [0 MigBUIIEHHS PiBHS BIUIMBY aTOPBACTATUHY (CIiBBiIHOIIEHHS
AUC: 3,29) (guB. po3min «®apMaKOKiHETHKa»).

JleTepMoBip ABNSIETHCS iHTiIOITOPOM edioKcHUX TpaHcnopTepiB P-gp, BCRP, MRP2, OAT2 Ta
neviHkoBoro tpancnoptepa OATP1B1/1B3, TakuM YMHOM BiH IiABUINYE PIBEHb BIIJIUBY
aTopBacTaTuHY. [Jo3a JTiKapChKOro 3aco0y ATopsakop® He MOBMHHA mepesuinyBati 20 Mr Ha go0y
(muB. po3min «Croci6 3aCTOCyBaHHS Ta HO3H).

CrymniHb onocepenkoBaHux Jikapchkux B3aemofin CYP3A ta OATP1B1/1B3 Ha cynyTHi
JiKapchKi 3ac06u Moxke OyTH Pi3HOI0 IPU OMHOYACHOMY 3aCTOCYBaHHi IeTEPMOBIpY 3
ITMKJIOCIIOPHHOM. 3aCTOCYBaHHS JIIKAPCHKOT'0 3aC00y ATopBakop® He PEKOMEHIYETLCS
malieHTaM, SKi MPUKUMaiTh JIETePMOBIP OOQHOYACHO 3 IUKIIOCIIOPUHOM.

I'nexanpesip i nibpeHmacsip, eabacsip ma e2pazonpesip. CynlyTHE 3aCTOCYBaHHS IJIeKallpeBipy Ta
nibpeHTacBipy abo enbacBipy Ta rpa30mpeBipy MoXkKe MPU3BECTU IO MigBUILIEHHS
KOHIIEHTpAIlil aTOpBaCTaTUHY ¥ IJIa3Mi KPOBI Ta MiIBUIIEHOTO PU3UKY MiOmaTii.



[Tpu omHOYacCHOMY 3aCTOCyBaHHi I'ieKanpesipy i mibpeHTacBipy 3 aTOpBacTaTUHOM IIJTa3MOBa
KOHLIEHTpAallid aTopBacTaTUHY IiABUIIYETHCS H0 8,3 pa3a 4yacTKoBo 4yepe3 BCRP,
OATP1B1/1B3 Ta CYP3A inri0yBanHs, TOMy He peKOMEHIYEThCS ONHOYACHE 3aCTOCYBAHHS
JIIKapChKOTo 3acoby ATopBaKop® nalieHTaM, IKi CymyTHbO IPUUMAIOTh JTiKapCchKi 3acobwu, 1110
MiCTSITh TJIEKAIIPEBip Ta mMiOpeHTaCBip.

[Tpu olHOYACHOMY 3aCTOCYBaHHi e10acBipy Ta Ipa3onpeBipy 3 aTOPBACTaTUHOM IIJla3MOBa
KOHIIEHTPAllig aTOpBacTaTUHY IMiABUINYETHCS A0 1,9 pa3a yacTkoBo 4epe3 BCRP,
OATP1B1/1B3 ta CYP3A inriGyBaHHs, TOMY [03a JIiKapCLKOr'0 3aC00y ATOpBakop® He IOBMHHA
nepesuityBat 20 Mr Ha 00y ITpU 3aCTOCYBaHHI NallieHTaM, SKi CyIyTHhO IPUUMAIOTh TiKapChKi
3aco0u, 110 MiCTSTh enbacBip Ta rpa3omnpesip (ouB. po3minu «PapmMakokiHeTHKa», «OCOOIMBOCTI
3acTocyBaHHS» i «Criocib 3acTOCyBaHHS Ta HO3U»).

MepuuHi peKOMeHallii I[0fI0 3aCTOCYBaHHA JTiKapChKUX 3aC006iB, 110 B3aEMOIIIOTh, IIOIAHO Y
tabnuii 3 (AuB. TaKoXK po3ninu «PapMakonoriyHi BIacTUBOCTI», «OCOBIMBOCTI 3aCTOCYBaHHSI» i
«Crmocib 3aCcTOCyBaHHS Ta JO3U»).

Tabmuus 3

Bzaemoqii mikapcekux 3aco06iB, IMOB’sI3aHi 3 MiIBUIIIEHUM PU3UKOM MionaTii/pabmomioisy

[IpemapaTH, M0 B3a€EMOMIIOTh MenuyHi peKoMeHaallil oo

3aCTOCYBaHHS
LIMKJIOCTIOPYH, TUIIPaHaBip PUTOHABIP, TJIeKanpeBip miOpeHTacBip, [VHUKATH 3aCTOCYBAHHS
JTeTepMOBip IPU OOHOYACHOMY 3aCTOCYBaHHI 3 IUKJIOCIIOPUHOM aTOPBACTAaTUHY

KnapuTpoMinuH, iTpakOHa30J1, CakBiHaBip puToHaBip*, fapyHaBip |He nepesuinyBatu go3y 20 mMr
puTOHAaBIip, hocaMpeHasip, (ocaMrpeHaBip puTOHaBIip, enbacBip |aTopBacTaTUHY Ha g0O0Y
rPa3o0mIpesip, JIETePMOBID

Hendinasip He nepesuuyBatu o3y 40 mr

ATOpBacTaTHHY Ha fo0y
JTomiHaBip PUTOHABIP, CHUMENpPeBip, MOXimHi (GiOPHHOBOI KMCIIOTH, 3acTocoByBaTu 3 00€pPEKHICTIO
ePUTPOMIITHH, a30JIbHI MPOTUTPUOKOBI 3ac00u, Ta y HaMeHIIi# HeoOXigHik
minigoMopuGiKyBaabHi 03U HiallMHy, KOJIXIIUH mo3i

*3aCcTOCOBYBATH Y HaMeHIIi# HeOOXimHIN m03i.

I'em@ibpo3ua. Y 3B’s13Ky 3 MigBUINIEHUM PU3UKOM MiomaTil/pabmomionidy mpu omHOYaCHOMY
npuiiomi inribiTopiB I'MI'-KoA-penykTasu 3 reMpiOpo3uIoM Cilif YHUKATH CyMiCHOTO
3aCTOCYBaHHA IpenapaTy Atopsakop® 3 reMiopo3uaoM (auB. po3min «Oco6auBOCTi
3aCTOCYBaHHS»).

THwi ¢pibpamu. OCKimbKY BiOMO, 110 PU3UK PO3BUTKY MiomaTil iy Yyac miKyBaHHS
inriditopamu 'MI'-KoA-penyKTa3u HiBUILYETHCS IPU OGHOYACHOMY IIPUMOMI iHIIIUX
$i6partis, ATopBakop® Clif 3 00ePEKHICTIO 3aCTOCOBYBATH IIPH CYMiCHOMY 3aCTOCYBaHHI 3
inmumu pibpatamu (IuB. po3nin «OcoOIUBOCTI 3aCTOCYBaHHS»).

HiayuH. Pu3uk BUHUKHEHHS MOOIYHUX SBUIL 3 O0KY CKEJIETHUX M’3iB 30ibIIyETHCSA IPH



3aCTOCYBaHHi JTiKapChKOro 3aco0y Atopsakop® y KoMOiHaIii 3 Hial[uHOM, TOMY 3a TAKUX
YMOB CJIifi PO3TJITHYTH MOXKJIMBICTh 3HUKEHHS NO3U OAaHOTO JIiKapchKoro 3aco0y (IuUB. pO3Ain
«OCc0bIMBOCTI 3aCTOCYBaHHI»).

Pugpamnin abo iHwi iHOykmopu yumoxpomy P450 3A4. OgHovyacHe 3aCTOCYBaHHS IIperapary
3 ingykTtopamu nutoxpomy P450 3A4 (TakuMu sK edaBipeH3, pudaMiriH) MoxKe IPU3BECTHU [0
HECTIMKOTO 3MEHIIeHHST KOHIIeHTpallil aTopBacTaTUHY y Ija3Mi KpoBi. Yepe3 MexaHi3M
MOMIBiMTHOI B3a€EMOil pr(aMITiHy peKOMEeHAYEThCA OQHOYAaCHEe 3aCTOCYBaHHS IIpenaparTy
Atopsakop® 3 pudaMIiHOM, OCKiIbKY GYJI0 I0Ka3aHo, 10 BiICTPOYEHE 3aCTOCYBaHHS
nIpenapary Mic/is BBeJeHHS pudaMIliHy 0B’ g3aHe 3i 3HaUYHUM 3HUXKEHHSIM KOHIIEHTpaIlil
aToOpBaCTaTHHY B I1JIa3Mi KPOBI.

[lunmiazemy 2idpoxsaopud. OmHOYACHUM IpHiioM aTopBacTaTuHy (40 Mr) Ta munTiazemy (240
MT) CYIIPOBOAXKYETHCS MigBUILIEHHIM KOHIIEHTPAIlil aTOpPBAaCTaTHHY Y IJIa3Mi KPOBI.

ITumemuouH. Ilig yac goCigXeHb 03HAK B3a€MO[Iil aTOPBACTATHHY Ta IUMETHUOUHY He BUSBIICHO.

AHmayudu. OnHOYaCHU IePOPaIbHUN IPUIOM aTOPBACTATHHY Ta CYCIIeH3ii aHTAI[UIHOTO
mpernapary, 110 MICTUTh MarHiu Ta ajlOMiHi0 TiIPOKCUL, CYIPOBOAXKYETHCS 3HUKEHHAM
KOHIIEHTPaIlil aTOpBaCTAaTHUHY B IIa3Mi KpPoBi mpuOnu3Ho Ha 35 %. [Tpu mpoMy rimomimigemiuna mis
aTopBaCTaTHHY He 3MiHIOBAJIaCk.

Kosecmunos. KoHlleHTpallis aTopBacTaTUHY Y IJ1a3Mi KpoBi 0yJ1a HUXKYOIO (CIiBBiIHOIIEHHS
KOHIIeHTpallil aropBacTtaTury 0,74) npu 0OgHOYaCHOMY IIPHUUOMi aTOPBAaCTaTUHY Ta KoJjleCcTunomny. [Ipu
1IbOMY TinoimifgemiyHa fis KomOiHaIlil aTopBacTaTUHY Ta KOJIECTUIIONY IepeBullyBana eQekT, sKuut
Oa€ MPUMOM KOXKHOTO 3 IIUX IIPerapaTiB 0OKpeMo.

A3umpomiuuH. OgHOYacCHe 3aCTOCyBaHHS aTopBacTaTtuHy (10 Mr 1 pa3 Ha [00y) Ta a3UTPOMILIUHY
(500 mr 1 pa3 Ha mo0y) He CyIPOBOMXKYBalOCSd 3MiHaMM KOHI[EHTpAllil aTOpBaCTaTUHY y I1a3Mi KPOBI.

IH2ibimopu mpaHcnopmy. [HTiGiTOPYU TPaHCIOPTHUX OiNKiB (HAIIPUKIIAM, IUKIIOCIIOPHH,
JIeTePMOBIp) 34aTHi MiABUIYBaTH PiBeHb CUCTEMHOI €KCIIO3UIlil aTOPBACTATHHY (OUB.
tabmuiio 1). BB NpurHidveHHsT HAKOIIUYYBaJIbHUX TPAHCIIOPTHUX OiNIKiB Ha KOHIIEHTPAIIiI0
aTOpBACTaATHHY B KJIiTUHAX MME€YiHKM HEBIJOMHUM. AKIIO YHUKHYTA OOJHOYACHOTO IpU3HaYEeHHS
[[MX IIpernapaTiB HEMOXKIIMBO, PEKOMEHA0BAHO 3HU3UTHU 03y Ta IPOBECTHU KITiHIYHUK
MOHITOPHUHT e(EeKTHBHOCTI aTOpBacTaTUHYy (OuB. Tabnuino 1).

E3emumib. 3acTocyBaHHA e3eTUMiOy SIK MOHOTepaIlil 0B’ sI3yI0Th 3 PO3BUTKOM SIBHUII] 3 OOKY
M’SI30BO1 CUCTEMH, Y TOMY YHKCII pabmoMionidy. TakuM YUHOM, IPU OTGHOYACHOMY
3aCTOCyBaHHI €3eTUMi0y Ta aTOpBaCTaTUHY PU3UK PO3BUTKY LIUX SBUI 30iIbITYETHCS.
PexoMeH0BaHO NIPOBOAUTY HaJIeXKHUM KITIHIYHUY MOHITOPUHT CTaHy TAaKUX MAlli€HTIB.

®y3udosa kucaoma. I1Ipu 0MHOYAaCHOMY CHCTEMHOMY 3aCTOCYBaHHi (py3ug0BOL KUCIIOTH 3i
CTaTMHAMH{ MOXKe IiJBUIIyBATUCS PU3KK PO3BUTKY MiolaTii, B TOMy YHUCJIi pabmomionisy.
MexaHni3M 11iel B3aemopil (4 € BoHa ¢papMaKoguHaMiuHO0 a0o papMaKOKiHeTUYHOIO0, abo
000X BU[IiB OHOYACHO) [OTemnep HeBigoMmuit. 3adikcoBaHo Bumagku pabmomionisy (y Tomy
YUCJIIi 3 JIeTaJIbHUM HaCJIiIKOM) Y MAallieHTiB, SIKi OTpHMYyBaIu KOMOiHaIlilo I[UX Mpenaparis.

Ao HeoOXifHe CUCTEMHE 3aCTOCYBaHHS (Qy3UI0BOI KUCIIOTH, CHIifl MIPUITUHUTH
3aCTOCYyBaHHS aTOpPBaCTaTHHY Ha BeChb IEPiof 3aCTOCyBaHHS (Py3UI0BOI KUCIIOTH (TUB.



po3ain «Oco0IMBOCTI 3aCTOCYBaHHS»).

[uzoxcuH. [Ipu ogHOYACHOMY 3aCTOCYBaHHI 6araTopa3oBUX 103 JIiKapChKOT0 3aco0y
AtopBakop® Ta JUTOKCHHY PiBHOBaXKHI KOHIIEHTPAIlil AUTOKCHHY B IJIa3Mi KPOBi
MigBUINYIOTHCS (OUB. po3min «dapMakoKiHeTHKa»). Clif HaleXKHUM YHHOM KOHTPOJIIOBATH
CTaH Malli€eHTiB, IKi MPUUMaIOTh QUTOKCHH.

ITepopaavHi KoHmpauenmugu. OgHOYaCHe 3aCTOCYBaHHSI aTOPBACTaTUHY 3 IIePOPaIbHUMU
KOHTpalleITHBaMy MigBUINyBasio 3HaueHHSI AUC HOPETUCTEPOHY Ta €TUHIIeCTpagiony (OuB.
po3min «PapMaKonoTiyHi BIacTUBOCTI»). Lle mimBuiienHs cnig 6paT [0 yBaru npu Bubopi
IepopPasIbHOr0 KOHTPAIeNTUBY [/ XiHOK, AKi IpUIMalTs ATOpBaKop®.

BapgapuH. ATopBakop® He YHHMB KIIiHIYHO 3HAUYILO]I il Ha IPOTPOMOIHOBHIA Yac IpH
3aCTOCYyBaHHI MallieHTaM, sIKi OTPEMYBaJid JOBrOTPUBAJIE JTiKyBaHHS BaphapuHOM.

KosxiuuHx. ITpyr ogHOYaCHOMY 3aCTOCYBaHHI aTOPBACTATUHY 3 KOJIXIIIMHOM IIOBIIOMIIAIOCS
IIPO BUIIQKK MiomaTii, B TOMy 4uci pabmomionisy, ToMy citifg 3 06epexkHiCTIO Mpu3HavYaTh
aTopBacCTaTUH 3 KOJIXIIUHOM.

LanmomiuuH. [ToBimoMnsnocs Mpo BUMIafiKX MiomarTii Ta/a6o pabmoMioni3y npu ogHOYaCHOMY
3acTocyBaHHi iHTri0iTOpiB 'MI-K0A-enyKTa3u (HampuKial, aTOpBacTaTHUHY) 3 JalTOMII[IHOM.
K10 OMHOYACHOTO 3aCTOCYBAHHS He MOXHA YHUKHYTU, PEKOMEHYETLCS IPOBOLUTHI
BiOMOBimHUY KIiHIYHUN MOHITOPHUHT (OUB. po3main «OcoOMMBOCTI 3aCTOCYBAHHS»).

IHWi nikapcwki 3acobu. KmiHiui mOCIifKeHHs T0Ka3a/H, 10 ONHOYaCHe 3aCTOCYBAHHA
aTOpBaCTaTUHY i riMOTEH3UBHUX IIpelapariB Ta M0r0 3aCTOCYBaHHS y NPOIECi eCTPOreH3aMiCHOL
Teparil He CyIIPOBOMXKYEThCS KIiHIYHO 3HaUUMUMHU 1obiuHuMu epekTamu. [locmigKeHb B3a€MOLIi 3
iHIITIMY JTiIKapCbKUMM 3aC00aMu He ITPOBOIUIIOCE.

Oco6.1ueocmi 3acmocyeaHHsi.
CKresnemHi M’A3u

Hapgxopmunu pigkicHi MOBigoMIIeHHS PO BUMIaAKXA pabooMiosi3y 3 ToCTpoi0 HUPKOBOIO HEAOCTATHICTIO
BHACJIIIOK Miorno6iHypil Ipu 3aCTOCYyBaHHI aTOpBaCTAaTUHY Ta iHIINX JTiKapChKUX 3aC00iB 1ILOTO
kyacy. HasiBHiCTh B aHaMHe3i nopyieHsb GYHKINI HUPOK Moxke 6yTu paKTOPOM PU3UKY PO3BUTKY
pabmomioni3y. Taki namieHT moTPe6yI0Th OilbIl PETEIBHOTO CIIOCTEPEKEHHS [JIST BUSIBIIEHHS
IopyIIeHb 3 60Ky CKeJIeTHUX M’S3iB.

ATopBacTaTuH, K 1 iHINII IpenapaTy IPyNu CTaTUHIB, IHOMI CIPUUYUHIOE MIOIATIO, 110
BU3HA4a€THCS 00IAMU ¥ M'g3ax abo cn1abKicTio M's13iB y IOEOHAHH] 3 MigBUIIIEHHIM
nmoka3HuKiB KpeatuHpochokinasu (KOK) y monan 10 pasiB Bullle BepXHbOI MeXi HOPMHU.
OpHo4YacHe 3aCTOCYBaHHS BUINUX 103 aTOPBAaCTaTUHY 3 IeBHUMH JIiIKapCbKUMU 3aco0aMy,
TaKUMU SK IUKIJIOCIOPHKH i moTyxkHi iHribitopu CYP3A4 (Hanmpuknag, KIapATPOMIlIKH,
iTpakoHa3on Ta iuribiTopu nporteas BIJI Ta Bipycy renatuty C), migBuiilye pusuk
MmiomaTii/pabmoMionisy.

Hapxomgunu pigKicHI MOBimOMIIEHHS IIPO BUIIaAKHU IMYHOJIOTIYHO OIIOCEPEAKOBAHOl HEKPOTUYHOL



miomnarii (IOHM) - ayToiMyHHOI MiomaTii, TOB’g3aH0l i3 3acTocyBaHHAM cTaTuHiB. IOHM
XapaKTepU3YETHCS TAKUMHU O3HAKAMHU: CIa0KiCTh MPOKCUMAIbHUX M'SI3iB Ta MiABUILNEHUN PiBEHb
KpeaTUHKiIHA3U Yy CUPOBATIi KPOBi, siKi 36epiraroThCst He3BaXKa4uy Ha MPUITUHEHHS JTiKyBaHHS
CcTaTMHaMM; M’si30Ba 0ioTICisl BUSIBIIsi€E HEKPOTUYHY MiomaTiio 6e3 3HaYHOTO 3allajieHHs; IPu
3aCTOCyBaHHI iMyHOCYIIpECUBHUX 3aC00iB CIIOCTEPIra€ThHCS MO3UTHBHA AWHAMIKA.

MoXNUBICTh PO3BUTKY Miomartii ctifi po3rnsigaTy y Oyab-sKOTo MallieHTa 3 Audy3HO0
Mmianriero, 6omicHicTIo a0 crmabkicTio M's13iB Ta/abo 3HauHUM migunieHHsM KOK. ITarienTam
CJIi TOPeKOMeHIyBaTh HETANHO IOBIIOMIISITH PO BUMagKu 0010 y M’s3ax, 00micHOCTi abo
cnabKoCTi M’g3iB HEBIOMOI €Tionorii, 0CO6IMBO SAKIIO 1Ie CYIPOBOAXKYETHCS BiTUyTTAM
He3[yXKaHHS ab0 migBUIIEHHSIM TeMIepaTypH, abo SKI0 CUMITOMU 3aXBOPIOBAHHS M’S3iB
36epiraThCs mic/s IPUIKHEHHS IPUIOMY JTiKapchkoro 3aco0y ATopsakop”. JIiKyBaHHS
IIpernapaToM CJIil MPUIUHUTY Y pa3i 3HauHoro miguiieHHs piBHsa KOK, giarHoctyBanHs abo
IiJ03PpU Ha MiomarTito.

Pu3uk miomatil mip yac 3acTocyBaHHS JTiKapChKUX 3aC06iB IIbOTO KJIaCy MigBUIIYETHCS IIPU
OHOYaCHOMY 3aCTOCYBaHHI nikapchbkux 3acobiB, 3a3HaveHux y Tabmumui 3. JIikapi, sgKi
PO3TIAAA0Th MOKIIMBICTE KOMGIHOBAHOI Teparmii npenapaToM ATOpPBaKop® Ta 6yab-TKuM i3 X
IpernapaTis, IOBUHHI PeTEIbHO 3BAXKUTH IIOTEHIIIMHI IIepeBary Ta PU3UKHU, a TAKOXK PETEJIHHO
CTEXKUTH 3a CTAHOM Ialli€HTIB [0f0 OyOb-IKUX CUMIITOMIB 6010, 00IiCHOCTI abo cnabkocCTi y
M’si3aX, 0COOIMBO MPOTSATOM ITOYATKOBUX MICAIIB Teparlii Ta MPOTITroM MepiofiB TUTPYBaHHS
no3u y 6ik 30inbIneHHsT Oyab-IKOTO 3 IpenapariB. CIlifg pO3TISIHYTHA MOXKJIUBICTh
3aCTOCYBaHHS HU3bKUX [TI0YATKOBUX Ta IMiATPUMYBAJIbHUX 103 aTOPBACTaTUHY [IPU
OJHOYACHOMY TIpUiiOMi 3 BUIIle3ragaHUMMU JTiKapChKUMU 3acobamu (OuB. po3min «B3aemonmis 3
iHIMMMY JTiKapChKUMHU 3ac00aMu Ta iHII BUOW B3a€EMOMil»). Y TaKUX CUTYallisiX MOXe
po3rnsimaTuch norpeba nepioguuHoro susHaveHHss KOK, ame HeMa€e rapanrii, 110 Takuu
MOHITOPHHT [AOIOMOXKeE 3arno0irTy BUlmagkaM TSKKOI Miomaril.

Tepamio npenapaToM ATOpBaKop® CIIif TAMYACOBO IPUIMHATH ab0 MOBHICTIO BifMIiHUTH OyIb-IKOMY
MAlliEHTY 3 TOCTPUM, CEPHO3HUM CTAHOM, II0 BKa3ye Ha PO3BUTOK Miomarii, abo 3a HasIBHOCTI
dakKTopa pU3UKYy PO3BUTKY HUPKOBOI HEJJOCTATHOCTI BHACIIIIOK pabnomionidy (HampuKiam, TAKKOi
rocTpoi iHgexiii, rinoTexsii, XipypriuHoi onepatiii, TpaBM#, TSXKKUX MeTab0TiYHNX, EHOOKPUHHUX Ta
€JIEKTPOJIITUYHUX PO3JIafiiB, @ TAKOK HEKOHTPOJIbOBAHUX CYLOM).

ITopyweHHsA pyHKUIT neviHKu

Bymno moka3aHo, II0 CTaTUHHY, 5K i AesKi iHMIi rimomimigeMiyni TepaneBTUYHI 3acobu,
IIOB’sI3aHi 3 BiIXUIEHHSAM Biff HOpMU 6i0XiMiuHUX MMOKa3HUKIB (QyHKIII nevinku. CTilike
nigBuieHHs (0inbIn HiXK y 3 pa3u BUIlle BEPXHLOI MexKi HOPMaJIbHOIO [lialla30HY, SKe
BUHUKJIO 2 pa3u abo GinbIle) piBHS CHPOBATKOBUX TpaHCaMiHa3 croctepiranocs y 0,7 %
ITalll€HTIB, IKi OTPUMYBAJIM aTOPBACTATHH IIiJl Yac KJIIHIYHUX OOCHiAXKeHb., HacToTa BUIIafKiB
IIMX BigxuieHsb Big HopMu ctaHoBuia 0,2 %, 0,2 %, 0,6 % ta 2,3 % gng go3 npenapaty 10 mr,
20 mr, 40 Mr Ta 80 Mr BigmoBigHO.

ITig yac KIiHIYHUX OOCIiAXKeHb [IpeliapaTy B OOHOTO MallieHTa PO3BUHYJIACS KOBTSAHULIA.
[TigBuiieHi moka3HUKYN QyHKITIOHanbHUX P00 nmedinku (OIII]) y iHmux namieHTiB He Oynu
IIOB’sI3aHi 3 KOBTSIHUIIEIO 200 iHIIMMHY KITiHIYHUMH CUMIITOMaMu. [1icist 3MeHIIIeHHS 003Y,
TIepepBU Y 3aCTOCYBaHHI IpenapaTy ado MpUIMHEHHS HOT0 3aCTOCYBaHHS PiBHI TpaHCaMiHas3
IIOBEPTAJIUCS OO PiBHIB Iepeq IiKyBaHHSIM ab0 MpuOIM3HO A0 LUX PiBHIB 0€3 HEraTUBHUX



HacmigkiB. 18 i3 30 namieHTiB 3i CTiMKUM nifgBUILeHHAM ToKa3HUKIB OIIIT mpogoBxKyBanu
3aCTOCYBaHHS aTOPBACTATHHY Y MEHIIINX N03aX.

Tleper MOYaTKOM 3aCTOCYBaHHS JIIKAPCHKOTro 3aco0y ATopBakop® PEKOMEHAYEThCS OTPUMATH
pe3ynbTaTy aHasli3iB IOKa3HUKIB (ePMEHTIB MeYiHKU Ta poOUTH aHalli3X MOBTOPHO Y pasi
KJIiHiYHOI moTpebu. Hagxomunu pigKicHi mocTpeecTpalliliHi TOBiqOMIIEHHS IIPO BUIIAOKU
JeTaJIbHOI Ta HeJleTalbHOI TeYiHKOBOI HEOOCTATHOCTI y MAIli€HTIB, SIKi MpHUiMany mpernapaTu
TPy CTATUHIB, Y TOMY YHUCJIi aTOPBacTaTUH. Y pa3i Cepruo3HOr0 ypaKeHHs IIeYiHKY 3
KJTIHIYHMMY CHUMIITOMaMu Ta/abo rimepObinipybiHeMieto ab0 KOBTSHUIIEIO IIifT Yac
3aCTOCYBaHHA IIpenapaTy ATopBakop® HeoOXigHO HerailHO IPUIKHUTH JTiKyBaHHA. AKIIO He
BHM3HAYeHO aJbTePHATUBHOI €Ti0JOTil, He CJIifi TOBTOPHO PO3MOYMHATH JIiIKyBaHHS
IpernapaToM.

Atopakop” CIIifl 3 00epPeXHICTIO IPU3HAYATH Mal[i€HTaM, SKi 3JI0BXKHUBAITE aJIKOr0JIeM
Ta/abo MaloTh B aHaMHe3i 3aXBOPIOBaHHS MediHKH. JIikapchKul 3acib MpOTUIIOKa3aHUM IIpu
aKTUBHOMY 3aXBOPIOBaHHI Me4YiHKX ab0 CTiKOMY MiABUINIEHH] PiBHSA Ie4YiHKOBUX
TpaHcaMiHa3 HeBifoMo1 eTionoril (ouB. po3min «IIpoTunoka3aHHg»).

EHOOKpUHHA (pyHKUiA

[ToBigommnsinocs mpo migBuilieHHs piBHS HbAlc Ta KoHIIeHTpallil I'TI0OKO3X B CHPOBATIIi HATIIe
IIpU 3acToCyBaHHI iHTibiTOpiB 'MI-K0OA-pemykTasu, B TOMY YKCIIi i aTOPBACTaTUHY.

CTaTuHU MepelKoaXKaloTh CUHTE3Y X0JIECTEPUHY Ta TEOPETUYHO MOXKYTh 0CIa0IATH
CeKpeliio HamHUPKOBO3aJI03HUX Ta/abo TroHagHUX cTepoiniB. KmiHiuHi mocmimgxeHHs
TI0Ka3asH, 1110 aTOpBaCTaTHH He 3HUXKYE 0a3abHy KOHIIEHTpAIlilo KOPTU30JTy IJIa3MU Ta He
IIOPYIIY€E afpeHaloBUi pe3epB. BIjiuB CTaTHUHIB Ha 3allJIigHIOBAJIbHY 30aTHICTh CIIEPMU HE
IOCIIIOXKYBaBCs y HOCTaTHLOI KiTbKOCTI MallieHTiB. HeBimoMo, SKUM YMHOM IIpenapar
BIIUBAE 1 YU B3arajil BIIJINBA€ Ha CUCTEMY «CTaTeBl 3aJI03U - rinmodis - rimoramamyc» y XkiHOK
y mepenMeHomnay3uui nepion. Cnig 6yt 06epekHUM MIPKU OMHOYACHOMY 3aCTOCYBaHHi JIiIKapChKOTO
3aco0y Ipynu CTaTUHIB 3 TiKapChKUMU 3ac00aMu, SKi MOXKYTh 3HUKYBAaTU piBeHb a00 aKTUBHICTh
E€HIOOTeHHUX CTEPOITHUX TOPMOHIB, TAKUMU K KETOKOHA30J1, CIIIPOHOJIAKTOH Ta IUMETHUIUH.

3acmocysaHHs nauieHmMam 3 HewW,00a8HiMu sunadkamu iHcyabmy abo mpaH3umMopHoOi iwemiyHoi
amaku

ITpu post-hoc ananisi gocnigxenus SPARCL (Stroke Prevention by Aggressive Reduction in
Cholesterol Levels/3anobiranss iHCyIbTy IUIIXOM Pi3KOT'0 3MEHIIIEHHS PiBHSA X0JIECTEPUHY), i 4ac
STKOTO aTopBacTaTHH y Ho3i 80 Mr Ha nmpoTtuBary mianebo 3acrocoByBanu 4731 mairieHTy 6e3
imemiyHOI XBOpoOU cepls, SIKi Maju B aHaMHe3i BUMaIKU iHCYIbTY a00 TPaH3UTOPHOI iMmemiuHol
aTaky MPOTSIrOM IIOIepenHix 6 MicsIliB, crocTepiranacs 6inbIa YacTOTa BUMIAAKIB TeMOParivHoro
IHCY/IBTY y TPYIIi NaLli€eHTiB, SKi OTPUMYBaJIM aTOPBACTaTUH y [03i 80 MI ITOPiBHSAHO 3 TPYIIOI0
nnane6o (55 Bunapkis, 2,3 % y rpyli aTopBacTaTUHy MOPiBHSAHO 3 33 Bunagkamu, 1,4 % y rpymi
nmnane6o; CP: 1,68, 95 % [I: 1,09, 2,59; p=0,0168). YacToTa BUMlagKiB 1€TaJIbHOI'0 TEMOPATriYHOTO
iHcynbpTy Gyna nmopmi6HOIO B ycix rpynax nikyBaHHs (17 Ta 18 g rpyn aTopBacTaTUHY Ta Iiaie6o
BifnmoBinHO). YacToTa BUNAOKiB HeJleTaIbHOT0 TeMOpariyHoro iHCynbTy Oyja 3HaYyHO BUIOI0 Y IPYIIi
NallieHTiB, sIKi oTpuMyBanu aTopBactaTul (38, 1,6 %), mopiBHSHO 3 rpymnoio mianebo (16, 0,7 %).
[lesKi MOYaTKOBI XapakKTEPUCTUKH, Y TOMY YHUCJIl HaABHICTh BUIIaAKIB reMOPariYyHoro Ta JakKyHapHOr'o
IHCY/IBTY Mif YacC BKJIIOUEHHS [0 OOCIIIXEeHHS, aCOL[il0Ba/IMCS 3 BUILIOK YaCTOTOX BUIIA[IKIB
reMOopariyHoro iHCY/IbTY y TPYIIi MalieHTiB, AKi OTPUMYyBaIu aTOpBAacTaTHH (OuB. po3fain «I[To6iuHi



peaxirii»).

Cepen 39828 malieHTiB, SKi OTpUMyBaIi aTOPBACTATHH Y KITiHIYHUX AOCHigKeHHAX, 15813
(40 %) martienTiB 6ynu BikoM Bif 65 pokiB, a 2800 (7 %) marrienTiB Oynmu BikoM Bim 75 poKiB.
He cmocTepiranmocst xK0qHOI 3arajbHOI BiTMiHHOCTI ¥ Oe3meni Ta e(eKTUBHOCTI pemnapaTy
MiXK IIUMU TalliEHTaMX Ta MOJIOAIIMMH TlalliEHTaMM, TaK caMo, SIK He OyJI0 3apeeCcTPOBaHO
JKOOHUX BiIMIHHOCTEH Y BIAIOBifi Ha JIIKyBaHHSA MiX MallieHTaMU JIITHBOTO BiKy Ta
MOJIOIIMMHY TTalliEHTaMU 3TiAHO 3 IHIIMM KJIIHIYHUM [O0CBilOM, IPOTE He MOXKHA BUKIIIOYATH
OiNbIIly YYTIHUBICTh OESKUX CTApIIUX MalieHTiB. OCKiNbKY MallieHTH BiKOM Bif 65 pOKiB
CXUJIBHI [0 MiomaTii, CTifi 3 06epeXHiCTI0 Ipu3HaYaTu iM ATopBakop® .

ITeuiHkosa HedocmamHicmb

Atopsakop” IPOTUIOKA3aHMIA NaljicATaM 3 aKTUBHUMHY 3aXBOPIOBAHHSIMHY II€YiHKH, BKIIOYHO
3i CTIMKKUM MiABUIIIEHHSM PiBHS IeYiHKOBUX TpaHCcaMiHa3 HEBilOMOI eTioorii (IuB. po3minu
«®apMaKoIOTiyHi BMaCTUBOCTI» 1 «[IpOTUIIOKA3aHHS»).

Llo noyamky aiKy8aHHA

ATtopBacTaTuH cilif 3 00epekHICTIO MpU3HavYaTH MallieHTaM 3i CXUJIbHICTIO 0 PO3BUTKY
pabpmoMionisy. [lo mo4YaTKy JiKyBaHHS CTaTUHAMH y MAI[iEHTIB, CXUJIBHUX 10 PO3BUTKY
pabpmoMionisy, ciifg Bu3HavyaTH piBeHb KpeaTuHKiHa3u (KK) mpu:

- MOpyILIeHHi QYHKIIil HUPOK;

rimo¢yHKIIi1 MUTOBUAHOL 3aJ103H;
- CIIaJKOBHMX PO3JIaflaXx M’sI30BOI CUCTEMHU Y CiMeiiHOMY a60 0COOMCTOMY aHaMHe3i;

- nepeHeCeHrux Y MUHYJIOMY BUIIQIKaX TOKCHYHOI'O BIUIMBY CTATHHIB abo ¢iOpaTiB Ha
M’SI3U;

- IepeHeceHuX Y MUHYJIOMY 3aXBOPIOBaHHSX MeUiHKY Ta/ab0 37T0BXKUBaHHI aJTKOTOJIEM.

Iyt allieHTiB JTiTHBHOTO BiKYy (BikoM Bifi 70 pOKiB) HEOOXigHICTh TPOBENEHHS O3HAYEHUX
3aXO0[iB CJIif OI[iHIOBATH 3 ypaxXyBaHHSIM HaAsIBHOCTI iHINX ()AaKTOPiB CXUIBHOCTI OO PO3BUTKY
pabmgomiorizy.

[TimBuIeHHS PiBHS JTiIKapchKOTO 3aco0y y Ij1a3Mi KpOBi MOXKIIMBE, 30KpeMa, y pa3i B3aeMofil
(muB. po3min «B3aemois 3 iHIIMMK JTiIKapCchbKUMK 3ac00aMu Ta iHIII BUOU B3a€MOMiN») Ta y
pasi 3acTocyBaHHS 0COOIMBUM IIOMYJIAIiAM MAIliEHTIB, Y TOMY YKCIIi HallieHTam 3i
CIIaIKOBUMU XBOPOOaMHU.

Y Takux BUIlagKax PEKOMEH0BAHO OIiHIOBATH CITiBBiTHOINEHHS PU3UKIB Ta MOXKIHBOI
KOPHCTI Bifi TIKyBaHHS Ta IIPOBOOUTU KJIIHIYHUY MOHITOPUHT CTaHY IALi€HTIB. AKIIO OO
II04YaTKy JiKyBaHHS piBeHb KK 3HaYHO MifBUIlleHUY ([I€PEBULLYE BEPXHIO MEXY HOPMU
(BMH) 6inpi HiXK y 5 pa3iB), MTiKyBaHHS IIOYMUHATHU HE CIIif.

BumiprosaHHA piBHA KpedmuHKiHA3U




PiBeHb KpeaTHHKiIHA3M He CJIiJl BU3HAYATH ITiCJIg iHTEHCUBHUX (Qi3WYHUX HaBaHTaXKeHb abo
3a HasIBHOCTi Oy[Ib-IKWX MOXKJIMBUX allbTePHATUBHUX MPUUKH IigBuilieHHs piBHg KK,
OCKiJIbKY IIe MOXKe YCKJIafHUTHU PO3MU(pPyBaHHS pPe3y/IbTaTiB. SKII0 HAa BUXiIIHOMY piBHi
croctepiraeTthcsl 3HauyHe migBuiieHHS KK (nmepesummenus BMH 6inbi HiXk y 5 pasis), To uepe3 5-7
[HiB HeoOXigHO TPOBECTH MOBTOPHE BU3HAUEHHS /IS MiATBEPHAXKEHHS pPe3yIbTaTy.

I1i0 yac aikyeaHHA

[TauieHTH TOBUHHI 3HATH PO HEOOXigHICTh HeTalHO IMOBIJOMIISITH ITPO PO3BUTOK 600 y M's3aX,
CcymoM 4m ci1abKoCTi, 0cOOIMBO KOJIM BOHU CYIIPOBOMXKYIOTHCS He3OyKaHHSAM a00 rapsdkoio.

Y pasi mosiBu IUX CUMIITOMIB IIiff Yac JIiKyBaHHS aTOPBACTaTUHOM He0OXifmHO BU3HaYuTH piBeHs KK y
nporo nauienTa. fAxmo piBens KK 3HayHo migBuiienuit (nepesumnye BMH 6inbin Hixk y 5 pasis),
JIIKYBaHHS CJIiI IPUIUHUTH.

HOLinbHICTh IPUNIUHEHHS JIIKyBaHHS CJIiJ] TAaKOXK PO3TJISHYTH, SKIIO HigBuilleHHs piBHA KK He csrae
' ITUKPATHOTO nepeButnerHss BMH, ane cumntoMu 3 60Ky M’s13iB MalOTh TSXKKUU XapakTep Ta
IIOJIEHHO CTal0Th IPUUYUHOI HEIIPUEMHUX BiTUYTTiB.

[Ticns 3HUKHEHHS CHMIITOMIB Ta HopMauti3arnil piBHsI KK MOkHa pO3TISHYTA MOXKJIUBICTE
BiIHOBJIEHHS JIIKyBaHHS aTOpPBaCTaTHHOM ab0 IOYaTKy JiKyBaHHS albTePHATUBHUM CTAaTHHOM 3a
YMOBU 3aCTOCYBaHHS MiHiMaIbHOI MOXKJIMBOI JO3U JTiKapChKOro 3aco0y Ta PeTeIbHOr0 Harany 3a
CTaHOM IIallieHTa.

JIikyBaHHSI aTOpPBAaCTaTHHOM HEOOXiqHO MPUIIMHUTH, SKIIO CIIOCTEPIraEThCS KIIHIYHO 3HAUYIIE
nigsuieHHs piBHsA KK (mepesuinenHs BMH 6inbir #Hix y 10 pasis) abo y pa3i BCTaHOBNIeHHS [iarHO3Y
pabmomioni3y (abo mimo3pu Ha PO3BUTOK PabooMioni3y).

OdHouacHe 3acmOCy8AHHA 3 IHWUMU AiKAPCbKUMU 3dcobamu

Pu3uK po3BUTKY pabooMioni3y migBUIIYETLCS IPU OOQHOYACHOMY 3aCTOCYBaHHi
aTopBaCTaTUHY 3 AEIKUMH JIiIKapChbKUMHU 3ac00aMH, 110 MOXKYTh 30iJIbIIUTHA KOHI[EHTPALlil0
aTOpBACTATHHY Y MJ1a3Mi KpoBi. [IpuKIagamMu TakKuX AiKapChbKUX 3aC00iB MOXKYThL OyTH
noTyxHi iHri6iTopu CYP3A4 a6o TpaHCIIOPTHUX OiNKiB: IIUKIOCIIOPUH, TETITPOMILINH,
KJIaPUTPOMILIVH, OelaBipAyuH, CTUPUIIEHTOJI, KETOKOHA30J1, BOPUKOHA30J1, iTpaKOHa30171,
TI0CaKOHAa30J1, 1eTepMOBip Ta iHribiTopu mpoteas BIJI, y ToMy unci puTOHaBIp, JI0MiHAaBIp,
aTta3aHaBip, iHAUHAaBIP, HapyHaBip. [Ipy ogHOYAaCHOMY 3aCTOCYBaHHI 3 reM(}iOpo3uiIoM Ta
iHIMUMY oXigHUMU (HiOPO€EBOI KUCIOTH, OOIETIPEBIPOM, epUTPOMIIIHHOM, HIiAl[MHOM Ta
e3etumMibom, TeanpeBipoM abo 3 KoMOiHAIlE€IO TeIanpPeBip/PUTOHABIP TAKOXK 3POCTAE PUIUK
BAHUKHEHHS MiomarTii. K110 MOXKJIKMBO, CJIifi 32aCTOCOBYBAaTH iHIIII TiKapchKi 3acobu (1110 He
B3a€EMOIiIOTh 3 aTOPBACTaTHHOM) 3aMiCTh BUIIe3TaJaHUX.

A0 HeoOXiIHO TPOBOAUTY OfHOYACHE JTiKyBaHHS aTOPBAaCTaTHHOM Ta 3raflaHuMU
IIpernapaTaMy, IOTPiOHO peTeNTbHO 3BaXKUTU KOPUCTh Ta PU3UKU Bil TAKOTO JIIKyBaHHS. SKII0
NaliE€HTH TPUIMAaIOTh JIIKapChKi 3aco6u, IO MiABUIITYIOTh KOHIIEHTPAIli0 aTOPBAaCTATUHY B I1JIa3Mi
KDPOBi, PEKOMEHAYEThCS 3HUXKYBATU A0O3y aTOpBaCcTaTUHY OO MiHiManbHOL. KpiMm Toro, y pasi
3aCTOCYBaHHS NOTykHUX iHTi6iTOpiB CYP3A4 Ciif pOo3risiHyTH MOXKJIUBICTH 3aCTOCYBaHHS MEHIIIOI
II0YaTKOBOL 03U aTOPBACTATUHY. TaK0K PEKOMEHAYETHCS IPOBOOUTY HaIeKHUH KITiIHIYHUN
MOHITOPUHT CTaHy LIUX MaLli€HTIB.

ATOpBaCTaTUH He MOXKHa MPU3HAYATH OTHOYACHO 3 Py3UIOBOI0 KUCIIOTO, SIKY 3aCTOCOBYIOTh



cucTeMHO, ab0 BIPOJOBXK 7 [HIB MiC/Is IPUNUHEHHS JiKyBaHHS (Py3UA0BOIO KUCIOTOH. [TarienTam,
SAKHM CUCTEMHE 3aCTOCYBAHHSA (1)}/‘31/1]10301 KHCJIOTH BBaZKa€ThCA Heo6Xi)Z[HI/IM, J'IiKy'BaHHH CTaTHHaMU
CJIi[l IPU3YIMHUTH Ha BeCh NIePiof 3aCTOCYyBaHHS (Py3UI0BOI KACIIOTH. Y MAI€HTIB, IKi OTPUMyBaIu
Gby3umoBy KUCIOTY Ta CTaTHHU y KoMOiHalril, Oy 3apeecTpoBaHi Buagku pabmomiosidy, B ToMy
yKCIi eTanbHi (IuB. po3min «B3aeMomis 3 iHIIMME JTiKapChbKUMHU 3aco0aMu Ta iHIII BUOM
B3aeMofiii»). [1amieHTy i peKoOMeHOyBaTh HETalHO 3BEPTATUCS 3a MEAUYHOIO JOIIOMOT 00
y pa3i BUHUKHEHHS OyAb-SKUX CUMIITOMIB c1abkKocTi, 00110 abo 601iCHOL YyT/IUBOCTI y
M’s13aX.

Tepamito cTaTuHaMM MOXKHA MMPOJIOBXKUTH Yepe3 7 MHIB ITiCIsg OTPHMaHHS OCTaHHBOI 103U
Gy3unoBOi KUCIIOTH.

3a BUHSITKOBUX 00CTaBHH, KOJIY MOTPiOHE JOBrOCTPOKOBE CUCTEMHE 3aCTOCYBaHHA (y3UI0BOL
KMCJIOTY, HaIPUKIIaM OIS JTIKyBaHHS TAXKKUX iHPEKIIi, HeoOXiTHICTh OMHOYACHOTO
3aCTOCYBaHHA IpenapaTy ATopBakop® Ta Qpy3ugoBOi KACIIOTH CIIif PO3TTISNATH TUIbKY B
IHOVBINyaJIbHOMY IIOPSAAKY Ta 3MIMCHIOBATHU IIif peTeJIbHUM HarIsnoM JliKaps.

[HTepcTHUIliaibHa XBopoOa JIereHiB

[Tig yac nmiKyBaHHS JesIKMMU CTaTHHAMHU (0COOJIMBO IIif Yac TPUBAJIOTO JTiKyBaHHS) OyIu
OTMcaHi BUHSATKOBI BUTIAJKU PO3BUTKY iHTEPCTUIlANIbHOI XBOpOoOU JiereHiB. [0 IPOSBIB i€l
XBOPOOM MOXKHA BifHECTH 3aQUIIKy, HEIIPOOYKTHBHUM Kallle/lb Ta 3arajibHe IOTipIIeHHs
CaMOIO4YyTTS (CTOMIIOBaHICTh, 3HUKEHHS MacCH Tijla Ta rapsdka). Y pa3i BUHUKHEHHS MiI03pu
Ha iHTepcTuUllianbHy XBOpoOy JIeTeHiB CIIil IPUNIUHUTH JTiKyBaHHS CTaTUHAMU.

HanoBHIOBaui

Io cknamy mpemaparty ATopBakop® BXOOUTh JIAKTO3a. Y pa3i BCTAHOBIEHHS HEIIEPEHOCUMOCTI
IesiKuX IYKPiB HeoOXiqHO MPOKOHCYIBTYBATUCS 3 JIiKapeM, IepI HiXK MPUNAMaTH el TiKapChbKui
3acio.

JlikapchKuit 3aci6 ATopsakop® MiCTUTh MeHIe 1 MMOJb/I03y HATPi0, TOOGTO TPAKTUYHO
BIIbHUM Bifl HATPIO.

Tepanis ninigomonudikyBanbHUMYU mpenapaTaMy IOBUHHA OYTH OJHUM 3i CKJIafOBUX KOMIIOHEHTIB
KOMIIJIEKCHOI Tepaltil AJd MallieHTiB 31 3HaYHO MiABUIIEHUM PU3UKOM PO3BUTKY aT€POCKIEPOTUYHUX
3aXBOpIOBaHb CYOVH 4Yepes rinepxosecTepuHeMin. MegukaMeHTO3Ha Tepallisi peKOMEHOYEThCS IK
IOIIOBHEHHS [0 Ai€TH, KOJU pPe3ybTaTy Bifl JOTPUMAaHHS Ai€TH, 110 00MeXKYy€e CIIOKUBaHHS
HaCHUYEeHUX XKUPIB Ta X0JIeCTEPUHY, a TAKOXK Bifl 32CTOCYBaHHA IHIINX HEMEAUKAMEHTO3HUX 3aX0[iB
Oyno HepmocTaTHBO. [lanieHTam 3 imemiuHo0 XBopoOOoIo cepllst abo 3 geKinbKkoMa GpakTopaMu PU3UKY
PO3BHUTKY illleMi4HOI XBOPOGHU Ceplisl IpuitoM mpenapaTy ATOPBAKOP® MOXKHA PO3IOYaTH OTHOYACHO
3 JOTPUMaHHSM [i€TH.

Pusuk Mmiomnarii Ta/a6o pabmoMionisy MozKe MigBUINYBATUCS IIPU OGHOYACHOMY 3aCTOCYBaHHi
inribiTropie 'MI'-KoA-penykra3u (Halpukiaj, aTOpPBaCTaTUHY) Ta OANTOMIIIMHY (OUB. PO3MiN
«B3aemogis 3 iHIIUMY JTiIKapCbKUMHU 3aco0aMu Ta iHII BUAX B3a€MOfin»). CIlifi pO3TIsSHYTH
MOKJIMBICTh TUMYaCOBOT0 IPU3YIMHEHHS 3aCTOCYBaHHS JiKapChKOro 3aco6y ATopsakop”
malieHTaM, IKi 3aCTOCOBYIOTh HAIITOMIIIMH, SIKIIO TiTbKKA KOPUCTH Bifl OMHOYACHOT'O
3aCTOCYBaHHS He IIepeBaXKa€ PU3MUK. fAKINO OQHOYACHOI0 3aCTOCYBaHHA He MOXKHA
YHUKHYTH, CJIiJl KOHTPO/IIOBATU PiBeHb KpeaTUHKIHA3! 2-3 pa3u Ha TUXK[EHb, a MalliEHTH



IIOBUHHI epe0OyBaTH MiJ PeTeIbHUM HarsA0oM [AJis BUSIBIEHHS OyOb-IKUX 03HaK ab0 CUMIITOMIB, 1110
MOXKYTb CBiIUUTH IIPO MiomaTito.

ObmediceHHs 3dCmoCyB8aHHA

AtopBakop® He JOCIiIXKyBaIX 3a YMOB, KOJYM OCHOBHHMM BiIXUJIEHHSM Bifi HODMH 3 GOKY
ninonpoTeiniB 00 MifBUIIIEHHS PiBHS XimoMikpoHiB (Tunu I Ta V 3a Knacudikairieio
®penpikcoHa).

Y nmooguHOKUX BUNagKaX IMOBiMOMIISIOCS, 110 CTaTUHY iHAYKYIOTh «de novo» abo 3arocTpiooTh BxKe
icHylouy MiacTeHiio rpaBic abo ouHy MiacTeHito (ouB. po3gin «I1o6iuHy peakuiio»). V pasi
3aroCTPEeHHsS CUMIITOMIB CJIifi IPUIHHATY IIPUIAOM JiKapChKOro 3acoby Atopsakop®. [ToBimoMIsAIoCs
IIPO PEelUIKUBU IIPU IIOBTOPHOMY 3aCTOCYBaHHi TOro caMoro abo iHIIIoro CTaTHHY.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BazimHuicmo

AtopBakop® IPOTUIIOKA3aHU} BariTHUM KiHKaM, OCKiJIbKM He BCTaHOBJIeHa Oe3IeKa A0ro
3aCTOCYBaHHS BariTHUM i HeMa€ SBHOI KOPUCTI IPUKAOMY JTiMifO3HMKYBaIbHUX IIpPelapariB IIif 4ac
BariTHOCTi. Ockinbky iHribiTopu I'MI'-KoA-penyKTasu 3HUXKYIOTh CUHTE3 X0JIECTEePUHY Ta, MOXKJIUBO,

CUHTEe3 iHmuX 0i0/TOTiYHO aKTUBHUX PEUYOBUH, SKi € MOXiTHUMHU XOIECTEPUHY, ATopBaKop® MOXKe
IIKiIJIBO BIJIMBATH Ha ILTiM. IIpHUiioM JIiKapChKOT0 3ac00y Atopsakop® CIIifl MPUIHUHUTH, K
TUJIbKY BCTAHOBJIEHA BariTHICTE (IUB. po3nii «IIpoTUiOKa3aHHA»).

Po3paxyHKoBHUi (POHOBUY PHU3UK 3HAUYHUX BPOAKEHUX MallbpopMallii Ta BUKUIHIB [AJIS BKa3aHOL
ONyJsALil HeBigomuu. Y 3aranbHii nonynsiil CIIA po3paxyHKoBul (HOHOBUM PU3UK 3HAYHUX
BPOIKEHUX MalbGopMalliil Ta BUKUIHIB IIPH KIiHIYHO BU3HAHUX BaTiTHOCTSAX CTAHOBUTH 2-4 % Ta
15-20 % BigmoBigHO.

Konmpauenuis

Jlikapcekuii 3aci6 ATopsakop® MoXe 3aBfaBaTH IIKOMY IJIOAY P 3aCTOCYBaHHI BAriTHOI XiHKOI.
2KiHKM penpofyKTUBHOTO BiKy MaloTh OyTH mpoiHdopMoBaHi Tpo HEOOXimHICT epeKTUBHOI
KOHTpAIIeIIIil il Yac 3aCTOCyBaHHS HAHOT'O JIiKapChKOT0 3aC00y.

Kitigiudi gaHi

O6MmexeHi ony0mikoBaHi faHi o6cepBalliiHUX NOCIiIXKEeHb, MeTaaHali3iB Ta KIIiHIYHUX
BUIIAAKIiB IIOA0 3aCTOCYBAHHS aTOPBACTaTUHY KaJbIlil0 He TI0Ka3asld MiIBUIIEHOT0 PU3UKY
BUHUKHEHHST CepPHO3HUX BPOMKEeHUX Manb(opMalliit abo BUKU[IHIB.

Hagxomuny pigkicHI IOBimOMIIeHHS PO BPOMAXKEHI aHOMaJTil micis BHYTPIIIHbOYTPOOHOI
ekcno3utii iHmux iHribiropis 'MI'-KoA-penykTasu. I[IpocrieKTHBHE CIIOCTEPEKEHHS
npu6nu3Ho 100 BUMlaAKiB BariTHOCTEH Y XKiHOK, SIKi JTiKyBaluCs CUMBaCTaTUHOM abo
JIOBaCTaTAHOM, IT0KA3aJsio, [0 YaCTOTa BUMAKIB BPOAXKEHUX aHOMaJliil 11JI0fia, BUKUAHIB Ta
BHYTPIIIHLOYTPOOHUX CMePTEeH/MepPTBOHAPOIKEHD He TTEPeBUIIyBajla YaCTOTH, 0YiKyBaHOI
IJIs 3aranbHol nomynsuii. KinmbKicTh BUNIAAKIB € HOCTATHHOIO, 100 BUKITIOYUTH = 3—-4-KpaTHe
NiABUIIEHHS BPOAKEHUX aHOMaJlid pPO3BUTKY IIJI0fa MOPiBHAHO 3 (POHOBOIO 4acToTowo. Y 89 %



BariTHUX, 3a SKMMHU BeJIU [IPOCIEKTUBHE CIIOCTEPEXKEHHS, JIIKyBaHHS IIpernapaToM
PO3MOYMHAJIOCA OO0 BariTHOCTI Ta IPUIIMHSJIOCA IIif 4ac | TpuMecTpy Mmiciisa BUSABIEHHS
BariTHOCTI.

ITepiod 200ys8aHHA 2py0010

ATOpBaKOp® IPOTUIIOKA3aHU ITifl Yac rOfyBaHHS IPyaato. BimcyTHs iHpopMallig Ipo BIIUB
IIpenaparTy Ha DUTHHY, SKYy FOOYIOTh IPyanio, abo Ha NTakTalio. HeBigomo, uu mpoHUKae
aTopBaCTaTHH y TPyAHE MOJIOKO, OgHaK OyJi0 moKa3aHo, 110 iHIINuY JIiKapChKUM 3acib 11boro
KJlaCy MOTpaIlIsie y TPyAHe MOJIOKO; aTOpBaCTaTUH HasgiBHUU y MOJIOLI IypiB. OCKiIbKU
CTATUHU MOTEHIIIMHO 30aTHi CIPUUYMHUTH CEPHO3Hi HebaxkaHi peakilii y HEMOBIISIT, SKi
3HAXOOSATHCS Ha TPYAHOMY TOyBaHHi, XKiHKaM, fKi MoTpeOyIoTh JTiKyBaHHS IIpenapaToM

®

ATopBakop — , He CJIif roayBaTu I'PyAnio (ouB. po3nin «[IpoTunokasaHHI»).

30amuicmb eniueamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

Jlikapcbkui 3acib Mae qyzke He3HAYHMY BIIJIUB Ha IIBUAKICTH peakliil il yac KepyBaHHS
aBTOTPAHCIOPTOM a00 poOOTH 3 iHIMMMHU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHsi ma do3u.
I'inepainidemisa ma 3miwaHa ducainioemis

PekoMeHI0BaHa [109aTKOBa [03a IpenapaTy ATopBakop® cTaHOBUTE 10 Mr a6o 20 mr 1 pa3s
Ha mo0y. [I11s maIlieHTiB, sSKi moTpebyioTh 3HaYHOT0 3HMKeHHS piBHSA XC-JITTHII (Ginbm Hix
Ha 45 %), Tepariio MoxKHa po3MnoYrHaTH i3 mo3yBanHsg 40 Mr 1 pa3 Ha mo0y. [1030Bul
miama3oH mpemapaTy ATopBakop® 3HaXOmUTHCS Y Mexax Bif 10 Mr go 80 mr 1 pa3 Ha mo0y.
[TpemapaT MoXHa IPUUMATH Pa30BO0 03010 V OYOb-IKi TOOUHY He3aJIesKHO Bifl BXXHUBaHHS
1xi. TIo9aTKOBY Ta HifTPUMYyBa/IbHI 03K IpenapaTy ATopBakop® MifOupaTh
iHOUBigyaIbHO, 3aJIeKHO Bif MeTH JiKyBaHHS Ta Bigmosimi. ITicyis moyaTKy JiKyBaHHS Ta/ab0
MiCJIs TUTPYBaHHA [O3M IIpenapaTy ATopBakop® CIif IpoaHali3yBaTH PiBHi NiMifiB mpOTAToM
mepiony Bim 2 [0 4 TMXKHIB Ta BiATIOBITHMM YMHOM BiIKOPUTYBaTH A03Y.

I'emepo3uzomHa cimeliHa 2inepxosecmepuHemia y nauieHmie dumsavoz20 8iKy (8ikom 10 - 17 pokis)

PekoMeH[I0BaHa [109aTKOBa [03a IpenapaTy ATopBakop® CTaHOBUTEL 10 Mr Ha mo0y;
MaKCHMaJlbHa PeKOMeHIoBaHa fno3a - 20 Mr Ha go0y (0o3u mpemapary, o MePeBUIIyoTh
20 M, y I1il TPYIIi MallieHTiB He JocCTimKyBanucs). [103u IpenapaTy CIIif migdupaTu
iHOMBigyanbHO, BiATIOBIMHO 0O METH JIiKyBaHHS. KopuryBaHHs H03u MOTPiOHO IPOBOIUTH 3
inTepBanoM 4 TuxkHi abo GinbIe.

I'omo3u20mHa cimetiHa 2inepxoiecmepuHemis

Ilo3a npenapaTty ATopBakop® I HALi€HTIB 3 TOMO3UTOTHOI CIMEHHOI0



rimepxoJiecTepuHeMi€lo cTaHOBUTH Bif 10 Mr o 80 Mr Ha mo0y. ATopBakop® HeoOXifnHO
3aCTOCOBYBATH SIK JOIIOBHEHHS [0 iHIIKX TiMOMiMigeMidyHNX METOIB TiKyBaHHS (HallpPUKIaf,
adepes JIITHII) abo SAKIIO TimosinigeMiyHi MeTOAU JTiKyBaHHSA He JOCTYIIHi.

O0HouacHa zinosinidemiuHa mepanis

AtopBakop® MOXKHa 3aCTOCOBYBATH 3i CEKBECTpaHTaMH XOBYHUX KHCJIOT. KoMOiHa1io
inriditopis I'MI'-KoA-penykTa3u (ctaTusiB) Ta ¢ibpaTiB cif 3arajsoM 3aCTOCOBYBATH 3
00epexXHiCcTIO (OUB. Po3minu «B3aemopis 3 iHITMMY TiKapChbKAMU 3ac00aMu Ta iHII BUOK
B3aeMOfiit» i «OcoOIMBOCTI 3aCTOCYBaHHS»).

[lo3ysaHHA 044 nauieHmis i3 nopyweHHAMU PYHKUil HUPOK

3axXBOPIOBaHHS HUPOK He BIUIMBAIOThL Hi Ha KOHIEHTPALII0 JIiKapchkoro 3aco0y Atopsakop” y
y1a3Mi KpoBi, Hi Ha 3HUKeHHd piBHA XC-JIITHII, ToMy KOpUryBaHHS 403U JaHOTO
JiKapchKOro 3aco0y OJ1sl MAIliEHTIB i3 mopymeHHAME GYHKIIII HUPOK He MOoTpibHe (ouB.
po3ninu «PapMakokiHeTHKa» i «OCOOIUBOCTI 3aCTOCYBaHHI»).

[lo3ysanHA 014 nayienmis, AKI npuliMarmMsb UUKJAOCNOPUH, KAAPUMPOMIUUH, IMPpaKkoHA301,
/nemepmosip abo nesHi iHeibimopu npomeas

Crifl yHUKATH JiKyBaHHSA IpernapaToM ATOpPBakop® MAli€HTiB, SKi MPUAMAOTh HUKIIOCIOPUH a0
inribiTropu mportea3u BIJI (TunpaHaBip puToHaBip), abo iHribiTop mpoTeasu Bipycy rematuty C
riekanpesip mibpeHTacBip, abo 1eTEPMOBIpP IIPU OAHOYACHOMY 3aCTOCYBaHHI 3 IUKJIOCTIOPUHOM.
IManienTtam 3 BIJI, siKi npuiiMaioTh JI0MiHaBip pUTOHABIpP, ATOpBaKop® CIIif] 3aCTOCOBYBATH
HaWHMXKYid HeoOXimHil f03i. [TamienTam, SKi IpuiiMaioTh KJIapUTPOMIIIH, iTpaKoHa3011, enbacsip
rpa3onpesip, Ta narieHtam 3 BIJI, gki npuiiMaioTs y KoMOiHallil cakBiHaBip PUTOHABIpP, HapyHaBip
puToHaBip, hocamnpeHasip, pocamMnpeHaBip puToHaBip ab0 1eTEPMOBIP, TEPAIEBTUYHY [[03Y
npenapaTy ATopBakop® i 00MeKUTH [03010 20 MT, TAKOX PEKOMEHAYEThCS IPOBOMUTH HaleXHi
KJTiHiuHi 06CcTe:xkeHHs AJis 3a0e3MeYeHHsT 3aCTOCYBaHHS HaMeHI0l HeoOXiIHOI 103U IIpenapaTry
Atopsakop®. JIns IaIi€HTIB, AKi IpUiMaloTh iHTi6iTOp mpoTeasu BIJI Hendixapip, TiKyBaHHSA
npenapaToM ATopBakop® i 06MeXUTH 03010 [0 40 Mr. [Ipy CynyTHEOMY IpU3HAYeHHi
aTopBacTaTHHY 3 iHIIKMHU iHTi0iTOpaMu IIpoTea3 PeKOMEHOYEThCS MPOBEeHHS BifIIOBIIHUX
KJTiHIYHNX 00CTeXKeHb I1s1 3a0e3nedyeHHs 3aCTOCYBaHHS HalMeHIII01 He0O0XiAHOl f03H JIIKapChKOTO0
3aco0y Atopsakop® (IuB. po3[inu «B3aeMopid 3 iHIMMM JTiKapCLKUMH 3aco0aMy Ta iHIIi BUAH
B3aeMofii» i «OcoOMMBOCTi 3aCTOCYBAHHS»).

Himu.
I'emepo3u2omHa cimeliHa 2inepxosecmepuHemis

Besneka Ta epeKTUBHICTb 3aCTOCYBaHHS aTOpPBAaCTaTUHY BCTAHOBJIEH] A1 fAiTei BikoM Big 10
00 17 poKiB 3 reTepO3UTrOTHOIO CIMEMHOI0 TillepX0IeCTePUHEMIEI0 IK OOIIOBHEHHS [0 Oi€ETH
11 3HU2KEHHS 3arajibHOro xojiectepuny, piBHs JITTHII] Ta piBHg anosinonpoTeiny B, komu
ITiCJIST ageKBaTHOI CIIpoOu mieToTeparrii 3adikcoBaHO:

* xonectepud JIITHII = 190 mr/mn (4,91 mMonw/m) abo



* xonectepud JIITHII = 160 mr/on (4,14 mMonw/m) i

0 y ciMeliHOMY aHaMHe3i HasgBHa CiMelHa rinepxojiecTepruHeMis abo paHHi cepleBo-
CYOVHHI 3aXBOPIOBaHHA Y POOUYIB IepuIoro abo Apyroro cTyneHs abo

0 HasBHI gBa abo GinbIie iHIMKUX (aKTOPiB PU3UKY CEPIIEBO-CYOUHHUX 3aXBOPIOBAHb.
[TokazaHHS /1 3aCTOCYBaHHS aTOPBaCTaTUHY MiATBEPHAXKEHE Ha OCHOBI OCIIiAKEHD:

. [Tnane60-KOHTPONIbOBaHe KJTiHiYHE JOCHiI2KEeHHS TPUBAIICTIO 6 MiCSIIiB 3a y4acCTiO
187 xsonuiB Ta giBYaT micisg moYaTKy MeHcTpyaniu BikoM Bif 10 mo 17 pokis. IlanienTy, gxki
3aCTOCOBYBaJIM aTopBacTaTuH y mo3i 10 Mr a6o 20 Mr mIomHs, Majyd 3arajioM MomiOHuH
npodinsk moGiYHUX peakliliii MOPiBHSHO 3 NallieHTaMu, SIKi OTpUMYyBau Iaiebo. Y 1pomy
BY3bKOMY KOHTPOJIbOBAaHOMY [OCJIiI2KEHHI He OyJI0 BUSIBIEHO 3HAUYIIOTO BIIJIUBY
nikapchKoro 3aco0y Ha picT abo cTaTeBe M03piBaHHS XJI0MIIiB a0 Ha TPHUBAMICTh
MEHCTPYaJIbHOI0 LUKy Yy HiB4Yar.

. TpupiuHe BiIKpuTe HEKOHTPOJIbOBaHE JOCHIAXKEHHS 3a y4acTio 163 fiTer BIKOM Bif
10 go 15 pokiB 3 reTEPO3UTOTHOI CiIMEMHOIO TilepxonecTepuHeMicto, Il IKUX MigOupanu
I03Yy O OOCATHEHHS LiNboBOro piBHA xonectepuny JIITHII <130 mr/an (3,36 MMoIb/m).
Beamneka Ta e(eKTHBHICTb 3aCTOCYBaHHS aTOpPBacTaTUHY npu 3HUXKeHHI XC-JITTHII]
3a3BMYail BiOMOBigal0Th MOKa3HUKAM, AKi CIIOCTEPIraaucs y JOPOCIUX Malli€HTIB,
He3BaxXKayu Ha 00MexXeHHS IIJIaHy HEKOHTPOJIbOBAHOTO MOCIiIXKEHHS.

HeoOximHa KOHCYNbTallig AiBYAT IiCJIg I0YaTKy MEHCTPYallidl 1010 KOHTPAIeMIlil, IKIIO 1e
OOPEYHO OJIs HUX.

IToBrocTpoKoBoi e(heKTHBHOCTI Tepallii aTopBaCTaTUHOM, PO3II0YATOl B JUTUHCTBI I
3MEHIIIEHHS 3aXBOPIOBAHOCTI Ta CMEPTHOCTI Y JOPOCJIOMY Billi, HE BCTAHOBJIEHO.

Beamneka Ta e(eKTHBHICTD Tepallili aTOpBaCTaTUHOM He BCTAHOBJIEHA MIJIs [iTed BikoM mo 10 pokis
3 reTepPO3UT0THOI CIMEMHOIO rinepxoiecTepuHeMI€o.

I'omo3uz2zomHa cimetiHa 2inepxoiecmepuHemis

KniniuyHa eeKTHBHICTD IIpenapaTy y fo3ax go 80 mr Ha goOy npotsarom 1 poky Oyna oliHeHa
Yy HEKOHTPOJILOBAHOMY LOCIII[?KEHH] y Ialli€HTiB 3 TOMO3UT'OTHO CIMENHOI0
rinepxonecTepuHeMi€lo, 0o SKOro 0yJI0 BKIIIOYEHO 8 fmiTel.

ITepedo3yeaHHus.

CrenugiyHOro TiKyBaHHS MEpeo3yBaHHs IpenapaToM ATopBakop® HeMae. Y pasi mepemo3yBaHHs
nalieHTa MOTPiOHO JTiKyBaTH CUMIITOMAaTUYHO Ta IIPU HeOOXiMHOCTi BUKOPUCTOBYBATU
NiATPUMYyBaibHi 3axX0u. Yepe3 BUCOKUM CTYIiHb 3B’ sI3yBaHHS IIpenapary 3 OiTkaMu I1Jla3MHU KPOBi He
CITif OuiKyBaTH 3HAYHOro 30iNbIIeHHS KIipeHCy mpemnapaty ATopsakop® 3a JOIOMOI00 reMofiamiay.

ITobiuni peakuii.



Y 3B’43Ky 3 TUM, 10 KJIiHIUHI JOCTIgXXEHHS IPOBOAATLCS B YMOBAX, IKi KOJIMBAKTHCA Y IMUPOKUX
MeXax, YaCTOTY BUHUKHEeHHs He0axkaHUX PeakIlil, 110 CIIOCTePirarThCs il Yac KITiHIiYHIX
IOCTiIKeHb JIIKapChbKOT0 3aco0y, He MOXKHa 6e310cepeqHbo MOPIiBHIOBATH 3 IIOKA3HUKAMH,
OTPUMaHUMH IIiJ Yac KJTiHIYHUX JOCIIifIKeHb iHIIIOT0 MperapaTy, Ta BOHK MOXYTh He BijoOpazxkaTu
IIOKaQ3HUKM YaCTOTH, 110 CIIOCTEPIraeThCs y KITiHIUHIN IPaKTUII.

Y 6a3i manux nnane6o-KOHTPOJILOBAHOTO KITiHIYHOTO NOCTiAXKEHHST aTOpBacTaTUHY cepen 16066
naiieHTiB (8755 orpuMyBanu atopBacTaTyH Ta 7311 oTpumyBanu mianedo; BikoBul mianaszox 10-93
pokH, 39 % - xiHku; 91 % - eBponeoinHol pacH, 3 % - HeTPOifHOI pacH, 2 % - MOHTOJI0IgHOI pacu, 4
% - iH1I1i) 3 MefiaHoI0 JTiKyBaHHS, 110 CTaHOBUA 53 TUXKHI, 9,7 % mallieHTiB, SKi OTpUMyBaIu
aTtopBacTaTuH, Ta 9,5 % mallieHTiB, sSKi oTpUMyBasu I1ale6o0, IPUIUHUAIIN 3aCTOCYBAHHS IIpenapary
yepe3 noOiuyHi peakilii, He3alIekHO Biff TPUYMHHOTO 3B’I3KY 3 IpemapaToM. 3adikcoBaHO IT'STh
HaUMOIMUPEHINUX MOOIYHMX peakllill y malieHTiB, SKi OTpUMYyBaIu JIiKyBaHHS aTOPBACTaTUHOM, IO
IIPU3BOUIIY [0 IPUNIMHEHHS 3aCTOCYBaHH IIpenapaTty Ta TPaIJIS/IUCS 3 4aCTOTO, BUIIIOK, HiX Y
rpymi nnane6o: mianris (0,7 %), miapes (0,5 %), aynota (0,4 %), migBullleHHS PiBHS
anaxinaMinoTpancdepasu (AJIT) (0,4 %) Ta meuinkoBux pepmenTis (0,4 %).

Y narienTiB, SIKi 3aCTOCOBYBaJIXd aTOPBACTATHH Y M1alle60-KOHTPOIbOBAaHUX MOCIIIXKEHHAX (n=8755),
HaWyacTiule crocTepiranucs Taki mobiuHi peakiiii (4acToTa Bunagkis > 2 % Ta BUllle, HiX y rpyIi
nnane60), He3anexKHO Biff IPUYUHHOTO 3B’ 3KY: HazodapuHriT (8,3 %), aptpanris (6,9 %), miapes
(6,8 %), 6inb y KinmiBkax (6,0 %), iHdekIIii ceyoBUBigHUX IINSXiB (5,7 %).

Y Tabnuni 4 migcyMoBaHO YacTOTY KITiHIYHUX MOOIYHUX peakKIliil, He3aiexkHO Bifl MPUYUHHOTO
3B’3KY, 3aPEECTPOBAHUX y > 2 % MAlli€HTiB Ta 3 YaCTOTOIO BUIIOI0, HiXK y rpymi mnaiuebo, y
TIAllieHTIB, SIKi 3aCTOCOBYBa/IM aTopBacTaTuH (n=8755), 3a manumu 17 mane60-KOHTPOILOBAHUX
IOOCIIiIX€EHb.

Tabmnuig 4

Kniniuyni no6iuni peaxiiii, 1o BUHUKaNu y > 2 % Malli€HTiB, SKi 3aCTOCOBYBaId aTOPBACTAaTUH Y Oy/Ib-
SKill 1031 Ta 3 YaCTOTOIO BUIIOIO, HiXK y rpymi miaiebo, He3anexKHO Biff IPUYUHHOTO 3B’ SI3KY
(% mairieHTiB).

MoGiura peaxmis* Egg:ﬂa 10 mr, 20 mMr, 40wmr, 80 wmr, [Tnane6o,
n=87’55 n=3908 n=188 n=604 n=4055 n=7311
HazodapuHrit 8,3 12,9 5,3 7 4,2 8,2
Aprtparnris 6,9 8,9 11,7 10,6 4,3 6,5
Iiapes 6,8 7,3 6,4 14,1 5,2 6,3
Binp y KiHLiBKax 6 8,5 3,7 9,3 3,1 5,9
IH(l)eK.I_Ill Ce4YOBUBIOHUX 5,7 6,9 6,4 8 41 5.6
IIISXiB
Iucnemncis 4,7 5,9 3,2 6 3,3 4,3
Hypora 4 3,7 3,7 7,1 3,8 3,5
M’a30Bo-ckeneTHu# 0inp 3,8 5,2 3,2 51 2,3 3,6
M’s130Bi cna3Mu 3,6 4,6 4,8 5,1 2,4 3
Mianrisa 3,5 3,6 5,9 8,4 2,7 3,1
Be3connus 3 2,8 1,1 5,3 2,8 2,9
®apuHTOMapUHTeaIbHUN 23 3.9 1.6 28 0,7 2.1

Oinp



*Y > 2 % martieHTiB, SKi 3aCTOCOBYBaJI aTOPBACTaTHH y Oyab-gIKill 103i, 4acToTa MoO6iYHUX peaxiiil
Oyna Oinblne, HixK y Tpymi mamebo.

o inmumx mobiyHUX peakxilil, mpo sIKi MOBiTOMIISIOCS IIif Yac Mmi1anebo-KOHTPOILOBAHUX [OCITIIXKEHbD,
HajexXaTh:

3azanvHi nopyweHHA: BITUYTTSA He30yKaHH, MiPeKCid.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: IMITYHKOBO-KUIITKOBUM TUCKOMMOPT, BiTpUKKa, METEOPU3M,
TeIaTUT, X0JIeCTas.

3 60Ky ckesemHo-M’ 30801 cucmemu: M’I30BO-CKeIeTHHM Oilb, MigBHIIeHa BTOMIIIOBAHICTh
M’g3iB, 0inb y mmi, HabpsgKaHHA cyri006iB, TEHOAWHOMATIA (iHOOi yCK/TafHEHa PO3PUBOM
CYXOXKHUIIISA).

3 boxy memaboaiamy ma xapuyeaHHs: MiABUIIEHHS TPaHCaMiHa3, BIIXUJIEHHS Bil HOPMU
GbyHKITIOHaTbHUX P00 MeYiHKY, MigBUIIIeHHS PiBHS MyXKHOI ¢ocdaTasu y KPOBi, MiIBUIIEHHS
akTuBHOCTI K®K, rinepriikemis.

3 6oky Hepeosoi cucmemMu: XKaxXJIUBl CHOBUIIHHS.

3 60Ky duxaabHoi cucmemu: HOCOBa KPOBOTEYa.

3 6oky wkipu ma ii npudamkie: KPOIIUB THKA.

3 60Ky opeaHie 30py: HEYITKICTh 30PY, IOPYIIEHHS 30DY.

3 6oky opaaHis cayxy ma pigHosaezu: IIYM y ByXax.

3 6oky ceuocmamesoi cucmemu: JTEAKOLUTYPid.

3 6oky penpodykmueHoi cucmemu ma MO/A0YHUX 3d/103: TIHEKOMACTis.

YacToTy BUHMKHEHHS MOOIYHMX peaklli BU3HayalIu TaKuM 4uHOM: 4acto (>1/100, <1/10); HeyacTo
(>1/1000, <1/100); pimko (>1/10000, <1/1000); myxe pinko (<1/10000), yacToTa HEeBigoMa (He
IIifIsrae OIfiHIll 3a HassBHUMU JAHUMU).

3 60Ky Hepsosoi cucmemu: 4aCTO: TOJIOBHUM 0iflb; HEYACTO: 3allaMOPOYEHHS, ITapecTesis,
rimecTesis, IUCreB3is, aMHe3is; pigko: nepudepruyHa HEUPOIIATisA; YaCTOTa HEBiToOMa:
MiaCTeHis rpasic.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: YaCTO: 3alop; He4acTo: TaHKPeaTuT, OIII0BaHHS.

3 60Ky cKesemHo-M’ 30801 cucmemu ma Cnoay4yHoi mkaHuHu: 4acTo: 6inb y cyrinobax, 6inb y
CIIMHI; pifKo: MionaTisi, Mio3uT, paboMioi3, po3puUB M’s3a; AyXKe PiiKO: BOBYaKOBUM
CHAH[IPOM.

3aeanvHi nopyweHHs: He4acTO: acTeHis, 6inb y rpyasax, nepudepudHi HabpSIKHy,
CTOMJIIOBAHICTE.



ITopyweHHs memaboaizmy ma xap4yeaHHs: He4acTO: TiloraikeMis, 30iIbIIIeHHS MacH Tina,
aHOPEKCis.

3 60Ky neviHKu ma H#084HO20 Mixypa: OyXKe PigKo: MeYiHKOBA HEJOCTATHICTh.

3 60Ky WKipu ma cno/ayyHoi mKkaHuHu: HeYacTo: MIKipHi BUCUIIaHHS, CBepOiXK, anonernis; pigko:
AHTiOHEeBPOTUYHUM HAOPSK, OyIHO3HUYN AepMaTHUT (Y TOMY YHCII MyIbTH(QOPMHA epuTeMa),
cuagpoM CTiBeHCa — [[KOHCOHA, TOKCUYHUH emifepMalbHUN HeKPOJIi3, TiXeHoinHa peaxiris,
CIIpUYMHEHA JTiIKapChbKUM 3aC000M.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOi Kaimku ma cepedocmiHHA: 4acTo: 6ifib y ropii Ta
ropTaHi.

3 60Ky Kposi ma aimpamuyuHoi cucmemu: PifKO: TPOMOOIIUTOIEHiS.

3 60Ky cyOuH: pifKo: BACKYJIiT.

3 6oky iMyHHOT cucmemu: 4aCTO: aJiepriyHi peakilil; AyxKe pigko: aHadinakcis.

3 6oky opaaHie 30py: HEYACTO: 3aTyMaHEeHHS 30PY; YaCTOTa HeBiJjoMa: OYHa MiaCTeHid.

3MmiHu pe3yavmamie 1a60pamopHuUX aHai3ie: 9aCTO: BIIXUIIEHHS pPe3ynabTaTiB QYHKIIIOHATBHUX
po6 meuinku, migBuiieHHs akTUBHOCTI KO®K KpoBi; He4acTo: MO3UTUBHUM pPe3yIbTaT
aHaJli3y Ha BMICT JIEUKOLIUTIB y Cedi.

4K i npu 3acTtocyBaHHi iHmmuX iHribiTopiB 'MI'-KoA-penykrasu, y HalieHTiB, SKi IpuiManu
aTopBaCTaTUH, CIIOCTepirany MigBUILIeHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBaTKYU KpoBi. L1i 3MiHu
3a3Buyail Oynu cnabko BUpaXKeHUMH, TUMYaCOBUMY Ta He OTPeOyBany BTpydaHHs abo JTiKyBaHHS.
KriHiyHO 3HauyIe MigBUILleHHS aKTUBHOCTI TpaHCaMiHa3 CUPOBATKHU KPoBi (nepesullienHs BMH
6inbin HiXK y 3 pa3u) crnoctepiranu y 0,8 % mallieHTiB, SKi mpuiiMany aTopBacTaTtul. Lle migBuineHHs
MaJio [0303a/IeKHUM XapakTep Ta 0ys10 000POTHUM Y BCiX MaIli€HTIB.

Y 2,5 % nauieHTiB, gKi IpuMasy aTopBacTaTHH, CIOCcTepiranu 3pocTaHHs akTuBHOCTI KK cupoBaTku
KPOBI, 110 6inbil HiXK y 3 pa3u mepepuillyBana BMH. Lle 36iraeTbcs 3i CIoCTEPEKEHHSIMU ITPU
3acTocyBaHHi inmux inribiropis 'MI-KoA-penykTasu y mpotueci kininiuaux gocminxens. Y 0,4 %
TIAIiEHTIB, SIKi OTPUMYBaJI aTOPBACTATHH, CIIOCTEPIraBcs piBeHs, 110 nepeBuiiryBaB BMH 6inbi Hix
y 10 pasis.

[To6iuHi peaxiiil, IKi BUHUKIIY i Yac KIiHIYHUX JOCIiIXKeHb:
iHdeKIIii Ce40BUBIIHOTO TPAKTy, IyKPOBUil giabeT, iHCYIbT.

Y mocnigxenHi, ske Bkmtodano 10305 yyacHuKiB (BikoBuu miama3oH 40-80 pokis, 19 % XkiHOK;

94,6 % mpencTaBHUKIB €BPOIEOiAHOL pacH, 2,6 % IpencTaBHUKIB HEIPoigHOIL pacy, 1,5 % niBgeHHO-
a3iiCchKOTo moxomkeHHs Ta 1,3 % 3MillaHOTO MOXOAXKEHHS/IHIINX), SKi OTPUMYBAJIX JTiKyBaHHS
aTtopBacTaTAHOM y 1o3i 10 mr mopeHHO (n=>5 168) abo mnarebo (n=>5 137), mpodins Ge3neku Ta
IIepeHOCUMOCTi IpenapaTy y Malli€HTiB, AKi OTPUMYyBaIu aTOpBacTaTHH, OyB ITOPiBHIOBAHUM 3 TaKUM
y rpymi miane6o BIPOJOBXK MePiofy MO#anblIoro CIIOCTEPEekKEHHS 3 MeliaHOI0 TPUBAJIOCTi 3,3 POKY.

Y mocnigxeHHi, ke BKI04Yano 2838 maiieHTiB (y BikoBoMy Aiana3oHi 39-77 pokis, 32 % XiHOK;
94,3 % mpencTaBHUKIB €BponeoinHol pacy, 2,4 % miBmeHHO0-a3iiCcbKOT0 moxomxkeHHs, 2,3 % adpo-
KapuOChKOTo moxomxkeHHs Ta 1 % iHmmux) 3 nykpoBuM niabetom II Tumy, siki oTpuMyBaiu JTiKyBaHHS



aTopBacTaTUHOM y fo3i 10 Mr Ha goOy (n=1 428) abo mmanebo (n=1 410), He crocTepiranocs K0ogHOI
pi3HMII y 3aranbHil YacToTi HebGaxkaHUX peakliil abo cepio3HUX HebakaHUX Peakiliil MixK rpymnamu
JIIKyBaHHS BIIPOAOBXK I1€Pioy IOaIbIIOro CIIOCTEPEekKEHHS 3 MeiiaHOol0 TpuBaiocTi 3,9 poky. I1po
JKOOHI BUnagku pabmoMiontisy He MOBiIOMIISAIOCS.

Y mocnigxenHi, ske Bkmodano 10001 mamienTa (Bikopul miana3oH 29-78 pokis, 19 % xiHok; 94,1 %
IIpeCTaBHUKIB €BPOIEOINHOI pacH, 2,9 % mpencTaBHUKIB HerpoigHol pacy, 1,0 % npencTaBHUKIB
MOHT0JI0igHOI pacu Ta 2,0 % iHImuMX) 3 KIiHIYHO BUPAXKEHOIO iImeMiuHOI XBOPO0OOI0 cepls, sKi
OTpUMYyBau aTopBacTaTuH y 0o3i 10 mr Ha noby (n=5006) abo aTopBacTaTud y fo3i 80 Mr Ha m00y
(n=4995), cnocTtepiranucs 6inbin cepiio3ni HeOaXKaHi peakiil Ta BUIAAKK PUTHHEHHS
3aCTOCYBaHHS Ipemnapary uepe3 HeOaXaHi peakllil y Ipymi mallieHTiB, ki OTpUMyBaIu BUCOKI f03U
atopBactaTuny (92, 1,8 %; 497, 9,9 % BiAmOBiAHO), MOPIBHAHO 3 I'PYIIOIO MAIli€HTIB, AKi OTPUMYBaIX
HU3bKI 703U mpenaparty (69, 1,4 %; 404, 8,1 % BiANOBigHO), BIPOLOBXK II€PiOAY MOOAJIBIIOTO
CIIOCTepexkeHHA 3 MefliaHOI0 TpuBasocTi 4,9 poky. CTilKi migBullleHHS PiBHA TpaHcaMiHa3 (y 3 pa3u
abo Ginblile BUIlE BEPXHBOI MeXKi HOpMH, [IBidi BrrpomoBxk 4-10 mHiB) cnocTepiranucs y 62 (1,3 %)
0ci0, siKi oTpuMyBasnu atopBacTaTuH y 1o3i 80 mr ta y 9 (0,2 %) oci, siKi oTpuMyBaiu aTopBaCTaTUH
y mo3i 10 mr. ITigBumenns piBHiB KK (y 10 pa3iB abo 6GinbIle Bullle BepXHbOI MeXKi HOPMaIbHOTO
miama3ony) Oyau 3arajioM HU3bBKUMHU, ajie Oy/id BUIIMMHU y TPYIIi Malli€HTiB, SKi OTPUMYBaJId BUCOKI
no3u atopBactaTugy (13, 0,3 %), MOPiBHSAHO 3 TPYIOI0 NAIi€HTIB, [0 OTPUMYBAJIA HU3bKI

no3u atopBactaTugy (6, 0,1 %).

Y mocnigxeHHi, sKe BKiIo4dano 8888 mairieHTiB (y BikoBoMy Aiana3oHi 26—-80 pokis, 19 % XiHOK;

99,3 % npencTaBHUKIB €BporneoinHoi pacy, 0,4 % mpencTaBHUKIB MOHTO0M0IgHOI pacH, 0,3 %
IIpeiCTaBHUKIB HerpoigHoi pacu Ta 0,04 % iHIIMX), IKi OTPUMYyBaJU aToOpBacTaTUH Y 0o3i 80 mr/moby
(n=4439) abo cumBacTaTuH y 0o3i 20-40 Mr Ha o6y (n=4449), He crocTepiraaocs KOgHOI
BiIMiHHOCTI y 3arasbHiit 4acToTi HeOaxkaHUX peakiliit abo cepito3HUX HebaKaHUX peakIlii Mix
rpynaMH JIiKyBaHHS BIIPOOOBXK IEPiOAY IOAABIIOro CIIOCTePeXKeHHS 3 MeliaHOI0 TPUBAoCTi 4,8

DOKYy.

Y mocmigxenHi, ske BKmodano 4731 nmamienTta (BikoBuu giana3oH 21-92 poku, 40 % xinok; 93,3 %
IIpefiCTaBHUKIB €BporeoinHoi pacu, 3,0 % mpencTaBHUKIB HerpoigHoi pacu, 0,6 % mpencTaBHUKIB
MOHT0J10igHOI pacu Ta 3,1 % inimmx) 6e3 KIiHiYHO BUPaXKEHOI ilmeMiuHol XBOpoOu ceplis, aje 3
HasIBHICTIO B aHaMHe3i iHCynbTy abo TpaH3UTOPHOI imeMiyHoi aTaku (TIA) mpoTsroM momnepenHix 6
MicCs11iB, SIKi OTpUMYyBaiM aTopBacTaTuH y 703i 80 Mr (n=2365) abo manebo (n=2366), yIrpomoBK
Iepiony MOJabIIoro CIOCTEPEXKEHHS 3 MeiaH010 TpuBaiocCTi 4,9 poKy criocTepiraaacs BUllla
YacTOoTa BUNAJKIB CTIMKOTO MiIBUILIEHHS PiBHS MTe4YiHKOBUX TpaHcaMiHa3 (y 3 pa3u abo Oinbile Bullle
BEPXHBOI MeXKi HOpMHU [Bidi BIpomoBxK 4-10 [HIB) y rpymi Mali€HTiB, AKi OTPUMyBaIu aTOPBACTaTHH
(0,9 %), mopiBusiHO 3 rpymno miaredo (0,1 %). Bumagku migBuIlleHHs PiBHS KpeaTHHKIHA3H

(y 10 pasiB Bullle BepXHbOI Mexki HOpMU) Oy/IM PiOKiCHUMH, ajie CIIOCTePirajmucs yacrime y rpymi
nalienTiB, siki orpuMyBanu atopactaTut (0,1%), Hixk y rpyni mnarebo (0,0 %). Llykposuit giabet OyB
3apeecTpoBaHui 9K HeOaxkaHa peakiis y 144 maiienTis (6,1 %) rpynu, 1o oTpuMyBaa
aTtopBacTaTdH, Ta y 89 marieHTis (3,8 %) rpynu mnamebo (ouB. po3ain «OcobNIMBOCTiI 3aCTOCYBaHHS»).

[Tpu post-hoc anani3i npogeMoHCTPOBaHO, 110 aTOPBACTaTHH Y A03i 80 Mr 3MeHIIyBaB 4aCTOTY
imeMiunoro iHcyneTy (218 3 2365, 9,2 %, npotu 274 3 2366, 11,6 %) Ta migBUllyBaB 4aCTOTy
BUIIQ[IKiB reMoparigyHoro incynsty (55 3 2365, 2,3 %, npotu 33 3 2366, 1,4 %) nopiBHSAHO 3 1malebo.
YacToTa BUIMAJKIB JIeTaIbHOT0 TeMOopariyHoro iHcynbTy Oyna nmomibHowo Mix rpymamu (17 Bumapkis y
rpyni aTopBacTaTUHY MOpPiBHSAHO 3 18 Bunagkamu y rpymi mane6o). YacTora BUMapgKiB
HeJIeTaJIbHOTO TeMopariyHoro iHCybTy Oyia 3HaYHO BUIIOIO Y TPYIIi MAlli€HTiB, SKi OTPUMYBaIK
aTopBacTaTHH (38 BUMAOKiB HEJIETATbHOTO TeMOPATiyHOr0 iHCYIbTY), IOPiBHSIHO 3 TPYIO0 Miiare6o
(16 BUmapKiB HeJeTaJIbHOIO0 TeMOPAriyHoro iHCYNbTY). BugBUIOCS, 10 MAlliEHTH, SAKi BCTYIIUIIX OO



IOCTiAKEeHHS 3 TeMOpariyHuM iHCYJIbTOM B aHaMHe3i, 0OTpUMaJIy MiABUIIEHUN PU3UK TeMOparivHoro
iHcynbTy (7 (16 %) aTopBacTaTul npoTu 2 (4 %) nnauebo).

3HAUyIIUX BIIMIHHOCTEU MiX rpynamu JiKyBaHHS LIONO0 JIETAJILHOCTI 3 YCIX IPUYUH He
croctepiranmocst: 216 (9,1 %) y rpymi, 1o oTpuMyBaja aTopBacTaTuH y mo3i 80 mr/moby, mpotu 211
(8,9 %) y rpymi nnane6o. YacTuHa Malli€eHTiB, SKi TOMEPJIN Yepe3 CeplieBo-CyIUHHY MaToJjIorio, Oyna
YHCeJIbHO MEHIIIO0 y TPYIIi MallieHTiB, AKi OTpUMyBaju aTopBacTatul y 7o3i 80 mr (3,3 %), HiX y
rpymi nnane6o (4,1 %). YacTuHa mallieHTiB, gKi IOMepiid He 4epe3 CeplieBOo-CyAUHHY IIaTOoJIoriIo,
Oyna yucenbHO OiNBIIOI0 y TPYTi MAIliEHTIiB, SKi OTpUMyBasu aTopBacTatul y m1o3i 80 mr (5,0 %), HixX
y rpymi mnane6o (4,0 %).

[ToGiyHi peakii mifg Yac KAiHIYHNUX OOCTiAXKeHb 3aCTOCYBAaHHSI aTOPBACTATHUHY V NiTEN:

[Tig 9ac 26-TuXKHEBOr0 KOHTPOJILOBAHOTO AOCIIIIXKEHHS Y XJIOMLIB Ta y AiBYaT MiC/IsA I04aTKy
MEHCTpYyalliil 3 TeTePO3UT0THOIO CiMENHOI0 rinepxonecTepuHeMieto (BikoM Big 10 mo 17 pokis)
(n=140, 31 % — xiHouoi cTtaTi; 92 % — MpegCcTaBHUKK €BPOIEOigHOI pacH, 1,6 % — IpencTaBHUKHU
HerpoimHoi pacu, 1,6 % — mpencTaBHUKY MOHTOJIOITHOI pacu Ta 4,8 % — mpenCcTaBHUKHU iHIITUX
eTHiYHUX Ipyn) npodins 6e3neKu Ta MepeHOCHMOCTi aTopBacTaTHHY Yy no3i Big 10 mMr go 20 mMr Ha
no0y SK JOTIOBHEHHS [0 [i€TH [Jig 3HUKEHHS 3arajibHoro xonectepuny, piBug XC-JIITHIII Ta piBHA
anoninonpoTeiny B 0yB 3aranom nopioHuM o0 npodinio miaiebo.

Lloceid nocmpeecmpauitiHo20 3acMOCYBAHHA npenapamy.

[TpoTsSITOM TTOCTPEECTPALIiMHOT0 3aCTOCYBAHHST aTOPBACTAaTUHY Oy/u BUSBJIEHI HUXK4Ye3a3HaueHi
no0iyHi peakuii. OCKi/IbKY IIPO 1Ii peakilil MoBifoMIIS€eTbCS Ha JOOPOBiNIbHINM OCHOBI Bif MOy sl
HEeBiOMOI YMCENTbHOCTI, He 3aBXKM MOXKHa [IOCTOBIPHO OI[IHUTH 1X YaCTOTY ab0 BCTAHOBUTH
IIPUYMHHO-HACIIIKOBUM 3B’SI30K i3 3aCTOCYBaHHSM IIpernapary.

o HebaxkaHUX PeakKllili, OB’ I3aHUX i3 JTiIKyBaHHSM aTOPBACTaTUHOM, 3aPEECTPOBAHUX ITiCIIS BUXOMOY
IpernapaTy Ha PUHOK He3aJleKHO Bif] OI[IHKY MPUUYNHHO-HACIIAKOBOTO 3B’ 43Ky, HaleXaTh:
aHadinakcig, aHTi0OHEBPOTUYHUM HAOPSK, 6y/Ib03HI BUCUTIaHHS (Y TOMY YMCIIi eKCyoaTUBHA
MynbTU(DOPMHA epuTeMa, cuHAPOM CTiBeHCa—[I)KOHCOHA Ta TOKCUYHUM elliflepMalbHUN HEKpPOoJi3),
pabmoMioni3, Mio3uT, IifABUIleHAa BTOMJTIOBAHICTh, PO3PUB CYXOXKUIILIS, JIeTalbHa Ta HejeTalbHa
IeYiHKOBa HEOCTATHICTDb, 3allaMOPOYEHHSI, IeTNpecis, mepudepuyHa Helponarisi, maHKpeaTUT Ta
iHTepcTULianbHA XBOpO0a JIeTeHb.

Hapgxopmunu pigkicHi MOBigoMJIeHHS PO BUMaAKX iMyHOJIOTiYHO OTIOCEPEeAKOBaHOI HEKPOTU3YI0Y01
MiomaTii, TOB’sI3aHOI i3 3aCTOCYBAHHSIM CTATHHIB (OUB. PO3mdin «OCOONMMBOCTi 3aCTOCYBAHHS»).

Hapxomgunu pigKicHI mOCTpeecTpaliliHi IOBIIOMJIEHHS [P0 KOTHITUBHI po3j1afau (BTpaTa nam'sTi,
Oe3maM’ITHICTb, aMHE3is1, IOPYIIEHH 11aM sITi, CIIJIyTaHIiCTh CBiOMOCTi), IOB’I3aHi i3 3aCTOCyBaHHSIM
cratuHiB. LIi KOTHiITHBHI po3nanu Oyu 3apeecTpoBaHi IpK 3aCTOCYBaHHI BCiX CTaTUHIB. 3aranom
BOHM He HaJlexKaJlu [I0 KaTeropii cepiio3nux HebaxkaHUX peakiliii Ta 0ymu 060pOTHUMHU ITiCIIs
IpUNUHEHHS IPUUOMY CTaTHHIB, MaJii Pi3HUYU Yac OO MOYaTKy IposBY (Bif 1 OHS OO0 KiTbKOX POKIiB)
Ta 3HUKHEHHS (MeiaHa TPUBAJIOCTI CTAaHOBUIA 3 THXKHI).

[Tig yac 3acToCcyBaHHS OeSKUX CTaTUHIB OyIu onucaHi Taki HebaxaHi sSiBUILla: po37aj CTaTeBOi
GyHKIIIl; BUHSATKOBI BUNIAAKY iHTEPCTULIaIbHOI XBOPOOU JIereHiB, 0COOIMBO IIif Yac JOBIrOCTPOKOBOTO
JIiKyBaHHS.

I1ig yac IOCTMapKETUHTOBUX CIIOCTEPEXKEHb MOBIOMIISIIOCS PO HUXKYe3a3HayeHi mo6iuHi peakirii:



3 60Ky Kpo8oHOCHOI ma aimpamuyuHoi cucmemu: TPOMOOITUTOIIEHIS.

3 6oky iMyHHOI cucmemu: anepriyli peakuil, aHadinakcisa (y ToMy 4ucii aHa(iTaKTUYHUN
IIIOK).

IopywenHs memaboizmy ma xapuyeaHHs: 30iTIbINIEHHST MaCH Tina.
3 60Ky Hepsosoi cucmemu: TOJIOBHUM Oiflb, TillecTesis, mUCcreBais.
3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: Oilib y KUBOTI.

3 6oky opaaHig cayxy ma nabipuHmy: IIyM yV ByXax.

3 6oky wkipu ma nidwkKipHoi MKaHuHU: KPOIIUB' AHKA.

3 60Ky cKesemHo-M’ 130801 cucmemu ma cno/y4Hoi mkaHuHu: apTpanris, 6ib y CIuHi; pigko:
PO3pUB M’g3a; AyXkKe PiAKOo: BOBYaKOBUY CUHIDPOM.

3azanvHi nopywerHs: 0inb y Tpynsx, nepudpepuynuil HabpsSK, He3AyKaHHSI, BTOMA.

3MiHU pe3ysbmamis 1a6OPAMOpPHUX aHaai3ie: MiABUILIEHHS aKTUBHOCTI AJIT, MigBUIIIeHHS
akTuBHOCTI KOK KpOBI.

ITogidomaeHHs npo nNi003pro8aHi nobiuHi peakuyii

[ToBimomneHHs mpo mobiuHi peakiril micis peecTpaltiii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
Ile nae 3MOr'y IPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH / PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif] IOBIJOMJISITH IIPO YCi BUMTAAKU Mif03PI0OBaHUX MOOIYHNX Peakllii Ta
BiICyTHICTh e(peKTUBHOCTI JTiKapCchKOTro 3acoby uepe3 aBTOMaTU30BaHy iHpOpMaliliHy CUCTEMY 3
(dapmakoHarnsAay 3a nocunaHHsaM: https//aisf.dec.gov.ua.

Tepmin npudamuocmi. 2 POKH.

He 3acTocoByBaTu mpenapar Iic/isa 3aKiHYeHHs TepMiHy IPUAATHOCTI, 3a3Ha4€HOr0 Ha yIIaKOBII.

YmoBu 30epiranns. 30epiraTé B opuriHaibHill yIIaKoBIl pu TeMmepaTypi He Buite 25 °C.

30epiraTu y HELOCTYIIHOMY [Ji HiTeW MiCITi.

YnaxoBka.
Tabnetku mo 10 mr: Ne 30 (10x3), Ne 60 (10x6) y OrmicTepax, BKIaleHUX B [IAYKY.

Tabnetku mo 20 mr: Ne 30 (10x3), Ne 40 (10x4) y GmicTepax, BKIafeHNUX B IAYKYy.



Tabnetku mmo 40 mr: Ne 30 (10x3) y GricTepax, BKJIafleHUX B MAUKy.

Tabnetku mo 80 mr: Ne 30 (6x5) y GricTepax, BKJIaeHUX B IIAUKy.

Karteropist Bimmycky. 3a pelenToM.

Bupoonuk. AT «®PapMak».

Micue3HaxoaKeHHsI BUPOOHHKA Ta aJijpeca Miclsi IpPoBadXKeHHsI HOr'0 Jisi/IbHOCTI.

Ykpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.



