Ckian

Oitoua peuosuHa: atorvastatin;
1 TabreTka, BKpUTa IIJIiIBKOBOIO 000JIOHKOIO, MicTUTh 41,44 Mr aTOpBacTaTUHY
KaJblito, 110 Bigmosigae 40 Mr aTopBacTaTUHY BiAIIOBIOHO;

oonomiodcHi pedyosuHu: MaHiT (E 421), nesniono3a MiKpoKpHCTalidHa, Kalablliio
KapOoHaT, MOBiIOH, HATPil0 KPpOCKapMeJio3a, HaTpito naypuiacyiibdaT, KpeMHiio
OioKCcU[O KOJoimHuM 0e3BOOHUM, MarHilo cTeapart, rinpoMesio3a, Tutany miokcun (E
171), makporon 6000, TanbK.

JIikapcbKa ¢opMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OCHOBHI (pi3uKo-xiMIiuHI 81CMUBOCMI:

40 mr: TabreTKX, BKPUTI MITiBKOBOIO 000JIOHKOI0, 61100 KOIhOPY, OBaIbHi IBOOITYKIIi,
po3mipom 8,2%17 mMMm.

dapMaKoTepaneBTHYHA I'Pyla

[IpemapaTty, 110 3HUXKYIOTh PIBEHD XOJIECTEPUHY 1 TPUTJIILIEPUIB Y CUPOBATLI KPOBI.
Iuri6iTopu 'MI-KoA-penykra3u. Kog ATX C10A A05.

dapMaKoauMHaMiKa

ATopBacTaTUH SIBIsIE COO0I0 CUHTETUYHUM TinosninimeMiyHu JTiKapChbKUM MIperapar.
ATopBacTaTuH € iHribiTopom 3-rigpokcu-3-metunrinyrapui-kopepmeHnT A (TMI-KoA)
penykrta3u. Lleit pepMeHT KaTanidye nepeTrBopeHHss [ MI'-K0OA B MeBajloHAT - paHHIA
eTar 0i0CMHTEe3y X0JIECTEPUHY, IKNM 00MeXKy€ IIBUAKICTh MO0 YTBOPEHHS.

ATopBacTaTUH € CeJIEKTUBHUM KOHKypeHTHUM iHridiTopoMm ['MI-KoA-penykTasu,
(epMeHTy, Bi SKOTO 3aJIeKUTh IMIBUAKICTh IEPETBOPEHHS 3-TiIPOKCHU-3-
METUJITIyTapuiI-KopepMeHTy A y MeBaJIOHAT, PEYOBUHY-IIOIEPEOHUK CTEPOJIIB, Y TOMY
YUCJIi X0JIeCcTepUHy. X0JIeECTEPUH Ta TPUTIIILEPUAN LIUPKYJIIOITh Y KPDOBOTOKY Y
KOMIIJIEKCi 3 jimomnpoTeiHaMu. 11i KOMIIJIEKCH PO3OiNIIOTHCS 3a JOIIOMOT 00
ynbTpalueHTpudyryBanusa Ha ¢ppakiil JITIBII (s1inmonpoTeiHy BUCOKOI IIiJIbBHOCTI),
JITITTIII (;mimompoTeinu mpoMixkHOoI nrinbHocTi), JITIHII (J1imonpoTeiHy HU3BKO1
mribHOCTi) Ta JITIIHII (srimonpoTeinu ayzKe HU3bKOI1 HIiIbHOCTI). Tpurnitnepunu (TT7)
Ta XOJIECTEePUH y MEeYiHIli BKII0YalThCA 00 ckiany JIIIITHII Ta BUBUIBHAIOTLECA Y
IJIa3My KPOBIi AJIsT TPAHCIIOPTYBaHHS y nnepudepuyri TkaHuHA. JITTHII popmyroThCsa 3
JITIIHIII Ta kaTabomi3yl0ThCS IIISIXOM B3aEMO[il 3 BUCOKOA(iHHUMU pPellenTOpaMu
JITTHIII. KriHivHI Ta IaToJI0r0OaHaTOMIUHI JOCIIAXKEeHHA [TOKa3yIoTh, 110 MigBUIIEH]



piBHi 3aranpHOTrO0 X0snectepuny (3X), xonectepuny JITTHII (XC-JITTHIII) Ta
anominomnpoTreiny B (amo B) y mima3Mi KpoBi CIPUYMHSAIOTE PO3BUTOK aTEPOCKIIEPO3Y Y
JIIOOVHY Ta € (paKTOpaMU PU3UKY PO3BUTKY CEPIIEBO-CYOIUHHUX 3aXBOPIOBAHb, Y TOU
4ac SK nigBuilieHi piBHi xonectepuny JIIIBIII nmoB’sg3aHi 31 3HUKEHUM PU3UKOM
CepleBO-CYOUHHUX 3aXBOPIOBAHb.

[TigBuileHi piBHI 3araJabHOT0 X0/IecTepuHy, xonectepuny JIITHII ta amo B
(MemOpaHHUHE KoMIIeKC s xonectepuny JITTHII]) mpoBOKyIOTh PO3BUTOK
aTepockiiepo3y. [TogibHM YMHOM 3HUXKEHi piBHi xonecTepuny JIIIBII] (Ta #toro
TPAHCIIOPTHOT'O KOMIIJIEKCY - ano B) moB’sA3aHi 3 pO3BUTKOM aTEPOCKJIIEPO3Y.

Enipmemionoriudi gociiaKeHHs1 BCTAHOBUIIY, 110 CEPLIEBO-CYANHHA 3aXBOPIOBAHICTS 1
JIeTAJIbHICTh 3MIHIOIOTHCS IIPSMO MPOMIOPLINHO O0 PiBHA 3arajbHOI0 XOJIECTEPUHY Ta
xonectepuny JITTHIII Ta o6epHEHO IIPOIOPIIiNHO A0 pPiBHS xonectepuny JITIBIII.

ATopBacTaTUH 3HUXKYE PiBHI 3arajbHOr0 XojecTtepuny, xonectepuny JIIIHII] ta amo B
y Halli€HTIiB i3 TOMO3UT'OTHOIO Ta reTEPO3UTOTHOK CIMENHOIO TillepX0JIeCTEPUHEMIELO,
HeciMeMHUMH (popMaMH TilepxosiecTepruHeMil Ta 3MilllaHOI0 OUCIIinmigeMiero.
ATopBacTaTUH TAaKOXK 3HUXKYE piBHI xonectepuny JIIIITHII Ta TT', a TaKOX 3yMOBIJIIOE
HeCTilKe IMigBUIlleHHS piBHS Xonectepuny JIIIBII Ta anominonpoTeiny A-1.
ATopBacTaTUH 3HUXKYE PiBEHDb 3arajibHOI0 X0JIeCTepuHy, xonectepuny JITTHIII,
xonectepuny JIIIIHII, armo B, Tpurmninepunis Ta XxonectepuH He 3B’sa3aHuu 3 JITIBII,
a TaKOXK MifaBuINye piBeHb Xosnectepuny JIIIBII y namieHTiB 3 i307IbOBaHOIO
rineprpuriinepugemMiero. Atropsactatut 3HUXKye XC-JITIIIII y maiieHTiB i3
oucOeTaslinmonpoTeiHeEMIEIO.

[Togi6uo mo JITTHIII minmompoTteinu, 30aradyeHi X0JIeCTEPUHOM Ta TPUTIIiLlepUOaMHU, Y
ToMy uucii JITIITHII, JITITII Ta pemTKy, TaKOXK MOXKYTb CIPUATUA PO3BUTKY
aTepockiepo3sy. IligBuilleHi piBHI TPUTIIILIEPUAIB Y IJIa3Mi KPOB1 4aCTO BUSBISAIOTHCA Y
Tpiaal 3 Hu3bKuMU pPiBHAMU XC-JIIIBII Ta MmaneubkuMu yactoukamu JITTHII, a TakoxX
Yy CIIOTy4Y€eHHi 3 HeninigHUMU MeTaOomiYHUMU (haKTopaMu PU3UKY PO3BUTKY illleMidyHOI1
xBOopoOu cepusi. He Oyno mocnimoBHO HOBeOEHO, 110 3arajbHUM PiBeHb TPUTJIILIEPULIIB
IJIa3MU KPOBi IK TaKWY € He3aJIesKHUM (paKTOPOM PU3UKY PO3BUTKY ilIEMidHOI
xBopoOu cepiisi. KpiMm Toro, He 6y10 BCTaHOBIEHO HEe3aJIe>KHOT'0 BIIJIUBY ITiIBUIIIEHHS
piBHs JITIBII] aGo 3HUXKEHHS PiBHS TPUTIIIIEPUOiB Ha PU3UK KOPOHAPHOI i cepiieBo-
CYOWHHOI 3aXBOPIOBAHOCTI Ta JI€TaJIbHOCTI.

ATopBacTaTuH, SIK i 10T0 AesiKi MeTaboJIiTH, € (apMaKOJIOTiYHO aKTUBHUMU Yy JTIOOUHU.
['omoBHUM MiclieM [il aTopBacTaTUHY € IIeYiHKa, sKa Bifirpa€ rojIoOBHY pOJib ¥ CUHTE3I
xonecTepuny Ta KiipeHci JITTHII. [To3a npenapaTy, Ha BiIMiHy Bil CHCTEMHO1L
KOHIIeHTpallil ITpelapaTy, Kpalle KOPenalo€ 3i 3SMeHIIEHHSAM PiBHSI XOJIECTEPUHY
JITTHIII. IeouBimyanbHUM Oigbip mo3u IIpemaparTy CIIim 3[iicHIOBATH 3aJIe>KHO Bifl



TepaleBTUYHOI BinnoBini (quB. po3ain «Crocib 3acToCyBaHHS Ta O3U»).
dapMaKOKiHEeTHKA

BcmokmyesaHHA. ATopBacTaTHH IIBUOKO abCOPOYETHCS ITiCIS ITepOPaIbHOTrO IIPUNOMY,
a MakKCHUMaJlbHi 10T0 KOHIIeHTpallil y Ij1a3Mi KpOBi HOCATAlOThCSA MPOTIAToM 1-2 roguH.
Cryminb abcopOi1iii 3pocTae MPONOPIIiNHO [0 Oo3U ITpenapaTy. AGCOII0THA
0iogOCTYyIIHICTh aTOpPBACTAaTUHY (ITOYATKOBUM JTiIKAPChKUM 3aCi0) CTAaHOBUTH ITPUOIU3HO
14 %, a cuctemMHa 6i0gOCTYIHICTD iHTiIOYI040l aKTUBHOCTI 1mjogo 'MI'-KoA-pegykTasu
ctaHoBUTH MpuoOIu3Ho 30 %. HU3bKYy CUCTEMHY OOCTYITHICTh IIpenapaTy OB I3yI0Th i3
ImepeaCcUCTEMHUM KJTIDEHCOM y CITH30Bili 000IOHIII IIIyHKOBO-KUIIIKOBOTO TPaAKTY
Ta/abo nmepemgcucTeMHoOI0 6ioTpaHcdopMaliiero y mevinili. Xoda izka 3MeHIITye
IIBUIKICTh Ta CTYIiHb aOCcopOilil TiKapchKoro mpenaparty npubnusHo Ha 25 % 1ta 9 %
BIiANIOBIOHO, BUXOASAYM 3 MOKa3HUKIB Cmax Ta AUC, 3HUKEHHS PIBHSA X0JIECTEPUHY
JITIHIII € mmomiOHMM He3aJiexXXHO Bif TOro, IPUMMAETHCS aTOPBAaCcTaTUH 3 1Ker abo
okpeMo. [Ipu 3acTocyBaHHiI aTopBacTaTUHY BBeYepi MO0 KOHIIEHTpAaLisd y Ijla3Mi
KpoOBi Oysia HuK4o10 (mpubnusuo Ha 30 % gnsa Cmax Ta AUC), HiK IpU paHKOBOMY
npuriomi. OgHak 3HUXKEeHHSA piBHA XonecTtepuny JIITHII € omHaKOBUM He3aJleXKHO Bif
yacy npuiioMmy npemnaparty (OuB. po3min «Croci6 3acToCyBaHHS Ta OO3U»).

Po3nooia. CepenHilt 06’eM pO3MOiny IIpemnapaTy CTaHOBUTDL Ipubimu3no 381 miTp.
[Tonan 98 % mpemnapaTy 3B'13yeThcs 3 OiTkamMu 1ma3Mu KpoBi. KoHIIeHTpallifiHe
CIIiBBigHOIIIEHHS KPOB/IJiadMa, 10 CTaHOBUTHL Tpubnu3Ho 0,25, BKa3ye Ha IoraHe
IIPOHUKHEHHS IIpenapaTy B eputpouuTu. Ha mifcrasi cliocTepeXeHs y MIypiB
BBaXKa€THCH, 110 aTOPBACTaTUH 30aTHUM IIPOHUKATU y TPyAHE MOJIOKO (OUB. PO3OiIu
«IIpoTunokasaHHs», «3aCTOCyBaHHS y Iepiof BariTHOCTiI abo rogyBaHHS IPyOaio» Ta
«OCcOoOIUBOCTI 3aCTOCYBAHHS»).

Memab6oai3m. ATopBacTaTHUH iHTEHCUBHO MeTabO0JITi3yETHCS [0 OPTO- Ta
raparifpoKCUIbOBaHUX MOXiAHUX i pPi3HUX IMTPOAYKTiB OeTa-oKUCIeHH. [Ipu
OOCIiAXKeHHX in vitro iurioyBanus I'MI'-KoA-penykTa3u opTo- Ta
rmaparigpoKCuiIboBaHUMU MeTaboJliTaMu eKBiBaJleHTHE iHriOyBaHHIO aTOPBaCTaTUHOM.
[MTpubnusuo 70 % 1uPKYyI00Y0i iHri6iTopHO1 aKTUBHOCTI o0 I'MI'-KoA-penykTa3u
IIOB’sI3aHO 3 aKTUBHUMHU MeTabomiTaMu. [ocaimkKeHHs in vitro cBiguaTk Ipo
BaXKJIUBiCTh MeTabo0J1iaMy npemnapaty uutoxpoMom P450 3A4 (CYP 3A4), mio
Y3rogXy€eThCs 3 MIABUINEHUMHU KOHIIEHTPAL[IAMM aTOpBaCTaTUHY Y IIJIa3Mi KPOB1
JIIOAVHU IIiCJIsT OMHOYAaCHOT'O 3aCTOCYBaHHS 3 ePUTPOMIIIMHOM, BimoMuM iHTiGiTOpoM
IILOTO i30hepMeHTy (OUB. po3min «B3aeMomisa 3 iHIIMMHU JTiKapChbKUMM 3acob0aMu Ta
IHIITi BUOU B3aEMOMIN»).

Exckpeuis. ATopBacTaTHH Ta MOro MeTaboJIiTH BUBOOSTHLCS T'OJIOBHUM YHMHOM i3
2KOBYIO ITiCJISI MEeYiHKOBOTrO Ta/abo mo3amnedyiHKOBOro MeTaboIi3My, OOHaK 1eu



npenapaT, O4YeBUOHO, He 3a3HA€ KUIIIKOBO-IIeYiHKOBOl penupKynaLil. CepenHin mmepion
HaIliBBUBEOEHHS ITpelapaTy 3 Mja3MU KPOBi JTIOAUHYU CTAaHOBUTH ITPpuOIU3HO 14 roguH,
asie repiop HalliB3MeHINeHHS iHTi0iTopHOI akTuBHOCTI moxgo 'MI-KoA-pegykTa3u
cTtaHoBUTH Bifm 20 mo 30 roguH Yyepe3 BHECOK aKTUBHUX MeTaboriTiB. [Ticis
IIepopaybHOro IPUUOMY IIpenapaTy 3 Ceuelo BUOUISAEThCSA MeHIlle HiXK 2 % Oo3u.
[MTamienTn niTHBOTO BiKy. KOHIIeHTpaIlil aTopBacTaTUHY Y IIJiIa3Mi KPOBi € BUITUMU
(mpu6mu3Ho 40 % nnst Cmax ta 30 % g AUC) y 3mopoBUX HAIliEHTIB JIITHLOTO BiKYy
(BikOM Bif 65 pOKiB), HiXK Y MOJIOOUX OOpPOCuX mogen. KmiHiuHi gaHi cBig49aTh IIpo
Oinpmmy ctynins 3uMKeHHA JITTHII mpu 3acTocyBaHHi OyOb-1KO1 [O3U IIpenapary y
Malli€HTiB JIITHBOTO BiKy MOPIiBHSHO 3 MOJIOOUMHU NIOOBMHU (OAUB. po3min «OcobIuBOCTI
3aCTOCYBaHHS»).

Iimu. ®PapMaKOKIiHETUYHI JaHi IIOA0 HalliEHTIB OUTSIYO0ro BiKy BilCYTHI.

Cmamou. KoHIIeHTpalil aTopBaCcTaTUHY y IJia3Mi KPOBi KiHOK Bifpi3HAIOTHCS Bif
KOHIIeHTpallil y na3Mi 4osoBikiB (mpubnu3no Ha 20 % Buitie ayiss Cmax ta Ha 10 %
Huxde gy AUC). OgHak HeMa€ KIiHIYHO 3HAYYIIOl BiIMIiHHOCTI y 3HUKEHHI PiBHSA
xosiectepuny JIITHIIl npu 3acToCyBaHHI aTOpBacTaTUHy 4YOJIOBiKaM Ta XKIiHKaM.
[MopymieHHsa QyHKIII HUPOK. 3aXBOPIOBaHHS HMPOK He MalOTh BIIJIMBY Ha KOHIIEHTpaIlil
aTOpBACTATHUHY Yy mj1a3Mi KpoBi abo 3uuxkeHHss XC-JITTHIII, a oT:kKe, KOPUT'yBaHHS 03U
Imperapary [OJjis HNalliEHTiB 3 MopylleHHIMU GYHKII1 HUPOK He MOoTPiOHe (OuB. po3minu
«Crmocib 3acTocyBaHHS Ta 003u», «OCOOIUBOCTI 3aCTOCYBAHHS»).

I'emopiani3. He3Baxkarouu Ha Te, 110 Y IALI€HTIB i3 TePMIiHAJIBHOIO CTal€I0
3aXBOPIOBaHHS HUPOK OOCIIAXKEHHS He IIPOBOOWIIN, BBAXKA€ETHCS, 1110 reMoiai3 He
OigBUIIYE 3HAYYIIUM YMHOM KJIIpEHC IIpenapary, OCKiJIbKY IIpernapaT iHTEHCUBHO
3B’sI3y€ThCA 3 OiIKaMU MJjla3MU KPOBI.

ITeuinkosa HedocmamHicmb. KoHIIeHTpallil aTopBacTaTUHY y IJIa3Mi KPOBi IOMIiTHO
ITiABUIIEHI Yy MalliEHTiB i3 XPOHIYHOIO aJIKOTOJIbHOIO XBOPO0OOI0 MEeYiHKN. 3HaUEeHHS
noka3HukKiB Cmax Ta AUC y

4 pa3u BUIi y Halli€eHTIB i3 3aXBOPIOBAHHSAM [IE€YiHKU KJIaCcy A 3a IIKaJio
Yannpa-I1'r0. ¥V nanieHTiB i3 3aXBOPHOBaHHAM IIe4iHKY Kjlacy B 3a 11kasorw
Yaiinpma-I1't0 3HayeHHA noKa3HUKiB Cmax Ta AUC migBuiyoThcsa npubnu3Ho 16-
KpaTHO Ta 11-KpaTHO BigmoBigHO (OuB. po3min «[IpoTUIIOKa3aHHS»).

IocmimkeHHs B3aEMOil TiKapChKuX 3aco0iB. ATOpBacTaTUH € CyOCTPaTOM MEe4YiHKOBUX
TpaHcnopTepiB, OATP1B1 ta OATP1B3 TpaHcnopTepiB. MeTabomiT aTOpBacTaTUHY €
cyoctpatamu OATP1B1. ATopBacTaTiH TaKOX imeHTU(IKYEThCA SIK CyOCcTpaT
edTIOKCHOro TpaHcHopTepa Oilka Pe3uCTEeHTHOCTi paKy Moo4uHoil 3ano3u (BCRP),
SIKUU MOKe 00MexKyBaTU KMIIKOBY abCcopOIlito i 2KOBYHHUM KJTipEHC aTOPBaCTaTUHY.

BniuB ofHOYAaCHO 3aCTOCOBYBAHMX ITpenapaTiB Ha GapMaKOKiHETUKY aTOPBAaCTaTUHY



Tabnuisa 1

OpHo4acHO
3aCTOCOBYBaHI
IpenapaTy Ta
pexXuM I03yBaHHSA

ATopBacTaTuH

[Ho3a (Mr)

CriBBigHOIIIEHHS
AUC&

CriBBimHOIIIEHHS
Cmax&

#llukmocnopuH 5,2
MT/KT/mo0y,
cTabinbHa Jo3a

10 Mr 1 pa3 Ha {00y
BIIPOOOBXK 28 OHIB

8,69

10,66

#Tunpanasip 500 mMr
OBigi Ha moOy/
putoHanip 200 Mmr
OBigi Ha moOy, 7 OHIB

10 Mmr pa3soBa go3a

9,36

8,58

# I'mekanpesip 400
mr 1 pa3 Ha goOy/
ni6bpenTacsip 120 mr
1 pa3 Ha moby, 7
OHIB

10 Mr 1 pa3 Ha moOy
BIIPOOOBXK 7 OHIB

8,28

22,00

#Tenanpesip 750 Mr
KOXHi 8 roguH, 10
OHIB

20 Mr pa3oBa f03a

7,88

10,60

#, TCaxksinaBip 400
MT [OBiudi Ha moOy/
putoHanip 400 Mmr
OBigi Ha moOy, 15
OHiB

40 mr 1 pa3 Ha goOy
BIIPOOOBXK 4 OHIB

3,93

4,31

# EnGacsip 50 mr 1
pa3 Ha moby/
rpasonpesip 200 mr
1 pa3 Ha moby, 13
OHIB

10 Mmr pa3soBa go3a

1,94

4,34

# Cuwmernpesip 150
mr 1 pa3 Ha go0Oy, 10
OHIB

40 mr pa3oBa go3a

2,12

1,70

#KrnapuTpoMiliue
500 Mr ngBidi Ha
noOy, 9 nHiB

80 Mr 1 pa3 Ha moby
BIIPOOOBXK 8 OHIB

4,54

5,38




#lapyHaBip 300 mr
oBigi Ha moOy/

10 mr 1 pa3 Ha goOy

. . 3,45 2,25
putoHasip 100 mr BIIPONOBXK 4 MHIB
OBiui Ha moOy, 9 OHIB
#Itpakona3zon 200
mr 1 pa3 Ha o0y, 4 |40 mr pa3oBa go3a (3,23 1,20
IOHI
JletepmoBip 480 Mmr
1 pa3 Ha moby, 10 20 mr pa3oBa go3a |3,29 2,17
IHIB
#DdocamripeHasip
700 Mr gBidi Ha 10 1 pas Ha D06
MT H
noOy/putoHasip 100 P H Y 2,53 2,84
.. BOPOOOBXK 4 OHIB
MT OBiui Ha moOy, 14
IHIB
#®ocaMIipeHaBip
10 Mr 1 pa3 Ha mo0y
1400 mr 2 pa3u Ha _ 2,30 4,04
) BIPOOOBXK 4 OHIB
no0y, 14 mHiB
#Hendinaip 1250
10 Mr 1 pa3 Ha {00y
MT 2 pa3u Ha no0y, ) 1,74 2,22
. BIIPOOOBXK 28 OHIB
14 gHiB
#I'peundpyToBuin
cik, 240 mn 1 pa3 Ha |40 mr 1 pa3 Ha o0y (1,37 1,16
nooy*
Huntiazem 240 mr 1
pa3 Ha moby, 28 40 mr 1 pa3 Ha moby (1,51 1,00
OHIB
Eputpominua 500 Mr
4 pa3u Ha goody, 7 10 mr 1 pas Ha mo6y |1,33 1,38
IHIiB
Amnonurin 10 mr,
80 mr 1 pa3 Ha o0y (1,18 0,91
pa3oBa go3a
Humetunua 300 Mr 10 1 pas Ha 706
MT H
4 pa3u Ha gooly, 2 P A .y 1,00 0,89
. BIPOOOBXK 2 THUXKHIB
TUXKHI
Konectumnon 10 r 2 40 1 5
MT a3 Ha [0
pa3u Ha moby, 24 P HODY He 3actocoByetbcsa |0,74**

TUXKHIB

BIIPOOOBXK 8 TUXKHIB




Maamnokc TC® 30 M
10 Mr 1 pa3 Ha mo0y

4 pa3wu Ha gody, 17 ) 0,66 0,67
. BOPOOOBXK 15 OHIB
OHiB

Edasipens 600 mr 1
10 Mr BOpomoBxK 3

pa3 Ha moby, 14 . 0,59 1,01
OHIB

IOHIB

#Pudamnin 600 mr
1 pa3 Ha moby, 7
OHIB (Ipu 40 mr 1 pa3 Ha moby (1,12 2,90

OOHOYaCHOMY
3acTocyBaHHi) T
#Pudamnia 600 mr
1 pa3 Ha moby, 5
OHIB (OKpeMuMU

40 mr 1 pas Ha mo6y (0,20 0,60

mo3amu) T

#T'emdpibpo3un 600
MT [Bidi Ha goOy, 7 |40 mr 1 pa3 Ha mo6y |1,35 1,00

IOHIB
#Denodibpat 160
mr 1 pa3 Ha go0Oy, 7 |40 mr 1 pa3 Ha o0y (1,03 1,02

IHIB

#bonemnpesip 800 mr
3 pa3u Ha nmo06y, 7 40 mr 1 pa3 Ha moby |2,32 2,66
IHIB

& ChiBBiOHOIIIEHHS 3a METOOAaMH JIiKyBaHHS (OQHOYACHEe 3aCTOCYBaHHS JIiKapChKOTO
3aco0y 3 aTOpBaCTaTUHOM MOPiBHSHO 3 3aCTOCYBaHHSIM aTOPBACTAaTUHY OKPEMO).

# [Ins oTpuMaHHSA iHQopMallil IPo KIIiHIYHY 3HAYYIIiCTh AUB. Po3ainu «OcobIMBOCTI
3acToCcyBaHHs» i «B3aemMofis 3 iHITUMU JTiKapCbKUMHU 3aco0aMu Ta iHII BUAU
B3a€EMOIIiN».

* TToBimomusiimocst mmpo Ginbiri migBunieHHst AUC (cmiBBigHOoImenHss AUC mo 2,5) ta/a6o
Cmax (cmiBBigHOmEeHHS Cmax go 1,71) npu HagMipHOMY CIIOKUBaHHI rpeunpyTOBOTO
coky (750 mm - 1,2 miTpa Ha o0y abo Oinbime).

** CriBBigHOIIIEHHS, 1110 I'PYHTYETHCS Ha OOMHUYHIM BUOipIIi, B3sATiM yepe3 8-16 rogux
IicJIg 3aCTOCYBaHHS [O3U.



T Uepe3 MexaHi3M IOABiHOI B3aEMOil pudaMIliHy peKOMEeHOYEThCS OOHOYACHEe
3aCTOCYBaHHS aTOpBAacTaTUHY 3 pudaMIiHOM, OCKiIbKM Oy/10 IOKa3aHo, 1110
BiICTPOYEHUY IPUKWOM aTOPBaCTAaTUHY ITiCJIA 3aCTOCYBaHHS pudaMIIiHy IOB’'sI3aHUU 3i
3HAYHUM 3HUKEHHSM KOHIIEHTpallil aTOpBacTaTUHY y MJjia3Mi KpPOBi.

1 ITo3a koMmOiHallil MpelapaTiB caKBiHaBip + PUTOHABIP y IbOMY AOCIAXKEHHi HE €
KJIiHIYHO 3aCTOCOBYBaHOIO 403010. [lifBUIlleHHS €KCII03uIlil aTOpBaCTaTUHY IIPHU
3aCTOCYBaHHI y KJIiHiYHUX yMOBax, iMOBipHO, OyIe BUIIMM, HiXK Te, IIJ0 CIIOCTepiranocs
y IbOMY AocCimzKeHHi. ToMy 3aCTOCOBYyBaTH Ipelapar CiIifg 3 00epexHiCTIo Ta y
HaWHUKYiM HeoOXimHil mo3i.

BrniuB aTopBacTaTUHY Ha (papMaKOKIHETHUKY OOHOYACHO 3aCTOCOBYBaHUX JIiIKapChKUX
3acobiB

Tabnuiisa 2
OmHOYacHO 3aCTOCOBYBaHUM JIiIKapChKUM 3acib Ta
ATopBacTaTuH
pexKuM O03yBaHHS
IIpenmapat/mo3a |CriBBigHOIIEHHS|CIIiBBIiOHOIIIEHHS
(Mr) AUC Cmax
80 mr 1 pa3
Ha 700
RODY AuTHIIpHE 600 |1,03 0,89
BIIPOOOBXK 15
. MI' OMHOPa30BO
OHIB
80 mr 1 pa3
p #uroxkcun 0,25
Ha 100y

mr 1 pa3 Ha 1,15 1,20
BrpomoBxk 10 .
mo6y, 20 oHiB

IOHIB

[TepopanbHi

KOHTPAIIEIITUBU

1 pa3 Ha moOy, 2
40 mr 1 pas I; . RODY

Micsi
Ha Jo0y 5 1,28 1,23

29 | HOPETUCTEPOH 130

BHPOHOB}K 1 mr 1’19 ’
OHIB

eTUHiNecTpamion

35 MKT




Tunpanasip 500
MrI 2 pa3u Ha

10 Mr pa3 Ha .
mo6y/ putoHaBip |1,08 0,96

0
HRODY 200 mr 2 pasu
Ha moOy, 7 OHiB
10 mr 1 pas )
A 106 docamipeHasip
H
RODY 1400 mr 2 pazu 0,73 0,82

BIIPODOBXK 4
pon Ha moOy, 14 nHiB

IOHIB
docamMmpeHasBip
10 mr 1 pa3z |700 mr 2 pa3u
o} 0
Ha by Ha rody/ 0,99 0,94
BIIPOXOBX 4 |[puToHasip 100
IHIB MT 2 pa3u Ha

mo6y, 14 mHiB

# [Insa oTpuMaHHSA iHQopMallil Ipo KIIiHIiYHYy 3HAYYIIiCTh OUB. Po3ain «B3aemomis 3
iHIIIMMU JTiKapChKUMHU 3aco0aMM Ta iHII BUOW B3a€EMOIi».

IToxka3aHHSA

3anobieaHHs cepueso-CyOUHHUM 3aX80PHOBAHHAM Y O0OPOCAUX

IIns1 mopociux IalieHTiB 0e3 KIIiHIiYHO BUPaXKeHOol ineMiuHol XBOpoOu cepiis, ane 3
OekinbkoMa pakKTopaMu PU3UKY PO3BUTKY illIeMigyHOI XBOPOOHU Ceplisi, TaAKUMHU 5K BIK,
TIOTIOHOIIA/IIHHS, apTepianbHa rinepTeHsis, Hu3bkuM piBensb JITIBII abo HasgBHICTh
PaHHBOI inmeMiuyHOI XBOPOoOU Ceplisi ¥ ciMeMHOMY aHaMHe3i, ATOpBacTepPOJI ITOKa3aHuM
OoJIs:

e 3MeHIIEHHS PU3UKYy BUHUKHEHHS iHQapKTy MioKapna;
e 3MEHIIEHHS PU3UKY BUHUKHEHHS IHCYIbTY;
e 3MEHIIIEHHSI PU3UKY MPOBEIEHHS ITPOIeNYyP PeBACKyIsIpu3allil Ta CTeHOKapii.

Ilns 0opocaux nauieHmis i3 uykposum diabemom II muny ma 6e3 KaiHiUHO
8UpadceHoi iwemMiuHoi xeopobu cepus, ase 3 KiabKoma (pakmopamu pu3uky po3sumky
iwemiyHoi x8opobu cepus, makuMu sik pemuHonamis, aibOyMiHypis,
mromroHonaniHHA abo apmepiaivHa 2inepmeHsis, npenapam Amopsacmepos
NnoKasaHuu 014:



e 3MEHIIEHHS PU3UKY BUHUKHEHHS iHQapKTy MioKapaa;
e 3MEHIIEHHS PU3UKYy BUHUKHEHHS iHCYIIBTY.

a5 0opocaux nauieHmie 3 KAiHIYHO 8UPAXCEHOW ileMiYHOW X80pobo cepu,s
Amopsacmepos noka3aHuu 0AA:

e 3MEHIIEHHS PU3UKYy BUHUKHEHHS HeJleTaJlbHOT0 iH(papKTy MioKapaa;

e 3MEHIIEHHS PU3UKY BUHUKHEHHS JIETAJIbHOTO Ta HeJIETaJIbHOT O iHCYTIbTY;

e 3MEHIIIEHHS PU3UKY IPOBENEHHS IPOlleayp pPeBacKysgpu3aril;

e 3MEHIIIEHHS PU3UKY I'OCIiTai3allil y 3B’s13Ky 3 3aCTiMHOIO CEPIIEBOIO
HEeIOCTaTHICTIO;

e 3MEHIIEHHS PU3UKy BUHMKHEHHS CTEeHOKapHil.

lNnepnimigemis

Y dopocaux nauienmis

e fK MOMOBHEHHS [0 Oi€TH, 1100 3MEHNIIUTH ITiABUINEeH] PiBHI 3arajbHOTO
xonecTtepuny, xonectepuny JIITHII, anominonpoTeiny B Ta Tpuriinepuais, a
TAKOXK [JId HigBUIlleHHs piBHA xonecTepuny JIIIBIIl y nmaiieHTiB 3 HIEPBUHHOIO
rimepxojieCTepuHEMI€EIO (TeTEPO3UTOTHOIO CIMENHOI0 Ta HECIMENHOIO) Ta
3MmimaHoo nuchinigemieio (tunu Ila ta IIb 3a knacudikaiiero ®peapikcoHa).

e K OOTIOBHEHHS OO0 OIETHU OJIA JIIKyBaHHS IAILlE€EHTIB 3 MiABUIIEHUMU PiBHAMU
TPUTJILIEPUAIB y cupoBaTili KpoBi (tun IV 3a knacudikaiieo ®peapikcoHa).

e [Ins1 JTiKyBaHHS MAlIliEHTIB 3 MepBUHHOIO AucbeTarinonpoTreinemMieto (tum III 3a
Knacudikaniero OpenpikCcoHa) y BUIIagKaX, KOJIU JOTPUMAaHHS OIETH €
HeOoCTaTHbO e(peKTHUBHUM.

o [I719 3MeHIIIeHHS 3arajibHOI0 XoJiecTepuHy Ta xosiectepuny JIITHII y maiieHTiB i3
TOMO3UTOTHOI CIMENHOIO rinepxojieCTeEpUHEMIEI0 IK NOIIOBHEHHS [0 1HIIINUX
rinomninimeMiyHmux MeTomOiB nMiKyBaHHS (Hampukiaamn, adepes3 JITTHII) abo sKimo
TaKl MEeTOOU JIIKyBaHHS HEIOCTYIIHI.

Y oimeti

e {K MOTIOBHEHHA [0 OI€TU [Ji1 3MEHIIEHHS PiBHIB 3arajibHOI0 XOJIECTEPUHY,
xonectepuny JITTHIII i anominonpoTeliny B y mitei Bikom Big 10 go 17 pokis i3
reTepPO3UTr0OTHOIO CIMEMHOIO TillepX0oJjIeCTeEPUHEMIEIO0, SIKIIO ITiCJIsS BiOIIOBigHOI
OieToTeparril pe3yabTaTU aHaJIi3iB Taki:

a. a) xonectepun JITTHII 3anuinaetrscst = 190 mr/on (4,91 mMmonb/n) abo
b. 6) xonectepusn JITTHIIl = 160 Mmr/on (4,14 mMonb/n) Ta:

o y CiMeMHOMY aHaMHe3l HasiBHI paHHI CcepleBO-CYqUHHI 3aXBOPIOBaHHA
abo



o mBa abo Oinbiire iHIIUX (AKTOPiB PU3UKY PO3BUTKY CEPIIEBO-CYAUHHUX
3aXBOPIOBaHb IPUCYTHI y HallieHTa OJUTAYOr0 BiKy.

IIporunnoka3aHHs

AKTHUBHE 3aXBOPIOBaHHS IMEYiHKH, 1110 MOXKe BKJIIOUATH CTiMKe ITiABUIIEHHS PiBHIB
MIe4YiHKOBUX TpPaHCaMiHa3 HeBimOMOI eTioJoril.
lnepuyTnuBicTh A0 OyAbL-IKOTO 3 KOMIIOHEHTIB IIOTO JIiKapChKOT0 3aco0y.

BaritHicTE.

l'opyBaHHS rpynngto.
B3aeMmopisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHOIH B3a€EMOIIiH

Pu3uk po3BUTKy MionarTil Imifg 4yac JIiKyBaHHS CTaTMHaMM IIiABUIIYETHCA ¥ pa3i
OOHOYACHOTO 3aCTOCYBaHHS MoXigHUX (iOPOEBOI KMCIIOTH, JimimoMonudikalliiHux 103
HiallMHY, IIUKJIOCIOPUHY abo MOTyKHUX iHTiOiTOpiB tmTOoXpomy P 450 3A4 (CYP 3A4)
(HampuKazn KjlapuTpPoMinuHy, iHridiTopiB nmpoTteas3u BIJI i Bipycy renaTtuty C Ta
iTpakoHa3zomny) (quB. po3ainu «Ocob6IUBOCTI 3aCTOCYBaHHI» Ta «PapMakKoanHaMiKa»).

ITomyoicHi iHz2ibimopu CYP 3A4. ATopBacTaTuH MeTabo0Ii3yeTbCs uTOoXpomMom P450
3A4. OgHOYacHe 3aCTOCYBaHHS IIpemnapaTty 3 noTyxkHuMu iHriditopamu CYP 3A4 moxke
NIPHU3BECTH A0 IMiABUILEHHS KOHIIEHTPAIlid aToOpBacTaTUHY y IJIa3Mi KpOBi (OuB.
meTanbHy iHpopMalito HuxkYe). CTyIIiHb B3aEMOil Ta MificuIeHHs [Oil 3ayekaThb Bif
MiHnuBOCTi BriuBy Ha CYP 3A4. Crif 1o MOXKJIMBOCTI YHUKATH OOHOYACHOT O
3aCTOCYBaHHS 3 NOTYKHUMMU iHTiOiTopamMu CYP3A4 (Hampukian 3 IUKIOCIIOPUHOM,
TeJIITPOMIITUHOM, KJIQPUTPOMIIIUHOM, [eJlaBipAuHOM, CTUPUIIEHTOJIOM,
KeTOKOHAa30JI0M, BOPDUKOHA30JI0M, iTpakKOHa30JI0M, II0CAaKOHa30JI0M, OesIKUMU
NPOTHUBIPYCHUMM IIpemnapaTtaMu AJjis jdikyBaHHsa HCV (Hanpukmag
enbacBipy/rpa3omnpesipy) Ta inribiTopamu npoteas3 BIJI, y ToMy 4uCIli pUTOHaBipoOM,
JIOMiHaBipOM, aTa3aHaBipoM, iIHAWHABIPOM, JapyHaBipoM). AKIIO HEMOXKJINBO
VHUKHYTU OOQHOYACHOI'O 3aCTOCYBAaHHS LIUX IIpelapaTiB 3 aTOpPBaCTaTUHOM, CIIif
PO3TJITHYTH MOXKJIUBICTh 3aCTOCYBaHHS MEHIIIOl I04YaTKOBOl Ta MaKCUMaJIbHOI 03
aTopBacTaTUHY. TaK0OXK PEKOMEHAYETHCS IIPOBOOUTU HaJIEXKHUM KITIHIYHUU
MOHITOPUHT CTaHy mHallieHTa (OuB. Tabmuirio 3).

IMTomipsi iuridiTopu CYP3A4 (HanmpuKiag epuUTPOMILIUH, OUJITia3eM, BepanaMin Ta
(r1yKOHa3051) MOXKYTh IiABUILYBAaTU KOHIIEHTPAL[il0 aTOPBaCTaTUHY y IIJla3Mi KPOBIi
(muB. Tabnuito 1). OmHOYacHe 3aCTOCYBAaHHSI ePUTPOMIIIMHY Ta CTAaTHUHIB
CYIIPOBOMKYETHCS MiABUIEHHSIM PU3UKY PO3BUTKY MionarTil. [lIoCcHIigKeHHs B3aEMOil
JIiIKapChKUX IIpenapaTiB A1 OLIiHKU BIIMBY aMiofapoHy a0o BepalaMiny Ha
aTopBacCTaTUH He IIPOBOOUIN. BimoMo, 1110 aMiofgapoH Ta BepaliaMijl IPUrHiuyymTh
akTuBHICTL CYP3A4, a 0TKe, omjHOYaCHe IIpU3HaAYEeHHS 1IUX IIpelapariB 3



aTOpPBaCTaTUHOM MOIKE MPU3BECTU OO 30iIbIIIeHHS €KCIO3Ullil aTOpBacTaTUHY. TakKuM
YUHOM, IIPU OJJHOYACHOMY 3aCTOCYBaHHi aTOpBaCTaTUHY Ta ITUX MOMipHUX iHTiGiTOpPIB
CYP3AA4 crip po3risgHyTH MOXKJIMBICTh IPU3HAYEHHS MEHIINWX MaKCUMaJlbHUX 003
aTopBacTaTUHY. TaK0XK PEKOMEHOOBaHO NPOBOOUTHU KIIIHIYHUU MOHITOPUHT CTaHY
namienTa. ITicns moyaTky nikKyBaHHS iHTiOiTOpOM abo ITiciisg KOpeKIlil Koro mo3u
PEKOMEHI0BaHO IPOBOOUTHY KIIIHIYHUU MOHITOPUHT CTaHY IaliieHTa. TaKoXK TaKuu
MOHITOPUHT PEKOMEHIOBaHO MPOBOAUTHU IIiCJISA IMOYATKY JIiKyBaHHS iHri6iTopom abo
Mic/IsT KOPEKIlil 10T0 OO3MU.

I'peundpyToBu Cik. MicTuTh ofuH ab0 Oiyibllle KOMIIOHEHTIB, 1110 iHTi0yI0oTH CYP 3A4
Ta MOXKYTb IIigBUIIYBAaTU KOHIIEHTPAIlil aTOpBaCTaTUHY Yy IJIa3Mi KPOBi, 0COOIMBO IIpU
HaOMipHOMY CIIOXKMBaHHI rpeUnndpyToBoro coky (Oinbiie 1,2 miTpa Ha mooOy).

KaapumpomiyuH. 3HadyernHsas AUC aTopBacTaTUHY 3HAYHO ITigBUIIYBAJIOCA IPU
OOHOYACHOMY 3aCTOCYBaHHI aTopBacTaTuHy y 1031 80 Mr Ta kinaputpoMminuny (500 mr
2 pa3u Ha [o0y) IMOPiBHSHO i3 3aCTOCYBAaHHSIM TiJIbKM aTOPBACTATUHY (OUB. PO3Min
«®apmakonuHaMika»). OTxKe, mallieHTaM, SIKi IpUUMalOTh KIIapUTPOMIIIMH, CIIig 3
00epeKHICTIO 3aCTOCOBYBaTH aTOpBacTaTUH y A03i Buille 20 Mr (OUB. po3mdinu
«0Ocob6MBOCTI 3acTOCYBaHHSI» Ta «CItocib 3aCTOCYBaHHS Ta HO3U»).

KombiHauis iHeibimopie npomeas. 3HauenHss AUC aTopBacTaTUHY 3HAYHO
ITiZBUITYBAJIOCS MIPU OJHOYACHOMY 3aCTOCYBaHHI ITpemapary 3 KilbkoMa KoMOiHallisiMu
inridiTopiB npoTteas3u BIJI, a Takox 3 iHri6iTOpoM mpoTeas3u Bipycy renatuty C
TeJlallpeBipOM ITOPIBHSAHO i3 3aCTOCYBaHHSAM TiJIbKM aTOpBacTaTUHY (OUB. PO3AiI
«®apMaKoJIOTiuHi BmacTUBOCTI»). [lalieHTaM, sIKi IpuiMaloTh iHTi6iTOpU IIpoTeas3u
BIJI TunpanaBip + puToHaBip abo rinekamnpesip + mibpeHTacBip, CIil yHUKATH
OOHOYACHOTO 3aCTOCyBaHHS 3 aTopBacTaTUHOM. [Ipenapart ciig 3 o0epexkHiCcTIo
IMpu3HaydaTH MallieHTaM, sIKi IpuiiMaloTh iHribiTopu npoteas3u BIJI mominasip +
PUTOHABIP, i 3aCTOCOBYBAaTH y HaMHUXKYiM HeoOXimHiM mo3i. [I1s nallieHTiB, AKi
ImpuiiMaloTh iHribiTopu npotea3u BIJI cakBiHaBip + puTOHAaBIp, mapyHaBip +
puTOHAaBIip, pocamirpeHaBip abo pocamipeHaBip + puToHasip abo enbdacsip +
rpasonpesip, O03a aToOpBacTaTUHY He MMOBUHHA IlepeBuillyBatu 20 MI, 3aCTOCOBYyBaTH
I1i mpemnapaT MoTPibHO 3 o6epexHicTio. [Ipy 3acTOoCyBaHHI malieHTaMm, sIKi
MpuiiMaloTh iHribiTop mpoTea3u BIJI Hendinasip abo iHri6iTop mpoTeas3u Bipycy
rematuty C 60lienIpeBip, J03a aTOpBacTaTUHY He MOBUHHA nepeBuillyBatu 40 Mmr,
TaKOXK PEKOMEHOYETHCS MPOBEAEHHS PETEeIbHOTO KJIIiIHIYHOTO MOHITOPUHTY CTaHy
nauieHTiB (quB. po3ninu «OcoOMuBOCTI 3acToCyBaHHA» Ta «Crocib 3acToCyBaHHS Ta
IO3U»).

ImpakoHasoa. 3uauenHss AUC aTopBacTaTUHY 3HAYHO HigBUIIYBaJIOCs IIPU
OJHOYaCHOMY 3aCTOCYBaHHI aTopBacTaTuHy y 003i 40 Mr Ta iTpakoHa3ony y go3si 200
MT (OuB. po3ain «®apmakoguHaMmika»). OTxKe, MIOO0 HAIli€HTIB, AKi IPUKUMAIOTh
iTpakKoHa3071, ciifg 0yTu 00epeXXHUMHU, SKIIO J03a aTOpBacTaTUHY nepeBuilye 20 mMr



(muB. po3minu «Oco6MBOCTI 3acTOoCyBaHHsI» Ta «Coci® 3aCTOCYBaHHS Ta OO3U»).

IlukaocnopuH. ATopBacTaTUH € CyOCTPATOM II€YiHKOBUX TPAHCIIOPTEPiB. MeTabomiTu
aTopBacTaTUHYy € cyocTpaTamu TpaHcrmopTtepa OATP1B1. Iuri6itopu OATP1B1
(HampuKial IUKIOCIOPUH) MOXKYTh ITiIBUIIyBaTH 0i0OOCTYIIHICTh aTOPBaCTaTUHY.
3HaueHHsa AUC aTopBaCTaTHHY 3Ha4YHO IIiABHUIIYBaJIOCs IPU OOHOYAaCHOMY
3aCTOCYBaHHI mpenaparty y o3i 10 Mr Ta IUKJIOCIOPUHY YV O03i 5,2 MIr/Kr/mo0y
IIOPIBHSAHO 3 3aCTOCYBaHHAM TiJIBKY aTOpBacTaTUHY (OUB. po3ail «®apMaKOJIOriyHi
BJIaCTUBOCTI»). CJIi yHUKaTH OOHOYACHOT0 3aCTOCYBaHHS aTOpBaCTaTUHY Ta
IIMKJIOCTIOPUHY (OuB. po3min «OcobIMBOCTI 3aCTOCYBaHHSI»).

MepuyHi peKoMeHallil 111040 3aCTOCyBaHHS TiKapChKUX IIpernaparis, 10
B3a€EMO[IIOTH, MifCcyMoOBaHO y Tabnuii 1 (guB. TaKoXK po3minu «Crocid 3acTocyBaHHSA
Ta mo3u», «OCcoOJIMBOCTi 3aCTOCYBaHHSI»).

JletepMoBip. OgHOYACHe 3aCTOCYBaHHSA aTOpBaCTaTUHY Yy 0031 20 MI' Ta JIeTepMOBIpY Y
no3i 480 Mr Ha o0y IMPU3BOOMUIIO [0 HMiABUINIEHHS PiBHS BIJIMBY aTOPBACTAaTUHY
(cmiBBigHOIMEeHHS AUC: 3,29) (muB. po3nin «®apMaKOKiHETHKA»).

JleTepmoBip € iHri6iTOopoM ednoKcHUX TpaHcnoptepiB P-gp, BCRP, MRP2, OAT2 Ta
ne4inkoBoro tpaHcrnoprtepa OATP1B1/1B3, TakuM 4UHOM BiH IIiABUINYE PiBEHb BIJIUBY
aTopBacTaTUHY. [l03a mperapaTy aTopBacTaTUHY He MOBHHA NepeBulllyBatu 20 Mr Ha
noOy (muB. po3main «Crocib 3acTOCyBaHHS Ta JO3U»).

CTynius onocepengkoBaHux likapcbkux B3aemonivi CYP3A4 ta OATP1B1/1B3 Ha
CYIIyTHI IIpemapaTu, Moxke OyTH pi3HOIO ITPU OOHOYAaCHOMY 3aCTOCYBaHHi 1eTepMOBipy
3 IIUKJIOCIIOPUHOM. 3aCTOCYyBaHHS aTOPBaCTaTUHYy He PeKOMEHAYETHC MallieHTaM, sKi
IPUUMAaIOTh JIETEPMOBIP OOHOYACHO 3 LIUKJIOCIOPUHOM.

I'nmekanpesip i mibpeHTacsip, enbdacsip Ta rpa3onpeBip. CynyTHE 3aCTOCyBaHHSA
rJIeKarpeBipy Ta nmiopeHTaBipy abo enbacBipy Ta rpa3onpeBipy MoxKe IMPU3BECTH A0
IMigBUIIEHHS KOHIIEHTPAIlil aTopBaCTaTUHY y IJIa3Mi KPOBi Ta IMiABUILEHOT 0 PU3UKY
Miorarii.

[Tpu ogHOYaCHOMY 3aCTOCYBaHHI I'JieKanpeBipy i mibOpeHTaBipy 3 aTOpBaCTaTUHOM
ja3MoOBa KOHIIEHTPAlLlisl aTOpBaCTaTUHY IIiABUIIYETHCS 00 8,3 pa3a 4aCTKOBO 4Yepes
BCRP, OATP1B1/1B3 ta CYP3A4 iuriOyBaHHSI, TOMy He PEKOMEHIOYETLCS OQHOYACHE
3aCTOCYBaHHS{ IIpenapaTy ATOpBaCcTEpPOII NallieHTaM, Kl CYIyTHbO IPUUMAIOTh
JIiKapchKi 3acobu, 1110 MIiCTSATh TIeKampesip i miGpeHTacBip.

[Tpu ogHOYaCHOMY 3aCTOCyBaHHIi en0acBipy Ta rpa3oIpeBipy 3 aTOpBaCcTaTUHOM
I1J1la3MOBa KOHIIEHTpAalligd aTopBaCTaTUHY HiABUIIYEThCA 00 1,9 pa3a 4aCTKOBO 4epesl
BCRP, OATP1B1/1B3 ta CYP3A4 iuriOyBaHHS, TOMY 03a aTOpBacTaTUHY He IOBUHHA
nepesuinryBatu 20 Mr Ha goOy IIpu 3aCTOCYBaHHI mallieHTaM, SKi CyIIyTHLO ITPUNMAIOTh



JIiKapchKi 3acobu, 110 MicTSATh enbacBip Ta rpa3omnpeBip (auB. po3minu «Crocid
3aCTOCYBaHHS Ta mo3u», «Oco6IMBOCTI 3aCTOCyBaHHSI» i «®apMaKOKiHETHUKa»).

MepuyHi peKoMeHaallil 111040 3aCTOCyBaHHS TiKapChKUX 3ac00iB, 1110 B3AEMOIIIOTh,
mimcyMmoBaHo y Tabmuii 3 (OuB. TaKoXK po3ainu «Crocib 3acTocyBaHHS Ta O0O3U»,
«0OcobnuBOCTi 3acTOoCyBaHHSA», «PapMakKoanHaAMiKa»).

B3saemo0ii snikapcvkux 3acobis, nos’sa3aHi 3 ni08UW,EHUM PU3UKOM
Mionamii/paboomionisy

Tabnuisa 3
[Tpenaparty, 1110 Menu4Hi peKoMeHalril
B3aEMOMOIIOTH 11010 3aCTOCYBaHHSA

llukjIOCIOPUH, TUIIPaHAaBip
+ pUTOHAaBIp, rJIeKanpesip
+ miGpeHTacBip,

_ YHUuKaTH 3aCTOCYyBaHHA
JIeTEPMOBIp IIpU
aTopBacTaTUHY
OOHOYaCHOMY

3aCTOCyBaHHI 3

ITHUKIIOCIIOPHMHOM

Knaputpominus,
iTpakKOHa30J1, CakKBiHaBIpP
+pUTOHAaBIip*, mapyHasip +
pUTOHAaBIp, He nepesuinyBaTtu no3y 20
¢docamnpenasip, MT" aTOpBacTaTHUHY Ha [00y
¢pocamnpenasip +
puToOHaBip, enbacsip +
rpa30IpeBip, T1eTEPMOBID

Herndinasi He nepesuinyBaTtu go3y 40
ndiHasbi
P MT" aTOPBAaCTaTHUHY Ha [o0y

JlomiHaBip + pUTOHAaBIp,

CUMeEeIIPEeBip, MoXimHi
. . 3acTocoByBaTH 3
$ibpruHOBOI KMCIOTH, ;
] _ 00epexkHiCcTIO Ta y
€PUTPOMIITUH, a30JIbHi . . .
) HaWMeHIIi HeoOXigHiM
ITPOTUTPUOKOBI 3aco0u, .
.. . . A031
mimimoMonudikyodi go3u

HiallMHYy, KOJIXIITUH

*3aCcTOCOBYBATHU Y HAaMEHIIiN HeOoOXimHiN m03i.



I'em@ibpo3usa. Y 3B’13Ky 3 IiOBUIIEHUM PU3UKOM MionarTii/pabmomionisy npu
omHOYacHoMY ItpuiioMi iHriGiTopiB 'MI-KoA-penykTa3u 3 reMdiOpo3uioM ciif
YVHUKATH CYMiCHOTO 3aCTOCYBaHHS aTOpBacTaTUHY 3 reM(piopo3unoM (OuB. PO3Oia
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

THwi ¢pibpamu. OcKinbKu BimoMo, III0 pU3WK PO3BUTKY MioIaTil i yac niKyBaHHS
inridiTopamu 'MI'-KoA-penyKTa3u IMigBUIIYETHCSA TPU OOHOYACHOMY IPUMOMI iHIIINX
¢$ibpaTiB, aTopBacTaTHUH CJIif 3aCTOCOBYBAaTH 3 00EPEKHICTIO IPU CyMiCHOMY
3acToCyBaHHi 3 iHmmMu ¢pibpaTtamu (ouB. po3min «Ocob6IMBOCTI 3aCTOCYBaHHS).

HiauyuH. Pu3uk BUHUKHEHHS MMOOIYHUX SBUII 3 O0OKY CKeJIETHUX M s3iB 30iIbIITYETHCS
IIPY 3aCTOCyBaHHI IIpenapaTy y Kom0OiHallil 3 HialluHOM, a OTKe, 3a TaKUX YMOB CIIif

PO3TJISHYTH MOXKJIUBICTh 3HUKEHHS 03U aTOpBacTaTUHY (OUB. po3ain «OcobmmBOCTI
3aCTOCYBaHHS»).

Pugamnin abo iHwi iHOykmopu uumoxpomy P450 3A4. OgHo4yacHe 3aCTOCYBaHHS
npemnaparty 3 iHgykTopamu nutoxpomy P450 3A4 (manpuknapn edaBipeH3, pudaMiIin)
MO2Ke ITPU3BOOUTHU 10 HECTINKOT0 3MEHIIIEeHHS KOHIIeHTpallil aTopBacTaTUHY y IJ1a3Mi
KpOBi. Hepe3 MexaHi3M NOABIMHOI B3aeEMOil pudamMniHy peKOMEeHOYyEThCI OqHOYacHe
3aCTOCYBaHHS aTOPBACTAaTUHY 3 pudaMIiHOM, OCKiJIbKM OyI10 moKa3aHOo, 1110
BiICTpOUYEeHe 3aCTOCYBaHHS IpelaparTy IIicisa BBeOeHHS pudaMITiHy I0oB’ gd3aHe 3i
3HAYHUM 3HUKEHHSIM KOHIIEHTpallii aTopBacCTaTUHY y IIJla3Mi KPOBi.

Huamiazemy 2i0poxsiopud
OpHoyacHuU npuioM atopBactaTtuny (40 Mr) ta guntiazemy (240 mr)
CYIIPOBOMXKYETHCS MiABUIIIEHHSIM KOHIIEHTpAIlil aTopBaCTaTUHY Y I1JIa3Mi KPOBi.

IHumemuouH

Y pesynbTaTi IpoBedeHUX OOCIiAXKEeHb 03HAK B3a€EMO[Iil aToOpBaCTaTUHY Ta
LIUMETHUANHY HEe BUSBJIEHO.

AHmauuodu

OnmHOYacHUU nmepopasibHUM NPUMOM aTOpPBaCTaTUHY Ta CYCIeH3il aHTallugHOT O
npemnapary, 110 MiCTUTh MarHii Ta aJllOMiHiI0 TiZPOKCU[, CYIIPOBOOXKYETHCS
3HUKEHHSIM KOHIIEHTpallil aTopBacTaTUHY y IJ1a3Mi KpoBi mpubnu3uo Ha 35 %. [Ipu
ILOMY TinoJinieMiyHa [isg aTopBacTaTUHY He 3MiHIOBalacs.

Kosnecmunoan

KoHlleHTpallis aTopBacTaTUHY Y IJ1a3Mi KpoBi Oyna HUK4Y0I0 (Ipubiu3Ho Ha 25 %)
IIpY OOMHOYAaCHOMY IIPUUOMI aTOpBacTaTUHY Ta KoJjlecTunoiny. Ilpu npomy
rinomninigeMiyHa misg komOiHallil aTopBacTaTUHY Ta KOJIECTHUIIONY IIepeBUIlyBaa



e(eKT, IKUM ma€ IPUKUOM KOXKHOTO 3 IIUX IIpelrapaTiB OKpeMo.
A3umpomiyuH

OpgHouyacHe Ipu3HadeHHA aTopBacTaTuHy (10 Mr 1 pa3 Ha fo0y) Ta a3UTPOMILIMHY
(500 Mr 1 pa3 Ha mo0y) He CYIIPOBOMAXKYBaIOCS 3MiHaMU KOHIIEHTpallil aTopBacTaTUHY
y Ij1a3Mi KpoBi.

IH2i6imopu mpaHcnopmHux 6isiKie

[HTiGiTOPY TpPaHCHOPTHUX OiNKiB (HampuKIal IIUKIIOCIOPUH, JIETEPMOBIp) 34aTHI
MigBUINyBaTHU PiBeHb CUCTEMHOI €KCIIO3UIlil aTOpBaCTaTUHY. BIIUB NpUTHIYEHHA
HaAKOIIMYYBa/JIbHUX TPAHCIIOPTHUX OiNIKiB Ha KOHIIEHTPAIlil0 aTOPBAaCTaTUHY B KIIiTUHAX
MEeYiHKU HeBimoOMUU. AKINO YHUKHYTH OOHOYACHOTO IIPU3HaYeHHs LIUX IIpelapaTiB
HEMOXKIIUBO, PEKOMEHOOBaHO 3HUXKEHHS 03U Ta NPOBEOEHHS KITIHIYHOTO
MOHITOPUHTY e(PEeKTUBHOCTI aTOPBAaCTaTHUHY.

Ezemumib

3acTocyBaHHS €3eTUMiOy SIK MOHOTepaIii IToB’sI3yI0Th 3 PO3BUTKOM SIBUII] 3 OOKY
M’sI30BO1 CUCTEMHU, Y TOMY YHCIi pabaomionidy. TakuM 4MHOM, IPU OOHOYACHOMY
3acTOCyBaHHi e3eTuMiOy Ta aTOpBaCTaTUHY PU3UK PO3BUTKY IIUX SIBUII 30iTbIITYETHCS.
PekoMeHO0OBaHO IPOBOOUTH HaJI€KHUU KITIHIYHMU MOHITOPUHT CTaHy TaKWX Malli€HTiB.

dy3udosa Kucsaoma

IocnigkKeHHs B3a€MOil aTopBacTaTUHY Ta (py3uUO0BOI KMCJIOTH HE IIPOBOAUIU. AK iy
BUNAAKY 3 IHIIMMU CTaTHHaMU, Y IOCTMapPKETUHIOBUU I1€PioA IIPKU OOHOYaCHOMY
IIPUIOMi aTopBacTaTUHY Ta Qy3UO0BOI KUCJIOTU CIIOCTepiraaucs sBuila 3 00Ky
M’s130BO1 cucTeMu (y TOMy 4mcCJi pabmomioni3d). MexaHi3M 1Ii€l B3aEMOil 3aIUIIAETHCS
HeBimoMuM. ITaIrieHTH MOTPEOYIOTH TUIBHOTO HATJISY, MOXKe IToTpeOyBaTUCs
TAMYaCOBe NNPU3YNIUHEHHS JTiKyBaHHS aTOpPBaCTaTHUHOM.

HueoxcuH. TIpu omHOYACHOMY 3aCTOCYBaHHI 6araTopa30BUX 103 aTOPBACTATUHY Ta
OUTOKCHUHY PiBHOBaXHi KOHIIEHTpallil IUTOKCUHY V IJIa3Mi KPOBi MiABUIIYIOTHCS
npubnu3xo Ha 20 %. Cnig HajleXXHUM YMHOM KOHTPOJIIOBATH CTAH IMAIli€HTIB, SKi
NPUKUMaIOTh TUTOKCHH.

ITepopanavHi KoHMmpauenmuesu. OmHOYaCHE 3aCTOCYBaHHSI aTOpPBaCTaTUHY 3
IIepopanlbHUMU KOHTPalleNTUBaMM ITigBuIllyBano 3HadeHHSA AUC Oy1s1 HOPEeTUCTEPOHY
Ta eTUHisiecTpamiony (oOuB. po3min «®@apmakonmHaMika»). Li migBumieHHs ciig Opatu
00 yBaru npu BUOOpPi mepopanbHOTO KOHTPAIlENITUBA IO XKiHKU, IKa MpuiMae
aTOpBaCTaTHUH.



BapgapuH. ATopBacTaTHUH He YMHUB KJIIHIYHO 3HAYYINO1 Aii Ha MpoTpoMOiHOBUI YacC
IIpX 3aCTOCYBaHHI HallieHTaM, SKi IIPOXOONIN OOBrOTPHBaJie JIiKyBaHHSA BapdapuHOM.

KosaxiyuH. [Ipy ogHOYaCHOMY 3aCTOCYBAaHHI aTOPBACTATUHY 3 KOJIXIITUHOM
MMOBiTOMJISIJIM ITPO BUIIQAKM MionarTii, y ToMy 4ucai pabgomionidy, ToMy ciif 3
00epexkHICTIO MPHU3HAYaTH aTOPBACTATHUH 3 KOJIXiIITMHOM.

THwi nikapcvki 3acobu

KiiniuHi mocaigKeHHA noKa3aly, 1110 OJHOYAaCHe 3aCTOCOBYBaHHS aTOpBacTaTUHY 1
TriOTEeH3WBHUX IIpelapaTiB Ta M0r0 3aCTOCYBaHHS y X0 eCTPOTeH-3aMiCHOI Teparril
He CyHPOBOIXKYBaJIOCS KIIiHIYHO 3HaAUyIIUMM IoOivHUMU edeKTaMu. [ocmigXKeHb
B3a€eMO[il 3 iHIMIUMU ITpeIlapaTaMu He IPOBOOUIIH.

Oco00/1UBOCTi 3aCTOCYBaHHSA

CkesnemHi m’a3u

Hamxomunu pigKicHI ITOBimOMJIEHHS PO BUIIAAKU PabmoMiostisy 3 roCTpOI0 HUPKOBOIO
HeIOOoCTaTHICTIO BHACIAOK Miorjio0iHypil ITpu 3aCTOCyBaHHiI aTOpBacTaTUHY Ta iHIIUX
JIIKapChKHUX ITpelaparTiB 1Iboro Kiacy. HassBHICTh B aHaMHe3i TOpyIIeHHs PyHKITi1
HUPOK € PaKTOPOM PU3UKY PO3BUTKY pabmomiostidy. Taki maiieHTu moTpeOyioTh OisbIil
PETENILHOTO MOHITOPUHTY IJIs BUSIBJIEHHS IOPYIIEHb 3 OOKY CKeJIETHHUX M 3iB.

ATopBacTaTuH, §K 1 iHIII IpenapaTy I'PyId CTaTHUHIB, iHOMOL CIPUYUHSE MiOIaTiio, 1110
BH3HAYaA€ETHCA K 00J1i y M’s13ax ab0 cj1abKicTh M’s3iB y MOEMHAHHI 3 NiTBUIIIEHHIM
moka3HUKiB KpeaTuHdocdokina3zu (KOK) y mornap 10 paziB Bullle BEPpXHbOI MeXKi
HopMu. OgHOYaCHe 3aCTOCYBaHHS BUIIMX A03 aTOPBACTAaTUHY 3 IEBHUMHU JTIiIKAPChKUMU
IIpenapaTaMy, TAaKUMHU SIK [TUKJIOCIOPHUH i oTykHi iHri6iTopu CYP3A4 (Hanmpuknag
KJIapUTPOMIIIUH, iTpaKoHa301 Ta iHribiTopu npoTtea3 BIJI Ta Bipycy renatuty C),
IMiOBUIIYE PU3UK MiomaTii/pabgomionisy.

Hamxopmunu pigKicHIi ITOBimOMJIEHHS ITPO BUITIAAKW iMYHOJIOTiYHO OIIOCEPEIKOBaHOL
HekpoTuuHol Mionartii (IOHM) - ayToiMmyHHOI MiomaTil, ITOB’s13aHOI i3 3aCTOCYBaHHSAM
ctatuHiB. IOHM xapakTepu3yeThCsI TAKUMH O3HAKaMM: CJIA0KiCTh MPOKCUMAJIbHUX
M’si3iB Ta ITiOBUILIEHUN PiBeHb KpeaTWHKIHA3U y CUPOBATIIi KPOBi, sIKi 30epiratoThbCs,
He3Bakalo4yM Ha IIPUNUHEHHS JiKyBaHHS CTaTUHAMMU; M’ si30Ba 0ioIICcisa BUSIBISE
HEKPOTUYHY MiolaTiio 6e3 3HAYHOI'O 3allajIeHHs; IIPU 3aCTOCYBaHHi
iMyHOCyHIpeCUBHUX 3aC00iB CIIOCTEPIraeThCsA MO3UTHUBHA OUHaMiKa.

MoOXNUBiCTh PO3BUTKY MioIlaTil CJIif po3rnsggaTyu y OyOb-IKOTO MallieHTa 3 AUQYy3HUMU
Miasnrisimu, 60icHicTIO abo cimabkicTio M’a3iB Ta/ab0 3HauHuM nigBuieHHsIM KOK.
[TamieHTaM Cif TOpeKOMeHaAyBaTU HETaHO MMOBiMOMIIATH IIPO BUIIaAKHU OOJIIO y
M’si3aX, OosicHOCTi abo cimabKOCTi M’'13iB HEBigOMO1 eTioorii, 0CoO6IUBO SIKIIO IIe



CYIIPOBOMXKYETHCS BiTUYTTSIM He3OyKaHHS, IIiABUIIEHHSIM TeMnepaTypu abo SKIIIo
O3HAKM 3aXBOPIOBAHHS M’s13iB 30epiraroThCs IIiCiIsi NPUIIMHEHHS IPUNOMY
aTopBacTaTuHY. JIikyBaHHSA IIpenapaToM CJIi IPUIMHUTU Y BUIIaAKy 3HAYHOI'O
migBunieHHs piBHsA KOK, miarHocTyBaHHS abo ITimo3pu Ha Miomario.

Pu3uk miomnartii mig 4yac nmiKyBaHHSA IpelapaTaMy LbOTO KjIacy IMigBUIIYETHCS MPHU
OOHOYACHOMY 3aCTOCYBaHHI JTiKapCchKuX 3aco0iB, 3a3HaveHux y Tabnuili 3. Jlikapi, gKi
pO3rnsifaloTh MOXKIIMBICTH KOMOIHOBaAHOI Teparllil aTopBaCTaTUHOM Ta Oy[ab-IKUM 3 LIUX
nperaparis, IIOBUHHI PEeTEIbHO 3BaXKUTH MOTEHI[INHI IepeBaru Ta pu3nuKy, a TaKOXK
PETEJILHO CTEXKUTH 3a CTAHOM ITAIliEHTIB OO0 OyAb-IKUX CUMIITOMIB 007110, 60JIiCHOCTI
abo crmabkocCTi y M’si3aX, 0COOJIMBO MPOTSATOM ITOYaTKOBUX MICAIIiB Teparrii Ta
MIPOTSATOM Oy[Ob-IKOT'O 3 IEePiOfiB TUTPYBaHHS [N03U y HANIPSIMKY 30iIbIIIeHHS Oyab-
SIKOTO 3 IIpenapatiB. Ciig po3TIsSHYTU MOXKIIUBICTb 3aCTOCYBaHHS HU3BKUX
II0YaTKOBUX Ta IMiATPUMYBaJIbHUX 03 aTOPBaCTaTHUHY IIPU OOHOYACHOMY IPUUOMI 3
BHUIIle3raJJaHNMMU JIIKaPChbKUMU IpemnapaTaMu (OuB. po3min «BlaemMopisa 3 iHIIUMHT
JIiIKapChbKUMHU 3aco0aMM Ta iHIII BUOM B3a€EMOiN»). Y TaKUX CUTYyallidIX MOXKe
PO3rnsigaTHCS MOXKIIUBICTh mepioguuHoro Bu3HaueHHsa K®K, ane HeMae rapaHTii, 1o
TaKU¥ MOHITOPHHT OOIIOMOKe 3aro0irTy BUNagKaM TSIKKOI MiomaTil.

[ToBimoMisiniu IIPO BUMAAKM Miomartii, y ToMmy 4ucii padagomionidy, IIpu ogHOYaCHOMY
3aCTOCYBaHHI aTopBacTaTUHY 3 KOJIXIIUHOM, TOMY aTOpPBaCTaTHH i3 KOJIXILIIMHOM CJIif
MpHU3HaYaTH HallieHTaM 3 o0epexkHicTio (OuB. po3min «B3aeMomist 3 iHmuMHu
JIiIKapPCHKUMHU 3aco0aMU Ta iHIIN BUOM B3a€EMOMil»).

Tepartmito aTopBacTaTUHOM CJIi TUMYaCcOBO ab0 MOBHICTIO IPUIIMHUTHU Y OyAb-IKOTO
MalieHTa 3 TOCTPUM CEPHO3HUM CTaHOM, 1110 BKa3y€ Ha PO3BUTOK MiormarTii, abo mpu
HasIBHOCTI (paKTOpa PU3UKY PO3BUTKY HUPKOBOI HEAJOCTATHOCTI BHACIIAOK
pabmoMioni3y (HanmpuKJiapg TsXKKa rocTpa iHdekIlisi, aprepianbHa rinoTeHsis,
XipypriuHa orepailisi, TpaBMa, TSXKKi MeTab0JIiuHi, eHOOKPUHHI Ta eJIeKTPOIiTUYHI
po3J1agM, a TaKOK HEKOHTPOJIbOBAHI CyJOMM).

ITopyweHHA pyHKUII neyiHKU

Byno moka3aHo, 1110 CTaTHUHMU, K i AesKi iHImi rinosinimemiusi TepaneBTuyHi 3acobu,
OB ’si3aHi 3 BigXUIeHHAM Bi HOpMHU 0iOXiMiYHUX ITOKa3HUKIB PyHKIIIl IeUiHKHU.
CrocTepiranocs CTiVike IIigBUIIEHHS PiBHIB CHPOBATKOBUX TpaHcaMiHa3 (OilbII HiXK y
3 pa3u BUIlle BEPXHbO1 MeXKi HOPMH, 1110 BUHUKJIO 2 pa3u abo Oibiie) y malieHTiB, saKi
OTpUMYBAaJId aTOPBaCTaTUH IIi[] YacC KJIIHIYHUX JOCIiAXKEHb.

Byrno 3apeecTpoBaHo ogvH BUIIaOOK KOBTAHUI. [[ifBUIIEeHH] TOKa3HUKHA
dyHkIioHanbHUX P06 nevinky (PIII) y iHmIMX mallieHTiB He OyIu MOB’si3aHi 3
JKOBTSIHHUIICIO a00 IHIMUMHY KIIHIYHUMU cUMIITOMaMH. [Ticyist 3MeHIIIeHHSs OO3H,
IepepBU Y 3aCTOCYBaHHi IIpenapaTy abo MPUINHEHHS MOro 3aCTOCYBaHHS PiBHI
TpaHCaMiHa3 ITOBEPTAJIMCS [0 PiBHIB mepen MiKyBaHHSIM ab0 6/1M3bKO [0 IIUX PiBHIB



0e3 3aJIMINKOBUX SBUIL. BinbIlle MOJIOBUHU NAlIli€HTIB 3i CTIHKUM IIiOBUINEHHIM
IMOKA3HUKIB QYHKITIOHATPHUX ITPO0 MediHKY ITPOOOBXKYBaIU JIiKyBaHHS
aToOpBaCTaTUHOM y MEHIIIUX JO03ax.

Ilepen TUM SIK PO3MIOYUHATU TEPAIlil0 aTOPBACTaTUHOM, PEKOMEHAYETHCSA OTPUMATH
pe3ynbTaTU aHali3iB TOKa3HUKIB PepMEeHTIB IeUiHKM Ta POOUTH aHajli3u ITOBTOPHO Yy
pazi kiiHiuHol HeoOxigHOCTi. Hagxomunu pigKicHi mocTpeecTpallifiHi moBimoMiIeHHS
PO BUIMAAKHU JIETAJIbHOlI Ta HeJleTaIbHOl ITe4YiHKOBO1 HEJOCTATHOCTI y IAlli€EHTIB, SKi
IpUUMaJy IpernapaTy I'Pynyd CTaTUHIB, Y TOMY YMCJIi aTOpBacTaTUH. Y BUNAOKy
CEpPUMO3HOT0 ypaxKeHHs NediHKU 3 KJIiHIYHUMU CUMIITOMaMHU rinepbinipybinemieio abo
JKOBTSHUIIEIO i Yac 3aCTOCyBaHHSA aTOpPBACTaTUHY CJIi HEeralHO MIPUINHUTHA
JIiIKyBaHHS. fAKIIIO He BU3HAUYEHO aJIbTE€PHATUBHOL €Ti0JoTil, He CIIifl ITIOBTOPHO
PO3MNOYKMHATH JIIKyBaHHS IIpernapaToM.

ATopBacTaTuH ciig 3 00epexXHiCTIO MPpHU3HaYaTU NalliEHTaM, SIKi BXKMBalOTh 3HAYHI
KiJTbKOCTI aJIkKoroJiio Ta/abo MaloTh B aHaMHe3i 3aXBOPIOBAHHS IMMEeYiHKU. ATOpBaCTaTUH
ITPOTUNIOKAa3aHUM ITPU aKTUBHOMY 3aXBOPIOBaHHI IMe4iHKM ab0 CTiKOMY HigBUINIEHHI
PiBHIB Ie4iHKOBUX TpaHCaMiHa3 HeBimoMol eTiosorii (QuB. po3min
«[TpoTUIIOKa3aHHI»).

EHOOKpuHHA pyHKUiA

[MToBigomnsinu npo migBumieHHs piBHA HbAlc Ta KOHIIeHTpallil ITI0OKO3U ¥ CUPOBATIIi
KPOBi HaTIIe npu 3acTocyBaHHi iHribitopiB 'MI'’KoA-penykTa3u, y TOMY YUCIIi 1
aTopBacTaTUHY.

CTaTUHU NEepPEeUIKOaXKalTh CUHTE3y X0JIECTEPUHY Ta TEOPETUYHO MOXKYTh OCJIabIATH
Cexkpelrio HaTHUPHUKOBO3a/I03HUX Ta/abo roHagHux crepoiniB. KimiHiuHi mocmigXeHHs
ToKa3aJiy, 1[0 aTOpBacTaTUH He 3HUXKYye 0a3anbHy KOHIIEHTPAIliI0 KOPTHU30JIy IJIa3MHU
KPOBI Ta He IOLIKOAXY€E pe3epPB HaJHUPKOBUX 3aJ103. BIIIuB cTaTHHIB Ha
3amJTigHIOBA/JIbHY 30aTHICTh CIIEPMU He OOCIiAXKYyBaBCSAd ¥ JOCTaTHHOI KiJIbKOCTI
naitieHTiB. HeBimoMo, SIKMM YMHOM IIpemnapar BIJIMBAE, Ta ¥ YU B3araji BIIJIMBaA€E Ha
CUCTEMY «CTaTeBi 3a703u-Tinogi3-rinoranraMyc» y XKiHOK y HepegMeHOoIIay3HU’
nepion. Crmig OyTu 00epekHUM ITPU OJHOYACHOMY 3aCTOCYBaHHI IIpernaparty rpynu
CTaTHHIB 3 JTiKapChbKUMHU MpellapaTaMH, 1110 MOXKYTh 3HUKyBaTH PiBHi ab0 aKTUBHICTh
€HAOTeHHUX CTEPOIJHUX F'OPMOHIB, TAKMMHU K KETOKOHA30JI, CIIIDOHOJIAaKTOH Ta
IUMETUOUH.

3acmocysaHHA nauieHmam nicas Hew,00aeHb020 iHCY1bmy abo MpPaH3umopHoOi
iwemiyHoi amaku

Y kniHiYHOMY OOCIIAXKEHHI, i 4ac SKOTr0o aTopBacTaTuH y 4031 80 MI 3aCTOCOBYBaIu
namieHTaM 6e3 inmemMiyHOI XBOPOOU ceplist, IKi Manau B aHaMHe3i BUIIQAKM iHCYIbTYy abo
TPAH3UTOPHOI iIlIEMiYHOl aTaKM IIPOTATOM IIONEPEaHiX 6 MiCAIliB, CIOCTepiranacs

OinbIlla YacTOTa BUMNAKiB IeMOpariyHoro iHCyJbTy Yy TPYIIi HalliEHTIB, SKi OTPUMYyBaIn



aTopBacTaTUH y mo3i 80 Mr mopiBHSHO 3 rpynoo miamnebo. YacToTa BUIIagKiB
JIeTaJIbHOT'O TeMOoparigyHoro iHcynbTy Oyiia momibHOoI0 B YCiX rpynax JIiKyBaHHS.
YacToTa BUIIAOKIB HEIETaJIbHOTO reMOoparivHoro iHCcynbTy OyJia 3HaYHO BUIIOIO Y
TPyIi IMalieHTiB, SKi OTPUMYyBaJii aTOPBACTAaTHUH, IOPiBHSIHO 3 rpynoo nnanebo. [Jesaki
II0YaTKOBI XapaKTEPUCTUKM, Y TOMY YHMCJIl HasIBHICTh BUIIA[KIB reMOparivHoro ta
JIaKYHAPHOTO iHCYJIBTY Mif Yac BKIIOYEHHS OO0 OOCIIigXKeHHs, OyJIu ITOB’si3aHi 3 BHUIIIOIO
YaCTOTOIO BUIIA[KIB reMOpariyHoro iHCyJbTy y I'PYIIi Mali€eHTiB, SKi OTpUMYyBasu
aTopBacTaTuH (OuB. po3min «ITobiuHi peakiii»).

He cniocTtepiranocs xXomHUX BigMiHHOCTeM y 6e31melli Ta e(eKTUBHOCTI ITpenapaTty Mix
HallieHTaMHu BiKOM Bifm 65 mo 75 poOKiB Ta mallieHTaMHu BiKOM Bifl 75 POKiB, TakK caMO SIK
He OyJI0 3apeeCcTpPOBAHO KOOHUX BiAMIHHOCTEU y BiAIIOBiAl Ha JIiKyBaHHS Mix
Halli€eHTaMH JIITHBOTO BiKy Ta MOJIOAOIINMH ITallilEHTaMU, IPOTe He MOXKHa BUKI/IIOYaATU
OiNbIITy YYTIUBICTh MeIKUX CTApIIUX IalieHTiB. OCKiNbKY cTapinui Bik (Big 65 pokiB)
€ (pakTOpPOM CXMNIBHOCTI OO0 Miomnarii, cjtig 3 06epekHICTIO MPU3HaYaTU aTOpPBaCTaTUH
JIFOOSIM JIITHBOT'O BIKY.

ITeyiHkoBa HedocmamHicmbw

ATopBacTaTUH IPOTUIIOKA3aHUU NallieHTaM 3 aKTUBHUM 3aXBOPIOBAHHSIM IIE€YiHKH,
BKJIIOUAIO4Y¥ CTiMKe TigBUILEHHS PiBHIB IE€4YiHKOBUX TpaHCaMiHa3 HEeBigOMOIl eTionoril
(muB. po3minu «IIpoTuriokasaHHsa» Ta «PapMakKoguHaMiKa»).

Lo nouamky niKy8aHHA

ATopBacTaTHUH ciif 3 00epexKHiCTIO Mpu3HaYaTH IalliEHTaM 3i CXUIIbHICTIO 10
PO3BUTKY pabaomiostidy. [Io mo4yaTKy JiKyBaHHS CTaTUHaAMHU Y IAIi€HTiB, CXUIbHUX [0
PO3BUTKY pabmomiostidy, ciig Bu3HavaTu piBenb KK mpu:

e IOPYILIEHHI (QYHKIIl HUPOK;

e TimOyHKIIil M TOBUOHOL 3aJI03H;

e CIIQJKOBUX PO3JIafiaXx M’si30BOl CUCTEMHU Y POOUHHOMY ab0 ocoOuCTOMY aHaMHe3i;

e IIEPEHECEHUX Y MUHYJIOMY BUIIaIKaX TOKCUYHOI'O BILUIUBY CTaTUHIB abo ¢ibpaTis
Ha M’ s13U;

e IIEPEHECEHUX ¥ MUHYJIOMY 3aXBOPIOBAaHHSAX MeUYiHKU Ta/a00 BXKUBaHHI BEJIUKUX
KIJIbLKOCTEU aJIKOT OJII0.

IInsa maieHTiB miTHBOTO BiKYy (Bim 70 poKiB) HEOOXiMHICTH MPOBEIEHHS O3HAYEHUX
3axO0fiB CJIif OILIiHIOBATHU 3 ypaXyBaHHSM HAsIBHOCTI iHIIKUX (aKTOPiB CXUIBHOCTI A0
PO3BUTKY pabmoMiortizy.

[TigBuileHHS PiBHSA IIpellapaTy y IJla3Mi KPOBi MOXKJ/IMBE, 30KpeMa, V pa3i B3aeMofil Ta
3aCTOCYBaHHS OCOOIUBUM IONYJIALISAM Malli€HTiB, Y TOMY YHCJIi ITallieHTaM 3i
CIIaAKOBUMU XBOPOOaAMHU.



Y Takux BUNlaJKax peKOMEHAOBaHO OLIIHIOBATH CIIiBBiHHOIIEHHS PU3HUKIB Ta MOXKJIUBOI1
KOPHUCTI Bif IiKyBaHHS Ta NIPOBOOUTHU KJIIHIYHUU MOHITOPUHTI CTaHy IaLli€HTIB. AKIIIO
0O MoYaTKy HiKyBaHHS piBeHb KK 3HaYHO migBUIleHUN (BUIlle BEPXHBOl MEXKi HOPMU
OinbII HiXK ¥ 5 pasziB), JIiKyBaHHS PO3MOYMHATU HE CIIif.

Bumiprwo8aHHA piBHA KpeamuHKIHAa3u

PiBeHb KpeaTHUHKiIHA3M He CJIil BU3HAUYATHU MiCJsA iHTEHCUBHUX (Qi3MYHUX HaBaHTaXKeHb
a0o0 IIpu HASIBHOCTi OYOb-SIKUX MOXKJIMBUX aJIbTEPHATUBHUX NPUYNH ITiABUIIIEHHS PiBHS
KK, ockinbku 11e MOXKe YCKIaOgHUTH PO3MMnPPyBaHHS Pe3yabTaTiB. AKINO Ha
MOYaTKOBOMY PiBHi criocTepiraetbcs 3HauHe nigsuinieHHs KK (nmepeBuinenass BMH
OinbII HiK ¥ 5 pasiB), To yepe3 5-7 OHIB HEOOXimMHO ITPOBECTU MOBTOPHE BU3HAYEHHS
IOJId MigTBEePOXKEeHHs pe3yJibTaTy.

ITio uac nikyeaHHs

[NalieHTH MOBUHHI 3HATHU PO HEOOXimHICTh HeraHo MOBIMOMJISTH ITPO PO3BUTOK OOJII0
y M’si3aX, CydOM 4YM CJIaOKOCTi, 0COOIMBO KOJIM BOHU CYITPOBOAXKYIOTHCS HE3yKaHHSIM
abo0 rapsiykoio.

Y pa3si mosiBu 1IMX CUMIITOMIB TIif] Yac JIiKyBaHHS aTOpBaCTaTMHOM HEOOXigHO
Bu3HauuTHu piBeHb KK y 11boro nanienrta. Aximo pisens KK 3Ha4HO OigBUllleHUNA
(mepeBuirye BMH 6inbIil Hi2K v 5 pa3iB), TiKyBaHHS CIIiJ IPUIIUHUTH.

HOLINBbHICTh NPUIIUHEHHS JIIKYBaHHS CJIi] TAKOXK PO3IJISHYTH, SKIIO HiABUILIEHHS
piBHsa KK He csirae n’ssiTuKpaTHOTO nepeBuilieHHss BMH, ane cumntoMmu 3 60Ky M’s3iB
MalOTh TSXKKUU XapaKTep Ta IIOOEeHHO CTal0Th IPUYUHOIO HEIPUEMHUX BiQUYyTTIiB.

[Ticnss 3HUKHEHHSI CUMIITOMIB Ta HopMaJi3ailil piBHsS KK MoXHa po3TIaHyTH
MOZKJIMBIiCTb BiDHOBJIEHHS JIiIKyBaHHS aTOpPBAaCTaTHHOM a0o0 ITOYaTKY JIiKyBaHHS
aJIbTEPHATUBHUM CTAaTHHOM 3@ YMOBH 3aCTOCYBaHHS MiHiMaJIbHOI MOXKJIMBOI 03U
IpernapaTy Ta peTeJIbHOI'O HarJjIagy 3a CTaHOM IIallieHTa.

JIikyBaHHSI aTOpPBAaCTaTUHOM HEOOXiIHO IMPUNUHUTH, SIKIIO CIIOCTEPIra€EThCS KIiHIYHO
3Hauymle nigsuilieHHsa piBHS KK (mepesunieHdss BMH 6inpin HiXK y 10 pagziB) abo y
BUIIaAKYy BCTAHOBIEHHS AiarHO3 pabmoMioni3y (4u € mimo3pa Ha PO3BUTOK
pabmomiorizy).

O0HoOuacHe 3acmoCyB8aHHA 3 IHWUMU AIKAPCbKUMU Npenapamamu

Pu3uK po3BUTKY pabooMiosi3y migBUIMYETHCS IIPU OOHOYACHOMY 3aCTOCYBaHHI
aToOpBAaCTaATHUHY 3 HeIKUMMU JIiKapChbKUMU IIpernapaTaMi, 1110 MOXKYTh 30iIbIIIUTH
KOHIIEHTPAllil0 aTOpBaCTaTUHY y IIJla3Mi KpoBi. [IpukiagaMu TakKux IperaparTiB €
notyxkHi iHri6iTopu CYP3A4 abo TpaHCIOPTHUX OiJNIKiB: IMKJIOCIIOPUH, TEIiTPOMIIIUH,
KJIapUTPOMILIVH, OeJlaBipauH, CTUPUIIEHTOJI, KETOKOHAa30J1, BOPUKOHAa30JI,



iTpaKOHa30JI, TOCAaKOHA30JI, JIeTepPMOBip Ta iHribiTopu nmporteas BIJI, y Tomy uncii
PUTOHABIpP, JIONiHaBip, aTa3aHaBip, iIHAWHAaBIP, HapyHasip. [Ipu ogHOYacHOMY
3acTOCyBaHHi 3 remM}piOpo3unoM Ta iHIMMUMH MoXigHUMHU (HiOPOBOI KUCIIOTH,
OollenpeBipoM, ePUTPOMIIIMHOM, HiallMHOM Ta €3eTUMiOOM, TenanpeBipoM abo 3
KoMOiHalli€lo TemanpeBip/pUTOHABIP TAKOXK 3POCTAE PU3UK BUHUKHEHHS MiomaTi.
AKIII0 MOKJIMBO, CJIif 3aCTOCOBYBATH iHIIII JTIKAPCHKI ITpenapaTu (110 He B3aEMOIIOTH 3
aTopBaCTaTUHOM) 3aMiCTh BUIIle3raJaHUX.

AKI110 HeoOXigHO MPOBOAUTHU OJHOYACHE JIIKyBaHHS aTOPBAaCTAaTUHOM Ta 3rajJlaHUMU
pernapaTtaMu, CJIil peTEeIbHO 3BaKUTU KOPUCTh Ta PU3UKU Biff OHHOYACHOTI' O
JIIKyBaHH. fKIIO NallieHTU IPUUMAaIOTh JIIKapChKi IpenaparTH, 110 MiOABUIIYIOTh
KOHIIEHTPAI0 aTOPBACTaTUHY Y IJIa3Mi KPOBi, pPEKOMEHYETHCSA 3HUXKYBATU 03y
aTopBacCTaTUHY A0 MiHiManbHOI. KpiM TOro, ¥ pasi 3aCTOCyBaHHS IIOTYXKHUX
inribiTopiB CYP3A4 ciif po3riassHyTH MOKJIMBICTh 3aCTOCYBaHHS MEHIIIOI II0YaTKOBOI
003U aTopBacTaTUHY. TaKOXK PEKOMEHOYEThCS IPOBOAUTHY HaJIeXKHUU KITIHIYHUMN
MOHITOPUHI CTaHy LIUX IaAlll€HTIB.

ATopBacTaTUH He MOXKHa IIpU3HavYaTy OQHOYACHO 3 (y3UA0BOIO KHUCIIOTOI0, IKY
3aCTOCOBYIOThH CUCTEMHO, a00 BITPOMOBIK 7 OHIB ITiC/IsT MPUITMHEHHS TiKyBaHHS
dy3upoBo kucnaoToro. [lamienTaM, IKUM CUCTEMHE 3aCTOCYBaHHSA (Py3UOOBO1 KUCIIOTHU
BBaXKa€ThCS HEOOXiMHUM, JTiKyBaHHSI CTaTUHAMMU CJIiI IPU3YIIMHUTHA Ha Bech mepiop
3aCTOCyBaHHS (Py3UO0BOl KHUCJIOTH. Y IAIli€HTIB, SKi OTpUMyBalu Py3UOg0OBy KUCIOTY
Ta CTaTUHU Y KoMOiHa1lii, Oy/u 3apeecTpoBaHi BUMTaOKu pabmoMioni3y (B TOMY YHCITi
jieTasbHi) (DuB. po3min «B3aemMomisa 3 iHIIUMHY TiKapChbKMMHU 3aco0aMu Ta iHIIi BUOU
B3aeMmomii»). [lallieHTy CIig peKOMeHOyBaTu HeramHo 3BePTAaTUCS 3a MEOUYHOI0
OOTIOMOT 00 y pa3i BUHUKHEHHS OyIb-IKUX CUMITOMIB ciabkocTi, 601110 a6o 6osicHOi
YyTJIUBOCTI y M’sA3aX.

Teparito cTaTuHaAMU MOKHa NPOOOBXKUTHY Yepe3 7 OHIB ITicJId OTPUMaHHS OCTaHHBOIL
no3u Gpy3ugoBOI KMCIIOTH.

3a BUHSTKOBUX 00CTaBHH, KOJIM ITOTPiOHE HOBTOCTPOKOBE CUCTEMHE 3aCTOCYBaHHS
$by3umoBoi KMCIOTH, HAITPUKIIAM, OJ1 JIiIKyBaHHS TSIXKHUX iH(eKIIii, HeoOXigHiCTh
OOHOYACHOTO 3aCTOCyBaHHS IpenapaTry ATopBacTepo Ta Py3uag0BOl KUCJIOTH CIIif
pO3rnsafgaTy TiJIbKU B IHOAUBIAYaJIbHOMY OPANKY Ta 3OIMCHIOBATH i pETEJIbHUM
HarasagoM JIiKaps.

IHTepcTHUIliaibHa XBOpoOa JIereHiB

[lig yac nmiKkyBaHHS OesIKMMM CTaTHHaMHU (0COOIUBO i YaCc TPUBAJIOTO JIIKyBaHHS)
Oynu omucaHi BUHSATKOBI BUIIQIKU PO3BUTKY iHTEPCTUIiaJIbHOI XBOPOOU JIETEHIB.
[TposiBamu 1Ti€el XBOpoOU € 3aguIlIKa, HEIMMPOOYKTUBHUM KalllelIb Ta 3arajbHe
MOTipIIeHHs CaMOIIOYyTT (MigBUIlleHa BTOMJIIOBAHICTh, 3HU2KEHHS MacCH Tijla Ta
rapsiuka). Y pa3i BUHUKHEHHS Mif03pu Ha iHTepCTUlliaJIbHYy XBOpPOOYy JIETeHiB CITif
IIPUNUHUTH JIIKYBaHHA CTaTUHaMHU.



Tepamnisa nimigoMopudikauiiHuMU NpemapaTaMy ITOBUHHA OyTH OOHUM 3i CKJIaJIOBUX
KOMIIOHEHTIB KOMIIJIEKCHOI Tepalril OjIs Halli€EHTiB 3i 3Ha4YHO MiABUIIIEHUM PU3UKOM
PO3BUTKY aT€POCKJIEPOTUYHUX 3aXBOPIOBAHb CyIUH Yepe3 rinepxoieCTEpUHEMIIO.
MepvkaMeHTO3Ha Teparllisi peKOMEHOYEThCS AK OOIOBHEHHSA A0 OIETU, KOJIU
pe3ynbTaTy Bif MOTPUMAaHHSA Oi€TH, 110 00OMEXY€E CIIOKMBAHHS HaCUUYEHUX XKUPIB Ta
X0JIECTEPUHY, @ TAaKOXK Bifl 3aCTOCYBaHHS iHIIINX HEMeOUKaMeHTO3HUX 3axX0fiB 0yio
HepocTaTHBO. [lalieHTaM 3 ileMigyHOI0 XBOpo60io cepiid abo KinbKoMa ¢aKTopaMu
PU3UKY PO3BUTKY illleMivHOI XBOPOOU CePIls IIPUNOM aTOPBACTAaTUHY MOXKHA
po3Io4YaTy OOHOYACHO 3 JOTPUMAaHHAM HIETH.

ObMedHeHHs1 3aCmMOCYB8aHH 51

ATopBacTaTUH He OOCIIAXKyBalld 3a YMOB, KOJIMU OCHOBHUM BiOXUJIEHHSM Biff HOPMU 3
00Ky minonpoTeiHiB € migBUIIIeHHS PiBHSA XimoMikpoHiB (Tumnu I Ta V 3a kimacudikailiero
®dpenpikcoHa).

3maTHICTH BIUITMBATH Ha IMBUHIKICTH peakiIlii NIpH KepyBaHHI aBTOTPaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

Bnnus Ha MIBUOKICTh peakllil i Yac KepyBaHHS aBTOTPaHCIIOPTOM abo poboTu 3
IHIMKMHY MeXaHi3MaMi He3HaYHUM.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPpyaaio

BaeimHicmb

ATopBacTaTUH NPOTUIIOKA3aHMHU BariTHUM KIiHKaM Ta KiHKaM, Kl MOXKYTb
3aBariTHITH, OCKiJIbKU He BCTaHOBJIeHa Oe3IleKa MOro 3aCTOCyBaHHS BariTHUM i HeMae
SIBHOI KOPUCTI IPUHMOMY NTiliMO3HMKYBaJIbHUX MIpellapaTiB y Mepiof BariTHOCTI.
Ockinpku iHTiOiTOpU 'MI'-KOA-penykTa3u 3HUKYIOTh CUHTE3 XOJIECTEPUHY Ta,
MOZKJIMBO, CUHTEe3 iHIINX 0i0JOTiYHO aKTUBHUX PEYOBUH, SIKi € MOXimMHUMU
XOJIeCTepUuHy, ATOpBaCTepOJI MOXKe ILIKIAIWBO BIJIUBATU Ha mJif. [IpuiioMm npenapaty
ATopBacTepon Cii IPUIIMHUTH, K TiIbKU BCTaHOBJIEHA BariTHICTH (OUB. PO3Tin
«[TpoTUIIOKa3aHHI»).

ATopBacTepos NpOoTUIIOKa3aHMM BariTHUM KiHKaM, pO3paxyHKOBUU (P)OHOBUU PU3UK
3HAYHUX BPOOKEHHUX MajibdopMalliii Ta BUKUAHIB [JI BKa3aHOl NOMyJIsIlil HeBiTOMUH.
Y zaranpuiv nonynanili CIITA po3paxyHKOBUU (DOHOBUM PU3UK 3HAYHUX BPOOKEHUX
ManbdopMalliii Ta BUKUIOHIB IPU KJTIHIYHO BU3HAHUX BariTHOCTSAX CTAHOBUTH 2-4 % Ta
15-20 % BigmoBigHO.

Konmpauenuis



ATopBacTeposI MOXKe 3aBOaBaTH MIKOOU IIJIOOY IPU 3aCTOCYBaHHI BariTHOIO XKIiHKOIO.
2KiHKY penpoayKTUBHOTO BiKy MaloTh OyTH IIPoiHdOpMOBaHi mpo HEOOXimHICTh
e eKTHBHOI KOHTPAIIEIIlil ITif Yac JIiKyBaHHSA UM IIperapaToM.

KniHiuHIi OaHi

OOmMexkeHi ony0OsTikoBaHi maHi oOcepBalliiHUX OOCIiIXKeHb, MeTaaHali3iB Ta KITIHIYHUX
BUIIAJKIB 100 3aCTOCYBaHHSA aTOPBACTAaTUHY KaJIbIlil0 He I10Ka3aJjiy MigBUILlEeHOT 0
PU3UKY BUHMKHEHHS CEPUO3HUX BPOOXKEHUX Malb(popMalii Y1 BUKUIHIB.

Hapgxoounu pigKicHi ITOBimOMIIEHHS PO BPOOXKEHI aHOMaJTil ITiciisa
BHYTPIIIHbOYTPOOHOI eKcIto3uilil inmux inriéitopiB 'MI'-KoA-pegyKTa3u.
[TpocnekTuBHE criocTepexkeHHs npubnu3Ho 100 BuNaaKiB BariTHOCTEHN y XKIiHOK, SKi
JIIKyBaJIUCSA CUMBACTAaTUHOM YU JIOBACTATUHOM, IOKa3aJio, 1110 YaCTOoTa BUIaAKiB
BPO/I2KEHUX aHOMaJIiil jiofa, BUKUOHIB Ta BHYTPIIIHEOYTPOOHUX
CcMepTel/MepTBOHAPOIXKEHD He MepeBUIlyBajia 4aCTOTH, OUiKyBaHOI [JI 3arajibHol
nonynsiii. KinbKicTh BUIIQAKiB € MOCTAaTHHOIO, 100 BUKJIIOUNTU = 3—4-KpaTHe
MigBHUILIEHHS BPOMOKEHUX aHOMaJIid PO3BUTKY IIJIOHA MOPIBHAHO 3 (POHOBOIO YaCTOTOIO.
Y 89 % BariTHUX, 3a IKMMU BeJIU IPOCHEKTHUBHE CIIOCTEPEXKEHHS, JTIIKYyBaHHS
IpernapaToM pPO3MOYUHAJIOCS OO0 BariTHOCTI Ta IPUNNHAJIOCA IIif Yac I TpumecTpy
HiC/Is BUSBIEHHS BariTHOCTI.

ITepiod 200yB8aHHA 2py0010

ATopBacTepoi IpoTUNOKa3aHUH y Iepiof rogyBaHHs rpyano. BigcyTHa iHgopmMalris
ITPO BIUIMB IpelapaTy Ha AUTUHY, SKy rOOyIOTh Ipyanaio, abo Ha nakTaillito. HeBimomo,
4y IPOHUKAE aTOpPBaACTaTHUH y IPyLHE MOJIOKO, OOHaK BiJOMO, 1110 HEBEIUKA KiJIbKiCTh
IHIIIOTO JTiIKapChKOTO Mpemnapary LbOro Kjacy INIPOHUKAE YV TPYOHE MOJIOKO;
aTopBaCTaTUH IIPUCYTHIN Y MOJIOL] I1ypiB. OCKiJIbKM CTaTUHU MOTEHIINHO 3aTHI
CIIPUYMHUTH Cepro3Hi HeOaxKaHi peakIlil y HEMOBIIST, SIKi 3HaXOOSATLCS Ha TPYOHOMY
romyBaHHI, )KiHKaM, siKi TO0TpeOyIOTh JIiKyBaHHS aTOpPBaCTaTUHOM, He CJIil TOOyBaTU
rpynnio (ouB. po3min «IIpoTUIIOKa3aHHS»).

Cnocid 3acTocyBaHHs Ta I03H

lNmepninigeMis (reTepo3uroTHa CiMeHa Ta HeciMelHa) i 3MilllaHa guciinigeMis (Tun
ITa ta IIb 3a knacudikaiieo ®peapikcoHa)

PekoMeHOoBaHa ImoYyaTKOBa [03a aTopBacTaTUHy cTaHOBUTHL 10 abo 20 Mr 1 pa3 Ha
noOy. [Is malieHTiB, SKi MOoTpeOyI0Th 3HAYHOT 0 3HMUKEHHS PiBHS X0JIECTEPUHY
JITTHIIT (6inbire Hixk Ha 45 %), Tepamiio MoXKHa po3mnoyaTH i3 7o3 40 mr 1 pa3 Ha mo0y.
ITo30Bul miamnma3oH mperapaTy 3HaXoOuThCs y Mexkax Big 10 mo 80 mr 1 pas Ha mo0y.
[IpemapaT MOXXHa IPpUUMATH PA30BOI0 03010 Y OyOb-sIKi TOOMWHY, He3aJlexKHO Bif



nmpuiioMy ixi. [ToyaTkoBa Ta mifTpuMyBaJibHi 03U Ipelapary CiIif migdupaTtu
IHOUBiAYyaIbHO 3aJIeKHO Bi MeTH JIiKyBaHHS Ta Bigmosifi. [Ticias moyaTKy JIiKyBaHHS
Ta IIiCJIsI TUTPYBaHHS OO3U aTOpBacTaTHHY CJIiL IpOoaHasli3yBaTU PiBHI JIiIifiB
IPOTATOM IepioAy Bif 2 mo 4 THKHIB i BiAIIOBIDHUM YMHOM BiJKOPUT'YBaTH HO3Y.

I'emepo3uzomHa cimetliHa 2inepxosiecmepuHemia y nauieHmis oumasvoezo eiky (10-17
pokia)

PekoMeHOoBaHa IMoOYaTKOBA [103a ITperapaTy cTaHOBUTL 10 Mr/mo0y; MakKcuMabHa
pekoMeHaoBaHa fo3a - 20 Mr/moby (mo3u mpenapary, IIo IepeBulyoTs 20 Mr, y ik
TpyIi malieHTiB He gociimzKyBasnu). [Jo3u penapary Ciif migdupaTu iHauBigyanbHO
BiTIOBiAHO 00 peKOMEeHOOBaHOl MeTH NTiKyBaHHSA. KOpuryBaHHS 03U CJIif IPOBOOUTHU 3
iHTepBasoMm 4 TuXHi abo OinbIle.

I'omo3uzomHa cimetiHa 2inepxosiecmepuHemis

ITo3a npenaparTy [OJid Halli€HTiB 3 TOMO3UTOTHOIO CIMENHOIO TillepxojieCTEPUHEMIEO
ctaHoBuTh Bixg 10 mo 80 Mr Ha goOy. ATOpBAacTaTUH CJIi 3aCTOCOBYBAaTH K
OOIIOBHEHHS [0 iHIIMX TiNoJinigeMidyHUX MEeTOMIB JIiKyBaHHS (Hanpukiaang adpepes
JITTHIIT) abo K OCHOBHY Tepalrio, SKIIIO TilloIimigeMiuyHi MeToOu miKyBaHHS
HeOOCTYIIHI.

OO0HouacHa 2inoaini0emMiyHa mepanis

ATopBacTaTUH MOXKHa 3aCTOCOBYBaTHU 3 CEKBECTpPaHTaMM KOBYHUX KHUCJIOT.
KowmbGinariito inri6iTopiB I'MI'-KoA-penykTa3u (cTaTuHiB) Ta ¢ibpaTiB ciim 3aramzom
3aCTOCOBYBaTHU 3 00epekKHiCcTIO (OuB. po3ainu «OcoOIMBOCTI 3aCTOCYBaHHI»,
«B3aeMomis 3 iHIIMMU TiKapChbKUMH 3acoO0aMu Ta iHIII BUOU B3aEMOMIN»).

Ilo3ysaHHs 014 nauieHmMie 3 NOPYWeHHAM PYHKUII HUPOK

3axBOpIOBaHHS HUPOK He BIJIMBA€E Hi Ha KOHIIEHTpaAllil y IJla3Mi KpOBi, Hi Ha
3HHUXKEeHHS piBHA xonecTtepuny JIITHII npu 3acToCyBaHHI aTOpBacTaTUHY; OTXKE,
KOPUTYBaHHS 03U IIpemnaparTy [ MalliEHTiB 3 IMMOPYIIeHHSIM QYHKIII HUPOK He
notpibHe (muB. po3minu «OcobIMBOCTI 3aCTOCyBaHHA», «PapMaKOKiHETHUKA»).

Ilo3ysaHHsA 045 nauyieHmia, AKIi npuuMarmbs YUK/AOCNOPUH, KAAPUMPOMIUUH,
impakoHa3osa, iemepmosip abo deski iHeibimopu npomeas

Crtig yHUKaTH JIIKyBaHHS aTOpBaCTaTUHOM MAlli€HTIB, Ki IPUUMalOTh IIUKJIOCIIOPUH,
inri6iTopu nmporteas3u BIJI (Tumnpanasip + puToHaBip) abo iHribiTOp IMpoTea3u Bipycy
rematuty C (Tenanpesip). ATopBacTaTHUH CIIif 3 00ePeKHICTIO MpU3HaYaTHU MallieHTaM
3 BIJI, gKi npuiiMaloTh JIOIIiHaBIp + PUTOHABIP, Ta 3aCTOCOBYBATH y HAWMHUXKYIU
HeoOXximHiN mo3i. [I71s mallieHTiB, IKi IpUUMalOTh KJIapUTPOMIIIMH, iTpaKOHA30J1, Ta OJIsd



naniedTiB 3 BIJI, siki mpuiiMaioTh y KoMOiHallii cakBiHaBip + pUTOHABIP, JapyHaBip +
puToHasip, pocamnpeHasip abo pocamnpeHaBip + PUTOHABIP, TEPAIEBTUYHY TO3Y
aToOpBaCTaTHUHY CJIi 0OMeXXUTH 003010 y 20 MI', TaK0OXK PEKOMEHAYETHCS IIPOBOOUTHU
HaJIeXXHi KIiHiYHi 00CTezKeHHs OJIg BU3HAYEHHSI HalMeHIII0l HeoOXimHol mJo3u
aTopBacTaTUHy. [ NaIli€EHTIB, AKi MpUNMaloTh iHridiTop npotea3u BIJI HendiHasip
ab6o inriéiTop mpoteasu Bipycy renatuty C 6ollenpeBip, NiKyBaHHS aTOpPBaCcTaTUHOM
cnig o6MexkuTH 003010 A0 40 MI, TaKOK PEKOMEHAYETHCS MMPOBEEHHS BiAIIOBIMHUX
KJTiHiYHUX 00CTeXKeHb AJI BU3HaUEeHHSI HaMeHII0l HeoOXimHOI 03U aTOPBaCTaTUHY
(muB. po3pgin «OcoOIUBOCTI 3aCTOCYBaHHA» Ta «B3aemMofia 3 iHIIMMU TiKapChbKUMU
3aco0aMu Ta iHIIi BUOM B3AaEMOMIIN»).

itk
I'emepo3uz2omHa cimetliHa 2inepxosiecmepuHeMis

Besneka Ta epeKTUBHICTh 3aCTOCYyBaHHS IpenapaTy ATOpBacTepPOJI BCTAHOBJIEHI OIS
miTeu BikoM Big 10 go 17 pokKiB i3 reTepO3UTOTHOIO CIMENHOIO IiepXxoIeCTEPUHEMIEO
sIK IOIIOBHEHHA OO0 OIETHU [OJIs1 3HUXKEHHS 3arajibHOro xouectepuny, pisag JIIIHII ta
piBHS amnosinmonpoTeiny B, Koy micis agekBaTHOI cripoOu mieToTeparii
BiJl3Ha4YalOThCS:

e xonectepud JITTHII = 190 mr/on (4,91 mMmonb/n) abo
e xonectepun JIITHII = 160 mr/on (4,14 mMonb/mn) i
o y ciMeliHOMY aHaMHe3i HasiBHa CiMelHa rinepxojiecTepuHeMis abo paHHi
CeplLEeBO-CYOWHHI 3aXBOPIOBAHHS Y POOUYIB ITepPIIoro abo Apyroro CTymeHs
abo
o IPUCYTHI OBa abo Oinbie iHII pakKTOPU PU3UKY CEPLIEBO-CYTUHHUX
3aXBOpPIOBaHb.

IToka3aHH4 [OJ11 3aCTOCYBaHHA IIpenapaTy AToOpBacTepoJI HigTBepAKeHe Ha OCHOBI
OOCIII’KEHb:

e 1J1a11e00-KOHTPOJIbOBaHe KIiHiYHe MOCIiaKeHHsI TPHUBAJIiCTIO 6 MiCSIIiB 3 y4acTio
187 xyonuis Ta miB4YaT micjisg mo4yaTKy MeHCcTpyalin BikoM Bifg 10 mo 17 pokis.
[TauieHTH, SIKi OTPUMYyBaJIM JIIKyBaHHS IIpernapaToM ATopBacTepon y go3i 10 mr
a6o 20 mr mogHs, Maau 3arajaoM nogioHuM nmpodins HebaKaHUX peakIliii oo
TAKOT0 y IalliEHTiB, IKi OTpUMYyBaJsu Iaiebdo. Y 1boMy By3bKOMY
KOHTPOJILOBAHOMY HOOCIHIAKeHHI He Oy/I0 BUSBIEHO 3HAYYIIOTO BIIJINBY
ImpernaparTy Ha picT abo cTaTeBe mMO3piBaHHS XJIOMIIB a00 Ha TPUBAJIICTD
MEHCTPYaJIbHOI'O IIUKJIY y OiBYaT;

e TPUPiIYHE BiAKPUTE HEKOHTPOJIbOBAHE AOCIIOXKEHH 3 y4acTio 163 fgiTeid BiKoM
Bim 10 mo 15 pOKiB i3 reTepO3UTOTHOIO CIMENHOIO TiIepXoIeCTEepUHEMIEIO, OIS



SIKUX ITigOupanu mo3y OJist JOCSTHEeHHS IiIbOBOro pPiBHSA xonectepuny JITTHIIL <
130 mr/gn (3,36 mMmonb/n). be3neka Ta epeKTUBHICTE 3aCTOCYBaHHS IIpemapaTry
ATopBacTepoi nnpu 3HUXKEeHHI xonectepuny JIIIHII, gk npaBuso, BiAnoBigamOTh
IIOKa3HUKaM, sKi CIIOCTepirajnucsd y JOpPOC/IUX alli€HTiB, He3BaXaludu Ha
0o0OMezKeHHS IIJIaHy HEKOHTPOJIbOBAHOTO JOCTiAKEHHS.

HeoOxigHa KOHCYJbTAllid AiBYAT IMiCJIsA MOYAaTKy MEHCTpPYyallill 0g0 KOHTPalenLii,
SIKIIIO IIe HOPEeYHO [Jid MallieHTa.

[ToBrocTpokoBO1 e(peKTUBHOCTI Tepalil mpenapaToM ATOpPBacTEPOJI, PO3II0YaTol B
OUTUHCTBI [JIs1 3MEHILEeHHS 3aXBOPIOBAHOCTI Ta JIeTaJIbHOCT1 Y JOPOCIIOMY Billi, HE
BCTAHOBJIEHO.

Be3neka Ta e(eKTHUBHICTh Teparlil IpenapaToM ATOpBacTepOJI He BCTaHOBJIEHA OJIs
niTeu BikoM 10 10 pOKiB i3 reTepO3UTOTHOK CIMENHOIO rilepxojieCTEPUHEMIETO.

I'omo3uzomHa cimetiHa 2inepxosiecmepuHemis

Kniniuna epekTUBHICTH ITpemnaparty y mo3ax g0 80 mr/mo0y mpoTsaroMm 1 poky Oyra
OlLliHeHa Y HEKOHTPOJIbOBAHOMY AOCIIIA2KEHHI y HNalli€HTiB i3 TOMO3UTOTHOIO CIMEMHOIO
rirepxonecTepuHEMI€0, IO IKOT0 OyJI0 BKIIIOYEHO 8 fmiTei.

Ilepemo3yBaHHs

CrnenudivyHOTrO JIiKyBaHHS IepPEeJo3yBaHHS aTOPBACTaTUHOM HeMae€. Y BUIIaAKy
repeno3yBaHHS IalliEHTa CIIif JIiIKyBaTU CUMIITOMATHUYHO, IPYU HEOOXimHOCTIi
3aCTOCOBYBaTH IMiATPUMYBa/IbHI 3axonu. Yepe3 BUCOKUU CTYIIiHb 3B sI3yBaHHS
npemnaparty 3 6iIkaMu I1J1Ja3MU KPOBi He CJIif O4iKyBaTU 3HAQUYHOI'O ITOCUJIEHHS KIIipEeHCYy
aTopBacCTaTUHY 3a AOIIOMOI0OI0 reMofaiani3y.

IToOiuHi peakmii

Hai6inbIm mommupeHuMU HebaKaHUMU peakIlisiMU y IMallieHTiB, SKi OTpUMyBaJu
JIIKyBaHHS aTOpBacTaTUHOM, 1[0 IPU3BOAUJIN 00 IPUNUHEHHS 3aCTOCYBaHHS
Ipenapary i Tpamssiaucs 3 4aCTOTOI0 BUIIOIO, HiXK y rpymi nnauebo, Oynu: Mianris,
Oiapesi, HyOoTa, NigBUIleHHS PiBHS anaHiHaMiHoTpaHcdepas3u (AJIT) Ta mediHKOBUX
bepmenTis.

Y mailieHTiB, K1 OTpUMYyBaJM JIiKyBaHHS aTOpPBaCTaTUHOM, HaldacTillle
criocTepiranucs Taki HebaxaHi peakiiil (He3aleKHO Bifl IPUYUHHOTO 3B SI3KY):
Ha3odapuHriT, apTpanris, miapes, 6iib y KiHIiBKax Ta iH(eKIlis CeYOBUBITHUX IIIISIXiB.

o iHwux HebaxcaHux peakuill, Has1excamsu:

3d2a/1bHI NOPYWeHHA: BIIUYTTSA He3OyXKaHHS, IipeKCid;



3 60Ky mpasHoi cucmemu: NITyHKOBO-KUIITKOBUY OUCKOMQOPT, BigpuKKa, METEOPU3M,
remnaTuT, X0JIecTa3, JUCIEeIICis;

3 OOKY CKesilemHo-M’ 30801 cucmemu: M’sI30BO-CKeJIeTHUH 0itb, mimBuIeHa
BTOMJIIOBAHICTh M’513iB, Oifb y 1M, HaOpsiKaHHS CyTJI00iB, PO3PUB M ’S3iB,
TEeHOWHOMNAaTia (iHofdi yCKIagHeHa PO3PUBOM CYXOXKHIIIS), M'sI30Bi CIIa3My,
BOBYAKOIIOOIOHUYM CUHIPOM;

3 60Ky Memaboai3mMy ma xap4yeaHHs: MiABUINIEHHS TpaHCaMiHa3, BimXuiIeHHs Bif
HopMHU QYHKITIOHATBPHUX ITPO0 MediHKY, NimBUIIIeHHS PiBHSA TyKHOI ¢pocdaTa3u B
KPOBI, MiOBUIIIEeHHS aKTUBHOCTI KpeaTuHPOCPOKiHA3M, TinepriikeMis;

3 60Ky HepB8osoi cucmemu: KOIIMapHi CHOBUIiHHS, 6€3COHHS;

3 60Ky OuxasbHOI cucmemu: HoOCOBa KPOBOTEYa;

3 60Ky wWKipu ma ii npudamkia: KPOITUB sTHKA;

3 OOKY Ope2aHie 30py: HEUITKICTh 30Dy, MOPYIIEHHS 30PY;

3 OOKY OpeaHis cayxy ma pieHosazu: MIyM y ByXax;

3 60Ky ceyocmamesoi cucmemu: NeUKOLIUTOYPis;

3 60Ky penpoOyKmueHOi cucmemu ma MO/A04YHUX 3d/103: TIHEKOMACTis.

YacToTy BUHUKHEHHS ITOOIYHMX peaklli BU3HaUaaIu TaKUM YMHOM: dacTi (> 1/100, <
1/10); HeuacTi (> 1/1000, < 1/100); pigkicHi (> 1/10000, < 1/1000); Hag3BUYaAKUHO
pimkicHi (< 1/10000).

3 60Ky Heps8osoi cucmemu: 9acCTi: TOJTOBHUM 0iflb; HEYACTi: 3aIaMOPOYEHHSI,
rmapecresis, rimecresis, AUCcreB3isi, aMHe3is; pigKicHi: mepudepuyHi HeMponarii.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMYy: 4acCTi: 3aII0p; He4YacTi: MaHKpeaTur,
OJIIOBaHHA.

3 60Ky ckesiemHOo-M’ 30801 cucmemu ma cnoAy4YHOi MKaHUHU: 4acTi: 6inb y cyriobax,
Oinb y cnuHi; pigkicHi: MiomaTisi, Mio3uT, pabgomionis.

3aezanvHi nopyweHHs: HedacTi: acTeHis, O0inb y rpyasax, nepudeprudHi HaOpPsSIKY,
MMigBUIIIEeHA BTOMJIIOBAHICTD.

ITopyweHHs1 Memaboaizamy ma xapuyB8aHHs: HeYacCTi: Tinoriikemis, 30iIbIIEHHS Macu
Tijla, aHOPEKCis.



3 60Ky neviHKu ma 2#co84YH020 Mixypd: Haf3BUYaNHO PiKicHi: me4yiHKOBa
HEeOOCTaTHICTS.

3 60Ky WKipu ma cnoay4yHoi MKAHUHU: IKiPHI BUCUIIAHHS, CBePOiXK, alomeIris;
pimKicHi: aHTiOHEBPOTUYHUYN HaAOPSK, Oy/IbO3HUY OepMaTUT (y TOMY YHCITi
MyJbTH(QOpPMHa epuTteMa), cuHOpoMm CTiBeHCca-[I?KOHCOHA Ta TOKCUYHUU
elnigepMaybHUU HEKPOJIi3.

3 60Ky OuxasabHOI cucmemu, opaaHie 2pyo0HOi KAimKu ma cepedoCmiHHA: YacTi: Oinb y
ropJii Ta ropTaHi.

3 60Ky cucmemu Kposi ma aAimpamu4Hoi cucmemu: PigKicHi: TPOMOOIIMTOIIEHIsI.

3 60Ky iMyHHOI cucmeMmu: 4acCTi: aJlepriyHi peakilii; HaaA3BUYaWHO PigKicHi:
aHadimakcis.

3 60Ky opeaaHie 30py: HEUACTi: 3aTyMaHEHHS 30pY.

3MiHM pe3ysbTaTiB Tab0opaTOPHUX aHali3iB: YaCTi: BimxuieHHs pe3ybTaTiB
dyHKITiOHaTPHUX ITPOO MEeUiHKY, MiABUIIEeHHS aKTUBHOCTiI KpeaTuHdocdoKiHa3u KPOBi;
HedacTi: TO3UTUBHUM Pe3yIbTaT aHajli3y Ha BMICT JIEMKOIIUTIB y Ccedi.

Ak i mpu 3acTtocyBaHHi iHmux iHridiTOpiB 'MI'-KOA-penykTa3u, y Malli€HTiB, sSKi
IpUK¥Malid aTopBacTaTUH, CIIOCTEepiraau MiABUIIEHHS aKTUBHOCTI TpaHCcaMiHa3
cupoBaTKu KpoBi. Lli 3mMiHu 3a3BuYait 6ynu ciabKo BUPaXKeHUMU, TUMYaCOBUMU Ta He
notrpeOyBanu BTpydyaHHs abo nikyBaHHs. KiTiHiYHO 3Ha4yIle NigBUIlleHHS aKTUBHOCTI
TPaHCaMiHa3 CUPOBATKU KPOBi (IepeBUIlleHHSI BePXHbOI MeKi HOpMHU OilbIll HiXK y 3
pasu) cuocTepirany y Mali€eHTiB, SKi MpuK¥Malid aTopBacTaTuH. Lle migBUIlEHHS Majio
00303aJIe’KHUY XapaKTep Ta 0ys10 000POTHUM Y BCiX Ialli€HTIB.

Y mesKux mai€eHTiB, K IpUUMal aTOpBaCTaTUH, CIIOCTepiraau 3pOCTaHHA
aKTUBHOCTI KpeaTUH-KiHa3u CUPOBATKU KPOBI, 1110 OifbIll HiXK y 3 pa3u IepeBUIllyBaja
BEPXHIO MeXYy HOpPMHU. Lle siBUIIle criOCTepiraaocs TaKOXK IPU 3aCTOCYBaHHI iHIIIUX
inridiTopiB 'MI'-KoA-penykTa3u. B iHIIMX MallieHTiB, SKi OTpUMyBaJii aTOPBAaCTaTHH,
CIIOCTepiranucs piBHi, 10 ITepeBUIIyBall BEPXHIO MeXKy HOpMHU OinbIl HixK y 10 pagzis.

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

Y pocnipgxenHi ASCOT nanieETy OTpUMYyBasu JIIKyBaHHSA aTopBacTaTUHOM y 103i 10
MT I10fIeHHO abo mJiaiebo, mpodink 6e3neKy Ta IePeHOCUMOCTI ITperapaTy rpynu
Malli€eHTiB, IKi OTPUMYBA/Id aTOpPBacTaTUH, OyB MOPIBHSIHUM 3 TaKUM Yy I'PYIIi mj1aiebo.

Y mocnigxenHi CARDS nalniieHTH OTpUMYyBajiu JIIKyBaHHS aTOpBacTaTUHOM y 031 10
MT Ha HoOy abo maiebo - He CIIOCTepiraaocs KOOHO1 Pi3HUIIL y 3arajbHii 94acTOTi



HebaXkaHUX peakiliit abo cepiio3HuX HebaxKaHUX peakllii Mix rpymnamu. [Ipo BUunagku
pabmoMiosisy He OBioOMIISIIIH.

Y mocnimxxenHi TNT y naifieHTiB 3 KJIiHIiYHO BUPaXKeHOI0 iIlleMiyHO0I0 XBOP00OOoI0 ceplis,
sIKi OTpUMYyBaJIi aTopBacTaTUH y A03i 10 Mr Ha moOy abo aTopBacTaTUH y A03i 80 Mr
Ha 100y, criocTepiranucs OinbIll cepilo3Hi HeOaXKaHi peakilil Ta BUTIagKX IPUNIUHEHHS
3aCTOCYBaHHS IIperapary depe3 HebaxkaHi peakilil y rpyIri naiieHTiB, IKi OTpUMYyBaIu
BHCOKI 003U aTOPBACTAaTUHY IIOPIBHAHO 3 I'PYIIOI0 IAIli€HTIB, AKi OTPUMYBaJId HU3bKI
mo3u npernapaty. CTiMKi migBuIleHHs PiBHS TpaHcaMiHa3s (y 3 pa3u abo Oinbiie Bulle
BEPXHBOI MeXKi HOPMU [iana30HYy, ABidi BIpogoBxK 4-10 gHiB) cmocTepiranucs y
Mali€eHTiB, Ki OTpUMyBaJIu aTopBacTaTuH y 703i 80 mr ta 10 mr. IligBuiieHHSA
KpeaTuHiHKiHa3u (y 10 pa3iB abo Oinbllle BUIlle BEPXHBOI MeKi HOPMaJIbHOTO
Oianma3oHy) OynuM 3arajoM HU3bKUMHU, ajie OyIu BUIIMMU y TPYII HallieHTiB, SKi
OTpPUMYyBaJId BUCOKI 03U aTOpPBaCTaTUHY, IIOPIBHAHO 3 IPYIOI0 NAlll€HTIB, AKi
OTPUMYyBaJIXd HU3bKI 103U aTOpPBacTaTUHY.

Y mocnigxenni IDEAL He cnocTepiramsocs K0OHOI BiIMiHHOCTI y 3arajabHili 4aCTOTi
HeOaXkaHUX peakiliii abo cepiio3HUX HebaKaHUX peakllii MiX rpyrnaMu.

Y nocnipgxxenni SPARCL 3 yyacTio mailieHTiB 6e3 KJIiHiuHO BupaXKeHoi iremMigHoi
XBOPOOU Ceplis, ajie 3 HasABHICTIO B aHaMHe3i iHCynbTy ab0 TPaH3UTOPHOI illleMigHOi1
ataku (TIA) mpoTsasroM morepenHix

6 MicsA1iB, Ki oTpuMyBaIu aTopBacTtaTuH y mo3i 80 mr abo miaiebo, cnocTtepiranacs
BHIIla YaCTOTa BUMNAAKIiB CTIMKOrO HMiABUIIIEHHS PiBHA MEYiHKOBUX TpaHCaMiHa3 (y 3
pa3u abo OGinbile BUllle BEpXHBOI MeKi HOPMU [iana30Hy ABidi BIpogoBXK 4-10 OHIB) y
TPYIIi MalieHTiB, IKi OTPUMYyBaJIi aTOPBaCTaTHUH, IIOPiBHSHO 3 T'PYIIOI0 Ij1alebo.
Bunapku nigBuIlieHHS piBHSA KpeaTuHKiHa3u (y 10 pa3iB BuIlle BEPXHbO1 MEKi HOPMU)
Oynu pigKicHMMU, ajie CIIOCTepirajaucs YacTille y IPYIIi HallieHTiB, Ki OTpUMYyBaIu
aTopBacCTaTHH, HiXK y rpyti nnauebo. LlykpoBuii niabet OyB 3apeeCcTpOBaHUM SIK
HeOaxkaHa peakllis y MallieHTiB y I'PyIli, [0 OTPpUMYyBaJjla aTopBacTaTUH, Ta y Malli€HTiB
y rpy1i nnaue6o (ouB. po3fnin «OcoBIUBOCTI 3aCTOCYBaHHS»).

PeTpocniekTUBHUM aHali3 IPOOEMOHCTPYBAB, 110 aTopBacTaTUH y 0o3i 80 mr
3MEHIIIyBaB YacCTOTY IIeMIiYHOr0 iHCYJIbTY Ta HigBUIyBaB YaCTOTY BUIIAKiB
reMoparigyHoro iHCy/IbTY IIOPiBHSHO 3 miaiebo.

3HauyIIuX BiIMIHHOCTEMN MiXK IrpyIllaMu JIiKyBaHHS 3a MOKa3HUKaMU JIeTaJIbHOCTI 3 yCix
IPUYKH He crocTepiranocs. YacTvHa MallleHTiB, AKi IOMEPJIX He Yepe3 CepleBo-
CYOUHHY NIaTOJIOTii0, Oya YuCceNlbHO OiNbIIIOI0 y IPYIi MallieHTiB, SKi OTPUMYyBasun
aTopBacTaTUH y mo3i 80 mr, HixX y rpymni miarebo.

IToCBix rOCTpeecTpaliiHOr0 3aCTOCYBaHHSA IIpenapary.



[TpoTsiroM IMOCTPEECTPALIIMHOT0 3aCTOCYBaHHS aTOpPBacCTaTUHY Oy BUSIBIIEHI
HUXKYe3a3HauyeHi HeOaxkaHi peaxirili. OCKiJIbKM Ipo IIi peakiiil moBigoMIIsIIIH Ha
noOPOBiNbHIM OCHOBI, @ PO3Mip MOMyIsIlil MalliEHTiB HEBimOMUM, He 3aBXKOU MOKJINBO
OOCTOBIPHO OIIIHUTHU IX YaCcTOTy ab0 BCTAHOBUTU IIPUUYMHHO-HACITIIKOBUM 3B SI30K i3
3aCTOCyBaHHSM Ipenapary.

ITo HeOaxkaHUX peakllii, OB sI3aHUX i3 JIIKyBaHHSM aTOPBAaCTAaTUHOM, 3aPEECTPOBAHUX
[IiCcJIsl BUXOOY IIpenapaTy Ha PUHOK, He3aJIeXKHO Bifl OLIiIHKY IPUYUHHO-HACJIIIKOBOT O
3B’sI3KYy, HaJjlexkaTh peakllii: aHadinakcisi, aHrioHeBpOTUYHUYN HAOPSAK, OYIbO3HI
BHUCHUIIAaHHA (Y TOMY YHCIIi eKCyOaTuBHA MyIbTU(POPMHA epuUTEMAa, CHHOIPOM
CriBeHca-[I>KOHCOHA Ta TOKCUYHUM eIliljepMaibHUN HEKPOoIIi3), pabgoMionis,
[igBHUIlleHa BTOMJIIOBAHICTh, PO3PUB CYXOXKMUJIIJIA, JieTajibHa Ta HejleTajlbHa IIe4YiHKOBa
HeOCTaTHICTh, 3allaMOPOYEHHS, HeIIpecisi, mepudeprnyHa HeupoIarTisi, TaHKpPeaTUuT Ta
iHTepcTHulliajsbHa XBopoOa JIereHb.

Hapgxomunu pigKicHi ITOBiOMIEHHS PO BUIIAOKU IMyHOJIOTIYHO OIIOCEPEOKOBAHOl
HEKpPOTU3YyI0YO0l Miomarii, ToB’si3aHo0] i3 3aCTOCyBaHHSAM CTATUHIB (IUB. PO3Mis
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

Hapxomunu pigKicHI mocTpeecTpalliiiHi IOBiHOMJIEHHS PO KOTHITUBHI po31agu
(HampuKJiam BTpaTa nam’sTi, 6e3maM’ iTCTBO, aMHe3is1, IIOPYIIIeHHS ITaM’sITi,
CILIYTaHICTh CBiIOMOCTI), OB si3aHi i3 3aCTOCyBaHHAM CTaTHHIB. 1li KOTHITUBHI
po3nanu OyJiM 3apeeCcTpoBaHi MPU 3aCTOCYBaHHI BCix cTaTuHiB. HebaxkaHi peakiiil
3arajioM He OyJiM CEpPUO3HUMU i OyJIi 0OOPOTHUMU IIiCJIA IPUITUHEHHS TPUHOMY
CTaTHHIB, 3 PI3HMM 4YacOM [0 IOYaTKy IIPOsIBYy CUMOTOMY (Bif 1 OHS DO KiJIBKOX POKiB)
Ta 3HUKHEHHS CUMIITOMY (Me[iaHa TPHUBAJIOCTL CTaHOBUJIA 3 TUXKHI).

[Tig yac 3acToCcyBaHHS OesIKUX CTAaTHUHIB Oy/Iu OomnMcaHi Taki HeOaxXaHi siBUIla: po3Jiafg
cTtaTeBol QyHKIII; BUHSITKOBI BUIQIKU iHTEPCTHUIlIaIbHOI XBOPOOU JIeTeHiB, 0COOJINBO
i 9aCc HOBrOCTPOKOBOIO JIIKyBaHHS.

ITig yac MOCTMapPKETUHTOBUX CIIOCTEPEKEHDb ITOBIIOMIISIIIN ITPO TaKi IMoOiuHi peakirii:
3 60Ky KpOBOHOCHOI ma AimgpamuyHoi cucmemu: TPOMOOITUTOTIEHIS.

3 60Ky iMyHHOI cucmemu: anepriuti peaxkirii, anadinakcis (y Tomy ducii
aHa(iTaKTUYHUN IIIOK).

ITopyweHHsa memaboaizmy ma xap4yB8aHH:: 30iNbIIEeHHS MacH Tina.
3 60Ky Hepsosoi cucmemu: TOMOBHUY Oifb, TimecTesist, TUCTeB3is.
3 60Ky WAYHKOBO-KUWKOB020 MpakKmy: Oillb y JKUBOTI.

3 60Ky opeaaHis cayxy ma aAabipuHmy: IMIyM y ByXaX.



3 60Ky wkKipu ma niOwWKIipHOi MKAHUHU: KPOTIUB THKA.

3 60Ky ckesiemHoO-M’ 30801 cucmemu ma cno/Ay4YHoi MKAaHUHU: apTpanris, 6inb y
CIIMHi, BOBYAKOIIOAIOHUYM CUHOPOM, PO3PUB M’ A3iB.

3azanvHi nopyweHHs: 6inb y TPynOsax, nepudepruyHmuil HaOPSAK, He3AyKaHHI, BTOMaA.

3MiHU pe3yabmamis 1abopamopHUX AHAAI31B: MiOBUIIIEHHS aKTUBHOCTI
anaHiHaMiHOTpaHCchepas3u, NigBUIIEeHHS aKTUBHOCTI KpeaTuH(POCHOKiHa3M KPOBI.

HOitu (BikoM 10-17 pokiB)

ITig yac 26-TU2KHEBOT0 KOHTPOJIbOBAHOT'O OOCIIIAXKEHHS y XJIOIILIB Ta Y OiBYaT HiCIsa
IMoYaTKy MeHCTpyalii npodinb 6e3reKu Ta IIepeHOCUMOCTi aTOpBAaCTaTUHY Y [03i Bif
10 Mr mo 20 Mr Ha goOy O6yB 3arajoMm nmomioHuM o mmpodisio miaiedo (OuB. PO3dinu
«Crmocib 3acTocyBaHHS Ta A03u», «IliTH»).

TepMiH NpUIAaTHOCTI

2 POKH.
He 3acTocoByBaTu mpermnapart IIiC/Is 3aBepIleHHA TEPMIHY IPUOAaTHOCTI.

YMmoBHu 30epiranus

30epiraTtu B OpuTiHanbHil yIIaKOBIIi ITpu TeMIepaTypi He Butile 25 °C.
30epiraTty y HeIOCTYIIHOMY OJIS OiTeM MicCIii.

VYnakoBka

ITo 10 TabneTok y 6micTepi. [To 3 6micTepu y KapTOHHIM KOPOOIIi.
KaTeropis Bignycky

BupooHuK

dapmartieBTuuHUM 3aBoy «ITonmbpapma» C.A., I[Tonpmia.

Micue3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJpeca MiCIisi IPpoBaJaXKeHHSI
IisIILHOCTI

Byn. Ilenpnnuuscka 19, 83-200, Ctaporapzg ['maubscku, Ilosnbiia.
[Ixepeso iHCTPYyKIIil

[HCTPYKIIito JTiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mkepesia — [lepKaBHOTO PEECTPY
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JIiKapCchKuX 3ac00iB YKpaiHu.
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