Ckian

diroua peyosuHa: aTOPBACTATHH;

1 TabreTKa MiCTUTh aTOpPBAaCTAaTHUHY KaJbllilo y IepepaxyBaHHi Ha aTopBacTtaTuH 20 mMr
a60 40 wmr;

OONOMIJCHI peuog8uHU: KalbIlito KapOoHAaT; 1eJIi0I03a MiKPpOKpHUCTalliYHa; JIaKTo3a,
MOHOTIIpaT; HaTpPilo KpocKapMeso3a; mojicopbat 80; rimpOKCUIIPOIiILEeN0I03a;
MarHil0 cTeaparT; IAPOKCUIIPOIIIIMETUIIIIENII0I03a; IIPOMiIeHT TIiKOIIb;
nosietTuneHrnikonb-6000; Tanbk; Tutany miokcup (E 171) - Tabnetku mo 20 Mr;

KaJbIlito KapOoHaT; 1eJIi0JI03a MiKpOKPUCTaJlidYHa; JJaKTo3a, MOHOTIApaT; HaTpPilo
KpocKapmeio3a; mojricopdaTt 80; rigpoKCUITPOIIiIIesNono3a; Martiito creapar;
KPOCIIOBiIOH; HaTPiio TaypuiacynabdaT; rifpoOKCUNIPONiIMETHUILEII0I03a;
nosietTuneHrinikonb-6000; Tanbk; Tutany miokcupn (E 171) - Tabnetku mo 40 mr.

JIikapcbKa ¢opMma

TabmeTKu, BKPUTI MJIIBKOBOIO 000JIOHKOIO.
OcHOBHI (pi3uKo-xiMiuHI 81aCcMuBOCMi:

e Oirmoro ab6o Matixke 6iy10ro KOIbOPY KaIlCylIonoaiOHi TabmeTKy, BKPUTI MIIiBKOBOIO
000JI0HKOIO, 3 PUCKOIO 3 OMHOTO O0KY (TabmeTku 1mo 20 Mmr);

e Oirmoro abo matizke 6iJIOro KOIbOPY KPYTJIi ABOONYKIIi TabeTKHU, BKPUTI
IIJIIBKOBOIO 000JI0HKOIO (TabdseTku 1mo 40 mr).

dapMmakoTepaneBTHYHA I'pyna

lnomimimemiuni 3acobu, MOHOKOMITOHEeHTHi. IuribiTopu 'MI'-KoA-penykTa3u. Kog
ATX C10A AO05.

®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

ATopBacTaTUH SIBIsIE COO0I0 CUHTETUYHUM TinosninimeMiyHUM JTiKapCbKUM 3acio.
ATopBacTaTuH € iHribitopom 3-rigpokcu-3-metTunrinyrapui-kopepmenTy A (CMI-KoA)
penykTa3u, GepMeHTy, 1110 KaTanidye neperBoperHuss I MI'-KoA B MeBasioHaAT -
IMOYATKOBUM Ta JTIMITyI0OUHM eTar 0i0CHHTE3y X0JIeCTEePUHY.



ATopBacTaTUH € CEIeKTUBHUM KOHKYPEeHTHUM iHribitopom 'MI-KoA-pegykTasu -
(epmenTy, Bif IKOTO 3aJIeKUTh IIBUAKICTh IEPETBOPEHHS 3-TiIpOKCHU-3-
MEeTUITIyTapuiI-KohepMeHTy A B MeBaJIOHAT, PEYOBUHY-IIONIEPEOHUK CTEPOJIB, ¥ TOMY
YUCJIL XOJIECTEPUHY.

B ekcriepuMeHTaIbHUX MOJEJIIX Y TBAPUH aTOpBaCTaTUH 3HUIKYBaB PiBEHb
X0JIECTEPUHY Ta JIIIONPOTEIHIB y MJIa3Mi KPOBi II1ssXxoM iHTiOyBaHHS y nevinii I'MTI -
KoA-penykTasu i CHHTE3Y X0JIECTEPHUHY Ta HIISTXOM 30iIbIIIeHHS KiTbKOCTI ITeYiHKOBUX
PelenTopiB IMonpoTeiniB HU3bKO1 IIiabHOCTI (JITTHIII) Ha moBepxHi KITiTHH OIS
IIOCUJIEHHS NOTJIMHaHHA Ta KaTtabomnidmy JITTHII; aTopBacTaTUH TaKOXK 3MEHIITYBaB
nponykysaHHs JITTHIII Ta KiIbKICTh [UX YaCTUHOK.

ATopBacTaTuH, fIK i 10T0 AesKi MeTaboJIiTH, € papMaKOJIOTiYHO aKTUBHUM Y JIIOOUHU.
l'omoBHUM MiclieM [il aTopBacTaTUHY € MedYiHKa, SKa Bifirpa€e rojioBHY POiIb Y CUHTE3i
xonecTepuny Ta kiaipeHci JITTHII. [To3a npenapaTy, Ha BiIMiHy Bil CHUCTEMHO1L
KOHIIEeHTpallil ITperapaTy, Kpalle KOPelalo€ 3i 3SMeHIIeHHSAM PiBHSI XOJIECTEPUHY
JITTHII. IeouBimyanbHUM Oigbip mo3M IIpemaparTy CIIim 3[iliCHIOBATH 3aJIezKHO Bifl
TepamneBTUYHOI BiAmoBiai (auB. po3min «Crnocib 3acToCyBaHHS Ta OO3U»).

dapmakoKiHemukKa.

BcMoOKTyBaHHSI. ATOpBaAaCTaTHUH IIBUAKO abCOPOYETHCS MiCIIA IePOParbHOTO IIPUKOMY,

MOTr0 MaKCuMaJlbHa KOHIIEHTpallisa y Ija3Mi KpoBi (Cmax) OOCSATa€ETHCSA IPOTATOM

1-2 rogusn. Ctyniabk abcopOirii 3pocTae MPOIOPIINHO 00 403U HmpernapaTy. AGCOIIOTHA
0ioOCTYIIHICTh aTOpPBaACTaTUHY (BUXIOHUM JTiKapChKUM 3aci®) CTaHOBUTH MPUOIIM3HO
14 %, a cucteMHa 0i0OgOCTYIIHICTD iHTiIOyI04Y0l aKTUBHOCTI oo I'MI'-KoA-pegyKkTa3u -
mpu6u3Ho 30 %. HU3bKy CUCTEMHY [HOCTYIIHICTh ITpenaparTy 0B’ I3YIOTh i3
IepefcUuCTEMHUM KITIpEHCOM Y CJTM30Bii 000I0HIIi IITyHKOBO-KHUIIIKOBOTO TPAKTY
Ta/abo nmepegcucTeMHoI0 OioTpaHcdopMalliero y mevinili. Xoda i>ka 3MeHIITye
IIBUOKICTh Ta CTYIiHb abcopObilil mikapchkKoro 3aco0y mpubnausxo Ha 25 % ta 9 %
BITIOBIOHO, 3 OTJIAOYy Ha IIOKa3HUKU Cmax Ta AUC (mnoitia mig KpuBOIO
«KOHIIeHTpallis-4yac») 3HUKEeHHs piBHA xojyecTtepuny JIITHII nmonibHe npu nmpuiiomi
mpemnapary SK 3 12kKelo, Tak i He3aJleKHO Bifl BJKUBaHHS 1XKi. [Ipu 3acTocyBaHHI
aTopBacTaTHUHY BBedepi MOT0 KOHIIEHTpAllis y Ia3Mi KpoBi Oyna HUXK4Y0I0 (TpubIU3HO
Ha 30 % 3a moKa3HUKaMu Cmax Ta AUC), HiX npu npuiomi BpaHLi. OgHaK 3HUXKEHHA
piBHs xonectepuny JIITHIIl € ogHaKOBUM He3aJieXKHO Bif Yacy IPUUOMY IIpenapaTy
(muB. po3min «Cmocib 3acToCyBaHHS Ta [MO3U»).

Posnogin. CepenHiii 00’eM po3mofiny npenapaTy CTaHOBUTH Npubnu3Ho 381 miTp.
ITonan 98 % aTopBacTaTUHY 3B’sI3yeThCA 3 Oinmkamu mna3Mu KpoBi. KoHIleHTpallifiHe
CIIiBBigHOIIIEHHS KPOB/IJIa3dMa, 10 CTAaHOBUTL Ipubnu3Ho 0,25, BKa3ye Ha IoraHe
IIPOHUKHEHH IIpelnapaTry B epuTpouuTu. Ha mimcTasi criocTepekeHb Y LIypiB
BBaXKa€ThCH, III0 aTOPBACTAaTUH 3JaTHUU IIPOHUKATHU y TPYOHE MOJIOKO (OUB. PO3OiIn



«ITpoTunokasanHsa» Ta «OCcoOIMBOCTI 3aCTOCYBaHHSI»).

MeTabomni3M. [IpemnapaT iHTeEHCUBHO MeTab0JIi3yeThCS M0 OPTO- Ta

MaparigpoKCUIbOBAaHUX MOXiOAHUX i Pi3HUX MPOAOYKTiB OeTa-oKMCHeHHs. [Ipu
OOCIimKeHHsX in vitro inrioyBanusa I'MI'-KoA-penykTa3u opTo- Ta
MmaparigpoKCuIbOBaHUMU MeTaboJliTaM1 eKBiBaJleHTHe iHTiOyBaHHIO IIpemapaToM.
[MTpu6mu3uo 70 % UMpKyIoiodol iHri6iTopHOoi akTUBHOCTI om0 'MI'-KoA-pegykTas3u
MMOB’sI13aHO 3 aKTUBHUMHU MeTaboniTamu. [locmimKeHHs in vitro cBig4yaTh IIpo
BaXKJIUBICTb MeTab0J1iaMy aTopBacTaTUHY uTOoXpoMoM P450 3A4, 110 y3rogXKyeThCS 3
HiABUIIIEHOI0 KOHIIEHTPALI€0 IIpenapary y mjia3Mi KpoBi JIIOAUHY HiCJI OGHOYAaCHOTI O
3aCTOCYBaHHS 3 epUTPOMIIIMHOM, BigoMUM iHTi6iTOPOM 1IHOTO i30(pepMeHTY (OUB.
po3min «B3aemopis 3 iHIIMMH JIiIKaPpChbKUMU 3aco0aMU Ta iHIIN BUOU B3a€EMOiN»).

EKcKpellisi. ATopBacTaTuH Ta Moro MeTaboIiTh BUBOOSATHCS TOJIOBHUM YMHOM 3 KOBYIO
ITicJIsI TeYiHKOBOTO Ta/4YM I03alediHKOBOro MeTabo1i3My, OflHAK I1e# mpernapar,
O4YEeBHUOHO, HE 3a3Ha€ KUIIKOBO-IIEYiHKOBOl penupKynalil. CepenHiu mepion
HalliBBUBEOEHHS ITperaparTy 3 IJla3MU KPOBi TIOAWHYU CTaHOBUTH ITpubIuU3Ho 14 roguH,
asie repiopn HaIliB3MeHIIIeHHS iHTi0iTopHOI akTUBHOCTI oo 'MTI'-KoA-pegykTa3u
ctaHoBuTh Big 20 go 30 roguH Yepes BIIIUB aKTUBHUX MeTabomiTiB. ITicis
IIepopajbHOI0 IPUUOMY IIpenapary i3 ceuero BUIOINIAETHCA MeHIe HixX 2 % [o3u.

Ocobauesi nonyasuii nauieHmis

[TauienTu niTHLOrO BiKy. KOHIleHTpallig nipenaparty y mja3Mi KpOBi € BUIIIOIO0

(mpubnu3Ho 40 % mns Cmax Tta 30 % g AUC) y 3mopoBuUx H0OPOBOJIBIIIB JIITHLOTO
BiKy (BiKOM Bif 65 pOKiB), HiXK y MOJIOOUX OOPOCUX NanieHTiB. KiiHiuHi gaHi cBig4aTh
rpo Ginpinmit ctynine 3uuxkeHHs JITTHII mpu 3acTocyBaHHi Oyab-s1KOI O3U mperapaTry
y MaL€HTIB JIITHHOTO BiKy MOPIBHAHO 3 MOJIOOUMH ITAllieHTaMU (OUB. PO30iI
«OCcOoOIUBOCTI 3aCTOCYBAHHSI»).

Hitu. YABHUU KJTipEHC IPU IepopabHOMY IPUUOMI aTOPBACTaTUHY B AiTeW BUSIBUBCS
MONiOHUM [0 KJIipeHCYy B OPOCIUX MPHU MaclliTaOyBaHHI aJIoMeTPUYHO 3a Macolo Tina,
OCKIiTBbKM Maca Tijia OyJjla €OMHOIO0 3HaYHOIO0 KOBapiaToio B IMOMYyJIALiNHIN
(bapMakKoOKiHETUUHIN MOMeJIi aToOpBaCTaTUHY i3 JaHUMHU, SKi BKIIOYaJIU OiTeN i3
reTepO3UTrOTHOIO CIMEWHOIO rinnepxojectepuHeMieio (BikoM Big 10 mo 17 pokis,

n = 29), y BiIDKpUTOMY 8-THUKHEBOMY AOCIIIKEHHI.

CraTth. KoHIleHTpalligd mpenapaTy y mjla3Mi KpoBi XKiHOK Bipi3HSIETHCS Bifl TaKol y
40JI0BiKiB (mpubnu3xo Ha 20 % BuUllle 3a ITOKa3HUKOM CmaX Ta Ha 10 % HUXK4Ye 3a
noka3HuKoM AUC). OpHak HeMae€ KIIiHIYHO 3Hayyllol BiIMiHHOCTI y 3HMKEHHI PiBHA
xonectepuny JIITHIIl npu 3acTOCyBaHHI IpenapaTy y Y0JIOBIKiB Ta XKiHOK.



[MopymeHHs QYHKITII HUPOK. 3aXBOPIOBAHHS HUPOK HE BIJIMBAIOTh Ha KOHIIEHTPAIIil0

aTOpBACTATUHY Y IIJIa3Mi KPoBi ab00 Ha 3HUKEHHS X0JIECTEPUHY JIIMONPOTEiHIB HU3bKO1
minpHOCTI (XC-JITTHIIT), ToMy KOpUT'yBaHHS OO3U Ipenapary OJid MallieHTiB i3
MMOpYyIIeHHAMHU QYHKIII HUPOK He NMOoTpPibHe (auB. po3minu «OcobInBOCTiI
3acTocyBaHHs» Ta «Crocib 3acTOCyBaHHS Ta [O3U»).

'emopiani3. He3Baxkatouu Ha Te, IIIO 3@ y4acCTIO IAIIEHTIB i3 TepMiHa/IbHOIO CTadi€I0

3aXBOPIOBaHHSA HHUPOK OOCIIAXKEHHS He IIPOBOAUINCH, BBaXKa€EThC, 110 reMoAiai3 He
HigBUIIYE 3HAYYILXM YMHOM KJIIPEHC aTOpBaCTaTUHY, OCKIJIBKM IIpernapaT iHTEHCUBHO
3B’sI3y€eThCS 3 OiJTKaMu I1a3MU KPOBI.

ITeuinkoBa HegocTaTHICTE. KOHIIEHTpallig Ipenapary y mjIa3Mi KpoBi IIOMITHO
L Ta AUC

MMigBUIIEHa Y IMalli€HTIiB i3 XpOHIYHOIO aJIKOTOJIbHOIO XBOPOOOIO TEYiHKH. Cma
y 4 pa3u BUIL y NALi€HTIB i3 3aXBOPIOBaHHAM II€UiHKU Kjlacy A 3a MIKaJIOlo
Yannpa — I1'10. YV nanieHTiB i3 3aXBOPIOBaHHAM IIeUiHKU Kjlacy B 3a 1mikasoro
Yaunga — 1’10 Cmax Ta AUC migBuIyioTbcs npubnu3Ho y 16 Ta 11 pasiB BimmoBigHO
(ouB. po3min «IIpoTUIIOKa3aHHI»).

IlocmigKeHHs B3aEMOil TiKapCchKuX 3aco0iB. ATopBacTaTUH € CyOCTpaTOM MEe4YiHKOBUX
tpaHcnopTepiB, OATP1B1- ta OATP1B3-TpaHcnopTepiB. MeTabomiT aTOpBacCTaTUHY €
cyoctpatamu OATP1B1. ATopBacTaTUH TaKOXK ifeHTUGIKyeEThCSA SIK CyOcTpaT
edrokcHOro TpaHcnopTepa Oinka Pe3nuCTEeHTHOCTI paky Mono4Hoi 3anmo3u (BCRP),

SIKUM MOKe 00MexKyBaTU KMIIKOBY abCcopOIlito i 2KOBYHUM KJIipeHC aTOpBaCTaTUHY.
Tabmnuisa 1

BrinuB ogHOYaCHO 3aCTOCOBYBAHUX HpenapaTiB Ha (bapMaKOKiHeTI/IKy ATOPBACTATUHY

ATopBacTtaTuH
OpHO4YaCHO 3aCTOCOBYBaHi
IperapaTy Ta PpexKuM . .
P P P CrisBigHomeHH |CHiBBiQHOIIEHHSA
JO3YBaHHA Jlosa (MF)
Auc& c_ &
max
#H 5 o 10 mr 1 pa3 Ha
MKJIOCIIOPUH b5,
p ] moOy BOpomoBxk 8,69 10,66
Mr/Kr/mo0y, ctabinbHa mo3a ,
28 mHiB




#TanaHaBip 500 Mr 2 pa3u

Ha po0y/ putoHasip 200 mr 2 |10 Mr ogHOpa3o0B0 (9,36 8,58
pa3u Ha goby, 7 OHiB
#FHeKaHpeBip 400 mr 1 pa3z Ha |10 mr 1 pa3 Ha
moOy/ mibpenTacBip 120 mr 1  |goOy BrpogoBxk (8,28 22,00
pa3 Ha moOy, 7 mHiB 7 mHiB
# . .
Tenanpe 750 0 8
Jranb Blp, M RO 20 Mmr ogHOpPa30Bo|7,88 10,60
roouH, 10 gHiB
#, leCaKBiHaBip 400 mr 2 pa3u |40 mr 1 pa3 Ha
Ha mo0y/ puTtoHaBip 400 mr 2 |moOy BripomoBxk 4 (3,93 4,31
pa3u Ha goby, 15 gHiB OHIiB
#En6aCBip 50 mr 1 pa3 Ha
mo0Oy/ rpasomnpesip 200 mr 1 10 Mr omHOpa3oBo|1,94 4,34
pa3 Ha moby, 13 mHiB
# .
C 150 1
HMereB,lp Mp S pasHa 40 Mr ogHOpPa30BoO|2,12 1,70
no6y, 10 oHiB
#Knapurpominms 500 Mr 2 80 mr 1 pas ma
PHIpOMIG . moOy BIpomoBxk 8 (4,54 5,38
pa3u Ha goby, 9 nHiB )
OHiB
#JIapyHaBip 300 mr 2 pa3u Ha (10 mr 1 pa3 Ha
no0y/ putoHaBip 100 mr 2 noOy BriponoBx 4 (3,45 2,25
pa3u Ha goby, 9 mHiB OHiB
#ITpaKOHa3on 200 mr 1 pa3 Ha
. 40 mr ogHOpPa30B0 3,32 1,20
no0Oy, 4 mHi
Jletepmosgip 480 1 pa3 Ha
TEPMOBIP Mr S pasH 20 Mmr ogHOpPa3080 3,29 2,17

mo6y, 10 oHiB




#CI)ocaMHpeHaBip 700 Mr 2

10 mr 1 pa3 Ha

pa3u Ha goOy/putoHasip 100 |goOy BrpomoBxk 4 (2,53 2,84
MT" 2 pa3u Ha mo0y, 14 nHiB OHIiB
#pocamnpenasip 1400 ur 2 |0 1T ! pasHa
P b ) noOy BripogoBxk 4 (2,30 4,04
pa3u Ha noOy, 14 gHiB )
OHiB
10 1 pa3 Ha
#HembiHaBip 1250 mr 2 pasu Mr S pasH
) moOy BrpomoBxk (1,74 2,22
Ha mo0y, 14 mHiB .
28 gHiB
#Fpeﬁnq)pyTOBHfI cig, 240 mn |40 mr 1 pa3 Ha 137 116
1 pa3 Ha goOGy* noGy ’ ’
i 240 1 40 1
Hunriazem : mr 1 pa3 Ha mr 1 pa3 Ha 1,51 1,00
noOy, 28 nHiB noGy
E i 500 4 10 1
pHTpOMlIJ,‘I/IH. MrI" 4 pa3u mr 1 pa3 Ha 133 138
Ha moOy, 7 OHiB no0y
. 80 mr 1 pa3 Ha
Ammnopumnin 10 Mr, pa3oBa go3a 1,18 0,91
no0y
10 1 pa3 Ha
LHumetunuu 300 mMr 4 pa3u Ha MrtpasH
. moOy BripomoBxk 2 (1,00 0,89
mo0y, 2 TUXKHI ]
TUXKHIB
40 1 pa3 Ha
Konectumnon 10 r 2 pa3u Ha Mr S pasH He
] mo0y BITPOOOBXK 8 0,74**
no0Oy, 24 TuxHi ] 3aCTOCOBYETHCA
TUXKHIB
10 mr 1 pa3 Ha
Maanokc TC® 30 mi 4 pa3u b
noOy BrpomoBxkK (0,66 0,67

Ha no6y, 17 oHiB

15 gHiB




EdaBipens3 600 mr 1 pa3 Ha 10 Mr BIpoOmoBxK 059 101
noGy, 14 mguis 3 oHIB ’ ’

#PH(l)aMHiH 600 mr 1 pa3 Ha

i 40 mr 1 pa3 Ha
noOy, 7 mHiB (Ipu o6 1,12 2,90
OOHOYAaCHOMY 3aCTOCyBaHHi) t [AOPY

#PH(baMr[iH 600 mr 1 pa3 Ha

i 40 mr 1 pa3 Ha

noOy, 5 mHiB (OKpeMuMHu 0,20 0,60

+ no0y
Io3aMu)

#Fqu)i6po3I/m 600 Mr 2 pa3su |40 mr 1 pa3 Ha

. 1,35 1,00
Ha noOy, 7 oHiB noOy
#q)eHO(biGpaT 160 mr 1 pa3 Ha |40 mr 1 pa3 Ha
. 1,03 1,02
noby, 7 mHiB noGy
# .
b 800 3 40 1
OLIEIIPEBIp MI' 3 pa3u mr 1 pa3s Ha 2.3 2,66

Ha 100y, 7 gHiB noOy

& CriBBigHOIIEHHS 3a METOJdaMM JIiKyBaHHS (OgHOYaCHEe 3aCTOCyYBaHHS JIIKAPCHKOTO
3aco0y 3 aTopBaCTaTUHOM ITOPiBHSHO i3 3aCTOCYyBaHHSAM aTOPBaCTaTUHY OKPEMO).

# 1 oTpuMaHHS iHGoOpMallil Ipo KIiHIiYHY 3Ha4YyLUIiCTh AUB. PO3Ainu «B3aemomisa 3
iHImIMMY JTiKapChbKUMU 3aco0aMu Ta iHIIm BUOM B3a€EMOil» Ta «OcoOIuBOCTI
3aCTOCYBaHHS».

* TToBimommnsinmocs mmpo Oinbini migBunieHHss AUC (cmiBBigHomenHss AUC mo 2,5) ta/a6o
Cmax (criiBBimHOIIIEHHS Cmax mo 1,71) npu HagMipHOMY CHOXKHUBaHHI TPeUnpyTOBOTrO
coky (750 mm - 1,2 miTpa Ha o0y abo Oinbiie).

** CriBBigHOIIIEHHS, 1110 T'PYHTYETHCSA Ha OMUHUYHIN BUOipIli, B3aTiM yepe3 8-16 rogun
IicIsg 3aCTOCYBaHHS O3U.

T Yepe3 MexaHi3M IIOABIMHOI B3aeMofil pudaMiIiny peKOMEeHOYEThCSI OOHOYaCHE
3aCTOCyBaHHS aTOpPBAacTaTUHY 3 pudaMIiHOM, OCKiJIbKM OyJI0 IOKa3aHo, II10
BiICTPOYEHHUY IPUKWOM aTOpPBaCTaTUHY IIiCJIA 3aCTOCYBaHHS pudaMIIiHy OB’ si3aHUM 3i
3HAYHUM 3HUKEHHSM KOHIIEHTpallil aTOpBacTaTUHY y MJjia3Mi KpPOBi.



¥ Ilo3a KkoMmbiHallii mpenapaTiB caKBiHaBip + PUTOHABIP y 1IbOMY OOCIIiAXKEHHi HE €

KJIiHi9YHO 3aCTOCOBYBaHOIO [03010. [1igBUIlleHHSI €KCII03UIlil aTOpBaCTaTUHY IIPHU

3aCTOCYBaHHI y KJIiHIYHUX YMOBax, iMOBipHO, Oy[e BUILMM, HiXK Te, III0 CIIOCTepiramocs

y IbOMY OOCJHigXKeHHi. ToMy 3aCTOCOBYBaTH IIpenapar Ciif 3 00epexXHiCTIO Ta Y

HAWHMUKYIA HeoOXimHiNA mo3i.

Tabnuisa 2

Bnnus aTopBacTaTUHY Ha (apMaKOKiHETUKY OMHOYACHO 3aCTOCOBYBAHUX JIIKAPChKUX

3aco0iB
OnmHOYaCHO 3aCTOCOBYBAHMM JTiKapChKUM 3acib Ta pexkum
OO3yBaHHS
ATopBacTtaTuH
CriBBigHommeHHs |CIiBBiHOIIIEHHS
[Ipenapat/mo3a (Mr)
AUC C
maXx
80 1 pa3 Ha
Mr S pasH Antunipus 600 mr
mo0y BITPOOOBXK 1,03 0,89
: OOHOPAa30BO
15 gHiB
80 Mmr 1 pa3 Ha
P # Murokcusn 0,25 mr 1 pa3 Ha
mo0y BITPOOOBXK . 1,15 1,20
. mo0Oy, 20 oHiB
10 gHiB
[TepopanbHi KOHTpaenTuBu 1
40 mr 1 pa3 Ha  |pa3 wa no6y, 2 Micsui:
mo0y BITPOOOBXK 1,28 1,23
22 mHIB e HOPETUCTEPOH 1 Mr;
e eTHHIiIecTpamion 35 MKTI 1,19 1,30
Tunpanasip 500 mr 2 pa3u Ha
10 mr 1 pa3 Ha )
mo0y/ putoHaBip 200 mr 2 1,08 0,96

noGy

pa3u Ha goOy, 7 OHiB




10 mr 1 pas xa doca eHasnip 1400 2
MITPEeHaBi MT
no0y BIIPOOOBXK p P ) 0,73 0,82
, pa3u Ha no0Oy, 14 gHiB
4 nHiB

10 mr 1 pa3 Ha ®ocammpeHasip 700 mr 2
moOy BIIPOAOBXK |pa3u Ha moOy/ putoHagip 100 0,99 0,94
4 nHIB MT" 2 pa3u Ha mo0y, 14 nHiB

# s oTpuMaHHS iHpOopMallil Tpo KIiHiYHY 3HAYYILIiCTh OUB. po3Min «B3aemMomisa 3
iHIIIMMU JTiKapChKUMHU 3aco0aMM Ta iHII BUOW B3a€EMOIi».

IToxka3aHHSA

3anobieaHHs cepueso-CyOUHHUM 3aX80PHOBAHHAM Y O0OPOCAUX

st mopociux IalieHTiB 0e3 KIIiHIiYHO BUPaXKeHOol inmeMiyHol XBOpoOu cepiis, ane 3
mekinpKoMa (paKTopaMu PU3UKY PO3BUTKY illIeMidHOl XBOPOOU Ceplisi, TAKUMU SK BIK,
TIOTIOHOMAJIiHHS, apTepiajibHa TinepTeH3isd, HU3bKUU PiBEHb JIIIOMPOTEIHIB BUCOKO1
minbHOCTI (JITIBIIl) a60o HassiBHICTh PaHHBOI illleMiYHOI XBOPOOU Ceplls y CiMelHOMY
aHaMHe3i, IpenapaTt NOKa3aHUM OJis:

e 3MEHIIEHHS PU3UKYy BUHUKHEHHS iHQapKTy MioKapaa;
e 3MEHIIEHHS PU3UKYy BUHUKHEHHS IHCYIbTY;
e 3MEHIIIEHHSI PU3UKY MPOBEIEHHS ITPOIeNyP PeBACKyIsIpu3allil Ta CTeHOKapmii.

[l71s1 mopocnux Mali€eHTiB, XBOPUX Ha IyKpoBui miabert II Tumy Ta 6e3 KIiHIYHO
BUpaXKeHol imeMiuyHoi XBopoOu cepiis, ane 3 KilbkoMa (paKTopaMUu PU3UKY PO3BUTKY
imemiuHOI XBOpOoOU CepIlsi, TAKUMH SIK PETUHOIIATisA, aibOyMiHYypisi, TIOTIOHOTIATIHHSA
abo apTepianbHa TinmepTeH3is, npenapaT IMoKa3aHUM IJIs:

e 3MEeHIIIEHHS PU3UKY BUHUKHEHHS iH(papKTy MioKap[a;
e 3MEHIIEHHS PU3UKY BUHUKHEHHS iHCYIIBTY.

II71s1 mmaIieHTiB i3 KITiHIYHO BUPaXKeHOIo illIeMiuyH0I0 XBOP0o0OO0I0 ceplis mpernapar
IIOKa3aHUM OJIs:

e 3MEHIIEHHS PU3UKY BUHUKHEHHS HeleTalbHOTr0 iHpapKTy MioKapaa;

e 3MEHIIEHHS PU3UKY BUHUKHEHHS JIeTAJIbHOI'O Ta HeJIeTaJIbHOT O iIHCYIIbTY;

e 3MEHIIIEHHS PU3UKY IPOBENEHHS ITPOleAyp PeBacKyIspu3allii;

e 3MEHIIIEHHS PU3UKY Ir'OCIiTani3allil y 3B’sI3Ky i3 3aCTiHOIO CEPIIEBOIO
HEeOOCTaTHICTIO;



e 3MEHINEeHHSI PU3UKY BUHUKHEHHST CTeHOKaPIil.
I'inepainioemis
Y dopocaux nauienmis

e fIK MOIIOBHEHHS [0 Oi€TH, 11100 3MEHIINTH ITiABUIIIeHN PiBeHb 3arajibHOI0
xoJnecTepuny, xonectepuny JIITHII, anoninonpoTteiny B Ta Tpurmninepumnis, a
TaAKOK OJIsI MigBUILIEHHS PiBHS X0JI€CTEPHUHY JIIMOIIPOTEIHIB BUCOKOI IIiJIbHOCTI
(XC-JITIBIII) y na1lieHTiB i3 I€ePBUHHOIO riiepxojieCTepUHEMIEI0 (FreTEPO3UTOTHO
CiMelHOIO Ta HeCiMeMHOI0) Ta 3MilllaHo0 guciinigemieio (tunu Ila ta Ilb
3a knacudikarieo ®pegpikcoHa).

e S{IK OOTIOBHEHHS [0 OIETU IJIA JIIKYBaHHS IIALIEHTIB i3 HiABUIIIEHUM PiBHEM
TPUTIiIEPUOiB ¥ cupoBaTli KpoBi (Tum IV 3a knacudikaiiiero ®penpikcoHa).

e [Ims1 MiKyBaHHS MAlIliEHTIB i3 mepBUHHOIO nucOeTaninonporeinemieto (tum III 3a
Kinacugikamiero OpeapikcoHa) y BUIIafgKaX, KOJIU OOTPUMAaHHSA OIETHU €
HeJO0CTaTHbO e(DEKTUBHUM.

e [I714 3MeHIIeHHA 3arajibHOro xouectepuny ta XC-JIIITHII y naiieHTiB i3
TOMO3UTOTHOIO CIMEMHOIO Tillepx0ojIeCTEPUHEMIEIO SIK DOMMOBHEHHS OO iHIIINX
rimoninmimeMiyHUX MeTOMiB JIiKyBaHHs (Hampukiag, abepes JITTHIII) a6o sKIio
TaKi METOAU JIIKyBaHHS HEIOCTYIIHI.

Y oimet

e K NOTIOBHEHHS [0 OIETU OJI 3MEHIIIEHHS PiBHA 3arajibHOro xojectepuny, XC-
JITTHIII Ta anomninonpoTteiny B y miTei Bikom Big 10 go 17 pokis i3
reTepPo3UTr0OTHOIO CiMEeMHOI0 TillepXojlecTePUHEMIi€EI0, SIKIIO ITiCJIsS BiOIOBigHOI
mieToTeparril pe3yibTaTU aHali3iB Taki:

a) xonectepuH JITTHIII 3anumaersest 3190 mr/on (4,91 mMorne/n) abo
0) xonectepun JITTHII 3160 mr/mn (4,14 MmMoib/m) Ta:

e y ciMeliHOMYy aHaMHe3i HasiBHi paHHi ceplieBO-CYANHHI 3aXBOPIOBaHHSA ab0
e nBa abo Oinbire iHIIMX (aKTOPiB PU3UKY PO3BUTKY CEPIIEBO-CYIUHHUX
3aXBOPIOBaHb HasIBHI y MAII€HTIB OJUTAYOTO BiKYy.

HpOTHHOKaSaHHH

AKTVBHE 3aXBOPIOBaHHS MEYiHKHU, AK€ MOXKe BKJII0OYaTHU CTiMKe MiaABUIIEHHS PiBHS
MMeYiHKOBUX TpaHcaMiHa3 HeBiloMol eTioJsorii.

lNnepuyyTnusicTh 40 OyOb-IKOTO 3 KOMIIOHEHTIB IIbOTO JIiIKapChKOTO 3aco0y.

ITepiom BariTHOCTI.



[lepionm rogyBaHHS I'PYAOIO.
B3aemonisi 3 iHIIMMH JTiKapChbKHMH 3aC00aMu

Pr3uk po3BUTKY MionarTii B MpoIieci JIiKyBaHHS CTaTUHaMM ITiABUIIYETHCSA ¥ pa3i
OOHOYACHOTO 3aCTOCYyBaHHSA MOXigHUX (PiOPOEBOI KMCIIOTH, JTMiZOMOONU(DIKYIOYUX I03
HiallMHY, IIUKJIOCTIOPUHY ab0 noTyxkHux iHriditopiB CYP 3A4 (Hanmpuknam,
KJIapuTpoOMiIuHy, iHri6iTopiB npotea3u BIJI i Bipycy rematuty C Ta iTpakKoHa30J1y)
(muB. po3minu «®apMaKoOIOTiyHi BIacTUBOCTI» Ta «OCOBIMBOCTI 3aCTOCYBaHHSI»).

ITomyoicHi ineibimopu CYP 3A4

ATtopBacTaTuH MeTabomni3dyeTbcsa nutToxpomoMm P450 3A4. OgHoYacHe 3aCTOCYBaHHSA
aTOpBACTATHUHY 3 MOTyKHUMHU iHTiOiTOpaMu CYP 3A4 MoxKe MPU3BECTH A0 IIiOBUIIEHHS
KOHIIeHTpaIlil aTopBaCTaTUHY B IJTa3Mi KPOBi (OuB. TabGnuIlio 3 Ta geTalbHY
iHpopMalito, HaBedeHy HuUxK4e). CTymiHb B3a€EMO/il Ta HiACUJIEeHHS Oil 3ajeaTh Bif
MOXKJUBOCTI BnuBy Ha CYP 3A4. Crifg 10 MOXKJIUBOCTI YHUKATU OOHOYACHOT O
3aCTOCyBaHHS IIpemnaparty 3 noTyXkHuMU iHrioitopamu CYP3A4 (Hampukiap, i3
LUKJIOCIIOPUHOM, TEIITPOMILIMHOM, KJIaPUTPOMILIUHOM, OeJlaBipAuHOM,
CTUPUIIEHTOJIOM, KETOKOHA30JI0M, BODUKOHA30JI0M, iTpaKOHa30JI0M, IOCAKOHA30JI0M,
OesIKNMU IPOTUBIPYCHUMH IpenapaTtaMu s jaikyBaHHS HCV (Hanpukiag,
enbacBipy/rpa3omnpesipy) Ta iHribiTopamu npoteas3 BIJI, y ToMy 4uCIli puTOHABipoOM,
JIOMiHaBipOM, aTa3aHaBipoM, iHOAWHABIPOM, JapyHaBipoM). AKIIO HEMOXKJINBO
VHUKHYTU OOQHOYACHOI'0 3aCTOCYBaHHS LIMX IIpelapaTiB 3 aTOPBaCTaTUHOM, CIIif
PO3TJISHYTH MOXKJIMBICTh 3aCTOCYBaHHS MEHIIIOl I04YaTKOBOl Ta MaKCUMaJIbHOI 03
aTopBacTaTUHY. TaK0OXK PEKOMEHAYETHCS IMIPOBOOUTU HaI€XKHUM KITIHIYHUU
MOHITOPUHT CTaHy IallieHTa (guB. Tabmuiio 3).

[TomipHi iuridiTopu CYP3A4 (Hanpukial, epUTPOMIIINH, OUJITia3eM, BepaliaMin Ta
(p;1yKOHa3071) MOXKYTh IIiABUIIYBAaTH KOHIIEHTPAIIil0 aTOpBaCTaTUHY B IJia3Mi KPOBi
(muB. Tabnuito 1). OmHOYacHe 3aCTOCYBaHHSI €ePUTPOMIIIUHY Ta CTaTHUHIB
CYIIPOBOMXKYETHCS MiABUIIIEHHSIM PU3UKY PO3BUTKY Mionartil. [JocmigKeHb B3a€EMOil
JIiKapCchKUX 3ac00iB AJIs1 OLIIHKU BILUIUBY aMiofapoHy abo BepalaMijly Ha aTOpBaCTaTUH
He npoBOAMIM. BigoMo, 1110 aMiofgapoH Ta BepaliaMijl IPUTHiuylOTh aKTUBHICTh
CYP3A4, ToMmy ogHOYaCHe 3aCTOCYBaHHA LIUX IIpenapariB 3 aTopBaCTaTUHOM MOXKe
MMPU3BECTH A0 30iNbllIeHHS €KCIIO3UIlil aTopBacTaTUHY. TaKUM YUHOM, IIPU
OOHOYACHOMY 3aCTOCYBaHHI aTopBacTaTHHY Ta IUX IoMipHuxX iHriditopiB CYP3A4 cmifg
PO3TJITHYTU MOXKJIUBICTh IPU3HAUYEHHS MEHIIINX MaKCUMaJIbHUX 003 aTOpPBaCTaTUHY
Ta IPOBeOEeHHS KJIIHIYHOTO MOHITOPUHTY CTaHy nallieHTa. TakKoX KIIIHIYHUYI
MOHITOPUHI CTaHy IalliEHTa PEKOMEHAO0BaHO IPOBOOUTH IIiCJISd IOYATKY JIIKYBaHHSA
iHribiTopom ab0 micyiss KOpeKIlil 1oro J03Mu.



I'petinppymosut cik

MicTuth ooguH abo Oinbllle KOMIIOHEHTIB, 110 iHTiOyioTh CYP 3A4 Ta MOXYTh
IMigBUITyBaTH KOHIIEHTPAIIiI0 aTOpPBAaCTaTUHY B MJIa3Mi KPOBi, 0COOIMBO IIpU
HaOMipHOMY CIIOXKMBaHHI rpeUnndpyToBoro coky (6inbiie 1,2 miTpa Ha moOy).

KaapumpomiuuH

3HauenHsa AUC aTopBacTaTHHY 3HAYHO ITiTBUIIYBaJIOCh TP OOHOYACHOMY
3aCTOCyBaHHI aTopBacTaTuHy B Ho3i 80 Mr ta kimapurpoMinuay (500 Mr 2 pa3u Ha
noOy) IMMOPiBHSHO i3 3aCTOCYBAaHHSM TiJIbKU aTopBacTaTuHy. OTXKe, MMallieHTaM, SIKi
3aCTOCOBYIOTh KJIaPUTPOMIIIUH, CIIifT 3 00epeKHiCTI0 3aCTOCOBYBaTH aTOPBaCTaTUH
y go3i Buiie 20 Mr (guB. po3finu «OcobmuBOCTI 3acTocyBaHHSI» Ta «Crocid
3aCTOCYBaHHS Ta JO3U»).

KombiHauis iH2i6imopie npomea3s

3uauenHsa AUC aTopBacTaTUHY 3HAYHO IIiABUIIYBaJIOCh IIPU OJHOYACHOMY
3aCTOCYBaHHi aTOpBacTaTUHY 3 AeKiTbKoMa KoMOiHallissMu iHri6iTOpiB mpoTeas3u (Ous.
po3min «®apMaKoJIOTiyHi BTacTUBOCTI»). [TallieHTaM, gKi NpuiMalOTh TUIIPaHaBip +
puTOHAaBip abo riekanpesip + MmiOpeHTacCBip, Ciifg YHUKATH OOHOYACHOTO
3aCTOCyBaHHA aTopBacTaTuHy. IlalieHTaM, sKi IpUMUMAaIOTh JIOMIiHABIp + PUTOHABIP
abo cuMeInpeBip, Ipenapar CJjIifg 3aCTOCOBYBaTH Y HaMHUXKYiN HeoOXimHiN mo3i. s
Malli€eHTiB, K1 IPUKXMalOTh CaKBiHABIpP + PUTOHABIP, JapyHaBip + PUTOHAaBIp,
docammnpenasip, pocammnpenanip + puToHasip abo enbdacsip + rpasonpesip, go3a
IpernapaTty He IIOBUHHA IepeBullysatu 20 Mr. [Ipu 3acTocyBaHHI naljieHTaM, sKi
mpuiiMaloTh HelldiHaBip, J03a npelnapaTy He MOBUHHA nepeBuillyBatu 40 Mr, a TaKoOXK
PEKOMEHOYEThCS IPOBEOEeHHS PETEIbHOI0 K/IiHIiYHOTO MOHITOPHUHTY MAalli€HTiB (OUB.
po3minu «OcobuBOCTi 3acTocyBaHHSI» Ta «Croci® 3aCTOCYBaHHS Ta IO3U»).

ImpaxoHa3son

3HauenHsa AUC aTopBacTaTUHY 3HAYHO IIiABUIIYBAJIOCS IPU OGHOYACHOMY
3aCTOCyBaHHI aTopBacTaTUuHy y 1031 40 Mr Ta iTpakoHa305y y 0o3i 200 Mr (quB. po3aia
«®apMaKoJIOTiuHi BIaCcTUBOCTI»). OTXKe, mallieHTaM, sIKi 3aCTOCOBYIOTh iTPaKOHAa307I,
cnig 6yTu o6epexKHUMH, SIKIIO A03a aTOpBacTaTUHY IepeBullye 20 Mr (OUB. po3minu
«0OcobnmuBOCTi 3acToCcyBaHHI» Ta «CI10cib 3aCTOCYBaHHS Ta JO3U»).

IMukaocnopuH

ATopBacTaTUH € CyOCTPAaTOM II€UYiHKOBUX TPAHCIIOPTEPiB. MeTaboIiTH aTOpBaCTaTUHY
€ cyoctpatamu TpaHcnopTepa OATP1B1. Iariditopu OATP1B1 (Hanpuknanm,
LIMKJIOCIIOPUH) MOXYTh ITiABUIIyBaTH 0i0OMOCTYIIHICTE aTopBacTaTuHy. 3HadeHHs AUC
aTopBacCTaTUHY 3HAYHO HiABUIIyBaJIOCA IIPU OOHOYACHOMY 3aCTOCYBaHHI



aTopBacTaTUHY B 031 10 MI Ta IIUKJIOCTIOPUHY B A03i 5,2 MIr/Kr/mo0y IMOpiBHSIHO

i3 3aCTOCYBaHHSM TiJIbLKU aTOPBAacCTaTUHY (OUB. po3ain «PapmMakomoriusi
BJIaCTUBOCTI»). CiIig YHUKATU OQHOYACHOTI0 3aCTOCYBaHHs IIpemnapary JliMicTuH Ta
IIMKJIOCTIOPUHY (OuB. po3min «OcobIMBOCTiI 3aCTOCYBaHHS»).

Jlemepmosgip. OgHOYaCHe 3aCTOCYBaHHS aToOpBacTaTUHY B 7031 20 MI' Ta JIeTepMOBipy
B mo3i 480 Mr Ha mo0y IpU3BOAUIIO A0 MiIBUILEHHS PiBHS BIJIMBY aTOPBACTAaTUHY
(cuiBBigmHOIIEeHHsT AUC:3,29) (muB. po3ain «®apMaKOKiHETHKA»).

JleTepmoBip € iHri6iTopoMm ednokcHUX TpaHcunoptepiB P-gp, BCRP, MRP2, OAT2 Ta
nevyiHkoBoro tpancnoprepa OATP1B1/1B3, TakuM 4uHOM BiH IIiABUIIYE PIBEHD BIIJIUBY
aTopBacTaTuHy. [lo3a npernapaTy He MOBUHHA nepeBuillyBatu 20 Mr Ha goOy (OuB.
po3min «Coocib 3acToCyBaHHS Ta JO3U»).

Cryminb onmocepenkoBaHuX jiKapcbkux B3aemonin CYP3A ta OATP1B1/1B3 Ha cynyTHi
IpenapaTy MoxKe OyTH Pi3HOIO ITPU OJHOYACHOMY 3aCTOCyBaHHi JIETEPMOBIpY 3
IIVKJIOCIIOPUHOM. 3aCTOCYBaHH4 IIpelapaTty He peKOMEeHOYy€eThCA nallieHTaM, AKi
IPUUMAalOTh JIETEPMOBIP OMHOYACHO 3 IIUKJIOCIIOPHUHOM.

I'nekanpesip i nibpeHnmacsip, eabaceip ma 2pa3onpesgip. CynyTHE 3aCTOCYBaHHS
ryeKanpeBipy Ta mibpeHTaBipy a6o enbGacBipy Ta rpa30peBipy MoxKe IIPU3BECTH [0
MigBUIIEHHS KOHIIEHTpAIlil aToOpBaCTaTUHY Y IJIa3Mi KPOBi Ta MiABUILEHOT 0 PU3UKY
Miomaril.

[Tpu ogHOYAaCHOMY 3aCTOCYBaHHI I'JleKanpeBipy i mibpeHTaBipy 3 aTOpBaCTaTUHOM
Iyla3MoOBa KOHIIEHTpAllisl aTopBacTaTUHY IIiABUINYETHCSA 00 8,3 pa3a 4aCTKOBO 4Yepes
BCRP, OATP1B1/1B3 ta CYP3A inribyBaHHs, TOMy He PEKOMEHAYETHCSA OOHOYaCHE
3aCTOCYBaHHS aTOpPBACTAaTUHY MalliEeHTaM, AKi CyIIyTHbO IIPUHUMAIOTh JTiKapChKi 3acobu,
III0 MIiCTSITh TJIEKaIIPEBip Ta ImibpeHTacBip.

[Tpu ogHOYACHOMY 3aCTOCYyBaHHi en0acBipy Ta rpa3oIpeBipy 3 aTOpBaCTaTUHOM
Ij1a3MOBa KOHIIEHTPAIlig aTopBaCTaTUHY MiABUINYETHCA 00 1,9 pa3a 4aCTKOBO 4epes
BCRP, OATP1B1/1B3 ta CYP3A inribyBaHHs, TOMYy [03a IpelapaTy He TOBUHHA
nepeBuinyBaty 20 Mr Ha m00y ITPU 3aCTOCYBaHHI MallieHTaM, SIKi CyIIyTHbO MPUNMAIOTh
JIiKapchKi 3aco0u, 1110 MiCTATh en0acBip Ta rpa3onpesBip (OUB. po3dinu
«PapMakokiHeTuka», «OcoOIUBOCTI 3acTOCyBaHHI» Ta «Crnocib 3aCTOCyBaHHS Ta
OO3U»).

MepuyHi peKoMeHaallil 111040 3aCTOCyBaHHS TiKapChKUX 3ac00iB, 110 B3AEMOIIOTh,
mimcyMmoBaHo y Tabmuii 3 (AUB. TaKOXK po3ainu «PapmMaKoJIOTidHI BTaCTUBOCTI»,
«Cmocib 3acTocyBaHHS Ta A03uU» Ta «OCOOIUBOCTI 3aCTOCYBaHHS»).

Tabmnuisa 3



Bzaemoqii nikapcbkux 3aco0iB, TOB’sI3aHi 3 NiABUIIEHUM PU3UKOM

MiomaTii/pabmgomionizy

[IpemapaTty, 110 B3a€EMOMIIIOTH

Mepou4yHi peKoMeHaallil
L1040 3aCTOCYBaHHSA

LIukiocnopuH, TUIIPaHaBIp + PUTOHABIP, I'JIeKalpPeBip
+ mibpeHTacBip, 1€TePMOBIp IIPU OHHOYAaCHOMY
3aCTOCYBaHHI 3 IUKJIOCIOPUHOM

YHuUKaTH 3aCTOCYBaHHA
aTopBacTaTUHY

rpas3onpesip, 1eTepMOBip

KnaputpomiiiH, iTpaKOHa30J1, CaKBiHaBIp +
PUTOHAaBip*, mapyHaBip + puUTOHaBip, ¢ocaMIpeHasBip,
docamnpenasip + puToHasip, enbacsip +

He nepesumiyBatu o3y 20 Mr
aTopBacTaTUHY Ha 00y

Hendinasip

He nepesumiyBatu o3y 40 Mr
aTopBacTaTHUHY Ha [00y

HlallHY, KOJIXIIINH

JlominaBip + pUTOHAaBIpP, CUMEIIPEBIP, NOXiAHI
$pi6prHOBOI KMCIOTH, EPUTPOMIIINH, a30J/IbHi
MPOTUTPUOKOBI 3acobu, JimimoMonudikyodi go3u

3acTocoByBaTHu 3
00epexkKHICTIO Ta Y HalMeHIIIiH
HeoOXigHiN mo3i

*3acTOCOBYBaTU Y HaMEHIIiN HeOOXimHiN m03i.

I'em@ibposun

Y 3B’SI3KYy 3 MigBUIIIeHUM PU3UKOM MiomnaTii/pabmoMiosnidy mpu ogHOYaCHOMY

3actocyBaHHi iHri6iTopiB 'MI-KoA-penykTas3u 3 reMpiOpo3usioM ciif YyHUKaTu

CYMiCHOT0 3aCTOCYBaHHs Ipemnapaty JliMicTuH 3 rem¢piopo3unoM (OUB. pO3Min

«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

THwi ¢pibpamu

OckKinbKM BifoMO, 110 pU3UK PO3BUTKY MioIaTil B mpolieci niKyBaHHS iHTiOiTOpaMu
['MI'-KoA-penyKTa3u MigBUIIYETHCS ITPU OAHOYACHOMY 3aCTOCYyBaHHi iHImux ¢idpaTis,

JIimicTuH cig 3 06epeKHiCTI0 3aCTOCOBYBaTU MPU CYMiCHOMY 3aCTOCyBaHHI 3 iHIITUMU

didbpatamu (ouB. po3min «OCoBGIUBOCTI 3aCTOCYBAaHHS»).

HiauuH




Pu3uK BUHUKHEHHS IMOOiYHUX sIBUII 3 OOKY CKeJIeTHUX M’53iB MOzKe 30iIbIIyBaTUCS
ITPY 3aCTOCYBaHHI IIpenapaTy B KOMOiHallil 3 HialluHOM, TOMY 3a TaKHUX YMOB CJIif
PO3TISTHYTH MOZKJIUBICTh 3HU2KEHHS OO03M IIpemnapary JIiMicTuH (OuB. po3min
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

Pugpamnin abo iHwi iHOykmopu uumoxpomy P450 3A4

OpHOo4YacCcHe 3aCTOCYBaHHA Ipenaparty 3 iHgyKTopaMu nutoxpomy P450 3A4
(mampuknaz, edaBipeH3, pudaMoii) MOKe IIPU3BOOUTU [0 HECTIMKOTO 3MEHIIEHHSA
KOHIIeHTpallil aTopBaCTaTUHY B IJIa3Mi KPOBi. Hepe3 MexaHi3M IIOABIMHOI B3aEMOil
pudamMIIiHy peKOMEHAYETHCSI OOHOYACHE 3aCTOCYBaHHS aTOpBacCTaTUHY 3
pudaMITiHOM, OCKiITbKM OyJI0 ITOKa3aHo, 10 BilCTpOYeHe 3aCTOCyBaHHS mpernaparTy
IicJisg BBeOeHHs pudaMnIiny moB’s3aHe 3i 3HaYHUM 3HUXKEHHSAM KOHIIeHTpallil
aTopBacCTaTHUHY B IIJIa3Mi KPOBI.

Huamiazemy 2i0poxsopud

OprOovyacHuU npurioM atopBactatugy (40 mr) ta gunrtiazemy (240 mr)
CYIIPOBOMXKYETHCS MiABUIIIEHHSIM KOHIIEHTpPAIlil aToOpBaCTaTUHY B IIJIa3Mi KPOBi.

IHHumemuouH

Y pe3ynbTaTi IpoBeAeHUX OOCIiAXKEeHb 03HAK B3aEMOIil aTOpBaCTaTUHY Ta
LIUMETUOUHY He BUSBJIEHO.

AHmauuodu

OnmHOYAaCHe IepopabHe 3aCTOCYBaHHS aTOPBACTaTUHY Ta CyCII€H3il aHTalugHOT O
npenapary, 110 MiCTUTh MarHii Ta aJIOMiHiI0 TiZPOKCHU[, CYIIPOBOOXKYETHCS
3HU2KEHHSIM KOHIIeHTpallil aTopBacTaTUHY B mJia3Mi KpoBi mpubnusHo Ha 35 %. I[Ipu
LILOMY TinoJIinigeMiyHa Aisg aTopBaCTaTUHY He 3MiHIOBaAjIach.

Koaecmunon

KoHIleHTpallisi aTopBacTaTUHY B MJ1a3Mi KpoBi Oyjia HUXKYO0IO (CITiBBiIHOIIIEHHS
KOHIIeHTpallil aTopBacTtaTuny 0,74) Ipu 0OJHOYAaCHOMY 3aCTOCYBaHHI aTOpBaCTaTUHY
Ta KOJecTuroy. [Ipu uboMy rinosminigemMiuyHa misg komOiHallil aTopBacTaTUHY Ta
KOJIECTHUIIOJY IIepeBUIllyBajia epeKT, IKUU Ja€ 3aCTOCYBaHHS KOXKHOTO 3 LIUX
IpenaparTiB OKpeMo.

A3umpomiyuH

OnmHoYyacHe 3acToCcyBaHHs aTopBactaTuHy (10 Mr 1 pas Ha mo0y) Ta a3UTPOMIITUHY
(500 Mr 1 pa3 Ha mo0y) He CYIIPOBOMAXKYBaIOCsS 3MiHaMU KOHIIEHTpallil aTOpBaCTaTUHY
y IJj1a3Mi KpoBi.



IH2i6imopu mpaHcnopmHux 6iaKi8

[Hri6iTOopU TpaHCHOPTHUX OiNKiB (HampUKIIa, TUKIIOCIIOPUH, JIETEPMOBIp) 3maTHI
MMigBUNTYBATH PiBEHb CUCTEMHOI €KCIT03UIlil aTopBacTaTUHY (OuB. Tabnuiio 1). Brinus
MMPUTHiIYeHHS HaKONMNYyBaJIbHUX TPAHCIOPTHUX OiNIKiB Ha KOHIIEHTPAlIil0
aTopBaCTaTHUHY B KJIiITUHAX MNEYiHKU HEBIHOMUU. AKIO YHUKHYTU OQHOYACHOT O
IpU3HAUYEeHHs IUX IIpernapaTiB HEMOXJIUBO, peKOMEHJOBaHe 3HUXKEHHS OO3U Ta
IPOBEAEHHS KIIIHIYHOTO MOHITOPUHTY e(peKTUBHOCTI aTOpBacTaTUHY (OUB.

Tabnuiiio 1).

Ezemumi6b

3acTocyBaHHS €3eTUMiIOy SIK MOHOTeparil IMoB’sI3yI0Th i3 PO3BUTKOM SIBUII] 3 OOKY
M’sI30BO1 CUCTEMHM, Yy TOMY YHCIi pabaomionidy. TakuM 4MHOM, IPU OOHOYACHOMY
3aCTOCyBaHHIi e3eTuMiOy Ta aTOpBAaCTaTUHY PU3UK PO3BUTKY LIUX SIBUIL 30iIbIITYETHCH.
PexomeH0OBaHO IPOBOOUTHU HaJIeKHUU KITIHIYHUN MOHITOPUHT CTaHy TaKUX Malll€HTiB.

dy3udosa Kucsioma

[Tpu ogHOYAaCHOMY CUCTEMHOMY 3aCTOCYBaHHi ()y3UI0BOI KUCIIOTH 3i CTaTUHAMU MOIXKe
MMiABUNTyBaATHUCS PU3UK PO3BUTKY MiomarTii, B TOMy 4ucCIi pabmomionidy. MexaHi3Mm I1i€l
B3aemoqil (41 € BoHa hapMakKoauHaMiuHO0 abo ¢apMaKOKiHETHYHOO, 41 000X BUIIB
OOHOYACHO) Ha ChOTOMOHI HeBimoMmuii. [ToBimoMsizocs mpo BuIlagku padmomioisy (y
TOMY YMCJIi 3 JIeTaJIbHUM HACJIiIKOM) y HalIliEHTIB, Ki oTpuMyBaau KOMOiHaIliI0 11X
pemnaparis.

Axiio HeoOxigHe CUCTEMHE 3aCTOCYBaHHS (Py3UA0BOI KMCJIOTH, CJIif IPUITUHUTHA
3aCTOCyBaHHS aTOpBacTaTUHY Ha BeCh IIepPiof 3aCTOCYBaHHS (Py3UA0BOI KMCIJIOTHU (OUB.
po3min «OcoBIMBOCTI 3aCTOCYBAaHHS»).

JHuz2o0KcuH

[Tpu ogHOYAaCHOMY 3aCTOCYyBaHHi OaraTopa30BUX M03 aTOPBACTAaTUHY Ta OIUTOKCUHY
piBHOBaKHi KOHIIEHTpPAIlil AUTOKCUHY B IIJIa3Mi KPOBi MigBUIIYIOTHCS (AUB. PO3Mis
«®apMakoKiHeTHuKa»). Ciig HaleKHUM YMHOM KOHTPOJIIOBATH CTAH MAIli€HTIB, AKi
3aCTOCOBYIOTh JUTOKCHH.

ITepopasivbHi KOHMpayenmusu

Y pasi ogHOYaCHOIro 3aCTOCYBaHHS aTOpPBaCTaTUHY 3 IIepOpalbHUMU
KOHTpalleliTuBaMu crnocTtepiranocd nigsuiieHHss AUC [Oji1 HOpeTUCTEPOHY Ta
eTHHinecTpagiony (ouB. po3min «PapMaKoJIOTidyHi BIaCTUBOCTI»), IO CIIif
BpaxoBYyBaTH IIpU BUOOPi TepopabHOTO KOHTPALIENITUBY OJIs XKiHOK, SIKi 3aCTOCOBYIOTH
aTopBacCTaTHUH.



BapgapuH

ATopBacTaTUH He YMHUB KIIiHIYHO 3HAYYIIOI il Ha MTPOTPOMOiIHOBUM YacC y IMAlli€HTiB,
sIKi TPOXOOUJIN JOBTOTPUBAJie NiKyBaHHSA BaphapruHOM.

KoaxiuuH

IIpu ogHOYacCHOMY 3aCTOCYBaHHI aTOpBaCTaTHHY 3 KOJIXIIIMHOM IOBiAOMIISIJIOCS IIPO
BUIIQOKHW MiomarTii, B TOMY 4HuCJIi padgomionidy, ToMy ciim 3 00epekHiCTIO Mpu3HaYaTH
aTOpBaCTaTUH 3 KOJIXIIIMHOM.

THwi anikapcovki 3acobu

KiiniuHi mocmiaXKeHHA IoKa3aly, 110 OHOYaCHe 3aCTOCYBaHHS aTOpBacTaTUHY i
rirloTeH3WBHUX ITPeIapaTiB Ta HOro 3aCTOCYBaHHS B IIPOIIECi eCTpOreH3aMiCHO1
Teparlil He CyIIpOBOKYBaJIOCS KIIIHIYHO 3HAUYyIIMMU ITO0iYHUMU e(heKTaMu.
IocmigkeHb B3aEMOil 3 iHIIMMU ITperapaTaMu He IIPOBOOUIIN.

Oco006/1MBOCTi 111010 3aCTOCYBaHHSI

CkesiemHi m’a3u

IcHy10Th pigKicHI Bunmagku pabaoMiosidy 3 TOCTPOI0 HUPKOBOIO HEIOCTATHICTIO
BHACJTiMOK Miorno0iHypii mpu 3acTOCYBaHHI aTOpBAaCTAaTUHY Ta iHIIMX JTiKapChKUX
3aco0iB 11bOT0 KiTacy. HasiBHiCTh B aHaMHe3i nopyIileHb QyHKIII HUPOK MoxkKe OyTH
dbakTOpOM PU3UKY [OJIT PO3BUTKY pabmomioni3dy. Taki maiieHTH moTpedyoTh
PETEIbHOTO MOHITOPUHTY [Ji BUSBJIEHHS IIOPYLIEHb 3 OOKY CKeJIEeTHUX M’A3iB.

ATopBacTaTuH, fK 1 IHIII IpenapaTy I'Pynu CTaTUHIB, iHOMOL CIPUYUHAE MIOIIATIIO, 1110
BH3HAYa€ETHCA SK 0ifib ¥y M’s13ax ab0 cnabKicTh M’s3iB ¥y ITIOEAHAHHI 3 MiABUILEHHSAM
oKa3HUKIiB KpeaTuHdochokinaszu (KOK) y mornap 10 paziB Bullle BEPXHbO1 MeXKi
HopMmu (BMH). OpHouYacHe 3aCTOCYBaHHS BUIINX 003 aTOPBACTaTUHY 3 IE€BHUMU
JIiIKapChbKUMHU 3aco0aMM, TaKMMHU SIK IIMKJIOCIIOPUH i ITOTYyXkHi iHri6iTopu CYP3A4
(HampuKiam, KJIapUTPOMIIlMH, iTpaKoOHa30 Ta iHribiTopu npoteas3 BIJI i Bipycy
rematuty C), miagBuillye pu3uK Mionatii/pabmomMionisy.

3acToCyBaHHS aTOpPBaCTAaTUHY MOXKe€ CIPUUYUHSITU IMYHOJIOTIYHO OIIOCEPEOKOBAHY
HekpoTusyiouy mionartito (IOHM) - ayToiMmyHHY MionarTiio, OB’ sI3aHy i3
3acTocyBaHHsSM cTaTuHiB. [OHM xapaKTepu3yeTbCS TAKUMHU O3HAKaMM: CJIaOKiCTh
IIPOKCUMAJIbHUX M s31B Ta MiABUILEHUN PiBEHb KpeaTUHKIHA3U Y CUPOBATIII KPOBi, SKi
30epiraroThCs, He3BaXKal4Uy Ha NPUIIMHEHHS JIIKyBaHHS CTaTMHaAMM; M’ s30Ba Oiorcis
BHUSBJISIE€ HEKPOTU3YIOUYy MioIlaTito 0e3 3HaYHOI'O 3alajieHHs; IIPU 3aCTOCyBaHHi
iMyHOCYTIpecuBHUX 3aC00iB CIIOCTEPIra€EThCS MO3UTUBHA OUHAMIKa.



MoXnUBiCTh PO3BUTKY MiOIaTil CJIif PO3rasfaTH y HMalli€HTIB 3 AU(PY3HOIO Miari€ro,
OosmicHicTio abo cnabkicTio M's13iB Ta/abo 3HauHuM migBuitenusamM KOK. ITamieHTam
CIIii peKOMeHOyBaTHl HeralHo IIOBiIOMIISAATH IIPO BUIIaAKMU 0010 y M’s13aX, O0JTiCHOCTI
abo crmabkocCTi M’3iB HEBiMOMOI eTioJorii, 0COGIUBO SIKIIO 1€ CYIPOBOOXKYETHCS
BiIUyTTSIM He3nyKaHHA a0o MigBUIIIEeHHSIM TeMIlepaTypHu, abo SKII0 O3HAKHU Ta
CUMIITOMM 3aXBOPIOBAHHS M’si3iB 30epirarThCs ITiCIII IPUITMHEHHS 3aCTOCYBaHHS
aTopBacTaTuHy. JIiKkyBaHHS IIpenapaToM CJIiO IIPUIINHUTH Y BUIAAKy 3HAYHOTO
migBunieHHs piBHsa KOK, miarHocTyBaHHS abo ITimo3pu Ha Miomnario.

Pu3uk miomnartii mmig yac jikyBaHHS IpenapaTaMy IIbOT0 Kjlacy MifgBUIIYETHCS IIPU
OOHOYAaCHOMY 3aCTOCYBaHHI TiKapCchKuX 3aco0iB, 3a3HaueHuX y Tabnuili 3. Jlikapi, sgKi
PO3TJISAOal0Th MOXKJIMBICTE KOMOiIHOBAHO]I Tepallil aTopBaCTaTHHOM Ta OyOb-IKUM i3 IIUX
pemnapariB, IOBUHHI peTeIbHO 3BaKUTHU IOTEHIIINMHI IlepeBaru Ta PU3uUKH, a TaKOXK
PETEIbHO MOHITOPUTHU CTaH MallieHTiB 040 6yab-aKUX IPOsSBiB 000, 60omicHOCTI abo
cnabKoCTi y M’si3ax, 0COOJIMBO MPOTSATOM ITOYaTKOBUX MICSIIiB Tepallii Ta IIpoTsATroM
OyIOb-IKOTO 3 IePiofiB TUTPYBaAHHS MO3U y HAIPSAMKY 30inbIlIeHHS OyOb-IKOT0 3
npenapartis. Ciifg pO3TIsSHYTHA MOXKJIUBICTh 3aCTOCYBaHHS HU3bKMX II0YaTKOBUX Ta
MiATPUMYIOUHX A03 aTOpBaCTaTUHY IIPU OOHOYAaCHOMY 3aCTOCYBaHHI 3
BUIIle3TafaHUMU JTiKapCbKUMU 3acobamMu (OUB. po3min «BlaeMonist 3 iHIIUMU
JIiIKapChbKUMHU 3aco0aMu Ta iHIII BUOM B3a€EMOili»). Y TaKUX CUTYaAllisIX MOXKe
PO3rasagaTHCS MOKIIUBICTD IepiogunyHOro Bu3HaueHHa K@K, ane HeMae rapanrTil, 1o
TaKWUH MOHITOPUHT JOIOMOXKe 3aIo0irTv BUIagKaM TSKKOI Miomaril.

Tepartito mpenapaToM CJIil TUMYaCOBO ab0 MOBHICTIO IPUITUHUTU OyOb-IKOMY IAIi€HTY
3 TOCTPUM CEePHO3HUM CTAHOM, ITII0 BKa3y€ Ha PO3BUTOK MiormarTii, abo mmpu HasgBHOCTI
dbakTOpa PU3UKY PO3BUTKY HMPKOBOI HETOCTATHOCTi BHACIiIOK pabmoMiomnidy
(HammpuKiam, TsKKa rocTpa iH(ekIis, rimoTeH3is, XipypridHa omnepartiisi, TpaBMa,
TSIXKKi MeTaOoIiuHi, eHOIOKPUHHI Ta eIeKTPOJIITUYHI po3Iaju, a TaK0oXK
HEKOHTPOJIbOBaHi CyIOMH).

Y mooguHOKHUX BHIIAJKaX IMOBIiIOMI/ISIZIOCSI, IIIO0 CTAaTHHH iHOAYKYIOTH «de novo»
a00 3arocTpmoIOTh BXe iCHyI04y MiaCTeHilo rpaBic ado ouHy MmiacTeHilo (TuUB.
po3ain «I1o0iuHi peakiIrii»). ¥V pa3i 3arocrpeHHsi CHMIOTOMIB C/Iil IPUIHHUTH
IPUHOM aTopBacTaTuHy. ITOBiTOMJISI/IOCS PO PeHUIHUBHU IIPH MOBTOPHOMY
3aCTOCYBaHHi TOro caMoro ado iHIIOro CTaTHHY.

IMopyweHH:A ¢pyHKUIT neyiHKu

IToBemeHO, I1I0 CTATUHM, K i mesKi iHImi rimosimimemMiudi TepaneBTHYHI 3aco0u,
IOB’sI3aHi 3 BiIXuIeHHSM Big HOpMHU OioXiMiyHMX IMOKa3HUKIB QyHKIII meuinku. CTilike
migBunieHHs (Oinbire HiXK y 3 pa3u Buille BMH pgiama3ony, sike BUHUKIIO 2 pa3u abo
OinbIe) piBHSA CUPOBATKOBUX TpaHcaMiHa3 crnocTepiranocsa y 0,7 % mallieHTiB, AKi



OTPHUMYyBaIX aToOpBacTaTHH. YacToTa BUMNAOKIB IIUX BiOXWUJIEHDb BiJl HOPMUM CTaHOBHUJIA
0,2 %, 0,2 %, 0,6 % Ta 2,3 % nna o3 atopBactatuny 10, 20, 40 Ta 80 Mr BiOIoOBigHO.

Icry10TH maHi, 1110 IpU 3aCTOCYBaHHI IpeapaTy B OOQHOIO IallileHTa PO3BUHYJIaCsa
KOBTSAHUILIA. [TigBUllleHi MOKa3HUKU QYyHKIIIOHaNMbHUX ITPo6 nevinku (OIIIT) B iHIIMX
nalieHTiB He OynIu MOB’sI3aHi i3 XKOBTIHUIEI0 a00 IHIIUMHU KIiHIYHUMU CUMIITOMaMM.
[Ticnss 3MeHINIeHHs 03U, IePePBH Y 3aCTOCYBaHHI IpenapaTty abo NpUINHEHHS WOTro
3aCTOCYBaHHS pPiBeHb TpaHCaMiHa3 ITOBEPTABCS OO PiBHA mepeq JIiKyBaHHAM abo
IPUOJIM3HO [0 IIHOT0 PiBHA 03 HeraTuBHUX HacaigkiB. 18 i3 30 maIfieHTiB 3i cTiiKuM
ITiABUIIEHHSIM ITOKa3HUKIB QyHKITIOHATbHUX P00 MEeUiHKY ITPOA0OBXKYBaIU JTiKyBaHHS
aToOpBaCTaTUHOM y MEHIIHUX H03axX.

[lepen TuM sIK PO3MIOYUHATU TepPaAIlilo IIpernapaToM, PeKOMEHOYEThCSA OTPpUMaTHu
pe3ynbTaTU aHali3iB TOKa3HUKIB PepMEHTIB IIeUiHKM Ta 3[jaBaTy aHaJIi3u IIOBTOPHO Y
pazi kiiniyHol noTpebu. Hagxonunu pigKicHI mocTpeecTpalliliHi IOBimOMIIEHHS IPO
BUIIQJKM JIETAJIbHOI Ta HeJleTaJIbHOl IeYiHKOBOl HEOCTAaTHOCTI y HaIli€HTIB, AKi
3aCTOCOBYBaJIU IIpenapaTy 'PyNIu CTaTUHIB, Y TOMY YUCJIl aTOpBacTaTUH. Y BUNIAOKy
CEPUO3HOTr0 ypaXkKeHHs NeYiHKU 3 KJIiHIYHUMU CUMIITOMaMu Ta/abo
rimep0binipy6ineMieio abo KOBTSIHUIIEIO IIif] YaC 3aCTOCYBaHHS aTOPBACTATUHY CJIif
HeraWHO IIPUIIMHUTH JIIKyBaHHs. K0 He BU3HAYEHO aJlbTEePHATHUBHOI €TiONOori],

He CJIiJ IOBTOPHO PO3MOYKMHATH JIIKyBaHHS IIperapaToM.

JlimicTuH ciig 3 o0epexkHiCTIO MPpU3HaYaTHU MMallieHTaM, sIKi 37T0BXKHBAIOTh aJIKOT0JIeM
Ta/ab0 MaloTh B aHAMHEe3i 3aXBOPIOBAaHHS MeYiHKHU. JIIMiCTUH NPOTUIIOKA3aHUM IIPU
aKTUBHOMY 3aXBOPIOBaHHI Me4iHKY ab0 CTiMKOMY IiABUIIIEHH] PiBHS IT€YiHKOBUX
TpaHCaMiHa3 HeBigoMol eTionoril (quB. po3ain «I[IpoTunoKa3saHHI»).

EHOOKpuHHA pyHKUiA

[MToBigoMmnsinocs mpo nigBuilleHHS piBHA HbAlc Ta KOHIIeHTpallil I/TI0OKO31 B CUPOBATIII
KPOBi HaTIIle npu 3acTocyBaHHi iHribiTopiB 'MI'-KoA-penykTas3u, B TOMY YHCIIi U
aTopBacCTaTHUHY.

CTaTUHU NEePEIIKOAXKalTh CUHTE3Yy X0JIeCTEPUHY Ta TEOPETUYHO MOXKYTh OCIa0IATH
CeKpellilo CTepoiniB HagHUPKOBUX 3aJ103 Ta/abo roHagHux crepoimis. KiminiuHi
OOCIiAXKEeHHS IToKa3aJlly, 1110 aTOPBaCTaTUH He 3HUXKYE Oa3asibHy KOHIIEHTPAallilo
KOPTHU30JIy [1JIa3MU Ta He IOPYLIYE agpeHasloBU pe3epB. Biijiue cTaTuHIB Ha
3aIlIiIHIOIYY 3[aTHICTh CIEPMU He [OCIiAXKYyBaBCSA y JOCTATHBHOI KiJTbKOCTI ITaIli€HTiB.
HesBimomo, sKUM 4YUHOM IIpenapar BIIJIUBA€E Ta YU B3arasli BIJIUBA€E HA CUCTEMY
«CTaTeBi 3a103u-rinodi3-rinoTajamMyc» y XKIiHOK y IIepeqMeHoIay3aJbHUU I1epiof.
Cnig 6yt 06epeXKHUM NIPU OOHOYACHOMY 3aCTOCYBaHHI ITpenapaTy I'Pynu CTaTUHIB i3
JIiIKapChKUMHU 3aco0aMM, IKi MOXKYTb 3HUKYBaTHU PiBeHb a00 aKTUBHICTh €HAOT€HHUX



CTepOI)IHHX T‘OpMOHiB, TaKHX sIK K€TOKOHA3O0IJI, CHipOHOJ’IaKTOH Ta TUMETHUIHNH.

3acmocysaHHA nauieHmam i3 Hew,00as8HiMu sunadkamu iHCyabmy abo mMpaH3umMopHoi
iwemiyHOl amaku

[Tpu Tepamii aTopBacTaTUHOM Yy Ho3i 80 Mr y maifieHTiB 0e3 imeMiuHOl XBOpoOu ceplisd,
sIKi Maqii B aHaMHe3i BUIMMaOKU iHCYy/IbTy ab0 TPaH3UTOPHOI illIeMiYHOl aTaKu BIIPOAOBXK
ToIepenHix 6 MicsIiB, cmocTepiranacs 6inbIlla YacTOTa BUMAOKIB reMOpariyHoro
iHCYyIbTy MOPiBHSHO 3 TpyIioio Imnane6o. YacToTa BUMIAAKiB JT€TAJIbHOTO T€MOParidvHOTro
iHCynbTy Oyna nmomibHOIO B yCiX rpynax JiikyBaHHSA. YacToTa BUNAJKiB HeJleTaJIbHOTO
reMoparigyHoro iHCynbTy O0yjla 3HaYHO BUIIOIO y T'PYIi IAIli€HTIB, SIKi OTpUMYyBaJx
aTopBacCTaTHH, IOPIBHSIHO 3 Ipymnoio mnanebo. [IesKi mo4aTKOBi XxapaKTEPUCTUKH, Y
TOMY YMCJIlI HasgBHICTh BUIIAQKIB reMOpPariyHoro Ta JIaKyHapHOI'0 1HCYJIBTY IIif Yac
BKJIIOUEHHS [0 OOCIIIOXKEeHHs, aCOLiI0BaIuCs 3 BUILOK YaCTOTOK BUIIAAKIB
reMoparigyHoro iHCyJibTy y I'PYIi Ialli€HTIiB, SKi OTPUMyBaJid aTOpBacTaTUH.

Cepeq manieHTiB BIKOM 65-75 POKIB, sIKi OTpUMyBaJii aTOpBaCTaTUH, He
CIIOCTepirasnaocs KOMHOI 3arajibHol BimMiHHOCTI 111010 O0e3meku Ta e(eKTUBHOCTI
3aCTOCyYBaHHA IpenapaTy MiXK LUMHU IallieHTaM¥ Ta MOJIOQIIUMHU IalliEHTaMu, TakK
caMo K He 0yJI0 3ape€eCcTPOBaHO XKOOHUX BiIMiHHOCTEM 111040 BILJIUBY ITpEeNapaTy
cepeq Malli€HTiB JIITHLOTO BiKYy Ta MOJIOAIINX MAlli€HTIB, IPOTe HE MOXKHAa BUKJIIO4YaTH
OiNbIITy YYTIUBICTh MEeIKUX CTApPIINX IMallieHTiB. OCKiNbKY IAIliEeHTH JIiTHBOTO BiKYy
(BikoM Bif 65 poKiB) OinIbIll CXUIBHI O MiomaTii, ciim 3 o6epexkHicTIo Mpu3HaYaTHu IM
aTopBacTaTuH. [leuiHKkoga HedocmamHicmup

JIiMiCTUH ITPOTUNIOKa3aHWM MalliEHTaM 3 aKTUBHUM 3aXBOPIOBAHHSM II€YiHKH,
BKJIIOUAIOUH CTiMKe MigBUILEHHS PiBHS II€YiHKOBUX TpaHCaMiHa3 HEBiOMOI eTioJoril
(muB. po3ainu «®apMaKOJIOTiIYHI BlIaCTUBOCTI» Ta «[IpoTUIIOKa3aHHI»).

o nouamky AiKy8aHHA

JlimicTuH cig 3 00epekHiCTIO MpU3HadYaTHU MalliEHTaM 3i CXUJIbHICTIO IO PO3BUTKY
pabmomionisy. 1o mo4yaTKy JIiKyBaHHSI CTaTUHAMM Y IMAIi€HTIB, CXUIbHUX OO0 PO3BUTKY
pabmomiorntisy, ciim BU3HadyaTu piBeHb KpeaTuHKiHa3u (KK) mpu:

e IOPYILIEHHI (QYHKIIl HUPOK;
e TimOyHKIIil IIMTOBUOHOI 3aJI03H;
e CIIAQIKOBUX PO3JIajiaX M sI30BOl CUCTEMH y CiMelitHOMY a00 0COOMCTOMY aHaMHe3i;
e IIepeHeCeHUX Y MUHYJIOMY BUNaJKaX TOKCUYHOTO BIJINBY CTaTUHIB abo ¢ibpaTiB
Ha M’g3U;
e IepeHEeCEeHUX Y MUHYJIOMY 3aXBOPIOBaHHAX MEeYiHKU Ta/ab0 37I0B2XKUBaHHI
aJIKOT OJIEM.



I manieHTiB miTHBOTO BiKy (BikoM Bixm 70 pokiB) HeoOXigHICTH TPOBEIEeHHS
O3HaAYeHMX 3aXOMiB CJIif OL[iHIOBATH 3 ypaxXyBaHHSIM HasIBHOCTI iHIIINX (PaKTOPiB
CXMIIbHOCTI OO PO3BUTKY pabmoMiomnizy.

[TigBulleHHS PiBHS ITpellapaTy B IJIa3Mi KPOBi MOXKJIMBE, 30KpeMa, y pa3i B3aeMofil
(ouB. po3min «B3aeMomis 3 iHIIMMU JTiKapChKUMHK 3acoO0aMU Ta iHIIT BUOAM B3aEMOIiN»)
Ta 3aCTOCYBaHHS OCOOIUBUM MONYJIALISAM HallieHTiB (OUB. PO3MHin
«dapMaKOKiHeTUKa»), y TOMY YHCIIi MallieHTaM 3i cliagfKOBUMHU XBOpPOOaMU.

Y Takmx BUNlajKax peKOMEHAOBaHO OLIIHIOBATH CIIiBBiHHOUIEHHS PU3UKIB Ta OYiKyBaHOl
KOPUCTI Bif JTiKyBaHHSA Ta IIPOBOOUTY KIIiHIYHWM MOHITOPUHT CTaHy MAlli€HTiB. AKIIIO
oo movyaTKy nikyBaHHS piBeHb KK 3HauHO migBuiienui (mepesuillye BMH 0Ginbliie Hixk
y 5 pa3siB), JIiKyBaHHS PO3MOYWHATU HE CIIiM.

BuwmiprwoeaHH: pieHsa KK

PiBenr KK He ciif BU3HauaTH MIicJisd iHTEHCUBHUX (Qi3UYHUX HaBaHTaXeHb abo mpu
HaSsIBHOCTI OyIOb-IKUX MOXKJIMBUX aJlbTe€PHATUBHUX ITPUYUH MigBuUIlleHHs pPiBHSA KK,
OCKIJIBKY 1€ MOXKe YCKJIaQHUTU IHTepIIpeTallilo pe3ybTaTiB. K0 Ha I0YaTKOBOMY
piBHIi criocTepiraetbcs 3HauHe migBunieHHs KK (nepesunierdss BMH OGinbie HiK y 5
pa3siB), To yepes3 5-7 mHiIB HEOOXiTHO MPOBECTH IMOBTOPHE BU3HAYEHHS [IJIs
OigTBEPOXKEHHS pPe3ysbTarTy.

ITio uac niKkyeaHHs

IMarmieHETH TOBMHHI 3HATH IIPO HEOOXiAHICTh HETAaMHO IMOBIHOMJISITH PO PO3BUTOK OOJIIO
y M’si3aX, CyJOM 4YM CJ1abKOCTi, 0COOIMBO KOJIM BOHU CYITPOBOAXKYIOTHCS HE3MYyKaHHSAM
abo0 raps4koio.

Y pa3si mosiBu 1IMX CUMIITOMIB Y ITPOIIeCi JTiKyBaHHSI aTOPBACTaTUHOM HeOoOXimHO
Bu3HauuTu piBeHb KK y 11poro mnamiesnTta. Ao piBeb KK 3Ha4HO MigBUILIEeHUMN
(mepeBuiitye BMH 6inbliie HiXK y 5 pa3siB), miKyBaHHS CIIiJl IPUOUHUTH.

HOLIIBHICTh IPUIIMHEHHS JIIKYBaHHS CJIi] TAKOXK PO3IJISHYTH, SKIIO HiABUILIEHHS
piBHsa KK He csirae n’aTukpaTHOTO nnepeBuilieHHsas BMH, ane cumntoMu 3 60Ky M’s3iB
MalOTh TSAXKKUU XapaKTep Ta IIOAEeHHO CTal0Th IPUYUHOI HEIIPUEMHUX BiQUyTTIB.

[Ticnss 3HUKHEHHSI CUMIITOMIB Ta HOopMaJisaillil piBHI KK MoXkHa po3TriIsaHyTH
MOZKJIMBICTb BiTHOBJIEHHS JIIKyBaHHS aTOPBaCTaTUHOM a00 MOYaTKy JIiKyBaHHS
aJIbTePHATUBHUM CTATUHOM 3a YMOBM 3aCTOCYBaHHS MiHiMaIbHOl MOKJIMBOl TO3U
mpernapary Ta PeTeIbHOTO Harjsay 3a CTaHOM IallieHTa.

JIikyBaHHSI aTOpBaCTaTUHOM HEOOXiIHO MMPUNUHUTH, SIKIIO CIIOCTEPIra€EThCSA KIiHIYHO
3Hauymle nigsuineHHsa piBHa KK (nepesumiesHs BMH 6Ginbine HiK y 10 pa3siB) abo



BCTAHOBJIEHO [AiarHo3 pabmomioi3y (abo mimo3pa Ha PO3BUTOK pabmoMiortizy).

OOHOuYacHe 3acmocCcyB8adHHA 3 IHWUMU AiKaAPCbKUMU 3dcobamu

Pu3uk po3BUTKY pabOooMiosni3y migBUIMYETHCS IIPU OOHOYACHOMY 3aCTOCYBaHHI
aToOpBacCTaTUHY 3 OeIKMMMU JIiIKapChbKUMHU 3aco0aMu, II10 MOXKYTh 30iIbIINTHU
KOHIIEHTPAIliI0 aTOpBaCTaTUHY Vy I1JIa3Mi KpoBi. [IpuKiIagaMu TakKuX IIperaparis
MOXKYTb BUCTyHaTHu NMoTyxkHi iHri6iTopu CYP3A4 a6o TpaHCOPTHUX OiJKiB:
LIVKJIOCIIOPUH, TEJIITPOMIIINH, KJIapUTPOMIlLIVH, OeJlaBipaAuH, CTUPUIIEHTO],
KEeTOKOHAa30JI, BOPUKOHA30JI, iTpakKOHa30JI, I0CAaKOHA30JI, JIETEPMOBIp Ta iHribiTopu
npotea3 BlJI, y ToMy 4ucCIIi pUuTOHABID, JIOIIiHaBIp, aTa3aHaBip, iHAWHABIP, JapyHasBip.
[Tpu ogHOYaCHOMY 3acTOCyBaHHi 3 reM}iOpO3uIIOM Ta iHIINMU TOXigHUMHU (PiOPOBOI
KMCJIOTH, EPUTPOMIIIMHOM, HiallUHOM Ta e3eTUMiOoM, TenanpeBipoM abo 3
KoMOiHalli€elo TeanpeBip/pUTOHABIP TAKOXK 3POCTAE PU3UK BUHUKHEHHS MiomnaTii.
SIKIII0 MOXKJIMBO, CJIil 3aCTOCOBYBATHM iHIII JIiKapCchbKi 3acobu (1110 He B3a€EMOIIIOTh 3
aTOpBACTaTUHOM) 3aMiCTh BUIle3rafaHUX.

AxI110 HeoOXigHO MPOBOAUTU OJHOYACHE JIIKyBaHHS aTOpPBAaCTaTUHOM Ta 3rajJlaHUMU
nperapaTtaMy, CIIil peTeJIbHO 3BaKUTU KOPUCTDh Ta PU3UKU. AKIIO MalliEHTH
3aCTOCOBYIOTH TiKapChKi 3aco0u, 110 ITigABUIIYIOTH KOHIIEHTPAIlil0 aTOPBAaCTaTUHY Y
IJ1a3Mi KpOBi, pEKOMEHOYETHCSI 3HUZKYBaTHU 03y aTOpPBaCTaTUHY 00 MiHiManbHOI. Kpim
TOT'0, Y BUMIAJIKy 3aCTOCYyBaHHS NOTyxKHUX iHri6iTopiB CYP3A4 ciif po3TIsaHyTH
MOZKJIMBICTh 3aCTOCYBaHHS MEHIIIOl ITOYAaTKOBOIL JO3W aTOPBaCTaTUHY. TaK0xXK
PEKOMEHOYETHCSA IPOBOAUTHU HAJIEXKHUM KIIIHIYHMY MOHITOPUHT CTaHy IIUX IAIli€HTIB.

ATopBacTaTUH He MOXKHA NpU3HaYaTU OOHOYACHO 3 Qy3UAOBOI0 KUCJIOTOIO, IKY
3aCTOCOBYIOTb CUCTEMHO, a00 BITPOMOBIK 7 OHIB ITiCIIsT MPUMIMHEHHS TiKyBaHHS
¢y3upoBow kucnaoTor. [lamienTaM, IKUM CUCTEMHE 3aCTOCYBaHHSA (Py3UOOBO1 KUCIIOTHU
BBazKa€ThCSI HEOOXiTHUM, JIiKyBaHHS CTaTMHaAMU CJIil MIPU3YIIMNHUTYU Ha BECh IIepiof
3acTocyBaHHS (y3UA0BOI KUCJIOTHU. Y NAIi€HTIB, IKi OTpUMYyBalIu Py3uUTOBY KHUCIJIOTY
Ta CTaTUHU Y KoMOiHallii, Oy/1 3apeecTpoBaHi BUIIagKyu pabmoMiostisy, B TOMY YHCITi
jieTasbHi (OUB. po3ain «B3aemopisa 3 iHIMUMU JTiKapChbKUMM 3aco0aMU Ta iHIII BUOU
B3aeMopin»). IlanieHTy ciig peKoMeHayBaTU HeralHO 3BePTaTUCS 3a MEeOUYHOI0
OOTIOMOT 00 y pa3i BUHUKHEHHS OyIb-IKUX CUMIITOMIB cinabkocTi, 601110 a6o 6osicHOi
YyTJIUBOCTI y M’sA3aX.

Teparmiro cTaTuHaM1 MOXXHa ITPOOOBXKUTH Yepe3 7 OHIB MicIsi OTPUMaHHS OCTaHHBOI
mo3u ¢py3ugoBOl KMCIJIOTH.

3a BUHSTKOBUX 00CTaBHH, KOJIM ITOTPiOHE MOBTOCTPOKOBE CUCTEMHE 3aCTOCYBaHHS
by3umoBoi KMCIOTH, HAITPUKIIAM OIS JIIKYBAaHHS TSIXKHUX iHMEeKIid, HeoOXimHicTh
OOHOYACHOTO 3aCTOCYBaHHS aTOpPBaCTaTUHY Ta Py3UO0BOl KUCJIOTH CJIi PO3TIsAgaTi



TiJILKU B IHOAMBiIAya/lbHOMY HOPAOKY Ta 3OiMCHIOBATH IIif peTeJIbHUM HarJIsigoM JIiKaps.

IHTepcTHIlialbHA XBOpo0Oa JIereHiB

Y nporieci nikyBaHHSI DeIKMMM CTaTUHAMU (0COOIMBO Y IIPOIIECi TPUBAJIOTO
JIIKyBaHHS) Oy/IXM ONMCaHi BUHSATKOBI BUIaJIKU PO3BUTKY iHTEPCTUIIialbHOI XBOPOOU
nereHiB. [1o IPOSBIB IIi€el XBOPOOM MOXKHAa BifHECTU 3aOUIIKY, HEIPOAYKTUBHUU
Kallle/Ib Ta 3arajbHe MOTIPIIEeHHS CaMOMOYyTTSa (CTOMIIOBAHICTh, 3HUXKEHHS MacCH Tila
Ta rapsgyka). Y pa3i BUHUKHEHHS Mifo3pU Ha iHTepCTUlliajbHy XBOPOOY JIereHiB
JIIKyBaHHS CTaTUHAMM CJIi] IPUIIMHUTHU.

HanoBHroBaui

o cknapgy npemnaparty JIiMiCTUH BXOOUTH JT1akKTo3a. Lley mpemnapar He Ciif
3aCTOCOBYBaTH Malli€eHTaM 13 PIAKICHUMM CIIaJKOBUMHU 3aXBOPIOBAHHSIMU, [10B I3aHUMU
3 HEeIlepPeHOCUMICTIO TajlakTo3u, medimuroM nakTa3u Jlamma abo ManbadbcopoOiIlieio
TJIIOKO3U-TaJIaKTO3MU.

Tepamis mimimgomonudikyroyuMu npernapaTaMy IIOBUHHA OyTHU OHi€IO 3i CKIamoBUX
KOMIIJIEKCHOI Tepalrii AJig mallieHTiB 3i 3HaYHO IMigABUILEHUM PU3UKOM PO3BUTKY
aTEepPOCKIIEPOTUYHUX 3aXBOPIOBaHb CYOUH 4Yepe3 TinepxojeCTePUHEMIIO.
MenukaMeHTO3Ha Tepalisd PeKOMEeHAOYEThCS SIK OOIOBHEHHS OO0 OiETHU, KOJIU
pe3ynbTaTy Big MOTPUMAHHS Oi€TH, 1110 0OMEXY€E CIIOXKUBAHHSI HAaCUUYEHUX XKUPIB Ta
X0JIECTEPUHY, @ TAaKOXK Bifl 3aCTOCYBaHHS iHIINX HeMeOUKaMeHTO3HUX 3aX0fiB 0yyo
HemocTaTHBO. [TallieHTaMm 3 inmemMiuHoI0 XBOpo0601o ceplisg abo 3 mekinbkoMa (pakKTopaMu
PU3UKY PO3BUTKY illleMivHOI XBOPOOU CePIis 3aCTOCYBaHHS IIpenaparty JliMmicTuH
MO2ZKHa PO3I0YaTh OQHOYACHO 3 JOTPUMaHHSAM OIETH.

ObmediceHH 3dCmocCyB8dHHA

ATopBacTaTUH He OOCIIAXKYBalId 3a YMOB, KOJIX OCHOBHUM BiXUJIEHHSIM Bil HOPMU 3
OOKY JIinmonpoTeiHiB OyyI0 migBUIlleHH PiBHS XiToMikKpoHiB (Tunu I Ta V 3a
Kinacudikaliero OpeapikcoHa).

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.
BaeimHicmb
OuiHKa pu3ukis

[IpenapaT npoTUNOKa3aHUM BaTriTHUM JKiHKaM, OCKiJIbKM He BCTaHOBJIeHa Oe3meka
MOr0 3aCTOCYBaHHS BariTHUM i HeMa€ IBHOI KOPUCTI MPUKMOMY JIiITiZO3HUKYBaJIbHUX
ImpernapariB y nepiopn BaritHocTi. Ockinbku iHri6iTopu 'MI'-KoA-penykTa3u 3HUXKYIOTh
CUHTE3 X0JIECTEPUHY Ta, MOXKJIUBO, CUHTE3 iHIIUX 0i0JOTiYHO aKTUBHUX PEYOBUH, AKi



€ IOXigHUMM XO0JIeCTEPUHY, aTOPBAaCTAaTUH MOXKe ILIKIAJIWBO BIJIUBATU Ha miin. IIpuitom
npenapary CIif IPUOUHUTH, K TiIbKK BCTAHOBJIEHA BariTHICTH (OMB. PO3AiN
«[IpoTUioKa3aHHSI»).

Po3paxyHKOBUlY (POHOBUU PU3UK 3HAYHUX BPOAXKEHHUX Malb(opMallii Ta BUKUOHIB OIS
BKa3aHOI nmonyssaiil HeBimoMuii. Y 3aranbHii nomynsiii CIIIA po3paXxyHKOBUU
(GoHOBUY PHU3UK 3HAUYHUX BPOIKEHUX MalbpopMalliii Ta BUKUOHIB IIPU KJTIHIYHO
BU3HaAHUX BariTHOCTAX CTaHOBUTH 2—4 % Ta 15-20 % BigmoBigHO.

KoHnmpauenuis

ATOpBacTaTUH MOXKe 3aBOaBaTHU IIKOOU IIJIOOY IIPU 3aCTOCYBaHHI BariTHOIO XKIHKOIO.
2KiHKM penpoayKTHUBHOTO BiKy MaloTh OyTH IIPOoiHOpMOBaHi Ipo HEOOXiOHICTh
e(eKTUBHOI KOHTpALEIIIil IMiJ Yac JIIKyBaHHS LIUM ITperapaToM.

KnaiHiuHIi OaHi

OOmMexkeHi ony0sTikoBaHi maHi o6cepBalliiHUX OOCIiIXKeHb, MeTaaHali3iB Ta KITIHIYHUX
BUMAAKIB L1010 3aCTOCYBaHHS aTOpBacTaTHHY KaJibllil0 He ITOKa3alu IIiABUIIEHOI O
PHU3UKYy BUHUKHEHHS CEPUO3HUX BPOAKEHUX MajibhopMalliil Y¥ BUKUHIB.

Hapgxomunu pigKicHi ITOBimoOMIIEHHSI PO BPOOXKeHi aHOMaJTil Imicys
BHYTPIIIHBOYTPOOHOI ekcmo3uilii iHmmx inriéitopis 'MI'-KoA-pengykTasu.
[TpocnekTuBHE criocTepexkeHHs npubnu3no 100 BUIIaaKiB BariTHOCTEH Yy XKIiHOK, SIKi
JIIKyBaJIUCSA CUMBACTAaTUHOM YU JIOBACTATUHOM, I10Ka3aJIio, 110 YaCcTOoTa BUIIaJKiB
BPOMKEHUX aHOMaJIiil mjiofa, BUKUOHIB Ta BHYTPIIIHEOYTPOOHUX
cMepTel/MepTBOHAPOAXKEHDb He IIepeBUIllyBajla Y4aCTOTH, OYiKyBaHOI AJis 3arajibHol
nonynsanii. KinbKicTh BUIIQAKIB € OCTAaTHHOIO, 100 BUKJIIOUNTU = 3—4-KpaTHEe
MiABUIIIEHHS BPOAKEHUX aHOMaJlili PO3BUTKY IIJIofia MOPIiBHSIHO 3 (POHOBOIO YaCTOTOIO.
Y 89 % BariTHUX, 3a IKMUMU BeJIU IPOCIEKTUBHE CIIOCTEPEeXKEeHH, JIIKYyBaHHSI
pernapaToM PO3MOYUHAJIOCS A0 BariTHOCTI Ta IPUNMNHAJIOCA IIig Yyac I TpumecTpy
IIiCJIsT BUSIBJIEHHS BariTHOCTI.

ITepiod 200yB8aHHA 2py00t0

[IpemapaT npoTUIioKa3aHUU y Iepiof rogyBaHHA rpyanoo. BigcyTHs iHdopMallis npo
BIIJIUB IIpenapaTy Ha OUTHHY, Ky FOOYIOTh Ipyanio, abo Ha jakralito. HeBigoMo, du
IIPOHUKAE aTOPBACTaTUH y TPyIHE MOJIOKO, OOHaK OyJio IToKa3aHo, 10 iHIINH
JIiIKapChKUM 3acib LIbOT0 KJIacy IOTpaIljisi€ V¥ TPyAHEe MOJIOKO; aTOpBacTaTUH HasIBHUU Y
MOJIOII 1ypiB. OCKiNbKY CTAaTUHU IMOTEHITIMHO 3IaTHI CIIPUYUHUTY CEPHO3Hi HeOaxKaHi
peaxiril y HEMOBIIST, SIKi 3HaX0AATbCSA Ha TPYJHOMY TOOyBaHHi, XKiHKaM, SKi
noTpeOyIOTh TiKyBaHHS IIpenapaToM, He CJIif rogyBaTH rpynnio (OUB. po3ain
«[TpoTUIOKa3aHHS»).



30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWuMu mMexaHiamamu.

[IpenapaT Ma€ OyKe He3HaYHMWU BIJIMB Ha MIBUOKICTh pPeakliil ITiJ 4ac KepyBaHHSI
ABTOTPAHCIIOPTOM abo0 iHIIMMU MexXaHi3MaMH.

Cmocid 3acTocyBaHHs Ta I03H

I'inepainidemia ma 3miwaHa ducainioemis

PekoMeHOoBaHa ITOYaTKOBA [03a aTOpBacTaTUHY cTaHOBUTL 10 abo 20 Mr 1 pa3 Ha
noOy. 15 malieHTiB, sIKi MOoTpeOyI0Th 3HAYHOT0 3HUKEHHS PiBHS X0JI€CTEPUHY
JITTHIII (6inpure HiXK Ha 45 %), Tepanisa Moxke OyTu po3mnodara i3 go3yBaHHS 40 mr 1
pa3 Ha moOy. [1030BUM Oialla30H aTOpBaCTaTUHY 3HAXOOUTHCSA Y Mexkax Bifg 10 mo 80 mr
1 pa3 Ha goOy. [IpenapaT MoXHa NpUUMaTH Pa30BOI0 A030I0 y OyOb-IKMM Yac Ta
He3aJIeKHO Bif BXKMBaHHA 1XKi. [lo4aTKOBY Ta MiATPUMYIOUi JO3M IIpenapary CIIif
migbupaTH iHOUBiOyaabHO 3aJIeXKHO Big MeTH JIiKyBaHHS Ta Bigmosifi. [Ticiiss moyaTKy
JIIKyBaHHS Ta/ab0 micis TUTPYBaHHS [O3U IIpernapaTy CIIi ITpoaHanidyBaTU PiBeHb
JIIIAIB IPOTATOM mepiony Big 2 0o 4 TUXKHIB Ta BiANOBIZHUM YMHOM BifKOPUTYBaTHU
0o3y.

I'emepo3uzomHa cimetliHa 2inepxosecmepuHeMia y nayieHmis 0umasAv020 8iKy (8ikom
gid 10 0o 17 pokis)

PekoMeHOoBaHa ITOYaTKOBA [103a aTOPBACTAaTUHY CTaHOBUTHL 10 MT Ha mooy,
3BUYAWHUM Iialta3oH mo3 cTaHOBUTH Big 10 mo 20 Mr nepopanbHo 1 pa3 Ha moOy. [o3u
mmperapary CIif migbupaTH iHOUBiOyalbHO BITIOBIOHO OO METH JIiKyBaHHS.
KopuryBaHHS 003U CJIif IPOBOAUTHU 3 iHTepBasioM 4 THUXKHi abo0 Oifnblie.

I'omo3uzomHa cimetiHa 2inepxosiecmepuHemis

Ilo3a aTopBacTaTUHY OJIS IMALlEHTIB i3 TOMO3UTOTHOI CIMENHOIO
rinmepxonecrepuHemieio ctaHoBuTh Bim 10 mo 80 mr Ha goOy. JlimicTuH cmifg
3aCTOCOBYBaTH SIK OOIIOBHEHHS OO IHINMX IiNoJIinigeMiyHuX MEeTOiB JIiKyBaHHSA
(manpuknaz, adepes JIITHII) abo gKIo TinmominmigeMidyHi MeToau miKyBaHHS
HeOOCTYIIHI.

OO0HouacHa 2inoaini0emiyHa mepanis

JIiMicTUH MO>KHa 3aCTOCOBYBAaTH 3i CEKBECTPaHTaMU KOBUHUX KucJoT. KoMbiHatiio
inridiTopiB 'MI'-KoA-penykTa3u (cTaTuHiB) Ta ¢pidbpaTiB ciig nmpusHavaTu 3
obepexkHicTIO (IuB. po3ainu «B3aemopisa 3 iHIIMMHU JTiKaPpCBKUMM 3aco0aMu Ta iHIi



BUOU B3aeMomiti» Ta «OcoOIUBOCTI 3aCTOCYBAHHS»).
Ilo3ysaHHA 014 nayieHmMi8 i3 NOPYyWeHHAMU PYHKUIl HUPOK

3axBOpIOBaHHS HUPOK He BIIJIMBa€ Hi Ha KOHILIEHTpAIIil0 IIpenapary y mjaa3Mi KpoBi, Hi
Ha 3HUXKEeHHA pPiBHA xXojiectepuny JIITHIII mpu 3acTocyBaHHI nipenapary, TOMY
KOPUTYBaHHS 03U IIpenaparTy A MalliEHTiB i3 mopyleHHAMU (YHKII1 HUPOK He
notpidHe (muB. po3ginu «PapMakokiHeTuKa» Ta «OcoOIUBOCTi 3aCTOCYBaHHS»).

Ilo3ysaHHA 014 nayieHmis, AKI npulimMaroms YUK/AOCNOPUH, KAAPUMPOMIUUH,
impaxkoHa3o0s, 1emepmosip abo neeHi iH2ibimopu npomea3s

Crnipg yHUKaTH 3aCTOCYyBaHHSA Ipenaparty MaljieHTaM, SIKi IPUUMaloTh IUKJIOCIIOPHUH
abo inriditTop nmpoTteas3u BIJI Tunpanasip + puToHaBip, abo iHTiIOGiTOP ITpOoTEa3u BipycCy
rematuty C riekanpesip + miOpeHTacBip, abo JIeTEPMOBIp IPU OHHOYACHOMY
3acToCyBaHHI 3 nukiocnopuHoM. Ilanientam 3 BIJI, gKi npuiiMaroTs JIOIIiHABIp +
PUTOHABIP, aTOPBaCTaTHUH CJIiZl 3aCTOCOBYBAaTH Y HAaWHUXKYiMl HeOOXimHiN H03i.
IMamierTaM, SIKi TpUiMaloTh KJIAPUTPOMIIIMH, iTpAaKOHAa30J1, eji0acBip + rpa3omnpesip,
a6o manienTam 3 BIJI, ki npuiiMaioTh KOMOiHallil caKBiHaBip + PUTOHABIP, HapyHaBip
+ puToHaBip, hocamnpeHasip, hocaMnpeHaBip + PUTOHaBIp abo JIeTEPMOBIp,
TepalreBTUYHY 03y IIpenapary ciig ooMexkutu 20 Mr, TaKOXK PEKOMEHOYEThCS
ITPOBOJAUTHU HaleXHe KJliHiuHe oO0CcTexKeHHs A1 3a0e3neueHHs 3aCTOCYBaHHS
Ha¥MeHINol HeoOXimHOI Mo3u aTopBacTaTuHy. [TamieHTaM, IKi TpuiMaloTh iHTiOiTOD
npoTea3u BIJI HendiHaBip, miKyBaHHS aTOPBAaCTAaTUHOM CJIi 0OMeXXUTH 03010 1o 40
Mmr. [Ipu cynmyTHbOMY IpHU3HAYEHHI aTOpBACTaTUHY 3 iHIIMMU iHTiOiTOpaMu mpoTeas
PEKOMEHYETHCS IIPOBENEHHS BiAMOBIMHUX KITIHIYHUX 00CTeXKeHb i1 3a0e3nedeHHs
3aCTOCYBaHHS HalMeHIol HeoOXigHOI mo3u mpemnapaty (OuB. po3minu «B3aemomis 3
iHIMMMU JTiKapChbKUMHU 3acob0aMu Ta iHII BuOu B3aeMomiti» Ta «OcoOIUBOCTI
3aCTOCyBaHHS»).

Iimu.
I'emepo3uz2omHa cimeliHa 2inepxosaecmepuHeMis

Bbe3neka Ta e()eKTUBHICTh 3aCTOCYBaHHS aTOpPBaCTaTUHY BCTAHOBJIEHI /IS OiTel BiKoM
Big 10 mo 17 poKiB i3 reTepO3UTOTHOK CIMENHOIO0 rilepx0oIeCTEPUHEMIEI0 K
OOIIOBHEHHS OO0 OIETHU [OJis 3HUXKEHHS 3arajibHOro xonectepuny, pisasg JITIHII ta
piBHSA amosinonpoTeiny B, Konmu micns amekKBaTHOI cipoOu mieToTeparil
BiI3HAYAIOTHCH:

e xonectepun JITTHII =190 mr/gn (4,91MMons/n) abo

e xonectepuH JITTHII =160 mr/on (4,14 mMonb/n) Ta:

e y ciMelilHOMYy aHaMHe3i HasiBHA CiMelHa rirnepxojiecTepuHeMiss abo paHHi
CeplLeBO-CYIWHHI 3aXBOPIOBAHHS y POOUUIB Iepiioro abo Opyroro ctymneHs abo



e HasIBHi mBa abo OinbIre iHINIMX (AKTOPIiB PU3UKY CEPIIeBO-CYOUHHUX 3aXBOPIOBAHb.
IToka3aHHA [OJ19 3aCTOCYBaHHS aTOpBAaCTaTUHY MiATBEpPAXKEeHe Ha OCHOBI OOCIIiAXKEHb:

e [Iname00-KOHTPOJIbOBaHE KIIiHiYHEe OOCIiAKEeHHS TPUBAJIICTIO 6 MiCSAIliB 3 y4acCTIO
187 xmomniiB Ta miB4YaT micis mo4YaTKy MeHCcTpyaniu BikoM Bifg 10 mo 17 pokis.
[NamienTH, sSKi OTPpUMYyBaJIM JIiIKyBaHHS aTOpBacTaTUHOM y Ho3i 10 mMr a6o 20 Mr
IIIOOHS, MaJid 3arajoM nomioHuM mpodink HebaxkaHUX peakliii Jo TaKoTo Y
MallieHTiB, SIKi OTpUMYyBasu mnanebdo. Y 11boMy By3bKOMY KOHTPOJIbOBAHOMY
OOCITim»KeHHi He OyJI0 BUSIBJIEHO 3HAUYIIIOT0 BIIJIUBY aTOPBACTaTUHY Ha picT abo
cTaTeBe A03PiBaHHS XJIOMNI[iB ab0 Ha TPUBaAJIiCTh MEHCTPYaJIbHOTO IIUKJITY y HOiBYarT.

e TpupiuHe BigKpHUTe HEKOHTPOJIbOBaHE OOCIiAXKEHHA 3 y4acTio 163 miTeu BikoM
Big 10 mo 15 pOKiB 3 reTepO3UTrOTHOI CiIMEUHOIO rilnepxojieCTePUHEMIET0, A1
SIKUX Tig0upanyu go3y OJisd JOCATHEHHS LiboBOT0 PiBHA xonecTepuny JIITHII <
130 mr/gn (3,36 mMonb/n). be3neka Ta epeKTUBHICTE 3aCTOCYBaHHS
aTopBaCTaTUHY IIpU 3HUXKEHHI xonecTtepuny JIITHII, 3a3Bryau BiAnoOBigamOTh
IIOKa3HUKAaM, SKi CIIOCTepirajucs y JOpOC/IuX alli€HTiB, He3BaXaluu Ha
o0OMezKeHHS IIJIaHy HEKOHTPOJIbOBAHOTO JOCITiAXKEHHS.

Heo6xigHa KOHCYJbTAllid AiBYAT IMiciIsA MOYaTKy MEHCTpPYyallill 0g0 KOHTPAlleniii,
SIKIIIO 11e TOPEYHO [JIs ITallieHTa.

IToBrocTpoKoBOl e(heKTUBHOCTI Tepallil aTopBacTaTUHOM, PO3M0YaTOl B TUTUHCTBI OIS
3MEHIIIEHHs 3aXBOPIOBAHOCTI Ta JIeTaJIbHOCTi ¥ HOPOCJIOMY Billi, HE BCTaHOBJIEHO.

Bes3neka Ta eheKTUBHICTHL Tepallil aTopBacCTaTUHOM He BCTAaHOBJIEHA [IJISI [iTeM BiKoM
mo 10 pokKiB 3 reTePO3UTOTHOIO CIMENHOIO IillepxoieCTepUHEMIETO.

I'omo3uz2omHa cimetiHa 2inepxosiecmepuHemis

KniniyHa epeKTUBHICTh aTOpBacTaTUHY y Ho3ax Ao 80 Mr Ha mo0Oy mpoTsiroM 1 poky
Oysa olliHeHa Y HEKOHTPOJIbOBAHOMY AOCJIiAKEHHI Yy IalliEHTiB i3 TOMO3UTOTHOO
CiMeMHOI0 TinepxoyecTepuHeMi€lo, M0 IKOT0 OyJI0 BKIIIOUEHO 8 miTel.

Ilepego3yBaHHA

CrnenudigyHOTrOo IiKyBaHHS IepeJo3yBaHHSA aTOPBAaCTaTUHOM HeMae€. Y BUIIaAKy
rmepeno3yBaHHS IAIliEHTa CJIif JIIKyBaTU CUMIITOMATUYHO Ta NPU HeOoOXimHOCTI
3aCTOCOBYBaTH HiATPUMYIOYi 3aX0au. Yepe3 BUCOKUU CTYIIIHb 3B'sI3yBaHHS IIpenapary
3 OinmKaMu IIJTa3MU KPOBi He CJIi O4iKyBaTH 3HAQYHOTO MiICUIeHHS KJTipeHCY
aTopBacCTaTHUHY 3a OOIIOMOTOI0 reMofiai3y.

ITo6iuni epexkTHn



Y 3B’43Ky 3 TUM, III0 KJIiHiYHI JOCIiOXKEeHHS IIPOBOOATHCS Y PI3HUX YMOBaX, 4aCTOTY
BMHUKHEHHS HeOaxKaHUX Peakilii, I110 CIIOCTEePirarThCs ITiJ] Yac KITIHIYHUX
OOCIIiI>XXeHb JIIKapChKOT0 3aco0y, He MOXKHa 0e3mocepeIHbo ITOPiBHIOBATH 3
IIOKa3HWKaMM, OTPUMaHMMU IIiJ1 YacC KJIIHIYHUX OOCIIIAXKEeHb 1HIIIOTr 0 IIperapary, Ta
BOHM MOXKYTh He BifilIOBiZaTH MOKa3HUKAM 4YaCTOTH, 110 CIIOCTEPIraroThCA Y KIIIHIUHIN
IIPaKTHULI.

3rigHo 3 JaHUMU KIIIHIYHUX OOCIiAXKeHb aTopBacTaTuHy cepern 16066 mamieHTiB
IPOTATOM 53 TUXKHIB y AIli€HTIB, Kl OTPUMYBAaJIU JIIKyBaHHS aTOPBacTaTUHOM,
HaWvacTillle crocTepiranucs Taki HeGaxaHi peakiiil, 1110 ITPU3BOOUIIN OO ITPUNUHEHHS
3aCTOCyYBaHHS aTOpBAacCTaTUHY Ta TPANJISJINCA 3 4aCTOTOIO, BUIIOIO HiX y I'pyIIi
nane6o: mianrisa (0,7 %), oiapes (0,5 %), symoTa (0,4 %), migBUIleHHS PiBHSA
anaHimamiHoTpaHcdepasu (AJIT) (0,4 %) Ta nmeuinkoBux ¢pepmeHTiB (0,4 %).

HavyacTimumu nmobivHuMU peakiisiMu (= 2 % mopiBHsSHO 3 m1anebo0), He3aJlexxHo Bif
MIPUYMHHY, ¥ TAIliEHTIB, SIKi OTPUMYyBaJM JIiKyBaHHS aTopBacTaTuHoOM (1=8755), Oymnu:
Ha3odapuurit (8,3 %), apTpanris (6,9 %), niapes (6,8 %), 6inb y KiHuiBkax (6,0 %) Ta
iHdeKIIil cedyoBUBIimHUX HMIISXIB (5,7 %).

Y Ttabnuili 4 migcyMOBYETBHCS YacTOTa KIIiHIiYHUX HeOaxkKaHUX peaklliii, He3alexkKHO Bif
MIPUYHUHHOTO 3B’SI3KY, 3apeECTpPoBaHux y 2 % mnauieHTiB abo 6inbllle Ta 3 4aCTOTOO
BUIIIOI0, HiXK y rpyMmi niaiebo, y NalieHTiB, Ki OTpUMYyBaJiu JTiKyBaHHS
aTopBacTaTuHOM (n=8755), 3a gaHuMu 17 nnamneb0-KOHTPOJILOBAHUX MOCITiAXKEHb.

Kniniuni HeOaxkaHi peaxiiii, 1110 BUHUKaNU y Oinbiie HixK 2 % MOallieHTiB,
sKi OTPUMYyBaJM JIiKyBaHHS OyOb-sIKOI0 AO30I0 aTOPBaCTaTUHY, Ta 3 YaCTOTOIO BUIIOIO,
HixXK y rpyi miamne6o, He3alexkHo Bif IPUYUHHOTO 3B 13Ky (% mallieHTiB).

Tabmuusa 4
Byns-sika
, 10 mr 20 mr |40 »80 mr [Iname6o
HebaxaHa peakiris* mo3a
N=3908 |N=188N=@944055 |N=7311
N=8755
Ha3zodapuurir 8,3 12,9 53 |7 4,2 8,2
ApTpanria 6,9 8,9 11,7 |10,64,3 6,5
Iiapes 6,8 7,3 6,4 (14,15,2 6,3




Bine y KiHIIBKax 6 8,5 3,7 19,3/3,1 5,9
IH(beK.I_Iiﬂ CEe4YOBUBITHUX 5.7 6.9 6.4 |8 141 5.6
IIJIAXIB

Oucnencis 4,7 5,9 3,2 |6 3,3 4,3
HypoTta 4 3,7 3,7 |7,13,8 3,5
M’s30Bo-ckeneTHuu 6ine (3,8 5,2 3,2 |5,1)2,3 3,6
M’s130B1 cia3Mu 3,6 4,6 4,8 |5,1|2,4 3
Mianris 3,5 3,6 59 8,4|2,7 3,1
Be3conHsa 3 2,8 1,1 |5,3/2,8 2,9
C;?Iznﬂronapnﬂreanbﬂnﬁ 2.3 3.9 16 128107 21

* HebGaxkaHa peakilisg >2 % y 6ynb-sKiti qo3i 6inbile, HiXK y rpyni nnanebo.

o inmmx HebaxkaHUX peakliii, IPo SIKi IMOBimoMIIsIyIoCcs mifd Yac mialebo-
KOHTPOJIbOBAHUX HOOCJIIIKEHb, HaJleXKaTh:

3d2a/a1bHI NOPYWeHHA: BITUyTTS He3OyKaHHs, IIIPeKCid;

3 60Ky mMpasHoi cucmemu: NITyHKOBO-KUIITKOBUM OUCKOMGOPT, BigpuKKa, METEOPU3M,
remaTHT, X0JIecTas;

3 OOKY cKesilemHo-M’ 530801 cucmemu: M’si30BO-CKeJleTHUM Oinb, mimBuIlleHa
BTOMJIIOBAHICTh M’513iB, Oinb y 1miui, HaOpsiKkaHHS Cyrio0iB, TeHOuHoONaTisa (iHomi
yCKIIagHEeHa PO3PUBOM CYXOXKHUJIIIS);

3 60Ky Memabo1i3My ma xap4yyeaHHs: TIiABUIIIEHHS TPaHCaMiHa3, BiOXUIeHHS Bif
HOpMHU GYHKITIOHATLHUX ITPO0 MediHKM, IMiABUIIIeHH PiBHSA JIy>KHO1 ¢hocdaTa3u B
KpPOBI, migBuilileHHsA akTuBHOCTI K@K, rinepriuikemis;



3 60Ky Hepseosoi cucmemu: XKaxJINBi CHOBULOIHHS;

3 60Ky Ouxa/nbHOi cucmemMu: HOCOBa KPOBOTEYa;

3 60Ky WKipu ma ii npudamkie: KPOIIuB' THKA;

3 OOKY Op2aHie 30py: HEYITKICTh 30Dy, IIOPYIIEHHS 30DY;

3 OOKY OopeaaHie cayxy ma pigHOB8az2u: IIyM Yy ByXaX;

3 60Ky ceyocmamesoi cucmemu: NTeUKOUUTYPis;

3 60Ky penpodyKmueHoi cucmemu ma MO/104YHUX 3d/103: TiIHEKOMACTis.

YacToTy BUHUKHEHHS ITOOIYHMX peakllii BU3HaUaau TaKUM YUHOM: dyacTo (>1/100,
<1/10); meuacTto (>1/1000, <1/100); pigko (>1/10000, <1/1000); myxe pinko
(<1/10000).

3 60Ky Hepsosoi cucmemu: 94aCTO - TOMOBHUM Oiflb; HEYACTO - 3aITaMOPOYEHHS,
nmapecTe3is, rinecTesis, OUCreB3isa, aMHe3id; PigKo - nepudepudHa HelUpomaTis.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: 4aCTO - 3alI0pP; HeYaCTO - TaHKPeaTHT,
OJIIOBaHHA.

3 60Ky ckesiemHo-M’ 30801 cucmemu ma CnOAY4YHOI MKAHUHU: 9acTo - Oifmb y
cyrnobax, 0inb y CIKHIi; AyKe pigKo - MiomaTisi, Mio3uT, pabmoMioris;

3azanvHi nopyweHHA: He4acCTo - aCTeHis, O6inb y rpynsax, nepudepudti HaOpsSIKH,
CTOMJIIOBaHICTb.

ITopyweHHss Memaboai3aMy ma xap4y8aHHs: HEYaACTO - TiMoTJIikeMisi, 30iTbIIeHHS
MacH Tijla, aHOPEKCis.

3 60Ky nediHKu ma #co84YHO20 Mixypad: OyKe PiIKo - meYiHKOBa HEeIOCTATHICTh.

3 60Ky WKipu ma cnoay4yHoi MKAHUHU: HEYaCTO - MIKipHi BUCUIIAHHS, CBepOixK,
aJIoIIelliss; my»Ke PifmKo - aHTiOHEeBPOTUYHHNYN HaOPSK, Oy/IbO3HUM AepMaTHUT (Y TOMY
qyucii MmynbTUu@OpMHa eputema), cuHApPoM CTiBeHca — [I2KOHCOHA Ta TOKCUYHUU
enigepMasbHUU HEKPOJIi3.

3 60Ky OuxasnvHOI cucmemu, opa2aHie 2pyOHOI KAIMKU ma cepedoCmiHHS: 4acTo - 0itb
y TOpJii Ta ropTaHi.

3 60Ky cucmemu Kposi ma aAimgpamuuHoi cucmemu: pigKo - TPOMOOLIMTOIIEHIS.

3 60Ky iMyHHOI cucmeMmu: 4acTO - aJIepriyHi peakilii; myxke pigko - aHadinakcis.



3 60Ky opaaHie 30py: HEYACTO - 3aTyMaHEHHS 30DY.

3MiHU pe3yavmamie nabopamopHux aHaAi3ie: 4acTo - BiIXuJIeHHS Pe3yJIbTaTiB
dyHKITiOHaTPHUX TTPOO MMeUiHKY, migBulleHHs akTuBHOCTI KOK KpoBi; HeyacTo -
MO3UTHUBHUU pe3yJ/ibTaT aHalli3y Ha BMICT JIEUKOLIUTIB y Cedi.

Ak i mpu 3acTtocyBaHHi iHmuX iHridiTopiB 'MI'-KoA-pegykTa3u, y Nalli€HTiB, SKi
IpUK¥MalIid aTopBacTaTUH, CIIOCTEepiraau MiABUIIEHHS aKTUBHOCTI TpaHCcaMiHa3
cupoBaTKH KpoBi. Lli 3mMiHu 3a3BuYai 6ynu ci1abKo BUpPaXeHUMU, TUMYAaCOBUMU Ta He
norpeOyBanu BTpydaHHS abo nikyBaHHs. KiTiHiYHO 3Ha4yIle NigBUIlleHHS aKTUBHOCTI
TpaHCaMiHa3 CUPOBATKM KPOBi (mepeBuilieHHss BMH 6inbiire HixK y 3 pa3un)
croctepiranu y 0,8 % mnaiieHTiB, sKi NpuiiMaad aTopBacTaTuH. Lle migBUIleHHS Majio
m0303aJie’KHUM XxapaKTep Ta 0ys10 00OPOTHUM Y BCiX IAIli€HTIB.

Y 2,5 % mauieHTiB, gKi IpuMasy aTopBacTaTUH, CIIOCTepiraay 3poCTaHHS aKTUBHOCTI
KK cupoBaTKu KpoOBi, 1110 Oinbiie HixK y 3 pa3u nepesuilyBaia BMH. 1le 36iraetscs 3i
CIIOCTEPEXKEHHSIMU IIPU 3aCTOCYBaHHI iHImuX iHridiTopiB 'MI-KoA-penykTasu y
rpoileci KiiHiyeEux pociigxeHsb. Y 0,4 % nallieHTiB, AKi OTPUMYyBaJjIid aTOpBacTaTUH,
criocTepiraBcs piBeHb, 10 nepeBulllyBaB BMH 0Ginbine Hixk y 10 pa3sis.

[ToGiuHi peakIrii, IKi BUHHKIIH IIif Yac KIiHIYHUX OOCITiOXKeHb: iH(eKIlil Ce40BUBIHHOTO
TPaKTy, IyKPOBUM miabeT, iHCYJIbT.

Himu (10-17 pokis). Y mallieHTiB, SKi 3aCTOCOByBaJii aTOpBacTaTHH, Bim3Havdasu
no6iyHi nposaBH, MOAiIOHI O IPOSBIB y MalliEHTiB rpynu mianebo. HalizaranpHimumMu
MoOiYHUMM IIPOsIBaMU, SIKi CIIOCTepiraaucs B 000X rpynax, He 0epy4du OO yBaru
MIPUYUHHUYU 3B'I30K, Oynu iHpeKIil.

Ioceid nocmpeecmpauitiHo20 3acmMmocy8aHHs amops8acmamuHy.

[TpoTsaroM MOCTPEECTPALIIMHOT0 3aCTOCYBaHHS aTOpBacTaTUHY OyJIM BUSIBIIEHI
HUXK4Ye3a3HaueHi HeOaxxaHi peakilii. OCKiIbKY ITPO Ii peakilil MoBimoMJIsAIN Ha
noOPOBiNIBbHINM OCHOBI Bifl ITOMYIAIIil HEBIAOMOI YHCEIBHOCTI, HE 3aBXKAU MOXKHa
OOCTOBIPHO OIIIHUTHU IX YacTOTy ab0 BCTAHOBUTU IIPUUYUHHO-HACITIIKOBUHM 3B'SI30K i3
3aCTOCyBaHHSM Ipenapary.

ITo HeOaxkaHUX peakxllii, OB’ sI3aHUX i3 JIIKyBaHHSM aTOPBAaCTAaTUHOM, 3aPEECTPOBAHUX
IIiCJIst BUXOOY IIpenapaTy Ha PUHOK He3aJIeXXHO Bifl OLIHKU IIPUYNHHO-HACIIIKOBOT O
3B’sI3KYy, HaJjlexkaTh: aHadinakcisi, aHTioHeBPpOTUYHUYM HAOPSAK, OyIb0O3HI BUCUTIaHHS (Y
TOMY YHCIJIi eKCygaTuBHA MyIbTUPOPMHa epuTteMa, CuHOpoM CTiBeHca—[[>KOHCOHa Ta
TOKCUYHUU ellifepManabHUN HEKPOJIi3), pabmoMiosi3, Mio3uT, migBuileHa
BTOMJIIOBaHICTh, PO3PUB CYXOXKHUJIJIS, JIeTaJlbHa Ta HeJleTaJlbHa IIe4YiHKOBa
HeOCTaTHICTh, 3allaMOPOYEHHS, HeIpecisi, mepudepruyHa HeUpoIarTisi, TaHKPeaTUT Ta
iHTepcTHUllialbHa XBopoOa JIereHb.



Hamgxopunu pigKicHI ITOBiDOMJIEHHS ITPO BHUIIAAKHU IMYHOJIOTiYHO OIIOCEPEIKOBaHOL
HEKPOTHU3YI0U0l MioImaTil, IOB’sI3aH0l i3 3aCTOCYyBaHHSAM CTATUHIB (OUB. PO3Mis
«OCcOoOIUBOCTI 3aCTOCYBAHHS»).

Hapgxoounu pigKicHi ITOoCTpeecTpalliiHi MOBiIOMIIEHHS NP0 KOTHITUBHI po3nagu
(BTpaTa nmam’saTi, 6e3maM’aTHiICTb, aMHe3is, MOPYLIeHHS ITaM’siTi, CIUTyTaHiCTh
CBimoMOCTi), ITOB’sI3aHi i3 3aCTOCyBaHHAIM CTaTHUHIB. LIi KOrHiTUBHI po3mamu OyiIu
3apeecTpoBaHi IIPU 3aCTOCYBaHHI BCiX CTaTUHIB. 3arajioM BOHU He HaJleXKallu 00
KaTeropii cepito3Hux HeOaxKaHUX peaklliii Ta Oy 000POTHUMMU ITiCJISI TPUITMHEHHS
NPUKUOMY CTATHHIB, MaJld Pi3HUU YacC OO MOYaTKy IIPOsBY (Big 1 OHS OO KiJIbKOX POKIiB)
Ta 3HUKHEHHS (MeiaHa TpUBaJIOCTi CTaHOBUJIA 3 THUXKHI).

ITig yac 3acToCyBaHHS OEesKWX CTaTUHIB Oy/Iu OnKcaHi Taki HeOaXaHi sBUIA: po3Jaf
cTaTeBOl QYHKIII; BUHSITKOBI BUIaJKX iHTEPCTHIIiaJIbHOI XBOPOOU JTEeTeHiB, 0COOIUBO
Iig Yac JOBTOCTPOKOBOIO JIIKYBaHHS.

ITig yac IOCTMapPKETHHIOBUX CIIOCTEPEKEHDb MOBIJOMIISIIIOCS NP0 HMXKYe3a3HadeHi

no0iuHi peakiril.

3 60Ky KpOBOHOCHOI ma sAimgpamuyHoi cucmemu: TPOMOOITUTOIEHi.

3 6oky iMyHHOI cucmemu: anepriufi peakirii, anadinakcis (y Tomy uucii
aHa(iTaKTUYHUH IIIOK).

3 6oky mMemaboaizmy ma xapuy8aHHsi: 30iIbINIEHHS MaCH Tina.

3 60Ky Hepsosoi cucmemu: TOMOBHUY Oifb, TillecTesist, fUCTeB3is; MiacTeHis rpasic
(gyacToTa BUHUKHEHHS OAHOT0 pO3Jjiady HeBigoMa).

3 60Ky WAYHKOBO-KUWKO0B020 mMpaKmy: Oinb y JKUBOTI.
3 60Ky opaaHie cayxy ma aabipuHmy: IIyM y ByXax.

3 60Ky opaaHie 30py: OYHA MiaCTeHis (YacToTa BUHUKHEHHS JaHOT0 PO3JIamy
HeBigoMa).

3 60Ky wKipu ma nidwKipHOI MKAHUHU: KPOTIUB'sTHKA.

3 60Ky ckesilemHo-M’ 30801 cucmemu ma cnoAy4YHOi MKAHUHU: apTpanris, 6inb y
CIIUHI.

3azanvHi nopyweHH:A: O6inb y Tpynsax, nepudepuyHuil HabOPsSK, He3Oy>KaHHsI, BTOMaA.

3MiHU pe3yavmamia8 nabopamopHux aHai3ie: MigBUIIEHHS aKTUBHOCTI
anaHiHaMiHOTpaHCcpepas3u, nigBuIleHHSA aKTUBHOCTI KOK Kposi.



TepMiH NpHIATHOCTI
2 POKH.
VYMoBHM 30epiranas

30epiraTtu B OpuUTiHaNIbHIM yIaKoBIli ITpu TeMiepaTypi He Buile 30 °C. 30epiratu B
HeIOOCTYIIHOMY OIS OiTel MicLi.

¥YnakoBka

ITo 10 TabneTok y 6iicTepax, mo 3 GiicTepu y KOpoOIii.
Karteropis Bignycky

3a penemnTomMm.

BupooHuK

Mapkcanc ®apma JITa.

Micue3Haxo/dKeHHsI BHPOOHHKA Ta aJpeca MiCIisi IPOBadKeHHsI HOr o
OisTIBHOCTI.

Hinsuka Ne JI-82, JI-83, Bepna Inmactpian IcteuTt, Bepua I'oa, IH - 403 722, IaOis.



