IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AtopBacTtaruH-TeBa

(Atorvastatin-Teva)

CKnao:
0itoua pe4osuHd: aTOPBACTATHH;

1 TabneTka, BKpUTa IUTIBKOBOIO 0007I0HKOIO0, MiCTUTE atropBacTaTuHy 10 Mr a6o 20 mr, ab6o 40 mr, abo
80 wmr (y BUTIAAl aTOpBAaCTaTUHY KaJblIilo);

O0ONOMIJCHI PEUOBUHU:

SAPO: LeII0I03a MIKPOKPHCTATIYHa, HAaTPilo KapOoHAT, MaJbTO3a, HATPil0 KPOCKapMeJi03a, MarHiko
cTeapar;

obosoHKa: rimpomerno3a (E 464), rimpokcumnpomninienionosa, Tpuetuniurpar (E 1505),
nosnticop6at 80, Tutany miokcup (E 171).

Jlikapcbka ¢popMma. TabneTky, BKPUTI IIiBKOBOIO 000JI0HKOIO.
OcHo8HI (pi3uKko-XiMiyHI 81acMuUBOCMI:

10 wmr: 6ini a6o maiizke 6ini, eninTUyHi, IBOOMYKJI, rageHbKi Tab1eTKY, pO3MipoM NpuOIU3HO
9,7 MM X 5,2 MM.

20 wmr: 6ini abo Matixke Oirni, einTUYHI, ABOOMYKIIi, TNTafleHbKi TabIeTKH, PO3MipoM IPUOIN3HO
12,5 MM X 6,6 MM.

40 wr: 6ini a6o Maiizxke 6ini, eninTUYHi, IBOOMYKII, rIageHbKi TabIeTKH, pO3MipoM MpUOIU3HO
15,6 MM X 8,3 MM.

80 wmr: 6ini abo Marixke Oini, einTUYHI, ABOOMYKIIi, TNTafleHbKi TabIeTKH, PO3MipoM IPUOIN3HO
18,8 MM x 10,3 MM.

®dapMakoTepaneBTHYHA rpyna. [Ipenapary, 1110 3HUXKYIOTh PiBEHb X0JI€CTEPUHY 1 TPUTJTIILIEPULIIB Y
cupoBaTi KpoBi. [Hriditopu I'MI'-KoA-penykTasu. Kog ATX C10A A05.

®Papmako102iuHi 8 1acmueocmi.



®apmakoOuHamika.

ATopBacTaTHUH SBJIsIE COO0I0 CHHTETUYHUY TiMOIimigeMiuyHuii TiKapcbKui 3aci0. ATOPBACTATHH €

CeJIeKTUBHUM KOHKypeHTHUM iHribiTopom 'MI'-KoA-penykrasu - GepMeHTY, Biff IKOT0 3a/Ie3KUTh
IMIBUIKICTh IePETBOPEHHS 3-TiIPOKCU-3-MEeTUIIyTapui-KodhepMeHTy A B MeBaJIOHAT, PEY0OBUHY-

IIOIIePEeNHUK CTEPOJIiB, Y TOMY YHUCJIi XOJIECTEPUHY.

B ekcnepuMeHTaIbHUX MOJEJISAX Y TBAPUH aTOPBACTaTUH 3HUXKYE PIBEeHb X0JI€CTEPUHY Ta
ninonpoTeiHiB y ma3Mi Kposi muisixoM inribyBanus y nevinii [MI'-KoA-penyKTa3u i cuHTe3y
XOJIECTEPUHY Ta LINAXOM 30ibllIeHHS KiTbKOCTi TeYiHKOBUX PEIleNTOPIB JIMOMPOTeiNiB HU3bKO1
minbHOoCTi (JITTHIII) Ha moBepxHi KITiTUH [ TIOCUJIEHHS IIOTIMHAHHS Ta KaTabonismy JITTHILI;
aTopBacTaTUH TaKOXK 3MeHInye npoaykyBaHHa JIITHII Ta KinbKICTh WX YaCTUHOK.

ATopBacTaTuH, K i ©0T0 HesKi MeTaboniTu, € papMaKoIoriYHO aKTUBHUMHU Y TIOOUHU. ['0JIOBHUM
MiclieM [il aTopBaCTaTHHY € MeYiHKa, SKa Bifirpae roI0BHY POJIb Y CUHTE3i X0NeCTEPUHY Ta KITipeHCi
JITTHII. Jo3a nmpemnapaTy, Ha BigMiHYy Bif CHCTEMHOI KOHIIEHTpallil mpenapaTy, Kpallle KOpenoe 3i
3MeHIIeHHSAM piBHS xonectepuny JITTHII. [apuBimyanpuui migbip o3u mpemnapaty Ciif 3aidCHIOBATH
3a/71eKHO Bifl TepaleBTUYHOI BigIIOBiIi.

dapmakoKiHemuxka.

Abcopbuis. ATopBacTaTuH IIBUIKO aOCOPOYETHCS MicTs TepopaabHOro MPUioMy, H0T0 MaKCUMasbHa
KoHIeHTpaMis (C,,,) V I1a3Mi KpoBi focsraeThcs mpoTsaroM 1-2 rogun. Ctymine abcopbiii 3pocTae
ITPOTIOPIIMHO 10 03K aTOpBacTaTUHY. AGCOMOTHA 0i0IOCTYIHICTh aTOPBACTATHHY (BUXiTHUM
nmikapchkuy 3aci6) ctaHOBUTH MpuOnMu3Ho 14%, a cucreMHa 6i0M0OCTYIHICTE iHTiIOYI040l aKTUBHOCTI
mono I'MI'-KoA-penykTa3u - npubausno 30%. Hu3bKy CUCTEeMHY HOCTYIHICTE IIpernapary MoB I3yI0Th
3 IepeiCUCTEMHUM KJTiDEHCOM Yy CJIM30Bi# 000JIOHIII IIITyHKOBO-KUIIKOBOT'O TPAKTY Ta/abo
nepencucTeMHOI0 6ioTpaHcpopMaliiero y nedinili. Xoya ika 3MeHINy€e IMBUAKICTb Ta CTYIiHb
abcopOi1il npenapaTy npubnu3Ho Ha 25% Ta 9% BigmoBigHO, BUXOASYH 3 MOKa3HUKIB C,,, Ta AUC
(mnoma mifg papMaKOKiHETUYHOIO KPUBOIO «KOHIIEHTPaLlis-4ac»), 3HUXKEHHS PiBHSA X0IECTEPHUHY
JITTHIIT € mopmibHMM He3ajieKHO Biff TOTO, 3aCTOCOBYIOTh aTOPBACTaTHH 3 i2Keto abo okpeMo. [Ipu
3aCTOCyBaHHI aTOpBaCTaTUHY BBedepi HOTO KOHIIEHTPAIlis y Ija3Mi KpoBi Oyjia HUK4010 (IpubIn3Ho
Ha 30% gna C,,,Ta AUC), HiX npu npuoMi BpaHUi. OgHak 3HUKEHH piBHSA xonectepury JIITHII €
OIHAKOBUM He3aJIeXHO Bifj Yacy IpuiroMy Ipemnapary.

Po3nodin. CepepnHiit 06’eM po3mofiny aTopBacTaTUHY CTAaHOBUTH mpubau3uo 381 mitp. ITonam 98%
npernapary 3B’sI3yeTbcs 3 GiTkaMu Mmta3Mu KpoBi. KoHIleHTpalliiiHe CIiBBigHOIIEHHS KPOB/IIa3Ma,
110 CTAHOBUTH Npubnu3Ho 0,25, BKa3ye Ha oraHe MPOHUKHEHHS IIperaparty B epuTponuT. Ha
IifCTaBi CIOCTEPeXkKEeHb Y LIyPiB BBaXKAETHCS, 1110 aTOPBACTaTHUH 30aTHUM IIPOHUKATH Y TPyIHE
MOJIOKO.

Memaboaism. ATopBacTaTHH iHTEHCUBHO MeTa0O0Ii3yETHCS O OPTO- Ta aparigfpOKCUTbOBAHUX
TIOXigHUX i pi3HuX npPoayKTiB OeTa-okucHeHHs. [1ig yac mocnmigxkeHs in vitro inridyBanus 'MI-KoA-
PeIyKTa3u OpTO- Ta MaparifpoKCUIb0BaHUMHU MeTabosiTamMu 6yJi0 eKBiBaJIeHTHUM iHTi0OyBaHHIO
aropBacTtaTury. [Ipubmu3no 70% 1upKy004doi inribitopHoi akTuBHOCTI om0 I'MI'-KoA-penykrasu
IIOB’S13aHO 3 aKTUBHUMH MeTabosiTamMu. [JOCTizKeHH in vitro cBif4yaTh IIPO BaXKJIUBICTh MeTab0I1i3My
atopBacTaTUHY HUTOXpoMOM P450 3A4, 1m0 y3roaKyeThCA 3 MiABUIEHOK KOHIIEHTPALi€0
aTopBaCTaTHHY Yy IJIa3Mi KPOBi JIFOOUHU MIiCJIg OHHOYACHOI'O 3aCTOCYBaHHS 3 EPUTPOMIIIMHOM,
BifOMUM iHTiIGITOPOM IHOTO i30(bEePMEHTY.

Exckpeuis. ATopBacTaTuH Ta H0Tr0 MeTa0O0IiTH BUBOAATHCS TOJIOBHUM YMHOM 3 JKOBYIO IiCIIS
IIeYiHKOBOTO Ta/4u MM03amedyiHKoBOro MeTabos1i3aMy, OOHAK Iei Iperapar, 0YeBUIHO, He 3a3HaE



KHIIKOBO-TI€YiHKOBOI pelupKyslil. CepenHill mepiof HamiBBUBEeIeHHS aTOPBAaCTaTUHY 3 IJIa3MHU
KPOBI JIIOAWHY CTaHOBUTD MpubIM3HO 14 roguH, ane nepion HamiB3MeHIIEHHS iHTi6iTOPHOI
akTuBHOCTI oao I'MI'-KoA-penykTa3u ctaHoBuTh Bif 20 0o 30 roguH yepe3 BHECOK aKTUBHUX
MeTabomiTiB. ITic/s mepopaibHOTO MPHUUOMY IIperapaTy 3i ceuelo BUMINISIETHCS MeHIe Hixk 2% m03H.

ITonyaauii xeopux

ITauienmu aimHboe2o e8iky. KoHIIeHTpallis aTopBacTaTUHy y Iya3mi Kposi Buma (C,,,, - TpubIu3HO Ha
40%, AUC - Ha 30%) y 3m0poBuXx H06POBOJIBLIB JTITHHOTO BiKy (BikKOM Biff 65 pOKiB), MOPiBHSHO 3
MOJIOIUMHU fopociuMu Ho6poBosbiaMu. KniniuHi mani cBigyaTh mpo GinbIuii CTYIiHb 3HUXKEHHS
JITTHIIT mpu 3acToCyBaHHi Oyab-9KOi HO3H MIpemnapaTy nallieHTaM JIiTHbOTO BiKy IIOPiBHSHO 3
MOJIOTUMHU JTIOABMU.

[imu. YsIBHUY KJTipeHC NpU IIepopaibHOMY IIPUoMi aTOpBacCTaTUHY Y OiTe! BUSBUBCS MOXIOHUM [0
KJIipEHCY B JOPOCJIOi JIIOAUHY NTPU MaclTaOyBaHHI aTOMETPUYHO 3a Macol0 Tijla, OCKibKM Maca Tina
Oya eOgUHOI0 3HAYHOIO KOBApiaTOO B MOMYJSIiNHIN (hapMaKOKiHEeTHYHIN MOJielli aToOpBacTaTUHY i3
OaHUMM, SKi BKITI0YaJlM OiTel 3 TeTepO3UT0THO CIMEHHOIO TrinepxonectepuHeMieio (BikoM Bim 10 mo
17 pokiB, n = 29), y BiIKpUTOMY 8-THXKHEBOMY OOCIiAKEHHI.

Cmamvb. KoHLIeHTpallig aTopBacTaTHHY Y IIJla3Mi KPOBi 2KiHOK Bigpi3HSI€THCA Bifi KOHLIEHTpAIIil ¥
ma3Mi KpoBi 9onoBikiB (C,,,, - mpubnu3no Ha 20% Bute, AUC - Ha 10% Huxkue). OmHaK HeMae
KJTIHIYHO 3HA4yIIOl BiAMIHHOCTI y 3HUXKeHHi piBHA xonectepury JITTHII npu 3acTtocyBaHHI
aTOpBaCTaTHAHY Y YOJIOBIKIB Ta XKIiHOK.

ITopyweHHA pyHKUil HUPOK. 3aXBOPIOBAaHHS HUPOK He BIIJIMBAIOTh HAa KOHIIEHTPAIIil0 aTOPBACTaTUHY Y
n1a3Mi KpoBi a0 3HUKEHHS XOJIeCTEPUHY MIMONpoTeiniB Hu3bKoi miinbHoCTI (XC-JITTHII), Tomy
KOPUTYBaHHS 03U IIperapary [Jisd NallieHTiB i3 nmopymeHHsIMu QyHKIII HUPOK He MoTpibHe.

I'emoodiani3. He3Baxaroyu Ha Te, 110 Y MAI[i€HTIB 3 TePMiHA/IbHOI CTai€l0 3aXBOPIOBAHHS HUPOK
OOCIIiAKEHHS He IIPOBOOUIIUCS, BBAXKa€eThC, 1[0 TeMofiai3 He MiBUIIyEe 3HAYHO KIIipeHC
aTopBacTaTHHY, OCKiJIbKU IIpenapaT iHTeHCUBHO 3B’ SI3yE€ThCA 3 OiTKaMU IIJIa3MH KPOBI.

ITeuinkosa HeOocmamHicmb. KoHLIIEHTpallid aTopBaCTaTUHY y IJ1a3Mi KPOBi IOMITHO MiiBUILIEHA Y
TIAIEHTIB 3 XPOHIYHOIO aJIKOT0JIbHOIO XBOPOOOI0 IMeviHKK. 3HaYeHHs MOKa3HuKiB C,,, Ta AUC y

4 pa3u BULl y NallieHTIB i3 3aXBOPIOBaHHAM NEYiHKU KJlacy A 3a mkasow Yannpa-I1't0. V nauieHTis i3
3aXBOPIOBAHHAM Ie4iHKY Kiacy B 3a mkanow Yaunga-I1'to 3HavenHs noka3uukis C,, Ta AUC
igBUINYIOTHCS TPU6IKU3HO ¥ 16 Ta 11 pasiB BiamosigHO.

[TocmimkeHHs B3aEMOIii JTikapCbKUX 3ac00iB. ATOpBAcCTaTUH € CyOCTPAaTOM IEYiHKOBUX

TpaHcnopTepis, TpaHcmopTepiB OATP1B1 Ta OATP1B3. MeTtabomiTu aTopBacTaTiHY € CyOCTpaTaMu
OATP1B1. ATopBacTaT/H TaKOX ifeHTUGIKYETHCS IK CyOCTpaT eIIoKCHOTO TpaHcmopTepa 6inka
PE3UCTEHTHOCTI paky Mono4Hol 3am03u (BCRP), sikuii Moxke 00MeKyBaTh KUIIKOBY abCOpOIIiio i
JKOBYHMU KJIIpEHC aTOPBaCTaTHHY.

Tabnuis 1

BrnuB ofHOYACHO 3aCTOCOBYBaHUX ITpelapaTiB Ha papMaKOKiHETUKY aTOpPBaCTaTUHY

OnmHOYaCHO 3aCTOCOBYBaHI IATOpBaCTaTUH
[IpernapaTy Ta PexXuM (1) CriBBiTHOIIEHHS Crriggi c &
n03yBaHHS [lo3a (Mr AUCS nisBigHOWeHHA C,




*IIMKII0CTIOpHH 5,2 MTI/KT Ha

10 mr 1 pa3 Ha moby

. . 8,69 10,66
o0y, ctabinbHa go3a BIIPOMIOBXK 28 MHIB
*Tunpanasip 500 Mr 2 pa3u Ha
no0Oy/ putonasip 200 mr 2 pa3u|l0 mr, ogHOpa3oBa fo3a |9,36 8,58
Ha 100y, 7 oHIiB
*T'nekampesip 400 mr 1 pa3 Ha
no6y/ mi6penTacsip 120 mr 1 10 wr 1 pa3 #a .110637 8,28 22,00
. BIIPOOOBXK 7/ OHIB
pa3 Ha goby, 7 OHiB
#: . .
Tenanpesip .750 MT KOXHI 8 20 Mr, ogHOpa30Ba mo3a |[7,88 10,60
roguH, 10 oHiB
**Caxsinasip 400 Mr 2 pa3u Ha
no0y/ 40 mr 1 pa3 Ha mo0y
. . 3,93 4,31
puToHaBip 400 Mr 2 pa3u Ha [BIPOAOBXK 4 OHIB
mo0y, 15 gHiB
*En6acsip 50 mMr 1 pa3 Ha
noOy/ rpa3omnpesip 200 mr 1 10 mr, omHOpa3oBa mo3a |[1,94 4,34
pa3 Ha mo0y, 13 gHiB
*Cumenpesip 150 Mr 1 pa3 Ha
o6y, 10 uis 40 Mr, omHOpa3oBa Ao3a (2,12 1,70
*Knaputpominua 500 Mr 2 80 mr 1 pa3 Ha go0y
. . 4,54 5,38
pas3u Ha 06y, 9 gHiB BIIPOMIOBXK 8 MHIB
*Mapynasip 300 Mr 2 pasu Ha 10 wr 1 5
no6y/ putonasip 100 Mr 2 pa3u M bas Ha oDy 3,45 2,25
. BIIPOOOBXK 4 IHIB
Ha 100y, 9 mHiB
#
ITpaKOHa‘?’OH 200 mr 1 pas Ha 40 Mr, omHOpa30Ba mo3a |[3,32 1,20
mo0y, 4 mHi
JleTepmoBip 480 mr 1 pa3 Ha
106y, 10 7HIB 20 Mr, ogHOpa3oBa mo3a 3,29 2,17
*®ocamnperasip 700 mr
2 pa3u Ha go0y/ pUTOHABIp 10 mr 1 pa3 Ha mo0y
. 2,53 2,84
100 mr 2 pa3u Ha goby, 14 BIIPOOOBXK 4 THIB
OHiB
*®ocammpenasip 1400 mr 2 10 mr 1 pa3 Ha o0y
) . 2,30 4,04
pas3u Ha o6y, 14 gHiB BIPOOOBXK 4 MHIB
*Henginasip 1250 Mr 2 pasu |10 mr 1 pa3 Ha 706y
) . 1,74 2,22
Ha n00y, 14 mHiB BIIPOOOBXK 28 OHiB
# o o .
['peiindgpyToBui cik, 240 M 1 40 mr 1 pas ma 706y 1,37 1,16
pa3 Ha fo6y*
[unriazem 240 mr 1 pa3 Ha
106y, 28 mHiB 40 mr 1 pa3 Ha mo0y 1,51 1,00
EpuTpoMiuE 500 Mr 4 pasu ;g\ 4 o pa oy [1,33 1,38
Ha m00y, 7 OHiB
;\E‘WHIH 10 wr, omHOPa3oBa oy \\ g o wa mosy 1,18 0,91
Lumetupun 300 mr 4 pasu Ha [10 mr 1 pa3 Ha mo0y
. . 1,00 0,89
no0y, 2 THXKHI BIPOIOBXK 2 TUXKHIB
Konectumon 10 r 2 pasu va 40 mr 1 pa3 Ha o0y He 0 745
no0y, 24 TuxHI BIIPONOBXK 8 THMXKHIB 3aCTOCOBYETLCA |’
Maamnokc TC® 30 mn 4 pasu Ha |10 mMr 1 pa3 Ha go6y
X . 0,66 0,67
mo0y, 17 guiB BIIPOMIOBXK 15 mHIB
Edasipens 600 mr 1 pas ra 10 mr BopomoBxk 3 guiB 0,59 1,01

mo0y, 14 guiB




*Pudammin 600 mr 1 pa3s Ha
noOy, 7 mHiB (Ipu 40 mr 1 pa3 Ha mo0y 1,12 2,90
OHOYACHOMY 3aCTOCYyBaHHi)'
*Pudammin 600 mr 1 pa3 Ha

no0y, 5 mHiB (OKpeMuMHU 40 mr 1 pa3 Ha 00y 0,20 0,60
no3samu)’

*T'emdiGposun 600 Mr 2 pas3u 40 Mr 1 pas Ha 106y 135 1,00
Ha 100y, 7 OHIB ’ :
“®enodibpar 160 mr 1 pas Ha 40 wr 1 pas Ha mo6y 1.03 1,02
no0y, 7 [HiB : '
*Bornenpesip 800 Mr 3 pa3u Ha 40 mr 1 pa3 Ha 106y 232 2,66
no0Oy, 7 OHIiB : :

* CniBBigHOIIEHHS 3a MeTOJAaMH JIiKyBaHHA (OGHOYACHE 3aCTOCYBaHHA JIIKApChKOTo 3aco0y 3
aTOPBACTaTUHOM ITOPIBHAHO 31 3aCTOCYBaHHSIM aTOPBACTaTHUHY OKPEMO).

# [Ipo KyiHiYHY 3HAYYIICTh OUB. V¥ po3pinax «Oco6IMBOCTI 3aCTOCYBaHHI» Ta «B3aeMopis 3

iHIITIMY JTiKapChKUMM 3aC00aM¥ Ta iHII BUIY B3AEMOIii».

* IMoBimomnsanocs mpo 6inemi migsuments AUC (cuiBBigaomenus AUC mo 2,5) ta/abo C,,, (CIiBBimHOIIEHHS
Coay 00 1,71) pu HAgMipHOMY CIIOXKWBaHHI IrpelindpyToBoro coky (750 mi - 1,2 nitpa Ha 06y abo OinbIie).

*  ChiBBigHOIIEHHS, 110 I'PYHTYETLCS Ha OOUHUYHIM BUOIpIi, B34Tilt yepe3 8-16 romuH micis 3acTOCyBaHHS
LO3H.

f Yepe3 MexaHi3M MOABiMHOI B3aeEMOIii prudaMIiny peKOMeHIyEThCS OOHOYACHE 3aCTOCYBaHHS

aTopBacTaTHHY 3 pu(aMIIiHOM, OCKiTbKY Oy/I0 IT0Ka3aHo, 110 BiICTPOYEHMH IIPUIOM aTOPBaCTaTUHY
iCJIsT 3aCTOCYBaHHS PUGaMITiHy OB’ I3aHUM 3i 3HAYHUM 3HUKEHHSIM KOHIIEHTpallil aTOpBaCTaTUHY Y
IJTa3Mi KPOB.

! ITo3a koMmObiHallil npemnapaTiB cakBiHaBip PUTOHABIP Yy IIbOMY HOCIIIXKEHHI He € KJIiHiYHO

3aCTOCOBYBaHOI0 f03010. [TifBUIIeHHS €KCII03UIlil aTOPBaCTaTUHY IIPU 3aCTOCYBAHHI y KITIHIYHUX
yMoOBax, iMoBipHO, Oyme BUIIMM, HiX Te, SKe CIIOCTepirasocs y IboMy mociimxkenHi. Tomy ciig 3
00epexkHiCTI0O 3aCTOCOBYBATH IIpernapaT y HalHUK4ill HeoOXigHiM m03i.

Tabmuiga 2

BB aTopBacTaTHHY Ha (hapMaKOKiHETHKY OJHOYACHO 3aCTOCOBYBAHUX JIiIKaPCHKUX 3aC00iB

ATOpBacTaTUH OpgHOYaCHO 3aCTOCOBYBAHUM JiKapPChKUM 3acCi0 Ta peKUM NO3yBaHHS
Ipemapat/mo3a (Mr) CriBBimTHOIIEHHS CriBBigHOIIEHHS
penapatia AUC o
80 mr 1 pas Ha go6y dena3on 600 MI ogHOPA30BO 1,03 0,89
BIIPOJOBXK 15 gHIB
80 mr 1 pa3 Ha o6y [*Iurokcuu 0,25 Mr 1 pa3 Ha
) . 1,15 1,20
BIIPOA0BXK 10 gHIB mo0y, 20 gHiB
[TepopasibHi KOHTPALEITUBU
40 mr 1 pa3 Ha mo6y |1 pa3 Ha moly, 2 micsi
) 1,28 1,23
BIIPOLOBXK 22 OHIB - HOPETUCTEPOH 1 Mr
. . 1,19 1,30
- eTUHLIeCTpafion 35 MKT




Tumnpanasip 500 Mr 2 pa3u Ha
10 mr 1 pa3 Ha goOy |mo6y/ putonasip 200 mr 2 pa3u |1,08 0,96

Ha f00y, 7 oHiB
10 mr 1 pa3 Ha 0o0y |®ocammpenasip 1400 mr 2 pa3u

: ; 0,73 0,82

BOPOOOBX 4 NHIB Ha 100y, 14 nHiB

®ocamipenasip 700 mr 2 pa3u
10 wr 1 pas ma no0y | a0/ uronanip 100 mr 0,99 0,04
BIIPOZIOBXK 4 MHIB .

2 pas3u Ha fo0y, 14 nHiB

# [Tpo KiiHiYHY 3HAYYIICTh OUB. V PO3Aini «B3aeMopmis 3 iHIIMMY JTiKapCbKUMU 3aco0aMu Ta iHIIi
BUMIM B3aEMOTIN».

3acToCcyBaHHS aTOpPBaCTaTUHY KJIiHIYHO 3HaUyllle He BIIJIMBAJIO HAa MPOTPOMOIiHOBUM YacC y Malli€HTiB,
SIKi OTPEMYBaJI OBTOTPUBAJIE JIIKyBaHHS Bap(apruHOM.

KniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.
3anobieaHHA cepueso-cCyOUHHUM 3aXB80PHBAHHAM y O0OPOCAUX

HopocnuMm marientTam 6e3 KITiHiYHO BUpazxkeHoi imemiunoi xBopodu cepid (IXC), ane 3 mekimbKoMa
(bakTOopaMu pu3muKy po3BUTKY IXC, TaKuMH SIK BiK, TIOTIOHOIIA/IIHHS, apTepiajibHa TilepTeH3is,
HU3bKUU PiBEHbD JIimonpoTeinis Bucokol miinbHocTi (JITIBII) a6o HasgBHicTh paHHBOI IXC y ciMeliHOMY
aHaMHe3i, aTOpBaCTaTUH MMOKa3aHUM OJIs:

- 3MeHIIEeHHS PU3UKY BUHUKHEHHS iH(hapKTy MioKapaa;
- 3MEHIIEeHHSI PU3UKY BUHUKHEHHS iHCYIbTY;
- 3MEHIIEeHHST PU3UKY ITPOBEJIeHHS MIPOIEeNYP PEeBACKY IIpHu3allil Ta CTeHOKap/Iii.

IopocnuMm matrieHTaMm i3 mykpoBuM giabetom II tumy Ta 6e3 KiiHiuHO BupaxeHoi IXC, ane 3 KimbkoMa
bakTopaMu pu3UKy po3BUTKY IXC, TaKUMU K PETUHOIATISA, anbOyMiHypis, TIOTIOHOMaMHHSA abo
apTepianbHa rinepTeH3is, nmpenapaT ATopBacTaTUH-TeBa ITOKa3aHUM [IJIs:

- 3MEeHIIeHHSI pU3UKY BUHUKHEHHS iHpapKTy MioKapaa;

- 3MEeHIIeHHS PU3UKY BUHUKHEHHS IHCYJIbTY.

IopocnuM namieHTaM i3 KniHiuHO BupaxeHoio IXC mpemapaT ATopBacTaTuH-TeBa ITOKa3aHUM [IJIs:
- 3MEeHIIeHHS pU3NKY BUHUKHEHHS HeJleTaJbHOro iHpapKTy MioKapaa;

- 3MEeHIIIeHHS PU3UKY BUHUKHEHH JIeTaJIbHOI'0 Ta HeJIeTaJIbHOTIO iHCYJIBTY;

- 3MeHIIEeHHS PU3UKY IPOBEeHHS NPOLeNyp PeBacKyIapu3allil;

- 3MeHIIIeHHS PU3UKY ToCIiTasisanii y 38'13Ky 31 3aCTiliHOIO CepIeBOI0 HEJOCTATHICTIO;

- 3MEHIIIEeHHS pU3UKY BUHUKHEHHS CTeHOKapmil.



I'inepainidemis
Y dopocaux nauienmia

- fIK momoBHEHHS [0 Ai€TH, 100 3MEHIIUTH MiIBUILIEHUH PiBEeHDb 3arajbHOT0 X0JIECTEPUHY,
xonectepuny JIITHIL], anominonpoTeiny B Ta Tpurminepuais, a TakoXK AJIS MigBuIeHHS piBHA XC-
JITIBII y maIfieHTiB 3 IEPBUHHOIO TillepX0JIeCTEPUHEMIE0 (TeTEPO3UTOTHOIO CIMEMHOI Ta
HeciMelHO10) Ta 3MimaHoio guciinigemielo (Tumnu Ila ta IIb 3a knacudikaniero dpegpukcona).

- 4K mOTOBHEHHS [0 Hi€TH O JIiKyBaHHS MAIl€HTIB 3 MiABUIIEHUM PiBHEM TPHUTIILEPUMIB Y
cupoBarTil KpoBi (tun IV 3a knacudikauiero OpegpukcoHa).

- Ins nikyBaHHS HalLliEHTIB 3 MepBUHHOIO AucbeTasinonporeinemieto (Tun III 3a knacudikariero
®penpuKcoHa) y BUllafKaX, KOMU NOTPUMAaHHS [i€TH € HEAOCTaTHLO e()eKTUBHUM.

- Jlmg 3MeHIIeHHS 3araibHOro xonectepuny ta XC-JIITHII y malieHTiB 3 TOMO3UTOTHOI CIMEHMHOI0
rinepxoyieCTEPUHEMIEI0 K NOIIOBHEHHS [0 IHIIUX TINONiNiqeMiYHUX MeTOAIB JIiIKyBaHHSA (HallpUKIIaf,
adepes JITTHII) abo K110 TaKi METOAM JTIKYBaHHS HEJOCTYIIHI.

Y oimeti

- 4IK mOTOBHEHHS [0 HieTH Ojid 3MeHIIEeHHS PiBHS 3arajibHOro xonecrepuny, XC-JIITHII ta
anojinonpoTeiny B y mitei BikoM Big 10 mo 17 pokiB 3 reTEPO3UTOTHOI CIMEMHOIO
rinmepxonecTepuHEMi€l0, SKIIO MMiCA BiATIOBIAHOL JieToTeparil pe3yIbTaTH aHali3iB TakKi:

a) xonecteput JIITHII 3anumaetses 2 190 mr/oin (4,91 MmMomns/n) a6o
6) xonectepus JITTHII 3 160 mr/mn (4,14 MMonb/m) Ta:
y ciMeliHOMY aHaMHe3i HasiBHi paHHi cepIieBo-CyIMHHI 3aXBOPIOBaHHS ab0

nBa abo Oinbine iHMKX (aKTOPiB PU3UKY PO3BUTKY CEPLEBO-CYOUHHUX 3aXBOPIOBaHb
HasBHI y Malli€eHTa QUTSAYO0TO BIKY.

IIpomunoka3aHnus.

linepuyTnuBicTh 70 OyAb-IKOT0 3 KOMIIOHEHTIB IIpenapaTy; akTHBHE 3aXBOPIOBAHHS NEYiHKH, SKe
MOXe BKJIIOYaTH CTiliKe MiABUINEHHS PiBHS NEYiHKOBUX TPaHCaMiHa3 HEBiOMOI eTi0JIOril; BariTHICTh
Ta Nepiog rogyBaHHS T'PYLLIIO.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

AtopBacTtaTul € cy6ctpatom CYP3A4 Ta TpaHcnopTepiB (Hampukian, OATP1B1/1B3, P-gp a6o
BCRP). PiBenb aTopBacTaTUHY y IJ1a3Mi KPOBi MOXKe 3HAYHO IMiIBUINYBATUCS IIPU OGHOYACHOMY
3actocyBaHHi iHri6iTopiB CYP3A4 Ta TpaHcnopTepiB. HuXK4e HaBeoeHO IepeliK mpenaparis, sSKi
MOXKYTb 30iIBIINTH €KCIO3HUIIil0 aTOPBACTATUHY i PU3UK PO3BUTKY Miomarii Ta pabmomioidy mnpu
OJHOYACHOMY 3aCTOCYBaHHi, Ta peKOMeHfallii oo iX JiKyBaHHS i 3amo6iraHHs TaKUM PU3UKAM.

B3aemogmist 3 iHIIMMM TiKapCHbKUMU 3aco0aMu, SKa MoxKe 30iTbIMUTA PU3UK PO3BUTKY MiolaTii Ta
pabooMioni3y mif Yac 3aCTOCYBAHHS aTOPBACTATHHY



LluknocnopuH abo eemdibposus. KaiHiuHull anaue. PiBeHb aTOPBACTAaTHHY B IJIa3Mi KPOBi 3HAYHO
IiBUIITYBABCS IIPU OOHOYACHOMY 3aCTOCYBaHHI aTOpBACTaTUHY Ta LUKJIOCIIOPUHY, iHTiGiTopa CYP3A4
ta OATP1B1. MoHoTeparmis reMmdpidbpo3unoM Moxe CIPUUMHUTH MionaTiio. [CHY€e MigBUINEHUH PU3UK
PO3BUTKY MiomaTii Ta pabgomionidy mpu 0MHOYACHOMY 3aCTOCYBaHHi IMKIOCIIOPUHY abo
reM¢pibpo3uny 3 aropBacTaTuHOM. 3axo0u. He peKOMEHOYETLCS OMHOYACHE 3aCTOCYBaHHS
ITUKJIOCIIOPUHY a60 reM¢piOpo3uny 3 aTOpBaCTaTUHOM.

IIpomueipycHi 3acobu. KaiHiuHull eniue. PiBeHb aTOpBaCTaTUHY B IJ1a3Mi KPOBi 3HAYHO
IiABHUINYBABCS MMPU OMHOYACHOMY 3aCTOCYBaHHI aTOpBACTATUHY 3 6araTbMa IIPOTHUBIPyCHUMHU
3acobamu, skKi € inriditopamu CYP3A4 Ta/abo Tpauncnoprepamu (Hanpukiag, BCRP, OATP1B1/1B3, P-
gp, MRP2, Ta/a6o OAT?2). [ToBimomnsiocs Ipo BUMIaAKK Mionatii Ta pabmomionti3y npu ogHOYacHOMY

3acTocyBaHHI KoMObiHarii mefinacsBip codocOyBip 3 aTopBacTaTUHOM. 3axo0u. * He peKoMeHy€eThCs
OfHOYaCHe 3aCTOCyBaHHS KoMOiHallii TWIIpaHaBip puTOHaBip abo riekamnpesip nibpeHTacBip 3
aTOPBACTAaTHHOM. * ¥ TAIiEHTIB, IKi OTPUMYIOTh JIOIiHABIp pPHUTOHABiIp ab0 CUMEINPEeBIp, CIIif OLIHUTH
KOPHUCTH/PU3UK OTHOYACHOT'0 3aCTOCYBaHHS 3 aTOPBACTaTUHOM. * Y TMAIli€HTIB, SKi OTPUMYIOTh
CakBiHaBip PpUTOHABID, JapyHaBip pUTOHAaBIip, GocaMnpeHasip, GpocaMIpeHaBip pPUTOHABID,
enbacBip rpa3ompeBip abo TeTePMOBIp, J03a aTOPBACTAaTHHY He ITOBMHHA IepeBuilyBatu 20 Mr. « Y
IallieHTiB, SIKi 3aCTOCOBYIOTH He/l(piHaBip, [03a aTOpBaCTaTUHY He IOBUHHA NepeBulyBaTu 40 MrT.

* Criig OLiHUTYU KOPUCThL/PU3UK OOHOUYACHOTO 3aCTOCyBaHHS KoMOiHallii mefinacBip codocOyBip 3
aTopBacTaTHHOM. + HeoOXiIHO KOHTPOJIIOBATH 03HAKU Ta CUMIITOMM MiomaTil y BCiX MaIlieHTiB,
0co0/IMBO Ha IOYaTKY JiKyBaHHS Ta IIif 4yac 30inmbineHHs 003U OyOb-KOro mpemnapary. [Ipukaadu.
TunpaHaBip pUTOHABIp, rIeKampeBip miOpeHTaCBip, JIOMiHABIp PHUTOHABIP, CUMEIIPEBIP,
CakBiHaBip pUTOHABID, JapyHaBip pHUTOHAaBIip, GocaMnpeHasip, GpocaMIpeHaBip pPUTOHABIP,
enbacBip TIpa3ompeBip, TeTepMoBip, HenmpiHaBip Ta neminaceip codocOysip.

Okpemi a301bHi npomuezpubkosi 3acobu abo makpoaioHi ahmubiomuku. KaiHiyHull enaue. PiBeHb
aTopBacTaTHHY B IJIa3Mi KPOBi 3HAaYHO MigBUIIYBaBCI IPU OGHOYACHOMY 3aCTOCYBaHHI
aToOpBaCTaTHUHY 3 OKPEMUMH a30JIbHUMHU IPOTUTrPUOKOBUMHU 3acobamu ab0 MaKpOITigHUMHI
antubioTukaMu yepe3 inrioyBaunHs CYP3A4 ta/a6o TpaHcmopTepu. 3axodu. Y mallieHTiB, sKi
3aCTOCOBYIOTh KJIapUTPOMIIMH abo iTpakKoHa307, [03a aTOpBacTaTUHY He IMOBHHHA II€PEeBUIIYBATH
20 mr. Crif OLiHUTH KOPUCTH/PU3UK OOHOYACHOTO 3aCTOCYBaHHSI OKPEMUX a30JIbHUX
IpOoTUTrprOKOBUX 3ac00iB a00 MaKpOJIiAHUX aHTUOIOTUKIB 3 aTopBacTaTUHOM. [10TpiOGHO
KOHTPOJIIOBATH O3HAKU Ta CUMIITOMM Mionaril y BCix nalieHTiB, 0C00IMBO Ha ITOYATKY Teparmil Ta mif
yac 30inbIIeHHs 103U Oyab-sIKOTo Ipemnaparty. IIpukaadu. EpuTpoMinuH, KITapuTPOMIIIUH,
iTpaKOHa30J1, KETOKOHA30J1, I03aKOHA30JI Ta BOPUKOHA30]1.

HiauuH. KainiuHutl enaus. CriocTepiranucst BUlagku miomatil Ta pabmoMioni3y Ipu oqHOYaCHOMY
3aCTOCyBaHHI JimigoMonudikyouyux no3 HianuHy (>1 r Ha o0y HiallMHy) 3 aTOPBaCTaTUHOM. 3ax00U.
Crip 3BaXKUTH, YU KOPUCTH Bifl OMHOYACHOT0 3aCTOCYBaHHA JIiMifoMOAu(iKyI0UnX 003 HiallUHy 3
aTOpPBACTAaTUHOM TIEPEBUIIYE IMiABUIIEHUI PU3UK PO3BUTKY MiomaTil Ta pabmomionisy. AKimo
IPUUHSATO PillleHHs IIPO OJHOYACHEe 3aCTOCYBaHHS, CJIif CIIOCTepiraT 3a HasgBHICTIO O3HaK Ta
CHMIITOMIB Miomarii y maIfieHTiB, 0co0IMBO Ha IIOYATKY Tepail Ta mig 4ac 30inbiIeHHs 103U Oy/b-
SIKOTO 3 IIpelaparib.

@ibpamu (okpim 2empibpo3uay). Kainiunutl enaus. 3acTocyBanHs pibpaTiB K MOHOTepalii Moxe
BUKJIMKATH Miomariio. PU3UK PO3BUTKY MiomaTii Ta pabgomionidy migBUIIYETHCS IPU OMHOYACHOMY
3acTocyBaHHi (ibpartiB 3 aTopBacTtatuHoM. 3axodu. Ciig 3BaXKUTH, YU KOPUCTH Bifl OTHOYACHOTO
3acTocyBaHHS (iOpaTiB 3 aTOPBAaCTaTUHOM II€PEBUIIYE MiABUIIEHNY PU3UK PO3BUTKY MiomaTil Ta
pabmomioni3y. SAKINo IPUAHSTO PillleHHs PO OMHOYACHEe 3aCTOCYBAHHS, CIIif CIIOCTEpiraTu 3a
HasBHICTIO O3HAK Ta CUMIITOMIB MiomaTil y maIieHTiB, 0co0IMBO Ha IIOYaTKy Teparlii Ta mig yac
30inbIneHHs 003U OyOb-KOT0 3 IIperaparis.



KoaxiuuH. KainiyHuti eanaue. Crioctepiranucst BUllafku Mionarii Ta pabmomionisy mig gac
OHOYaCHOT'0 3aCTOCYBaHHS KOJXIIIMHY 3 aTOpBacTaTUHOM. 3axodu. Crlif 3BaKUTU KOPUCThL/PU3UK
OIHOYACHOI'0 3aCTOCYBaHHS KOJIXIIIMHY 3 aTOPBAaCTaTUHOM. fAKII0 IPUUHSATO PilIeHHS PO OJHOYacHe
3aCTOCYBaHHS, CJIifl CIIOCTepiraTy 3a HasBHICTIO O3HAK Ta CUMIITOMIB Miomartii y malieHTiB, 0COGIUBO
Ha [0YaTKy Teparii Ta i yac 36inmbIieHHs 0031 OyOb-9KOTo 3 IIperaparis.

[petingpymosuti cik. KaiHiyHutl enaug. CrioxkuBaHHS T'PedndpyToOBOTO COKY, 0COBIUBO ¥ BEIMKUX
KinbKOCTAX (1oHap 1,2 miTpa Ha fo0y), MOXKe IPU3BECTH [0 30ibIIeHHS PiBHSA aTOPBaCTaTUHY B
11a3Mi KpOBi Ta MigBUIIKWTY PU3UK PO3BUTKY MiomaTil ¥ pabmomionisy. 3axodu. Cruif yHUKATH
CIIOXKUBaHHS BEJIMKOI KiTbKOCTi rperndpyToBoro coky (moxapn 1,2 mitpa Ha go0y), mim yac
3aCTOCYBaHHS aTOpPBacCTaTHHY.

B3aemomis 3 HiKaQCbKI/IMI/I 3aC06aMI/I, SIKi MOXKYVTE 3HUXKVBATH €KCITO3UIIiI0 dTOPBACTATHUHY

PugamniyuH. KaiHiyHut enaue. OfHOYACHe 3aCTOCYBaHHS aTOPBACTATUHY 3 PUGaMITIIIMTHOM,
ingykTopoM muToxpomy P450 3A4 Ta inribitopom OATP1B1, Moxe IPU3BECTH 10 HECTIHKOTO
3HUKEHHS KOHIIEHTpAllil aTOpBaCTaTUHY B IJIa3Mi KpoBi. Yepe3 MexaHi3M IOABiHOI B3aEMO{il
pudaMIinuHy BimcTpoYeHe 3aCTOCYBaHHS aTOPBACTATUHY ITiC/IS BBeNeHHS pudaMiinuHy 0yio
IIOB’sI3aHe 3i 3HAaYHUM 3HUKEHHSIM KOHIIeHTpallii aTopBacTaTHHY ¥ IJla3Mi KpoBi. 3axodu.
PexoMeHOy€eThCSI OMHOYACHE 3aCTOCYBaHHS aTOPBaCTaTUHY i pudaMmIiluHy.

BrnnuB aTopBacTaTUHY Ha iHII JTiKapchbKi 3acobu

IlepopanvHi koHmpauenmusu. KaiHiuHul enaus. OgHOYaCHEe 3aCTOCYyBaHHS aTOpPBaCTaTHHY Ta
nepopajbHUX KOHTPAIENTUBIB 30ibIITyBaio KOHIIEHTPAIlil0 HOPETUCTEPOHY Ta eTHHIIeCTPadiony y
na3Mi KpoBi. 3axodu. Crnif BpaxoByBaTH Liel ¢akT, o0upaoydu nepopasbHuil KOHTPaLeNnTUB s
TAI€HTIB, AKi IPUIMaOTh aTOPBAaCTaTHH.

[lueokcuH. KaiHiyHul enaua. [Ipu ogHOYaCHOMY 3aCTOCYBaHHI 0araTopa3oBUX {03 aTOPBaCTaTUHY Ta
OUTOKCHUHY PiBHOBaXKHi KOHIIEHTPallii JUTOKCUHY B IIJIa3Mi KPOBi MiABUIIYIOThCSA. 3axodu. Cin
HaJIe2KHMM YMHOM KOHTPOJIIOBATU CTaH Malli€HTIB, AKi IPUUMAaOTh AUTOKCHH.

[unamiazemy 2idpoxaopud. OgHOYaCHUY NpUiioM aTopBacTtaTury (40 Mr) Ta muntiazemy (240 mr)
CYIIPOBOIXKYEThCSA MiABUIIEHHSAM KOHIIEHTPAIlil aTOPBaCTaTUHY Y IJ1a3Mi KPOBI.

ITumemuoduH. Y pe3ynbTaTi IPOBEOEHUX NOCTIXKEHb 03HAK B3aEMOIil aTOPBACTATUHY Ta LUMETUIUHY
He BUSBIIEHO.

AHmayudu. OmHOYaCHUM NepopanbHUY MPUINOM aTOPBaCTaTHHY Ta CyCIeH3il aHTallUIHOT 0
Ipernapary, 110 MICTUTh MarHito Ta aJlOMiHil0 TiAPOKCHUM, CYIIPOBOAXKYETHCA 3HUKEHHAM
KOHIIEHTPaIlil aTOpBaCTaTHHY y Ija3Mi KpoBi npubnu3no Ha 35%. [Ipu 1iboMy rinosinigeMiuHa mis
aTopBaCTaTHHY He 3MiHIOBAJIaCk.

Koaecmunos. KoHIleHTpallist aTopBacTaTUHY Y IJla3Mi KpoBi Oyia HUK4YO0I0 (mpubiau3no Ha 25%) npu
OJHOYaCHOMY IIPUIOMi aTOpBaCTaTUHY Ta KoyecTumnony. [Ipu oMy rinoninigemiyna mgis komOiHaril
aTOpPBACTATHUHY Ta KOJIECTUIIONY IepPeBHUIlyBaia eeKT, SKUU NOCATAETHCS IPU IIPUMOMi KOXKHOTO 3
IIUX [IpelapaTiB OKpeMo.

AszumpomiyuH. OgHOYacHe 3acTocyBaHHS aTopBacTaTuHy (10 Mr 1 pas Ha mo0y) Ta a3UTPOMIIIUHY
(500 mr 1 pas Ha g00y) He CYyIPOBOMXKYBAJIOCS 3MiHaMU KOHIIEHTpAIlil aTOpBACTAaTUHY Y IJIa3Mi KPOBi.

IHeibimopu mpaHcnopmy. IHTiIGiTOPYU TpaHCIOPTHUX GiNKiB (HaPUKIIAM, IUKJIOCIIOPUH, JIETEPMOBIp)
3[aTHI MiABUITYBaTH PiBEHb CUCTEMHOI €KCII03UIlil aTOpBaCTaTUHY. BIIINB IpUTrHiYeHHS



HaAKONMMYYyBaJIbHUX TPAHCIOPTHUX OiNKiB Ha KOHIIEHTPAIIil0 aTOPBACTATUHY V KJIITUHAX MeYiHKU
HeBigoMuiu. JAKINO YHUKHYTH OOHOYACHOI'0 IpU3HaYeHHS [UX IIpernapaTiB HEMOXKIINBO,
PEKOMEHI0BaHO 3HUKEHHS NO3U Ta MPOBENeHHS KIIIHIYHOTO MOHITOPHUHTY e(EeKTUBHOCTI
aTopBacTaTUHY (muB. TabnuIo 1).

E3emumib. 3acTocyBaHHS €3eTUMIOy SIK MOHOTepaIllii OB’ I3yI0Th i3 PO3BUTKOM IOOIYHUX peakKIlii 3
00Ky M’30B01 CUCTEMH, ¥ TOMY YKCJIi pabmoMioni3y. TakKuM YHHOM, IIPU OOHOYACHOMY 3aCTOCYBaHHI
e3eTuMiOy Ta aTOpBaCTaTUHY PU3UK PO3BUTKY IUX MOOIYHUX peakliil 30inbiIyeThCs. PEKOMeHI0BaHO
IIPOBOOUTY HaJIeXKHUY KJTIHIYHUY MOHITOPUHT CTaHy TaKHX Ialli€HTiB.

®y3udosa Kucsoma. Ilpu ogHOYaCHOMY CHCTEMHOMY 3aCTOCYBaHHI (py3uI0BOl KUCIIOTH 3i CTaTUHAMMU
MOXKe MiJBUIITYBaTUCS PU3UK PO3BUTKY Miomnarii, B TOMy 4ucii pabgoMionizy. MexaHi3M i€l
B3aeMofiii HeBimoMui. [ToBimoMIIsiIoCs PO BUMagKy pabmoMiostidy (BKII04al04y KijbKa JIeTalbHUX
BUIAJKIB) ¥ NALi€HTIB, SKi 3aCTOCOBYBaH 1[I0 KOMOiHali0. Ko HeobXigHe CUCTEMHE 3aCTOCYyBaHHS
Gby3un0BOl KUCIIOTH, CIIif IPUIMHUTH 3aCTOCYBaHHS aTOPBACTAaTHHY Ha BeCh IIEPiof 3aCTOCYBaHHS
Gy3umoBoi KUCTIOTH.

THwi nikapcvki 3acobu. KniniynHi mocmigkeHHS MOKa3asiu, 10 OMHOYaCHEe 3aCTOCYBAHHS
aToOpBaCTaTHHY i TiMOTEH3UBHUX IIpeIapaTiB Ta MOT0 3aCTOCYBaHHS Yy IIPOIIECi eCTPOreH3aMiCHOI
Teparil He CyIIPOBOMAXKYBaI0CS K/TiHIYHO 3HAYYIIUMU MOOiYHUMU peakiiamMu. [ocmiaKeHb B3aEMOil 3
IHIIMMU TIpernapaTaMy He IPOBOAUIIOCH.

Oco06.1ueocmi 3acmocye8aHHs1.
Mionamis ma pabodomionis

ATopBacTaTHH MOXKe CIPUYMHUTHU MionarTiio (6isb y M’g3ax, 00J1icHICTh ab0 cr1abKicTh y moefHaHHI 3
nigBuieHHAM KpeaTuHkiHasu (KK) 6inbire Hixk y 10 pa3sis 3a BepxHio Mexy HopMmu (BMH)) Ta
pabmomioni3 (i3 rocTpo0 HUPKOBOIO HENOCTATHICTIO ab0 6e3 Hel BHACITIZOK Miorto6iHypii).
[ToBimomusiniocst PO PifKiCHI eTanbHi BUMIAAKY B pe3ynbTaTi padmoMioni3y mpu 3aCTOCyBaHHi
CTaTHHIB, BKJII0Yal04u aTOPBACTATHH.

®aKTOpPU PU3UKY PO3BUTKY MiomnarTil. PaKTOpK pU3UKY PO3BUTKY MiomaTil BK/II0YalOTh BiK Bif 65
POKiB, HEKOHTPOJIbOBAHUH TiIOTHPE03, IOPYIIeHHs QYHKIll HUPOK, OMHOYAaCHE 3aCTOCYBaHHS 3
NesdKUMU IHITUMHU IIpellapaTaMy Ta [iIBUIIEH] 03U aTOpBaCTaTUHY.

3axonu s 3MeHIIeHHS PU3UKY DO3BUATKY MionaTil Ta pabgoMionidy abo 3amobiraHHs TaKOMy
pu3uKy. Ekcno3ullis aTopBacTaTHHY MOXKe 30iIbIIYBaTUCS 3@ PaXyHOK B3a€EMOLI] 3 iHIMUMU

JiKapchKUMU 3acobaMu dyepe3d iHribyBaHHS hepmeHTy 3A4 nutoxpomy P450 (CYP3A4) ta/abo
TPAHCIIOPTEepPiB (Hampukiap, 0iI0K pe3uCTeHTHOCTI paky MoJio4yHoi 3a03u [BCRP], opraniunui
aHioH-TpaHcnopTytouny noninentun [OATP1B1/OATP1B3] Ta riikonporein P [P-gpl), mo npu3BoguTh
0 MiABUIIIEHOTO PU3UKY PO3BUTKY MiomaTil Ta pabmomionisy. He peKoMeHAy€eThCS OHOYACHE
3aCTOCyBaHHS 3 aTOPBACTaTUHOM IIMKIIOCIIOPUHY, reMdpibpo3uny, KoMOiHaIlili TUIIpaHaBip PUTOHABIP
4y rieKanpeBip mnibpeHTacBip. Mopudikarii qo3yBaHHS aTOpBaCTaTUHY PEKOMEHIYIOThCS
nalieHTaM, SKi IpuiMaloTh IeBHI TPOTUBIPYCHI 3ac00H, a30JbHiI TPOTUTPUOKOBi 3acobu abo
MakpostigHi aHTHGioTHKY. [ToBiqOMIISITIOCS PO BUIAAKKU MiomaTii/pabmoMioni3y mpu oqHOYaCHOMY
3aCTOCyBaHHI aTopBacTaTUHY 3 ninmimoMopudikyrounmu no3amu (> 1 r Ha moby) HianuHy, GidpaTis,
KOJIXilIuHYy Ta KoMOiHatii meminaceip codocOysip. Crig OLiHWTH, Y KOPUCTH Bifl 3aCTOCYBaHHS ITUX
IperapariB IepeBaXae MiBUILIEHNI PU3UK PO3BUTKY Mionarii Ta pabmomiorizy.

He pekomeHOyeTbCS OOHOYACHUY IIPUMOM I'PEUNI(PPYTOBOTO COKY Y BEeITUKUX KiJIbKOCTAX (IIOHAT



1,2 nitpa Ha goOy) nauieHTaM, SKi IpUUMaOTh aTOPBACTATHH.

Crip IpUNUHUTY IPUKAOM aTOPBaCTaTUHY, SKIIIO CIIOCTEPITaETHCS ITOMITHO MifBUIlleHUU piBeHb KK
a00 MiarHOCTOBAHO MiOIaTii0 UM € Migo3pa Ha il BUHUKHEHHS. M'930Bi cuMnToMU Ta migBuileHHs KK
3HUKAIOTh IiC/Id BifMiHU aTopBacTaTuHy. Cllif TUMYacOBO BiAMIHUTHA aTOpPBAaCTaTUH MallieHTaM i3
rocTpuM abo Cepio3HUM CTAHOM i3 BUCOKMM PU3UKOM PO3BUTKY HUPKOBOI HEIOCTATHOCTI,
CIpuYrHeHOl pabooMionizoM (Hampukiaf, CEeICUcC; IIOoK; TsSXkKKa TiloBoJIeMis; cepiio3Ha Xipypriusa
oliepallis; TpaBMa; TSIKKi MeTabomiyHi, eHOOKPUHHI ab0 eJeKTPOJIiTHI OPYIIeHHS; HEKOHTPOJIbOBaHa
elinencisa).

Crnip TOBiMOMHKTH TAIiEHTIB PO PU3UK PO3BUTKY MiomarTii Ta pabmomiosntidy Ha mo4YaTKy JiKyBaHHS
abo mpu 30inbIIeHH] 103U aTopBacTaTUHY. [lalieHTaM MOTPiOHO PEKOMEHIYBAaTH HETaHO
TIOBiOOMJIATH NP0 OYOb-IKUHM He3po3yMinui 6inb y M’si3ax, 6osicHicTs abo cnabKicTh, 0COOIHUBO SIKIIO
11e CYIIPOBOMXKYEThCS He3MyKaHHIM a00 MigBUINEHHSIM TeMIepaTypHu.

ImyHo102iYHO OnocepedkosaHa Hekpomu3ayoua mionamia. Hagxoounu pigkKicHi MOBiqOMIEHHS IPO
BUIIaIKU IMyHOJIOTIYHO OIIOCEPEeNKOBaHOl HeKpoTu3y4ol Mionatil (IOHM) - ayToiMmyHHOI Mionaril,
TIOB’s13aHOI i3 3acTocyBaHHAM cTaTHHiIB. IOHM XapaKTepu3yeThCs TAKMMU O3HaKaMHU: CJTabKiCThb
IIPOKCUMaJIbHUX M'SI31B Ta HiABUINEeHNN piBeHb KpeaTuHPochokina3u (KPK) y nmna3mi KpoBi, ki
30epiraioThCcs, He3BaXKal04y Ha MPUNUHEHHS JTIiKyBaHHS CTaTHHAMU; TO3UTHUBHUM pe3ysIbTaT Ha
antutina go 'MTI-KoA-penykrasu; Ipu IpoBefeHHi 6i0ncil M A3iB BUABISAIOTh HEKPOTUIYIOUY
MioIaTiio Ta MoKpalleHHs IIPU 3aCTOCyBaHHI iMyHomenpecanTiB. Moxke BUHUKHYTHA HeOOXigHICTh
IIPOBEMIEHHS NOOAaTKOBUX HEMPOM SI30BUX Ta CEPOJIOTIYHUX JOCimKeHb. Moxe OyTu nmoTpioHa
Tepamnia iMyHopenpecadTaMu. CJIify peTelbHO 3BaXXUTH pu3ukK po3BUTKY IOHM mepen noyatkom
3aCTOCyBaHHS iHIIIOTO CTAaTHHY. fKIIO PO3M0YaTo TepaIiio iHIIUM CTaTUHOM, HeOOXigHUN MOHITOPUHT
03HaK Ta cumnTomiB [OHM.

MiacmeHia epasic, 04Ha miacmeHisA. Y KiJIbKOX BUIIafiKaX IIOBIMOMIISIIOCS, 10 CTAaTUHU IHAYKYIOTh
de novo a0 3arocTpIOIOTh y2Ke HasgBHY MiaCTeHilo rpaBic 4Yu 04Hy MiacTeHiio (IuB. po3nin «Ilobiuni
peaxiiii»). ITpuitoM 1bOTo JTiKapChKOT0 3aC00y CJIifl IPUIUHUTY Y Pa3i IOCUIEHHS CUMIITOMIB.
[ToBigoMIIsIIOCS PO PELUAKUBY IIPHU (IOBTOPHOMY) 3aCTOCYBaHHI TOTO CaMOTO Y4 iHIIOTO CTATUHY.

[To movyaTKy JIiKyBaHHS. ATOPBAaCTaTUH CJIifi 3 00€PEKHICTIO TpU3HAYATH MallieHTaM 3i CXUJIbHICTIO 10
PO3BUTKY pabmomiosnisy. [lo moyaTKy JiKyBaHHS CTaTHUHAMMU y MAI[i€HTIB, CXUJIBHUX 00 PO3BUTKY
pabmoMionisy, ciifm Bu3Hayatu piBeHb KOK mpu: mopymeHnHi QyHKIII HUPOK, TinmodyHKIIl MU TOBUIHOL
3aJ1034, CIIagKOBUX po3jiafax M’si30BOl CUCTEMH y ciMeriHOMY ab0o 0cob6ucTOMy aHaMHe3|,
nepeHeCeHnX y MUHYJIOMY BUIIaikaXx TOKCHYHOTO BIIJIUBY CTATUHIB abo (idpaTiB Ha M's3H,
TIEpEHECEHUX ¥ MUHYJIOMY 3aXBOPIOBAHHSX MEYiHKY Ta/ab0 3710BXKUBaHHI alTKOTOJIEM.

Ins manieHTiB miTHBbOrO BiKYy (moHapm 70 pokiB) HEOOXiTHICTH TPOBEEHHS 03HAYEHUX 3aX0[iB CIIifl
OLIHIOBATH 3 YpaxyBaHHSAM HasBHOCTI iHIIUX (HAaKTOPiB CXUIBHOCTI 10 PO3BUTKY pabmoMiorizy.

[TinBuiieHHS PiBHS NpenapaTy y MJla3Mi KPOBi MOXKJ/IMBe, 30KpeMa, y pa3i B3aeMOfil Ta 3aCTOCyBaHHS
0COOGIMBUM TpyTIaM MaIliEHTIB, Y TOMY YKCJI y TallieHTaM 3i CTagKOBUMU XBOPOOaMHU.

Y Takux BUNlafiKaX PEKOMEH0BAHO OI[iHIOBATH CIIiBBIAHOILIEHHS PU3UKIB Ta MOXKJIMBOI KOPHUCTI Bif
JIIKYBaHHS Ta IPOBOAUTY KJIIHIYHUYN MOHITOPUHT CTaHY Nali€HTIiB. fKINO 00 OYaTKY JIiKyBaHHS
piBers KOK 3HauHO migBuienuit (> BMH 6inbIte HiXK y 5 pasiB), 1ikyBaHHS pO3MOYMHATH HE CIIif.

BuwmipioBanus piBHga K®K. PiBenb KOK He crtig BU3Ha4aTH Mics iHTEHCUBHUX (Di3MUHUX
HaBaHTaXeHb a00 3a HATBHOCTI OyIb-IKMX MOXKIUBUX allbT€PHATUBHUX IPUYKH MiTBUIIEHHS PiBHS
K@K, ockisipku Lie MOXKe YCKIIaOHUTH IHTepIpeTalilo pe3yabTaTiB. AKI0 Ha T0YaTKOBOMY PiBHI



criocTepiraeTbcs 3HauHe nigBuilieHHs piBHsg KOK (> BMH 6inbine Hixk y 5 pasiB), To uepes3 5-7 OHIB
HeoOXiTHO ITPOBECTH MTOBTOPHE BU3HAUEHHS OJIS MiOTBEPOKEHHS Pe3yIbTaTy.

[lig yac nmikyBaHHd. [TallieHTH MOBUHHI 3HATHU PO HEOOXIMHICTL HETAaWHO MOBIJOMIISATHU IIPO PO3BUTOK
60110 Yy M's13aX, CymoM 4u CJ1abKOoCTi, 0COOIMBO KOIM BOHU CYIPOBOMXKYIOTHCS HE3YyKaHHIM a0
raps4yko. Y pasi mosiBu WX CUMIITOMIB IIifl Yac JiKyBaHHS aTOPBAaCTAaTUHOM HeOOXimHO BU3HAYUTHU
piBers KOK y nporo mamienTa. dxio pisers KOK 3HauyHo migBuiiienuit (> BMH 6imnbIie HiX y

5 pagsiB), TiKyBaHHS CIif IPUNUHUATH. [JOLiIMBHICTh IPUIIMHEHHS JTIKyBaHHS CJIif] TAKOXK PO3TJISHYTH,
AKIo mipBuileHHs piBHA KOK He csrae n’'siTUKpaTHOTO nepeBuilieHHs BMH, ane cuMntoMu 3 60Ky
M’$s13iB MalOTh TSIXKKUW XapaKTep Ta L[OAEeHHO CTAl0Th IPAUYMHOI HEMPUEMHUX BiguyTTiB. [Ticnsa
3HUKHEHHSI CUMIITOMIB Ta HopMani3auil piBHa KOK MoxkXHa pO3rIsgHyTA MOXKJIIABICTh BiITHOBIEHHS
JiKyBaHHS aTOPBAaCTAaTUHOM a00 IMOYATKY JIiIKyBaHHS aJbTEePHATUBHUM CTaTHHOM 3a YMOBHU
3aCTOCYyBaHHS MiHiMa/JIbHOI MOXKJIMBOI 103U IIpellapaTy Ta PETebHOIr0 HaTJIsIAy 3a CTAHOM IlallieHTa.
JIikyBaHHSI aTOpPBaCTaTUHOM HEOOXigHO MPUNIMHUTH, SKIIO CIIOCTEPIraEThCS KIIiIHIYHO 3HAUYIIE
nigsuilenHs piBHSI KOK (> BMH 6inbmie Hix y 10 pasiB) abo y pa3i BCTaHOBIEHHS [iarHO3Y
pabmomioni3y (abo mimo3pu Ha PO3BUTOK PabooMiomi3y).

OmHOYaCHe 3aCTOCYBAHHS 3 iHIMMMMU JTiIKapChKUMU 3aco6aMu. Pu3uK PO3BUTKY pabmomioidy
HiABUINYETHCS IIPU OJHOYACHOMY 3aCTOCYBAHHI aTOPBACTAaTUHY 3 AeSIKUMHU IIperapaTaMy, 0 MOXKYTh

30i/TBIMUTY KOHIIEHTPAIIil0 aTOPBACTATHHY V IJ1a3Mi KpoBi. [IpuKIagaMu TaKux IIpernapaTiB MOXYTh
BUCTynaTu noTyxHi inribitopu CYP3A4 a6o TpaHCIOPTHUX OiNKiB: IMKIOCIIOPHUH, TETITPOMILIUH,
KJIapUTPOMILIVH, [eJlaBipAvH, CTUPUIIEHTOJI, KETOKOHA30J1, BOPUKOHA30JI, iTpaK0Ha30J1, II0CaK0HAa30J1,
JeTepMoBip Ta iHribiTopu npoteas BIJI, y ToMy 4ucyi puTOHaBIp, N0MiHaBip, aTa3aHaBip, iHOUHABID,
napyHasip. [Ipu omHOYacHOMY 3acTOCyBaHHi 3 reMdiOpo3unoM Ta iHmuMu moxigauMu Gibpoesoi
KUCJIOTH, OOLIeNIpeBipOM, epUTPOMILIMHOM, HiallUHOM Ta e3eTUMi0OoM, TenanpeBipoM abo 3
KOMOiHAIli€l0 TeIanmpeBip/PUTOHABIP TAKOXK 3POCTAE PU3WK BUHMKHEHHS MiomaTid. IKIIO MOXKIIMBO,
CJIifi 3aCTOCOBYBATH iHIII IIpenapaTy (0 He B3aEMOMIIOTh 3 aTOPBACTaTUHOM) 3aMiCTh
BUILI[e3TafJlaHUX.

Ao HeoOXiMHO NPOBOAUTH OFNHOYACHE JIIKyBaHHS aTOPBaCTAaTHHOM Ta 3raflaHUMMU IIperapaTaMy,
CJIifi PETEeIbHO 3BaKUTHU KOPUCTh Ta PU3UKU. fKINO MallieHTU IPUKUMAIOTh [IpefapaTty, 110
IMiABUIIYIOTh KOHIIEHTPAIIII0 aTOPBACTATUHY Y IJIa3Mi KPOBi, pEKOMEHIYETLCS 3HUKYBATU 03y
aTopBacTaTUHY o0 MiHiManmeHOI. KpiM Toro, ¥ pa3i 3acTocyBanHs noTtyxHuux inribiropis CYP3A4 cnin
PO3TIIIHYTHU MOXKJIUBICTh 3aCTOCYBaHHS MEHINIOI I0YaTKOBO1 [03W aTOPBACTaTUHY. TaK0X
PEKOMEHAYETHCS IPOBOAUTH HaleXKHUY KITiIHIYHNY MOHITOPHHT CTaHy I[UX Malli€HTIiB.

ATopBacTaTHH He MOXHA IPU3HaYaTU ONHOYACHO 3 (Py3UA0BOIO KUCIIOTO), SIKY 3aCTOCOBYIOTh
cucTeMHO, a0 BIPOJOBXK 7 [HIB IiCc/Is NMPUNUHEHHS JiKyBaHHS (Qy3UA0BOIO KUCIOTO0. [TarieHTaMm,
SKUM CHUCTeMHe 3aCTOCYBaHHS (Py3uUI0BOI KUCIOTH BBaKAEThCI HEOOXiMHUM, JTiKyBaHHSA CTaTUHAMU
CJIil TPU3YNIMHUTU Ha BeCh NePiof] 3aCTOCyBaHHS (Qy3UI0BOI KUCIIOTH. Y MAIiEHTIB, IKi OTPUMyBajIu
Gby3unoBy KUCIOTY Ta CTaTUHY Y KoMObiHatii, 6yu 3apeecTpoBaHi BUagku pabmomionisy (B Tomy
yuci netanbHi). [lanieHTy cif peKOMeHOyBaTU HeTallHO 3BEPTATUCSA 3a MEIUYHOI0 JOIIOMOT 010 Y
pasi BUHUKHEHHS Oyab-KUX CUMIITOMIB ciabkocTi, 6010 abo 6omicHol yyTnuBocTi y M’s3ax. Teparito
CTaTMHAMU MOXKHa BifTHOBUTH 4Yepe3 7 OHIB IicJsd 3aCTOCYBaHHS OCTAHHBLOI 103U (y3UA0BOI KMCIIOTH.
B okpeMux BUmIagkax, KoJix € moTpeda TpHUBaJIOro 3aCTOCYBaHHSA (y3UO0BOI KMCIOTH V TiKapChKiii
dbopMi cucTeMHOI fIii, HapUKIIaM A7 JTiKYBaHHS TSAXKKUX iHQEKIIi, MOXKIUBICTh OMHOYACHOTO
IPUIOMY aTOpBacCTaTUHY Ta (Py3MAOBOI KUCIIOTH CJIifl PO3T/ISIOATH IHOUBITyaIbHO OIS KOKHOTO
IallieHTa, 1 Take JIiKyBaHHS BUMara€ peTejibHOr0 MEJUYHOI'O CIIOCTEPEXKEHHS.

ITopyweHHA ¢pyHKUil neviHKu. [IoBeOeHO, 110 Tepalis CTaTHHAMHU, 5K i OesIKUMU iHITUMU
rimominmigeMivHEMY TepaneBTHYHUMHU 3ac00aMu, IOB’sI3aHa 3 BigXUJIEHHSIM Bifl HOpMu 6ioXiMiuHHX
IIOKa3HUKIB QYHKIII nediHku. [lepeq TUM, SIK PO3MOYMHATH TEPAIlil0 aTOPBaCTaTHHOM,



PEKOMEHOYEThCSI OTPUMATH Pe3yIbTaTH aHaMi3iB MOKa3HUKIB (hePMEHTIB ITeYiHKU Ta IPOBOIUTHI
MOCTIiIKEHHS TOBTOPHO Y pa3i KiTiHiyHOoI moTpebu. AKIN0 BUHUKAIOThL OyIb-sIKi CHMIITOMH
MOIIKOAXKEHHS MTeYiHKH, CIiJ] BU3HAUMUTH CTaH 11 QyHKUil. [TaIlieHTH, ¥ SKUX CIIOCTEPIraEThC
IiABUINEHHS PiBHS TpaHCaMiHa3, MOBUHHI mepebyBaTH Mif HATISAOM JIiKaps ax J0 HopMaJtisallil
TIOKa3HUKIB. Y BUMAAKy 3pOCTaHHS PiBHS TpaHcaMiHa3 6inblie Hixk y 3 pa3u nopiBHsHO 3 BMH
PEKOMEHIYEThCS 3MEHIINTH 03y ab0 MPUINHUTH IIPAKUOM aTopBacTaThHy. Hagxomumu
ITOBiOOMJIEHHS IIPO BUNAJKH JIETAJIbHOI Ta HeleTalbHOl IIe4iHKOBOI HEAOCTATHOCTI y MAIliEHTIB, SKi
[IpUMMaJiy IpernapaTy IPyny CTaTHUHIB, y TOMY YHCIIl aTOpPBACTaTHH. Y pa3i Cepruo3HOro ypaxKeHHs
NeYiHKY 3 KIiHIYHUMHU cuMIITOMaMu Ta/abo rinepOinipybinemieio abo KOBTSHHUIIEIO IIifT Yac
3aCTOCYBaHHS aTOPBACTATUHY IMOTPiOHO HEraHO MPUMMHUTH JIiIKyBaHHS. fJKII0 He BU3HAYEHO
arbTepHATHBHOI €Ti0NOoril, He CJIiff TOBTOPHO PO3MOYMHATH JIiKyBaHHS aTOPBACTAaTHHOM.
ATopBacTaTuH CJifi 3 00epekHICTIO IPU3HAYaTH MallieHTaM, IKi 3JI0BXKUBAIOTh aJIkOTojeM Ta/abo
MalOTh B aHaMHE3i 3aXBOPIOBaHHSA MEeYiHKU. ATOpBaCTaTUH MPOTUINIOKAa3aHUU IIPU aKTUBHOMY
3aXBOPIOBAHHI MevYiHKK ab0 CTiKOMY MigBUINEHH] PiBHS MTeYiHKOBUX TpaHCAaMiHa3 HEBimOMOI
eTioJiorii.

EnOokpuHHa ¢pyHkuia. TToBigommsanocs npo mipBuineHHs piBHSA HbAlc Ta KOHIleHTpalil T7I0K03HU y
T71a3Mi KPOBi HaTIIe P 3acToCyBaHHi iHTri6iTopiB [MI-KoA-penyKTa3y, y TOMY YUCITi
aropBacTaTuHy. CTaTUHU [IePEIIKOAKAITh CUHTE3Y X0JIeCTEPUHY Ta TEOPETUYHO MOXKYTh 0C/IabIATH
CEKpellilo HafHUPKOBO3aI03HUX Ta/ab0 roHagHux cTepoiniB. KimiHiuHi mocmigkeHHSs MoKa3alu, 110
aToOpBaCTaTHH He 3HUKYE 6a3albHy KOHIIEHTPAIlil0 KOPTU30JIY IIa3MU KPOBi Ta HEe IOPYIIyE
afpeHasioBUl pe3epB. BriuB cTaTUHIB Ha 3allIifHIOBA/IbHY 30aTHICTh CIIePMU He OOCIIiIXyBaBCs y
OOCTATHBOI KiJIbKOCTI IallieHTiB. HeBigomo, SKMM YMHOM IIpemnaparT BIIJIMBAE i UM B3arasli BIJIUBAE Ha
CHACTEMY «CTaTeBi 3aJI03M - Tinodi3 - rimotanaMmyc» y XKiHOK y IlepefMeHonay3anbHui nepion. Crig
IOTPUMYyBaTUCS 00€PEeKHOCTI IPYU ONHOYACHOMY 3aCTOCYBaHHI IIpenapaTty rpyny CTaTUHIB i3
npenapaTaMy, SKi MOXYTh 3HUKYBaTU piBeHb a00 aKTUBHICTh EHJOTE€HHUX CTEPOIfHUX TOPMOHIB,
TaKUMU 9K KeTOKOHA30J1, CIIIDOHOJIAKTOH Ta IUMETUOUH.

3acmocysaHHA nauieHmam, sKi Hew,00agHo nepeHecau iHCcy1bm abo MPaH3UMOPHY iwemMiyHy amaky
(TIA). V peTpoCIeKTUBHOMY aHai3i migTumis iHCynbTy y nanienTis 6e3 IXC, ki HelogaBHO
nepeHecnu iHcynbT abo TIA, cocTepiranacs migBuIlleHa YaCcTOTa BUHUKHEHHS TeMOpParigyHoro
iHCYNbTy IIPY IIOYATKOBOMY IIpHiioMi aTopBacTaTiHy 80 Mr mopiBHSAHO 3 myaiebo. 3o0kpeMa 0yi1o
IOMideHO0 0COOIMBO MifBUINIEHNY PU3UK Y MAlli€EHTIB, SKi IepeHec/d reMopariyHuii iHCyIbT abo
JaKyHapHUY iH(QapKT Ha MOMEHT iX BKJIIOYEHHS Y JOCTiXKeHHS. [[J1s TaKUX MAaI[ieHTiB OayaHc
KOPUCTI/PU3UKY 3aCTOCYyBaHHS aTopBacTaTuHy 80 MI HETIEBHUM, TOMY IIepe[ M04aTKOM JIiKyBaHHS
CJIi[i peTEJIbHO OLIHUTY MOTEeHI[IMHUN PU3UK BUHUKHEHHS reMOopariYHoro iHCyJbTy.

He 6y10 3apeecTpoBaHo BifMiHHOCTEH Y BifTOBiAi Ha NTiKyBaHHS MiX NallieHTaMU JIITHHOTO BiKy Ta
MOJIOJIIMMY TalliEeHTaMu, IPOTe He MOXKHA BUKJIIOYATH OiNbINy YyTIUBICTh OEIKUX Malli€HTiB
niTHBOTO BiKy. OCKiNTbKY MalliEHTH JIITHHOTO BiKY (IIOHAA 65 POKiB) GiNbII CXUIBHI 10 MiomarTii, crmig 3
00epexKHICTIO MPU3HAYaTH IM aTOPBAaCTaTHH.

IHmepcmuuianvHa xeopoba nezeHia. Ilig yac NMiKyBaHHS AeSKUMH CTaTUHaMu (0COONIMBO IIif 4ac
TPUBAJIOTO JIiKyBaHHs) Oy/Iu onKcaHi BUHSATKOBI BUIIAAKU PO3BUTKY iHTEPCTHUIiaIbHOI XBOPOOU
nereHiB. [1o MPoABIB I1i€el XBOpoOU MOXKHa BifHECTH 3aAUIIKYy, HEIPOOYKTHBHUM Kallle/lb Ta 3arajibHe
MOTIPIIEeHHS CaMOMOYyTTS (CTOMIIIOBAHICTh, 3HUKEHHS MacCHU Tijla Ta rapsiyka). Y pa3i BUHUKHEHHS
Iif03pu Ha iHTepCTUlliaTbHy XBOPOOY JIETEHIB CIIifl IPUIUHUTY JTiKyBaHHSA CTaTUHAMHU.

Lykpoauil diabem. ICHYIOTh TOKa3H TOTO, II0 CTATUHM SIK KJIAC MigBUINYIOTh PiBEHb I'TIOKO3U Y KPOBI,
a y JesIKUX TMAI[i€HTIB 3 BUCOKMM PU3UKOM PO3BUTKY IIYKPOBOTO Hia0eTy MOXKYTh IPU3BECTH 10
rinepriikemii, 1o BuMaratuMe JikyBaHHsS. OgHaK 11e# pUu3uK He Ma€ OyTH MPUYUHOIO IS
IPUNUHEHHS JIiKyBaHHS CTaTUHAMM, OCKIJIbKY 3MEeHILeHHS CyIUHHOTO PU3UKY IIPU 3aCTOCYBaHHI



CTaTUHIB IepeBaXKa€e TaKuil pu3uk. [1alieHT 3 rpynu pusuky (piBeHb TMI0KO3U HATIIE
5,6-6,9 MMome/n, IMT (iHgekc Macu Tina) >30 kr/m’, minBUIIEHHS PiBHS TPUTMILEPHUAIB, apTepianbHa
rinepTeH3is) noTpebyIOTh K KITiHIYHOTO, TaK i 6i0XiMiYHOTO MOHITOPHUHTY.

ITonomiogcHi peyosuHu. 1le# mikapchKu 3aci0 MicTUTh MeHIe 1 MMOb HaTpito (23 Mr) B OOgHil
tabneTi, TOOTO MPAKTUYHO BiTbHUM Bif HATpilo0.

ObMmediceHHA 3acmocyB8aHHA. ATOpBacTaTHH He HOCTIZKYyBaJiy 3a YMOB, KOJIM OCHOBHUM BiIXUJIEHHSIM
Bi HopMu 3 OOKY JIiONPOTEIHIB € MiBUINEHHS PiBHA XinoMikpoHiB (Tunu I ta V 3a knacudikaruieio
®penpuKcoHa).

3acTocyBaHHS Y mepiof BariTHOCTiI a60 rogyBaHHS I'PYAIIO.
BazimHicmb.

OuiHka pusukis. ATopBaCTaTUH IPOTUIIOKA3aHUY BariTHUM JXiHKaM, OCKiJIbKM He BCTaHOBJIeHA
Oe3neka 10ro 3aCTOCYyBaHHS BariTHUM i HeMa€ IBHOI KOPUCTI IPUHOMY JIiNiT03HUXKYBaTbHIX
npenaparis mig yac BariTHocTi. Ockinbku iHribiTopu I'MI-KoA-penykTa3u 3HUKYIOTb CUHTE3
XOJIECTEPUHY Ta, MOXKJIMBO, CHHTE3 iHIKX 6i0JIOTiYHO aKTUBHUX PEYOBHUH, SKi € MOXiqTHUMHU
X0JIeCTEPUHY, aTOPBACTATUH MOXKe IIKIAJIMBO BIUIMBATHU Ha IUTiA. [IpuitoM aTopBacTaTUHY CIIif
IPUNUHUTY, K TiIbKA BCTaHOBJIEHA BariTHICTh. Po3paxyHKOBUY (DOHOBUY PU3UK 3HAYHUX
BpPOMKeHUX ManbdopMalliii Ta BUKUIHIB [IJIs BKa3aHOI MTOMY sl HeBimoMui. Y 3arasbHii momymsiii
CIIA po3paxyHKOBUY (hOHOBHM PU3UK 3HAYHUX BPOAKEHUX MasibopMalliil Ta BUKUOHIB IPU
KJIIHIYHO BU3HAHUX BariTHOCTSAX CTAHOBUTH 2-4% Ta 15-20% BiAmoBigHO.

KoHnmpauenuia. ATopBacTaTUH MOXKe 3aBaBaTH LWIKOAY IJIOAY IIPU 3aCTOCYBaHHI BariTHOIO XKiHKOIO.
2KiHKY pemnpoayKTUBHOTO BiKy MaiOTh OyTH IpoiHdopMoBaHi Tpo HeoOXigHICTL eheKTUBHOI
KOHTpAIIeImIIil il 4yac 3aCTOCyBaHHS HAaHOTO JIiKapChKOT0 3aC00y.

Kniniuyni mani. O6MexkeHi onmy0nikoBaHi gaHi o6cepBaliiHUX JOCHIIXKeHb, MeTaaHai3iB Ta KIiHIYHUX
BUIAJKIB OO0 3aCTOCYBaHHS aTOPBACTAaTUHY KaJbIlil0 He ITOKa3aJy MiABUIIIEHOT0 PU3UKY
BUHUKHEHHS CEePHO3HUX BPOMXKEeHUX Manb(opmariiii uu BUKUAHIB. Hagxomunu pigkicHiI mOBiqoOMIeHHS
IIPO BPOMAXKEeHi aHOMail mic/isl BHYTPIMHBOYTPOOHOI eKCIo3utlil iHmux iHribiTopis I'MI-KoA-
penykTasu. [IpocrnekTuBHE criocTepexkeHHs mpubau3Ho 100 BUumaaKiB BariTHOCTEH y XKiHOK, sSKi
JIIKyBa/IuCSl CHMBaCTaTUHOM YU JI0BACTATHHOM, ITOKa3aJsio, 110 YaCTOTa BUIIaAKiB BPOIXKEHUX
aHOMaJlif 1Iofa, BUKUAHIB Ta BHYTPIIIHbOYTPOOHUX CMEPTENH/MEPTBOHAPOIXKEHD He TIePEBUIIlyBajla
YaCTOTH, O4iKyBaHOI AJIs 3araibHOI MOMysiii. KinbKicTh BUMIQIKiB € JOCTAaTHHOIO, 11100 BUKITIOYUTH
=>3-4-KpaTHe NiABUIIEHHS BPOAXKEHUX aHOMAJIid PO3BUTKY IIJIOfa ITOPIBHAHO 3 (POHOBOI YacCTOTOH. Y
89% BariTHUX, 3a IKUMU BeJIU IPOCIEKTUBHE CIIOCTEPEeXKEeHHs, JIIKyBaHHS [IperapaToM
PO3IOYMHAI0CI A0 BariTHOCTI Ta IPUNUHSANOCS IIif Yyac I TpuMecTpy Miciasd BUSIBJIEHHS BariTHOCTI.

ITepiod 200ysaHHA 2py00t0. ATopBacCTaTUH IMPOTUIIOKA3aHUM IIil Yac TOOyBaHHS Tpynai0. BigcyTHs
indopMalris Ipo BIIUB MIpellapaTy Ha AUTUHY, Ky FOOYIOTh IPYAMI0, UM Ha JlaKTalito. HeBigomo, un
IIPOHMKAE aTOPBACTATHH y TPyIHE MOJIOKO, OgHAK Oys10 IMOKa3aHo, IT0 iHIMH TiKapCchKuii 3aci6 1bOTo
KJIaCy IOTpAIlUIsi€ ¥ TPyIHE MOJIOKO; aTOpPBaCTaTUH HAasIBHUU y MOJIOLI IypiB. OCKiJIbKU CTaTUHI
TIOTEHIINHO 3[laTHi CIPUYUHUTU Ceplo3Hi HebaXKaHi peakiiil y HEMOBIISIT, SKi 3HaXOASIThCS Ha
TPyOHOMY TOAyBaHHI, XKiHKaM, sIKi T0TpeOyIoTh JTiKyBaHHS aTOPBaCTaTUHOM, He CIIiJ TOOyBaTH
TPYLLIO.



3IaTHICTh BIJIMBATH Ha IMIBUIKICTh pPeakilii Mpyu KepyBaHHI aBTOTPAHCIOPTOM abo iHIIuMU
MeXaHi3MaMHu.

ATopBacTaTHH BIUIMBAE HE3HAYHMM YMHOM Ha IIBHAKICTh PEAKINi MpH KePyBaHHI aBTOTPAHCIOPTOM
ab0 po6oTi 3 iHIMKUMKY MexXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

ATopBacTaTHH IPU3HAYEHUH [IJIsI IIePOPAIbHOT0 3aCTOCYBaHHs. [[03y IPHHMaIOTh IIOBHICTIO 1 pas3 Ha
no0y IomeHHO, B OyIb-IKUH Yac JHS, He3alIeXHO Bifl BAHUBaHHS 1XKi.

[Iepen 3acTOCyBaHHSM aTOPBACTATHHY MalLliEHT IOBUHEH PO3M0YaTH CTaHAAPTHY AIETY AIA
3HUKEHHS X0IECTEPHHY i AOTPUMYBATUCS 11 Hafasli i 4ac JIiKyBaHHS aTOPBAaCTaTAHOM.

o3y migbupaloTs iHAUBiyambHO BimmoBigHO Ho BuximHoro piBus XC-JITTHIII, meTu Teparii i Bigmosigi
naiieHTa. MakcumasnbHa f03a cTaHoBUTH 80 Mr 1 pa3 Ha H006y.

I'inepainidemia ma 3miwaHa ducainioemis

PekoMeHOBaHa IIOYATKOBA [103a aTOPBACTATUHY CTaHOBUTH 10 Mr a6o 20 mr 1 pa3 Ha goly. [Ins
HalieHTiB, SKi m0TpeOyIoTh 3HAYHOr0 3HUXKeHHS piBHg XC-JITTHIII (Ginbure Hixk Ha 45%), Tepariio
MOXKHa po3noyaTy i3 mo3yBauHs 40 mMr 1 pa3 Ha moOy. [Jo30Buii mianma3oH aTOPBaCTaTUHY
3HaxoOouThCcd ¥ Mexkax Bim 10 mr mo 80 mr 1 pa3 Ha mo6y. [IpenapaT MoxKHa IpUUMAaTH y BUTTISAL
OJHOPa30BOi N03U y Oy[b-IKi TOOMHY Ta He3aJleXKHO Bifl BXKUBaHHS 1ki. [loyaTKOBY Ta HiATpUMy0di
O34 aTOPBACTATUHY CIIif mimbupaTy iHAWBIMyalbHO 3a7I€KHO Biff MeTH JIiKyBaHHS Ta BigmoBimi. ITicims
IIOYATKY JIiKyBaHHS Ta/abo Iic/Is TUTPYBAHHS JO03K aTOPBACTATUHY CJIiI IIPOaHasli3yBaTH PiBEHb
JIMiIB IPOTATOM Mepiofy Bif 2 4o 4 TUXKHIB Ta BiOMIOBIIHUM YMHOM BiZKOPUTYBaTHU HO3Y.

I'emepo3uz2omHa cimeliHa 2inepxosecmepuHemia y nauieHmie dumsavoz0 8iKy (8ikom 10-17 pokis)

PekxoMeHIoOBaHa ITOYaTKOBa J03a aTOpPBACTaTUHY CTaHOBUTHL 10 Mr Ha {00y, 3BUYalHUY [iama3oH 003
ctaHoBUTH Bifg 10 Mr mo 20 mMr nepopanbHo 1 pa3 Ha fo0y. [Jo3u npemnaparty Ciif migbupaTtu
IHOMBiAyaIbHO BIATIOBIOHO OO METH JIiKyBaHHSI. KOpUTyBaHHS [O3U CJIif IPOBOSUTY 3 IHTEPBaJIOM

4 tuxHi abo OinpIme.

T'oMo3u20mHa cimeliHa 2inepxosiecmepuHemis

Ilo3a aTopBacTaTUHY AJIS MALIEHTIB 3 TOMO3UTOTHOK CIMEWHO0 TinepxoaecTepuHeMi€l0 CTaHOBUTH
Big 10 Mr mo 80 Mr Ha moOy. ATOpBacTaTHH CJIifl 3aCTOCOBYBATH SK [OIOBHEHHS 0 iHIIMX
rinomninigeMiyHUX METOMIB NiKyBaHHS (Hampuknag, adheped JITTHII) abo sxio rimomimigemiuni
METO[Y JIIKyBaHHSA HEIOCTYIIHI.

OO0HouvacHa 2inoainideMiuHa mepanis

ATopBacTaTUH MOXKHa 3aCTOCOBYBATH 3i CEKBECTPaHTaMM XKOBYHUX KucjoT. KomOiHartito inribiTopis
I'MT-KoA-penykTa3u (cTaTHHiB) Ta pidpariB ciig 3arajioM 3aCTOCOBYBaTH 3 00€pexkKHiCTIO.

Llo3ysanHA 014 nayienmis, AKI NpuliMarmMsb UUKAOCNOPUH, KAAPUMPOMIUUH, IMPAKOHA301,
/nemepmosip abo neeHi iHeibimopu npomeas

Cnip yHMKATH JIIKyBaHHS aTOPBAaCTaTUHOM IAlli€HTIB, SKi MPUIMaTh HUKIIOCIOPUH abo iHTibiTop



npotea3u BIJI TunpaHnasip putoHasip, abo iHridiTop npoTeasu Bipycy renatuty C riekamnpesip
niépeHTacip, abo 1eTepMOBip IIpU OOHOYACHOMY 3aCTOCYBaHHi 3 1ukiocnopuHoM. [lamientam 3 BIJI,
SIKi IpUIMaIOTh JIOMiHABIp PUTOHABIP, aTOPBACTATHH CJIiT 3aCTOCOBYBATH Y HAaWHUK Uil HEOOXigHIN
no3i. ITamieHTaM, sIKi IpUEMarOTh KJIapUTPOMIIMH, iTPaKOHa3071, endacBip rpa3omnpesip, abo
nauienTaM 3 BIJI, ki npuiiMaioTh KoMOiHallii cakBiHaBip pUTOHABIp, fapyHaBip pUTOHABID,
¢dbocammpenasip, GocaMipeHaBip puToHaBip abo 1eTepMOBip, TEPAEBTUYHY A03y aTOPBaCTaTUHY
ciig o6MexuTH 03010 y 20 MT, TaKOXK PEKOMEHAYETHCS IPOBOOUTH HasleXXHi KIiHiYHI 00CTeXKeHHS
nns 3abe3neyeHHs 3aCTOCYBaHHS HaMeHIIOoi HeoOXimHOl 1031 aTopBacTaTuHy. [lamienTam, sAKi
npuiMaroTh iHribiTop nmpoTeasu BIJI HendinaBip, MiKyBaHHS aTOPBACTATHHOM CJIifl 0OMEXUTH 103010
oo 40 mr.

ITauieHmu 3 nopyweHHAMU (PYHKUil HUPOK. 3aXBOPIOBaHHS HUPOK He BIIJINBA€E Hi Ha KOHLIEHTPAIIIO Y
IIJTa3Mi KpoBi, Hi Ha 3HUXKeHH piBHg XC-JIITHIII pu 3acTocyBaHHiI aTOpBAaCTaTUHY, TOMY
KOPUTYBaHHS 03U IIperapary [AJid NallieHTiB i3 mopymeHHsIMU QyHKIII HUPOK He MoTpibHe.

ITauieHmu 3 nopyweHHAMU QyHKUiI neviHKu. ATOpBacTaTHH CJliff 3 00epexKHICTI0 3aCTOCOBYBATH
mallieHTaM i3 Me4YiHKOBOIO HEOOCTATHICTI0. ATOpBaCTaTUH MPOTUIIOKa3aHUl NalliEHTaM 3 aKTHBHUM
3aXBOPIOBAHHSIM IIE€YiHKH.

ITauienmu aimHboe2o 8iky. PizHutli mopo 6e3neky Ta eheKTUBHOCTI 3aCTOCYBaHHSA TiIKapChKOT0
3aco0y matieHTaM BikoM noHap 70 pokiB y peKOMeHIOBaHUX A03aX MMOPIiBHSIHO 3i 3arajibHO0
MIONYJISALIIEI0 HEMAE.

Himu.

I'emepo3uzomHa cimeliHa zinepxosecmepuHemis. be3neka Ta epeKTUBHICTh 3aCTOCYBaHHSA
aTopBacTaTUHY BCTAHOBIEHI A AiTe# BikoM Bif 10 mo 17 pokiB 3 reTEPO3UTOTHOIO CiMENHOIO0
rinepxoiecTepUHEMIEI0 K NOMOBHEHHS [0 OiE€TH A/ 3HUKEHHS 3arajibHOTO XOJIECTEPUHY, PiBHSA
JITTHIIT Ta piBHS amosimonpoTeiny B, Konu micis agekBaTHOI cripo6u mieToTepartrii 3agikcoBaHoO:

* xonectepus JITTHII = 190 mr/mt (4,91 Mmmomns/n) abo
* xonectepud JITTHII = 160 mr/on (4,14 mMomnb/n) i

- y ciMeliHOMYy aHaMHe3i HasiBHa ciMeliHa rinepxonecTepuHeMis abo paHHi ceplieBO-CyAUHHI
3aXBOPIOBAHHS Y POOUYIB IepuIoro abo Apyroro CTymneHs abo

- HasBHi iBa abo Oinbie iHIIi (aKTOPU PU3UKY CEPLIEBO-CYIUHHNX 3aXBOPIOBAHb.
[Toka3aHH4 119 3aCTOCYBaHHSA aTOPBACTaTUHY IIIATBEPXKEHE HA OCHOBI NOCIIIXKEHE:

[Tna1e60-KOHTPOJIbOBAHE KITiHiYHE [MOCTiAKEHHS TPUBAICTIO 6 MicsiB 3a yyacTio 187 xiomiiB
Ta [iBYaT Mic/s Io4aTKy MeHCTpyauid BikoM Bif 10 go 17 pokis. [larmienTy, siKi 3aCTOCOBYBau
aropBacTaTdH y [03i 10 Mr ab6o 20 Mr 1[ofHS, MaJid 3arajaoM MoAiOHUM Mpodink Mo0iYHNX peakiil g0
TAKOT0 y IAIiEHTIB, SIKi OTPHMYyBaIu Ijanebo. Y 11boMy By3bKOMY KOHTPOJIbOBAHOMY HOCIIIXKEHHI He
Oy710 BUSIBJIEHO 3HAUYYIIIOr'0 BIUIMBY IIperapary Ha picT abo cTaTeBe mo3piBaHHS X/IOMIiB abo Ha
TPUBAIICTh MEHCTPYaIbHOI'0 LIUKIIY y AiBYarT.

TpupiyHe BifKpUTe HEKOHTPOJIbOBaHE OOCIIIXEHHS 3a y4acTio 163 miteu BikoM Bixg 10 mo
15 poKiB 3 TeTepo3UTroTHOIO CiMEMHOI0 TinepxonecTepuHeMi€eto, Iys IKUX migdupanu 103y s
nocsrHeHHS minboBoro piBusa XC-JITTHII < 130 mr/mn (3,36 mMonb/n). be3neka ta epeKTUBHICTh



3aCTOCYBaHHS aTopBacTaTUHy npu 3HuKeHHi XC-JITTHII] 3a3Bu4ai BifNoBigaiTh TOKa3HUKaAM, SKi
CIIOCTEPIranucs y JOPOCIUX MallieHTiB, He3BaXKa4yu Ha 00MeKeHHS IJIaHy HEKOHTPOIbOBAHOT O
OOCIIiIXKEeHHS.

HeoOxifmHa KOHCYIbTALlS HiBUAT IiC/Is IOYATKy MEHCTpPYaLlill I1[00 KOHTpALeNIlii, IKIIO IIe JOPeYHO
[U1s1 matienTa. [J0BrocTpOKOBO1 e()eKTUBHOCTI Tepallil aTopBaCTaTUHOM, PO3M0OYaTOl B AUTHUHCTBI AJIs
3MEHILIEHHS 3aXBOPIOBAHOCTI Ta CMEPTHOCTI Y JOPOCJIOMY Billi, He BCTaHOBJIEHO. be3mneka Ta
eekTUBHICTb Tepalil aTopBacTaTHHY He BCTAHOBJIEHi A miTel BikoM 0 10 pokiB 3
reTepO3UTr0THOIO CIMENHOIO TrinepxonecTepruHEMIEO.

I'omo3uzomHa cimetiHa 2inepxoaecmepuHeMis. KniHidyHa eeKTUBHICTD IIpenapary y go3ax fo 80 mr
Ha 700y npoTaroM 1 poky Oysa oliHeHa y HOCTiAXKeHH] y IallieHTiB 3 TOMO3UTOTHOIO CiMENHOI0
rinepxonecTepuHeMi€el0, 0 IKOTo OyJI0 BKITIOUEHO 8 miTei.

Ilepedo3yeanHsi.

Crnenudiunoro nikyBaHHS IIPU Ilepefo3yBaHHI aTOpBacTaTUHY HeMaE. Y pa3i nepeno3yBaHHSA
nalieHTa CJIif JiKyBaTH CUMITOMATUYHO i TpU HEOOXiMHOCTI BUKOPUCTOBYBATH MiATPUMYIOUi 3aX0MIU.
Heo06xigHo mpoBecTy aHani3 QyHKINI IeYiHKK Ta KOHTposoBaTH piBeHb KOK y mma3mi Kposi. Yepes
BHCOKMI CTYITIiHb 3B’sI3yBaHHS IIpernapary 3 6iTkaMu Iy1a3Mu KPOBi He CIIif O4iKyBaTH 3HAaYHOTO
IiICUJIEHHS KJIIPEHCY aTOpBaCTaTUHY 3a JOIIOMOTrO reMofiaisy.

ITo6iyHi peakuii.

HaitnmommpeHimyuMy moOiYHUME peaKlisiMyU Y NALEHTIB, SIKi OTPUMYBaX JTiKyBaHHS
aTopBaCTaTUHOM, IO IIPU3BOAUIIY 0O IPUIIMHEHHS 3aCTOCYBaHHA IIpernapaTy Ta TPAIIaIucs 3
YaCTOTOIO BUINOIO, HiXK y rpymi mnane6o, 6ynau: Mianris, giapest, HymoTa, MigBUILIIEHHS PiBHS
anaHiHamiHoTpaHcdepasu (AnAT) Ta nediHKOBUX (PEPMEHTIB.

ITo moGiyHuX peakliit, MPo SKi MOBiJOMIISIIOCS i Yac KIiHiYHUX Ta TOCTMapPKEeTUHT OBUX
LOCIIiAKEeHb, HajleXaTh TaKi IOPYIIEeHHS:

3azanvHi nopyweHHA: Big4yTTs He3MyXKaHHS, MipeKcis, acTeHid, 6inb y rpynsax, nepudepudHi
HaOpSIKH, BTOMJIIOBAHICTB.

3 60Ky mpasHo20 mpakmy: MIIyHKOBO-KUIITKOBUE TUCKOMDOPT, Oiflb ¥ XKUBOTI, BiTpuXKKa,
MeTeOopu3M, 3alop, Aiapesi, TaHKPeaTUT, Hy[oTa, OI0BaHHS, OUCIIETICis.

3 60Ky neviHKU ma H#0B8YHO20 Mixypad: TEIaTUT, X0JIeCTa3, Me4YiHKOBa HENOCTATHICTD (JIeTalbHA Ta
HeJeTalabHa).

3 60Ky cKesnemHo-M’ 5130801 cucmemu: M’si30BO-CKeieTHUH 6inb, OiNb y KiHITIBKaX, ClTa3Mu M's13iB,
IifBHUIeHA BTOMJIIOBAHICTh M’513iB, Oilb y Kl Ta CIIKHI, MionaTisg, Mio3uT, pabgomionis, Oinb y
cyrnobax, HabpsK cyrio0iB, TeHaUHONATIA (iHOAI YCKITaflHEeHa PO3PUBOM CYXOXKHUJIISI), PO3PUB M’ A3iB,
BOBYAKOIOAIOHUYN CUHAPOM, iIMyHOJIOTiYHO OllOCEPEeNKOBaHa HEKPOTU3YI0Ua Miomaris.

3 6oxy memaboai3my ma xapuyB8aHHA: TillepriaiKeMis, TimornikeMis, 30ibIIeHHS MacH Tina,
aHOPEKCis.



3miHu pe3yabmamie 1ab0pamopHuUX aHai3ie: MiIBUILIEHHS PiBHS TPaHCaMiHa3, BiIXWIEHHS Bif
HOpMU (GYHKITIOHATBHUX P00 MeYiHKY, MiBUIIEHHS PiBHS TykKHOI ocdaTasu y KPoBi, MiBUIIEHHS
aktuHocTi KOK. 4K i mpu 3acTtocyBanHi inmux iHribitopis 'MI'-KoA-penykTasu, y Hali€HTiB, sSKi
IpuKMalyd aTOpBaCTaTHH, CIOCTEPIrany MigBUINEHHS aKTUBHOCTI TpaHCaMiHa3 miaa3Mu Kposi. 1i
3MiHU 3a3BU4ail Oymu c1abKo BUpaXKeHUMH, THMYaCOBUMU Ta He OTpeOyBaju BTpydaHHS a0bo
JiKyBaHHS. K/TiHIYHO 3HaYyllle MiABUINEHHS aKTUBHOCTI TpaHCaMiHa3 Ijla3MU KPOBi (IepeBUIleHHS
BMH 6inbine Hixk y 3 pa3u) cunocrepiranu y 0,8% mariieHTis, fKi npuiiMany aTopBacTaTyH. Le
TiABHUINEHHS MaJjlo J0303aJIeXKHUM XapakTep Ta 6y10 060pOTHUM Y BCix mamieHTiB. ITimBullleHHS PiBHS
K®K y nma3mi kpogi Ginbire HixX y 3 pa3u Bix BMH 6yso BusiBneHo y 2,5% nallieHTiB rpynu
aTopBacTaTHHY, MoxibHo mo iHmmx iHriditopis I'MI-KoA-penykTasy y KITiHIYHUX JOCTIXKEHHSX.
PiBHi, mo nepeBumysanu BMH y 10 pagis, cnoctepiranucs B 0,4% nali€eHTiB rpyny aTOpBacTaTUHY.

3 6oky Hepeosoi cucmemMu: TONIOBHUM Oiflb, 3aIITaMOPOYEHHS, ITAPECTE3is, TillecTe3is, MUCTeB3isd,
aMHe3is, nepudeprdHa HelpomaTis, KOIIMapHi CHOBUIHHS, Ielpecisi, 6e3COHHS, MiaCTeHis rpasic.

3 boky OuxaabHOi cucmemu, opa2aHie 2py0HOI KAimKu ma cepedoCcmiHHA: HOCOBa KpoBoTeua, Gilb y
ropJii Ta ropTaHi, Ha30(hapuHTIT, iHTepCTHULiabHa XBOpoOa JereHb.

3 6oky wkipu ma nidwKipHoi KAiMmKoBUHU: KPOTIWB'THKA, IIKiPHI BUCUTIaHHS, CBepOiXK, alomeris;
aHTiOHEBPOTUYHUY HaOpSK, Oy/IbO3HUYN AEePMaTUT (y TOMY YHCHi MyIbTH(OPMHA epuTeMa), CHHIPOM
CriBeHca-]I2KOHCOHA, TOKCUYHUY elliflepMaIbHIUY HEKPOJIi3.

3 60Ky opaaHie 30py: HEUITKICTh 30PYy, OPYIIEHHS 30PYy, 3aTYMaHEeHHS 30py, OYHa MiaCTeHis.

3 60Ky opaaHie cayxy ma pieHosdzu: IIyM y ByXax, BTpara CIIyXy.

3 60Ky ceyocmameagoi cucmemMu: TEUKOIUTYPis.

3 60Ky penpodykmueHoi cucmemu ma MOA0YHUX 3d/103: TIHEKOMACTis.

3 6oky cucmemu Kposi ma aimpamuyHoi cucmemu: TPOMOOIUTOIIEHis.

3 6oky imyHHOI cucmemu: anepriuni peaxiii; anadinakcis (y ToMmy 4ucyi aHaginakKTUYHUM II0K).

[ToGiuni peakii, IKi BUHUKIIY IIiT Yac KITiHIYHAX JOCITigXKeHb: iHMEKIIisT CEY0BHUBITHOT'O TPAKTY,
IIYKpOBUH fiabeT, iHCYbT.

Hapxomounu pifKicHI moCTpeecTpaliiiHi MOBiIOMIEHHS PO KOTHITUBHI po3naau (HampuKiaf, BTpaTa
nam’sTi, 6e3maM’aTHICTh, aMHe3is, TOPYIIEeHHS IaM’ gTi, CITyTaHiCTh CBimOMOCTi), OB’ s3aHi i3
3aCTOCYyBaHHSIM cTaTuHIB. L]i KOTHITHBHI po3nmanu 6y 3apeecTpoBaHi Mpu 3aCTOCYBaHHi BCixX
craTtuHiB. LIi po3nagu 3arasoM He HajexXKaju I0 KaTeropil cepiio3nux HebaxkKaHUX peakiii i 6ymu
000OpPOTHUMHU TIiCIISI MPUIIMHEHHS IIPUNOMY CTaTHHIB, 3 Pi3HUM 4acoM [0 IT0YaTKy MPOSBY CUMIITOMY
(Biz 1 gHS [o KiNBKOX POKIB) Ta 3HUKHEHHS CUMIITOMY (MefiaHa TPUBAJIOCTiI CTAHOBUJIA 3 THUXKHI).

[Tig yac 3acTocyBaHHS OeSKUX CTaTUHIB Oy/IM omrcaHi Taki mobiyHi peakiiii: po3iaf cTaTeBol
GyHKIIIl; BUHSATKOBI BUNIAOKY iHTEPCTUIIaIbHOI XBOPOOU JIereHiB, 0COOIMBO i Yac JOBrOCTPOKOBOTO
JIiKyBaHHS.

Himu. ITig 9ac KOHTPOJIOBAHOTO OOCTIAXKEHHS y XJIOMLIB Ta ¥ AiBYaT IiC/sA I04YaTKy MEHCTPYyallid 3
TeTepO3UT0THOIO CiMelHO0 rinepxosecteputemieto (Bikom Bim 10 go 17 pokiB) nmpodins 6e3neku Ta
IIepPeHOCUMOCTi aTopBacTaTuHy y m03i Bim 10 mMr mo 20 Mr Ha mo0y SIK MOMIOBHEHHS OO0 MiE€TH OIS
3HUKEHHS 3arajibHOTr0 X0JecTepuHy, piBHs xonectepuny JITTHII Ta piBHS anominonpoTeiny B Oys
3arajaom nomibHuM mo mpodinto miarebo.



ITogidomaeHHs npo nido3piosaHi nobiyHi peakuii. ITpo yci BUnagku migo3pioBaHUX MOOIYHUX peakIlin
Ta BiCyTHOCTi e()eKTUBHOCTI IIpenapary CJif MOBiOMIATH 3a nocunaHusaM: https://aisf.dec.gov.ua

Tepmin npudamHocmi. 2 POKH.

YmMmoBu 30epirannsi. 36epiraté y HeJOCTYIIHOMY IJ1s1 miTe MicIi nmpu TeMmmepaTtypi He Buine 30 °C.

YnakoBka. Ta6neTKy, BKPUTI IIiBKOBOIO 000710HKOI0, 10 10 Mr abo mo 20 mr: 1o 10 TabneTok y
6mictepi; mo 3 abo 6, abo 9 GmicTepiB y Kopobii; abo 1mo 15 TabneTok y 6micTepi; mo 2 abo 4, abo 6
6rmicTepiB y KopoOiii.

TabmeTKH, BKPUTI IJIiBKOBOIO 000710HKOI0, 110 40 Mr abo 1o 80 mr: 1o 10 tabneTok y 6micTepi; o 3
abo 9 GmicTepiB y KopoOii.

Kareropis Bigmycky. 3a peLentom.

Bupo6uuk. Tera ®apma C.JL.Y.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca MicClsi MpoBaIXKeHHs MOro Tis/IbHOCTI.

[Tonirono Iamactpian Manbmika ¢/C Ne 4, 50016, Caparoca, Icnanis.


https://aisf.dec.gov.ua

