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IHCTPYKIIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

ATOPBAKOP®
(ATORVAKOR)

Cknao:

oioua peuosuna: atorvastatin;

1 taGnerka micTUTh atopBactatuHy Kanbiito 10,82 mr abo 21,64 mr, abo 43,28 mr, abo 86,56 mr B
nepepaxyBanHi Ha 100 % pedoBuHy (110 eKkBiBaJIeHTHO aropBactatuHy) 10 Mr a6o 20 mr, abo 40 wmr,
abo 80 mr;

O0ONOMIJICHI ~ pevosuHu: KaJbII0 KapOOHAT; JIAKTO3a, MOHOTIJPAT; IIEII0J03a MIKPOKPHUCTAIIIYHA;
HATpiI0 Kpockapmenos3a; moisicopOar 80; TiIpOKCUIPOMIIENono3a; MarHiro creapar; Opadry II
85F18422 white (ciupT MOiBIHUIOBHIA, TOJIICTHIICHTIIIKOIb, TalbK, TUTaHy Hiokcus (E 171)).

Jlikapcbka ¢gopma. TabiieTku, BKpUTI TUTIBKOBOIO 000JIOHKOIO.
OchosHi Qi3uxo-ximiuni enacmugocmi: TabeTKU Kpyriaoi (opMH 3 BOOIYKIIOK MOBEPXHEI0, BKPUTI
TJTIBKOBOKO OOOJIOHKOIO O1J10TO 200 Maiixke 01710T0 KOJIbOPY.

dapmakoTepaneBTH4YHA rpyna. [Ipenapary, Mo 3HUKYIOTh PIBEHb XOJIECTEPUHY 1 TPUIITILEPUIIB Y
cupoBarii kposi. [nridiropu I'MI'-KoA-penykrazu. Kon ATX C10A A0S.

Dapmaxonoziuni enacmueocmi.

Dapmakoounamika.

ATtopBakop® sBisi€e COOOK CHHTETHYHMil TiMoONiMigeMidHuii Jikapchbkuii 3aci®. ATOpBacTaTuH €
iHriditopoM 3-rimpokcu-3-mermiriyrapuwi-kopepment A peaykrazu (I'MI-KoA-penykrasm). Llei
depment kartanizye meperBopeHHss ' MI-KoA B MeBanoHaT — MOYAaTKOBUI Ta JIMITYyIOUMH eTan
010CHHTE3Y XOJIECTEPUHY.

ATopBakop® € CeleKTUBHUM KOHKypeHTHHM iHTibiTopoMm I'MI-KoA-pemykrasu — (epMeHTy, Bin
SKOTO 3QJICKHUTh IMIBHIKICTh TIEPETBOPEHHS  3-TiAPOKCH-3-METWITITyTapii-KkopepMeHTy A B
MEBAJIOHAT, PEUOBUHY-TIONEPETHNUK CTEPOIIiB, Y TOMY YHCII XOJIECTEPHHY.

B excnepuMeHTaIbHUX MOJAENSAX Yy TBapuH aTOPBACTaTHH 3HW)KYE pIBEHb XOJIECTEpUHY Ta
JIONpPOTEiHIB y IIa3Mi KpoBi mHuisixoM iHriOyBanHs B mnewiHui ['MI-KoA-peaykrasu 1 cuHTE3y
XOJIECTEPUHY Ta HUIAXOM 30UTBIICHHS KUIBKOCTI MEYiHKOBUX PELENTOPiB JIMONPOTEiHIB HU3BKOL
mibHOCTi (JITTHIL) Ha moBepxHi KIITHH Ui MOCWICHHS MOTJIMHAHHSA Ta karaGomizmy JITTHILI;
aTopBacTaTHH Tako 3MeHIye BupooiaeHns JIITHIL Ta kinbKicTh IIMX YaCTHHOK.

ATopBacTaTHH, Tak caMmo SIK 1 HOro neski mMeTaOoniTH, € (apMaKoJOTIYHO AKTUBHUM Yy JIHOJIMHHU.
["osioBHUM MicIieM Aii aTOpBacTaTHHY € Ie4iHKa, sKa BiJIrpae TOJIOBHY POJIb Y CUHTE31 XOJIIECTEPUHY
ta xiiperci JITTHIL. Jlo3a mikapcekoro 3aco0y, Ha BiMiHY BiJ] CHCTEMHOI KOHIIEHTpAIlil JIIKapChKOTO
3aco0y, Kpame Kopemtoe 31 3MmeHmeHHsM piBHA XC-JITHIL. InguBigyansHuit miabip ao3u



JIKapChKOT0 3aco0y CIifl 3A1MCHIOBATH 3aJIEKHO BiJ TEpanmeBTHYHOI BiANoOBial (IuB. po3ain «Crnocid
3aCTOCYBaHHS Ta JIO3W»).

Dapmaxokinemuxa.

BcMokTyBaHHS. ATOpBAacTaTUH MIBUIKO a0COPOYETHCS Micis MepopaibHOro mpuitomy. MakcumalbHa
KOHIIeHTpalliss Horo y mia3Mmi KpoBi (Cmax) mocsraerbesi npotsroM 1-2 rogud. Crymiab aGcopOrii
3pOCTa€ MPOMOPIIIKHO 10 103U. AOCOIIOTHA O10IOCTYIMHICTh aTOPBACTATHHY (BUXIIHUN JTIKAPCHKUH
3aci0) craHoBUTH MpubIu3Ho 14 %, a cucteMHa 610J0CTYIHICTH iHTi0YI0U0i akTUBHOCTI moa0 ['MI -
KoA-penykrasu cranoButh npudiausHo 30 %. Husbky cucTeMHY MOCTYHHICTH JIIKAPCHKOTO 3aco0y
OB SI3YIOTh 13 TEPEICUCTEMHUM KIIPEHCOM Y CIM30Biil OOOJOHII NUTYHKOBO-KHIIKOBOTO TPAKTY
Ta/ab0 3 mepeICuCTeMHOI0 OioTpaHcdopMalliero y medinii. Xo4a i>ka 3MEHIIy€e IMBUAKICTh Ta CTYIHb
abcopOrii Jikapcbkoro 3aco0y npubmm3Ho Ha 25 % Ta 9 % BIAMOBITHO, BUXOASYH 3 TOKA3HUKIB Cmax
ta AUC (moma miJ KPUBOK «KOHIEHTpallis-dacy), 3HmwkeHHs piBHsS XC-JIITHII € momiGHuM
HE3AJIKHO BiJ TOro, NPHUIMAEThCS aTopBacTaTuH 3 Dkeo abo oxpemo. Ilpum 3actocyBanHi
aTOpBaCTaTHHY BBeUepl HOro KOHIUEHTpallid B IU1a3Mi KpoBi Oyia Huk4oro (mpubmuszHo Ha 30 % s
Cmax Ta AUC), mix mnpu mnpuiiomi Bpanii. Omnak 3HmwkeHHs piBHsS XC-JIITHIL € omnakoBum
HE3aJISKHO BijT yacy npuitomy npenapaty (muB. po3aia «Crocid 3acToCyBaHHS Ta J03U).

Posnoxin. Cepenniii 06’e€M po3moIiy aTopBacTaTHHY CTaHOBUTH mpubam3Ho 381 mitp. [Tonax 98 %
JiKapchbKOro 3aco0y 3B’s3yeThcsl 3 Oinkamu Miaa3Mu KpoBi. KoHIIeHTpaliiiHe CIiBBIAHOIICHHS
KpOB/IUTa3Ma, 110 CTaHOBUTH NpuOmm3HO 0,25, BKa3zye Ha ToraHe MPOHUKHEHHS JIIKapChKOTo 3aco0y B
eputrpountd. Ha migcTaBi gaHMX NOCHIIKEHb HA TBAPUHAX BBAXKAETHCS, 10 aTOPBACTATUH 3JIATHHUM
NPOHMKATH y TpyaHe MoJjoko jroauHd (muB. po3ainu  «IIpotumokaszanus» 1 «OcoOmuBoCTI
3aCTOCYBaHHS»).

Metabomi3M. ATOpPBAaCTaTWH IHTEHCHBHO METa0OMI3yeThCA OO OPTO- Ta MapariipoKCHILOBAHUX
HOXiTHHUX 1 PI3HOMAHITHUX MPOAYKTIB OeTa-OKUCHEHHs. Y JOCTiKeHHX N Vitro inrioysanus ['MI -
KoA-penykra3su opTo- Ta MaparigpoOKCHILOBAHHMH METa0OJiTaMU €KBIBAJICHTHE I1HTIOYBaHHIO
atopBactatuHoM. [Ipubnuzno 70 % uupkymaorouoi iHriditopHoi aktuBHOCTI mmogo ['MI-KoA-
penyKTa3u MOB’S3aHO 3 aKTUBHUMHU MeTabositamu. JlocmimpkeHHs in VItro ¢Big4yats mpo BaKJIUBICTbH
MeTabostisMy aropBactatuny nutoxpomoM P450 3A4 (CYP 3A4), 1m0 y3roukyeThes 3 IMiIBUIIECHOO
KOHIIEHTpALI€}0 aTOPBACTaTHUHY B IIJIa3Ml KpOBI JIIOJAWHU TICJIS OJAHOYACHOTO 3aCTOCYBAHHA 3
CPUTPOMILIMHOM, BiTOMHM iHriOITOpOM IbOrO i30epmenty (muB. po3min «B3aemomis 3 iHIIUMH
JIKapChKUMH 3aC00aMH Ta 1HII BHIU B3AEMOJIIN»).

Exckperis. AtopBacTaTWH Ta HOro MeTabONITH BUBOASTHCS, TOJIOBHUM UYWHOM, 3 JKOBYIO MiCIs
MEYIHKOBOrO0 Ta/ab0 MO03are4yiHKOBOro MeTaboii3My, OJHAaK IIeil JIIKapChKUil 3acid, OYEeBHIHO, HE
3a3HA€ KUIIKOBO-TIEYIHKOBOI perupkymsmii. CepenHiii mepioJ HamiBBUBEICHHS AaTOPBACTaTHHY 3
IUIa3MHU KpPOBI JIFOJMHU CTAHOBUTH NMpUOIN3HO 14 rofuH, ane mepioj HamiB3MEHILIEHHS 1HT1O0ITOPHOI
aktuBHOCTI mono I'MI'-KoA-peaykrasu cranoButh Binm 20 mo 30 roguH yepe3 BIUTUB aKTUBHUX
MeTabomiTiB. [licns nepopanbHOro npuiloMy npenapary 31 ce4ero BUAISETHCS MEHIE HK 2 %o 103H.
Ocobnusi nonynayii nayicumis

[MamienTu aiTHROTO Biky. KOHIIEHTpaIllist aTopBacTaTUHY Yy TutazMi KpoBi Buina (mpubdiauszHo 40 % nms
Cmax Ta 30 % mns AUC) y310poBHX J00pPOBOJIBLIB JITHBOTO BiKYy (BIKOM Bif 65 pOKiB), HIX Y
MOJIOIUX Jopociux namieHTiB. KiiHiuHi qaHi cBigdath npo Ouibiuuid crynine 3HMkenHs JIITHIL npu
3acTocyBaHHI Oynb-sKOi J03M Tpemapary y TMali€HTiB JITHBOTO BiKYy MOPIBHSAHO 3 MOJOAMMHU
narieHTamMu (AuB. po3ail «OcoOIUBOCTI 3aCTOCYBAHHS).

Jitn. YaBHMIA KIIIpEHC NP MepopaibHOMY NMPUHOMI aTOpBACTaTUHY Y JIITEH BUSBUBCS MOAIOHUM 10
KJIIPEHCY Y JOpOCIUX JII0/IeH NMPpU MacIiiTabyBaHHI aTlOMETPHUYHO 32 MacolO Tijla, OCKUIBKM Maca Tiia
Oyia €IMHOI0 3HAYHOIO KOBAplaTOIO B MOMYJIALINHINA (apMakOKIHETUYHIN MOJel aTOpBacTaTUHY 3
JAHUMHU, K1 BKIFOYAIH JIiTeH 3 TeTepO3UTOTHOIO CIMEHHOIO TinepxoiiecTepuneMiero (BikoM Big 10 1o
17 pokiB, n=29), y BiIKpUTOMY 8-TH)KHEBOMY JOCTIHKCHHI.

Cratb. KoHnenTparis aropBacTaTHHY B IUIa3Mi KPOBI JKIHOK BiJJPi3HA€THCS B1JI KOHIIEHTpALi y mia3mi
KpoBi 40yiOBIKIB (Cmax mpuOmm3Ho Ha 20 % Bumie, a AUC Ha 10 % Hmx4de). OnHak HEMaE KIIIHIYHO
3Ha4yIoi BiAMiHHOCTI B 3HIKeHH1 piBHsA XC-JIITHIL mpu 3acTocyBaHHI aTOpBacTaTHHY Y YOJIOBIKIB
Ta JKIHOK.




[MopymienHs GyHKINT HUPOK. 3aXBOPIOBaHHSA HUPOK HE BILIMBAIOTH Ha KOHIEHTPALI0 aTOPBACTAaTUHY
y masMi kpoBi abo 3HmwkeHHs XC-JIITHII, ToMy KOpUTyBaHHS 103U Mpenapary MalieHTaMm i3
nopyiieHHAMd (QyHKIIT HEPOK He moTpiOHe (muB. po3miau «OcobmmuBoCTi 3acTocyBaHHsm» 1 «Crocio
3aCTOCYBAHHS Ta JI03U).

emomianis. Xoua JOCHIHKEHHS 32 YYacTHO MAaIlI€HTIB 3 TEPMIHAJIIBHOIO CTAIIEI0 3aXBOPIOBAHHS HUPOK
HE MPOBOAMIINCH, BBAYKAETHCS, 110 TEMOJ1alIi3 HEe MiABUIIYE 3HAYHO KITIPEHC aTOPBACTaTUHY, OCKUIBKU
BiH IHTEHCUBHO 3BSI3YEThCS 3 O1JIKaMH IJIa3MH KPOBI.

[TeuinkoBa HenpocTaTHicTh. KOHIIEHTpallisi aropBacTaTWHy B IIa3Mi KpPOBI MOMITHO MiJBHUINEHA Y
MAIIE€HTIB 3 XPOHIYHOIO AIKOTOJIBHOI0 XBOp0o0oto meuiHku. [Tokazuuku Cmax Ta AUC y 4 pasu Bumii y
NAIi€HTIB 13 3aXBOPIOBaHHAMU TNEUYiHKM Kiacy A 3a mkanoro Yainpa—II'to. ¥V mnamieHTiB i3
3aXBOPIOBaHHSAMHU TIeUiHKM Kkjacy B 3a mkamoro Yaitnma—IT'to mnokazuukun Cmax Ta AUC
I1IBUIIYIOTHCS TPUOJIM3HO y 16 pasis Ta 11 pa3iB BiamoBinHO (quB. po3ain «[IpoTumnokasanHsm»).
HocniokeHHs  B3aeMOJIIi  JIKapChbKUX  3aco0iB. ATOpBacTaTHH € CyOCTpaToM TEYIHKOBHX
tpaucnoptepis, OATP1B1 Ta OATP1B3 tpancnoprepi. MeTabosiTi aTopBacTaTHHY € CyOCTpaTamMu
OATPIBI. ArtopBacTtaTuH TakoX iIeHTHU(IKYETbCS SIK CyOCTpaT e(dIIOKCHOro TpaHcroprepa Oinka
pesuctenTHocTi paky MonouHoi 3amo3u (BCRP), skuii Moke oOMexyBaTH KHIIKOBY aOCOpOIiio i
YKOBUHHUH KIIIPEHC aTOPBACTATHHY.

Tabmuns 1
BrinB 0gHOYaCHO 3aCTOCOBYBAaHUX JIIKAPCHKUX 3ac00iB Ha (PapMaKOKIHETHKY aTOPBACTATHHY
OHOYACHO 3aCTOCOBYBaHI JIIKAPChKIi ATOpBacTaTHH
3aco0M Ta PEXKUM JJO3YBaHHS
CmisBignomreduss | CHoiBBiAHOIIEHHS
Jo3za (mr) AUCE Corn®
*lluxnocnopun 5,2 Mr/kr/nody, 10 mr 1 pa3 Ha 106y
. : 8,69 10.66
craOlIbpHa q03a BIPOJIOBXK 28 NHIB
*Tunpamasip 500 mr 2 pasu Ha
noOy/putonasip 200 mr 2 pasu Ha | 10 mr, pa3oBa 103a 9,36 8,58
o0y, 7 nHiB
*T'nexanpesip 400 mr 1 pa3 Ha 100y/
miopenrtacsip 120 mr 1 pa3 Ha 100y, 10 wr 1 pas Ha‘n06y 8,28 22,00
) BIPOJIOBK 7 AHIB
7 THIB
# . .
Tenaypemp 750 Mr KokH1 8 TOOUH, 20 wrr, pasoBa 103a 7.88 10,60
10 nHiB
* ICakpimaBip 400 Mr 2 pasu Ha
no0y/puronasip 400 mr 2 pas3u Ha 40 wr 1 pas na I.[06y 3,93 4,31
) BIIPOJIOBXK 4 HIB
100y, 15 nuiB
*Enbacsip 50 mr 1 paz ma n06y/
rpasomnpeBip 200 mr 1 pa3 Ha no0Oy, | 10 mr, pazoBa mo3a | 1,94 4,34
13 nuiB
# .
CI/IM(?npeBlp 150 mr 1 pa3 Ha 100y, 40 wir, pasosa z103a 212 1,70
10 maIiB
*Knaputpominua 500 mr 2 pasu Ha | 80 Mr 1 pa3 Ha 100y
. . 4,54 5,38
100y, 9 nHiB BIIPOJIOBXK 8§ JTHIB
# .
HMapynasip 300 mr 2 pasu Ha
noOy/putonaBip 100 mr 2 pa3u Ha 10wr 1 pas xa ).106}] 3,45 2,25
) BIIPOJIOBXK 4 HIB
100y, 9 nHiB
7
4lgl){aiKOHason 200 mr 1 pa3 Ha 100y, 40 wir, pasoBa s103a 3,32 1,20
Jlerepmosip 480 mr 1 pa3 Ha 100y, | 20 mr, pazoBa no3a | 3,29 2,17




10 guis
*®ocammpenasip 700 mMr 2 pasu Ha
noOy/putonasip 100 mr 2 pasu Ha 10 mr 1 pas na %[06}] 2,53 2,84
. BIIPOJIOBXK 4 HIB
100y, 14 nHiB
*®ocamnpenasip 1400 mr 2 pasu nHa | 10 Mr 1 pa3 Ha 100y
i ) 2,30 4,04
100y, 14 nHiB BIPOJIOBXK 4 THIB
*Henoinasip 1250 mr 2 pasu Ha | 10 mr 1 pa3 Ha 106y
. . 1,74 2,22
100y, 14 nuiB BIIPOJIOBXK 28 JTHIB
# - - .
FpeI/IH(lipyTOBI/II/I cik, 240 mu 1 pa3 40 wir 1 pas na o6y | 1,37 1,16
Ha 100y
HI/IJ‘ITI.aSCM 240 mr 1 pa3 Ha n00Yy, 40 mr 1 pas na 106y | 1,51 1,00
28 nuiB
EpHTpOMlI_[.I/IH 500 mr 4 pa3u Ha 10 Mr 1 pas na 106y | 1,33 1,38
100y, 7 nHiB
Awmmoaumin 10 Mr, pasoBa 103a 80 mr 1 pa3 Ha o6y | 1,18 0,91
Humernaun 300 mr 4 pa3u Ha 100y, | 10 Mr 1 pa3 Ha 700y 100 0.89
2 THXKHIL BIIPOJIOBIK 2 TH)KHIB ! '
Konecrunon 10 mr 2 pasu Ha 100y, :g l\g (I)B]g:le(l3zga A0y HE 0.74%%
28 THXHIB PO 3aCTOCOBYETHCS ’
THKHIB
Maanokc TC® 30 mn 4 pasu Ha 106y, | 10 mr 1 pa3 Ha 100y 066 0.67
17 nuiB BIIPOJIOBXK 15 nHIB ! '
Edagipenz 600 mr 1 pa3 ma o0y, | 10 Mr BmpomoBx 3 059 101
14 nuis JTHIB ! '
*Pupavmin 600 mMr 1 pas Ha 100y,
7 nuiB (mpu oxHOouacHOMY BBeneHHi) | 40 mr 1 pa3 Ha o6y | 1,12 2,90
T
# .
Pudammin 600 wr 1 pas #a 100, | 4 11| pas ya g6y | 0,20 0,60
5 JTHIB (OKPEMHUMH JI03aMH )
# .
FeM(I)16p0§HH 600 mr 2 pa3u Ha 40 wir 1 pas wa 106y | 1,35 1,00
o0y, 7 nHiB
# .
®e§0(p16paT 160 mr 1 pa3 Ha 1100y, 40 wir 1 pas wa 106y | 1,03 1,02
7 nHIB
# .
7BI([)}LI[iel::IpeBlp 800 mr 3 pa3u Ha 100y, 40 wr 1 pas na o6y | 2,32 2 66

&

CriBBiJHOLIEHHS 3a METO/JAMM JIIKYBaHHS (OJHOYacHE 3aCTOCYBAaHHsS JIKapCbKOTO 3aco0y 3 aTOpBacTaTHHOM
MOPIBHSHO 31 3aCTOCYBAaHHSM aTOPBACTATHHY OKPEMO).

Juis otpumaHHs iHpOpMaIii Ipo KIiHIYHY 3HAYYIIICTh TUB. PO3IUTH «B3aeMomis 3 IHITUMH JTIKAPCHKUMH 3aCO0aMH
Ta 1HII BUIU B3aeEMOii» i «OCOOIMBOCTI 3aCTOCYBaHHSY.

Horimomisutocs npo 6inbme migsumeHHs AUC (cmiBBinHomeHHss AUC no 2,5) 1a/a60 Cmax (cmiBBigHOIIEHHS Cmax
1o 1,71) npu HagMipHOMY CHOKMBaHHI rpeindpyroBoro coky (750 mi — 1,2 mitpa Ha 100y abo Oinbiie).
CriBBIIHOIICHHS, 1110 TPYHTY€EThCS Ha OJJMHUYHIHA BUOIpII, B3sTiH yepe3 8—16 roquH miciis 3aCTOCYBaHHSI JI03H.
UYepes MexaHi3M MNOBiHHOI B3aeMosii pudaMIliHy pEeKOMEHIYETHhCS OJHOYACHE 3aCTOCYBAaHHsS aTOPBACTATHHY 3
pudammiHOoM, OCKUNBKM OyJ0 IOKa3aHO, IO BiJICTPOYEHE 3aCTOCYBAaHHS aTOpBAacTaTUHY IICIS 3aCTOCYBaHHS
pudaminy HoB’s;3aHe 31 3HAYHUM 3HIDKEHHSIM KOHLIEHTpALlii aTopBacTaTHHY B I1a3Mi KPOBI.

Jlo3a komOiHanii npemnapariB cakBiHaBip + PUTOHABIpP y IbOMY JOCIIJUKEHHI HE € KIIIHIYHO 3aCTOCOBYBAHOIO J03010.
[lixBHIIEHHS €KCTIO3MLIT aTOpBACTAaTHHY IPH 3aCTOCYBaHHI B KIIIHIYHUX YMOBax, HMOBIpHO, Oy/ie BUIIUM, HiX Te, L0
crocTepirajgocss B IbOMY JOCTi[DKeHHI. ToMy cmig 3 00epeXHICTIO 3aCTOCOBYBATH MpemapaT y HaWHIKYIHA
HEOOXIIHIHN 1031.



Tabmuus 2
Brutu aTopBactaTrHy Ha (apMaKOKIHETHKY OJTHOYACHO 3aCTOCOBYBAHMX JIIKAPCHKUX 3aC001B

ATopBacTaTuH OHOYACHO 3aCTOCOBYBAHUM JIKAPCHKUH 3aci0 Ta PEKUM JTI03YBaHHS
Tpenapar/103a (r) CuisBignomrenass | CriBBIIHOIIEHHS
perapatia AUC Crnex
80 mr 1 pas na 1[96y AnTtunipua 600 Mr, 0THOPa30BO 1,03 0,89
BOPOJIOBXK 15 NHIB
80 mr 1 pa3 Ha 100y #uroxcun 0,25 mr 1 pa3 Ha 100y,
. : 1,15 1,20
BNPOAOBXK 14 nHIB 20 nHiB
[TepopanbHi KOHTpanenTuBu 1 pa3
40 mr 1 pa3 Ha 100y Ha 100y, 2 MiCsIIi:
BIPOAOBXK 22 JTHIB — HOPETUCTEPOH | Mr 1,28 1,23
— €THHLUIECTPaion 35 MKT 1,19 1,30
Tunpanasip 500 mr 2 pa3u Ha
10 mr 1 pa3 Ha 100y no0y/puronasip 200 mr 2 pa3u Ha | 1,08 0,96
100y, 7 nHIB
10 mr 1 pa3 Ha 100y ®docammpenasip 1400 mr 2 pazu
) ' 0,73 0,82
BIPOJIOBXK 4 JTHIB Ha 100y, 14 nHiB
®docammpenasip 700 mr 2 pa3u Ha
10mr 1 pas ua I.L06y noOy/purtonasip 100 mr 2 pa3u Ha | 0,99 0,94
BIPOJIOBXK 4 JHIB .
100y, 14 nuiB

# [1lomo KiHiYHOI 3HAYYLIOCTI AUB. o3 «B3aeMozid 3 IHIIUMH JTIKapChKMMU 3aCO00aMM Ta iHII BUAU B3a€MOJIM».

Kainiuni xapakrepucTuku.

Ilokazanns.

3anobicanus cepyeo-cyOUHHUM 3AX80PIOBAHHAM ) OOPOCIUX

Jnis nopocaux marieHTiB 0e3 KIIHIYHO BUPAXXKEHOI 1IIeMIYHOI XBOpoOHM cepls, ane 3 JIeKiTbKoMa

dbakTopaMu PHU3MKY PO3BUTKY IIMIEMIYHOT XBOPOOHW ceplisi, TaKUMHU SK BIK, TIOTIOHOMAJIHHS,

apTepianbHa TilepTeHs3is, HU3bKUil piBeHb JinonpoteiniB Bucokoi minpHocTi (JITIBII[) abo HasBHICTH

paHHBO] illeMigHOT XBOPOOH ceplid y ciMeliHOMy aHaMHe31, ATopBakop® MoKa3zaHMii 1yis:

- 3MEHILICHHS PU3UKY BUHUKHEHHS 1H(apKTy MiOKap/a;

- 3MEHIIEHHS PU3UKY BUHUKHEHHS IHCYJIbTY;

- 3MEHILEHHs PU3UKY IPOBEACHHS MPOLEAYP PEBACKYIIpU3allil Ta CTEHOKap/Iil.

Hnst mopocnux marieHTiB 3 mMykpoBuMm miaderom Il Tumy Ta 6e3 KIIIHIYHO BHUPAKEHOI 1MIEMIYHOI

XBOpOOM ceplid, alle 3 JeKiabKoMa (paKTopaMH PU3HMKY PO3BUTKY IHIEMIYHOI XBOPOOM ceplisi, TAKUMHU

K pPETUHOMNATIsl, albOyMiHypis, TIOTIOHONAIIHHSA a0o apTepiajbHa TiNEpPTEH3is, JIKapChbKuil 3acid

ATtopsakop® nokazaHuit s

- 3MEHUICHHS pU3UKY BUHUKHEHHS 1H()apKTy MiOKapaa;

- 3MEHILIEHHS PU3UKY BUHUKHEHHS IHCYJIbTY.

JIns OpOCNUX TAI€HTiB 3 KIiHIYHO BHPAXKEHOIO iMIEMIYHOIO XBOpoOOo cepus AToppakop®™

MOKa3aHUM JJIA:

- 3MEHIICHHS PU3UKY BUHUKHEHHS HEJETATHHOTO 1H(PAPKTY MiOKapaa;

- 3MEHILICHHS PU3UKY BUHUKHEHHS JIETAIbHOTO Ta HEJIETAIbHOIO 1HCYIIBTY;

- 3MEHIIEHHS PU3UKY MPOBEICHHS MPOLEAYpP PEBACKYISIPHU3AILil;

- 3MEHILIEHHs PU3UKY TOCHITai3alil y 3B’ 53Ky 13 3aCTIHHOIO CEpIIEBOI0 HEIOCTAaTHICTIO;

- 3MCHIICHHS PU3UKY BUHUKHEHHS CTCHOKap/Iii.

T'inepainioemis y dopocaux nayicHmie

- Sk JMOMOBHEHHsS 1O MI€TH, MO0 3MEHIIWTH IiJBUIICHUN pPIBEHb 3arajlbHOTO XOJIECTEPUHY,
xonecrepuny JIITHIL, amoninonporeiny B Ta TpurminepuaiB, a TakoX AJis IMiJBUILEHHS PiBHA
XC-JITIBII y marfieHTiB 3 MEPBUHHOIO TIMEPXOJIECTEPUHEMIEI0 (T€TEPO3UTOTHOIO CIMEHWHOI0 Ta
HeciMeitHO0) Ta 3MimaHoro auciiminemiero (tTumu [la ta IIb 3a knacudikaitiero Openpikcona).



- Sk nomoBHEHHS A0 MIETH JUIsl JIIKYBaHHS MAI[I€HTIB 3 MiJBUIICHUM PIBHEM TPUTITIIEPUIIB Y
cuposartili kposi (tun IV 3a knacudikariero @peapikcona).

- Jlnsa niKyBaHHS TMAI€HTIB 3 MEpBUHHOIO AucOeraninonporeinemiero (tum Il 3a knmacudikamiero
®penpikcona) y BUIMaaKax, KOJIU JOTPUMAHHS JI€TH € HEOCTATHHO CPEKTHBHHM.

- Jlns 3menmenns 3aranpHoro xonectepuny ta XC-JIITHIL y mamieHTiB 3 TOMO3UTOTHOO CIMEIHOIO
TIePXOJECTEPUHEMIEIO K JOMOBHEHHS JI0 1HIIMUX TIMOJIMIAEMIYHAX METOMIIB JIIKYBaHHS (TaKUMH
sk adepes JITTHILL) aGo gKII0 Taki METOIH JIIKyBaHHS HEJOCTYIIHI.

YV oimeu

- Sk JOMOBHEHHS 1O JMIi€TH JUIsl 3MEHIICHHsS piBHS 3arainbHoro xonecrepuny, XC-JITTHI i
anomnonporeiny B y miteit Bikom Bim 10 g0 17 pokiB 3 TeTEPO3UTOTHOK CIMEHHOIO
TiNepXoJIECTEPUHEMIETO, SIKIO MICH BIAMOBIIHOT JI€TOTEpAITii pe3yIbTaT aHAIi31B TaKi:

a) xonectepun JITTHIL 3amumaerbest > 190 mr/mn (4,91 Mmmoub/m) abo
0) xonecrepun JITTHILL > 160 mr/mt (4,14 mmonb/n) Ta:

e y ciMeifHOMY aHaMHe31 HasBHI paHHI CEplIeBO-CYAMHHI 3aXBOPIOBaHHS a00

e 1Ba a0o Oinbine iHIMKX (aKTOPiB PUZKUKY PO3BUTKY CEPILIEBO-CYIMHHUX 3aXBOPIOBAaHb HasIBHI
y MaIi€HTa JUTIIOTO BIKY.

Ilpomunoxazauus.

- AKTHBHE 3aXBOPIOBAHHS IEUYIHKH, SKE MOJYKE BKIIFOUATH CTIHKE ITiJBUIICHHS PIBHS MEYIHKOBUX
TpaHCaMiHa3 HEB1JIOMOT €TioNori1.

- [NnepuyyTnuBicTh 10 OyIb-IKOT0 3 KOMIIOHEHTIB IIbOTO JIIKAPCHKOTO 3ac00Yy.

- [Tepios BariTHOCTI Ta TOAYBaHHS TPYIIIO.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHwii 6u0u 63a€mMooiil.

Pusuk po3BUTKY MiomaTii MiAg 4Yac JIKyBaHHS CTaTHHAMH MIJBUIIYETHCS Y pasi OJHOYACHOTO
3aCTOCYBaHHA MOXiTHUX (HiOPOEBOI KUCIOTH, JNiMiAOMOIU(IKYBATBHUX 03 HIAIMHY, [HKJIOCTIOPUHY
abo moTyxHHX iHri0iTOpiB 1uToxpomy P450 3A4 CYP 3A4 (manpukian, KIapuTPOMILUHY,
iHriditopiB nporeazu BIJI i Bipycy rematuty C Ta itpakoHazoiny) (auB. po3auin «DapMakoiorivxi
BJIACTUBOCTI» 1 «OCOOIUBOCTI 3aCTOCYBAHHS).

Iomyxcni inzibimopu CYP 3A4. Atopsakop® merabomizyeThes ruToxpomoM P450 3A4. OpHovacHe
3acTOCyBaHHs TpenapaTy Atopsakop® 3 moTyxkHuMM iHribitopamu CYP 3A4 Moxke NMpU3BECTH 10
NIJBUIICHHS KOHLEHTpalli aropBacTaTUHY Yy IUIa3Mi KpoBl (AuB. Tabmumio 1 Ta neranbHy
iHdopmaliro, HaBeAeHy Huxkue). CTymiHb B3aeMojii Ta MiJCUJICHHS [ii 3ajekaTh BijJ BIUIMBY Ha
CYP 3A4. Crnixg mo MOXIMBOCTI YHUKATH OJHOYACHOTO 3aCTOCYBAaHHS aTOPBACTATHHY 3 MOTY)KHUMH
iHriditopamu  CYP3A4 (Hanpukiala, 3 UMKIOCHOPHHOM, TEIITPOMILIUHOM, KIAPUTPOMILIMHOM,
JeNaBipIMHOM, CTHPHUIICHTOJIOM, KETOKOHA30JI0M, BOPHKOHA30JIOM, 1ITPAKOHA30JIOM, TTOCAKOHA30JIOM,
JeIKUMH IPOTUBIPYCHUMH nipernapaTtamu [uist stikyBanus HCV (Hampukiaj, enbacsip/rpa3onpesip) Ta
iHriditopamu npotea3 BLUJI, y Tomy 4duciai puToHaBipoM, JIONIHABIPOM, aTa3aHaBIpOM, 1HIUHABIPOM,
JapyHaBIpoM). SIKIIIO HEMOXJIMBO YHUKHYTH OJIHOYACHOTO 3aCTOCYBAHHS LIUX JIIKapChKUX 3acO0iB 3
aTOPBACTATHHOM, CIIiJl PO3TIISIHYTH MOJJIMBICTh 3aCTOCYBAaHHS MEHINOI IMOYATKOBOI Ta MaKCHMAaJIbHOT
7103 aToOpBacTaTHHYy. TaK0oXX PEKOMEHIYETbCS NMPOBOAUTH HAJIEKHUN KIIHIYHUN MOHITOPHHI CTaHy
narienTa (auB. Tabmauirio 1).

[Tomipsi inriditopu CYP3A4 (Hanpukiala, epUTPOMILIMH, TWITIa3eM, BepamaMil Ta (IIyKOHA30I1)
MOXXYTh IiJIBHIIYBaTH KOHIICHTPAIIIF0 aTOPBACTATUHY Y Iia3Mi KpoBi (auB. Tabmuio 1). OgHouacHe
3aCTOCYBaHHS EpUTPOMILIMHY Ta CTAaTHUHIB CYNPOBOKYETHCS MIJBUILEHHSIM pPU3UKY PO3BUTKY
mionatii. JlochimkeHHsT B3aeMoOil JKApChbKUX 3aco0iB JUIsi OINIHKM BIUIMBY amiomapoHy abo
BeparamMily Ha aTopBacTaTWH He NMPOBOAMIMCH. Biomo, 110 amiofapoH Ta Beparnamii MPUTHIYYIOTh
aktuBHICTb CYP3A4, ToMy ogHOuYacHEe 3aCTOCYBaHHSI IIUX JIKapChKUX 3ac00iB 3 aTOpBACTaTUHOM
MOYK€E TPU3BECTH 10 30UIbIICHHS EKCMO3UIil aTopBacTaTHHY. TakuM YMHOM, NMPH OJHOYACHOMY
3aCTOCYBaHHI aTopBacTaTWHy Ta HUX nMoMipHHUX 1HT10ITOpiB CYP3A4 cnig po3risiHyTH MOXKIHMBICTh
NpPU3HAYEHHS] MEHIINX MAaKCHUMAJbHUX /103 aTOPBACTaTHHY Ta MPOBEAEHHS KIIHIYHOTO MOHITOPHHIY



crany mnarienTta. Ilicns movatky jikyBaHHS iHTiOGiTOpoM abo Tmicis KOpeKuii HOro 103U TaKoX
PEKOMEHIOBAHO MPOBOJIUTH KJIIHIYHUN MOHITOPUHT CTaHy IMaIli€HTA.

I'peiingppymosuii cix. MictuTh oauH ab0 Oiblle KOMIOHEHTIB, 1m0 1HTiIOyI0Th CYP 3A4 Ta MOXYTh
MIJIBUIIYBATH KOHIICHTPAIIIF0 aTOPBACTATUHY B IJIa3Mi KpOBi, OCOOJIMBO TP HAJAMIPHOMY CIIOKMBaHH1
rpeingpyroBoro coky (Outbme Hixk 1,2 miTpa Ha 100Y).

Knapumpomiyun. 3nauenns AUC aropBacTaTHHY 3HA4YHO ITIBHIIYBAJIOCH IIPH OJHOYACHOMY
3actocyBanHi Horo y no3i 80 mr Tta kmapurpominuny (500 Mr 2 pasm Ha 100y) MOpIBHSHO i3
3aCTOCYBaHHSM TUIBKHM aTopBacTaTUHy (IuB. po3nil «®dapMakosioriydi BIacTHUBOCTI»). OTxe,
naiieHTaM, SKi IpUIMAlOTh KIApUTPOMILIMH, CITi 3 00epeKHicTIO 3acTocoByBatH ATopBakop® y 103i
Buiie 20 Mr (auB. po3aiau «OcoOIMBOCTI 3acTocyBaHHM» 1 «Croci0 3aCTOCYBaHHS Ta JIO3UY).
Komb6inayia ineibimopie npomeas. 3nayenns AUC aropBacTaTWHy 3HAYHO IiJBHUILYBAJIOCh INPH
OJIHOYAaCHOMY 3aCTOCYBaHHI aTOpBacTaTHUHY 3 JIEKiJIbKOMa KOMOiHAIIsIMH 1HT10ITOpIB mpoTeas (IuB.
po3nin «PapMaKoIOTiuHI BIACTUBOCTIY). IlamieHTaM, sKi NpUAMAarOTh TUIIPaHaBip + PUTOHaBIp abo
IJIeKanpeBip + MiOpeHTacBip, CIiJl yHHKAaTH OJHOYACHOTO 3acTOCYBaHHs IIpenapaTy ATtoppakop®.
[amieatam, sKi NpUiiMAIOTh IOMiHABip + puTOHaBip abo cumenpesip, Atoppakop® ciif
3aCTOCOBYBAaTH y HaWHWXk4id HeoOXimHid 1no3i. [[ns mamieHTiB, sKi NPUAMAIOTh CakBiHABIp +
pUTOHABIp, AapyHaBip + puToHAaBIp, (hocammpeHasip adbo docammpeHasip + puroHaBip adbo endacsip +
rpasomnpesip, 103a npenapary Atopsakop® He nosuHHA nepepuiryatd 20 mr. IIpu 3acTocyBaHHi
marieHTaM, sKi IpUiiMaloTh HeldiHaBip, 103a mpemapaTy ATopsakop® He NMOBHHHA MEPEBUIIYBATH
40 Mr, TakOX PEKOMEHIYETHCS MPOBEICHHS PETEIbHOr0 KIIHIYHOTO MOHITOPUHTY CTaHy Malli€HTiB
(muB. po3ninu «OcobauBocTi 3acTocyBaHH:» 1 «CroCi0 3aCTOCYBaHHS Ta JO3M»).

Impakonazon. 3naueHHs AUC aropBacTaTMHY 3HAa4yHO [iJIBULIYBAJIOCh MPH OAHOYACHOMY
3aCTOCYBaHHI aropBacTatuHy y nA031 40 Mr Tta itpakoHazonmy y m03i 200 Mr (amB. po3mid
«®apmakosioriuHi  BIacTUBOCTI»). OTKe, MO0 NAIli€HTIB, SKI NPUHUMAIOTh 1TPAKOHA30JI, CIIiJ
IPOSIBIATH O0EPEXKHICTH, SIKIIO /1032 aropBacTatuHy nepesuirye 20 Mr (quB. po3aian «OcoOIuBOCTI
3actocyBaHH» 1 «Croci0 3aCTOCyBaHHS Ta JO3H»).

Luxnocnopun. ATOpBacTaTHH € CyOCTpPaTOM MEYiHKOBUX TpaHCIOPTepiB. MeTaboiiTn aropBacTaTuHy
€ cyocrparamu tpancnoptepa OATP1B1. [uriditopu OATP1B1 (nanpuxmna, HUKIOCHOPHUH) MOXKYTh
nigBUIIyBaTH OlonoctymnHicTh atopBactaTHHy. AUC artopBacTaTWHy 3HA4YHO MiJIBUIYBAJOCh IPU
OJIHOYAaCHOMY 3aCTOCYBaHHI JIiKapchbKoro 3acodby B 4031 10 Mr 3 IUKIOCIOPHMHOM Yy 7031
5,2 Mr/kr/mo0y TOPIBHSIHO 13 3aCTOCYBAaHHIM TUIBKH aTopBacTaTHHy (IuB. po3nin «®Dapmakonorigi
BJIACTUBOCTI»). CIliJI yHUKATH OJHOYACHOTO 3aCTOCYBAaHHs MpenapaTy ATopBakop® Ta IUKIOCTIOPHHY
(uB. po3aia «OcoOaMBOCTI 3aCTOCYBAHHS).

Jlemepmosgip. OaHOYaCHE 3aCTOCYBaHHs aTOpBacTaTUHY Yy /1031 20 Mr Ta JieTepMoBipy y 11031 480 mr
Ha 700y MPU3BOJAWIIO 0 MiJABMILEHHS PiBHS BIUIMBY atopBacTaTuHy (cmiBBigHomeHHs AUC: 3,29)
(uB. po3nin «DapMakOKiHETHKAY).

JletrepmoBip sBHs€ThCS 1HTIOITOpOM edirokcHUX TpaHcnopTepiB P-gp, BCRP, MRP2, OAT2 Ta
nedinkoBoro TpaHcrnoptrepa OATP1B1/1B3, TtakuM 4YMHOM BiH TMiJBHUILY€E piBE€Hb BIUIUBY
atopsactatuHy. Jlo3a Jikapchkoro 3acoby Atopakop® He MOBMHHA TepeBunlyBatd 20 MI Ha 100y
(muB. po3ain «Crocid 3acToCyBaHHS Ta J03H).

Cryninb onocepenkoBanux Jikapcbkux B3aemoain CYP3A ta OATP1B1/1B3 na cynyTHI JiKapchKi
3aco0u Moke OYyTH PpI3HOIO TpPH OJHOYACHOMY 3aCTOCYBAaHHI JIETEPMOBIPY 3 IIMKJIOCIIOPUHOM.
3acTocyBaHHs JiKapchkoro 3aco0y ATopBakop® He pPeKOMEHAYEThCS MallicHTaM, fKi MpUHMAaroTh
JIETEPMOBIP OJTHOYACHO 3 IIUKJIOCTIOPUHOM.

I'nexanpesip i niopenmaceip, enbacsip ma epasonpegip. CyNyTHE 3aCTOCYBaHHS TJIEKaNpeBipy Ta
niopeHTacBipy abo enbacBipy Ta Irpas3onpeBipy MOXKE MPHU3BECTH 10 MIABUIICHHS KOHIEHTpAIii
aTOpBacTaTHHY Y IJIa3Mi KPOBI Ta MiJIBUILEHOTO PU3HUKY MiONAaTii.

[Ipy opHOYacHOMY 3acTOCyBaHHI TIJIeKampeBipy 1 MIOpeHTacBipy 3 aTOpPBACTaTHHOM ILIa3MOBa
KOHIIEHTpALlisl aTOpBACTaTHHY MiABUINYEThCS 10 8,3 pasza yactkoBo yepe3 BCRP, OATP1B1/1B3 Ta
CYP3A iHribyBaHHsa, TOMY HE PEKOMEHAYETbCS OJHOYACHE 3aCTOCYBAaHHS JIIKApPChKOrO 3acoly
ATtopBakop® marieHTaM, SKi CyNyTHbO IPHHMAIOTH JKapChKi 3ac00M, IO MICTATH IJIeKampeBip Ta
niOpeHTacBip.



[Ipu opHOWacHOMY 3acTOCyBaHHI ej0acBipy Ta TIpa3ompeBipy 3 aTOpBACTAaTMHOM IUIa3MOBa
KOHIICHTpAIlis aTOpBacTaTUHY MiABUIIYeThes 0 1,9 paza wactkoBo uepe3 BCRP, OATP1B1/1B3 ta
CYP3A inribyBanns, ToMy 103a JiKapchkoro 3aco6y Atopsakop® He IOBMHHA HepeBUIIyBaTH 20 MT
Ha 00y IpH 3aCTOCYBaHHI Malli€HTaM, SKi CYMyTHbO MPHHMAIOTh JIKApPChKi 3aCO0H, IO MICTATh
enbacBip Ta rTpaszomnpeBip (muB. posaimm «DapmakokiHeTHka», «OCOOIMBOCTI 3aCTOCYBaHHS» 1
«Crocib 3acTOCYBaHHS Ta JO3H»).

MennyHi pekoMeHJamii MoJ0 3acTOCYBAaHHS JIKAPCHKUX 3ac00iB, IO B3a€MOJIIOTh, IMOAAHO Y
tabmuii 3 (muB. TakoX po3aun «DapMakoJIoriyHl BIaCTHBOCTI», «OCOOIMBOCTI 3aCTOCYBaHHS» 1
«Crocib 3acToCyBaHHS Ta I03M»).

Tabmunsg 3
B3aemoii mkapchbKux 3ac00iB, OB’ s3aH1 3 MIABUIIEHUM PU3UKOM MiomaTii/padmomMionizy
[IpemapaTu, 110 B3aEMOIIIOTH MenaudHi peKOMEHAIIIT 111010
3aCTOCYBAHHS
[luknocnopuH, TUOpaHaBip +  pHUTOHaBip, TJeKampeBip + | YHUKaTH 3aCTOCYBaHHS

miOpeHTacBip, JIETEPMOBIp TMpPH OJHOYACHOMY 3aCTOCYBaHHI 3 | aTOpBAaCTaTHHY
ITUKIIOCTIOPHHOM

KnaputpominuH, iTpakoHasosn, cakBiHaBip + puToHaBip®, mapyHaBip | He nepeBumyBatu no3y 20 mr
+ puronaBip, ¢docammpenasip, ¢ocaMIpeHaBip + PHTOHaBIp, | aTOPBACTATUHY HA 00y
enbacBip + rpazonpesip, JIETEPMOBIP

Hendinasip He nepeBumyBatu 103y 40 mr
aTOpBaCTaTHHY Ha JI00Y
JlominaBip + puTOHaBIp, CUMENpPEBip, NOX1aHI (iOPUHOBOI KHCIOTH, | 3aCTOCOBYBATH 3
CPUTPOMIIIVH, a30JIbHI MIPOTUTPUOKOBI 3aco0m, | 0OCPEXKHICTIO Ta y HAWMEHITIH
JinigoMoaudiKyBalbHI O3 HIAlIMHY, KOJIXIIHH HEeOoOX1IHINA 1031

*3acTocoByBaTH y HaiiMeHIIiH HeoOXiaHiH 103i.

T'emghibposun. Y 3B’A3Ky 3 MiJIBUILIEHUM PU3UKOM M10MaTii/pabaoMioni3y Npu OAHOYACHOMY MpUHOMI
iHridiTopiB  'MI'-KoA-penykrasu 3 rem@piOpo3wsioM CIiJi YHUKAaTH CYMICHOTO 3acTOCYBaHHS
npenapary Atopsakop® 3 reMi6po3unom (IuB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHS).

Tnwi giopamu. OCKITBKU BIJIOMO, 110 PU3MK PO3BUTKY MIOMATIi MiJ 4ac JIKyBaHHS IHTiOiTOpamu
I'MTI'-KoA-peaykTa3u MiBHUILYeThCS IPU 0HOYACHOMY MpHifoMi iHmuxX pidparis, ATopsakop® iz 3
00EepeXHICTIO 3aCTOCOBYBaTH MpPU CYMICHOMY 3aCTOCYBaHHI 3 IHIIMMH ¢ibpatamMu (IUB. PO3.ILI
«OCcoOIUBOCTI 3aCTOCYBAHHS).

Hiayun. PuU3MK BHUHUKHEHHS NOOIYHUX SBUIL 3 OOKy CKEJIETHHX M’S31B 30UIBIIYEThCS TPH
3aCTOCYBaHHI JIiKapchKoro 3aco0y Atopsakop® y KOMOIHAIi 3 HiallHHOM, TOMY 3a TaKMX YMOB CIIiJ
PO3MIISIHYTH MOJKJIMBICTh 3HMXKEHHS JTO3HM JIAaHOTO JIKapchKOro 3aco0y (auB. po3nain «OcoOinBoCTI
3aCTOCYBaHHS»).

Pugamnin abo inwi indykmopu yumoxpomy P450 3A4. OnHouacHe 3acCTOCYBaHHS Ipenapary 3
iHaykTopamu 1uToxpomy P450 3A4 (takumu sk edapipeH3, pudamIliH) MOXKe HPHU3BECTH [0
HECTIMKOro 3MEHINIEHHS KOHLEHTpAIlil aTopBacTaTUHy y IJa3Mi KpoBi. Uepe3 MexaHi3M MOABIHHOT
B3aeMoJii pudaMIIiHy pPEKOMEHIYeThCS OJHOYACHE 3acTOCYBAaHHS mpenapary Atopsakop® 3
pudamMIiHOM, OCKUIbKH OYyJI0 MOKa3aHO, 110 BiJICTPOYEHE 3aCTOCYBAaHHS Mpernapary IMicis BBEJCHHSA
pudamItiHy MOB’s3aHe 31 3HAYHUM 3HM)KEHHSIM KOHIEHTpaIlii aTOpBacTaTUHY B IJIa3Mi KPOBI.
HHunmiasemy eiopoxnopuo. OnHovyacHuM mnpuiiom atopBactatuny (40 mr) ta munriazemy (240 mr)
CYIIPOBOJIKYETHCS MiABUILIEHHIM KOHIIEHTpAllli aTOpBaCTaTHHY Y IJIa3Mi KPOBI.

Lumemuoun. Tlix 9ac MOCHIKEHh O3HAK B3a€EMO/II1 aTOPBACTATHHY Ta IUMETHANHY HE BUSIBICHO.
Aumayuou. OpHOYAaCHMN TepopajJbHUA MPUHOM aTOpPBACTaTUHY Ta CYCHEH3il aHTalUJAHOrO
mpenapary, II0 MICTUTh MarHiii Ta aIOMIHIIO TiIPOKCH], CYHIPOBOJKYETbCS 3HMKEHHSIM
KOHIIEHTpaLlli aTopBacTaTHHY B IJIa3Mi KpoBi mpubiuzno Ha 35 %. Ilpu upomy rinmosninigemMivyHa Jis
aTOpPBACTaTUHY HE 3MIHIOBAJIACh.




Konecmunon. KoHueHTpauis aTopBacTaTHHY Yy IUIa3Mi KpoBi Oyla HIDKYOIO (CIIBBIIHOIICHHS
KOHIIeHTpallii aropBactatuny 0,74) npu ogHOYACHOMY MPUIOMI aTOPBACTATHHY Ta KojecTumnoiy. [Tpu
[[bOMY TiMOJiMiieMivuHa ig KOMOIHaIl aTOpBaCTaTUHY Ta KOJECTUIONY MepeBHuIyBaia eeKr, SKuit
JTa€ MPUHOM KOXKHOTO 3 LIUX MpenapariB OKPeMo.

Asumpomiyun. OnHouacHe 3acTocyBaHHs aropBactatuny (10 mr 1 pa3 Ha n00y) Ta a3uTpPOMIIUHY
(500 mr 1 pa3 Ha 100y) HE CYIIPOBOIKYBAIOCS 3MiHAMH KOHIICHTPAIIil aTOPBACTATHHY Y IJIa3Mi KPOBI.
Ineibimopu mpancnopmy. THTIOITOPY TPAHCIIOPTHUX OUIKIB (HAMPUKIIAA, UKIOCIIOPHH, JIETEPMOBIp)
3aTHI TIJBUIYBAaTH PIBEHb CHCTEMHOi €KCHO3MIlli aTopBacTaTuHy (auB. TaOummio 1). Brums
NPUTHIYEHHS] HAKOMMMYYBAJIbHUX TPAHCIIOPTHHUX OLIKIB Ha KOHIIGHTPALIIO aTOPBACTATHHY B KIIITHHAX
NEYIHKM HEBIIOMHM. SIKIIO YHMKHYTH OJHOYACHOTO NPU3HAUEHHS [MX IMpenapariB HEMOKIHBO,
PEKOMEH/IOBAaHO 3HM3HMTH 03y Ta MPOBECTU KIIHIYHUNA MOHITOPUHT €(EeKTHBHOCTI aTOPBACTATUHY
(muB. Tabmuiro 1).

E3emumi6. 3acTocyBaHHs €3eTUMIOY sIK MOHOTEpAIIii OB’ SI3yIOTh 3 PO3BUTKOM SIBUII 3 OOKY M’S130BOi
CHUCTEMH, y TOMY YHCII padmomioni3dy. Takum 4MHOM, MPU OJTHOYACHOMY 3aCTOCYBaHHI €3eTUMIiOy Ta
aTOPBACTAaTHHY PU3HMK PO3BUTKY LMX SIBUI 30UIbIIYETHCS. PEKOMEHOBAaHO MPOBOIMTH HAICKHHMA
KIIIHIYHUM MOHITOPUHT CTaHy TaKUX IMalli€HTIB.

@y3udosa kucioma. IIpu 0THOYACHOMY CHCTEMHOMY 3aCTOCYBaHHI ()Y3HIOBOI KUCIIOTH 31 CTaTHHAMU
MOJKE€ IMIiJBUIIYBATUCA PHU3UK PO3BUTKY Miomarii, B TOMy 4uciai padaomionizy. MexaHizm 1€l
B3aeMO/I1 (Y4M € BOHA (hapMaKOIUHAMIYHOIO a00 (apMaKOKIHETHYHOIO, a00 000X BHUIIB OJIHOYACHO)
noternep HeBimomuil. 3adikcoBaHO BUMAIKUA padAoMioni3y (y TOMY YHCIH 3 JETaJbHUM HACHIIKOM) y
MAIlE€HTIB, SIKi OTPUMYBAJI KOMOIHAIIiI0 ITUX TpenapaTis.

Sxuo HeoOXxigHE CHUCTEMHE 3acTOCyBaHHS (Y3MA0BOI KHUCIOTH, CIifi MPUIMHUTH 3aCTOCYBaHHS
aTOpBAacTaTHHY Ha BECh MEPiOA 3aCTOCyBaHHS (y3ua0BOI KUCIOTH (muB. po3nin «OcobamBoCTi
3aCTOCYBAHHS).

Jluzoxcun. TIpu 0HOYACHOMY 3aCTOCYBAaHHI 6araTopasoBuX 703 JKapchKOro 3acody ATtopsakop® Ta
JUTOKCUHY PIBHOBaXHI KOHIEHTpAllli JUTOKCHHY B IUIa3Mi KpOBI MiABUIIYIOTHCA (AMB. PO3MILT
«®PapmakokineTnka»). Ciif HaJe)KHUM YUHOM KOHTPOJIOBAaTH CTAaH MAI€HTIB, SKI MPUAMAIOTH
JTUTOKCHH.

Ilepopanvui  koumpayenmusu. OIHOYACHE 3aCTOCYBaHHS AaTOPBACTATHHY 3  TEpOPATbHUMHU
KOHTpalentuBamu miBuityBaio 3HaueHHs AUC HOpeTHCTEepOHY Ta €THHUIECTPaaiony (IUB. pO3Aii
«®apmakosoriuni BiacTuBocTiy). Lle miaBumieHHs ciig OpaTy 10 yBaru mpu BHOOPI MEepOpaTbHOTO
KOHTpAIIENTHBY JUIs XKiHOK, fKi mpuiiMaioTs ATopBakop”.

Bapgapun. Atopsakop® He YMHUB KIiHIYHO 3HAYYIIOI /i HA NPOTPOMOIHOBHIA Yac MM 3aCTOCYBAHHI
nalieHTam, ki OTpUMYBAJIU JOBrOTpUBAIE JTIKyBaHHS Bap(hapHHOM.

Konxiyun. Tlpu onHOYaCHOMY 3aCTOCYBaHHI aTOPBACTATUHY 3 KOJXIIMHOM TOBIAOMIISIIOCS TIPO
BUIA/IKK MiomaTii, B TOMY YHCII pabaoMioni3y, TOMY CIijl 3 00€pEeKHICTIO PU3HAYATH aTOPBACTaTUH
3 KOJIXIIIUHOM.

Inwi  nikapewvki  3acobu. KniHIYHI  JOCHIDKEHHS TOKa3ald, MI0 OJHOYAacHE 3acTOCYBaHHS
aTOpPBAaCTaTHHY 1 TIMOTEH3WBHUX IMpenapariB Ta HOro 3acTOCYBaHHsS y MpPOILECI €CTPOreH3aMiCHOL
Teparnii He CYIpOBOUKYETbCSA KIIHIYHO 3HAUMMUMH MOOIYHUMH edexkTtamu. JocnipkeHb B3aeMoil 3
IHIIMMH JIIKapChKUMU 3ac00aMu HE POBOIUIIOCH.

Ocobaueocmi 3acmocysanns.

Ckenemni m 'a3u

Haaxonunu pijkicHi MOBIOMJIEHHS PO BUIAAKH pabJoMioili3y 3 TOCTPOIO HUPKOBOIO HEJJOCTaTHICTIO
BHACIIIOK MIOTJI00IHYpii NMPHU 3acCTOCYBaHHI aTOPBAaCTATHHY Ta I1HIIMX JIIKAPCHKUX 3aCc00IB IIOTO
kjacy. HasBHiCTh B aHaMHe31 MOpylIeHb (QYHKIIT HUPOK MOxke OyTH (aKTOPOM PHU3HKY PO3BHUTKY
pabmomionizy. Taki mamieHTH MOTPEOYIOTh OUIBII PETETBHOTO CIOCTEPEKEHHS IS BUSBICHHS
MOPYIIEHb 3 OOKY CKEJIETHUX M’ SI3iB.

ATopBacTaTHH, fK 1 1HII IpenapaTy IPyNd CTaTUHIB, 1HOJI CIPUYMHIOE MIOMATIIO, IO BU3HAYAETHCS
6omsiMu y M’sizax abo cnalOkicTio M’s31B y TOE€IHAHHI 3 MIJBUIICHHSAM IOKAa3HUKIB
kpeatuHpochokinazu (KOK) y nonan 10 pas3iB Buiie BepxHbOI Mexi HopMu. OpHOYacHe



3aCTOCYBaHHS BHUIIUX /03 aTOPBACTAaTHHY 3 TEBHUMH JIKapCHhKUMHU 3aco0amMH, TaKUMHU SK
nuKIocopuH 1 motyxHi iHTiOiTopn CYP3A4 (mampukian, KIapUTPOMINMH, ITPAKOHA30J Ta
iHri6itopu nporeas BIJI ta Bipycy remaruty C), migBUIy€e pU3HK Mionarii/pabaomMionizy.

Hanxomunu pinkicHi TOBIJOMIIGHHS MPO BUIAAKA IMYHOJIOTIYHO OIOCEPEIKOBAHOI HEKPOTHYHOT
mionatii (IOHM) — ayroimyHHoi Miomarii, moB’s3aHOi i3 3acTocyBaHHsM craTuHiB. [OHM
XapaKTepU3yeTbCcd TAaKUMHU O3HAKaMH: ClIa0KICTh MPOKCUMAaJbHUX M’SI31B Ta MIJBUIICHUN piBEHb
KpEaTHHKIHA3M Yy CHUpPOBATI[I KpOBI, SKi 30epiraloThCs HE3BAKAKYM HA MPUIUHCHHS JIIKYBaHHS
CTaTUHAMU, M’s30Ba OIONCis BHUSABISIE HEKPOTHYHY MiomaTiio 03 3HAYHOTO 3arajeHHS; IpH
3aCTOCYBaHHI IMYHOCYTIPECUBHHUX 3aCO0IB CIIOCTEPITaeThCs MO3UTHBHA TUHAMIKA.

MO>KIIUBICTh PO3BHTKY MIOIATIi Cifl pO3MNIAmaTd y OyIb-IKOTO Maimi€eHTa 3 JU(dy3HOI MIAJTIENO,
OoiicHICTIO a0o ciaOkicTI0O M’a31B Ta/abo 3HaynuM miasumieHHsM KOK. [lamierram cimipg
MOPEKOMEHAYBAaTH HETAWHO TOBIJOMIIATH MPO BUIAAKKA 000 y M’s3ax, O0JicCHOCTI abo ciaabkocTi
M’SI31B HEBIJIOMOi €TioJoTii, OCOOMUBO SKIIO II€ CYNPOBOJKYETHCS BITUYTTSIM HE3AYKaHHS abo
MIJBUIIECHHSAM TeMIepaTypd, abo SKIIO0 CHMITOMU 3aXBOPIOBAHHS M s31B 30epiraroThCs IICISA
IIPUIUHEHHS TIpUioMy Jlikapchkoro 3aco0y Atopsakop®. JIiKyBaHHS PeNapaToM CIiJ MPUIHHUTH y
pasi 3HauHoro nigsuiieHHs piBHa KOK, niarnoctyBanHs abo migo3pu Ha MioMartiio.

Pusuk wmiomarii mig yac 3acTOCyBaHHS JIIKAPCBKMX 3ac00iB IBOTO KJIAcy IiJIBUIIYETHCS MpPU
OJIHOYAaCHOMY 3aCTOCYBaHHI JIIKAPCHKHUX 3ac00iB, 3a3HayeHUX y Tabmumi 3. Jlikapi, siki po3risaaloTh
MOJKIMBICTh KOMOiHOBaHOI Tepamii mpemapatoM ATopBakop® Ta Oynb-fKHM i3 IMX HpeNaparis,
MOBUHHI PETENbHO 3BAXKUTU MOTEHI[INHI epeBaru Ta pU3MKH, a TAKOXK PETENbHO CTEXHUTU 32 CTAHOM
MAIiEHTIB MOJ0 OyIb-IKHX CHMIITOMIB 000, OOMCHOCTI abo cinabKocTi y M’s3aX, OCOOJIHMBO
MPOTATOM TMOYATKOBUX MICSIIB Teparii Ta MPOTATOM MepioAiB TUTPYBAHHS J03M y OiK 3017IbIIEHHS
Oynb-sikoro 3 mpemnapatiB. Crifg pO3TIISHYTH MOXIJIMBICTH 3aCTOCYBAHHSI HH3BKHX IOYAaTKOBUX Ta
HiATPUMYBAIBHUX 103 aTOpBACcTaTUHY MPH OJHOYACHOMY IPUIOMI 3 BHUILE3TaJaHUMH JIKAPCHbKUMU
3acobamu (IUB. po3ain «B3aeMoist 3 1HIIMMH JTIKapChKUMHU 3ac00aMU Ta 1HII BUAW B3a€EMOIN»). Y
TaKUX CUTYaLIsIX MOXeE po3risaaTich norpeda nepioanunoro BuzHadeHHss KOK, ane nHemae rapanrii,
10 TAKUH MOHITOPHHT JIOTIOMOKE 3aI00ITTH BUTIAKAM TSHKKOT MiOTIaTii.

Teparito npenapatom ATopsakop”™ CITiJi THMYACOBO MPUIUHUTU 260 HOBHICTIO BiIMiHUTH OYIb-IKOMY
NAIIEHTY 3 TOCTPUM, CEPHO3HUM CTaHOM, 110 BKa3y€ Ha PO3BUTOK Miorartii, abo 3a HasBHOCTI (akTopa
PU3UKY PO3BUTKY HHMPKOBOI HEJOCTATHOCTI BHACTIOK PaOAOMioni3y (HAmpuKIaid, TSKKOI rocTpoi
iH(ekii, TrinoTeH3ii, XipypriyHoi omnepaiii, TpaBMH, TSKKHMX METaOONIYHUX, EHJOKPUHHUX Ta
EJIEKTPONITUYHUX PO3JAIiB, a TAKO)K HEKOHTPOJIHOBAHUX CYAOM).

THopywenuns ¢ynxyii neuinxku

byno moxa3aHo, 110 CTaTWHH, K 1 JA€AKl 1HII TIMOJIMiJEMIYHI TepameBTUYHI 3acCO0H, MOB’s3aHi 3
BIIXMJICHHSIM B1Jl HOpMHU O10XIMIYHUX TTOKa3HUKIB (QyHKIIIT nediHku. CTiiike miABUIIECHHS (OLIbIT HiX
y 3 pa3u BuIlle BEPXHbOI MEXI HOPMAJIBHOTO Jiala3oHy, sIke BUHHUKIO 2 pa3u abo Oinblue) piBHA
CUpPOBaTKOBUX TpaHcaMiHa3 cnoctepiranocs y 0,7 % mnaiiieHTiB, Kl OTPUMYBAJId aTOPBACTATUH Ii]{
Yyac KJIIHIYHUX JOCHIKeHb. YacToTa BUMAAKIB IUX BiIXWIEHb Bil HOpMu ctaHoBmia 0,2 %, 0,2 %,
0,6 % Ta 2,3 % nns no3 npenapaty 10 mr, 20 mr, 40 mr Ta 80 MT BiAIIOBITHO.

[Tig yac KJIIHIYHUX JOCTIIKEHb Mpernapary B OJHOTO MallieHTa po3BUHYNACS *KOBTSHHI. [linBuieni
MOKa3HUKHU (yHKIIOHaTbHUX NpoO mneuinku (PIIII) y iHmmMX mnamieHTiB He Oynu MOB’SA3aHl 3
JKOBTSIHUIICIO a00 IHIMUMHU KIIHIYHUMH cUMOTOMamu. [licist 3MeHIIeHHs J03H, TEpepBH Y
3aCTOCYBaHHI Ipemnapaty ado MPHUIHHEHHS WOTO 3aCTOCYBaHHS piBHI TpaHCaMmiHa3 MOBEPTAIUCS IO
pIBHIB mepes JIKyBaHHAM a0o MpHOIM3HO A0 LMX pIBHIB 0e3 HeraTMBHUX HaciiakiB. 18 13 30
HAI€HTIB 31 CTIMKUM migBuieHHsAM nokazHukis OIIIT mporoBxyBaiy 3aCTOCYBaHHS aTOPBACTATUHY Y
MEHIINX J03aX.

[lepen MOYATKOM 3aCTOCYBAHHS JIKApChKOTO 3aco0y ATopBakop® pPEKOMEHIYEThCS OTPHMATH
pe3yJbTaTH aHalli31B MOKa3HUKIB ()EPMEHTIB MEYIHKU Ta pOOUTH aHAII3M MOBTOPHO Yy pa3i KIIHIYHOI
notpebu. Haaxomunu piakicHI mocTpeecTpalliiiHi MOBIIOMJIEHHS NP0 BHMAAKH JETalIbHOI Ta
HeJIeTaJdbHOI MEYIHKOBOI HEJOCTATHOCTI y MAlll€HTIB, SKI MpUWMaIM Mpenapatd I'pynu CTaTHHIB, y
TOMY YMCJ1 aTOpBacTaTHH. Y pasi CepHO3HOro ypaskeHHs MEYiHKU 3 KJITHIYHUMH CUMITOMaMHu Ta/abo
rinep6inipybinemiclo a60 KOBTSHHIIEIO TMijl Yac 3acTOCYBaHHsS IpemapaTy ATopBakop® HEOOXimHO



HEraifHO MPHUIHMHUTH JIKyBaHHs. SIKIO HE BH3HAUEHO aJbTEPHATHUBHOI €TIONOTii, HE CIiJ MOBTOPHO
PO3MOYMHATH JIKYBaHHS MpenapaToM.

ATopsakop® ¢t 3 00epeKHICTIO MPU3HAYATH MAI[IEHTaM, SIKi 370BKUBAIOTH ATKOr0JIEM Ta/ab0 MaloTh
B aHaMHE31 3axXxBOPIOBaHHSA mediHKW. JIikapchkuil 3acid0 NPOTUIIOKA3aHWK TIPH  aAKTUBHOMY
3aXBOPIOBAHHI MEYIHKM a00 CTIMKOMY MiJABUINEHHI piBHA NEUYIHKOBHX TpaHCaMiHa3 HEB1IOMOI
etionorii (auB. po3nin «IIpoTunokasaHHs»).

Enookpunna gpynxyis

[ToBimomisutocst mpo miaBuiieHHs piBHs HbAIc Ta KOHIIEHTpaIil IIFOKO3W B CHUPOBATII HATIIE MPH
3acrocyBanHi iHri0iTopiB ' MI'-KoA-penykrasu, B TOMY YUCIi i aTOpBaCTaTHHY.

CraTHM NEpelKOKATh CHHTE3y XOJIECTEpUHY Ta TEOPETUYHO MOXKYTh OCJIAOJIATH CEKpeLiro
HAQ/IHUPKOBO3AJIIO3HUX Ta/ab0 TOHagHUX crepoimiB. KUiiHIUHI JOCHIKEHHS TOKa3ald, II0
aTOpBACTaTHH HE 3HM)KYE 0a3ajibHy KOHIEHTPALI0 KOPTU30Jy IJIa3MH Ta HE MOpPYILIye aapeHaToBUH
pe3epB. BrimB cTaTuHIB Ha 3aIUTiAHIOBAJIbHY 3/aTHICTH CIIEPMH HE JOCIIIKYBaBCS Y JOCTaTHHOT
KUIBKOCTI1 mamienTiB. HeBigoMo, sIKkUM YMHOM IIpernapar BIUIMBA€E 1 YW B3araji BIUIMBA€E HA CUCTEMY
«cTaTeBi 3alo3u — Tinodi3 — rimorajamyc» y JKIHOK Yy mepeameHomnay3sHuil mepioa. Cmig Oytu
00epeKHUM TMPU OAHOYACHOMY 3aCTOCYBaHHI JIIKQpPChKOIO 3aco0y TPYNH CTaTHHIB 3 JIIKAPCHKUMHU
3aco0amu, SKi MOXYTh 3HI)KYBATH PiBEHb a00 aKTUBHICTh €HJOTCHHUX CTEPOITHUX TOPMOHIB, TAKIMH
SIK KETOKOHA30J1, CIIIPOHOJIAKTOH Ta LIUMETHIUH.

3acmocyeanus nayiecumam 3 HeWOOABHIMU GURAOKAMU [HCYIbMY ab0 MPAH3UMOPHOL TweMiuHOT
amaxu

[Tpu post-hoc anamizi mocmimkenas SPARCL (Stroke Prevention by Aggressive Reduction in
Cholesterol Levels/3ano0iranss iHCYIbTY HUIIXOM PI3KOTO 3MEHIICHHS PIBHS XOJIECTEPUHY), i Yac
SKOro aropBactaTuH y no3i 80 Mr Ha mportmBary Iiane6o 3acrocoByBamm 4731 mamieHty 0e3
imemiyHoi XBOpoOu ceplis, SKi Majld B aHaMHEe31 BUMAJKH 1HCYJIbTY a00 TPaH3UTOPHOI 1MIEMIYHOI
aTaKy TPOTATOM IIOTEpeHIX 6 MICAIIB, criocTepiranacs Oinbla YacTOTa BUIAJAKIB T€MOPariyHOro
IHCYNBTY Yy TPYIi Malli€HTIB, SKI OTPUMYBAIM aTopBacTaTUH y 1031 80 MI' MOPIBHSHO 3 TPYIOIO
wiane6o (55 Bunankis, 2,3 % y rpymi aropBacTatuHy nopiBHsSHO 3 33 Bumagkamu, 1,4 % y rpymi
miane6o; CP: 1,68, 95 % JI: 1,09, 2,59; p=0,0168). YactoTa BUMAIKIB JETATHHOTO IeMOPAridyHOTO
1HCYNbTy Oyiia moaiOHOI B ycixX rpymnax JikyBaHHs (17 ta 18 nus rpyn aropBactaTuHy Ta mianedo
BIJIMOBIHO). YacToTa BUMAKIB HEJIETATBHOTO T€MOPAriYHoOro iHCYJIbTY OyJia 3HAYHO BHILOIO Y IpyIi
NAIi€HTIB, sIKi oTpuMyBaiu atopsactathH (38, 1,6 %), mopiBHsSHO 3 rpymoro tianebdo (16, 0,7 %).
Jlesiki mOYaTKOBI XapaKTEPUCTHKH, Y TOMY YHCIII HAasBHICTh BUIA/IKIB T€MOPAriYHOTO Ta JAKyHapHOTO
IHCYNBTY MiJ Yac BKJIIOYEHHS O JOCHIPKEHHs, aCOIIIOBAIMUCS 3 BHUINOK YaCTOTOK BUMAIKIB
reMOpariyHoro iHCyNbTy y TPy MAalli€HTIB, fKI OTPUMYBaJU aTopBacTaTuH (AMB. po3ail «[lo6iuHi
peaxuii»).

Cepen 39828 marieHTiB, sSKi OTPUMYBAJIHM aTOPBACTATHH y KIIHIYHUX HOCTiKeHHsX, 15813 (40 %)
nanieHTiB Oynu BikoMm Bi 65 poki, a 2800 (7 %) mnarmientiB Oynu BikoM Bix 75 pokie. He
CHOCTepIrajgocs *OJHOI 3arajibHOi BiAMIHHOCTI y Oe3meri Ta e(peKTHBHOCTI Npernapary MiK LUMH
NanieHTaMM Ta MOJIOJIIMMHU MallleHTaMu, TaK camo, SIK He 0YyJI0 3apeeCTpOBaHO JKOJIHUX BIIMIHHOCTEN
y BIAMOBI/II HA JIKYBaHHS MK MAI[i€HTaAMH JIITHROTO BIKY Ta MOJOIIIMMH TMaIli€HTAMH 3T1IHO 3 1HIIUM
KJIIHIYHUM JIOCBIJIOM, IIPOTE€ HE MOKHA BUKJIIOYATH OUIBIIY YYTJIUBICTh JESKMX CTapIIUX IMAlli€HTIB.
OCKUTbKYM TMAIliEHTH BIKOM BiJl 65 pOKIB CXWJIBHI JI0 Miomartii, ClIifi 3 00EpeXHICTIO MpHU3HAYaTH iM
ATtopsaxop®.

Ileuinkosa neoocmammuicmeo

ATopBakop® HpOTUNMOKA3aHMIl TAI[i€HTaM 3 AKTUBHUMM 3aXBOPIOBAHHAMH II€YiHKH, BKIIOUHO 3i
CTIMKUM TIJBUIIEHHSAM PIBHS TICYIHKOBUX TpaHCaMiHa3 HEBIJIOMOI eTioyiorii (AMB. PO3ILIH
«DapMakooriuHi BIacTUBOCTI» 1 «IIpoTUTIOKa3aHHSY).

Ho nouamky nikyeanms

ATopBacTaTUH CJii 3 OOEpPEeKHICTIO NpPU3HAYATH TMalli€eHTaM 31 CXHWJIBHICTIO JI0 PO3BHUTKY
pabaomionizy. Jlo moyaTky JiKyBaHHS CTAaTHHAMM Y MALlI€HTIB, CXWIBHUX 10 PO3BUTKY pabaoMionisy,
cJIiJ BU3HauaTH piBeHb kpearunkinazu (KK) npu:

- TopyueHH1 QYHKIT HUPOK;




- Timo(yHKIIIT IIUTOBUIHOI 3aJ103H;

- CMAaJKOBHX PO3J1aJIax M’ S30BOi CHCTEMHU y CIMEHHOMY a00 0COOMCTOMY aHaMHE31;

- TIEpEeHECEHUX y MUHYJIOMY BUIIa/IKaX TOKCHYHOTO BIIMBY CTaTHHIB a00 (hiOpaTiB Ha M’s13H;

- TEpEHECEHUX y MUHYJIOMY 3aXBOPIOBAHHSX MEUIHKU Ta/a00 3710BXKHUBAHHI AJIKOTOJIEM.

Jyist manieHTiB TiTHROTO BiKY (BiKOM Bif 70 poKiB) HEOOXiAHICTh MPOBEACHHS 03HAYCHHUX 33aXOJIIB CIIiJT
OIIIHIOBATH 3 ypaxyBaHHSIM HassBHOCTI 1HIIHMX ()aKTOPIB CXUIBLHOCTI 10 PO3BUTKY pab0Mioi3y.
[TigBuieHHs piBHSA JKapChKOTro 3aco0y y Iuia3Mi KpOBiI MOXKJIMBE, 30KpeMa, y pasi B3aeMoJil (IuB.
po3ain «B3aemonis 3 IHIIMMH JIIKAPCBKUMHU 3aco0aMM Ta 1HIIN BHAM B3aEMOJIN») Ta y pasi
3aCTOCYBaHHA OCOOJHMBHM TIOMYJAIISM TMAI[i€EHTIB, Y TOMY 4YHCII TMali€eHTaM 31 CIaJKOBUMHU
XBOpOOaMH.

VY Takux BHIAJKaX PEKOMEHIOBAHO OI[IHIOBATH CIIiBBIIHOIICHHS PU3UKIB Ta MOKJIHMBOI KOPHCTI Bij
JIKYBaHHS Ta MPOBOJWUTHU KIIIHIYHUA MOHITOPHHT CTaHy MAaIll€HTIB. SIKIO O MOYATKy JiKyBaHHS
piBerp KK 3HauHO migBuineHuil (mepeBuinye BepxHiO Mexy Hopmu (BMH) Ginbm Hix y 5 pasiB),
JIKyBaHHS IOYMHATH HE CIIII.

Buwmiprosanus piena kpeamuHnxinazu

PiBeHb KpeaTMHKIHA3W HE CJiJi BU3HAYAaTH IICIs 1HTEHCUBHMX (iI3MUYHHUX HAaBaHTAKEHb abo 3a
HasIBHOCTI Oy/b-SIKUX MOXKJIMBHUX IbTEPHATUBHUX Npu4nH miaBumeHHs piBHsA KK, ockinbku e Moxe
YCKJIQIHUTU po3mupyBaHHs pe3yNnbTaTiB. SIKIIO Ha BUXIIHOMY pIiBHI CHOCTEPIraeThCsi 3HAYHE
nigsumenas KK (nepesummennss BMH Ginbm HiX y 5 pasiB), To uepe3 5—7 AHIB HEOOXiTHO MPOBECTH
HOBTOpPHE BU3HAYCHHSI JUIs MIATBEPKEHHS PE3yJIbTaTy.

11i0 uac nixysanns

[TarieHTH MOBUMHHI 3HATH MPO HEOOXITHICTH HETAHO MOBIAOMIISTH MPO PO3BUTOK OONO y M’fA3aX,
CYZIOM YH CJIA0KOCTi, 0COOJIMBO KOJIM BOHH CYIIPOBOIKYIOTHCS HE3TY KaHHSIM a00 TapsuKoIo.

VY pasi nosiBM IIMX CUMIOTOMIB ITiJ1 Yac JIIKyBaHHS aTOPBACTaTUHOM HEOOXiqHO BU3HA4UUTH piBeHb KK y
nporo namieHTa. Skmo pisenb KK 3nayno migsumenuit (nepesumye BMH Oinbm HiX y 5 pasis),
JKyBaHHS CIIiJ TPUITUHUTH.

JIoITBbHICTh MIPUITMHEHHS JIIKYBAHHS CJIiJ] TAKOXK PO3TISHYTH, Ko migsumeHHs piBas KK He csarae
I’ sITUKpaTHOrO nepesuiieHHs BMH, ane cumnromu 3 00Ky M’s31B MalOTh TSOKKUM XapakTep Ta
IIOJICHHO CTalOTh MPUYMHOIO HETPUEMHUX BIIYYTTIB.

[Ticns 3HUKHEHHs cuMOTOMIB Ta Hopmainizauii piBHA KK MoXHa po3IrisHyTH MOXIJIMBICTh
BIJTHOBJICHHSI JIIKYBaHHSI aTOpBacTaTHHOM a00 MOYaTKy JIIKYBaHHS aJlbTEpPHATUBHUM CTATHUHOM 3a
YMOBHU 3aCTOCYBaHHSI MiHIMaJbHOT MOXKJIMBOI J03U JIKapChKOro 3aco0y Ta peTeNbHOro Harjsy 3a
CTaHOM HAaIliEHTA.

JIikyBaHHSI aTOPBAaCTATUHOM HEOOXIAHO MPUIIMHUTH, SKIIO CIOCTEPIraeThCsl KIIHIYHO 3HAYYIEe
nigsumieHHs piBHa KK (mepeBumennss BMH Ounbm Hix y 10 pa3iB) abo y pas3l BCTaHOBJIEHHS
niarHosy pabnomionizy (abo mizjo3pu Ha PO3BUTOK paboMiodizy).

QoHouache 3acmocy8ants 3 IHWUMU JIKAPCOKUMU 3aC00aMu

Pusuk po3BUTKY pabaoMioii3y MiJBUILYETHCS MPU OJHOYACHOMY 3aCTOCYBaHHI aTOPBACTATUHY 3
JNEeSIKUMHU JTIKapChbKUMU 3aco0aMu, 10 MOXYTh 30UIBIINTH KOHIIEHTPALII0 aTOPBACTaTUHY Yy IUIa3Mi
kpoBi. IlpuknagamMu Takux JiKapchbKuX 3aco0iB MOXyTh OyTH moTyxHi iHriditopu CYP3A4 a6o
TPAHCIIOPTHUX OLIKIB: IUKJIOCIOPUH, TEIITPOMIIUH, KIAPUTPOMILMH, J€JaBIpIUH, CTUPHUIIEHTOI,
KETOKOHA30JI, BOPUKOHA30JI, ITPaKOHa30JI, T0CAKOHA30J1, JIETePMOBip Ta iHridbiropu mporeaz BUI, y
TOMY WYHCII PpUTOHABIp, JIOMNiHABIp, aTa3aHaBip, I1HAWHABIp, napyHasip. Ilpu opHOUacHOMY
3aCTOCYBaHHI 3 remMQpiOpo3ujaoM Ta IHIIMMU NOXIZHUMH (iOpo€BOi KHCIOTH, OOLENnpeBipoM,
€pUTPOMIIIMHOM, HiallUHOM Ta €3eTUMiOOM, TeJamnpeBipoM abo 3 KOMOIHALI€I0 TeanpeBip/pUTOHaBIp
TaKOX 3pOCTa€ PU3MK BUHUKHEHHS Miomarii. SIKIO MOXIJIMBO, CIIiJi 3aCTOCOBYBATH 1HIII JIIKApChKi
3aco0u (1110 HE B3a€EMOJIIIOTh 3 ATOPBACTATHHOM) 3aMICTh BHUILE3raJaHHX.

SIKmo HeoOXiAHO MPOBOAMTH OJHOYACHE JIIKYBaHHS aTOPBACTATHMHOM Ta 3TaJlaHMMH IperapaTamH,
NOTpiOHO PETENIbHO 3BAXKUTU KOPUCTh Ta PU3MKHU BiJl TAKOTO JIKYBaHHA. SIKIO Malie€eHTH NpUIMAIOTh
JKapChKi 3ac00M, 10 MiJBUIIYIOTh KOHLEHTPALI0 aTOpBACTaTUHY B IJIa3Mi KPOBI, PEKOMEHY€EThCS
3HWXKYBAaTH JI03y aToOpBacTaTHHY 10 MiHiManbHOI. KpiM TOro, y pasi 3acTocyBaHHS HOTYXKHHUX
iHrioitopie. CYP3A4 cnii po3misiHYTM MOXJIMBICTH 3aCTOCYBAHHS MEHIIOI IOYAaTKOBOI 03U




aTopBacTaTHHy. TaKkoXX PEKOMEHAYETHCS MPOBOJIUTH HAJICKHUM KIIIHIYHUNA MOHITOPHHI CTaHY IIHMX
[MaIli€HTIB.

ATOpBacTaTUH HE MOXXHA MPHU3HAYATH OJHOYACHO 3 (DYy3UJOBOIO KHCIOTOIO, SIKY 3aCTOCOBYIOTh
CHUCTEMHO, a00 BIIPOJIOBX 7 JHIB IMICIS MPUITMHEHHS JiKyBaHHS (y3UI0BOIO KHCIOTO. Ilarientam,
KM CHCTEMHE 3aCTOCYBaHHS (Py3uJ0BOI KHCIOTH BBAXKAETHCSI HEOOXITHHUM, JIIKYBaHHS CTaTHHAMU
CJ IPU3YITMHUTH Ha BECh NEPI0J 3aCTOCYyBaHHS (DY3HMI0BOI KUCIOTH. Y TAIlIE€HTIB, K1 OTPUMYBaJIH
(Gy3uI0By KHCIOTY Ta CTaTHMHU y KOoMOiHamii, Oynu 3apeecTpoBaHi BUIAIKH PabAOMIiONi3y, B TOMY
yucal JeTanbHi (muB. po3ain «B3aemonis 3 IHIIMMHU JIIKQPCHhKMMM 3aco0aMu Ta 1HIIN BHIU
B3aeMOiii»). TlamieHTy i peKOMEHIyBaTH HEraHO 3BEPTATHCA 3a MEIUYHOIO JOMOMOTOI0 Yy pasi
BUHHKHEHHS Oy/Ib-SIKUX CUMIITOMIB C1a0KOCTI1, 0010 200 00JIICHOT YyTIUBOCTI y M’sI3aX.

Tepamito cTraTHHaMU MOKHA MPOJOBXKHUTU Yepe3 7 THIB Micisl OTPUMAHHS OCTaHHBOI 103U (y3U0BOT
KHUCJIOTH.

3a BHUHATKOBUX OOCTaBHMH, KOJHM TOTpiOHE IOBrOCTPOKOBE CHCTEMHE 3aCTOCYBaHHS (Yy3HMIOBOT
KHCJIOTH, HANPUKIA JJIs JIKYBaHHSA TSOKKAX 1HQEKIiH, HeOOX1IHICTh OJHOYACHOTO 3aCTOCYBAaHHS
npenapary Atopsakop® Ta (y3HH0BOI KUCIOTH CIiJ| PO3TIISAATH TilbKU B iHIMBidyalbHOMY TOPSIKY
Ta 3IMCHIOBATH ITiJT PETSIIBHUM HATrJISI0M JIiKapsl.

IHTepcTuiianbHa XBopoOa JiereHiB

[Tig vac nikyBaHHS ACSIKUMHU CTaTMHAMU (OCOONIMBO IiJ 4ac TPUBAJIOTO JIKyBaHHs) OyJau OMMCaHi
BUHSTKOBI BHITQJKH PO3BUTKY IHTEPCTHIIAIBHOI XBOpoOHU siereHiB. Jlo TposiBiB 1i€i XBOpoOH MOKHA
BITHECTH 3aJMIIKy, HENPOAYKTHMBHHI  Kallledb Ta 3arajbHe TMOTIPIICHHS CaMOIMOYYTTS
(cTOMITIOBAHICTb, 3HIDKEHHSI MacH Tijla Ta rapsyka). Y pas3i BUHUKHEHHS IiJJ03pH Ha IHTEPCTHIIAIbHY
XBOPOOY JIEreHiB CIiJ] MPUITMHUTH JIIKYBaHHS CTATUHAMHU.

HanorHroBaui

Jo cknany mpenapaTy ATopsakop® BXOJUTB JIAKT03a. Y pa3i BCTAHOBIEHHS HEMEPEHOCUMOCTI JESKHX
I[yKpiB HEOOX1THO MPOKOHCYIBTYBATHCA 3 JIKapeM, MepIl HixK NpUiAMaTH e JTikapchKui 3acio.
Jlikapchkuit 3aci6 Atopakop® MicTUTh MeHIIE | MMOJIB/03y HATPil0, TOOTO NPAKTHYHO BibHUIL Bif
HATpIIO.

Tepamisa ninigomMoaudiKyBaIbHUMH IpernapaTaMyu MOBUHHA OyTH OJAHHUM 31 CKJIaJOBHUX KOMIIOHEHTIB
KOMIUIEKCHOI Tepamii sl Mali€HTiB 31 3HaYHO MiJIBUILIEHUM PU3HKOM PO3BUTKY aT€POCKIEPOTUUHHUX
3aXBOPIOBAaHb CYJIMH 4epe3 TilepXoJieCTepHUHEMil0. MeauKaMeHTO3Ha Tepariss PeKOMEHAYEThCS SIK
JIOTIOBHEHHSI JIO JIIE€TH, KOJIM Pe3ybTaTy B TOTPUMAaHHS JIETH, 1110 OOMEXYE CIIOKUBAHHS HACHUECHUX
KHUPIB Ta XOJECTEPHUHY, a TaKOX BIJl 3aCTOCYBAaHHS IHIIMX HEMEJMKAaMEHTO3HHMX 3aXojiB Oyio
HepocTaTHbO. [lamieHTam 3 1mEeMI4HOI0 XBOpoOoro cepust abo 3 JeKiabkoMa (aKTOpaMu PHU3UKY
PO3BHUTKY ilIEMiuHOT XBOPOOH ceplis MpuiioM mpenaparty ATopsakop®™ MOKHA PO3MOYATH OJHOYACHO 3
JOTPUMAHHSM JIETH.

ObmedicenHs 3acmocy8ants

Atoppakop® He JOCHiIKyBald 3a yMOB, KOIM OCHOBHMM BiJXMJIEHHSM Bil HOPDMH 3 OOKY
JnonpoTeiHiB Oyio MiIBUIIEHHS PiBHA XUJIOMIKpoHiB (Tunu I Ta V 3a knacudikauiero @penpikcona).
VYV NoO0auHOKKX BUMAAKAX MOBIIOMIISUIOCS, 110 CTATUHU 1HAYKYIOTH «de novoy abo 3arocTproloTh BiKE
ICHyIO4y MiacTeHito rpaBic abo ouHy wiacTeHito (auB. po3ain «lloGiuny peakuio»). Y pasi
3arOCTPEHHS CMMITOMIB CJIijl HPUITMHUTH OPUHOM Jlikapchkoro 3acoby Atopsakop”™. ITosigomusiocs
PO PELUIUBY NP TOBTOPHOMY 3aCTOCYBaHHI TOr'0 caMoro abo iHIIOTO CTaTHHY.

3acmocysanus y nepiod sacimnocmi abo 200y8anHs epyooro.

Bazimuicmo

Atoppakop® TpOTUNOKA3aHMI BaTiTHUM KiHKaM, OCKiIbKM He BCTaHOBJIEHA Oesleka HOro
3aCTOCYBaHHS BariTHUM 1 HEMae€ sIBHOI KOPHCTI NMPHUHOMY JIMITO3HIKYBAJIBHUX IMpenapariB Mija yac
BariTHOCTI. Ockinbku 1HTi01TOpU ['MI'-KOA-peaykras3u 3HHKYIOTh CHHTE3 XOJIECTEPUHY Ta, MOXJINUBO,
CHHTE3 iHIIMX GiOJOTiYHO AKTUBHUX PEYOBHH, SIKi € MOXiTHUMM XolecTepuHy, Atoppakop® Moxe
IIKiZIMBO BILTMBATH Ha miif. [TpuifoM Jikapchkoro 3aco0y Atoppakop® CIliJ IPUIMHHUTH, SK TUIbKHU
BCTAaHOBJICHA BariTHICTH (AuB. po3nin «[IpoTunokazaHus»).



PozpaxynkoBuil (poHOBHI pU3MK 3HAYHUX BPOPKEHUX Maib(popMalliii Ta BUKHMIHIB ISl BKa3aHOl
nonyssii HeBimomuid. Y 3aranbHid monyssnii CHIA po3paxyHkoBUM (DOHOBUM PH3HK 3HAYHUX
BPODKEHUX Maib(OpMaliil Ta BUKHIHIB NMPH KIIHIYHO BHU3HAHMUX BariTHOCTSAX CTaHOBHUTH 2—4 % Ta
15-20 % BiAmoBigHO.

Konmpayenyis

Jlikapcekuit 3aci6 ATopBakop® MosKe 3aBJaBaTH IIKOJH IUIOLY IIPH 3aCTOCYBAHHI BariTHOIO JKiHKOIO.
Xinkn penpoayKTHBHOTO BIKYy MaiOTh OyTH MpoiH(GOpMOBaHI MpO HEOOXiAHICTh e(EeKTUBHOL
KOHTpAIEIIIii i1 Yac 3aCTOCYBaHHS AAHOTO JIIKAPChKOTO 3ac00y.

Kniniyni f1aHi

OOmMmexeHi omyOJikoBaHl JaHi 0oOcepBalitHUX TOCHIKEHb, METaaHAIi3iB Ta KIIHIYHUX BHUIAIKIB
IIOJI0 3aCTOCYBaHHS AaTOPBACTATHHY KAaJbIII0 HE TMOKA3aJId MiJABUINCHOTO PHU3UKY BUHUKHEHHS
CepHO3HUX BPOKEHUX Mallb(opMaliiii ab0 BUKHIHIB.

Haaxonunu pigkicHi HOBIJOMIJICHHS PO BPOJKEHI aHOMAIi Micisl BHYTPIIIHBOYTPOOHOT €KCIIO3HUIIiT
iHmux iHT16iTOpiB 'MI'-KOA-penykrazu. IlpocnekTuBHe crioctepeskeHHs: nmpudaun3zHo 100 BumaakiB
BariTHOCTEH y KIHOK, SIKi JIIKYBaJIUCS CHMBACTaTHHOM a0O0 JIOBACTaTMHOM, IOKAa3ajo, IO YacToTa
BUNAIKIB BPOJKCHHUX a”HoOMaJIii mIoaa, BUKU/IHIB Ta BHYTPIITHHOYTPOOHUX
CMepTei/MEePTBOHAPO/KCHh HE TEPEBUINYBajla YAaCTOTH, OYIKYBAHOI JUIsI 3arajibHOI TIOIYJISIIIi.
KinpkicTh BHITAJIKIB € JOCTaTHBOIO, MO0 BHUKIIOYUTH > 3—4-KpaTHE IIiJIBUIICHHS BPOIKCHHUX
AQHOMAJII PO3BHUTKY IUIOAA TMOPIBHSIHO 3 (POHOBOIO HYacToTO. Y 89 % BariTHUX, 3a SKUMH BEJH
NPOCIICKTUBHE CIIOCTEPE)KEHHS, JIIKYBaHHsS IpErmaparoM pO3MOYMHAIOCA JO BariTHOCTI Ta
NpUNTUHSUITIOCS i yac | TpuMecTpy micisi BUSBICHHS BariTHOCTI.

Ilepioo 2o0ysanns epyooro

AtopBakop® TNpPOTHIIOKA3aHMI MiJ dYac TOMYBAaHHA TPYAT0. BincyTHs iHpopMaris Hpo BILIHB
npenapaty Ha JUTHHY, SKy TOAYIOTh Tpyuto, abo Ha Jakrtamito. HeBimomo, 4u TpoHHKae
aTOpBACTaTHH y TPYAHE MOJIOKO, OJHAK OYJIO MOKa3aHO, IO 1HIIWH JIKapChbKUi 3acid mbOTO Kiacy
NOTpAIUIsiE Y TPyIHE MOJOKO; aTOpPBACTATHH HAasSBHUW y MoJoIi mrypiB. OCKUIBKA CTaTHHU
NOTEHIIHHO 31aTHI CIPUYMHHUTHA CEepHO3HI HeOaXaHi peakiii y HEMOBIAT, AKi 3HAXOIAThCS Ha
IPyJHOMY TOJyBaHHi, >KiHKaM, fIKi MOTpeOyloTh IKyBaHHS mpemapaToM AToppakop®, He CIif
roxyBatu rpyaato (aus. po3ain «IIpoTunokasanss»).

30amuicmy enausamu Ha WBUOKICMb peakyii npu KepyeawHi aA8MOMPAHCNOPMOM abo THWUMU
MexarizmMamu.

Jlikapcbkuii 3aci0 Mae nay)Xe HE3HAuHMHW BIUIMB Ha MIBUJAKICTH pEakIii MiJ Yac KepyBaHHS
aBTOTPAHCIOPTOM a00 POOOTH 3 IHIIMMU MEXaHI3MaMH.

Cnoci6 3acmocysannsa ma 003u.

Tinepninioemis ma 3smiwana oucninioemis

PekoMeH 10BaHa T104aTKOBa J03a npenapary Atopsakop® craHoButh 10 mr a6o 20 mr 1 pa3 Ha 100y.
Jlns marieHTiB, ski moTpeOyroTh 3HauHOro 3HiKeHHs piBHA XC-JITTHIL (Gimemn Hik Ha 45 %),
Teparilo MOKHA po3MouuHaTh i3 no3yBaHHsA 40 mr 1 pa3 Ha noOy. [lo3oBuil Aiama3oH mpenapaty
Atopsakop® 3HaxomuThCs y Mexax Big 10 mr 1o 80 mMr 1 pas Ha n100y. Ilpenapar MoxHa mpuiiMaTu
Pa3oBOIO 103010 y Oy/Ab-sKi TOAMHU HE3aJEeKHO BiJ BXKHMBaHHA DKi. [loyaTkoBy Ta MiATpUMYBaJIbHI
1031 npenapary Atoppakop® MiaOUparOTh iHAUBIAyaIbHO, 3a1I€KHO BiJl METH JIiKyBaHHs Ta Bi/TOBIIi.
[licns mouyaTKy JiKyBaHHS Ta/abo IMicis THTPYBaHHS J03M Hpemapary ATopsakop® i
MpoaHaNi3yBaTH piBHI JIMiAIB TPOTATOM TMepioAy Bil 2 1m0 4 TWKHIB Ta BiIMOBIAHAM YHHOM
BIJIKOPUTYBATH J103Y.

T'emepo3ucomua cimeiina einepxoiecmepunemis y nayicHmie oumsa4oe2o 6ixy (sikom 10 — 17 poxis)
PexoMeHI0BaHa T0YaTKOBa J03a npenapary ATopsakop® craHoButh 10 Mr Ha 100y; MakcMMaabHa
pekoMenioBaHa no3a — 20 Mr Ha 100y (m03u mpenapaTy, 10 NepeBUlIyloTh 20 Mr, y miid rpymi
MaIie€HTIB HEe TOCTpKyBanucs). Jlo3u npemnapaty ciif mia0upaT iHAUBIAYaaIbHO, BIAMOBIIHO 10 METH
nikyBaHHs. KopuryBanHs 1031 OTpiOHO MPOBOJIUTH 3 IHTEPBAIOM 4 THXHI a00 OibIIIe.
T'omo3zucomna cimetina cinepxonecmepunemis



Jlosa mpemapary ATopBakop® Ui NAILi€HTiB 3 FOMO3UIOTHOIO CIMEHHOIO TilepXolecTepUHEMIEI0
ctaHoBuTh Big 10 mr mo 80 mMr Ha mo0y. ATOpBaKOp® HEOOX1THO 3aCTOCOBYBATH SIK JIOTIOBHEHHSI J10
THIIMX TIMOJIIMiIEMIYHUX METOIIB JiKyBaHHs (Hampukian, adepe3 JITTHIL) abo sikmio rinomimigemMidHi
METO/IH JIIKyBaHHS HE JOCTYIIHI.

Oonouacha ecinoainioemiuna mepanis

Atopakop® MOXHa 3aCTOCOBYBATH 3i CEKBECTpAHTAMH KOBYHHX KucioT. KombGiHamito iHriGiTopis
I'MI'-KoA-penykra3u (ctaTuHiB) Ta (iOparTiB CliJi 3arajJoM 3acTOCOBYBAaTH 3 OOEpEKHICTIO (IUB.
po3nim «B3aeMonis 3 IHIIMMU JIIKAPCHBKUMH 3aco0aMH Ta iHIII BUAM B3aeMoii» 1 «OcobmuBocTi
3aCTOCYBaHHS»).

Ho3zyeanns ons nayicumis i3 nopyueHHaMU QYyHKYI HUPOK

3axBOPIOBAHHS HUPOK HE BILIMBAIOTH Hi Ha KOHLEHTPALIilO JiKapchKoro 3acoby Atoppakop® y miasmi
KpoBi, Hi Ha 3HWKeHHS piBHs XC-JIITHIL], ToMmy KopuryBaHHs 7034 JTAHOTO JIKAapChKOTo 3aco0y s
MaIi€HTIB 13 MOpyHIEeHHAMH (YHKIII HUPOK HE MOTpiOHE (muB. po3aum «DapMaKOKIHETHKA» 1
«OCOOIUBOCTI 3aCTOCYBAHHSY).

Jlo3zyeanns 0 nayienmie, SKi NPUUMArOMb YUKIOCHOPUH, KIAPUMPOMIYUH, IMPAKOHA30]1, 1eMepMOGIp
abo neeni incibimopu npomeas

Crix yHUKaTH JiKyBaHHs IIpenapatoM AtopBakop®™ Malli€HTIiB, ki NPUEMAIOTh LUKIOCIOPHH abo
iHTi0iTopr mporteasu BIJI (tumpanaBip + puronHaBip), abo iHriGiTop mporeasu Bipycy rematuty C
riekanpeBip + mibpeHTacBip, ab0 JeTepMOBIp MPH OJHOYACHOMY 3aCTOCYBAHHI 3 ITMKJIOCIIOPHUHOM.
Mamiearam 3 BLUI, sxi mpuiimaroTs nominaip + purtoHaBip, ATopBakop® CIii 3aCTOCOBYBAaTH Y
HaWHWKYIH HeoOXimHik no3i. [lamieHTam, sSki MPUEMAOTh KJIAPUTPOMIIMH, 1TpaKOHA30J, enbdacBip +
rpasomnpesip, Ta manieHTam 3 BIJL, siki npuiimMatoTs y KoMOiHaIil cakBiHaBip + pUTOHABIp, TapyHaBip +
puTOHaBip, ¢ocamipeHasip, ¢ocammpeHaBip + pUTOHABIp aboO JETEPMOBIP, TEPANEBTHYHY 03y
npenapary Atopsakop® ciiz 0OMEXHTH 103010 20 MI, TAKOXK PEKOMEHIYEThCS MPOBOJAUTH HAJIEKHI
KITiHIYHI OOCTeXeHHs i 3a0e3MedyeHHs 3aCTOCYBaHHS HaWMEHIIOi HeoOXigHOi J03M mperapary
Atopsakop®. Jlnsa mamieHTiB, sKki mpuiiMaroTh iHriGiTop mpoteasu BLJI mendimapip, nikyBaHHS
npenapatoM Atoppakop® clin o6MexutH 1030100 10 40 mr. Ilpu cynyTHHOMY IIpH3HAYEHHi
aTOpBaCTaTHMHY 3 IHIIMMHU 1HTIOITOpaMU TpOTEa3 PEKOMEHIYETbCS NPOBEJACHHS BiAMOBIIHUX
KIIHIYHUX OOCTeXeHb A 3a0e3MeueHHs] 3aCTOCYBaHHS HAMMEHINOi HeOOXiMHO1 J03H JIKapChKOTO
3acoby Atoppakop® (muB. posfimu «B3aeMosis 3 IHIIMMH JiKApCHKAMM 3ac0o0aMH Ta iHIII BHAHU
B3a€MO/Iii» 1 «OCOOIHBOCTI 3aCTOCYBAHHSI).

imu.

T'emepo3zucomna cimetina cinepxonecmepuremis

be3sneka Ta eQeKTUBHICTh 3aCTOCYBAaHHS aTOPBACTAaTUHY BCTAHOBJEHI AJs AiTei BikoMm Big 10 mo 17
POKIB 3 TE€TEPO3UTOTHOIO CIMEHHOIO TINMEPXOJIECTEPUHEMIEIO K TOMOBHEHHS JI0 JIETH U1l 3HUXKCHHS
3arasibHOrO Xosiecrepuny, piBHsa JIITHIL Ta piBHs anoninonporeiny B, konu micins agekBaTtHoi cripodu
JieToreparii 3aiKCOBaHO:

* xonectepud JITTHIIL > 190 mr/nn (4,91 mmons/i) abo

* xonectepun JIITHIL > 160 mr/mn (4,14 MmMonb/n) 1

0 y ciMeiHOMY aHaMHe31 HasBHa CiMeiiHa rimepxojecTepuHeMis abo paHHI cepLeBO-CYyAWHHI
3aXBOPIOBAHHS Y POJIMYIB MEPIIOro abo Ipyroro crymeHs ado

0 HasBHI JBa 200 OUTbIIE IHINUX (HAKTOPIB PU3HKY CEPIIEBO-CYIMHHUX 3aXBOPIOBAHb.

[Toka3zaHHs 11 3aCTOCYBAaHHS aTOPBACTATUHY MMIATBEpPKEHE HA OCHOBI TOCII/IKEHb:

. [Tnane6o0-KOHTpOIbOBaHE KIIIHIYHE JOCTIIPKCHHS TPUBATICTIO 6 MicAIiB 3a ydvacTtio 187
XJIOMIIB Ta JiBYaT Micis MoyaTKy MeHcTpyamiii Bikom Bix 10 mo 17 pokis. IlamienTtH, ski
3aCTOCOBYBaJIM aTopBacTaTUH y 7031 10 Mr a6o 20 Mr moaHs, MaJd 3arajoM MOAIOHUNA TPodisb
NOOIYHMX peakiliii MOpiBHAHO 3 NAallieHTaMH, $KI OTPUMYBaIM Iuianedo. Y I1bOMY BY3bKOMY
KOHTPOJIbOBAHOMY JOCTI/DKEHHI HE OyJI0 BUSIBICHO 3HAYYIIOTO BIUIMBY JIIKAPCHKOTO 3aco0y Ha PICT
abo craTeBe JJO3piBaHHS XJIOMIIIB 200 HA TPUBAIICTh MEHCTPYATbHOTO LIUKITY Y JliBYAT.



. TpupiuHe BiKpUTE HEKOHTPOJIHOBAHE JOCITIKEHHS 3a ydacTio 163 miteit Bikom Bix 10 go 15
POKIB 3 TETEPO3UTOTHOI CIMEHHOIO TINMEPXOJECTEPUHEMIEI0, I SKUX MiAOWpamu 1103y s
JMOCATHEHHST MUTboBOro piBHs xosectepuny JIITHIL <130 mr/an (3,36 mmonb/im). besneka Ta
e(eKTUBHICTh 3aCTOCYBaHHS aropBactaTuHy npu 3HWkeHHI XC-JIITHIL 3a3Buvaii BiAmoBigaroTh
NOKa3HUKaM, SIKI CIIOCTEpIrajiucs y JAOpOCIUX TNAIli€HTIB, HE3BAXKA0Ud Ha OOMEXKEHHS IUIaHy
HEKOHTPOJIbOBAHOTO JIOCIIIIKEHHS.

HeoOxinHa KOHCYIbTAIiS AiBUAT MIiCIIS MOYATKy MEHCTpPYyalil 11010 KOHTpALEIii, KO0 1€ JOPEUHO
JUTSL HUX.

JIoBrocTpokoBOi €(eKTHBHOCTI Teparlii aTOPBAaCTaTHHOM, PO3MOYaTOi B JUTUHCTBI JJIsl 3MEHIICHHS
3aXBOPIOBAHOCTI Ta CMEPTHOCTI y JJOPOCIIOMY Billi, HE BCTAHOBJICHO.

Besneka Ta edexkTUBHICTD Teparlii aTOpBaCTATUHOM HE BCTAaHOBJIEHA Ui JiTel BikoM 10 10 pokiB 3
TFE€TEPO3UTOTHOIO CIMEHHOIO TIIEePXO0JIECTEPHUHEMIETO.

Tomosucomua cimeiina einepxonecmepunemis

Kiiniuna edexTuBHICTh mpemapaty y go3ax no 80 mMr Ha o0y mpotsarom 1 poky Oyna oriHeHa y
HEKOHTPOJIbOBAHOMY JTOCII/DKEHHI y MAIliEHTIB 3 TOMO3UTOTHOIO CIMEHHOIO TiNepXO0JIeCTEPUHEMIEIO,
JI0 SIKOTO OYJI0 BKJIFOUEHO 8 JITEH.

Ilepedosysanns.

Crenudivaoro JniKyBaHHS Tepeo3yBaHHs mperapatom Atoppaxop® Hemae. Y pasi mepeno3yBaHHS
naiieHTa MOTpiOHO  JIKyBaTH CHUMIOTOMAaTHYHO Ta MpH  HEOOXiTHOCTI BUKOPHCTOBYBATH
HiATpUMYBaJIbHI 3ax0/11. Uepe3 BUCOKHI CTYIiHb 3B’SI3yBaHHS Ipenapary 3 OiIKaMu IU1a3My KpOBi HE
CJ1iji O4iKyBaTH 3HAYHOrO 301bIIeHHs KIIipeHcy mpenapary ATopsakop® 3a JOMOMOIOK0 reMoiati3y.

Hoo6iuni peakuii.

VY 3B’A3Ky 3 THUM, IO KJIiHIYHI JOCITIJKEHHS MMPOBOJISATHCS B YMOBAX, SIKi KOJHBAIOTHCA Y HIMPOKHX
MeXax, YacTOTy BUHUKHEHHS HeOaKaHMX peakiid, M0 CIOCTepIraroThCSA IMiJ 4Yac KIIHIYHHX
JOCIIJKeHb JIIKapchbKoro 3aco0y, HE MOKHa Oe3locepelHbO TIOPIBHIOBATH 3 IOKAa3HHKAMH,
OTPUMAHUMHU TiJ Yac KIIHIYHUX JOCIIKEHb IHIIOrO Mpernapary, Ta BOHH MOXYTh HE BioOpaxatu
MOKa3HUKU YaCTOTH, IO CIIOCTEPITA€ThCsl Y KIHIUHIM MPAKTHIII.

VY 6a3i maHux Mi1ane60-KOHTPOIbOBAHOIO KIIHIYHOTO JIOCIIKEHHsI aropBacTatuHy cepen 16066
nanieHTiB (8755 orpumysanu aropactatud Ta 7311 orpumyBanu niane6o; BikoBui niamnazoH 10-93
poku, 39 % — xinku; 91 % — eBpomneoinHoi pacu, 3 % — HerpoinHoi pacu, 2 % — MOHroJI0i1HOT pacH,
4 % — iHmI) 3 MEIIaHOI0 JIIKYBaHHS, IO CTaHOBWIA 53 TwxkHi, 9,7 % maii€eHTiB, SKI OTPUMYBAIH
aTopBacTaTHH, Ta 9,5 % mauieHTIB, AKI OTPUMYBAJIH IJanedo, MPUIMHUIN 3aCTOCYBaHHS Mpenapary
yepe3 MOOIYHI peakiiii, He3aJeKHO BIJ MPUUYMHHOTO 3B’SI3Ky 3 mpenaparoM. 3agikcoBaHO II’SITh
HaMMOMMpPEeHIIMX NOOIYHUX peakiliil y MalieHTiB, AKi OTPUMYBAJIH JIIKYBaHHS aTOPBACTATUHOM, IIO
NPU3BOJMIIN JI0 TIPUNIMHEHHS 3aCTOCYBaHHS TpenapaTy Ta TPAIUBLINCS 3 YacTOTO, BHIIOK, HIK Y
rpyni mnane6o: wiamris (0,7 %), miapes (0,5 %), wymora (0,4 %), mMiABHILEHHS pIBHS
ananiHaminoTpancdepaszu (AJIT) (0,4 %) ta neuinkoBux dpepmentis (0,4 %).

V nartieHTiB, Kl 3aCTOCOBYBAJIM aTOPBACTAaTHH Yy MJane00-KOHTPOIbOBAHUX JOCTIKEHHX (n=8755),
HaifuacTime crocTepiraaucs Taki moOiuHi peakmii (4actora BumankiB > 2 % Ta BHIIe, HIK y TPy
iane6o), He3aJeKHO Bl MPUYMHHOTO 3B’A3KYy: HazodapuHrit (8,3 %), aprpairis (6,9 %), aiapes
(6,8 %), Oinb y kiHIiBKaX (6,0 %), iHdekii cevoBUBiAHUX NUIAXIB (5,7 %).

VYV Tabmumi 4 miacyMOBaHO YacTOTy KIHIYHMX TOOIYHHUX peakIliid, He3aJleXHO BiJl MPUYUHHOTO
3B’A3KY, 3apeecTpoBaHUX Yy > 2 % MAIli€eHTIB Ta 3 YacCTOTOI0 BHIIOK, HDK y rpymi mianebo, y
MaIi€HTIB, K1 3aCTOCOBYBalM aropBacTaThH (n=8755), 3a manumu 17 mmane6o-KOHTPOJIbOBAHUX
JIOCITIJIKEHb.

Tabnurs 4
Kniniyai no6ivHi peakuii, 1[0 BUHUKAIN y > 2 % Mali€eHTIB, SKi 3aCTOCOBYBAJIM aTOPBACTaTHH Y OY/Ib-
SKIM /1031 Ta 3 YaCTOTOKO BHILOI0, HDK y Tpymi Ianebdo, HE3aleX HO BiJ MPUYMHHOTO 3B SI3KY
(% martieHTiB).



[To6i cattis® bynb-sika 10 wmr, 20 mr, | 40 mr, | 80 wr, ITname6o,
ODIHA peariia 034, n=3908 | n=188 |n=604 |n=4055 |n=7311
n=8755
Hazodapunrit 8,3 12,9 5,3 7 4.2 8,2
ApTpairis 6,9 8,9 11,7 10,6 43 6,5
Hiapest 6,8 7,3 6,4 14,1 5,2 6,3
binp y kiHIiBKax 6 8,5 3,7 9,3 3,1 5,9
IH(I)eK.ull CEUYOBUBIIHUX 5.7 6.9 6.4 8 41 5.6
NUIAX1B
Hucnerncis 47 5,9 3,2 6 3,3 4.3
Hynora 4 3,7 3,7 7,1 3,8 3,5
M’sa30Bo-ckeneTHuii Outb | 3,8 52 3,2 51 2,3 3,6
M’430B1 cnazsMu 3,6 4.6 4.8 51 2,4 3
Mianris 3,5 3,6 59 8,4 2,7 3,1
Be3connsa 3 2,8 1,1 5,3 2,8 29
g)iiEHHronapHHreaanHH 23 3.9 16 28 0.7 21

*V > 2 % namieHTiB, SKi 3aCTOCOBYBAJIM aTOPBACTAaTHH y OyIb-sAKii 1031, 9acTOTa MOOIYHUX peakiii Oyia Oinbine, HiX Y
rpymi mrane6o.

Jlo 1HIIHMX MOOIYHMX peakKilii, PO SKI MOBIIOMIIUIOCS i/ Yac IJ1ane00-KOHTPOIbOBAHUX JIOCITIKCHbD,
HaJIe)KATh!

3acanvhi nopyuients: BiTIyTTs HE3AYKAHHS, MIPEKCIS.

3 60Ky WIYHKOBO-KUUKOB020 MPAKMY: NUTYHKOBO-KUIIKOBUI TUCKOM(DOPT, BIIPHIKKA, METECOPH3M,
rernaTuT, X0IecTas.

3 6oky ckenemno-m 5130801 cucmemu. M’ SI30BO-CKEJIETHUN O1Jib, TIJBUIIEHA BTOMIIIOBAHICTh M S3IB,
O111b y 1mKi, HAOpsAKaHHA CyTa001B, TeHAMHONATIA (1HOAl YCKIIaJHEHa PO3PHUBOM CYXOXKUILIISA).

3 b6oky memabonizmy ma xapyysauusa: TIJABUIIEHHS TpaHCaMiHa3, BIAXWICHHS BiJ HOPMHU
(GyHKLIOHATBHUX Npo0 MEeYiHKM, MiABMIIEHHS pIiBHA JIy)KHOI (ocdaTasm y KpoBi, MiJBUIIEHHS
aktuBHOCTI KOK, rinepriikemis.

3 60Ky Hepeogoi cucmemu. JKaxIUBl CHOBUIIHHS.

3 60Ky JuxanvHoi cucmemu: HOCOBA KPOBOTEYA.

3 60Ky wiKipu ma ii npudamkis. KpOIUB SHKA.

3 b6oky opeanie 30py. HEUITKICTh 30PY, TOPYIICHHS 30DY.

3 60Ky opeanis ciyxy ma pigHogazu: 1yM y ByXax.

3 60Ky cevocmamesoi cucmemu: JICHKOIATYPIsI.

3 60Ky penpodyKmueHoi cucmemu ma MOAOYHUX 37103 TIHEKOMACTIS.

YacToTy BUHMKHEHHS MOOIYHUX peakiliii BU3HAYa M TakuM uuHOM: yacto (>1/100, <1/10); Heuacto
(>1/1000, <1/100); pigko (>1/10000, <1/1000); myxe pimko (<1/10000), uwactora HeBimoma (He
MIJJISTae OIIHII 32 HASIBHUMHU JTAHUMHU ).

3 60Ky Hepeosoi cucmemu: 4acTo: TOJOBHUHN Ol1b; HEYACTO: 3alIaMOPOYEHHS, MapecTesis, rinecresis,
JUCTEeB31s1, aMHE31s; P1IKO: eprudepryHa HelpomnaTis; yacToTa HEB1loMa: MiacTeHis IpaBic.

3 60Ky WiIyHKOBO-KUWKOB020 MPAKMY: 4aCTO: 3all0p; HEYacTo: MaHKPEeaTuT, OJIIOBAHHS.

3 60Ky ckenemuo-m 5130801 cucmemu ma CROJIYYHOI MKAHUHY. 9acTO: OUTh y cyriobax, O11b y CIvHI;
piaKo: MiomaTisi, MiO3UT, pabIOMi0Ii3, PO3PUB M 53a; JyXKe PiIKO: BOBUAKOBUI CHHAPOM.

3azanvHi nopyuients: HE9acTo: acTeHis, OlTb y TPYISIX, IepudeprudHi HAOPSKH, CTOMITIOBAHICTb.
THopywennsa memabonizmy ma xap4yeaHis. HEYACTO: TINOTITIKEMisl, 30UIbIIEHHS MacH Tija, aHOPEKCis.
3 60Ky neuinku ma Hco8YHO20 MIXypa. Iy>Ke PIIKO: MEUIHKOBA HETOCTATHICTD.

3 60Ky wKipu ma cnoayunoi mxamunu: HEYACTO: WIKIPHI BUCHUIAHHS, CBEpOIX, alomeuis; piako:
AQHT1OHEBPOTUYHUIN HAOPSK, OyJIbO3HUN JIepMaTHUT (y TOMY YHMCIl MyJIbTH(QOPMHA epUTEMA), CHHIPOM



CriBenca — J[>koHCOHA Ta TOKCUYHUH eIiIepMaibHAN HEKPOJTi3.

3 60Ky OuxanvHoi cucmemu, opeamié epyoOHOI KAIMKU ma cepedOoCmiHHsA: YacTo: OlIb y TOpJi Ta
TOpTaHi.

3 boky kposi ma nimpamuunoi cucmemu. piIKO: TPOMOOIIUTOTICH .

3 6oy imyHHOT cucmemu. 9acTO: aJeprivHi peaKilii; qyxe piako: aHadiTakcis.

3 6oky opeanié 30py: HEUACTO: 3aTYMaHEHHS 30pY; YaCTOTa HEBiOMa: OYHA MiacTEHIs.

3minu pezyromamis 1a60pamopHux aHanizie: 4acTo: BIIXWICHHS PE3yNbTaTiB (yHKI[IOHATLHUX TIPOO
MeYiHKH, maBuineHHs akTuBHOCTI KDK KpoBi; HEYACTO: MO3UTHBHUN PE3yJIbTaT aHANI3y Ha BMICT
JICUKOIUTIB Y cedi.

Sk 1 mpu 3actocyBanHi iHmuUX iHTriIOITOpiB ['MI'-KoA-penykrazu, y mnaIi€HTiB, sKi TpUAMaId
aTOpBAaCTaTHH, CIOCTEpIrajiy MiJBUIIEHHS aKTUBHOCTI TpaHCaMiHa3 cUpoBaTku KpoBi. Lli 3MiHM
3a3BuYail Oynu cnabko BUPaKEHUMHU, THMYACOBUMHU Ta HE MOTpeOyBalu BTpydaHHS a0o JIIKYBaHHS.
Kniniuno 3Hawymie MiABHINEHHS aKTUBHOCTI TpaHCaMiHa3 CHUpPOBAaTKH KpoBi (mepeBumienHs BMH
Outbl HIXK Yy 3 pa3u) crocrepiranu y 0,8 % maiienTis, siKi npuitManu atopBactatu. Lle miaBUIIEeHHS
MaJIo 10303aJIeKHUI XapakTep Ta 0yja0 000POTHUM Y BCIX MAalli€HTIB.

VY 2,5 % nariieHTiB, SKi IpUuiMany aTopBacTaTHH, crocTepiranyu 3poctanHsa aktuBHocTi KK cupoBatku
KpOBi, mo OuIbIn HiX y 3 pa3u mepeBuniyBaia BMH. Ile 30iraeTbcs 3i CHOCTEPEKECHHSAMHU TPH
3actocyBaHHi iHIMX 1HTiIOITOpiB 'MI'-K0oA-peaykrasu y mporieci kimiHiuHUX Hochimkenb. Y 0,4 %
MAIE€HTIB, SKI OTPUMYBAJIM aTOPBACTATHH, CIIOCTEPIraBcs piBeHb, MO nepesunryBas BMH O6inbir Hixk
y 10 pasiB.

[1o614Hi peakiil, AKi BUHUKIN O1JT 9a¢ KIIHIYHUX JOCIDKEHb:

1H(DeKIIT CeYOBUBIIHOTO TPAKTY, IIYKPOBUH 1ia0eT, IHCYIIBT.

VY nocmimkenHi, sike Bkiarodano 10305 yuacHukiB (BikoBuii miamazon 40-80 poki, 19 % xiHOK;
94,6 % npencTaBHUKIB €BPOICOiTHOI pacH, 2,6 % mpencTaBHUKIB HErpoimHoi pacu, 1,5 % miBaeHHO-
a3ilicpkoro moxo/pkeHHS Ta 1,3 % 3MIMIaHOTO IMOXO/KEHHS/IHIINX), SIKI OTPUMYBAIH JIIKYBaHHS
aTopBacTaTuHOM y 11031 10 mr mozgenno (n=5 168) ab6o mmane6o (n=5 137), npodinp Oe3mexu Ta
NEPEHOCUMOCTI Tperapary y Malli€HTiB, SKi OTPUMYBAIA aTOPBACTATHH, OYB MOPIBHIOBAHUM 3 TaKUM
y rpyIii 11ane6o BIPOJI0BXK MEePioay MOJATBIIOTO CIIOCTEPEKEHHS 3 MEIIaHOI0 TPUBAJIOCTI 3,3 POKYy.
VY nocnimxeHHi, sike BKModano 2838 mamieHTiB (y BikoBoMy Alama3oHi 39-77 pokiB, 32 % KiHOK;
94,3 % mnpencTaBHUKIB e€BporeoinHoi pacu, 2,4 % miBIeHHO-a31icbKOro moxomkeHHs, 2,3 % adpo-
KapuOChKOro noxokeHHs ta 1 % iHmux) 3 nykpoBuM aiaderom Il tumy, siki OTpUMyBaiu JiKyBaHHS
aTopBacTaTHHOM y 7031 10 Mr Ha 100y (n=1 428) abo mnanedo (n=1 410), HE crocTepiranocs K0AHOT
pI3HMIII Yy 3arajibHii 4acToTi HeOakaHUX peakiiil abo cepio3HUX HeOakaHUX peaklid MK Ipyrnamu
JIKYBaHHS BIIPOJOBXK IEPIOAY MOJANIBLIONO CIOCTEPEXKEHH 3 MeiaHo TpuBajocTi 3,9 poky. IIpo
YKOJTH1 BUTIAJKUA Pa00Mi0Ni3y HE MOB1IOMIISIIOCS.

VY nmocnimkenHi, ske Bkmoyano 10001 mamienTa (BikoBuit miana3zon 29-78 pokis, 19 % xkinok; 94,1 %
MIPECTaBHUKIB €BPOIEOigHOoi pacu, 2,9 % mnpenctaBHHKIB HerpoinHoi pacu, 1,0 % mpeacTaBHUKIB
MOHT0J10iHOT pacu Ta 2,0 % IHIMMX) 3 KIIHIYHO BHPAKEHOIO IMIEMIYHOIO XBOPOOOIO cepls, sKi
OTpUMYBaJIM aTopBacTaTuH y 031 10 mr Ha 700y (n=5006) abo aTtopBactaTuH y 1031 80 Mr Ha 100y
(n=4995), crioctepiranucs OuTbLI cepiio3HI HeOaxaHi peakiii Ta BUMAJAKH IPUIMTUHEHHS 3aCTOCYBaHHS
npenapary 4epe3 HebakaHl peakiii y rpymi Hali€HTiB, sIKi OTPUMYBAJIM BUCOKI 103U aTOPBAaCTaTHHY
(92, 1,8 %; 497, 9,9 % BiIMOBIHO), MOPIBHSAHO 3 IPYMOI MAIIEHTIB, SIKI OTPUMYBAIM HHU3bKI 03U
npemapaty (69, 1,4 %; 404, 8,1 % BianOBIAHO), BIPOJOBXK MEPIOAY MOJAIBIIOTO CIIOCTEPEKESHHS 3
MeaiaHor TpuBasiocTi 4,9 poky. CTiiiki niABUIIEHHS PiBHS TpaHcamiHa3 (y 3 pa3u abo Ouiblie BHILE
BEPXHbOI MEXI HOpMH, JIBiui BrpojoBxk 4—10 guiB) cmocrepiranucs y 62 (1,3 %) oci0, sxki
oTpuMyBaiu atopBactaTuH y 1031 80 mr ta y 9 (0,2 %) ocib, siki OTpUMyBalId aTOpBacTaTUH y /1031
10 mr. IMigsumenss piBHiB KK (y 10 pa3iB abo Oiibliie BUILlE BEPXHBbOI MEKi HOPMAJIBHOTO /11alla30HY)
Oyau 3arajloM HU3bKUMH, ajie Oylu BHUIMUMHU y TPyIi NAIl€HTIB, SIKI OTPUMYBAIM BHUCOKI 03U
atropactatuay (13, 0,3 %), mNOpiBHAHO 3 TPYNOIO TMAI[IEHTIB, IO OTPUMYBAIM HH3BKI
no3u aropBactatuny (6, 0,1 %).

VY nocnipkenHi, ske Bkmouyano 8888 marieHTiB (y BikoBoMy aiana3oHi 26—80 pokiB, 19 % XiHOK;
99,3 9% mnpencraBauKiB €eBponeoigHoi pacu, 0,4 % TmpencTaBHUKIB MOHTrOJMOiAHOI pacu, 0,3 %




npeCcTaBHUKIB HerpoinHoi pacu ta 0,04 % iHIIMX), SIKi OTPUMYBAJIM aTOPBAcTaTUH y 1031 80 Mr/moly
(n=4439) abo cumBactatuH y 1031 20—40mr Ha 100y (n=4449), He cmocTepirajgocs >XOIHOT
BIIMIHHOCT] Yy 3arajpHiii 4acToTi HeOaXaHMX peaklid abo cepio3HMX HeOKAHMX pPEaKLid Mik
rpynaMu JIIKYBaHHS BIIPOAOBXK MEpioLy MOAAIBLIOTO CIOCTEPEXKEHHS 3 MENIaHO TpuBasocTi 4,8
POKY.

VY nocnimxkenHi, sike Bkitodanao 4731 namienrta (BikoBui gianazoH 21-92 poxku, 40 % sxiHok; 93,3 %
MPEJICTAaBHUKIB €BporeoinHoi pacu, 3,0 % mpencraBHUKIB HerpoimHoi pacu, 0,6 % mnpencTaBHUKIB
MOHTroJIoiAHOT pacu Ta 3,1 % iHmuX) 6e3 KIIHIYHO BUPa)KEHOI IMIEMIYHOI XBOPOOM ceplis, ane 3
HasBHICTIO B aHAMHE31 1HCYNbTY abo TpaH3uTopHOI imemiunoi araku (TIA) npoTsrom momepenHix 6
MICAIIIB, SKI OTpUMYBaIHM artopBacTaTuH y 1031 80 mr (n=2365) abo mianebo (n=2366), ynmpoaoBx
nepiofy MOJAIBIIOTO CIOCTEPEKEHHS 3 MeEAiaHok TpuBaiocTi 4,9 poky crocrepirajiacs BHIIA
YaCTOTa BUITAJIKIB CTIHKOTO MIJBUIECHHS PIBHS NMEYiHKOBUX TpaHcaMiHa3 (y 3 pasu abo Oiibllie BUIIE
BEPXHBOI MEXi HOpMH JIBidi BIpooBx 4—10 AHIB) y Tpymi Mali€HTIB, IKi OTPUMYBAIHM aTOPBACTaTUH
(0,9 %), mopiBHsHO 3 rpymor 1wiane6o (0,1 %). Bumagku migBHWIICHHS pPIiBHS KpeaTHHKiHA3H
(v 10 paziB Buie BepxHBOI MeXi HOpPMH) OyIU PIAKICHUMH, aje CIOCTEpIrajucs yacTime y rpymi
MaIi€eHTiB, ki orpumyBanu aropsactatul (0,1%), Hik y rpymi mwiaune6o (0,0 %). Lykposuii giaber
OyB 3apeecTpoBaHmMii sk HeOakaHa peakuis y 144 mamientiB (6,1 %) rpymu, mo oTpuMyBaia
aTopBacTaThH, Ta y 89 namientis (3,8 %) rpynu miane6o (auB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).
[Ipu post-hoc anamizi MpOAEMOHCTPOBAHO, IIO aTOpBACTaTUH y 1031 80 MI' 3MEHIIYBaB YacTOTY
imemiuHoro iHcynbTy (218 3 2365, 9,2 %, npotu 274 3 2366, 11,6 %) Ta miABUILYBaB 4acTOTy
BUMA/IKIB TeMOpariyHoro iHcynbTy (55 3 2365, 2,3 %, npotu 33 3 2366, 1,4 %) nopiBHSAHO 3 maneoo.
YacroTa BUMAJIKIB JIETaJILHOTO TEMOPAriyHOro 1HCYIBTY Oyia moaioHo0 MiX rpymnamu (17 BUMaaKiB y
IpyIi aTOpBacCTaTUHY MOPIBHSAHO 3 18 BUmagkamu y rpymi miamne6o). Yactora BUMaAKIB HENETATLHOTO
reMOopariyHoro 1HCyJabTy Oyjia 3HaUYHO BHIIOIO Y TPYIi MAalli€HTIB, sIKI OTPUMYBalIu aTopBacTaThH (38
BUMAJIKIB HEJIETAIBHOTO TEeMOpAariyHoro iHCYNbTY), MOPIBHAHO 3 rpymnoto Iuianedo (16 Bumaakis
HEJIEeTaIbHOIO0 TeMOPAridYHOTrO 1HCYNbTY). BUABHUIIOCS, 1110 MAalli€HTH, K1 BCTYMUIU IO AOCHTIIKEHHS
3 reMOpariyHuM iHCYJbTOM B aHaMHE31, OTpUMAaJIM IiJIBUIICHUH PU3UK TeMOpariyHoro iHcymnety (7
(16 %) aropBacratun npotu 2 (4 %) miame6o).

3HauylmUX BIAMIHHOCTEH MDK TpylaMy JIIKYBaHHS IIOJO JIETAIbHOCTI 3 YCIX TNPUYUH HeE
cnoctepiranocs: 216 (9,1 %) y rpymi, mo oTpuMyBaia aropacTaTuH y 1031 80 mr/zo0y, npotu 211
(8,9 %) y rpymi miame6o. YacTrHa MaIlieHTIB, SKi TOMEPJIH Yepe3 CepIeBO-CYyIMHHY HaToJIOTi0, Oya
YHUCEeIbHO MEHILOI y TpyHi Mali€HTiB, IKi OTpuMyBau atopBacTatuH y a031 80 mr (3,3 %), HIK y
rpymi 1wiane6o (4,1 %). YacTuHa malieHTiB, SKI MOMEPIM HE Yepe3 CepIeBO-CYAWHHY MAaTOJIOTIIO,
Oyna 4yrcenabHO OUIBIION0 y Py MAaLi€HTIB, AK1 OTpUMYBaIHM aropBacTatuH y 1031 80 mr (5,0 %), Hix
y rpymi miane6o (4,0 %).

[ToGiuHi peakiii miJl yac KIIHIYHUX JOCTIIKEHb 3aCTOCYBAaHHS aTOPBACTATUHY Y JITCH:

[Tin yac 26-THKHEBOrO KOHTPOJBOBAHOIO JOCHIDKEHHS y XJIOMI[B Ta Y JIBYaT MICHS IOYAaTKy
MEHCTpYyalliii 3 TeTepOo3UTOTHOK CiMeWHHOI0 rinepxonectepunemMicto (Bikom Big 10 mo 17 pokiB)
(n=140, 31 % — xinouoi crarti; 92 % — npeACTaBHUKU €BporeoinHoi pacu, 1,6 % — mpeacTaBHUKH
HerpoifgHoi pacu, 1,6 % — mnpeacTtaBHUKHM MOHrojoinHoi pacu Ta 4,8 % — mpeAcTaBHUKU 1HIIMX
eTHIYHUX Tpyl) npodiab Oe3NeKku Ta MEepeHOCUMOCTI aropBacTaTuHy y 1031 Bix 10 mr go 20 mr Ha
00y SIK JOMOBHEHHS JI0 JI€TH JUIsl 3HWKEHHS 3arajbHoro xosnectepuny, piBHs XC-JIITHII] ta piBHs
anoninonporeiny B 6yB 3aramom noaioHuM a0 npodinto mianedo.

Hoceio nocmpeecmpayitino2o 3acmocy8anHs npenapamy.

[IpoTsirom mocTpeecTpalifHOrO 3acTOCYBAaHHS AaToOpBacTaTMHY OylIM BHABICHI HIDKYE3a3HAUYCHI
no6iuHi peakiii. OCKUTBKH TIPO IIi peakIlii MOBIIOMIISETHCA HA TOOPOBUIBHIM OCHOBI Bij] MOMYJISAIIT
HEBIZIOMOi YHCENTBHOCTI, HE 3aBXKJIM MOXKHA JOCTOBIPHO OIIHHUTH iX YacToTy ab0 BCTAaHOBUTHU
MPUYHMHHO-HACIIIKOBUM 3B’ 130K 13 3aCTOCYBaHHSM Ipernapary.

Jlo HebakaHUX peakiliif, MOB’A3aHUX 13 JIKYBAaHHIM aTOPBACTATHHOM, 3aPEECTPOBAHMX IICIS BUXOAY
mpernapary Ha PpPHUHOK HE3aJeKHO BIJ OLIHKKM MPUYMHHO-HACHIJKOBOTO 3B’S3KYy, HaJeXaTb:
aHadinakcis, aHTIOHEBPOTUYHUN HaOpsk, OyabO3HI BHCHUIAHHSA (y TOMY YHCII €KCyAaTHBHA
MynbTU(OpMHA eputeMa, cuHapoM CTiBeHca—/[)KOHCOHA Ta TOKCHYHHUHN emiiepMalbHUNA HEKpOJIi3),




pabaomioni3, MiO3UT, MiJBUIIEHA BTOMIIIOBAHICTb, PO3PUB CYXOXKWJUISA, JieTaJbHAa Ta HeEJeTalbHa
MEYiHKOBA HEOCTATHICTh, 3alaMOpPOYEHHs, JAenpecis, nepudepuyHa HEWpomaTis, MaHKpeaTUT Ta
iHTepCcTULIIaTbHA XBOPOOA JIETeHb.

Hanxomumu piaKiCHI MOBIIOMJICHHS MPO BUIMAIKH IMYHOJIOTIYHO OITOCEPEAKOBAHOT HEKPOTHU3YIOUOT
MiOTarii, MOB’s3aHOT 13 3aCTOCYBaHHAM CTaTUHIB (AUB. po3ail «OCcOOIMBOCTI 3aCTOCYBAHHS).
Hanxomumu pinkicHi mocTpeecTpalliiiHi MOBIIOMJICHHS PO KOTHITHBHI po3ianu (BTpaTa mam’sTi,
0e3maM’ITHICTh, aMHE31sI, TOPYIICHHS IaM SITi, CITyTaHICTh CBIZIOMOCTI), OB’ sI3aHi 13 3aCTOCYBaHH M
cratuHiB. L{i KOTHITMBHI po3naau Oyau 3apeecTpoBaHI MPHU 3aCTOCYBaHHI BCiX CTaTHHIB. 3arajioM
BOHM HE HaJeXallld /0 Kareropii cepiio3HuMX HeOakaHUX peakuii Ta Oynu OOOPOTHUMH MiCHS
MIPUITMHEHHS TIPUHOMY CTAaTHUHIB, MaJl PI3HUHN Yac JI0 MOYATKy MposiBy (Bia 1 MHSA 10 KUIBKOX POKiB)
Ta 3HUKHEHHS (Me/iaHa TPUBAJIOCTI CTAHOBMJIA 3 THXKHI).

[Tim ywac 3acTocyBaHHS JESKMX CTaTHHIB OynM omuMcaHi Taki HeOakaHl sIBUINA: PO3jaa CTaTEBOI
¢yHKLIi; BHUHATKOBI BHINAIKM IHTEPCTUIAILHOI XBOPOOM JIETEHIB, OCOOJMBO IiJ Yac
JIOBFOCTPOKOBOTO JIIKYBaHHSI.

i1 yac TOCTMAPKETUHIOBUX CHOCTEPEKEHD NOBLIOMIISLIIOCS IIPO HIDKYE3a3HAUYeH] HO0IYHI peakil:

3 6oy kposonocnoi ma nimpamuyHoi cucmemu: TPOMOOIIUTOIICHIS.

3 60Ky iMyHHOI cucmemu: anepriui peaxuii, anaginakcis (y ToMy 4ucii anadiTaKTHIHIHA I0K).
Topywennsa memabonizmy ma xap4yeanus.: 301IbIICHHS MacH Tija.

3 6oky Hepsosoi cucmemu: TOJIOBHUHN O1JIb, TIITECTE3is, JUCTEB3IS.

3 60Ky winyHKOBO-KUWKO08020 mMpaKkmy: Ollb Y )KUBOTI.

3 60Ky opeanis ciyxy ma 1a0ipunmy: IyM y ByXax.

3 6oky wiKipu ma niowKipHoi MKAHUHU. KPOTIUB’ STHKA.

3 boky ckenemHo-m 30801 cucmemu ma CROLYYHOI MKAHUHU! APTPANTis, OLIb y CIHHI; PiJIKO: PO3PUB
M’si3a; Ty’Ke PIAKO: BOBYAKOBUI CHHIPOM.

3acanvui nopywenns: 611b y Tpyasax, nepudepuaHnii HaOpsK, HE3y)KaHHS, BTOMA.

3minu pesynomamie nabopamoprux ananizie: miaBuieHHsa aktuBHocTi AJIT, mifBUIlIeHHS aKTUBHOCTI
K®K kposi.

Tepmin npuoamunocmi. 2 poxu.
He 3acTocoByBaTH npenapar micist 3aKiH4eHHs TePMiHY IPHUIATHOCTI, 3a3HAYEHOT0 Ha yIAaKOBIIi.

YMoBu 30epiranns. 30epiratu B OpUriHaJIbHIM ymakoBLi Ipu Temreparypi He Buiie 25 °C.
30epiraTé y HEJOCTYITHOMY JJIsl TN MICIIL.

YnakoBka.

Ta6metku mo 10 mr: Ne 30 (10x3), Ne 60 (10x6) y 6micTepax, BKIaJICHUX B MAYKYy.
Taonerku o 20 mr: Ne 30 (10x3), Ne 40 (10x4) y Omictepax, BKIaJICHUX B IMAYKYy.
Tab6nerku mo 40 mr: Ne 30 (10x3) y OmicTepax, BKIAJICHHX B ITAUKY.

Ta6nerku o 80 mr: Ne 30 (6x5) y GiicTepax, BK/IaIcHHX B MAUKYy.

Kareropis Binmycky. 3a peuentom.

Bupoouuk. AT «Dapmak».

Micue3naxonxeHHs1 BAPOOHHKA TA ajpeca Micls NPOBAIKeHHs HOro AislJIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupumnisceka, 74.

JlaTa octaHHboro neperasay. 31.07.2024.



