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IHCTPYKIIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

ATOPBAKOP®
(ATORVAKOR)

Cknao:

oioua peuosuna: atorvastatin;

1 TaGnerka MICTUTh atopBacTaTuHy Kanblito 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.

- OpHoyacHe 3acTOCyBaHHS 3 MPOTUBIPYCHMMH IMpemapaTamu s JiKyBaHHS renatuty C
TJIEKanpeBipoM/TIiOpEHTACBIPOM.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHwii 6uOu 63a€mMooill.

Pusuk po3BUTKY MiomaTii MiJg 4Yac JIKyBaHHS CTaTUHAMHU MIJIBUIIYETHCA Yy pa3l OAHOYACHOTO
3aCTOCYBAaHHS MOXIAHMX (PIOPO€EBOI KUCIOTH, JMIAOMOAU(IKYBAIBHUX 103 HIAUHY, LUKIOCIOPUHY
abo moTyxHMX 1HrioitopiB nurtoxpomy P450 3A4 CYP 3A4 (Hanpukiaza, KIapUTPOMILUHY,
iHriditopiB nporeazu BIJI i Bipycy rematuty C Ta itpakoHazoiny) (auB. po3nian «DapMakoiorivsi
BJIACTUBOCTI» 1 «OCOOIUBOCTI 3aCTOCYBAHHS).

Iomyxcni incioimopu CYP 3A4. Atopsakop® merabomizyeThes ruToxpomoM P450 3A4. OpHovacHe
3acTOCYBaHHs TpenapaTy ATopsakop® 3 moTyxkHuMM iHribitopamu CYP 3A4 Moxke NMpU3BECTH JI0
NIJBUIICHHS KOHLEHTpalli aropBacTaTUHY Yy IUIa3Mmi KpoBl (AuB. Tabmumio 1 Ta neranbHy
iH(dopmalito, HaBefeHy Hibkue). CTymiHb B3aeMOJii Ta MiJCWUJICHHS Iii 3aleXaTh BiJ BIUTUBY Ha
CYP 3A4. Crnixg mo MOXIMBOCTI YHUKATH OJHOYACHOTO 3aCTOCYBAaHHS aTOPBACTATHHY 3 MOTY)KHUMHU
iHriditopamu  CYP3A4 (nanmpukiaa, 3 UMKIOCHOPHUHOM, TETITPOMILIUHOM, KIAPUTPOMILMHOM,
JeNaBipIMHOM, CTHPUIICHTOJIOM, KETOKOHA30JI0M, BOPHKOHA30JIOM, 1ITPAKOHA30JIOM, ITOCAKOHA30JIOM,
JIeIKUMH IPOTUBIPYCHUMH IipenapaTtamu [uist stikyBands HCV (Hampukiaj, enbacsip/rpa3onpesip) ta
iHriditopamu npotea3 BLUJI, y Tomy uuciai puToHaBipoM, JIONIHABIPOM, aTa3aHaBIpOM, 1HIWHABIPOM,
JapyHaBipoM). SIKIIIO HEMOXJIMBO YHUKHYTH OJIHOYACHOTO 3aCTOCYBAHHS LIUX JIIKapChKUX 3ac00iB 3
aTOPBACTATHHOM, CJIiJl PO3TISIHYTH MOYJIMBICTh 3aCTOCYBAaHHS MEHIIOI IMOYATKOBOI Ta MaKCUMAaIbHOI
7103 aTopBacTaTUHy. TaKoXX PEKOMEHIYETbCS NMPOBOAUTH HAIEKHHUN KIIHIYHUH MOHITOPUHI CTaHy
nairienTa (auB. Tabmuirio 1).

[Tomipsi inriditopu CYP3A4 (Hanpukiaza, epUTPOMILIMH, TWIITIa3eM, BepamaMil Ta (IIyKOHA30I1)
MOXYTh MiJIBHIIYBaTH KOHIICHTPAIIIF0 aTOPBACTATHHY Yy TUia3Mi KpoBi (auB. Tabmuito 1). OgHouacHe
3aCTOCYBaHHA EpUTPOMILIMHY Ta CTAaTHUHIB CYNPOBOKYETHCS MiJABUIIECHHAM PHU3UKY PO3BUTKY
mionatii. JlochimkeHHsT B3aeMoii JIKApChbKUX 3aco0iB JUIsl OINIHKM BIUIMBY amiogapoHy abo
Beparamuily Ha aTopBacTaTUH He NMPOBOAMINCH. BioMo, 110 aMiofapoH Ta BeparnamMii NpUTHIYYIOTh
aktuBHICTb CYP3A4, ToMy ogHOuYacHe 3aCTOCYBaHHSI IIUX JIIKAPChKUX 3acO0IB 3 aTOPBACTaTUHOM
MOX€E TPU3BECTH 10 30UIbIIEHHS EKCMO3UIil aTOpBacTaTHHY. TakuM YHMHOM, NPH OJHOYACHOMY
3aCTOCYBaHHI aTopBacTaTWHy Ta HMX noMipHUX 1Hri0iTopiB CYP3A4 cnij po3risHyTH MOKJIUBICTh



NpPU3HAYCHHS] MEHIINX MAaKCHUMAJIbHUX /103 aTOPBACTATHHY Ta MPOBEACHHS KIIHIYHOTO MOHITOPHHIY
crany mamieHta. Ilicms modarky JiKyBaHHs 1HTIOITOPOM abo TiCHs KOPEKIii HOro 103U TaKOoX
PEKOMEH/I0BAaHO MPOBOJUTH KIIHIYHUI MOHITOPUHT CTaHy Malli€HTA.

I'pevinghpymosuii cik. Mictuth onuH abo Oinblie KOMIOHEHTIB, 10 1HTIOYI0TE CYP 3A4 Ta MOXYTh
iABHUIIYBAaTH KOHLIEHTPAIIiI0 aTOPBACTAaTUHY B IJIa3Mi KPOBi, 0COOIMBO MpU HAIMIPHOMY CIIOKMBaHHI
rpeindpyroBoro coxy (0inmpiie Hixk 1,2 iTpa Ha 100Y).

Knapumpomiyun. 3nadenns AUC aropBacTaTHHY 3HA4YyHO IIiJBUIIYBAJOCh IPH OJHOYACHOMY
3actocyBaHHI Koro y 1031 80 mr Tta kmaputpoMinmHy (500 Mr 2 pasu Ha 100y) HOpIBHSHO 13
3aCTOCYBaHHAM TUIBKM aTOpBAacTaTHHY (IuB. po3ain «dDapmakosoriuni BiacTUBOCTI»). Otxe,
manieHTaM, sKi IPUHMarOTh KIApUTPOMIILIMH, CIIiJl 3 00EpPEKHICTIO 3acTOCOBYBaTH ATopBakop”® y 103i
Butie 20 mr (auB. po3ainm «OcoOmmuBOCTi 3acTocyBaHH» 1 «CIIoCiO 3aCTOCYBaHHS Ta JO3HY).
Kombinayisn incioimopie npomeas. 3nHadenHss AUC aropBacTaTWHy 3HA4YHO ITiIBUIIYBAJIOCh MPH
OJTHOYACHOMY 3aCTOCYBaHHI aTOpBAacTaTHUHY 3 JIEKUIbKOMa KOMOiHAIisIMH iHTIOITOpIB mpoTeas (AuB.
po3ain «®apmakosioriuHi BIacTUBOCTI»). IlarienTaMm, siki mpuiiMarOTh THUIPAaHABIp + pUTOHABIp abo
rIeKanpeBip + MiOpeHTacBip, CIiJl yHHKAaTH OJHOYACHOTO 3aCTOCYBAaHHs IIperapaTy ATopBakop®.
[anientam, ski npuiimaroTh JomiHaBip + puroHaBip abo cumenpesip, ATopsakop® ciin
3aCTOCOBYBAaTH y HaWHWX4YIA HeoOXimHil mo3i. [lng mamieHTiB, SKi NpUIMalOTh CakBiHaBip +
pPHUTOHABIp, AapyHaBip + puToHaBip, hocammpeHaBip abo docamnpeHasip + puToHaBip abo endacsip +
rpasomnpesip, n03a npemnapaty Atopsakop® He moBuHHA mepesmuryBatn 20 mr. Ilpu 3actocyBanHi
namieHTaM, sKi IpuitMaoTh HesldiHaBip, m03a npemapaTy ATopBakop® He NOBMHHA IEpPEBUINYBATH
40 Mr, TaKOX PEKOMEHIYETHCS MPOBEACHHS PETENBHOTO KIIHIYHOTO MOHITOPHHTY CTaHy HaIi€HTIB
(muB. po3ninn «Ocob6mMBOCTI 3acTocyBaHH» 1 «CrociO 3aCTOCYBaHHS Ta JJO3U).

Impakonaszon. 3naduenHs AUC aropBacTaTMHy 3HAa4HO IIJIBUIIYBAJIOCh MPH OJHOYACHOMY
3aCTOCYBaHHI aropBacTatuHy y nA031 40 Mr Tta irpakoHazony y 031 200 Mr (amB. po3ain
«®DapmakoIioriuyHi BIacTUBOCTI»). OTKe, IMOAO MAIli€HTIB, SAKI NPUUMAIOTh ITPAKOHA30JI, CIIiJI
MPOSIBIISATH OOEPEKHICTH, SIKIIO J03a aropBacTaTuny nepeBuinye 20 mr (quB. po3auin «OcoO0nuBoCTI
3acTtocyBaHHD» 1 «Croci0 3aCTOCYBaHHS Ta JI03U).

Luxnocnopun. ATopBacTaTuH € CyOCTpaTOM MEUYIHKOBUX TpaHCIOPTEpiB. MeTabomiTi aTOpBaCTaTUHY
€ cyocrparamu tpancnoptepa OATP1B1. [nriditopu OATP1B1 (nanpukiian, HUKIOCHOPHH) MOXYTh
niaABMIyBaTH OiogocTynHIicTh aropBactatuHy. AUC aTopBacTaTMHY 3HAa4HO MiBMIIYBAJIOCh MpHU
O/IHOYAaCHOMY 3aCTOCYBaHHI JIKapchbKoro 3aco0y B 1031 10 Mr 3 IMKIOCTIOPUHOM Yy 1031
5,2 MI/kr/no0y TOpPIBHSHO 13 3aCTOCYBAaHHSM TUIBKM aTOpBAcTaTHHY (AMB. po3ail «DapMakoJoriuHi
BIACTUBOCTI»). CIIiJ] yHMKAaTH OJHOYACHOTO 3aCTOCYBAHHs IIpenapary ATopBakop”™ Ta IUKJIOCHOPUHY
(muB. po3nin «OcoOIMBOCTI 3aCTOCYBAHHS).

Jlemepmosip. OnHOYaCHE 3aCTOCYBaHHS aTOpBACTaTHHY y 11031 20 MTr Ta jeTepMoBipy y 1031 480 mr
Ha /100y MPU3BOAMIIO JI0 MiJBUIINEHHS PiBHS BIUIMBY aropBacTatuHy (cmiBBigHomeHHs AUC: 3,29)
(uB. po3ain «@apMaKkOKIHETHKAY).

JlerepmoBip sBiseThCsl 1HTIOITOpOM edarokcHUX TpaHcnoptepiB P-gp, BCRP, MRP2, OAT2 ra
nevinkoBoro TpaHcnoprepa OATP1B1/1B3, Takum uYMHOM BIiH TMIJBUILYE pPIBEHb BIUIUBY
atopsacTaTuHy. J[03a Jikapchkoro 3aco0y Atoppakop® He MOBMHHA HepeBuiryBatd 20 MI Ha 100y
(nuB. po3ain «Crocid 3acToCyBaHHS Ta JA03H).

Cryminp onocepenkoBanux Jikapcbkux B3aemoain CYP3A ta OATP1B1/1B3 Ha cynmyTHi JliKapchbKi
3aco0u Moke OYyTH pI3HOIO INpPH OJHOYACHOMY 3aCTOCYBAaHHI JIETEPMOBIPY 3 IIMKJIOCIIOPUHOM.
3acTocyBaHHs JiKapchKoro 3aco0y ATopBakop® He PeKOMEHAYeThCs MHallieHTaM, sIKi MpMMaroTh
JIETEPMOBIP OJIHOYACHO 3 IIUKJIOCTIOPUHOM.

I'nexanpesip i nibpenmacsip, enbaceip ma epazonpesip. CyIyTHE 3aCTOCYBaHHS TJEKampeBipy Ta
niopeHTacBipy abo enbacBipy Ta Ipa3onpeBipy MOXKe MPHU3BECTH JO MiABHILEHHS KOHLEHTpALil
aTOpPBACTaTHHY Y IJ1a3Mi KPOB1 Ta MiJBUIIEHOIO PU3UKY MionaTii.

[Ipu ogHOYacHOMY 3acTOCYBaHHI TIJIeKarpeBipy 1 MiOpeHTacBipy 3 aTOpBacTaTMHOM IIJa3MOBa
KOHIICHTpAIlis aTOpBAaCTaTUHY MiABUIIYeThCs 110 8,3 pa3a yactkoBo uepe3 BCRP, OATP1B1/1B3 ta
CYP3A inriOyBaHHs, TOMYy HEe PEKOMEHIYETbCS OJHOYACHE 3aCTOCYBAaHHS JIKAapChKOro 3acoly



ATtopBakop® maiieHTaM, fKi CyNyTHbO IpPHIMAIOTH JKApChKi 3aco0M, IO MICTATH TJEKAlpeBip Ta
miOpeHTacBip.

[Ipu omHOYAacCHOMY 3acCTOCYyBaHHI enOacBipy Ta Tpa3ompeBipy 3 aTOPBACTATHHOM ILIA3MOBA
KOHIICHTpAIlis aTopBacTaTUHY MiABUINyeTbes 10 1,9 pa3a wactkoBo uepes BCRP, OATP1BI1/1B3 Ta
CYP3A inribyBanns, ToMy 103a JiKapchbkoro 3aco6y Atopsakop® He IOBMHHA HepeBUILyBaTH 20 MT
Ha 00y IpH 3aCTOCYBaHHI Malli€HTaM, SKi CYMyTHbO MPHHUMAIOTh JIKApPChKi 3aCO0H, IO MICTATh
enbacBip Ta rTpaszompeBip (muB. posaimm «DapmakokiHeTHka», «OCOOIMBOCTI 3aCTOCYBaHHS» 1
«Crocib 3acTOCYBaHHS Ta JO3H»).

Mennyni pekoMeHJamii MoJ0 3acTOCYBaHHS JIKAPCHKUX 3ac00iB, IO B3a€MOJIIOTh, IMOAAHO Y
Ttabnuii 3 (muB. TakoX po3aun «DapMakoJIoriyHl BIaCTHBOCTI», «OCOOIMBOCTI 3aCTOCYBaHHS» 1
«Crocib 3acToCyBaHHS Ta IO3M»).

Tabmunsg 3
B3aemoii nmkapchbKux 3aco0iB, OB’ s3aH1 3 MIIBUIIEHUM PU3UKOM MiomaTii/padmomMionizy
[IpemapaTu, 110 B3aEMOIIIOTH MenaudHi peKOMEHAIIIT 11010
3aCTOCYBaHHS
[{uknocniopuH, TuOpaHaBip +  pUTOHABIp, TJeKanpeBip + | YHUKaATH 3aCTOCYBAaHHS

miOpeHTacBip, JIETEPMOBIp TMpPH OJHOYACHOMY 3aCTOCYBaHHI 3 | aTOpBAaCTaTHHY
ITUKIIOCTIOPHHOM

Knaputpominuh, iTpakoHason, cakBiHaBip + puToHaBip®, mapyHaBip | He nepeBumyBatu no3y 20 mr
+ puronaBip, ¢docammpenasip, ¢ocaMIpeHaBip + pPHTOHaBIp, | aTOPBACTATUHY Ha 100y
enbacip + rpazonpesip, JIETEPMOBIP

Hendinasip He nepeBumyBatu 103y 40 mr
aTOpBaCTaTHHY Ha JI00Y
JlominaBip + puTOHaBip, CUMENpPEBip, MOX1aHI (iOPUHOBOI KHCIOTH, | 3aCTOCOBYBATH 3
EPUTPOMIIIVH, a30JIbHI1 MIPOTUTPUOKOBI 3aco0u, | 00epexKHICTIO Ta y HAWMEHII’
JinioMoandikyBanbHi J03M HiallMHY, KOJIXIINH HEOOXIiJHIH 1031

*3acTocoByBaTH y HaiiMeHIIiH HeoOXiaHii 1031,

T'emghibposun. Y 3B’A3Ky 3 MiJIBUILIEHUM PU3UKOM M10MaTii/pabaoMioni3y Npu OAHOYACHOMY MpUHOMI
iHri0iTopiB  ['MI'-KoA-penykrasu 3 r1em(piOpo3WIIOM CIliJi YHHKAaTH CYMICHOTO 3aCTOCYBAaHHS
npenapary Atopsakop® 3 reMmibposunom (auB. po3zin «OcoOIMBOCTI 3aCTOCYBAHHS).

Tnwi gidpamu. OCKITBKU BIJIOMO, 110 PU3MK PO3BUTKY MIOMATIi MiJ 4ac JIKyBaHHS IHTiOiTOpamu
I'MTI'-KoA-peaykTa3u MiIBHILYeThCS IPU 0HOYACHOMY MpHifomi iHmmx ¢ibpatis, ATopsakop® iz 3
00EepeXHICTIO 3aCTOCOBYBaTH MpPU CYMICHOMY 3aCTOCYBaHHI 3 IHIIMMH (ibpatamMu (IUB. pO3ALI
«OCcoOIUBOCTI 3aCTOCYBAHHS).

Hiayun. PuU3MK BHUHUKHEHHS NOOIYHUX SBUIL 3 OOKy CKEJIETHHMX M’S31B 30UIBIIYETHCS TPH
3aCTOCYBaHHI JIIKapchKoro 3aco0y ATopsakop® y KOMOIHAIT 3 HiallHHOM, TOMY 3a TaKMX YMOB CIIiJ
PO3IIISIHYTH MOJKJIMBICTh 3HMXKEHHS JTO3M JIAaHOTO JIKapCchKOro 3aco0y (auB. po3nain «OcoOinBoCTI
3aCTOCYBAaHHS»).

Pugpamnin abo inwi inoykmopu yumoxpomy P450 3A4. OnmHodacHe 3acTOCYBaHHS IMpemnapary 3
iHaykTOopamMu 1uToxpomy P450 3A4 (takumu sk edapipeH3, pudamIiiiH) MOXKe HPHU3BECTH [0
HECTIIIKOTO 3MEHIIeHHsI KOHIIEHTpallll aTOpBacTaTUHYy Yy Ijia3Mi KpoBi. Uepe3 MexaHi3M MOJBIHHOT
B3acMOJIii pudaMIiHy PpEeKOMEHAYeThCS OJHOYACHE 3acTOCYBaHHA Ipenapary ATtopsakop® 3
pudamMniHOM, OCKUIbKH OYyJI0 MOKa3aHo, 10 BiJICTPOYEHE 3aCTOCYBAaHHS Mpernapary Micis BBEACHHS
pudamItiHy MOB’s3aHe 31 3HAYHUM 3HI)KEHHSIM KOHIIEHTpallii aTOpBaCTaTUHY B IJIa3Mi KPOBI.
Hunmiasemy eiopoxnopuo. OnHodyacHuM mnpuiiom atopBactatuny (40 mr) ta munriazemy (240 mr)
CYIIPOBOJKYETHCS MiABUILEHHIM KOHIIEHTpallii aTOpBacTaTHHY Y IJIa3Mi KPOBI.

Lumemuoun. Tlix 9yac MOCHIKEHh O3HAK B3aEMO/IIi aTOPBACTATUHY Ta IMMETHINHY HE BUSBIICHO.
Aumayuou. OpHOYAaCHMN TepopajJbHUA NPUHOM aTOpPBACTaTUHY Ta CYCHEH3il aHTalUJAHOrO
mpenapary, IO MICTUTh MarHiii Ta aIIOMIHIIO TIIPOKCHI, CYIPOBOIKYETbCS 3HHMKEHHSIM




KOHIICHTpALii aTOpBacTaTHHY B IJIa3Mi KpoBi mpubiuzno Ha 35 %. [Ipu upomy rinomimigeMidHa mist
aTOPBACTaTHHY HE 3MIHIOBAJIACh.

Konecmunon. KoHIEHTparisi aTopBacTaTWHy Yy IIa3Mi KpoBi Oyja HWKYOKO (CITiBBITHOLICHHS
KOHIIeHTpalli atopBactaTiHy 0,74) Mpu 0AHOYACHOMY NPHIOMI aTOpBAaCTaTUHY Ta Kosectunoiny. [Ipu
[[bOMY TiNOJimiieMiuHa i KoMOiHaIil aTOpBaCTaTUHY Ta KOJECTHUIONY MepeBHIyBaia e)eKT, sIKuil
Jla€ IPUHOM KOXKHOTO 3 LIMX IIPErapariB OKPeMo.

Asumpomiyun. OqHOUYacHe 3acTocyBaHHs aropBactatuHy (10 mr 1 pa3 Ha 100y) Ta a3UTPOMINUHY
(500 mr 1 pa3 Ha 100y) HE CYIIPOBOIKYBAIOCS 3MiHAMH KOHIIEHTpALlii aTOPBACTaTHHY Y IJIa3Mi KPOBI.
Ineibimopu mpancnopmy. THTIOITOPY TPAHCIIOPTHUX OUIKIB (HAMPUKIIAA, UKIOCIIOPHH, JIETEPMOBIp)
3aTHI TIJBUIYBAaTH PIBEHb CHCTEMHOI €KCHO3WIlli aTopBacTaTWHy (auB. TaOmmmio 1). Brums
NPUTHIYEHHS] HAKOMMMYYBAJIbHUX TPAHCIIOPTHHUX OUIKIB Ha KOHIIGHTPALIIO aTOPBACTATHHY B KIITHHAX
NEYIHKM HEBIJOMHUH. SIKIIO YHUKHYTHM OJHOYACHOIO IPHU3HAYEHHs IMX IpernapariB HEMOXKJIMBO,
PEKOMEH/IOBAaHO 3HM3HTH 03y Ta MPOBECTU KIIHIYHUNA MOHITOPUHI €(EeKTHBHOCTI aTOPBACTATUHY
(muB. TabmuIro 1).

E3emumi6. 3acTocyBaHHs €3eTUMIOY sIK MOHOTEpAIIii OB’ SI3yIOTh 3 PO3BUTKOM SIBUII 3 OOKY M’S130BOi
CUCTEMH, y TOMY 4ucii pabaomionizy. TakuM unHOM, IPH OJTHOYACHOMY 3aCTOCYBaHHI €3eTUMIOY Ta
aTOPBACTAaTHHY PU3HMK PO3BUTKY LHX SBUI 301JbIIYEThCS. PEKOMEHIOBAaHO MPOBOAMTH HAICKHHUN
KIIIHIYHUM MOHITOPUHT CTaHy TaKUX IMalli€HTIB.

@y3udosa kucioma. IIpu 0THOYACHOMY CHCTEMHOMY 3aCTOCYBaHHI (y3HIOBOI KUCIIOTH 31 CTaTHHAMU
MOJK€ IMIiJBUIIYBATUCA PHU3UK PO3BUTKY Miomarii, B ToMy 4uciai pabaomionizy. MexaHi3M 1€l
B3aeMO/I1 (YU € BOHA (hapMaKOIUHAMIYHOK a00 (apMaKOKIHETHYHOIO, a00 000X BHUIIB OJIHOYACHO)
noternep HeBiomuil. 3adikcoBaHO BUMAIKUA padAoMioni3y (y TOMY YHCIH 3 JETaJbHUM HACHIIKOM) y
MAIliE€HTIB, SIKi OTPUMYBAJIM KOMOIHAIIiIO ITUX IpenapaTis.

SIKmo HeoOXiJHe CHUCTEMHE 3acTOCyBaHHSA (Y3HIOBOi KHUCIOTH, CIIiJ| MPUIHMHUTH 3aCTOCYBaHHS
aTOpBAacTaTHHY Ha BECh MEPiOA 3aCTOCyBaHHS (y3UI0BOI KUCIOTH (muB. po3nin «OcobamBoCTi
3aCTOCYBAHHS»).

Jlueoxcun. TIpu 0JHOYACHOMY 3aCTOCYBAaHHI 6araTopasoBHX 03 JKapchKOro 3acody ATopsakop® Ta
JTUTOKCUHY PIBHOBaXXHI KOHIEHTpAllli JUTOKCHHY B IUIa3Mi KpOBI MiABUIIYIOTHCA (AMB. PO3ILT
«®apmakokiHeTuka»). CIiJ HaJeKXHUM YMHOM KOHTPOJIIOBAaTH CTaH MAall€HTIB, SKI NPUIAMAIOTh
JTUTOKCHH.

Ilepopanvui  konmpayenmusu. OIHOYACHE 3aCTOCYBAaHHS AaTOPBACTATUHY 3  TEpOPATbHUMHU
KOHTpalenTuBamu mijBuinyBaio 3HaueHHs AUC HOpeTHCTepOHY Ta €THHLIECTPaiony (AMB. PO3JLT
«®apmakoJIoriuHl BIacTUBOCTI»). Lle migBuiieHHs ciijx OpaTH 10 yBaru mpu BHOOpI NEpOpaIbHOTO
KOHTpAIIENTHBY JUIs XKiHOK, fKi MpuiiMaioTs ATopBakop”.

Bapgapun. Atopsakop® He YMHUB KIiHIYHO 3HAYYIIOI 1ii HA IPOTPOMOIHOBHIA Yac IPHU 3aCTOCYBaHHI
nalieHTam, Ki OTpUMYBAJIU JOBrOTpUBAIE JTIKyBaHHS Bap(hapHHOM.

Konxiyun. Tlpu onHOYaCHOMY 3aCTOCYBaHHI aTOPBACTATUHY 3 KOJXIIIMHOM TOBIJOMIISIIOCS TIPO
BUMAJIKK MiomNaTii, B TOMY YHCII pabaoMioni3y, TOMY CJiJl 3 00€peKHICTIO MPU3HAYaTH aTOPBACTATUH
3 KOJIXIIIUHOM.

Hanmomiyun. TloBimommsiocs Tpo BUMNAAKK MiomaTii Ta/abo pabaomionizy MpH OAHOYACHOMY
3actocyBaHH1 1Hr16iTopiB I'MI'-KoA-enykrasu (Hanpukiiaj, aTopBacTaTHHY) 3 JAlTOMIIUHOM. SIKII0
OJTHOYACHOTO 3aCTOCYBaHHS HE MOYKHAa YHUKHYTH, PEKOMEHAYETbCS IPOBOAUTH BIAMOBIAHUI
KJIIHIYHUI MOHITOPUHT (AUB. po3is «OCOOINBOCTI 3aCTOCYBAHHSY).

Inwi  nikapevki  3aco6u. KimiHIYHI  TOCHIIKEHHS TOKa3alW, IO OJHOYACHE 3aCTOCYBaHHSI
aTopBacTaTHHY 1 TINOTEH3WBHUX IpenapaTiB Ta HOro 3acTOCYBaHHS y IPOILECI eCTpOreH3aMicHOi
Tepamnii He CYMpPOBOKYETHCS KIIHIYHO 3HAYUMUMH NOOIYHUMH edektamu. JlocmikeHb B3aeMoii 3
IHIIMMHU JIIKAPCHKUMHU 3ac00aMH HE TIPOBOIHIIOCh.

Ocobaueocmi 3acmocy8anns.

Ckenemni m’a3u

Hapaxonunu pijkicHi MOBIOMJIEHHS PO BUITAAKH pabJoMioJli3y 3 TOCTPOIO HUPKOBOIO HEJJOCTATHICTIO
BHACIIIOK MIOTJIO0IHYpIi MPHU 3acCTOCYBaHHI aTOPBAaCTATHHY Ta IHIIMX JIIKAPCHKUX 3aC00IB IIOTO



kiacy. HasBHICTH B aHaMHe31 MOpyIIeHb (PYHKIIT HUPOK MOXe OyTH (aKTOPOM PHU3HKY PO3BHUTKY
pabmomionizy. Taki mamieHTH MOTPEOYIOTh OUIBII PETEIBHOTO CIOCTEPEKEHHS IS BUSBICHHS
MOPYIICHB 3 OOKY CKEJICTHUX M SI3iB.

ATopBacTaTuH, 5K 1 1HIII MpenapaTy TPy CTATHHIB, 1HOJI CIPUYMHIOE MIOIIATIIO, 110 BU3HAYAETHCS
OomsiMu y M’s3ax abo cmaOkicTio M’S3iB Yy TOE€IHAHHI 3 TIJBUIICHHSM IOKAa3HHKIB
kpeatuHocdokinazn (KDPK) y monag 10 pasiB Bume BepxHbOI Mexi HopMmu. OpHOYacHe
3aCTOCYBaHHS BHINMX /103 AaTOPBACTaTUHY 3 TEBHUMH JIKapChKUMHU 3ac00aMH, TaKHUMH SIK
nUKIoCopuH 1 motyxHi iHrioiTopn CYP3A4 (Hampukianm, KIapUTPOMILMH, ITPAKOHA30J Ta
iHri6itopu nporeas BIJI ta Bipycy remaruty C), migBuIlye pu3uK Mionarii/padaomMionizy.

Hanxomumu pinkicHi TOBIJOMIJIGHHSI MPO BHUIAIKH IMYHOJIOTIYHO OIOCEPEIKOBAHOI HEKPOTHYHOT
mionatii (IOHM) — ayroimyHHoi Miomarii, moB’s3aHOi i3 3acTocyBaHHsM craTuHiB. [OHM
XapaKTepU3yeTbCcsd TaKUMHU O3HAKaMH: ClIa0KICTh MPOKCHMAaJIbHUX M’SI31B Ta MIJBUIICHUN piBEHb
KpeaTHHKIHA3M Yy CHpPOBATI[I KpPOBi, SKi 30epiraroThCs HE3BKAIOUM HA MPHUIIHMHECHHS JIIKYBaHHS
CTaTMHAMM; M’si30Ba OIOMCisl BUABIIAE€ HEKPOTHUHY MiomaTiro 0Oe3 3HAa4yHOro 3amlajeHHs; Ipu
3aCTOCYBaHHI IMYHOCYTIPECUBHHUX 3aCO0IB CIIOCTEPITaeThCs MO3UTHBHA TUHAMIKA.

MOXJIMBICTH PO3BUTKY MiOMaTii CliA po3MIsnaTé y Oyap-SKOro maimieHTa 3 Judy3HOI Mialri€lo,
OosicHICTIO a0o ciaOKicTI0O M’a31B  Ta/abo 3HaynuM migsunieHHaM KOK. Tlamienram ciix
MOPEKOMEHAYBAaTH HEraHO MOBIIOMIISITH MPO BHUMAJIKU 00N y M’si3ax, OoyicHOCTI abo ciabkocTi
M’SI31B HEBIJIOMOi €TioJIoTii, OCOOMMBO SKIIO II€ CYMPOBOJKYETHCS BIAYYTTSIM HE3Iy>KaHHS abo
MiIBUIICHHSAM TEMIlepaTypu, abo SKII0O CHUMITOMH 3aXBOPIOBaHHA M’S31B 30€piraroThCs MICIHS
TIPUIUHEHHS TIPHHOMY JiKapchkoro 3aco0y ATtopsakop®. JIikyBaHHS MpernapaToM CIIijl MPUITHHUTH y
pas3i 3HauHoro nigsuiieHHs piBHa KOK, niarnoctyBanHs abo mio3pu Ha MioMartiio.

Pusuk wmiomarii mig wac 3acTOCyBaHHS JIIKApCBKHX 3acO0iB IbOTO KJacy MiJBUIIYETHCS TpPHU
OJIHOYAaCHOMY 3aCTOCYBaHHI JIIKAPCHKHUX 3ac00iB, 3a3HayeHNX y Tabmumi 3. Jlikapi, siki po3risaaoTh
MOKIUBICTh KOMOiHOBaHOI Tepamii mpemapatom ATopBakop® Ta Oynb-fKHM i3 IMX pENaparis,
MOBUHHI PETENIbHO 3BRKUTU MOTEHI[IMHI MepeBaru Ta pU3UKH, a TAKOXK PETEIbHO CTEKUTHU 32 CTAHOM
MAIiEHTIB MOJ0 OyIb-IKHX CHMIITOMIB 000, OOMCHOCTI abo cimabKocTi y M’s3aX, OCOOJIHMBO
MPOTATOM TMOYATKOBUX MICSIIB Teparmii Ta MPOTATOM MepiojiB TUTPYBaHHS J03U y OiK 30UIbLICHHS
Oynp-sikoro 3 mpernapaTiB. Ciil po3MJISIHYTH MOMJIMBICTH 3aCTOCYBaHHSI HU3BKHMX ITOYaTKOBUX Ta
MiATPUMYBAIBHUX 103 aTOpBACTaTUHY MPH OJHOYACHOMY MPUIOMI 3 BHUILE3TaJaHUMH JIKAPCHKUMU
3aco0amu (uB. po3aAul «B3aemomnist 3 IHIIMMHU JIIKAPCHKUMHU 3acO0aMU Ta 1HIII BUAM B3a€EMOAIN»). ¥V
TaKUX CUTYaIisIX MOXe pO3risaaTich motpeda nepiognunoro suzHadeHHss KOK, ane Hemae rapanrii,
110 TAaKUW MOHITOPUHT JIOIIOMO>KE 3al00IrTH BUIIAJKaM TSKKOI Mi1OMaTIi.

Tepaniro npenapatoM Atopsakop® cJIiji THMYAaCOBO NPUIMMHUTU 60 MOBHICTIO BiIMiHUTH GY/Ib-KOMY
NAII€EHTY 3 TOCTPUM, CEPHO3HUM CTaHOM, L0 BKa3y€ Ha PO3BUTOK Miomarii, ab0 3a HassBHOCTI (pakTopa
PHU3UKY PO3BUTKY HHMPKOBOI HEJOCTATHOCTI BHACTINOK PaOAOMioni3y (HAmpuKiai, TSKKOI rocTpoi
iH(ekii, TinoTeHs3ii, XIpypriyHoi omnepaiii, TpaBMH, TSKKMX METaOONIYHUX, EHJOKPUHHUX Ta
EJIEeKTPONITUYHUX PO3NAIIB, a TAKOXK HEKOHTPOIBOBAHUX CYIIOM).

THopywenuns ¢pynxyii neuinku

byno moxa3aHo, 110 CTaTWHH, K 1 JA€AKl 1HII TIMOJIMiJEMIYHI TepameBTUYHI 3acCO0H, MOB’s3aHi 3
BIJIXWJIEHHSIM B1Jl HOpMHU 010XIMIYHUX MOKa3HUKIB PyHKIIT nediHku. CTiiike migBuIIeHHs (OUIbII HIXK
y 3 pa3u BuIlle BEPXHbOI MEXI HOPMAJIBHOTO Jiama3oHy, iK€ BUHHUKIO 2 pa3u abo Oiible) piBHA
CHpPOBATKOBUX TpaHcaMiHa3 croctepiranocs y 0,7 % mnamieHTiB, sKi OTPUMYBAJIM aTOPBACTATUH IiJ
yac KIIHIYHMX JTOCHIKeHb. YacToTa BUNAAKIB IIUX BIAXWICHH Big HOpMmu ctaHoBmia 0,2 %, 0,2 %,
0,6 % ta 2,3 % nns go3 npenapaty 10 mr, 20 mr, 40 mr Ta 80 Mr BiAMOBITHO.

[Tig yac KJIIHIYHUX JOCTKEHb Mpenapary B OJHOTO MallieHTa po3BUHYINACs XKOBTSHUL. [ligBuiieni
NOKa3HUKM (QyHKUIOHATbHUX TpoO mnedinku (PII) y iHmMX namieHTiB He Oynu TOB’s3aHI 3
KOBTSHMIICI0 a00 IHIIMMHM KIIHIYHUMH cuMmnToMamu. Ilicist 3MeHIIeHHs [03M, TepepBH Y
3aCTOCYBaHHI Ipemnapaty ado MPUIHHEHHS WOTO 3aCTOCYBaHHS piBHI TpaHCaMmiHa3 MOBEPTAIUCS IO
pIBHIB mepes JIKyBaHHAM a0o mpuOJIM3HO A0 LUX pIBHIB 0e3 HeraTMBHMX HachiakiB. 18 13 30
HAIi€HTIB 31 CTIMKUM migBuIieHHsAM nokasHukis OIIIT mporoBxyBaiy 3aCTOCYBaHHS aTOPBACTATUHY Y
MEHIITNX J03aX.



[lepen MOYATKOM 3aCTOCYBaHHS IiKapchKoro 3acoby AToppakop® peKOMEHIYEThCS OTPUMATH
pe3ynbTaTH aHAMI31B MOKa3HHUKIB (PEPMEHTIB MEUYIHKM Ta POOWTH aHAI3U MOBTOPHO y pasi KIiHIYHOT
notpebu. Haaxomunmu piakicHI TOCTpPEECTpalliiiHi MOBIJOMIICHHS TPO BHUMAJAKH JETAIBHOI Ta
HEJICTAIBHOI MEYIHKOBOI HEJIOCTATHOCTI y TMAII€HTIB, SKI MPHHUMaM MpernapaTd TPyNd CTaTHHIB, Y
TOMY YHCJIi aTOpBAcTaTHH. Y pasi CEPHO3HOr0 ypaskeHHs NMEUiHKU 3 KITHIYHUMH CUMIITOMAaMHU Ta/abo
rinep6inipybiHemielo abo KOBTSHHIICIO MMijJl Yac 3acTOCYBaHHsS IpemapaTy ATtopBakop® HEOOXimHO
HETraifHO MPHUIHMHUTH JIKyBaHHs. SIKIO HE BH3HAUEHO aJbTEPHATHUBHOI €TIONOTii, HE CIiJ MOBTOPHO
PO3MOYUHATH JIIKYBaHHS MpPErnapaToM.

ATopsakop® ¢t 3 00epeKHICTIO MPU3HAYATH MALIEHTaM, AKi 30BXUBAIOTh AJKOTOJIEM Ta/ab0 MaloTh
B aHaMHE31 3aXBOPIOBaHHSA mediHKW. JIikapchkuii 3acid0 MPOTUIIOKA3aHUW TIPH  AKTUBHOMY
3aXBOPIOBAaHHI MEYIHKM a00 CTIMKOMY MiJABHIIEHHI piBHSA IEYiHKOBMX TpaHCaMiHa3 HEB1IOMOI
etionorii (quB. po3nin «IIpoTunokazaHHs»).

Enookpunna gpynkyis

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

CraTuHu TEepenIKoIKAIOTh CUHTE3y XOJECTepUHY Ta TEOPETHYHO MOXKYTh OCIA0NATH CEKpeLilo
HA/IHUPKOBO3AJIO3HUX Ta/ab0 TOHAamHUX crepoimiB. KIiHIUHI TOCHI/DKEHHS TOKa3ald, 110
aTOPBACTaTHH HE 3HIDKYE 0azajbHy KOHIEHTPALII0 KOPTU30IY IJIa3MH Ta HE TOPYILIYe aapeHaTIoBHM
pe3epB. BB craTWHIB Ha 3aIUTIHIOBAJIbHY 3[aTHICTH CIEPMH HE JOCIIIKYBAaBCS y JTOCTATHBOL
KUTBKOCTI manieHTiB. HeBimomo, sSIKKM YMHOM Mpenapar BIUIMBAE 1 UM B3araji BIUIMBA€ Ha CUCTEMY
«cTaTeBi 3al03u — Tinmodi3 — Trimorajamyc» y JKIHOK Yy mepeameHomnay3Huii mepioa. Cmig Oytu
00epeKHUM TMPU OAHOYACHOMY 3aCTOCYBaHHI JIIKQpPChKOTO 3aco0y TPYNH CTaTHHIB 3 JIIKAPChKUMH
3aco0amu, SKi MOXYTh 3HI)KYBATH PiBEHb a00 aKTUBHICTh €HJOTCHHUX CTEPOITHUX TOPMOHIB, TAKIMH
SK K€TOKOHA30J1, CIIIPOHOJIAKTOH Ta LIUMETHUIMH.

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

[Tpu post-hoc anamizi mocmimkenass SPARCL (Stroke Prevention by Aggressive Reduction in
Cholesterol Levels/3ano0iranss iHCYIbTY HUIIXOM Pi3KOTO 3MEHIICHHS PIBHS XOJIECTEPUHY), i Yac
SKOTO aTopBacTaTWH y 1031 80 Mr Ha mportuBary Iuiarnebo 3actocoByBanu 4731 mamieHty 0e3
1IIeMIYHOT XBOpPOOM ceplis, SIKI MaJId B aHAMHE31 BUIIAAKH 1HCYJIbTY a00 TPaH3UTOPHOI iIIEMIYHOT
aTaky TPOTATOM IIONEpeNHIX 6 MICAIIB, crocTepiraigacs Oulbllla YacTOTa BUIAJKIB T'€MOpPAridyHOIO
IHCY/IBTY Yy TPYHl MAali€HTIB, SKi OTPUMYBaJIM aTOPBACTaTUH Y /1031 80 MI' MOPIBHSAHO 3 IPYIOIO
ianebo (55 Bumankis, 2,3 % y rpymni aropBacTaTuHy mHopiBHsAHO 3 33 Bunaakamu, 1,4 % y rpymi
wiane6o; CP: 1,68, 95 % Al: 1,09, 2,59; p=0,0168). UactoTa BUMAKiB JE€TaIbHOTO T€MOPATIYHOTO
1HCYnbTy Oyna nmoaiOHOI B ycix rpymnax JiikyBaHHs (17 ta 18 ans rpyn atopBacTaTuHy Ta miianedo
BIJIMOBIJHO). YacToTa BUIMAKIB HEJIETATBHOTO T€MOPAriYHOro 1HCYIbTY OyJia 3HAYHO BHILOIO Y IpyIi
NAIi€HTIB, sIKi oTpuMyBaiu atopBactathH (38, 1,6 %), mopiBHsAHO 3 rpymoro twianebdo (16, 0,7 %).
Jlesiki mOYaTKOBI XapaKTEPUCTHKH, Y TOMY YHCII HAassBHICTh BUIA/IKIB T€MOPAriyHOIo Ta JIAKYHAPHOT'O
IHCYNBTY MiJ Yac BKJIIOYEHHS O JOCHIPKEHHs, aCOIIIOBAIMUCS 3 BHUINOK YaCTOTOK BUMAJKIB
reMOpariyHoro iHCyNbTy y TPy MAalli€HTIB, fKI OTPUMYBaJU aTopBacTaTuH (AMB. po3ail «[lo6iuHi
peaxuii»).

Cepen 39828 marieHTiB, SKi OTPUMYBaJIH aTOPBACTATHH y KJIIHIYHHMX JOCTiKeHHsX, 15813 (40 %)
narieHTiB Oynu BikoMm Bix 65 pokiB, a 2800 (7 %) mnarmientiB Oynu BikoM Bix 75 pokiB. He
criocTepiraigocs >KOAHOI 3arajibHOi BIAMIHHOCTI y Oe3melni Ta e(peKTHBHOCTI IpemnapaTry MK LUMHU
nalrieHTaMH Ta MOJIOAIIMMH IMaIlleHTaMH, TaK CaMo, SIK He OyJI0 3apeecTpOBaHO KOJAHUX BiAMIHHOCTEH
y BIZMIOBI/II HA JIIKYBaHHS MK TaIll€HTAMHU JITHHOTO BIKY Ta MOJIOJIIMMH MAI[IEHTAMH 3T1HO 3 1HITUM
KJIIHIYHUM JIOCBI/IOM, NPOTE HE MOXKHA BUKJIIOYATH OUIBINY YYTIMBICTH JESKUX CTapLIMX MaIliEHTIB.
OCKUTbKY TIAIIEHTH BIKOM BiJl 65 POKIB CXWUJIbHI JIO MIOMaTii, CIiJT 3 OOCPEKHICTIO MpHU3HAYATH M
ATtopsaxop®.

Ileuinkosa neoocmammuicmeo



ATopBakop® HPOTUNOKA3aHMil NAI[i€HTaM 3 AKTUBHHUMM 3aXBOPIOBAHHAMH IIE€YiHKH, BKIIOYHO 3i
CTIMKUM TIJBUIIEHHSAM PIiBHS TICYIHKOBUX TpaHCaMiHa3 HEBIJIOMOi eTioyorii (AMB. pO3IiIu
«®DapmakoIoriuHi BIaCTUBOCTI» 1 «IIpoTUTIOKA3aHHS»).

Lo nouamky nixysanms

ATopBacTaTUH CIiJI 3 OOEPEKHICTIO MPHU3HAYATH MAIll€EHTaM 31 CXWIBHICTIO JI0 PO3BHTKY
pabmomiomnizy. Jlo mouaTky JIiKyBaHHSI CTATUHAMHM y TAII€HTIB, CXMJIBHUX JI0 PO3BUTKY pabaOMiOizYy,
cI1ij BU3HauaTH piBeHb kpearunkinaszu (KK) mpu:

- TmopyuieHH1 (QYHKIIT HUPOK;

- Timo(QyHKIIIT IUTOBUIHOI 3aJ103H;

- CNAJKOBMX pO3J1aJax M’ g30BOi CUCTEMHU y CiIMEHHOMY a00 0COOMCTOMY aHaMHe31;

- TIEPEHECEHUX Y MHUHYJIIOMY BHUIAIKaX TOKCUYHOTO BIUIMBY CTAaTHHIB 200 (iOpaTiB Ha M s13H;

- TEpeHECEHUX y MUHYJIOMY 3aXBOPIOBAHHSX IMEUIHKU Ta/a00 3710BXKHUBAHHI AJIKOTOJIEM.

Jyist manieHTiB TiTHROTO BiKY (BiKOM Bif 70 poKiB) HEOOXiAHICTh MPOBEACHHS 03HAYCHHUX 3aXOJIIB CIIiJT
OIIIHIOBATH 3 ypaxyBaHHSM HassBHOCTI 1HIIKMX (DaKTOPIB CXHJILHOCTI 0 PO3BUTKY pab1oMiomi3y.
[TigBuieHHs piBHS JIKapChKOTro 3aco0y y Iuia3Mi KpOBiI MOXKJIMBE, 30KpeMa, y pasi B3aeMoJil (IuB.
po3ain «B3aemomis 3 IHIIMMH JIKapChbKMMHU 3aco0aMu Ta IHII BHJAM B3a€MOJiNW») Ta y pasi
3aCTOCYBaHHA OCOOJMBHM TIOMYJISAIISIM TAIi€EHTIB, Yy TOMY 4YHCII Tali€eHTaM 31 CIaJKOBUMHU
XBOPOOaMHU.

VY Takux BHIAJKaX PEKOMEHIOBAHO OI[IHIOBATH CITiBBIIHOIICHHS PU3UKIB Ta MOXKJIMBOI KOPHCTI Bi
JIKyBaHHS Ta MPOBOAMUTU KJIIHIYHUNA MOHITOPUHT CTaHy HAIli€HTIB. SIKIIO 10 MOYATKy JiKYBaHHS
piBens KK 3HauHO minBumieHuil (nepesuinye BepxHIO Mexy HopMu (BMH) Ginbm Hix y 5 pasiB),
JIKyBaHHS IOYUHATH HE CIII.

Buwmiprosanns piena kpeamuHkinazu

PiBeHb KpeaTMHKIHA3W HE CIiJ BU3HAYATH MICJIS IHTEHCHBHHMX (DI3MUYHUX HaBaHTaXKeHb abo 3a
HasIBHOCTI Oy/Ib-SIKUX MOXKJIMBHUX aIbTEPHATUBHUX NpW4HH migsuieHHs piBHsa KK, ockinbku me moxe
YCKJIAIHUTU po3mupyBaHHsA pe3ynbTaTiB. SIKIIO Ha BUXIIHOMY pIiBHI CHOCTEPIraeThCsi 3HAYHE
nigsumenas KK (nepesummennss BMH 6inbm HiX y 5 pasiB), To uepe3 5—7 AHIB HEOOXiAHO MPOBECTH
HOBTOPHE BU3HAUEHHS [Vl MIATBEPIKEHHS PE3YNbTaTy.

11i0 uac nixysanus

[TamieHTH MOBUHHI 3HATH MPO HEOOXIAHICTH HETalHO MOBIAOMIIATH NMPO PO3BUTOK OO0 y M’A3aX,
CyJIOM YH CJIa0KOCT1, 0COOJIMBO KOJIM BOHH CYITPOBOJKYIOTHCS HE3AYKAHHSIM a00 rapsuKoro.

V pa3i nosiBM LMX CUMIITOMIB ITiJ] 4ac JIIKyBaHHs aTOPBACTAaTUHOM HeoOXiHO BU3HAUUTH piBeHb KK y
uporo namieHta. SAkmio piseHb KK 3nauno migsumenuii (nepesuiirye BMH 6uibin HiXK y 5 pasiB),
JKYBaHHS CJIiJ] IPUITUHUTH.

JloLiBHICTh NPUIMHEHHS JIKYBaHHS CII1Jl TAKOXK PO3MISHYTH, Ko nifasuiieHHs piBHs KK He csrae
I’ siTUKpaTHOro nepesuiieHHs BMH, ane cumnTomu 3 00Ky M’s31B MarOTh TSKKHI XapakTep Ta
IIOJICHHO CTalOTh MPUYMHOIO HEIPUEMHUX BIIYYTTIB.

[Ticns 3HUKHEHHs cuMOTOMIB Ta Hopmanizauii piBHI KK MoOXHa pO3IIsiHYTM MOXIIUBICTb
BIJTHOBJICHHSI JIIKYBaHHSI aTOpBacTaTHHOM a00 MOYaTKy JIIKYBaHHS ajlbTEpPHATUBHUM CTaTHMHOM 3a
YMOBHU 3aCTOCYBaHHSI MiHIMaJbHOT MOXKJIMBOI J03U JIKapChKOro 3aco0y Ta peTeNbHOro Harjsy 3a
CTaHOM HAaIli€EHTA.

JIikyBaHHSI aTOPBACTAaTUHOM HEOOXIHO NPUIIUHHUTH, SKIIO CIIOCTEPIraeThCs KIIHIYHO 3HAUYILE
niasumeHHs piBHa KK (mepeBumennass BMH 6inbmr vk y 10 pasiB) abo y pa3i BCTaHOBJIECHHS
JiarHo3y padaomiodnizy (abo miI03pu Ha pO3BUTOK padaIoMioi3y).

O0Houache 3acmocy8anus 3 IHWUMU JIKAPCOKUMU 3aco0amu

Pusuk po3BUTKY pabnomioni3y MiJBULIYETHCS MPH OJHOYACHOMY 3aCTOCYBaHHI aTOPBACTAaTUHY 3
JEeSIKUMH JIIKapChbKUMHU 3ac00aMH, 110 MOKYThb 30UIBIIUTH KOHIIEHTPALII0 aTOPBACTAaTHHY Yy IUIa3Mi
kpoBi. [lpukmagamMu Takux JIKapchbKUX 3aco0iB MOXyTh OyTu motTyxkHi iHrioitopu CYP3A4 abo
TPAHCHOPTHUX OUIKIB: IUKJIOCIIOPHH, TENITPOMIIMH, KJIAPUTPOMIIUH, JEeNaBIpAWH, CTHPUIEHTOI,
KETOKOHA30JI, BOPUKOHA30J1, ITPAKOHA30JI, TTIOCAKOHA30JI, JIETEPMOBip Ta iHTiOITOpH TpoTteas BIIL, y
TOMY 4YHCII PpUTOHABIp, JIOMiHABIp, aTa3aHaBip, IHAWHABIp, napyHaBip. Ilpm ogHOUacHOMY
3aCTOCYBaHHI 3 remMQpiOpo3ujaoM Ta IHIIUMU NOXIAHUMH (PiOpo€BOT KHCIOTH, OOLEnpeBipoM,




EpUTPOMIIIMHOM, HIallMHOM Ta €3eTUMiOOM, TelamnpeBipoM abo 3 KOMOIHALI€IO TeanpeBip/pUTOHABIP
TaKOXX 3POCTa€ PU3WK BUHUKHEHHS MiomaTii. SIKIIO MOXJIHMBO, CIIiJl 3aCTOCOBYBATH IHIII JIIKapChKi
3aco0w (110 HE B3a€MOJIIIOTH 3 ATOPBACTATUHOM ) 3aMiCTh BHIIE3Ta/IaHUX.

SKmo HeoOX1AHO MPOBOAMTU OJHOYACHE JIIKYBaHHS aTOPBACTATMHOM Ta 3raJlaHUMM IIpernaparami,
nOTpiOHO PETENbHO 3BAXHUTU KOPUCTh Ta PU3MKHU BiJI TAKOTO JIIKYBaHHA. SIKIO Mali€eHTH NMPUIMAIOTh
JiKapChKi 3acO0M, IO MiJBUINYIOTh KOHIICHTPAIIII0 aTOPBACTATHHY B TUIa3Mil KPOBi, PEKOMEHIYEThCS
3HIKYBAaTH J103y aTOpBAacTaTHHY 10 MiHiManbHOI. KpiM TOro, y pasi 3acTocyBaHHS HOTYXHHUX
iarioitopie. CYP3A4 cnig po3riassHyTH MOXIJIMBICTh 3aCTOCYBAHHsSI MEHIIOI IMOYaTKOBOI 03
aTopBacTaTHHy. TaKkoXX PEeKOMEHAYETHCS MPOBOJIUTH HAJICKHUM KIIIHIYHUNA MOHITOPHHI CTaHY IMX
[MaIl€HTIB.

ATOpBacTaTUH HE MOXXHA MPHU3HAYATH OJHOYACHO 3 (DYy3UJOBOIO KHCIOTOIO, SIKY 3aCTOCOBYIOTH
CHUCTEMHO, a00 BITPOJIOBXK 7 JHIB IICIIA MPUITMHEHHS JiKyBaHHs (y3UI0BOIO KHCIO0TOM. [larienTam,
KM CHCTEMHE 3aCTOCYBaHHS (Dy3uJOBOI KHCIOTH BBAXKAETHCSI HEOOXITHHUM, JIIKYBaHHS CTaTHHAMU
CJi IPU3YITMHUTH Ha BECh MEPI0J 3aCTOCYBaHHA (DY3MI0BOI KUCIOTH. Y TAII€HTIB, K1 OTPUMYBAJIH
(Gy3ua0BYy KHCIOTY Ta CTaTHMHM y KOoMOiHamii, Oynu 3apeecTpoBaHi BUIAIKH PabAOMIiONi3y, B TOMY
yucim JeTanbHi (AuB. po3din «Bzaemopis 3 I1HIIMMH JIIKApCBKUMHU 3aco0aMH Ta IHINI BUIU
B3aeMoOiii»). TlamieHTy i peKOMEHIyBaTH HEraHO 3BEPTATHCA 32 MEIUYHOIO JOIOMOTOK0 Yy pasi
BUHUKHEHHS OYy/b-SIKUX CUMIITOMIB CJIa0KOCTI1, 00Jt0 a00 OOTICHOT YyTIMBOCTI y M’ s3aX.

Tepamiro craTHHaMU MOKHA MPOJOBXKHUTH Yepe3 7 THIB Micis OTPUMAHHS OCTaHHBOI 03U (y3HI0BOI
KUCIIOTH.

3a BHUHATKOBUX OOCTaBHMH, KOJH TOTpiOHE HOBrOCTPOKOBE CHCTEMHE 3aCTOCYBaHHS (y3HIOBOT
KHUCTIOTH, HANpPHUKIAQA A JIKYBaHHS TOKKUX 1H(EKIid, HeoOXiAHICTb OJHOYACHOTO 3aCTOCYBaHHS
npenapaTy Atopsakop® Ta (y3Hm0BOI KUCIOTH CIIiJ PO3TISANATH TibKU B iHIHBiTyaTbHOMY HOPSIKY
Ta 31IMCHIOBATH ITiJT PETSIIBHIUM HATrJISI0M JIiKapsl.

IHTepcTuIianbHa XBOpoOa JiereHiB

[Tig vac nikyBaHHS ACSKUMHU CTaTMHaMU (OCOOJIMBO Tij Yac TPUBAJIOTO JIIKYBaHHA) OYyJiH OINMUCaHi
BUHSTKOBI BHUIIQJKH PO3BUTKY IHTEPCTHIIATBHOT XBOpoOH siereHiB. Jlo MposiBiB 1€l XBOpoOM MOKHA
BIJTHECTH  3aJUIIKYy, HENPOAYKTMBHMH Kallelb Ta 3arajlbHe IMOTIPLUIEHHA CAMOMNOYYTTs
(cTOMIIIOBAHICTh, 3HWKEHHSI MacH Tijla Ta rapsyka). ¥ pa3i BUHUKHEHHS MIJ03pH Ha IHTEPCTULIATbHY
XBOpOOY JIET€HIB CIIiJl IPUIUHUTH JIIKYBaHHS CTATHHAMM.

HanosHroBaui

Jlo cknany mpenapaty ATopsakop® BXOIUTh J1aKkT03a. Y pa3i BCTAHOBJICHHS HENEPEHOCHMOCTI JEIKUX
I[yKpiB HEOOX1THO MPOKOHCYJIBTYBATHCS 3 JIIKApeM, MepIl HIK IpUMaTHu 1eH JiKkapchKuii 3acio.
Jlikapchkuii 3aci6 Atoppakop® MicTUTh MeHIIe | MMOIIB/103y HATpPit0, TOOTO IPAKTHYHO BibHUIL Bij
HaTpIIo.

Tepamnis ninigoMoupiKyBaIbHUMH IpenapaTaMy NMOBUHHA OyTH OJHHUM 31 CKJIaJ0BHUX KOMIIOHEHTIB
KOMIUIEKCHOI Tepamii sl Mali€HTiB 31 3Ha4YHO MiJIBUIIEHUM PU3UKOM PO3BUTKY aTE€POCKIEPOTUUHUX
3aXBOPIOBAaHb CYJIMH 4epe3 TiNepXoJeCTepHHEMiI0. MeIuKaMeHTO3Ha Teparisi peKOMEHIYEThCS SK
JIOTIOBHEHHS J0 J1€TH, KOJIU PE3ybTaTy Bl JOTPUMAaHHS JI€ETH, 10 OOMEXKY€E CIIOKUBAHHSI HACUUEHUX
KHUPIB Ta XOJECTEPHUHY, a TaKOXX BIJ 3aCTOCYBAaHHsS IHIIMX HEMEAMKAMEHTO3HMX 3axoJliB Oyllo
HepocTaTHbO. [lamieHTam 3 imemMiuHOI0 XBOpoOoro cepus abo 3 JekiibkoMa (PaKTOpaMH PHU3UKY
PO3BUTKY ilIeMiuHOT XBOPOOH ceplis MpuiioM mpenapary ATopsakop®™ MOKHA PO3HOYATH OJHOYACHO 3
JOTPUMAHHSM JIETH.

Pusux wMionarii Ta/abo pabaomionizy Mo’Ke MiJBUINYBATHCA TPU OJHOYACHOMY 3acCTOCYBaHHI
iHri0diTopiB 'MI'-KoA-penykrasu (Hampukiaa, aropBacTaTWHy) Ta JaNTOMILMHY (OUB. pPO3ALT
«B3aemonig 3 1HIIMMM JIKapChbKUMHM 3acob0aMM Ta 1HIII BUAM B3aeMonii»). Ciaiag po3risHyTH
MOKIUBICTh TUMYACOBOTO MHPU3YNUHEHHS 3aCTOCYBaHHS IIKapchkoro 3acoby ATopsakop®
Marie€HTaM, siKi 3aCTOCOBYIOTh JIANITOMIIIMH, SKIIO TUTBKA KOPHUCTH BiJl OJTHOYACHOTO 3aCTOCYBAaHHS HE
nepeBakae pPU3MK. SIKIIO OJHOYACHOTO 3aCTOCYBAaHHS HE MOXKHA YHUKHYTH, CJiJI KOHTPOJIOBATH
piBeHb KpeaTHHKIHAa3M 2—-3 pa3d Ha THXKIEHb, a MAIli€HTH IMOBHHHI MepeO0yBaTH TiJ peTeIbHUM
HArJIs1I0M JUIs BUSIBJICHHS Oy/Ib-IKHX 03HaK a00 CUMITOMIB, 1110 MOKYTh CBIIYMTH PO MIOMATIIO.
ObmedrcenHs 3acmocy8ants




ATopBakop® He JOCHI[KYBald 3a YMOB, KOJAHM OCHOBHMM BiIXWJIEHHSM Bifl HOpPMH 3 OOKY
JTonpoTeiHiB OyII0 MiABHUINECHHS piBHA XUTOMiKpoHiB (Tumu I Ta V 3a knacudikariero OpeapikcoHa).
VY MOOJMHOKUX BUMAJKAX MOBIIOMIISUIOCS, IO CTATUHU IHAYKYIOTh «de novoy» abo 3aroCTPrOIOTh BiKE
ICHyIOUy MiacTeHilo TrpaBic abo ouHy wmiacTeHiro (muB. po3ain «llobGiuny peakiito»). Y pasi
3arOCTPEHHs CMMIITOMIB CIlii HPUIMHUTU IPUHOM JiKapchkoro 3acody Atopsakop®. IloBigommsnocs
PO PEIMIUBY MPH TOBTOPHOMY 3aCTOCYBaHHI TOrO caMoro abo iHIIOTO CTaTHUHY.

3acmocysanns y nepiod sacimnocmi abo 200y8anHs cpyooro.

Bazimuicmo

AtopBakop® TNpPOTUNOKA3aHMI BaTiTHUM KiHKaM, OCKiIbKM He BCTaHOBJIEHA Oesleka HOro
3aCTOCYBaHHS BariTHUM 1 HEMae€ SIBHOI KOPHCTI MPUHOMY JIiMIJO3HWKYBAIBHUX TpenapaTiB Iij] 4ac
BariTHOCTI. Ockinbku iHTIOITOpH ['MI'-KOA-peaykTazu 3HUKYIOTh CHHTE3 XOJIECTEPHUHY Ta, MOXKJIMBO,
CHHTE3 iHIIMX GiONOridHO AKTHBHUX PEUOBMH, 5IKi € MOXiZHUMH XOJeCTepuHy, ATopBakop® Moxke
IIKiJ7IMBO BIUTMBATH Ha i, IpuitoM mikapcbkoro 3acody ATopsakop® CIiji MPUIMHHUTH, SIK TiTBKH
BCTAaHOBJICHA BariTHICTH (1uB. po3nin «[IpoTunokazanus»).

Po3paxynkoBuii (OHOBUI pU3HK 3HAYHHUX BPOKEHUX Malb(opmalliii Ta BUKUIHIB A BKa3aHOI
nomyssiii HeBimomuii. Y 3aranphid momymsimii CLHA po3paxyHKOBHIA (OHOBHI PU3MK 3HAUYHUX
BPO/UKEHUX Malb(opMalliii Ta BUKUIHIB MPU KIIHIYHO BU3HAHMX BAriTHOCTAX CTaHOBUTH 2—4 % Ta
15-20 % BixmoBigHO.

Konmpayenyis

Jlikapcpkuii 3aci6 Atopsakop®™ MOe 3aBAaBaTH LIKOAM TLIOAY HPHU 3aCTOCYBAHHI BAariTHOIO XKiHKOIO.
JKiHKM penponyKTUBHOTO BiKy MaloTh OyTH MNpoiHPOPMOBaHI MPO HEOOXITHICTh €(PEeKTUBHOL
KOHTPALICTIIIIi i 9ac 3aCTOCYBaHHS JaHOTO JIIKapChKOTO 3aCc00y.

Kniniyni faHi

OOMexeHi omyOiKoBaHi JaHi OOcepBaIliiHUX TOCIIIKeHb, METaaHAI3IB Ta KIIHIYHUX BHUIAJKIB
IIOJI0 3aCTOCYBaHHS AaTOPBACTATHHY KallbLlil0 HE TMOKa3ald MiABUIIEHOTO PU3UKY BUHUKHEHHS
CepHO3HMX BPOKEHUX MaJb(popmariii ab0 BUKHIHIB.

Haaxoaunu pigkicHi MOBIJOMIIEHHS PO BPOPKEHI aHOMAIl Micis BHYTPIIHBOYTPOOHOT €KCIO3UIIIT
iHmwmx 1Hri0itopiB I'MI'-KoA-penykrasu. [IpocnexktuBHe cnocrepexxenHsa npubiauzHo 100 Bumaaxis
BariTHOCTEH y KIHOK, SIKi JIIKYBaJUCS CMMBAaCTaTHHOM a0o0 JIOBACTaTMHOM, MOKa3ajo, II0 4acToTa
BUIAJIKIB BPOJIKEHHUX aHoMaJiit 1013, BUKH/IHIB Ta BHYTPILTHBOYTPOOHUX
CMepTeil/MepTBOHAPO/KEHb HE TEepeBHIyBaja YacTOTH, OYIKYBaHOi Ui 3arajbHOi MOIMYJISLI.
KinpkicTh BUINANKIB € JOCTaTHHOIO, MO0 BUKIIOYUTH > 3—4-KpaTHE IiJIBUIICHHS BPOIKEHHUX
aHOMaJlii PO3BUTKY IUIO/Ia MOPIBHSAHO 3 (hOHOBOIO yacToTo. Y 89 % BariTHUX, 3a SIKUMHM Beld
MPOCHEKTUBHE CIIOCTEPEXKEHHsI, JIIKYBaHHSA IpenaparoM pO3MOYMHAJIOCS JI0 BariTHOCTI Ta
npunuHsuIocs mig yac [ Tpumectpy micist BUSBIEHHS BariTHOCTI.

Ilepioo 200yeanns epy0oro

ATopBakop® NpOTHMIIOKA3aHMH TMifl Yac TOAyBaHHA TIpyAMo. BigcyTHs iHpopmalis npo BIUIUB
mpernapary Ha JAWTHHY, $Ky TOJIYIOTh TpyAnairo, abo Ha jaktamito. Heimomo, uyum mNpoHHKae
aTopBacTaTHH y TpyAHE MOJIOKO, OJHAaK OyJ0 MOKa3aHo, IO 1HIIUI JiKapchbKUM 3acid LBOro Kiacy
MOTpAIUIA€ y TPYAHE MOJIOKO; aTOPBACTATMH HAsABHUW Yy MoJomi 1rypiB. OCKUIBKM CTaTUHU
NOTEHIIHO 3/4aTHI CIPUYMHHUTU CepHO3HI HebaxkaHi peakiii y HEMOBIAT, AKi 3HAXOAATbCS Ha
IPYJHOMY TOJYBaHHi, iHKaM, sKi TOTpeOyIOTh JiKyBaHHS mHpemapatoM ATopBakop®, He CIif
roayBatu rpyaro (auB. po3ain «lIpoTumokazanasy).

30amuicmv enausamu Ha WBUOKICMb peakyii npu KepyeawHi aA8MOMPAHCNOPMOM abo THWUMU
MexXauizMamu.

Jlikapcbkuit 3aci0 Mae ay)Xe HE3HAUHMHM BIUIMB Ha MIBUAKICTH peakuii MiJl 4Yac KepyBaHHS
aBTOTPAHCHIOPTOM 200 POOOTH 3 IHIIMMHU MEXaHI3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.
Tinepninioemis ma smiwana oucninioemis



PexoMeH10BaHa 0YATKOBA J103a TpenapaTy Atopsakop® craHoBuTh 10 Mr a6o 20 Mr 1 pas Ha 100y.
Jlnsg marfieHTiB, AKi moTpeOyroTh 3HauHoro 3HwkeHHs piBHs XC-JIITHIL (6iapm Hik Ha 45 %),
Tepamiro MOXKHa po3nouuHaTH i3 no3yBanHs 40 mr 1 pa3 Ha m00y. Jlo30Bwmii miama3oH mpemnapary
Atopakop® 3HaxoauThcs y Mexkax B 10 mr 1o 80 mr 1 pa3 nHa 106y. IIpenapar MoskHa TpUiMaTH
Pa30BOIO 103010 y OyAb-sKi TOAMHU HE3aJEKHO BiJ BXKHBaHHA DKi. [loyaTkoBy Ta miATpUMYyBaJIbHI
1031 npenapaty Atoppakop® MifOHParoTh iHAMBITyaNnbHO, 3aJI€)KHO BiJl METH JTiKyBaHHS Ta BiJTOBIi.
I[licns nowarky JiKyBaHHs Ta/abo Ticis TMTpYBaHHS [03M mpemapary Aropsakop® crin
MpOaHai3yBaTH PiBHI JIMIIIB TPOTATOM Tepioay Big 2 A0 4 THXHIB Ta BIANOBITHUM YHUHOM
BIJIKOPUTYBATH J03Y.

T'emeposucomna cimetina cinepxonecmepunemis y nayieumie oumsa4o2o 6iky (gikom 10 — 17 pokis)
PexoMmenioBaHa MoyaTkoBa 103a mpenapaTy Atopsakop® cTanoButh 10 Mr Ha 100y; MakcHManbHa
pexkoMeHoBaHa jo3a — 20 Mr Ha m00y (mo3u mpemnapary, 1o IepeBuiyroTh 20 mr, y I rpymi
HaIieHTiB He JoCiiKyBanucs). Jlo3u mpenapary ciijl niadupaTH iHIUBIAyalIbHO, BIAOBIIHO 10 METH
nikyBaHHs. KopuryBaHnHs 1031 TOTPiOHO TPOBOJUTH 3 IHTEPBAJIOM 4 THIKHI a00 OibIIIe.
Tomosucomua cimeiina einepxonecmepunemisi

Jlo3a npemapaTy Atopsakop® Ui MAli€HTiB 3 TOMO3MIOTHOIO CIMEHHOIO TilepXOoJieCTEpUHEMIEIO
ctanoButh Bif 10 Mr g0 80 Mr Ha 100y. ATopBakop”™ HEOOXiTHO 3aCTOCOBYBATH SK JOIOBHEHHS 0
IHIIMX TINOJIMiAeMIYHUX METO/IB JiKyBaHHA (Hanpukian, agepes JIITHIL) abo sikiio rinomimigemiuHi
METO/H JTIKyBaHHS HE JOCTYITHI.

OonouacHa cinoninioemiuna mepanis

Atopakop® MOHA 3aCTOCOBYBATH 3i CEKBECTpaHTAMH KOBUHUX KucioT. KombiHamio iHri6GiTopis
I'MI'-KoA-penykra3u (cratuniB) Ta (iOparTiB ciif 3arajJoM 3aCTOCOBYBAaTH 3 OOEpEXKHICTIO (IUB.
po3ainu «B3aemosis 3 IHIIMMH JIIKAPCHKUMHU 3aco0amMu Ta 1HII BHIM B3aemojii» 1 «OcoOauBoCTI
3aCTOCYBAHHS»).

Ho3ysanns ona nayicumis i3 nopyueHHAMY QYHKYIT HUPOK

3axBOPIOBAHHSA HUPOK He BIUIMBAIOTH Hi HA KOHIEHTPAIIIO TiKapchKkoro 3acody Atopsakop® y miasmi
KpoBi, Hi Ha 3HWkeHHs piBHA XC-JIITHIL, Tomy KopuryBaHHs 703U JAHOTO JIIKApPChKOTO 3aCO0y IS
NAIIEHTIB 13 MOpYyLIIEHHSAMU (QYHKIIT HUPOK He moTpiOHe (aAuB. po3aumu «DapMakoKiHETHKa» 1
«Oco0IHUBOCTI 3aCTOCYBaHHS).

Ho3yeanns ons nayienmis, AKi npuMaioms YUKIO0CNOPUH, KIAPUMPOMIYUH, TMPAKOHA3O], 1eMepMOgIp
abo nesHi ineibimopu npomeas

Crix yHHKaTH JiKyBaHHs IIpenapatoM ArtopBakop® Halli€HTIiB, fKi NpUIMAIOTh LUKIOCIIOPHH abo
iHri0iTopu nporteazu BIJI (tumpanaBip + puronHaBip), abo iHriGitop mpoteasu Bipycy rematuty C
TJIeKarnpeBip + miOpeHTacBip, abo JETEpPMOBIp MPU OJHOYACHOMY 3aCTOCYBaHHI 3 IIUKIOCIIOPUHOM.
[aniearam 3 BLUI, sxi mpuiimaroTs nomiHaip + puToHaBip, ATopBakop® CIii 3acTOCOBYBAaTH Y
HaWHWKYINH HeoOXinHiM n031. [lamieHtam, ki MPUUMAaIOTh KJIAPUTPOMIIMH, 1TpaKOHA30J, endacBip +
rpasonpesip, Ta nauieHtam 3 BIJI, siki npuiimMaroTe y koMOiHaIil cakBiHaBip + pUTOHABIp, TapyHaBip +
puToHaBip, ¢ocammnpeHaBip, (ocammpeHaBip + puUTOHaBIp abo JETEPMOBIP, TEPANEBTUYHY 103y
npenapaty Atopsakop® clii 0OMeXHUTH 103010 20 MT, TAKOX PEKOMEHIYEThCS MPOBOIMTH HAIEKHi
KJIIHIYHI OOCTEXEHHs Jyisi 3a0e3MedeHHs 3aCTOCYBAHHS HAWMMEHIIOI HEoOXITHOI 03U Mperapary
Atopsakop®. Jlns mamieHTiB, ski npuiiMaloTh iHriGitop mporeasu BLI Hendimapip, dikyBaHHS
npenapatoM Artopsakop® cmix ob6MmexuTH 103010 g0 40 mr. Ilpu cymyTHHOMY HpU3HAYEHHI
aTOpBaCTaTHHY 3 IHIIMMHU 1HTIOITOpaMU TpoTe€a3 PEKOMEHIYETbCS MPOBEJACHHS BiAMOBIIHUX
KIHIYHUX OOCTeXeHb I 3a0e3MeueHHs] 3aCTOCYBaHHS HAMMEHINOi HEOOXiMHO1 JO03H JIKapChKOTO
3aco0y AToppakop”® (auB. po3minu «B3aeMmosis 3 IHIIMMH JTiKapChbKUMM 3aco0aMM Ta iHII BHIH
B3aeMo1ii» 1 «OcoOIMBOCTI 3aCTOCYBaHHS).

imu.

T'emepo3zucomua cimetina cinepxonecmepuremis

besneka Ta edekTUBHICTh 3aCTOCYBaHHS aTOPBACTaTUHY BCTAHOBJEHI AMs AiTei BikoMm Big 10 mo 17
POKIB 3 TETEPO3UTOTHOIO CIMEHHOIO TINEPXOJIECTEPUHEMICIO SIK TOTMOBHEHHS 70 JIE€TH IS 3HUKEHHS



3aranbHOTO Xosiecrepuny, piBasg JIITHIL Ta piBHs anoninonporeiny B, konu micins afekBatHoi cripodu
nieToTeparrii 3aiKCOBaHO:

* xonectepud JITTHIIL > 190 mr/mn (4,91 mmonb/it) abo

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

0 y ciMeliHOMY aHaMHe31 HasBHa CiMeiiHa rimepxosnectepuHeMis abo paHHI cepLeBO-CYAWHHI
3aXBOPIOBaHHS Y pOAMYIB MEPIIOTo abo IPYroro CTyneHs abo

0 HasBHI 1Ba 200 OUIbINe iHIUX (PAKTOPIB PU3UKY CEPIICBO-CYIMHHUX 3aXBOPIOBAHb.

[Toxa3zaHHs Ui 3aCTOCYBaHHS aTOPBACTATHUHY MIATBEPKEHE HA OCHOBI JOCIIIKEHb:

. [Tnane60-KOHTPOIbOBAaHE KIIIHIYHE JOCTIDKEHHS TPHUBAJICTIO 6 MicAliB 3a ydacTio 187
XJIOMIIB Ta JiBYAT IIICIsA IOYAaTKy MeHcTpyarid Bikom Big 10 go 17 pokis. [lamienTH, sxi
3aCTOCOBYBaM aTopBacTaTHH y 1031 10 mr a6o 20 Mr moaHs, Maiaw 3arajioM MOTIOHWH TpoQiIb
MOOIYHMX peakiliii TOpIBHAHO 3 TAalliEHTaMH, SKI OTPUMYBaJIM IUiane6o. Y I[bOMY BY3bKOMY
KOHTPOJIbOBAHOMY JIOCTIPKEHHI He OYyJI0 BHSIBICHO 3HAYYIIOTO BIUIMBY JIKApCHKOTO 3ac00y Ha picT
abo crareBe JI03piBaHHS XJIOMI[IB 200 Ha TPUBAIICTh MEHCTPYaJILHOTO IUKITY Yy JIIBYAT.

. TpupiuHe BigKpuTe HEKOHTPOJIHOBAHE JOCITIKEHHS 3a ydacTio 163 miteit BikoM Bix 10 mo 15
POKIB 3 TE€TEpO3UTOTHOIO CIMEHHOI0 TiNepXoJecTepuHeMiero, i SKUX Migdoupanu Ao3y s
JMOCATHEHHST MuTboBOro piBHsA xosecrepuny JIITHIL <130 mr/mn (3,36 mmonb/im). be3neka Ta
e(eKTUBHICTh 3acTOCyBaHHA aTopBacTatuHy mpu 3HkeHHI XC-JIITHII[ 3a3Buuaii BigmoBiAarOThH
MOKA3HUKAM, $IKi CIIOCTEpIraiucs y JOPOCIUX TMAIli€HTIB, HE3BAXKAIOYM HAa OOMEXKCHHS IUIAHY
HEKOHTPOJIbOBAHOTO JIOCIIiIKEHHS.

HeoOxigHa KOHCYbTAIIS AIBYAT MICHIS MOYATKy MEHCTPYAIlil 100 KOHTPAIETIIIi, SIKIIO [ TOPEeYHO
JUTSL HUX.

JI0BrocTpokoBOi €eKTHBHOCTI Teparlii aTOpBAaCTaTHHOM, PO3IOYATOi B JUTHHCTBI JJIsl 3MEHIICHHS
3aXBOPIOBAHOCTI Ta CMEPTHOCTI y JOPOCIOMY Billi, HE BCTAHOBJICHO.

besneka Ta epeKTHUBHICTD Teparii aTOpBaCTaTUHOM HE BCTAHOBIJIEHA /IS AiTed BikoM a0 10 pokiB 3
reTepO3UTOTHOIO CIMEMHOIO T1IepX0JIeCTePHHEMIEIO.

Tomosucomna cimetina einepxonecmepunemis

Kniniyna edexTuBHICTh mpenapary y mo3ax ao 80 mr Ha n0o0y mpotsrom 1 poky Oyna oriHeHa y
HEKOHTPOJIbOBAHOMY JOCJI/PKEHHI y MAalll€EHTIB 3 TOMO3UTOTHOIO CIMEMHOIO TiNEPXO0JIECTEPUHEMIEIO,
JI0 SIKOTO OYJI0 BKJIFOUEHO & JITEH.

Ilepeoosysanns.

Crnenudiunoro nikyBaHHsS Mepeno3yBaHHs npernapatoM ATtopsakop® Hemae. Y pasi mepeno3yBaHHS
namieHTa MOTPIOHO JIIKYBaTH CHMITOMAaTHYHO Ta MpU  HEOOXITHOCTI  BHUKOPUCTOBYBATH
HIATPUMYBaJIbHI 3aX0A1. Uepes BUCOKMI CTYMIHb 3B 3yBaHHA Mpenapary 3 OUIKaMu IU1a3MHu KPOB1 He
CJTiJ OUiKyBaTH 3HAYHOTO 30iIbIIEHHS KIipeHcy mpenapary ATopsakop® 3a JOHOMOIOI FreMoliali3y.

Ilo6iuni peaxuii.

VY 3B’3Ky 3 TUM, L0 KJIIHIYHI JAOCHIIKEHHS MPOBOISATHCS B YMOBAX, SIKI KOJIMBAIOTHCS y IIMPOKHUX
MeXaxX, YacTOTy BHUHUKHEHHS HeOaKaHUX peakiliif, [0 CIOCTepiraloTbCs MiJl Yac KIIHIYHUX
JOCTIPKEHb JIIKQpChKOTO 3aco0y, HE MOXHa Oe3locepeHbO IOPIBHIOBATH 3 MOKa3HUKAMH,
OTPUMAHUMH TiJ Yac KIIHIYHUX JOCTIJDKeHb 1HIIOTrO Ipernapary, Ta BOHM MOXYTh HE BioOpakaTh
MOKa3HUKH YacTOTH, 1110 CHIOCTEPIraeThCs Y KIIHIYHIN MPaKTHILL.

VYV 06a3i ganux maned0-KOHTPOJIBOBAHOTO KIIHIYHOTO JOCIHIKEHHS aTtopBacTtaTuHy cepea 16066
natieHTiB (8755 oTpumyBanu atopactaThH Ta 7311 oTpumyBanu 1uiane6o; BikoBuit nianazon 10-93
poku, 39 % — xinkn; 91 % — eBpomeoinHoi pacu, 3 % — HerpoinHoi pacH, 2 % — MOHTOJIOITHOT pacH,
4 % — iHmI) 3 MeMiaHOIO JIKYBaHHs, 10 cTaHOBWIA 53 TwxkHI, 9,7 % MNali€eHTIB, sIKIi OTPUMYBAIU
aTopBacTaTHH, Ta 9,5 % mallieHTiB, sKI OTPUMYBaJU IUIale00, MPUIMMHUIN 3aCTOCYBAaHHS Ipenapary
yepe3 MOOIYHI peakiii, He3aJeKHO BiJ NMPUUYMHHOTO 3B’S3KY 3 HIpenaparoM. 3agikcoBaHO I’STb
HAaWNOIIMPEHIIIUX MOOIYHUX peakiliil y MaIli€eHTiB, sIKI OTPUMYBAJIN JIKyBaHHS aTOPBACTaTHHOM, 10
NPU3BOJUIN JI0 MPUMMHEHHS 3aCTOCYBaHHA MpenapaTy Ta TPaIUIUIMCSA 3 4acTOTOIO, BHILOKO, HUK Y
rpymi  mane6o: wianris (0,7 %), miapes (0,5 %), wmymora (0,4 %), MABUIICHHS pPiBHS



amaninaminotpanchepaszu (AJIT) (0,4 %) ta newinkoBux dpepmentis (0,4 %).

V marieHTiB, SKi 3aCTOCOBYBAJIM aTOPBACTATHH Yy TUIAIe00-KOHTPOIBLOBAHUX JOCHIKEHHAX (n=8755),
Haifuacrime crocTepiraaucs Taki modOiyHi peakuii (yactora BumaakiB > 2 % Ta BuIIe, HDK y TpyIi
iane0o), He3aleKHO B MPUYUHHOTO 3B’s3KY: Hazodapuurit (8,3 %), aprpaiuris (6,9 %), miapes
(6,8 %), 6inb y kiHIiBKax (6,0 %), iHdekii cevoBuBiAHUX HUIIXIB (5,7 %).

Y Ttabmuni 4 miICyMOBaHO YacTOTy KIIHIYHHUX MOOIYHUX peakilii, HEe3aJIe)KHO BiJ MPUYUHHOTO
3B’A3KY, 3apeecTpoBaHMX Yy > 2 % MAaIli€eHTIB Ta 3 YacCTOTOI0 BHIIOK, HDK y rpymi mianebo, y
MaIi€HTIB, SKI 3aCTOCOBYBaIM aropBacTaThH (n=8755), 3a manumu 17 miane00-KOHTPOJIbOBAHHUX
JIOCITiJIKEHb.

Tabmus 4
Kniniyni no6ivHi peakuii, 1o BUHUKAIU y > 2 % Mali€eHTiB, SKi 3aCTOCOBYBAJIM aTOPBACTATHH Y OY/Ib-
AKIM 1031 Ta 3 YaCTOTOI0 BHILOIO, HUK y TPymi Miamne6o, HE3aJIeKHO BiJ NPUUYMHHOTO 3B’S3KY
(% narrienTis).

Ho6iuma peaxwis® EZ?;_ﬂKa 10 mr, 20 mr, | 40 mr, | 80 mr, [Tmane6o,
peart 71034, n=3908 | n=188 |n=604 |n=4055 |n=7311
n=8755
Hazodapusrit 8,3 12,9 5,3 7 4.2 8,2
ApTpairis 6,9 8,9 11,7 10,6 4,3 6,5
Hiapest 6,8 7,3 6,4 14,1 5,2 6,3
bine y kiHmiBKax 6 8,5 3,7 9,3 3,1 5,9
IH(i)eK‘IIII CEUOBHUBITHUX 5.7 6.9 6.4 8 41 5.6
HUIAXIB
Hucnerncis 47 5,9 3,2 6 3,3 43
Hynora 4 3,7 3,7 7,1 3,8 3,5
M’s30Bo-ckeneTHuit 6ib | 3,8 5,2 3,2 51 2,3 3,6
M’430B1 cnazsMu 3,6 4.6 48 51 2,4 3
Miairis 3,5 3,6 59 8,4 2,7 3,1
be3connsa 3 2,8 11 5,3 2,8 29
g)iill)’I/IHFOHapI/IHFeaJIBHI/H/I 23 3.9 16 28 0.7 21

*V > 2 % namieHTiB, SKi 3aCTOCOBYBAJI aTOPBACTATHH Y OyIb-AKil 1031, 4aCcTOTa MOOIYHUX peakiii Oyia Oinbine, HIX Y
rpymi mrane6o.

Jlo iHmmX moOIYHUX peakilii, mpo siKi MOBIIOMIISLIOCS MiJT Yac M1ane00-KOHTPOIOBAHHUX JAOCITIIKEHb,
HaJIe)KATh!

3acanvui nopywienns: BITIyTTS HE3MYKaHHS, MIPEKCis.

3 60Ky WIYHKOBO-KUUKOB020 MPAKMY: TUTYHKOBO-KUIIKOBUI TUCKOMMOPT, BIIPHIKKA, METEOPH3M,
rernaTuT, X0JIecTas.

3 6oky ckenemuo-m’s13080i cucmemu. M’ S30BO-CKEJICTHUN O171b, TIBUINEHA BTOMIIFOBAHICTh M SI31B,
O111b y 1mni, HAOpsAKaHHA CYTN001B, TeHAMHONATIA (1HOA1 YCKIIaJHEHa PO3PHBOM CYXOXKUILIISA).

3 boky memabonizmy ma xapyysauusa: TIABUIIEHHS TpaHCaMiHa3, BIAXWIICHHS BiJ HOPMH
(GyHKLIOHATBHUX Npo0 MEYiHKH, MiABUILEHHS piBHA JyXHOI QocdaTasu y KpOBi, MiJBUIIECHHS
aktuBHOCTI KOK, rinepriikemis.

3 6oxy Hepsosoi cucmemu: KaxIUBl CHOBUIHHS.

3 60Ky JuxanvHoi cucmemu: HOCOBa KPOBOTEYA.

3 6oxy wkipu ma ii npudamkie: KpOIUB’ SHKA.

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

3 60Ky opeanis ciyxy ma pigHogazu: IIyM y ByXax.

3 60Ky cevocmamesoi cucmemu: JIEHKOLMUTYPIs.



3 60Ky penpodyKmueHoi cucmemu ma MOAOYHUX 3a103: TIHEKOMACTISI.

YacToTy BUHMKHEHHS MOOIYHUX peakiiii BU3HAYaIM TakuM 4uHOM: yacto (>1/100, <1/10); Hewyacto
(>1/1000, <1/100); piako (>1/10000, <1/1000); myxe pigko (<1/10000), uwacrora HeBimoma (He
MJJISTaE OIIHII 32 HASIBHUMHU JJAHUMHU ).

3 6oxy Hepeosoi cucmemu. 4acTO: TOJOBHHMA O11b; HEYACTO: 3allaMOPOYCHHS, TIAPECTe3is, TimecTesis,
JIMCTEB31s, aMHE31sI; piIKo: mepudepruyHa HeHpoIaris; 4acToTa HEBIIoMa: MiaCTEeHis TpaBic.

3 60Ky WIYHKOBO-KUUKOB020 MPAKMY: 9aCTO: 3all0p; HEYacTO: MaHKPEaTUuT, OJIFOBAHHS.

3 60Ky ckenemuo-m 5130801 cucmemu ma CROJIYYHOI MKAHUHUY. YacTO: OUTb y cyrio6ax, OuIb y CIHHI;
piaKo: mMiomaTisi, MiO3UT, pabIOMi0Ii3, PO3PUB M 53a; JyXKE PiIKO: BOBUAKOBHI CHHAPOM.

3azanvHi nopyuents: He4acTo: acTeHis, O1Tb y TPYIIX, IepudeprudHi HAOPSKH, CTOMITIOBAHICTb.
Topywenns memabonizmy ma xap4yeauis. HEYACTO: TINOTITIKEMisl, 30UIBIICHHS MAacH Tija, aHOPEKCis.
3 60Ky neuinku ma Hco8UHO2O MIXypa. Iy’Ke PIIKO: MEUIHKOBA HEIOCTATHICTb.

3 6oky wkipu ma cnoayunoi mxawuHu: HEYACTO: IIKIPHI BHUCHUIIAHHS, CBEpODK, alOMEIlis; PiaKo:
AHT1OHEBPOTUYHUN HAOPSK, OyJIb03HUHN nepMaTUT (y TOMY YHCI MyJIbTH(GOPMHA €pUTEMA), CHHIPOM
CriBenca — J[>KOHCOHa, TOKCHYHHUM emiepMaJbHUM HEKpOdi3, JIXEHOinHA peakiis, CIHpUYHMHEHA
JIKapChKUM 3aCO00M.

3 6oxy OuxanvHoi cucmemu, opeamie epyOHOI KIIimKu ma cepedoCmiHHA: 4YacTo: OUIb y TOpii Ta
rOpTaHi.

3 6oky kposi ma nimgpamuunoi cucmemu: pigKo: TPOMOOIUTOIICHIS.

3 60Ky cyoun: piAKO: BaCKYJIT.

3 6oky imyHHOT cucmemu. 9acTo: aJeprivyHi peaKilii; qyxe piako: aHadiTakcis.

3 60Ky opeanis 30py: HEYACTO: 3aTYMaHEHHs 30py; YacTOTa HEB1IOMA: OYHA MIaCTEHIs.

3minu pezyromamis 1a60pamopHux ananizie: 4acTo: BIAXHUICHHS Pe3yabTaTiB (QyHKI[IOHATLHUX TPOO
NeviHKY, miaBuileHHs akTuBHOCTI K@K KpoBi; HeuacTo: MO3UTUBHUN pe3yjbTaT aHali3y Ha BMICT
JICUKOIUTIB y cedi.

SAx 1 npu 3acrocyBanHi iHmMX iHri6iTOpiB ['MI'-KoA-peaykrasu, y mnamieHTiB, sKi HpuUiMaiu
aTOpBACTaTHH, CIIOCTEpIrajy IiJBUIIEHHS AaKTUBHOCTI TpaHCaMiHa3 CHUpOBaTKU KpoBi. Lli 3mMiHM
3a3BuYail Oynu cnabko BUPaKEHUMHU, THMYACOBUMHU Ta He MOTpeOyBalu BTpydaHHS a0oO JIIKYBaHHS.
KniniyHO 3Hauyle MiABMILEHHS aKTUBHOCTI TpaHCaMmiHa3 CUpOBaTKU KpoBi (nepesuiieHHs BMH
6ipII HIK y 3 pa3u) croctepiranu y 0,8 % naiieHTiB, ki npuiimManu atopBactaTvH. Lle minBuIieHHs
MaJjio 10303aJIeKHUN XapakTep Ta 0yJ0 0OOPOTHUM Y BCIX MAIlIEHTIB.

VY 2,5 % nanieHTis, Kl MpuiManu aTopBacTaTHH, crocTepiranu 3poctanHs aktTuBHocTi KK cupoBatku
KpoBi, 1o Oureln HiX y 3 pasu mepesuinyBaia BMH. Ile 30iraeTbcsi 31 crocTepexeHHSIMU TPU
3acTtocyBaHHI iHIMX 1HT10iTOpiB I'MI'-K0oA-penykrasu y mporeci KIiHIYHUX AociaipkeHs. Y 0,4 %
NAIIEHTIB, K1 OTPUMYBAJIM aTOPBACTaTHH, CIIOCTEPIraBcs piBeHb, 1110 nepeBuinyBas BMH Ouibin Hixk
y 10 pa3is.

I1o01uHi peakii, IKl BUHUKIN 1] YaC KIIHIYHAX JOCIIDKEHD:

1H(eK1iT CeYOBUBITHOTO TPAKTY, I[yKPOBHIA Aia0eT, IHCYIbT.

VYV nocnimxkenHi, ske Bkmoyano 10305 yuacHukiB (BikoBuil aiana3oH 40-80 pokiB, 19 % XiHOK;
94,6 % mnpencTaBHMKIB €BporeoinHoi pacu, 2,6 % mpeacTaBHUKIB HerpoigHoi pacu, 1,5 % mniBaeHHO-
asiiicbkoro mnoxojkeHHs Ta 1,3 % 3MIMIaHOTO MOXOKEHHS/IHIINX), SIKI OTPUMYBAJIU JIIKYBaHHS
aTopBacTaTHHOM y 1031 10 mr mozgenHo (n=5 168) abo mmanebo (n=5 137), npodine Oe3mexu Ta
NEPEeHOCUMOCTI Tpenapary y Halli€HTiB, SKi OTPUMYBaIM aTOPBACTaTHH, OyB MOPIBHIOBAHUM 3 TaKUM
y IpyIii 11ane6o BIpOJI0BXK MEePioy MOAATBLIOTO CIIOCTEPEKEHHS 3 MEIIaHOI0 TPUBAJIOCTI 3,3 pOKy.
VY nocnipkeHHi, ke Bioyano 2838 marieHTiB (y BikoBoMy niana3oHi 39—77 pokiB, 32 % >KiHOK;
94,3 % mpencTaBHUKIB €BpomeoigHoi pacH, 2,4 % MiBJICHHO-a31HChKOTO TOXO0KeHHS, 2,3 % adpo-
KapuOChKOro noxokeHHs Ta 1 % iHmmx) 3 mykpoBuM giadetom II Tumy, sSiKi OTpUMYBaIH JTiKyBaHHS
aTtopBactatHOM y 1031 10 mr Ha 100y (n=1 428) a6o mnamnedo (n=1 410), He cocTepiranocs >K0HOT
pI3HUII Yy 3arajbHiil 4acToTi HeOakaHUX peakiiii abo cepio3HUX HeOaKaHMX peakUiid MK rpynamu
JIKYBaHHS BIPOJOBXK IMEPIOAY MOJANBIIOTO CIOCTEPEKEHHS 3 MeIiaHO0 TpuBayiocTi 3,9 poky. IIpo
YKOJTHI BUIAJKU pabIoMioJli3y He IOBIJOMIISIIOCS.

V nocnimxkenni, sike Bkiodano 10001 marmienTa (BikoBuit aianazon 29-78 pokis, 19 % xinok; 94,1 %




NpPEJCTaBHUKIB €BpONeoinHoi pacu, 2,9 % mnpencraBHUKIB HerpoigHoi pacu, 1,0 % mnpencraBHHKIB
MoOHrosioigHoi pacu Ta 2,0 % I1HIIKX) 3 KIIHIYHO BUPAXKEHOIO 1MIEMIYHOIO XBOPOOOIO cepls, sKi
OTpUMYBaJIM aTopBacTaTuH y 1031 10 Mr Ha 100y (n=5006) abo aropBactatun y no3i 80 mMr Ha 700y
(n=4995), criocTepiranucs OLTBII cepiio3H1 HeOaXKkaH1 peakIlii Ta BUMAJAKU MPUITMHEHHS 3aCTOCYBaHHS
npemnapary 4epe3 HeOakaHi peakiii y TpyImi MaIi€HTiB, SKi OTPUMYBAJIU BHCOKI 03U aTOPBACTATHHY
(92, 1,8 %; 497, 9,9 % BiamoBiaHO), MOPIBHAHO 3 IPYIOIO MAIliEHTIB, SIKI OTPUMYBAIM HHU3bKI JO3H
npemaparty (69, 1,4 %; 404, 8,1 % BianoBiAHO), BIPOJOBK MEPIOAY MOAAIBIIOTO CIOCTEPEIKEHHS 3
MeiaHoro TpuBaiocTi 4,9 poky. CTiliki miaBUIICHHS piBHA TpaHcamiHa3z (y 3 pasu abo Oumble BHUIIE
BEpPXHBOI MEXi HOpMH, JIBiui BrnpogoBxk 4—10 guiB) cmocrepiranmcs y 62 (1,3 %) oci0, sxi
oTpuMyBaiiu atopBactaTud y 1031 80 mr ta y 9 (0,2 %) ocib, siki OTpUMyBaJId aTOPBACTATUH y 11031
10 mr. [MigBumenss piBHiB KK (y 10 pa3iB abo Oiiblie BUIle BEPXHBOI MEKI HOPMAIBHOTO /11alla30HY)
Oynu 3arajJioM HHM3bKUMH, aje Oyl BUIIMMH y TPYIl NAIl€HTIB, SKI OTPUMYBAJId BHCOKI JI03H
atropBacratuny (13, 0,3 %), mNOpiBHAHO 3 TPYNOI TMAI[€HTIB, M0 OTPUMYBAJIM HHU3BKI
no3u atopBacratuny (6, 0,1 %).

VY nocnimpkenHi, ske Brmoyano 8888 marientiB (y BikoBomy aiana3zoni 26—80 pokis, 19 % XiHOK;
99,3 % mnpencraBHUKIB €BporeoingHoi pacu, 0,4 % mnpencraBHUKIB MoHrojoigHoi pacu, 0,3 %
npeCTaBHUKIB HerpoinHoi pacu Ta 0,04 % iHImHMX), SIKi OTPUMYBaJIM aTOpBAcTaTUH y 1031 80 Mr/moly
(n=4439) abo cumBactatuH y 1031 20-40 mr Ha n00y (n=4449), He cmocrepiranocs >KXOAHOI
BIIMIHHOCTi Yy 3arajpHiii 4acToTi HeOaXaHWX peaklid a0o cepio3HMX HeOAKAHMX PEaAKLId Mix
rpynamMu JIIKyBaHHs BIIPOJOBXK IEPioly MOJANBIIOTO CIOCTEPEKEHHS 3 MeAiaHOK TpuBajiocTi 4,8
POKYy.

VY nocnimxkenHi, sike Bkitodanao 4731 namienrta (BikoBui mianazoH 21-92 poku, 40 % sxiHok; 93,3 %
MIPEJICTAaBHUKIB €BpoIeoinHoi pacu, 3,0 % npencraBHUKiB HerpoimHoi pacu, 0,6 % mpeacTaBHUKIB
MOHTroNI0iAHOI pacu Ta 3,1 % iHmuX) 6€3 KIIHIYHO BUPa)KEHOI IMEMIYHOI XBOPOOHM cepiisd, ane 3
HasBHICTIO B aHAMHE31 1HCYNBTY a00 TpaH3uTopHOI imemiynoi araku (TIA) mpotsrom monepennix 6
MICSAIIIB, SIKI OTpUMYyBaIM aTtopBacTaThH y 1031 80 Mr (n=2365) abo muane6o (n=2366), ympoaoBx
NepioJy TOJAIBIIOT0 CIOCTEPSKECHHS 3 MeMiaHok TpuBaiocTi 4,9 poky crocrepirajacs BHIIA
YacTOTa BUIAJKIB CTIKOrO MiJIBUILIEHHS PIBHA MEUIHKOBUX TpaHcamiHa3 (y 3 paszu abo Oijbliie BUIIE
BEPXHbOI MEXK1 HOPMHU B4l BIIpoJ1oBX 4—10 1HIB) y rpyIll Nalli€HTIB, K1 OTPUMYBAJIM aTOPBACTaTHH
(0,9 %), mopiBHsHO 3 rpymoro Twiane6o (0,1 %). Bumagku migBHWIEHHS pPiBHSA KpeaTHHKiHA3H
(v 10 paziB Bumie BepXHBOI MeXi HOpPMH) OyIU PiIKICHUMH, aje CIOCTEpIrajucs yacTime y Tpymi
HAali€eHTiB, Akl oTpuMyBanu atopBactaTvH (0,1%), Hixk y rpymi miaune6o (0,0 %). Llykposuii niaber
OyB 3apeecTpoBaHuil sk HeOaxaHa peakuis y 144 namientiB (6,1 %) rpynu, mo oTpumyBaia
aTopBacTaThH, Ta y 89 mnarienTis (3,8 %) rpynu miane6o (auB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHS).
[Tpu post-hoc aHami3i MporEeMOHCTPOBAHO, LIO0 aTopBacTaTWH y 1031 80 MI 3MEHIIyBaB 4acTOTY
imemiuHoro iHcynbTy (218 3 2365, 9,2 %, npotu 274 3 2366, 11,6 %) Ta miABUIIYBaB 4acTOTy
BUIIAJIKIB T€MOparidHoro iHeyabsty (55 3 2365, 2,3 %, npotu 33 3 2366, 1,4 %) nopiBHAHO 3 11a11e00.
YacToTa BUMA/KIB JIETAIbHOIO T€MOPAriYHoOro iHCyIbTy Oyia nmoaioHow Mix rpynamu (17 BUMajakiB y
rpyni aTOpBacTaTUHY NOPIBHSHO 3 18 Bunaakamu y rpyni mianedo). Yactora BUnajKiB HEIETaIbHOTO
reMOpariyHoro iHCynbTy Oysa 3HaUHO BUILOKO Y TPy Malli€HTIB, SKI OTpUMYyBalu aTopBacTaTuH (38
BUIAJKIB HEJETAJbHOTO I'eMOpariyHoro IHCYJIbTY), MOPIBHAHO 3 rpynoro Ianedo (16 Bumaaxis
HEJIEeTaIhbHOTO0 TeMOPAriYHOTO 1HCYNbTY). BUSBHUIIOCS, IO MAlliEHTH, SKI BCTYMHIW 10 JOCTIIKEHHS
3 reMOpariuHuM 1HCYJbTOM B aHaMHe31, OTpPUMAaJM MiJIBUIIEHUN PU3UK reMopariyHoro iHcynabTy (7
(16 %) atopBactatun npotu 2 (4 %) mare6o).

3Hayymux BIAMIHHOCTEH MDK TpylnaMd JIKYBaHHS MIOJ0 JIETaJbHOCTI 3 YCIX MNPUYMH HE
crioctepiranocs: 216 (9,1 %) y rpymi, mo oTpuMyBana aropBactaTuH y 1031 80 mr/no0y, mpotu 211
(8,9 %) y rpymi ruanie6o. YacTuHa marieHTiB, sIKi TOMEPIIM Yepe3 cepleBO-CyAHMHHY MaToJIOTito, Oyna
YHCEJIbHO MEHIIOK y TPYI NAIli€HTIB, Kl OTpUMYBalu aropBacTtaTuH y 1031 80 mr (3,3 %), HIX y
rpyni tiane6o (4,1 %). YactuHa mami€eHTiB, SKi MOMEPIHM HE 4Yepe3 CepleBO-CYIUHHY MAaTOJOTIIO,
Oysa 4yncenbHO OUIBILION0 y TPYIII MAallI€HTIB, K1 OTPUMYBaIH aropBacTaTuH y 1031 80 mr (5,0 %), Hix
y rpymi miane6o (4,0 %).

I1o0O1yHi peakIyi miJI yac KIIHIYHUX JOCIPKEHb 3aCTOCYBAHHS aTOPBACTATHHY V JITEN:




[Tin yac 26-THKHEBOTO KOHTPOJIHOBAHOTO JOCHIDKEHHS Y XJIOMI[B Ta Yy JiBYaT MICIS IMOYATKY
MEHCTpYaIliii 3 TEeTepO3UTOTHOK CIMEHHOI0 TimepxosiecrepuHeMieto (Bikom Bim 10 mo 17 pokiB)
(n=140, 31 % — xinouoi crari; 92 % — mpencTaBHUKU €BpONeoinHoi pacu, 1,6 % — mpeacTaBHUKH
HerpoinHoi pacu, 1,6 % — mpenctaBHUKM MOHrosioigHoi pacu Ta 4,8 % — mMpencTaBHUKH 1HIIUX
eTHIYHUX Tpyn) npodiss 6e3neKr Ta MepeHOCUMOCTI aTopBacTaTHHY y 1031 Big 10 mr mo 20 mr Ha
00y SK TOMOBHEHHS JI0 JIIE€TH IS 3HUKEHHS 3arajibHOro Xxojectepuny, piBHsa XC-JITTHI Ta piBHs
anoxinonporeiny B 6yB 3aranom nmonioauM A0 nmpodino mianedo.

Hocsio nocmpeecmpayitino2o 3acmocy8ants npenapamy.

[IpoTsiroM mOCTpeeCcTpaliiHOrO 3aCTOCYBAaHHS aTOpBACTAaTHHY OynM BHSBICHI HUXKY€3a3HAYEHI
nmo6OiuHi peakiii. OCKUIBKK TIPO IIi peakIii MOBiAOMIISETHCA HA JTOOPOBUIbHIM OCHOBI Bij MOIYJISAIIT
HEBIZIOMOi YHCENTBHOCTI, HE 3aBXXIM MOXKHA JOCTOBIPHO OILIHUTH IX YacToTy ab0 BCTAaHOBUTH
MPUYMHHO-HACIIIKOBUI 3B’ SI30K 13 3aCTOCYBaHHSM IIperapary.

Jlo HeOakaHUX peakIlii, OB’ sI3aHUX 13 JIKYBaHHSIM aTOPBACTATUHOM, 3aPEECTPOBAHUX IMICIIST BUXOMY
mpernapary Ha pPHUHOK HE3aJeKHO BiJ OLIHKKA MPUYMHHO-HACIIJIKOBOTO 3B’f3KY, HaJeXaTb:
aHadinakcis, aHTIOHEBPOTHYHUN HAOpsK, Oyabo3HI BHCHMNAHHA (y TOMY YHCII EKCyAaTHBHA
mynsTU(dOpMHA eputeMa, cuHapoMm CriBeHca—/[)KOHCOHA Ta TOKCHYHHUHN emiiepMalbHUI HEKpOIi3),
pabaoMioni3, MiO3UT, MiJBHIICHA BTOMIIIOBAHICTh, PO3PHB CYXOXXHJUISA, JIeTaJbHA Ta HEJETaJIbHA
MEYIHKOBA HEJOCTaTHICTh, 3allaMOPOYEHHS, JAENpecis, nepudepuyHa HEWporaTis, MaHKpeaTUT Ta
IHTepCTHIIIaTbHA XBOPOOA JIETCHb.

Haaxoaunu piakicHi MOBIJOMIIEHHS MPO BUIMAIKU IMYHOJIOTIYHO OINOCEPEIKOBAHOI HEKPOTU3YHOUOi
MiormaTii, OB’ s13aHO1 13 3aCTOCYBAaHHAM CTaTHHIB (MB. po3is «OCOOIMBOCTI 3aCTOCYBAHHSY).
Hanxomumu pinkicHi moCTpeecTpalliiiHi MMOBIIOMJICHHS NMPO KOTHITHBHI po3ianu (BTpaTa mam’sTi,
0e3maM’ITHICTh, aMHE31sI, TOPYIIEHHS 1IaM SITi, CIUTYyTaHICTh CBIOMOCTI), ITOB’s3aHi 13 3aCTOCYBaHHIM
ctatuHiB. L{i KOTHITHBHI po3nagu OynM 3apeecTpoBaHI MpPU 3aCTOCYBaHHI BCIX CTaTHHIB. 3arajliom
BOHM HE HaJeXallld JO Kareropii cepilo3zHMX HeOaxaHWX peakmiii Ta Oyaun OOOpPOTHHMH IicCis
MPUIMHEHHS TPUAOMY CTaTHHIB, MaJH PI3HUN Yac 0 MOoYaTrKy nposiBy (Bix 1 IHA A0 KIJIBKOX POKIB)
Ta 3HUKHCHHS (MeJ/liaHa TPUBAJIOCTI CTAHOBWIIA 3 THIKHI).

[Tin wac 3acTocyBaHHS ACSIKWMX CTaTUHIB OynM oOmnucaHi Taki HeOakaH! SBUINA: PO3JIaJ CTATEeBOI
¢GyHKIIT; BHUHATKOBI BHUMNAJKM IHTEPCTHUIIAJIbHOI XBOpPOOM JIET€HIB, OCOOJMBO MiA  4ac
JIOBFOCTPOKOBOTI'O JIIKYBaHHS.

I1i1 yac IOCTMApKETHHIOBUX CIOCTEPEKEHD MOBLIOMIISIIOCS PO HIKYE3a3HaueH1 IT001YH] peakIi:

3 60Ky kposoHocHoi ma nimgbamuyHoi cucmemu. TPOMOOIUTONEHIS.

3 6oky imyHnoi cucmemu: anepriyti peakuii, aHadinakcis (y TOMy 4yucii aHa(pUIaKTUYHUH 10K).
Topywennsa memabonismy ma xapuyeanHs: 30UIbIIEHHS MacHu Tija.

3 60Ky Hep6060i cucmemu: TOTOBHUN O171b, TiME€CTE31s1, JUCTEB3IA.

3 60Ky WinyHKOBO-KUWKO08020 mMpakmy: Ollb Y )KUBOTI.

3 b6oky opeanie ciyxy ma 1abipunmy: MyM y ByXax.

3 60Ky wiKipu ma niOwWKIipHOi MKaHUHU . KPOIIUB’ sTHKA.

3 60Ky ckenemmno-m 306801 cucmemu ma cCnoiyYHOi MKAHUHU: apTPaNTris, OUTb y CIIHHI; PIIKO: PO3PUB
M’s13a; JTy’Ke piAKO: BOBYAKOBUI CHUHIPOM.

3azanvHi nopywenns: 611b y Tpyasix, nepudepuyHuil HaOpsK, HE3Ty>KaHHs, BTOMA.

3minu pesynomamie nabopamoprux ananizie: miaBUIeHHs akTuBHOCTI AJIT, miBUIlIEeHHS aKTUBHOCTI
K®K kpoBi.

Tlogioomnenns npo nioo3proeani nodiuni peakyii

[ToBiomieHHs Mpo MOOIUHI peakii Micis peecTpallii JiKapchbKoro 3aco0y Mae BakuBe 3HaueHH. Lle
Jla€ 3MOTY MPOBOJUTH MOHITOPHUHT CITiBBIJHONICHHS KOPUCTh / PU3UK TPU 3aCTOCYBaHHI IOTO
JiKapchbKoro 3aco0y. MeauuHuM Ta QapMaleBTUYHMM MpalliBHUKAM, a TakoX MaiieHTaMm abo ix
3aKOHHUM TIPEICTaBHUKAM CII1J] TTOBIJOMIISITH MPO yCl BUMAAKHU MMiTO3PIOBAHUX MOOIYHUX PEaKIliil Ta
BIJICYTHICTh €(EKTHUBHOCTI JIIKapChbKOIO 3aco0y depe3 aBTOMAaTH30BaHy iH(pOpMaIlliiiHy CUCTEMY 3
dapmakoHarsiny 3a mocuiaaHHsaM: https//aisf.dec.gov.ua.




Tepmin npuoamnocmi. 2 poxu.
He 3actocoByBaTu mpenapar miciis 3aKiHU€HHS TEPMiHY MPHUIATHOCTI, 3a3HAYEHOT0 Ha YIaKOBIII.

YmoBH 30epiranns. 30epiratu B OpuTiHaJIBHIN YIIaKOBII IpH Temrneparypi He puiie 25 °C.
30epiratu y HEIOCTYITHOMY JJIsl 1iTEH MicCIii.

YnakoBka.

Ta6nerku mo 10 mr: Ne 30 (10x3), Ne 60 (10x6) y 6micTepax, BKIaJCHHX B IMAYKYy.
Taonerku o 20 mr: Ne 30 (10x3), Ne 40 (10x4) y Omicrepax, BKIAJICHUX B ITAYKYy.
Tabnerku mo 40 mr: Ne 30 (10x3) y Giicrepax, BKIaICHHUX B MMAYKYy.

Taonerku o 80 mr: Ne 30 (6x5) y OGuicTepax, BKJIAJICHUX B MAUKY.

Kareropis Binmycky. 3a peuentom.

BupoOuuk. AT «Dapmak».

Micue3naxonxeHHs1 BAPOOHHKA Ta ajpeca Micls NPOBAKeHHs HOro AislJIbHOCTI.
VYxpaina, 04080, m. Kuis, Bysn. Kupumnisceka, 74.

JlaTta octannboro neperasay. 20.03.2025.



