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Cknao:

ditoua peyosuna: atorvastatin;

1 TabneTka MICTUThH aTopBacTaTUHY Kanbllito Tpurigpary 10,82 mr, abo 21,64 mr, abo 43,28 mr, abo
86,56 mr B nepepaxyBanHi Ha 100 % pedoBuHy (1110 €KBiBaJIeHTHO atopBactatuny) 10 mr, abo 20 wr,
a0o0 40 mr, a6o 80 wmr;

0ONOMIDICHI ~ pe4osunu: KaJbII0 KapOOHAT; JIAKTO3a, MOHOTIJpAT; IIEII0J03a MIKPOKPHUCTAJIIYHA,
HATpiI0 Kpockapmenosa; mnonicopbat 80, TigpOoKCHUIIPOMIIIENtoio3a; MarHiro creapaTr; Opadry II
85F18422 white (ctupT MOMIBIHIIOBHNA, TIOJIETHIICHTIIIKOIb, TANbK, TUTaHy niokcun (E 171)).

Jlikapcbka gopma. TabieTku, BKpUTI IIJIIBKOBOK 000JIOHKOIO.
OchosHi Qi3uxo-ximiuni enacmugocmi: TabeTKU Kpyriaoi (opMH 3 IBOOIYKIIOI MOBEPXHEI0, BKPUTI
IUTIBKOBOIO 000JIOHKOIO 01710T0 200 Maiixke O1710r0 KOJIbopy.

dapmakoTepaneBTH4YHA rpyna. [Ipenapary, Mo 3HUKYIOTh PIBEHb XOJIECTEPUHY 1 TPUIITILEPUIIB Y
cupoBarii kposi. [ariditopu I'MI'-KoA-penykrasu.
Koxg ATX C10A AO05S.

Dapmakonoziuni e1acmueocmi.

Dapmaxoounamixa.

Atopsakop® sBise co06OI0 CHHTETHYHHMI TiNoOJiNifeMiuHuii JiKapchkuii 3aci6. ATopBacTaTHH €
iHriditopom 3-rimpokcu-3-merunrayrapui-kopepment A (IMI-KoA) — penykrasu. Lleit depment
karanizye neperBopeHHs ['MI'-KoA B MeBanmoHaT — paHHIN eTan OlOCHMHTE3Yy XOJECTEpUHY, KW
00MeXy€e MIBHJIKICTh HOTO YTBOPEHHS.

Atopakop® € CceJeKTMBHHM KOHKYpeHTHHM iHri6iropom I'MI-KoA-pemykrasu — (epMeHTy, Bij
SKOTO  3QJIeKHUTh IIBUJKICTh TEPETBOPEHHS  3-TiAPOKCU-3-METHIIIIyTapui-KopepMeHTty A B
MEBaJOHAT, PEYOBHUHY-TIONEPEIHUK CTEPOdiB, Y TOMY UHCII XOJIECTEpUHY. XOJIECTEPUH Ta
TPUTIIILEPUIN IMPKYJIIOIOTh B KPOBOTOKY B KOMIUIEKCI 3 JjinmomporeiHamu. Lli kommiexcu
PO3AUIAIOTHCA 3a JIONOMOTOI0 yibTpaueHTpudyryBanus Ha (pakuii JITIBI (ainonporeinn Bucokoi
urinbHocTi), JIIIII (mimompoteinn mpomixkHOi mineHOCTi), JIITHIL (mimompoTeinn HU3BKOI
mtiibHOCTi) Ta JIITJIHIT (nmimonpoTeinu nyke Hu3bkoi miinbHOCTI). Tpurminepuau (TI') Ta xonectepun
y TediHui BkIo4aroTbed A0 ckiany JIIJIHIL Ta BHUBUIBHAIOTBCS B IjIa3My KpoBi JUId
TpaHcnioptyBaHHs B nepudepuuni tkanuau. JIITHIL dopmyrorses 3 JIITIHIL Ta kxatabomizyroTbes
HUIIXOM B3aemofii 3 BUcokoadinnumu penentopamu JIITHI. KuminiyHi Ta maToioroaHaTomiuHi



JOCITIJKEHHS TIOKa3yI0Th, 10 MiJBHUILEH] piBHI 3aranbHoro xonecrepuny (3X), xonecrepuny JITTHIL]
(XC-JITHIL) Ta amomimonporeiny B (am0 B) y mma3mi KpoBi CPHUSIOTh PO3BUTKY aTEPOCKIEPO3Y Y
JIFOIMHU Ta € (PAaKTOpaMu pU3UKY PO3BUTKY CEpPIIEBO-CYIMHHHUX 3aXBOPIOBaHb, B TOM Yac K IMiJBUIIEHI
piBHi xonectepuny JIIIBIL] moB's3aH1 31 3HWKEHUM PU3UKOM CEPILIEBO-CYIMHHUX 3aXBOPIOBAHb.

B excrnepuMeHTaIBHUX MOJAEISAX Yy TBapuH aTOPBACTATHH 3HIDKYE pPIBEHb XOJIECTEPUHY Ta
JMONPOTEiHIB Yy MJIa3Mi NUIstxoM 1Hri0yBanHs B nedinii ' MI'-KoA-penykTa3u 1 CHHTE3y X0JIECTEpUHY
Ta NUIXOM 30UIBIIEHHA KiMTbKOCTI medinkoBux peuentopis JIITHII] Ha moBepxHi KINTHH ISt
MOCHJICHHS TorauHaHHs Ta karadomizmy JITTHIL; atopBactatun Takox 3MeHmtye Bupoosenns JITTHII
Ta KUTBKICTh IIMX YaCTHHOK. ATOpBacTaTMH 3MeHINye piBeHb xonectepuny JIITHIL y npesxux
MAIi€HTIB 3 TOMO3UTOTHOIO CIMEIHOIO TiepXoIeCTepUHEMi€I0, TOOTO Y THX, XTO PiJKO BIATOBIAa€E HA
JIKYBaHHS 1HITMMU TIMOJIIIEMIYHUMH JIKApCHKUMH 3aC00aMHu.

UucneHHi KIIHIYHI JOCTIJUKEHHS MOKas3aJd, IO MiJBUINEHI pIBHI 3araJlbHOTO XOJECTEPHHY,
xosiecrepuny JIITHIL[ Tta ano B (MemOpanuuii komruiekc juisi xosiectepuny JIITHIL) mpoBokyroTh
po3BUTOK arepockieposy. [lomiOHuM dmHOM 3HIKeHI piBHI Xxomectepuny JIIIBIL (ta #oro
TPAHCIIOPTHOTO KOMIUIEKCY — amo A) TMOB'I3aHi 3 PO3BUTKOM aTepockiepo3y. Emimemionoriuni
JOCITIJKEHHSI BCTAHOBWJIU, 1[0 CEPLEBO-CYJMHHA 3aXBOPIOBAHICTD 1 JIETAIBHICTh 3MIHIOIOTHCS TPSMO
MIPOTIOPIIIAHO 710 PiBHS 3arajibHOTO XoJecTepuny ta Xojectepuny JIITHII] Ta o6epHeHO mponopiiitHO
1o piBas xonecrepuny JITTBILL.

ATOpBacTaTUH 3HUXKYE PIBEHb 3arajJbHOrO XolecTepuny, xonecrepuny JIIIHI] Ta ano B y mamieHTis 3
TOMO3UTOTHOIO Ta TETEPO3UTOTHOIO CIMEHHOIO TinepxoylecTepuHeMier0, HeciMeHUMH (dopMaMu
rinepxoJyiecTepruHeMIi Ta 3MIIIAHOI TUCTIMIAeMi€l0. ATOPBACTATHH TAKOXK 3HMXKYE PIBHI XOJIECTEPUHY
JOTIHIL ta TI, a Takok 3yMOBJIIOE HeECTiiiKe MiABHINEHHS piBHA xojiectepuny JIIIBIL[ Ta
anoninonporeiny A-1. ATopBacTaTHH 3HIXKYE pPIBEHb 3arajbHOr0 XOJECTEPHHY, XOJECTEPUHY
JITHIL, xonecrepuny JIITAHIL, ano B, tpurninepunis ta XC-ne-JIIIBILI, a Takox miaBUIIYE pPiBEHb
xonectepuny JIIIBIL[ y marieHTiB 3 1307b0BaHOIO TiMEPTPUTIILEPUAEMIEI0. ATOPBACTATUH 3HUKYE
XC-JIIII] y marieHTiB 3 1ucOeTaIinonpoTeiHeMiero.

[Toni6no mo JIIMHIL, mimompoTteinu, 30aradeHi XOJECTEPUHOM Ta TPUTIILEPUAAMH, B TOMY YHUCIHI
JITTJTHIL, JITIILII Ta pemTa, TakoXX MOXYTh CIPHUSTH PO3BHTKY arepockieposy. [linBuimeHi piBHi
TPUTTILEPUIIB y TMJa3Mi YacTO BUSBISAIOTBCA y Tpiaai 3 Hu3bkumu piBHAMu XC-JIIIBI] Ta
manieHbkuMu yactoukamu JITTHILL, a Takox y crioxy4eHHi 3 HeliniJHUMA METa0OoIiYHUMU (paKTOpaMu
PHU3UKY PO3BHUTKY ilIEeMI4HOI XBopoOu cepiig. He Oyno mocniioBHO T0BEIEHO, 10 3arajlbHUN PiBEHb
TPUTTILEPUIB MIa3MU K TaKui € He3aJeKHUM (PAKTOPOM PU3HMKY PO3BUTKY IIEMIYHOI XBOPOOU
cepus. Kpim Toro, He Oyno BCTaHOBJIEHO He3aleKHOro BIUMBY minBuiieHHs piBHs JIIIBII ab6o
3HIDKEHHSI PIBHSA TPUIJIILEPHUIIB HAa PU3UK KOPOHAPHOI Ta CEpLEBO-CYAMHHOI 3aXBOPIOBAHOCTI Ta
JE€TaIbHOCTI.

ATopBacTaTHH, TaK caMmo SIK 1 HOro nesiki MeTadoiiTH, € (apMaKOoJIOTiYHO AKTUBHUM Yy JIOIAWHH.
["osioBHUM MicIieM i1 aTOpBacTaTUHY € MeYiHKa, sSKa BiAIrpa€e roJI0OBHY POJIb Y CUHTE31 XOJIECTEPUHY
ta kiipenci JIITHIL. Jloza npenapary, Ha BiAMIHY BiJ CUCTEMHOI KOHIIEHTpaLii Mpenapary, Kpaiie
Kopentoe 31 3MeHIIeHHsM piBHsA xojectepuny JIITHII. ImauinyansHuil migdip A03u mpemnapary
CITiJI 3MIMCHIOBATH 3aJIe)KHO Bif TepaneBTUYHOI BimmoBimi (muB.pos3nin «Croci® 3acTocyBaHHS Ta
JIO3H»).

Dapmaxokinemuxa.

BcMmokTyBaHHs. ATOpBacTaTUH IIBUAKO abcopOyeThes Micis MepopaibHOro npuiomMy. MakcumalbHi
KOHIICHTpaIlii y Tia3Mi KpoBi jgocsratoThesi mpotsirom | — 2 roguH. Ctymiae abcopOrii 3pocTae
OponopuiiHo 103i. AGcomoTHa O10J0CTYMHICTh aTOpPBAaCTaTUHY (BUXITHHUM JIKapchbKuil 3aciO)
CTaHOBUTH NpubIM3HO 14 %, a cucreMHa 061010CTYNHICTH 1HT10YI040i akTHBHOCTI 1040 ['MI'-KoA-
penykrasu craHoBUTh npuOan3HO 30 %. Husbky cucTeMHY MOCTYMHICTH Hpenapary MOB'S3yIOTh 3
NEePEeICUCTEMHUM KIIIPEHCOM Y CJIM30Bi OOOJOHLI IITYHKOBO-KHUIIKOBOTO TpakTy Ta/abo 3
MEepeCUCTEMHOI0 OioTpaHcopmarliiero y medinii. Xoda iKa 3MEHIIye IIBHIKICTh Ta CTYMHiHb
abcopOuii nikapcbkoro 3aco0y mpudian3Ho Ha 25 % Ta 9 % BIANOBIAHO, BUXOIAYH 3 TOKa3HUKIB Cmax
ta AUC, 3HmwkeHHs piBHA xosectepuny JIITHII[ € moniOHMM He3aneKHO BiJ TOTrO, MPUHMAETHCS
Atopaakop® 3 Tkero a6o okpemo. IIpu 3acTocyBaHHI aTOpBAacTaTHHY BBeUepi HOTO KOHIIEHTpAIlis B
ria3mi KpoBi Oyna Hk4oro (mpudnm3Ho Ha 30 % nms Cmax Ta AUC), HiXK IpH paHKOBOMY MPUHOMI.




Opnak 3HIKeHHS piBHA xonectepuny JIITHILL € onHakoBUM HE3alIeKHO BiJ 4acy MpHiioMy npenapary
(muB. po3min «Crocid 3acTOCyBaHHS Ta I03U»).

Posnonin. Cepenniit 00'eM po3nojiny aropBacTaTMHy cTaHOBHTH npubiau3Ho 381 mitp. Ilonax 98 %
npenapary 3B'SI3yeTbcs 3 Oimkamu 1uiasmMu. KoHIEHTparliiiHe CHiBBIIHOIIECHHS KpOB/IIa3Mma, IO
CTaHOBUTH Npubim3Ho 0,25, BKa3ye Ha MoraHe MPOHUKHEHHS Mpernapary B epuTpouutd. Ha mincrasi
JaHKX JOCIiKeHb HA TBAPUHAX BBAKAECTHCA, 0 ATopBakop® 31aTHUI MPOHMKATH Yy IPyJIHE MOJIOKO
aronuan  (muB. po3aimn «l[IpoTurnokasanHs», «3acTOCyBaHHSI y IEpioJl BariTHOCTI abo TOJyBaHHS
rpyao» Ta «Oco0IMBOCTI 3aCTOCYBAHHSIY).

Metabomi3M. ATOpBAaCTaTUH IHTEHCHBHO METa0OMI3yeTbCcd A0 OPTO- Ta MapariipoKCHILOBAHUX
HOXITHUX 1 PI3HOMAaHITHUX MPOJYKTIB OeTa-oKuciIeHHs. B nocmimkeHnsx in vitro inrioyBanns I'MI -
KoA-penykrazu opTo- Ta mapariIpoKCHILOBAaHUMH MeETa0OIiTaMu EKBIBAJIGHTHE 1HT10yBaHHIO
atopBactatuHoM. [Ipubmuzno 70 % wupkymaorouoi iHTiOiTOpHOT akTuBHOCTI 1moao0 ['MI-KoA-
peayKTa3y MOB’I3aHO 3 aKTUBHUMHU MeTabostitamu. JocmipkeHHs in VItro cBigyath mpo BaXKIUBICTh
MeTabomi3My aTopBacTaTHHY mHUTOXpoMoM P450 3A4, 1m0 y3romKyeTbCs 3 MiIBUIICHAMH
KOHIEHTpALIIMU aTOpBacTaTUHy B IUIa3Mi KPOB1 JIIOAMHU MicCHs OAHOYACHOTO 3aCTOCYBAaHHS 3
CPUTPOMIIIMHOM, BIJIOMHM 1iHTIOITOpOM mBOrO i30epmeHTy (AMB.po3ain «B3aemonis 3 iHIIMMHU
JTIKapChKMMH 3aCO0aMH Ta 1HII BHIU B3aEMOJIIN»).

Exckpenis. ATopBacTaTuH Ta WOT0 METAa0OJITH BHBOJISATHCS, TOJOBHUM YHHOM, 3 >KOBUIO ITiCIIS
MEYIHKOBOTO Ta/4M MO3aledyiHKOBOrO MeTaloisi3My, OJHAK el mpemapar, OYeBUAHO, HE 3a3HAE
KHAIIKOBO-TIEYIHKOBOI penupKyisamii. Cepeaniii mepio]] HamiBBHUBEIEHHS aTOPBACTATHHY 3 IUIA3MHU
KpOBI JIFOAWHU CTAHOBUTh NpHOIU3HO 14 roguH, aje rmepioJ HaIiB3MEHIIEHHS 1HTIO01ITOpHOT
aktuBHOCTI 10oA0 [ MI'-KoA-penykrazu cranoButh Big 20 g0 30 romuH depe3 BHECOK AKTUBHUX
meTabomitis. [licns nepopanabHOTO MpUIIOMY Mpenapary 3 ceuero BUAUISIETbCS MEHIIe HiX 2 % 103u.
[Momysiiii XBopux

[MamienT miTHHOrO Biky. KoHIIeHTpalis atopBacTatuHy y Iuia3mi € Bumiow (mpubnusuo 40 % mis
Cmax T2 30 % mns AUC) y 3m0poBUX 0Ci0 JIITHBOTO BiKy (BIKOM BiJ 65 POKiB), HIXK Y MOJIOJIMX JTFOCH.
Kniniynai nani cBigyars npo Ouibiuuii ctyminb 3HmwkeHHs JITTHIL npu 3acTtocyBanHi Oyab-sSKoi 403U
npenapary y Maii€HTiB JITHbOTO BIKY MOPIBHAHO 3 MOJIOAUMH JoabMu (uB.po3in «OcobauBocCTi
3aCTOCYBaHHS»).

Jitn. ®apMakoKiHETHYHI aHi 1010 MAIiEHTIB AUTAYOTO BiKY BIICYTHI.

Cratb. KoHnieHTpallis aTopBacTaTHHY B IU1a3Mi KPOBI JKIHOK BiJJPi3HA€THCS B/l KOHIIEHTpaLli y Mmia3mi
40710BiKiB (Cmax mpubam3Ho Ha 20 % Bume, a AUC na 10 % nHmwkde). OnHak HeMae KITHIYHO
3HaYyIIOi BIMIHHOCTI B 3HMXEHHI piBHs xonectepuny JIITHIL npu 3actocyBaHHI aTopBacTaTUHY Y
YOJIOBIKIB Ta KIHOK.

[TopymieHHs QyHKIT HUPOK. 3aXBOPIOBAHHS HUPOK HE BIUIMBAIOTh HA KOHIIEHTPAIII0 aTOPBACTATUHY
y masmi abo 3HwkeHHs XC-JIITHIL, a omxke, kopuryBaHHsS J03M Ipenapary HalieHTam 3
HOpyIICHHAMH (QYHKIT HUPOK He moTpibHe (auB.po3mimu «Crmocid 3acToCyBaHHS Ta 03U,
«OCco0IMBOCTI 3aCTOCYBAHHS).

I'emopiani3. Xoyda JOCHTIKEHHS 32 YYacTIO Malli€HTIB 3 TEPMIHAIBHOIO CTAI€I0 3aXBOPIOBAHHS HUPOK
HE TPOBOJIMIIUCH, BBAKAETHCS, M0 TeMOiaNi3 HE MIIBUIIYE 3HAYYIIMM YWHOM KIIIPEHC Mpemnapary
ATopBakop®, OCKiJIbKU IpenapaT iHTEHCUBHO 3B'S3y€ThCs 3 OiIKaMK MIIa3MH.

[TeuinkoBa HeocTaTHICTh. KOHIIEHTpallig aTopBacTaTUHY B I1a3Mi ITOMITHO IMIJBUIIEHA Y NAI[IEHTIB 3
XPOHIYHOIO aJIKOTOJIbHOI0 XBOp0oOoto neviHkh. [TokazHuku Cmax Ta AUC y 4 pa3u BUIII B HalLli€HTIB 13
3aXBOPIOBaHHSAM TMEUYIHKH Kiacy A 3a mkanor Yaimma — I1'to. Y mamieHTiB 13 3aXBOPIOBaHHSIM
neviHky knacy B 3a mkanoro Yaitnga — 110 mokasHukU Cmax Ta AUC migBUIIYIOThCS TpUOIn3HO 16-
kpatHo Ta 11-kpatHo BifmoBinHo (muB.po3ain «[IpoTunokasanHs»).

Tabmung 1. BiuB oflHOYacHO 3aCTOCOBYBAHUX MpenapariB Ha (hapMaKOKIHETUKY aTOpPBACTaTUHY
OnHOYaCHO 3aCTOCOBYBaHi npenaparu | ATOpBacCTaTUH
Ta PEeKUM J103yBaHHS

Jlo3a (mr) 3mina AUCE | 3mina Cmax®
10mMr 1 pa3 Ha
n06y  BmpomoBk | 18,7 pasa 110,7 paza
28 nHiB

*uknocrniopun 5,2 Mr/xr/noby,
crabinpHa 103a




*Tunpanasip 500 Mmr  aBiui  Ha

no0y/putonasip 200 mr aBiui Ha 100y, | 10 mr P/ 19,4 paza 18,6 pasa
7 ITHIB
# . .
TenappeBlp 750 Mr KOHI1 8 roguH, 20 wir PJI 17.88 pasa 10,6 pasa
10 guis
# 1CaxpinaBip 400 mr mBiui Ha 100y/ | 40 mMr 1 pa3 Ha
puronaBip 400 Mmr aBiui Ha 100y, | 100y BIPOJOBXK 13,9 pasa 14,3 paza
15 nHiB 4 nuiB
) . 80 mr 1 pa3 Ha
#
Kaapurp OMIHHIT S00mr - asial - na 100y BIPOIOBXK 14,4 paza 15,4 pasa
100y, 9 nHiB ;
8 nHiB
#apynasip 300 Mr naBiui ma 106y/ | 10 Mr 1 pa3 Ha
putronaBip 100 Mmr aBiui Ha 700y, | 100y BIPOJOBXK 13,4 paza 12,25 pasa
9 nHIB 4 nuiB
7
41;1:{2}1(01{&13011 200 mr 1 pa3 Ha 100y, 40 wir P 13,3 pasa 190 %
*®ocammpenasip 700 mr apiui Ha | 10 Mr 1 pa3 Ha
no0y/puronasip 100 mr nBivi Ha 100y, | 70Oy BIIPOIOBK 12,53 pasa 12,84 paza
14 nuis 4 nuiB
. 10 mr 1 pa3 Ha
#
®ocaane§aBlp 1400 Mmr 2 pa3u Ha 106y BIPONIOBIK 12,3 pasa 14,04 pasa
o0y, 14 nuiB i
4 nHiB
. 10 mr 1 pa3 Ha
#
Hen@mamp 1250 mr 2 pa3u Ha 1100y, 1106y BIOIOBIK 174 % 12,2 pasa
14 nguis )
28 nHiB
# < v .
Fpeliﬂ(i)pyTOBI/II/I cik, 240 mut 1 pa3 Ha | 40 mr 1 pa3 Ha 137 04 16 %
o0y 100y
I[I/IJITI‘EBGM 240 mr 1 pa3 Ha n00y, | 40 mr 1 pa3 Ha P51 04 Bes syt
28 nHiB 100y
EpI/I”l‘“pOMIIII/IH 500 mr 4 pazu Ha 100y, | 10 Mr 1 pa3 Ha £33 04 138 0%
7 nHiB o0y
Awronumin 10 Mr, pasosa 103a 28[261\? I pasna 15 % L12%
10 mr 1 pa3 Ha
Humernaua 300 mr 4 pasu Ha 100y, ! Menure 0
2 TUXHI A00y BIPOAOBA Hix 1 % V11%
2 TUXHIB
40 mr 1 pa3 Ha
KOJ‘IGCTI/I'HOJ'I 10 Mmr 2 pasu Ha 100y, 106y BIDONIOBIK He 1 26 0p%*
28 THXHIB . BH3HAYEHO
28 THXKHIB
10 mr 1 pa3 Ha
®
ManIQKc TC® 30 mit 1 pa3 Ha 100y, 1106y BIPOJIOBIK 133% 1340
17 nuiB .
15 nuiB
Eq)aBlpeHs 600 mr 1 pa3 Ha g00y, | 10 MT BIPOJIOBK La1% 11%
14 nHiB 3 1HIB
# .
PI/I(PaMl'IlH 600 mr 1 pa3 Ha ;[q6¥, 40 mr 1 pa3 Ha 230 % 12,7 pasa
7 mHiB (Ipy 0THOYACHOMY BBeJieHH1) ' | o0y
# .
PI/I(PaMl'IlH 600 mr 1 pagT Ha 100y, | 40 mr 1 pa3 Ha 180 % 1a0%
5 nHIB (OKpEMUMU J03aMH) 100y
*Temdibposun 600 mr apiui Ha 100y, | 40 Mr 1 pa3s Ha A ! Menme Hix
. 35 %
7 nHIB 100y 1%
# .
7®e§0@16paT 160 mr 1 pa3 wa 00y, | 40 mr 1 pa3 Ha 1304 19 04
JIHIB o0y
*Bonenpesip 800 mMr 3 pasu Ha 100y, | 40 mr 1 pas Ha 12,3 pasa 12,66 paza




‘ 7 nHiB ‘ o0y ‘ ‘ ‘

& Jlani, 3a3HaueHi fK 3MiHA y X pa3iB, ABJISAIOTH COOOIO MPOCTE CIIBBIHONIEHHS MiX KiJbKICTIO BHMAAKIB OJHOYACHOTO

3aCTOCYBaHHSI MIPETIAPaTiB Ta 3aCTOCYBaHHS TIJIbKH aTopBacTaTUHy (ToOTO 1-KpaTHMii = Oe3 3MiHu). [laHi, 3a3Ha4eHi y
MPOIICHTAaX, SBIIOTH COOOK0 TPOLEHTHY pIi3HHUIIO BIHOCHO TIOKAa3HWKIB TP 3aCTOCYBaHHI aTOPBAaCTaTHHY
okpemo (10610 0 % = 6e3 3MmiHn).

Momo ximiHiYHOI 3HAYYHmIOCTI AMB.po3minu «OCOOIMBOCTI 3acTOCyBaHHSI» 1 «B3aemomis 3 IHIIUME JiKapCEKUMHU

3aco0aMH Ta 1HIII BUAY B3a€MOIIi».

[MoBigomisunocst mpo Gurteine migsumenHs AUC (mo 2,5 pasa) ta/abo Cmax (1o 71 %) npu HagMipHOMY CHOKHMBaHHI

rpeingpyrosoro coky (750 mu — 1,2 nitpa Ha 100y abo Oinbie).

IoonmHOKMI BUIaIOK 3adikcoBanuii uepes § — 16 rox micins npuitoMy 03U Ipermapary.

T Yepes MexaHi3M NOABIHHOI B3acMofii pH(paMIiHy PEKOMEHIYCTHCS OJHOYACHE 3aCTOCYBAHHS ATOPBACTATHHY 3
pudaMITiHOM, OCKUTBKH OyJIO TITOKa3aHO, IO BiJACTPOYEHE 3aCTOCYBAHHS AaTOPBACTATHHY IINCIs 3aCTOCYBaHHS
pudamminy oB’si3aHe 31 3HAUHUM 3HIDKEHHSIM KOHLICHTpAIliil aTOpBacTaTHHY B IJIa3Mi KPOBI.

i Jlo3a komOiHanii npenapaTiB cakBiHaBip + PUTOHABIpP y IOMY JOCII/DKEHHI HE € KIIIHIYHO 3aCTOCOBYBAHOIO J03010.
[TinBuILEHHS €KCIIO3MLIIT aTOPBACTaTHHY MPH 3aCTOCYBAaHHI B KIIIHIYHUX YMOBAaX, HMOBIpHO, Oy/ie BUIINM, HIX T€, 110
criocTepirajocs B LbOMY JOCHiKeHHI. ToMmy ciig 3 0O0epeXHICTIO 3acTOCOBYBATH NpernapaT y HaWHMKYIH
HeoOXiTHIH 1031.

Tabmuns 2. BrmuB aTtopBacTaTrHy Ha ()apMaKOKIHETHKY OJHOYACHO 3aCTOCOBYBAHHMX JIIKAPCHKUX
3ac00iB

ATopBactaTuH OHOYACHO 3aCTOCOBYBAHMH JIIKapChKUH 3aCi0 Ta pEXKUM JI03yBaHHS
[Tpenapat/no3za (mr) 3mina AUC 3miHa Cmax

80 mr 1 pa3 Ha

100y BIIPOJIOBXK Antunipun 600 mr 1 pa3 Ha 100y T3 % 111 %

15 nuis

80 mr 1 pa3 Ha "

1106y BIPOIOBIK Z%HFQKCHH 0,25 mr 1 pa3 Ha 100y, M5 % 190 %

14 nuis JiHLB

40 wir 1 pas Ha Hepopam,‘Hi KOHTpAICTITHBH 1 pa3 Ha

100y BITPOJIOBK A00y, 2 micsui 0 0

22 min — HOPETHCTEPOH 1 mMr 128 % 123 %
— €TUHLIECTPaaion 35 MKr T19 % 130 %
Tunpanagip 500 mr 2 pa3u Ha 100y /

10 6Mr 1 pas na putonasip 200 mr 2 pa3u Ha 100y, bes 3Minn be3 3minu

00y 7 nHIB

10 wr 1 pas na docammpenasip 1400 mr 2

100y BIOPOJIOBX PEHABIp pasuHa 27 % 118 %

4 nuis no0y, 14 nuiB

10 mr 1 pa3 Ha ®ocammnpenasip 700 mr 2 pa3u Ha

100y BITPOJIOBXK 100y /putonasip 100 mr 2 pa3u Ha bes 3minn bes 3minu

4 nHiB o0y, 14 nuiB

# [1lomo KIiHIYHOI 3HAYYIIOCTI AUB. po3ain «B3aeMois 3 IHIIMMHE TiKapCHKMMH 3aCO0aMM Ta iHIII BHAU B3a€MOIN».

Kuiniuni xapakTepucTUKH.

Ilokazanns.

3anobizanna cepyego-cyOuHHUM 3AX60PIOBAHHAM

Jns popociaux maiieHTiB 0e3 KIIIHIYHO BHUPaKEHOI 1IEMIYHOI XBOPOOHM ceplsl, aie 3 JIeKiJIbKoMa
dakTOopaMM PpU3MKY PO3BUTKY IMIEMIYHOI XBOpPOOHM cepls, TaKUMHU SK BIK, TIOTIOHONAJIHHS,
aprepianbHa rinepreH3isd, Hu3bkuil pieHs JIIIBIL abo HasBHICTH paHHBOI 1IEMIYHOT XBOPOOH ceplist
y ciMeitHOMy aHaMHe3i, ATopBakop® noka3aHuil is:

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

- 3MEHILIEHHs PU3UKY BUHUKHEHHS IHCYJIbTY;

- 3MEHIIEHHS PU3UKY POBEACHHS MPOLEIYP PEBACKYISIPU3aIlii Ta CTCHOKaP/Iil.

Jnist marieHTiB 3 IyKpoBuUM JiaberoM |l Tumy Ta 6€3 KJIiHIYHO BUpPa)XeHOT iIeMiYHOi XBOpoOu cepuis,



asie 3 JeKiIbKoMa (paKTopaMH PU3HMKY PO3BUTKY 1IEMIYHOI XBOPOOH ceplis, TAKUMH SK PETUHOIATIS,

anpOyMiHypis, TIOTIOHOMATIHHS a60 apTepianbHa rimepTeHsis, mpenapar ATopsakop® MOKa3aHMH JUTS:

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

- 3MEHUICHHS PU3UKY BUHUKHEHHS 1HCYIIBTY.

JI71st IAIi€HTIB 3 KITiHIYHO BUPAXKEHOIO iIIEMiYHOI0 XBOPOOOIO ceplist ATopBakop® MOKa3aHMH [Is:

- 3MEHUICHHS pU3UKY BUHUKHEHHS HEJleTaJbHOro iH(apKTy MiOKapaa;

- 3MCHILICHHS PU3UKY BUHUKHEHHS JICTAJbHOTO Ta HEJIETALHOTO 1HCYIIBTY;

- 3MEHUICHHS PU3MKY IPOBEICHHS MPOILEAYp PeBaCKyIspU3allii;

- 3MEHILIEHHS PU3UKY TOCHiTai3alil y 3B'13KYy 13 3aCTII{HOIO CepIIeBOIO HEIOCTATHICTIO;

- 3MCHILICHHS PU3UKY BUHUKHEHHS CTCHOKapIii.

Linepninioemis

- Sk fMOomoOBHEHHS 1O Mi€TH, 100 3MEHIIUTH TMiIBUIICHI PIBHI 3arajbHOTO XOJECTEPUHY,
xoniecrepuny JIITHIL, anomimonporeiny B Ta TpurminepumiB, a TakoXX IJs MHiABUIICHHS PIBHSI
xonecrepuny JIIIBIL y mnamieHTiB 3 NEPBUHHOIO TilepXOJeCTEPUHEMIEI0 (TETEPO3UTOTHOIO
CIMEHHOI Ta HECIMEWHOW) Ta 3Mimanor auciimigemiero (tumu [la ta IIb 3a knacudikariero
®penpikcona).

- SIK MOTOBHEHHs 10 JIETH IS JIIKYBAaHHS IAIIEHTIB 3 IMJABUIICHUMH PIBHAMHU TPHUTIILECPUIIB Y
cuposarii kposi (tum IV 3a knacudikamiero @penpikcona).

- JIns mikyBaHHSI TAIli€eHTIB 3 MepBUHHOIO aucOetaninonpoteinemiero (tum Il 3a kmacudikaiiero
@penpikcona), y THX BHINAAKaX, KOJIH JOTPUMAHHS JIIETH € HEIOCTATHHO e()EKTUBHUM.

- Jlns 3MeHIIeHHS 3arajlbHOTO xoJiecTepuny Ta xonectepuny JIITHIL y maiieHTiB 3 rOMO3UTOTHOIO
CIMEHHOIO TINEPXOJIECTCPUHEMIEI0 SK JOMOBHEHHS [0 IHIIMX TilTOJIMiIEMIYHUX METOIiB
nikyBaHHS (Takumi sk aepes JITTHIL) aGo sKIo Taki METOIM JTiIKyBaHHS HEJJOCTYIIHI.

- SIx IOTOBHEHHS 10 Ai€TH JJIs 3MEHIICHHS PiBHIB 3arajJbHOTO Xojectepuny, xoiecrepuny JITTHII]
1 anmoninonpoTeiny B y xymonuukiB Ta y AiBYaT micis MOoYaTKy MeHCTpyarliil BikoM Big 10 mo 17
POKIB 3 T€TEPO3UTOTHOIO CIMEHHOIO TIMEPXOJIECTEPUHEMIETO, SKIIO ITiCIIs BIIOBIIHOI Ji€TOTeparii
pe3yNbTaTH aHali31B TaKi:

a) xonecrepun JIITHI 3anumaerses > 190 mr/mn abo
0) xonecrepun JITTHILL > 160 mr/mn ta:

e y ciMeliHOMY aHaMHe31 HasiBHI PaHHI CepLIeBO-CYMHHI 3aXBOPIOBAaHHS 200

e 1Ba abo OuibIle IHIIMX (AKTOPIB PUBKUKY PO3BUTKY CEPILIEBO-CYIMHHUX 3aXBOPIOBAaHb IIPUCYTHI
y maIfi€HTa AUTII0r0 BiKY.

Ilpomunoxazauus.

- AKTHBHE 3aXBOPIOBaHHS TEUIHKH, K€ MOXE BKJIIOYATH CTiliKe MiABUINEHHS PIBHIB MEYIHKOBUX
TpaHCaMiHa3 HEB1IOMO] €T10JIOT1I.

- ['inepuyTnuBicTh A0 Oy/1b-SKOTO 3 KOMIOHEHTIB LIbOT'0 JIKapChKOI'o 3ac00y.

- [lepion BariTHOCTI Ta TOyBaHHS TPYAIIO.

- JKiHKH TITOPOIHOTO BIKY, 1[0 HE BUKOPUCTOBYIOTH KOHTPAIICITHBH.

B3aemooia 3 inwuumu nikapcoKumu 3acovamu ma iHuwii 6u0u 63a€Mo0ill.

Pusuk po3Butky wMmiomarii miJ yac JIKyBaHHS CTaTMHAMHU MIJBHUILYETbCA Yy pa3l OAHOYACHOTO
3aCTOCYBaHHA MOXITHUX (DIOPOEBOI KUCIOTH, JIMIAOMOIU(IKYBAIBHUX 103 HiallMHY, IHUKIOCIIOPUHY
a6o motyxHuX 1HrioiTopiB CYP 3A4 (nanpukinan, KiapuTpoMmiluHy, 1HT10iTOpiB mpoteasu BIJI ta
iTpakoHa301y) (AuB. po3iu «Oco0IMBOCTI 3aCTOCYBaHH» Ta «DapMaKOJIOTIUHI BIACTHBOCTI»).
Iomyxcni ineioimopu CYP 3A4. Atopsakop® MeTabomizyeThes UTOXpoMoM P450 3A4. OnHovacHe
3acTOCyBaHHs TIpenapaTy Atopsakop® 3 moTyxkHuMM iHri6itopamu CYP 3A4 Moke NMpU3BECTH 10
MIJBUINCHHS KOHIICHTpAIlli aTOpBACTaTUHY B IUIa3Mi (IuB. Tabimimio 1 Ta metanpHy 1H(OpMaIliio,
HaBesleHy Hrkue). CTyniHb B3aeMOIii Ta mijicuieHHs 1ii 3anexaTs Big BruuBy Ha CYP 3A4. Cnig no
MOYJIMBOCTI YHUKATH OJJHOYACHOTO 3aCTOCYBaHHA 3 MOTYKHUMH iHri0iTopamu CYP3A4 (nanpukian 3
LUKIOCIIOPUHOM,  TENITPOMILIMHOM,  KJIAQpPUTPOMILMHOM,  JENaBIpAUHOM,  CTHPUIIEHTOJIOM,
KETOKOHA30JI0M, BOPUKOHA30JIOM, 1ITPaKOHA30JIOM, ITOCAKOHA30JI0M Ta iHribitopamu mpotea3 BUIL, y
TOMY 4YHCIII PUTOHaBIpOM, JIOMIHABIPOM, aTa3aHaBipOM, IHAMHABIPOM, JAapyHaBipoMm). SKmio
HEMOXXJIMBO YHUKHYTH OJIHOYAaCHOTO 3aCTOCYBaHHsS IMX IIpernapariB 3 aTOpPBAaCTaTHHOM, CIIiJ



PO3IIISIHYTH MOJKJIMBICTH 3aCTOCYBAaHHS MEHIIOI MOYAaTKOBOI Ta MaKCUMAJIbHOI J103 aTOpBAaCTaTHUHY.
TakoX pEKOMEHIYEThCS TPOBOJUTH HAICKHUNW KIIHIYHUNA MOHITOPHHT CTaHY Iali€eHTa (JuB.
tabnuiro 1).

[TomipHi 1Hri6iTOpr CYP3A4 (Hampukiax epuTpOMINMH, IWTIA3eM, BepamaMmil Ta (QIIFOKOHA30.1)
MOXYTh TiJIBUIIYBAaTH KOHIEHTPAIIII0 aTOPBACTaTUHY B IIa3Mi KpoBi (nuB. Tabmuio 3). OnHouacHe
3aCTOCYBAHHS EPUTPOMILMHY Ta CTaTHHIB CYNPOBOJXKYETbCS IIIJIBULICHHAM PHU3UKY PO3BHUTKY
miomarii. JlochmimkeHHs B3aeMOAIl JIKapChKUX 3acOo0iB JJIsl OILIHKK BIUIMBY aMmioJapoHy Yu
BepallaMily Ha aTopBacTaTUH HE NMPOBOAMIMCH. Biomo, 110 aMiofapoH Ta Bepamnamii NpUTHIYYIOTh
aktuBHicTh CYP3A4, a omke ogHOYacHE NpPHU3HAUYEHHS [UX MPEMapaTiB 3 aTOpPBACTATHHOM MOXE
Opu3BeCTH A0 30UTBIICHHA €KCIO3UIll aropBacTaTuHy. TakuM YHHOM, TpPH OJHOYACHOMY
3aCTOCYBaHHI aTOPBACTaTHHY Ta IMX NoMipHuX iHTIOITOpiB CYP3A4 Ciimg po3TissHYyTH MOXJIMBICTD
NPU3HAYCHHS MEHIIMX MaKCHUMalbHUX JI03 aTOPBACcTAaTHHY. TakoX pPEKOMEHJO0BAaHO IPOBOJUTH
KJIIHIYHUA MOHITOPUHT CTaHy mamieHTa. [licas moyaTky jikyBaHHS iHTiIOITOpOM abo micisi KOpeKil
HOro 1031 PEeKOMEH/I0OBAHO MPOBOAUTH KIIIHIYHUNA MOHITOPHHT CTaHY Talli€HTa.

I'pevinghpymosuii cik. Mictuth onuH abo Oinblie KOMIOHEHTIB, 10 1HTIOYI0TE CYP 3A4 Ta MOXYTh
IiBHUIYBAaTH KOHIICHTPAIII0 aTOPBACTAaTUHY B IUIAa3Mi, OCOOJMBO INPH HAIAMIPHOMY CIOKHBaHHI
rpeindpyroBoro coky (0inmpiie Hixk 1,2 miTpa Ha 100Y).

Knapumpomiyun. 3nadenns AUC artopBacTaTHHY 3HAa4HO IIiJBUIIYBAJIOCh IPH OJHOYACHOMY
3acTocyBaHHI Horo y nmo03i80mr Tta kmaputrpominumuHy (500 mr nBiui Ha A00y) MHOpIBHAHO i3
3aCTOCYBaHHSM TUIBKH aTOpBAacTaTHHY (IuB. po3ain «dPapmakosoriuni BiacTUBOCTI»). Otxe,
namieHTaM, 1o NPUHMAOTh KIAPUTPOMILIUH, CIIiJl 3 00epeKHICTIO 3acTocoByBaTH ATopBakop® y 1031
Butie 20 mr (quB. po3aimm «OcoOmMBOCTI 3acTocyBaHHs» Ta «Criocid 3aCTOCYBaHHS Ta JI031»).
Kombinayia incioimopie npomeas. 3nadenns AUC aropBacTaTMHy 3HAYHO II1JIBUIYBAJIOCh IMPU
O/HOYACHOMY 3acTOCYBaHHi mpemapaty ATopsakop® 3 JeKinbkomMa KoMOiHAIissMH iHTiGiTOpIB
nporeasu BUI, a Takox 3 iHribitopom mporeaszu Bipycy remaTtuTy C TenamnpeBipoM MOPIBHSHO i3
3aCTOCYBaHHSM TilbKH TIpenapaTy Atopsakop® (auB. poszin «®apmakosoriuni BracTuocTi»). Tomy
narieHTaM, 1o IpuiMaroTh iHri0iTop npoTteasu BIJI Tunpanasip + puronasip abo iHTriOITOp MpoTeasu
Bipycy remaruty C Tenampesip, CIiJl YHHKAaTH OJHOYACHOTO 3aCTOCYBaHHs mpemapary Atopsakop”.
[Ipenapar ciig 3 0OCPEKHICTIO MpPU3HAYATH MAlliEHTaM, SKi MPUHAMarTh 1HTiIOITOp mporteasu BIJI
JOomiHaBip + PHUTOHaBip, Ta 3aCTOCOBYBAaTH y HAaWHWXK4IA HeoOXimHil no3i. Jns mamieHTiB, mo
npuiiMatoTh 1Hri6iTopu mnporeasn BIJI cakBiHaBip + puTOHaBip, JapyHaBip + pUTOHaBIp,
(ocamnpenasip ab6o ¢ocammpeHapip + puTOHaBip, n03a mHpemapaTy ATopBakop® He MNOBUHHA
nepesuiyBatd 20 M Ta 3acTOCOBYBaTHCh 3 00epexHIicTIO (auB. po3aum  «OcoOauBOCTI
3acTocyBaHHs» Ta «Cnoci0 3actocyBaHHA Ta 703u»). [Ipu 3acTocyBaHHI MalieHTaM, sKi TPUHMaIOTh
iHri0iTop mpoteasu BIJI HendinaBip abo iHriGiTop mpoteasu Bipycy rematuty C Oonenpesip, 103a
npenapaty ATopBakop® He TOBMHHA HepeBHMILyBaTH 40 MI, TaKok PEKOMEHIYEThCS IPOBEIEHHS
PETEeNbHOT0 KJIIHIYHOTO MOHITOPHHTY CTaHy MaIli€HTIB.

Impaxonaszon. 3nauenHss AUC aropBacTaTMHy 3HA4YHO HIABHUINYBAJIOCh IPH OJHOYACHOMY
3acTocyBaHHi npemapaty Atoppakop® y n03i 40 Mr Ta itpakoHasony y no3i 200 Mr (amB. po3ia
«®apmakosioriudi  BIAaCTUBOCTI»). OTke, MO0 TAIEHTIB, SKI TPUAMAIOTh 1TPAKOHA30J, CIIiJT
HPOSIBIATH O0EPEXKHICTh, SKIIO J103a aropBacTaTuHy nepesuirye 20 Mr (auB. po3aian «OcoOauBOCTI
3acTocyBaHHsI» Ta «Croci0 3aCTOCYBaHHS Ta JI03W»).

Luxnocnopun. AtopBacTaTHH Ta Horo wmertabomitu € cyocrparamu TpaHcnoprepa OATPIBI.
[ari6itopuy OATP1B1 (Hampukiaa IUKIOCIOPUH) MOXYTh MIABUINYBaTH  O010J0CTYIHICTh
atopBactaTuHy. 3HadeHHd AUC aropBacTaTMHy 3HA4YHO MiJBUINYBAJIOCh NPU OJHOYACHOMY
3acTOCyBaHHI Horo B 1031 10Mr 3 QuKIOCIOpUHOM Yy 1031 5,2 Mr/kr/no0y MOpiBHSHO
13 3aCTOCYBaHHSIM TUIBKM aTopBacTaTuHy (IuB. po3ail «®PapMakoyoriyHi BiacTHBOCTI»). Cuix
YHUKATH OJHOYACHOTO 3aCTOCYBAaHHS HpenapaTy ATopsakop® Ta LHUKIOCHOPUHY (IUB. PO3MLN
«Oco0aMBOCTI 3aCTOCYBAHHS).

Menuynai pexkoMeHaIlli 100 3aCTOCYBaHHS JIKAPChKUX 3aco0iB, IO B3a€EMOIIOTH, TOJAHO Y
tabmumi 3 (auB. Takox po3aimm «Crocid 3acTocyBaHHS Ta J103M», «OCOOIUBOCTI 3aCTOCYBaHHS,
«DapMaKoJIOT1YH1 BIaCTUBOCTI»).

Tabmums 3. Baemoii Jlikapchkux 3aco0iB, TOB'I3aH1 3 IMiIBUICHUM PU3UKOM MIOTATii/padaoMioizy



[Ipenapaty, 10 B3a€MOIIIOTh MennyHi peKoMeHallii 1010 3aCTOCYBaHHS

[Muxnocriopun,  iHriOiTopu  mporeasw  BIJI | VHuKaTH 3acTOCYBaHHS aTOpBAaCTaTUHY
(TumpanaBip + pUTOHABIp), 1HTIOITOp mpoTeasu
Bipycy renatuty C (Tenamnpesip)

[ari6iTop npoteasu BIJI (sioninaBip + putoHaBip) | 3acTOCOBYBAaTH 3 OOEPEKHICTIO Ta B HaWMEHIIIHA
HEOOXIIHINA 1031

Knaputpominus, ITpaKoHa301, iarioiTopu | He mepeBumyBatu 103y 20 Mr aTopBacTaTHHY Ha
nporeasu BIJI (cakBiHaBip + puToHaBip*, | 100y

napyHaBip +  puToHaBip, (ocammpeHasip,
dbocammpeHaBip + pUTOHABID)

[ari6iTop npoteasu BUI (Hendinasip) He nepeBunryBatu 103y 40 Mr aropBacTaTuHy Ha
Iaribitop mporeasm  Bipycy remaruty C | 100y
(borerpeBip)

*3acTocoByBaTH 3 06EPEXKHICTIO Ta B HafiMEHMIiH HeoOXimHiH 103i.

T'em@pioposun. Y 3B'SI3Ky 13 MABUIIICHUM PU3UKOM MiomaTii/pabaoMioni3y pu 0JJHOYACHOMY MPUHOMI
iribiTopiB  ['MI-KoA-penykrasu 3 r1eM(piOpO3WIOM CIIiJy YHHKATH CYMICHOTO 3aCTOCYBAaHHS
npenapary Atopsakop® 3 remdi6posunom (auB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHSY).

Inwi giopamu. OCKITBKA BiIOMO, IO PU3MK PO3BUTKY MIOMATIi IMiJ 4ac JIKyBaHHsS IHTiOiTOpamu
I'MI'-KoA-peaykTasy HiJBHILYeTbCS TIPH OJHOYACHOMY NpUiioMi iHmmx ¢ibparis, ATopsakop® cii
3aCTOCOBYBAaTH 3 OOEPEKHICTIO MPH CYMICHOMY IpH3HA4YeHHI 3 iHImMMMH (iOpatamu (AuB. po3ain
«Oco0IHUBOCTI 3aCTOCYBaHHSY).

Hiayun. PW3WK BHHUKHEHHS TMOOIYHMX SBUII 3 OOKYy CKEJIETHHUX M'S3iB 30LIBIIYETHCS IPH
3aCTOCYBaHHI Mpemnapary B KOMOiHalii 3 HIaMHOM, a OTXKe, 32 TaKMX YMOB CIiJ PO3TJISTHYTH
MOSKIMBICTh 3HIDKEHHS 03U npenapary Atopakop® (auB. po3ain «Oco6IMBOCTI 3aCTOCYBAHHS»).
Pugpamnin abo inwi inoykmopu yumoxpomy P450 3A4. OnHodacHe 3acTOCYBaHHS Mpenapary 3
iHgykTopamu nutoxpomy P450 3A4 (takumu sik edaBipeHs, pudamiiiH) MOXKe NPU3BOAUTH JI0
HECTIIIKOTO 3MEHIICHHS KOHIIEHTpAIlil aTOpBACTaTHHY B IJ1a3Mi KpoBi. Uepe3 MexaHi3M MOJABIHHOI
B3aeMOZil pUDAMITIHY pPEKOMEHIYeThCA OJHOYacHe 3acTOCYBaHHsA mpemapaTy ATopsakop® 3
pudaMIIiHOM, OCKIJIbKH OYJO MOKa3aHO, L0 BIJICTPOYEHE 3aCTOCYBAHHS INpernapary Iicis BBEACHHS
pudaMIiiny MoB'sA3aHe 31 3HAUHUM 3HM)KEHHSIM KOHIIEHTpAIlil aTOpBacTaTUHY B IJIa3MI.

Hunmiazemy eiopoxnopuo. OpHodacHuil npuilom aropBactatuny (40 mr) Ta aumnariazemy (240 mr)
CYNPOBOJKYETHCS MiIBUILIEHHSM KOHIIEHTpAIil aTOPBACTATUHY B IJIa3Mi KPOBI.

Lumemuoun. I1in yac 1OCHIPKEHb O3HAK B3a€MO/IIi aTOPBACTATUHY Ta IIMMETHANHY HE BHUSIBIICHO.
Aumayuou. OpHOYaCHUH TepopalbHUM TNPUHOM aTopBacTaTUHY Ta CYCHEH31i aHTalMIHOTO
npenapary, MO MICTUTh MarHiii Ta alIOMIHIIO TIIPOKCHJ, CYHNPOBOJUKYETbCS 3HM)KEHHSIM
KOHIIEHTpaIlli aTopBacTaTUHY B TuIa3Mi KpoBi nmpubau3Ho Ha 35 %. [lpu npomy rinmomimigemMiuHa maist
aTopBacTaTHHY HE 3MiHIOBAJIACh.

Konecmunon. KoHueHTpallist aTopBacTaTUHy B IJ1a3Mi KpoBi Oyia Huk4or0 (mpubnusHo Ha 25 %) npu
OJIHOYACHOMY IpHUIOMI aTOpBacTaTHHY Ta KosiecTunony. IIpu 1ipoMy rimosminigemMivna fist KomOiHarii
aTOPBACTAaTHHY Ta KOJIECTHIIONY TIepeBHIyBalia e(EeKT, IKUH Jae MPUIOM KOKHOTO 3 X TperapariB
OKpPEMO.

Aszumpomiyun. OaHoyacHe 3acTocyBaHHs aTopBacTaTHHy (10 mr 1 pa3 Ha n00y) Ta a3UTPOMILIUHY
(500 mr 1 pa3 Ha n0o0y) HE CYHpPOBOJUKYBAIOCS 3MiHAMM KOHIIEHTpallii aTopBacTaTUHY B IUIa3Mi
KpOBI.

Ineibimopu mpancnopmuux 6inkie. IHTiGITOpH TPAHCHOPTHUX OUIKIB (HANPUKIAA IUKIOCTIOPHH)
3aTHI MIiJBUIIYBAaTH pIBEHb CUCTEMHOI EKCIHO3MIi aTopBacTaTHUHY (auB. Tabmuuio 1). Brmus
NPUTHIYEHHS] HAKOMMYYBAJIbHUX TPAHCIOPTHUX OUIKIB Ha KOHIIEHTPALII0 aTOPBACTATHHY B KIITHHAX
NEYiHKA HEBIMOMHUH. SIKIIO YHUKHYTH OJHOYACHOTO MPH3HAYCHHS IMX IIperapariB HEMOXKJIHBO,
PEKOMEH/I0BAaHO 3HM3HMTH 103y Ta MPOBECTU KIIHIYHUA MOHITOPUHI €(PEeKTHBHOCTI aTOPBACTATUHY
(muB. Tabmuiio 1).

E3emumi6. 3acTocyBaHHs €3eTUMIOY sIK MOHOTEpaIlii OB’ SI3yIOTh 3 PO3BUTKOM SIBUIIL 3 OOKY M’S130BOi
CUCTEMH, y TOMY 4uci padaomionizy. TakuM 4nuHOM, IPU OJTHOYACHOMY 3aCTOCYBaHHI €3eTUMIOY Ta




aTOPBACTATHHY PHU3UK PO3BUTKY WX SBUI 30LIBIIYETHCA. PEKOMEHIOBAHO MPOBOAUTH HAJCKHUN
KJIIHIYHUA MOHITOPHHT CTaHYy TaKUX IMMAIlIEHTIB.

@y3udosa xucroma. JlocmipKeHHS B3a€MOIIi aTOpBACTATHHY Ta (Py3HI0BOT KUCIOTH HE MTPOBOIIIIUCE.
Sk 1y pa3i 3aCTOCYBaHHS IHIIUX CTATHHIB, Y TOCTMAPKETHHTOBHI MEPi0J] TPH OTHOYACHOMY TTPUHOMI
aTopBacTaTHHY Ta (y3UIOBOI KHCIOTH CIIOCTEPITaMCs sSBHINA 3 OOKY M’S30BOi cUCTEMH (Y TOMY
yucial pabaomioniz). MexaHi3M Iii€i B3aeMoOii 3anumiaeTbcsi HeBimomum. [lamieHTn moTpeOyrOTh
PETEeNBHOTO HATIISALY, MOXKE OYTH MOTPiOHE THMYACOBE MPUITMHEHHS JIIKYBaHHS aTOPBACTaTHHOM.
Jluzoxcun. Tlpu OJHOYACHOMY 3acTOCYBaHHI 0araTopasoBuX J03 Hpenapary ATtopsakop® Ta
JUTOKCHUHY PIBHOBa)KHI KOHIIGHTpAIIi] JUTOKCUHY B TUIa3Mi MiABUIIYIOThCS mpudau3Ho Ha 20 %. Crix
HaJIC)KHUM YMHOM KOHTPOJIIOBATH CTaH MAI[IEHTIB, SIKI IPUHMAIOTh JJUTOKCHH.

Ilepopanvni  kommpayenmuseu. OpHOYACHE 3aCTOCYBaHHS aTOPBACTaTHHY 3 MEPOpPaTbHUMHU
KOHTpalenTuBaMu miaBuilyBano 3HaueHHs AUC HOpeTHCTEpOHY Ta €THHLUIECTPAIIoNy (IUB. PO3ILT
«®apmakosioriuHi BIacTUBOCTI»). Lle mimBumieHHs ciig OpaTd 10 yBard mpu BHOOPI MEepOpaTbHOTO
KOHTPALENTHBY JUIS JKiHKH, KA TIpHitMae ATopsakop”.

Bapgapun. Atoppakop® He YMHUB KIIiHIYHO 3HAUYIIOI Aii HA MPOTPOMOIHOBHIA Yac PH 3aCTOCYBAHHI
narieHTam, ki OTPUMYBAJIH JJOBrOTPUBAJIE JIIKyBaHHS Bap(hapruHOM.

Konxiyun. Tlpu oJHOYaCHOMY 3aCTOCYBaHHI aTOpBACTAaTHHY 3 KOJXIIMHOM MOBIIOMIISUIOCS IIPO
BUMIAJIKK MiOMaTii, B TOMY YHCII pabaoMioni3y, TOMY CIi 3 00EpPEeKHICTIO MPU3HAYATH aTOPBACTATHH
3 KOJIXIIIUHOM.

Inwi  nikapcoxi  3acobu. KiiHIYHI TOCHIDKEHHS TIOKa3ald, OI0 OJHOYACHE 3aCTOCOBYBAHHS
aTOPBACTaTHHY 1 TIIOTEH3UBHUX IperapaTiB Ta HOro 3aCTOCYBaHHS B X0/l €CTPOT€H3aMICHOI Tepartii
HE CYIPOBO/IKYETHCS KIIIHIYHO 3HAYUMUMU MOOIYHUMH edeKkTaMu. J{oCHiKeHb B3aEMOJIIT 3 1HIIIMMU
npernapaTtamMy He IPOBOIHIIOCE.

Ocoonueocmi 3acmocyganns.

Ckenemni m'azu

Haaxoaunu pikicHi MOBIAOMIICHHS PO BUMAIKHU pabaoMioii3y 3 TOCTPOIO HUPKOBOIO HEJJOCTATHICTIO
BHACIIIZIOK MIOTJIOOiIHYpii MpH 3aCTOCYBaHHI aTOPBACTAaTHHY Ta IHIIMX JIIKAPCHKUX 3acO0iB I[HOTO
kiacy. HasBHICTh B aHamMHe31 mopyuieHHs (QyHKLIT HUPOK Moxke OyTh (aKTOpOM PUBHUKY PO3BUTKY
pabmomionizy. Taki mamieHTH MTOTPEOYIOTh OUTBII PETEIBHOTO CIIOCTEPEIKCHHS IS BUSBICHHS
MOPYIIEHb 3 OOKY CKEIETHUX M'SI31B.

ATopBacTaTuH, fK 1 1HIII [IpenapaTH IPyHH CTaTUHIB, 1HOJI CIPUYMHIOE MIOMATIIO, 0 BU3HAYAETHCA
OonssMu y M'a3ax abo crnaOKicTIO M'S3iB Yy TOEIHAHHI 3  MIJBUIIEHHSIM TOKa3HUKIB
kpeatuHpochokinazu (KDPK) B mnonang 10 pa3iB Bumie BepxHbOi Mexi HopMmu. OpHOYacHe
3aCTOCYBaHHA BHINMX /103 AaTOPBAaCTaTWHY 3 TIE€BHUMH JIKapChKUMH 3aco0aMu, TaKUMH SK
LUKJIOCTIOpUH 1 OTYXH1 1Hr16iTopu CYP3A4 (Hanpukiiang K1apuTpOMILIMH, ITPAaKOHA30J1 Ta 1HT101TOpU
npotea3 BUI), minBuitye pusuk mionartii/padbromionisy.

Hanxoaunu pinkicHi MOBIAOMIIEHHSI NMPO BUIAJAKU IMYHOJIOTIYHO OIIOCEPEAKOBAHOI HEKPOTUYHOI
mionatii (IOHM) — ayroimyHHOi Miomartii, moB's3aHoi 13 3acTtocyBaHHsAM craTuHiB. [OHM
XapaKTEePU3YEThCS TAKUMHM O3HAKaMU: CIAOKICTh MPOKCUMAIBHUX M'S31B Ta MiJABUIICHUN piBEHBb
KpPEaTUHKIHA3U y CHUPOBATII, AKi 30€epiraloThCsi HE3BKAIOUM HA MPUIHMHEHHS JIIKYBaHHS CTaTHHAMU;
M'si30Ba OioIicis BHUABIIAE€ HEKPOTUYHY Mionariio 0Oe3 3HAYHOro 3amajieHHs; HpU 3aCTOCYBaHHI
IMYHOCYIPECHUBHHX 3aC001B CIIOCTEPIraeThCsl MO3UTHUBHA TUHAMIKA.

MOoXIMBICTh PO3BUTKY MIOMAaTii Ciil po3MIgaTH y OYyJb-SKOT0 MalieHTa 3 JUQY3HUMHU MIalTisIMH,
OomicHICTIO a0o cialOkicTio M'si3iB Ta/abo 3HaunmM migsuiieHHsM KOK. Ilamienram cmifg
MOPEKOMEHYBATH HETAWHO TMOBIIOMIISTH TPO BUITAJKH OO0 y M'si3aX, 00JICHOCTI abo Ci1abKoCTi
M'si31B HEBIIOMOI €Tiojorii, 0COOMMBO SIKIIO II€ CYHIPOBOKYETHCS BIMUYTTSAM HE3AYKaHHA abo
NIJBUIICHHAM TeMIrepaTypd abo SKIIO CUMOTOMHU 3aXBOPIOBAHHA M'SI31B 30epiraroTbCs Micis
NpUIUHEHHs TIpuifoMy mnpenapaTy Atopsakop®. JlikyBaHHS mpemapaTtoM Cliji TIPUIUHUTH y pasi
3HauHorO miaBuieHHs piBHsI KDK, niarnoctyBanss abo migo3pu Ha MioTaTiio.

Pusuk miomartii mia vac JiKyBaHHsS IperapaTaMu LbOTO KJACy MiJBULIYETbCS MPU OJHOYACHOMY
3aCTOCYBaHHI IMKJIOCHOPUHY, MOXIJHUX (IOpOEBOI KHUCIOTH, E€PUTPOMILUHY, KIAPUTPOMILUHY,
1HT10iTOpY MpoTeasu Bipycy renatuty C tenanpeBipy, komOiHalii iHribiropis nporeaszu BIJL, B Tomy
YHCIIl CaKBiHaBIp + PUTOHABIp, JIOMIHABIp + pPUTOHABIp, TUIIpaHaBip + PHUTOHaBIp, AapyHaBip +



puToHaBip, GocamnpeHaBip Ta ¢ocaMnpeHaBip + PUTOHABIpP, a TAKOX HiallMHy a00 aHTUMIKOTHKIB
rpynu asonis. Jlikapi, siKi po3ryIaAal0Th MOXKIINBICTE KOMOiHOBaHOI Teparii nmpemapaTom ATopBakop®
Ta MOXiTHUMHU (iOPOEBOT KHCIOTH, EPUTPOMIIITHOM, KIAPUTPOMILIMHOM, KOMOIHAIIIsIMA CakBiHaBIp +
pUTOHABIp, JIOMiHABIp + pHUTOHAaBIp, AapyHaBip + pHUTOHaBIp, (docaMIpeHaBipoM, KOMOIHAITIEIO
dbocamrpeHaBip + pUTOHABIp, AHTUMIKOTHKAMU TPYMH a30JiB ab0 JimigoMoau]iKyrOuuMH J103aMu
HiallMHY, IOBUHHI PETEIbHO 3BAXKUTU IOTEHIIIHHI IEpeBaru Ta pu3HKH, a TAKOK PETEJILHO CTEXKUTH 32
CTaHOM TAITIEHTIB MIOJI0 OYIb-IKUX CUMIITOMIB 000, OoicHOCTI 200 crmabkocTi y M's13ax, 0COOIMBO
MIPOTATOM TIOYATKOBHX MICAIIB TepaIlii Ta MPOTATOM TEPiOJiB TUTPYBaHHS J03M Yy OIK 301IbIICHHS
Oynb-sikoro 3 mpemapaTiB. Crifg po3TIsSSHYTH MOXKIIMBICTh 3aCTOCYBaHHS HHM3bKHX IMOYAaTKOBUX Ta
HiATPUMYBAJIBHUX J03 aTOPBACTATUHY NPU OJHOYACHOMY MPUHOMI 3 BHUINIE3TaJIaHUMH JTIKApChKUMHU
3acobamu (AuB. po3ail «B3aemois 3 1HIIUMHU JIIKAPCHKUMU 3ac00aMU Ta 1HIII BHIW B3aEMOIN»). Y
TaKUX CHTYalisiX MOXKE pO3TisiiaTHCh noTpeda nepionnynoro BusHaueHHs KOK, ane Hemae rapanrii,
10 TAaKKUH MOHITOPUHT JIOITIOMOJKE 3aM00IrTH BUIIAKaM TsDKKOT MiomaTii.

[ToBimomsIoCs: PO BUMAIKK MiOMATii, B TOMY YHCII pabaoMioii3y, MpH OJHOYACHOMY 3aCTOCYBaHHI
aTOPBACTAaTHHY 3 KOJXILMHOM, TOMY aTOpBAaCTaTHH 3 KOJIXILMHOM CIIiJi IPU3HAYaTH 3 00EPEKHICTIO
(muB. po3nin «B3aemois 3 IHIIMMHE JTIKapChKUMHU 3ac00aMU Ta 1HIII BUIU B3a€MOIIN»).

Tepamito npenapatom Atopsakop® cilifi THMYaCOBO NPUTIMHUTH 200 TMOBHICTIO BiIMIHUTH OY/Ib-IKOMY
HAIi€HTY 3 TOCTPUM, CEPHO3HUM CTaHOM, III0 BKa3y€e Ha PO3BUTOK Miomarii, a00 3a HasBHOCTI (hakTopa
PU3UKY PO3BUTKY HHUPKOBOi HENOCTATHOCTI BHACTIAOK pabaomionizy (HAmpUKIaA TSXKKOI TOCTpOi
iH(ekuii, rimoreHsii, XipypriuHoi omnepariii, TpaBMH, TSDKKHX METaOOJIIYHUX, EHIOKPHHHUX Ta
€JIEKTPOITUYHUX PO3JIAZiB, @ TAKOXK HEKOHTPOJIbOBAHUX CYZOM).

Topywenns ¢pynxyii nevinku

byno mokasaHo, 1m0 cTaTHHM, SIK 1 JeAKl 1HII TiMOJiMiJeMiYHl TepaneBTUYHI 3aco0u, MOB'S3aHi 3
BIIXWJICHHSM BiJi HOpMH Oi10XIMIYHMX TOKa3HHMKIB (YHKIi TediHKA. Mo)kKe PO3BHHYTHUCH CTiiKe
MiJBUIICHHS CUPOBATKOBUX TpaHcamiHa3 (OUIbLI HIK y 3 pa3u BUIIE BEPXHHOI MEXKI HOPMAIBHOTO
Jiana3oHy).

[lepen THM sSK pO3NOYMHATH Tepamilo NpernapatoM ATOpBakop®, pPeKOMEHIYEThCS OTPUMATH
pe3yabTaTH aHali3iB MOKa3HUKIB (DEPMEHTIB MEUiHKM Ta POOMTH aHAI3W MOBTOPHO Y pa3i KIiHIYHOT
noTpeOu. Hamxomunm pigkicHI TOCTpeecTpalliiiHi IMOBIIOMJICHHS TIPO BHITAJIKM JICTAJBbHOI Ta
HEJIeTAIbHOI MEYiHKOBOI HEJIOCTATHOCTI y TAILI€HTIB, 0 NpUAMAIIM MpenapaTH TPyNu CTATUHIB, Y
TOMY YMCJI1 aTOpBAacTaTHH. Y pasi CepHO3HOro ypaskeHHs MEYiHKU 3 KJITHIYHUMHU CUMITOMaMHu Ta/abo
rinep6inipybinemiclo a60 KOBTSHMIIEIO MMijl Yac 3acTOCYBAaHHsS IperapaTy ATtopBakop® HEOOXimTHO
HEeraifHO NMPHUMMHUTH JIKyBaHHs. SIKIO HE BU3HAU€HO aJbTEPHATHUBHOI €TIONOTii, HE CIiJ MOBTOPHO
PO3TMOYHMHATH JIIKYBaHHS TpenapaToM.

ATopsakop® ¢t 3 06epeKHICTIO MPU3HAYATH MAI[iEHTaM, sKi 37I0BKUBAIOTh ATKOr0JIeM Ta/ab0 MaroTh
B aHaMHe3i 3aXBOPIOBAHHA INEYiHKH. ATopBakop® IPOTUNOKA3aHUN MpPHM aKTMBHOMY 3aXBOPIOBaHHI
NeYiHKK a0o CTiiKOMY MiJIBUIIEHHI PiBHIB NEYIHKOBUX TpaHCaMiHa3 HEB1IOMOI €Tioiorii (JUB. po3aia
«IIpoTtunokazaHusy).

Enookpunna gpynxyia

[ToBimomnsuiocst nipo miaBuiieHHs piBHA HbAlc Ta koHIEHTpalli M1IoKo3u B CUPOBATLI HATIIE NpU
3actocyBaHHi iHr10iTopiB 'MI'-K0A-penykrasu, B TOMy 4uCIi i aTOpBAaCTaTHHY.

CraTHHHA TEpemKOKAIOTh CHHTE3y XOJIECTEPUHY Ta TEOPETUYHO MOXKYTh OCIAONSATH CEKPEIiro
Ha/IHUPHUKOBO3AJIO3HUX Ta/ab0 TOHaAHUX cTepoiniB. KIiHIUHI JOCHIPKEHHS MOKaszaiH, II0
aTOpBACTaTHH HE 3HMWKYE 0a3abHY KOHIIEHTPAIF0 KOPTHU30Jly TUIa3MH Ta HE TOMIKOIKYE pE3epB
Ha/IHUPKOBUX 3aji03. BIJIMB cTaTHHIB Ha 3aIUliHIOBAJIbHY 3JIaTHICTh CHEPMH HE JOCIHIPKYBaBCS Y
JIOCTaTHBOI KUTHKOCTI mairieHTiB. HeBijomMo, SkuM YMHOM Tpenapar BIUIMBAE 1 UM B3araji BIUIMBAE HA
CHCTEMY CTaTeBl 3aJl03U — rinodi3 — rimorajaMmyc y >KiHOK y nepeaMmenonay3nuil nepion. Ciig Oytu
00epeKHUM MpU OJHOYACHOMY 3aCTOCYBaHHI IpenapaTy Ipylu CTaTUHIB 3 JIIKAPCHKUMH 3ac00aMu,
AKI MOXYTb 3HW)KYBaTH piBHI a00 aKTHBHICTh EHJOI€HHUX CTEPOINHUX TOPMOHIB, TaKUMH SIK
KETOKOHA30J1, CITIPOHOJIAKTOH Ta IIUMETH/IHH.

Ockinbku crapmuil Bik (moHan 65 pokiB) € hakToOpoM CXWIBHOCTI A0 MiomaTii, ciig 3 00epeXHICTIO
npusHauaTH ATopBakop® NalieHTaM JiTHHOTO BiKy.

Ileuinkoea neoocmamuicms



ATopBakop® NPOTUNOKA3aHUI1 TIAI[IEHTaM 3 AKTHBHEM 3aXBOPIOBAHHAM TIE4iHKH, BKIIOYHO 3i CTIHKHM
MIIBUIICHHSM PiBHIB MEYIHKOBUX TpaHCaMiHa3 HEBIIOMOi eTioforii (muB. po3aium «IIpoTtumnoka3zanssy
Ta «DapMaKoJIOTiuHi BIaCTUBOCTI»).

Ho nouamxy nikysanns

ATopBacTaTUH CIiJI 3 OOEPEKHICTIO MPHU3HAYATH TMAIll€EHTaM 31 CXWIBHICTIO JI0 PO3BHTKY
pabaomiomnizy. Jlo mouaTky JIiKyBaHHSI CTATUHAMHM y TAII€HTIB, CXMJIBHUX JI0 PO3BUTKY pabaOMioizYy,
ciig Bu3HauaTH piBeHb KK (kpearnnkinasu) npu:

- TmopyuieHH1 QYHKIIT HUPOK;

- TimO(QyHKIIIT IIUTOBUIHOI 3aJ103H;

- CHaJKOBHX PO3JIaJiax M’sI30BOi CUCTEMH Y CiMeitHOMY ab0 ocoOucTOMY aHAMHE3I;

- TEpPEHECEeHUX y MUHYJIOMY BHITaJIKaX TOKCHYHOT'O BIUIMBY CTaTHHIB a00 (iOpaTiB Ha M’ 5I3H;

- TIEpEHECEHUX y MUHYJIOMY 3aXBOPIOBAHHSX MEUYIHKHU Ta/a00 370BXKHBAHHI AJIKOTOJIEM.

Jlns mamieHTiB JiTHBOTO BiKY (1moHayn 70 pokiB) HEOOXiAHICTh MPOBEICHHS O3HAYCHUX 3aXOJIB CIIiJ
OLIIHIOBATH 3 YPaxyBaHHSIM HAsBHOCTI IHIIUX (PAKTOPIB CXUIBLHOCTI 10 PO3BUTKY pabaoMioizy.
[linBuieHHsT piBHS Npenapary y Iuia3Mi KpoBi MOXKIIMBE, 30KpeMa, y pasi B3aemomii (AuB. po3ait
«B3aemonig 3 IHIIMMU JIIKAPCHKUMH 3acO0aMH Ta 1HIII BUIM B3a€MOJIN») Ta y pa3i 3aCTOCYBaHHS
OCOOJIMBUM ITOMYJIAIISAM TAII€HTIB, Y TOMY YHCJII ITAIIEHTaM 31 CIIaJIKOBUMH XBOPOOaMH.

VY Takux BHIAJKaX PEKOMEHIOBAHO OI[IHIOBATH CITiBBIIHOIICHHS PU3UKIB Ta MOXKJIMBOI KOPHCTI Bil
JIKyBaHHS Ta MPOBOAMUTU KJIIHIYHUNA MOHITOPUHT CTaHy HAIli€eHTIB. SIKIIO 10 MOYaTKy JiKYBaHHS
piBens KK 3nauno minBumienuii (nepesuinye BMH (BepxHiO Mexy HOpMH) OibIl HIXK Yy 5 pasiB),
JIKyBaHHS IOYUHATH HE CII/I.

Buwmiprosanns piena kpeamunkinazu

PiBeHb KpeaTMHKIHA3W HE CIiJ BU3HAYATH MICJIS IHTEHCHBHHMX (DI3MYHUX HaBaHTaXKeHb abo 3a
HasIBHOCTI Oy/Ib-SIKUX MOXKJIMBUX IbTEPHATUBHUX NpW4HH miaBumeHHs piBHSA KK, ockinbku e Moxe
YCKJIQIHUTU po3mupyBaHHsA pe3ynbTaTiB. SIKIIO Ha BUXIIHOMY pIiBHI CHOCTEPIraeThCsi 3HAYHE
nigsumenas KK (nepesummennss BMH 6inbm HiX y 5 pasiB), To uepe3 5—7 AHIB HEOOXiTHO MPOBECTH
HOBTOpPHE BU3HAYCHHS JUIs MIATBEPKEHHS PE3yJIbTaTy.

11i0 uac nixysanns

[TarieHTH MOBUMHHI 3HATH MPO HEOOXITHICTH HETAHO MOBIAOMIISTH MPO PO3BUTOK OONIO y M’fA3aX,
CYJIOM YU CJIA0KOCTi, OCOOIMBO KOJIM BOHU CYITPOBOKYIOTHCS HE3y)KaHHSIM ab0 TapsaKoro.

V pa3i mosiBM IMX CUMIITOMIB IiJ] 4ac JIIKyBaHHs aTOPBACTATUHOM HeoO0XiHO BU3HauuTH piBeHb KK y
nporo namieHta. SAkmo piseHb KK 3nauno migsumenuii (nepesuirye BMH 6uibimn HiXK y 5 pasiB),
JIKYBaHHS CIIiJ] IPUITUHUTH.

JloLBHICTh NPUIMHEHHS JTIKYBaHHS CII1Jl TAKOXK PO3MISHYTH, Ko nifasuiieHHs piBHs KK He csrae
I’ sITUKpaTHOTrO nepesuiieHHs BMH, ane cumnToMu 3 060Ky M’s131B MarOTh TSXKKUH XapakTep Ta
IIOJICHHO CTalOTh MPUYMHOIO HEIPUEMHUX BIIYYTTIB.

[Ticns 3HUKHEHHs cuMOTOMIB Ta Hopmamizauii piBHI KK MoOXHa pO3IIsIHYTM MOXIIUBICTD
BiJTHOBJICHHSI JIIKYBaHHS AaTOPBACTATMHOM YH IIOYATKy JIKYBaHHS aJlbTEPHATUBHUM CTAaTHHOM 3a
YMOBHU 3aCTOCYBaHHS MiHIMaJbHOT MOJJIMBOI J03M Ipenapary Ta pPeTeIbHOr0 Harjsay 3a CTaHOM
HaIieHTa.

JIikyBaHHSI aTOPBACTATUHOM HEOOXIAHO NPUIIMHHUTH, SKIIO CIOCTEPIraeThCs KIIHIYHO 3HAUYILE
nigsumieHHs piBHa KK (mepeBumennss BMH 6inbm Hix y 10 pas3iB) abo y pa3l BCTaHOBJIEHHS
niarHosy pabaomionizy (abo mijo3pu Ha PO3BUTOK paboMiodizy).

Q0Houache 3acmocy8ants 3 IHUWUMU JIKAPCOKUMU 3AC00amu

Pusuk po3BUTKY pabaoMiofizy MiJBUIIYETHCS MPHU OJHOYACHOMY 3aCTOCYBaHHI aTOPBACTATUHY 3
JNEeSIKUMHU JIIKapChbKUMHU 3aco0aMu, 1110 MOXYTh 30UIBIINTH KOHILIEHTpAIlll0 aTOPBacCTaTUHY B IIa3Mi
kpoBi. [IpukiagamMu Takux npenapaTiB MOXyTh OyTH noTyHi iHTi0iTopr CYP3A4 un TpaHCOpTHUX
OUIKIB: LMKJIOCHOPUH, TENITPOMILINH, KIAPUTPOMILMH, JA€JaBIipIWH, CTUPUIIEHTOJI, KETOKOHA30ll,
BOPUKOHA30J, ITPaKOHA30J, MOcakoHa3osl Ta iHribitopu mporeas BLI, y Tomy umcni puroHasip,
JIOTIIHABIp, aTa3aHaBip, 1IHAUHABIP, AapyHaBip. [Ipu onHOYacHOMY 3acTocyBaHHI 3 TeM(}iOpo3mIoM Ta
IHIIMMHU TOXiAHUMH (iOPO€EBOT KUCIOTH, EPUTPOMIIITHOM, HIalIMHOM Ta €3€TUMIOOM TaKOoX 3pOCTae
PU3WK BUHMKHEHHs MiomnaTii. SIKIo MOKJIMBO, CIIIJl 3aCTOCOBYBATH 1HIII JIIKAPChKi 3acoOu (10 HE
B33a€MOJIIIOTh 3 aTOPBACTATUHOM) 3aMICTh BUIIE3TaaHUX.




SIKmo HeoOXiTHO MPOBOJUTH OJHOYACHE JIKYBAaHHS aTOPBACTATMHOM Ta 3raJaHMMHU IpenapaTami,
CII PETENhbHO 3BAKUTH KOPHUCTh Ta PHU3WKH BiJ TAaKOro JIIKyBaHHS. SIKIIO MAIll€HTH TPUHMAIOTh
JKapchKi 3aco0u, 110 MiJBUINYIOTh KOHIIGHTpPALllI0 aTOPBACTaTHHY B IUIa3Mi KPOBi, PEKOMEHIY€ETHCS
3HI)KYBAaTH 103y aTOpPBACTaTHHY 10 MiHIManbHOI. KpiM TOro, y pasi 3acTOCYBaHHS MOTYXHUX
iarioitopie CYP3A4 cnig po3rissHyTH MOXIIMBICTH 3aCTOCYBAHHS MEHIIOI IOYAaTKOBOI 103U
aTopBacTaTHHy. TaKkoXX PEKOMEHAYETHCS MPOBOJIUTH HAJICKHUHA KIIIHIYHUHA MOHITOPHHI CTaHY IMX
HAIli€HTIB.

He pekoMeHayeThCsi OJHOYACHO IMPU3HAYATH ATOPBACTATHH Ta (Y3HIOBY KHCIOTY, TOMY BapToO
PO3TIISIHYTH MOXKJIIMBICTH THMYAacOBOi BIMIHM aTOpBACTaTHHY Ha Mepioj JIKyBaHHS (y3HIOBOIO
KHCJIOTOIO.

InTepcTHiianibHa XBopoOa JiereHiB

[Tix yac miKyBaHHSA JESKUMH CTaTHHAMHU (OCOOJMBO MiJ Yac TPUBAJIOTO JIIKyBaHHA) Oylu omnucaHi
BUHITKOBI BUIAJKH PO3BUTKY IHTEPCTHUIIIAILHOI XBOpOOH JiereHiB. J[o mposBiB 11i€i XBOpoOHM MOIKHA
BIJTHECTH  3a[IMIIKYy, HENPOAYKTHMBHMW Kalleldb Ta 3arajjbHe TMOTIPUICHHA CAMOMOYYTTS
(CTOMJTIOBaHICTh, 3HMKEHHS MacH TiJla Ta Tapsdka). Y pa3i BHHUKHEHHS MiJ03pH Ha IHTEPCTUIIATIbHY
XBOpOOY JIET€HIB CJIiJl IPUIUHNUTH JIIKYBaHHS CTATUHAMH.

HanosnroBaui

Jlo cxmany mpemapary AtopBakop® BXoauTh copOiT. Skmio y Bac BcTaHOBIEHA HeNepeHOCHMICTB
JESKUX IYKPiB, IPOKOHCYJIBTYHUTECS 3 JTIKapeM, Mepill HiX NpuitMaTH Lei JTiKapcbkuil 3acio.

Lleit mikapchkuid 3aci06 MICTHTh MeHIIE 1 MMOJIB/ 103y HATPit0, TOOTO MPAKTUYHO BUIBHUI Bl HATPIIO.
Tepamia minigoMoaudikyrOUuMy MpernapaTaMi MOBUHHA OYTHM OJHUM 31 CKIQJOBUX KOMIIOHEHTIB
KOMIUIEKCHOI Tepamii U MAIi€eHTIB 31 3HAYHO IMiIBUIICHUM PU3UKOM PO3BHUTKY aT€POCKICPOTUIHUX
3aXBOPIOBaHb CYIUH Yepe3 TilepXoJeCTepHHEMi0. MeauKaMEeHTO3Ha Tepartisi PeKOMEHIYEThCS SIK
JIOTIOBHEHHS 10 TI€TH, KOJIM Pe3yJbTaTy Bil JOTPUMAHHS TIETH, IO OOMEXKY€E CIIOKUBAHHS HACHUECHUX
KHUPIB Ta XOJECTEPUHY, a TaKOX BiJl 3aCTOCYBaHHS IHINIMX HEMEIMKAMEHTO3HHMX 3axoJliB OyIlo
HenocTtaTHRO. [lamienTam 3 imemiuHOIO XBOpOOOIO cepist abo 3 JeKiIbKoMma (hakTopaMHu PHU3UKY
PO3BUTKY ilIEMiuHOI XBOPOOH ceplis IpuifoM mpenapaTy ATopBakop™ MOKHA PO3MOYATH OJHOYACHO 3
JOTPUMAHHSM JI€TH.

ObmedicenHst 3acmocy8anHs

ATopBakop® He OCIHI[KyBald 3a YMOB, KOTH OCHOBHMM BiIXHJIEHHSM Bifi HOpPMH 3 OOKY
JIMONPOTETHIB € MiJIBUIIEHHS piBHSA X1JIOMiKpoHiB (Tumu I Ta V 3a knacugikauiero @penpikcona).

3acmocysanus y nepiod eazimnocmi abo 200y6ants epyooro.

BariTtHicTh

ATopBakop® TpPOTHIOKA3aHMI BariTHUM Ta KiHKaM, sAKi MOKYTh 3aBariTHiTH. CTAaTHHH MOXKYTb
3aBJIaBaTH IIKOAM IUIOAY IPHU 3aCTOCYBAaHHI BariTHUM. ATOpBakop®™ MOKHA 3aCTOCOBYBATH KiHKAM
PENPOAYKTUBHOTO BiKY, TUIBKH SKIIIO AY>KE€ MaJOWMOBIPHO, 1110 TaKi MAI[IEHTKH 3aBariTHIIOTh, Ta SKIIO
BOHM Oynu mpoiH(OpMOBaHI MpO MOTEHIIIHI QakTopu pu3MKY. SKIIO KIHKA 3aBariTHiIa B MEpioj
nikyBaHHs TIpenapaToM ATopBakop®, cIiJ HerailHoO NMPMIMHWTH HPUHOM MpENapary Ta MOBTOPHO
MPOKOHCYJIBTYBATH NAI[IEHTKY CTOCOBHO NMOTEHUIWHUX (DaKTOPIB PU3MKY AJIS IJIO/A Ta BIJICYTHOCTI
BIJIOMO{ KJIIHIYHOT KOPHCTI BiJ] MPOJOBXKEHHsI IPUHOMY Mpenapary IiJ 4ac BariTHOCTI.

[Ipu HopManbHOMY TIepediry BariTHOCTI PIBHI CHPOBATKOBOI'O XOJECTEPUHY Ta TPUIIILEPUIIB
MiABUIIYIOTECA. [IpuiioM TinmonimigeMidyHuX JIiKapChKUX 3aco0iB MMiJ 4Yac BariTHOCTI HE MaTuMe
KOPUCHOTO €(eKTy, OCKIJTBKH XOJIECTEPUH Ta HOro MOXIJHI HEOOXITHI UISI HOPMAJIHHOTO PO3BUTKY
wioaa. ATepockiepo3 — 1€ XpPOHIYHUM mpolec, a OTXe, MepepBa B MPHUHOMI TiMOMiMigeMiYHUX
MpenapariB MmijJ 4yac BariTHOCTI HE TOBMHHA MAaTH 3HAYHOTO BIUIMBY Ha PE3yJbTaTH JOBTOCTPOKOBOTO
JKyBaHHS IEpBUHHOI T1IIEPX0JIECTEPUHEMI].

AJlekBaTHUX Ta T00pe KOHTPOIHOBAHUX JIOCIIPKEHb 3aCTOCYBAaHHS aTOPBACTATHHY ITiJT Yac BariTHOCTI
HE MpOoBOAWIOCh. Haaxomwium piAkicHI MOBIIOMIEHHS MPO BPOMKEHI aHOMamii BHACHIJOK [if
ctatuHiB. [Ipu npocnekTuBHOMY crioctepeskeHHi mpuoau3zHo 100 BUmaakiB BariTHOCTEH Y JKIHOK, SIKi
JIKyBaJHUCs 1HIIMMH IpenapaTaMy rpylH CTaTHUHIB, 4acTOTa BUMAJKIB BPOKECHUX aHOMANiH miofa,
BUKHUJIHIB Ta BHYTPILIHBOYTPOOHUX CMEpTE/MEPTBOHAPOIKEHHS HE IMEpeBHIlyBala YacTOTH,
OUiKyBaHOI JJIs 3arajbHOiI nomysii. OJIHaK 1e TOCiKEHHS MOTJIO TIbKH BHKIIOUUTH 3 — 4-KpaTHe
MIJBUIICHHS PU3UKY BPOPKEHHUX aHOMaJll PO3BUTKY IUIOZA MOPIBHSHO 3 (DOHOBOIO YacTOTOK. Y



89 % 1ux BUIAJKIB JIIKyBaHHS MPErapaToM pO3MOYNHANIOCS 10 BariTHOCTI Ta MPUITMHSUIIOCS Tija yac |
TPUMECTPY ITiCIIsl BUSIBJICHHS BariTHOCTI.

[lepion rogyBaHHs rPYIIIO

HeBimoMo, 4i MpOHUKAE aTOpBACTaTHH y TPYAHE MOJOKO JIIOAWHH, OAHAK BiOMO, IO HEBEIHKA
KUTBKICTB 1HILIOTO JIIKAPCHKOTO MPEenapary MbOoTo Kiacy MPOHHUKAE B TPYAHE MOJIOKO KiHKU. OCKUIbKH
CTAaTUHU TOTEHIIIIHO 3/1aTHI BUKJIMKATH CEPHO3HI HeOakaHl peakilii y HEMOBJIAT, sIKI 3HaXOSIThCS HA
IPYJHOMY BUTOIYBaHHI, KiHKaM, sIKi HOTpeOYIOTh JiKyBaHHS mHpemapatoM Atoppakop®, He CIij
rogyBatu rpyaao (auB. posnin «IIpotunokasanusy»).

30amuicmy enausamu Ha WBUOKICMb peakyii npu Kepy8aHHi asmMoOmMpaucnopmom abo I[HwUMU
MexXarnizmamu.

Mae nyxe He3HaYHMI BIUIMB Ha MIBUIKICTH PEAKIIii IMiJ] 4ac KepyBaHHSA aBTOTPAHCIIOPTOM 200 poOOTH
3 IHIIUMH MEXaH13MaMHU.

Cnocio 3acmocysannsa ma 003u.

Linepainioemis (cemepo3zucomuna cimeina ma Hecimelna) ma 3miwiana oucninioemis (mun lla ma I1b
3a knacugikayiero @pedpikcona)

PexoMeHI0BaHa 1OYaTKOBA J103a mpenapaTy Atopsakop® cranoBuTh 10 a60 20 Mr 1 pa3 Ha 106y. Js
HAIi€HTIB, 110 MOTPEOYIOTh 3HAYHOTO 3HIKEHHS piBHS xoaectepuny JIITHIL (6inpm Hixk Ha 45 %),
Tepamio MOXKHa po3nounHaTH i3 mo3yBaHHs 40 mr 1 pa3 Ha m00y. Jlo30BWii diama3oH mpemnapary
ATtopsakop® 3HaxomuThCs y Mexkax Bia 10 1o 80 Mr oauu pas Ha 100y. IIpenapar MoxHA IpUitMaTH
Pa3oBOIO 103010 Y Oynb-sKi TOAMHU Ta HE3AJICKHO Bix npuiiomy ixi. [louaTkoBy Ta migTpuMyBaibHi
JI03M Tpernapary ATOpBaKOp® Mi0UParOTh 1HAUBIAYAIbHO, 3aJI€KHO BiJ] METH JIIKYBAaHHS Ta BiJIOBIII.
I[licns nowarky JiKyBaHHs Ta/abo Ticis THTpYBaHHS 103U mpemapary Atopsakop® clin
MpoaHaNi3yBaTU piBHI JIMiAIB OPOTATOM MepioAgy Bix 2 10 4 THUXKHIB Ta BIANOBIIHUM YHHOM
BiJIKOPUTYBATH J03Y.

T'emeposucomna cimetina cinepxonecmepunemis y nayicumie oumsa4oeo 6iky (gikom 10 — 17 pokis)
PexomenioBaHa MOYaTKOBAa 103a mpemapary ATopsakop® cTaHoBUTH 10 Mr/mo6y; MakcHMambHa
pexomenoBaHa a03a — 20 Mr/go0y (1031 mpenapary, 1o nepeBuIyoTh 20 MT, y I[ili Tpymi Nali€HTiB
He JociipKyBanmucs). Jlo3w mpemapary ciaig miaOupaTtd iHIUBIAyadbHO, BiIIMOBIAHO 1O METH
nikyBaHHs. KopuryBaHHs 1031 CIliji TPOBOAUTH 3 iHTEpBaJIOM 4 THXKHI a00 Olblie.

T'omo3zucomna cimetina cinepxonecmepuHnemis

Jlosa mpenapary ATopBakop® [UIs NAILi€HTiB 3 FOMO3UIOTHOIO CIMEHHOIO TilepXoIecTepUHEMIEIO
cranoBuTh Big 10 10 80 Mr Ha 106y. ATopBakop® clliJi BAKOPUCTOBYBAaTH AK JIOMOBHEHHS IO iHIIUX
TINONIMIEMIYHUX METOAIB JiKyBaHHs (Hampukinan, adepe3 JIITHII) abo skimro rimomimigemivHi
METO/I JIIKyBaHHSI HE JOCTYTIHI.

Oonouacna zinoninioemiyna mepanisi

Atoppakop® MO)kHA BUKOPHCTOBYBATH 3 CEKBECTPAHTAMMU KOBUHHUX KucioT. Kom6iHamiio iHribiTopis
I'MI'-KoA-penykra3u (ctaTuHiB) Ta (iOpaTiB Clij 3arajioM BUKOPUCTOBYBATH 3 OOEPEXHICTIO (IUB.
po3ainu «OcoOIMBOCTI 3aCTOCYBaHH», «B3aeMoist 3 IHITUMU JIIKAPCHKUMU 3aC00aMu»).

Ho3ysanns ona nayicnmis 3 NOpyuieHHAM QYHKYIi HUPOK

3axBOPIOBAaHHS HUPOK HE BIUIMBAE H1 Ha KOHLEHTPALIIIO B IJIa3Mi, HI Ha 3HI)KEHHS PIBHS XOJECTEPUHY
JITHILL npu 3acTocyBaHHi TpemapaTy AtopBakop®; OTKe, KODHIYBaHHS [03M MpenapaTy Juis
NAIEHTIB 3 TOPYLIEHHAM (QYHKIIT HUPOK He MOoTpiOHe (AuB. po3aiu «OcoOIMBOCTI 3aCTOCYBAHHS,
«DPapMaKkOKiHETHKAY).

Jo3zyseanns Ons nayienmis, sKi NpUUMaOms YUKIOCNOPUH, KIAPUMPOMIYUH, IMPAKOHA301 a00 NeGHi
iH2ibimopu npomeas

Crix yHHKaTH JiKyBaHHs IIpenapatoM ATtopBakop® Malli€HTIiB, fKi NPUIMAIOTh LUKIOCTIOPHH abo
iHridiTopu nporeasu BIJI (tumpanaBip + putoHaBip), abo iHriGitop mpoteasu Bipycy rematuty C
(Tenamnpesip). ATtopsakop® ciim 3 0OepexHICTIO Tpu3HA4YaTH mamiestam 3 BIJI, mo mpuiimaroTs
JOTiHAaBIp + PUTOHABIP, Ta 3aCTOCOBYBATH Y HAWHWXUil HeoOxiaHi# 103i. [TanienTam, 1mo npuitMaoTh
KJIApUTPOMILIMH, ITpakoHa30j, Ta maunieHTam 3 B, mo mpuiimaroTe y komOiHamii cakBiHaBip +
pHUTOHaBIp, AapyHaBip + pUTOHaBIp, pocammpeHaBip abo pocamrpeHasip + pUTOHaBIp, TEPANEBTHUHY
no3y npenapary Atoppakop® ciifi 0OMeKHTH 103010 20 MI, a TaKOXK PEKOMEHIYEThCS MPOBOIUTH



HaJIC)KHI KJIIHIYHI OOCTeXEHHs [Js 3a0e3NeueHHs] 3aCTOCYBaHHS HalMeHIIoi HeoOXinHOoi a03u
npenapaTy Atopsakop®. Jlis MallieHTiB, MO MpHitMalOTh iHriGiTOp mpoTeasu BIJI Hendinasip abo
inri6itop mporteasu Bipycy rematuty C Gorenpesip, JikyBaHHs mnpemapatoM Atopsakop® crin
obMmexutn 703010 10 40 M, a TaKoX PEKOMEHAYEThCS TPOBEACHHS BIAMOBIAHUX KIIIHIYHUX
obcTexenb s 3a0e3MeueH s 3aCTOCYBaHHS HAalMeHIIoi HeoOXigHOl1 103U mpemapary ATtopBakop®
(muB. po3ain «OcoOIMBOCTI 3aCTOCYBaHH» Ta «B3aeMois 3 IHIIUMU JIIKAPCHKUMH 3ac00aMu Ta 1HIII
BUJTU B3a€MOJIIN»).

Iimu.

Besneunicte Ta e(eKTUBHICTH 3aCTOCYBAaHHsS aTOpBacTaTHHY namieHtam Bikom 10 — 17 pokiB 3
FeTepO3UTOTHOIO CIMEHHOIO TiNEepPXOJIECTEPUHEMIEI0 BHUBYAIM B KOHTPOJIBOBAHOMY KJIIHIYHOMY
JOCIIJDKeHHI TPHUBAJICTIO 6 MICSIIB 3a YYacTIO XJIOMYHUKIB-IIITKIB Ta MJIBYAT MICJsA IOYATKY
MeHcTpyamii. [lamienT, sSKi OTpUMyBalIM JIiKyBaHHS aTOPBACTATMHOM, MaJlM 3arajoM IOII0HUN
npodine HeOaX)aHWX peakiiid A0 TAKOro y TMAalli€HTiB, MO OTpuMyBaimH Iutanebo. IHdekiiiHi
3aXBOPIOBaHHS OyJW TUMHM HEOKaHUMHM SIBUIAMH, SKi HaW4aCTIIIE CIOCTEpIrajaucs B 000X rpymax,
HE3AJICKHO BiJ OLIHKH MPUYMHHO-HACIIIKOBOTO 3B'I3KYy. Y LIl TPYIll MAIi€HTIB HE JOCHIKYBAINACS
03U mpenapary moHaja 3a 20 mMr. Y 1bpoMy BY3bKOMY KOHTPOJBOBAaHOMY JAOCHIKEHHI HE Oyio
BUSIBJICHO 3HAYYIIOTO BILTMBY IMpETapary Ha picT abo cTaTreBe JO3piBaHHS XJIOMIIB a00 HA TPUBAIIICTD
MEHCTPYaJIbHOTO UKy y MiBuaT (auB. po3ainu «[lo6iuni peakuii», «Crocid 3acTocyBaHHS Ta 1031»).
JiBUaT-miUTITKIB  CIIiJ] MPOKOHCYJIBTYBAaTH MHIOAO MPUUHATHUX METOAIB KOHTPALEMIl MPOTATOM
nepiofy JiKyBaHHS aTOPBACTATHHOM (IMB. PO3ALT «3aCTOCYBaHHS y MEPio/ BariTHOCTI a00 royBaHHS
TPYAJIO»).

ATOpBacTaTUH HE JOCIIKYBAaBCSI B KOHTPOJBOBAHUX KIIHIYHMX IOCHIKEHHSX, SIKI O BKIIOYAIIU
HAIi€HTIB MpenyoepTaTHOro BiKy abo marieHTiB BikoM 10 10 pokiB.

Kniniyna edexTuBHicTh mpemapaty B no3ax 10 80 mr/moOy mpotsarom 1 poky Oyna oiiHeHa B
HEKOHTPOJIOBAHOMY JIOCIHI/DKEHH] Y MAaIli€HTIB 3 TOMO3UTOTHOIO CIMEWHOIO TIEePXOJIECTEPHUHEMIEIO,
JI0 SIKOTO OYyJI0 BKJIFOUEHO 8 MAIliEHTIB TUTAYOr0 BiKy (AuB. po3ail «Crocid 3acToCyBaHHS Ta JO3M).

Ilepedosysanns.

Crenudivaoro niKyBaHHS Tepeo3yBaHHS mpenapatoM Atoppakop® Hemae. Y pasi mepeno3yBaHHS
namieHTa CiiJ JIKyBaTH CHUMITOMATHYHO Ta NpU HEOOXITHOCTI 3aCTOCOBYBATH MiATPUMYBaJIbHI
3axoau. Yepe3 BHCOKUHN CTYMiHb 3B'I3yBaHHS Hpenapary 3 OUIKaMM IUTa3MH HE CIIIJ OYiKyBaTH
3HA4YHOro 301MbIIEHHS KITipeHcy npenapaty Atopsakop® 3a JI0MOMOTOI0 FeMoIiati3y.

Ilo6iuni peaxuii.

[T'sTp HaliOLIBbII MOMIMpPEeHUX HeOaKaHUX peakiliid y Malie€HTIB NpHU JIIKYBaHHI aTOpBacTaTUHOM, IO
NPU3BOJUIIN 10 MPUIMHEHHS 3aCTOCYBAHHs Mpenapary: Miairis, Jiapesi, Hy0Ta, HiABUILEHHS PiBHS
ananiHaMmiHoTpaHcdepasu (AJIT) Ta neuiHKOBUX (hEpMEHTIB.

Takox cmoctepiranucs Taki MoOIYHI peakiii: Ha30(apHHTIT, apTpairis, Jaiapes, OUTb y KiHIIBKaX,
1H(EeKIis CEeYOBMBIIHUX IUISAXIB, JUCIEINCIs, M S30B1 Cra3mu, O€3COHHS, (hapuHTroIapUHTEATHHUI
O111b.

Jo iHmmx HebakaHUX peakilii HaJlekKaTh:

3 60Ky nCUXiKu: KOUIMapHI CHOBU/IIHHS;

3 OOKY opeaHié cyxy ma pieHosazu: MyM y ByXax;

3 60Ky ceyocmamesoi cucmemu: JTEHKOIUTOYPIs;

3 OOKY penpoO0yKmuGHoI cucmemu ma MOJIOYHUX 34103 TIHEKOMACTIS,

3 00Ky Hepeogoi cucmemu. TOIOBHHMH Olb, 3allaMOpPOYEHHs, MapecTesis, TirnecTesis, TUCTEeB3if,
amHe3id, nepudeprudHi Helpormnarii;

3 OOKY WWIYHKOBO-KUWIKOB020 MpAKmMY. 3alop, METEOpU3M, UUTYHKOBO-KHIIKOBUI AHCKOMQOPT,
OJIFOBaHHSI, BIAPWIKKA, TAHKPEATHT, TEMaTUT, X0JIeCTa3;

3 OOKYy CKelemHo-M 830801 cucmemu ma CHOJAYYHOI MKAHUHU. M'S30BO-CKENETHUU Ollb, OUIb y
cyrino0ax, HaOpsikaHHs Cyryio0iB, OUTh y CIUHI, OUTb Yy IIHWi, MiJBHUINEHA BTOMJIIOBAHICTH M'SI3iB,
MiormaTisi, Mio3UT, paba0Mioi3, TeHAMHONATIS (1HOAI YCKIIQAHEHA PO3PUBOM CYXOXKHUILIIS);



3 00Ky Mmemabonizmy ma XapuyeauHs: TIABUIICHHS PIiBHS TpaHCaMiHa3, BIAXWUJICHHS Bil HOPMH
GyHKIIOHATFHUX TPOO TMEUiHKH, MiJBHUINCHHS PIBHSA JY)KHOI (ocdaTasm B KpOBi, MiABUIICHHS
AKTUBHOCTI KpeaTuH(OCHOKiHA3H, TIEePTIiKeMis, TINOTTiKeMis, 301IbIIIEHHS MacH Tijla, aHOPEKCis;

3 OOKY neuiHKU ma HCO8YHO20 MIXypa. TIEYIHKOBA HEIOCTATHICTb;

3 OOKy wKipu ma Cnoay4Hoi mKaHuHu. KPOIHUB'SHKA, IIKIPHI BHCHIIAHHS, CBEPODK, allOMEIlis,
AHT1IOHEBPOTUYHUN HAOPSK, OyJIbO3HHH IepMaTUT (Y TOMY YUCI MYJIbTH(GOPMHA €pUTEMA), CHHIPOM
CriBeHca — J[PKOHCOHA Ta TOKCUYHHUH €IliJIepMaIbHUN HEKPOJIi3;

3 OOKY OUXANbHOI cucmemu, Opeawié epyoHoi KuimKu ma cepedocminusa: Ok y TOPJi Ta TOpTaHi,
HOCOBA KPOBOTEYA,

3 60Ky cucmemu Kposi ma Jimgpamuunoi cucmemu. TPOMOOITUTONICHIS;

3 OOKY IMYHHOI cucmemu: anepridHi peakiii, anadimakcis;

3 60Ky opeanie 30py: 3aTbMapEHHS 30pY, HEUITKICTh 30py, IOPYIICHHS 30DY;

3a2anbHi NOpywieHHs: BITIYTTA HE3MY)KaHHS, acTeHis, Oulb y Tpyasax, nepudepuyHi HaOPsKH,
CTOMJTIOBAHICTh, TIIPEKCis;

3MiHU pe3ylbmamie 1abopamopHux aHanizig: BIIXWICHHS pe3ynbTaTiB (QYHKIIOHAIBHUX IPOO
NEYiHKY, MiJABUIICHHS aKTUBHOCTI KpeaTHH(OC(HOKIHA3H KPOBi, MO3UTUBHUN pE3ylbTaT aHali3y Ha
BMICT JICHKOIIMTIB Yy ceYi.

Sx 1 mpm 3acrocyBanHi iHmUX iHTIOITOPiB [MIT — KoOA-penykrasu, y NaIli€HTiB, SKi TpUAMaIH
aTOPBACTATHH, CIIOCTEPIraJid ITIBUIICHHS aKTUBHOCTI TpaHcaMiHa3 CHpOBAaTKH KpoBi. Lli 3MiHM
3a3BUYail Oynmu clabKo BUPKEHUMHU, THMYACOBUMHU Ta HE MOTpeOyBaliu BTpy4YaHHS ab0 JIKyBaHHS.
e miABHILIEHHS MaJIO 10303aJICKHUN XapakTep Ta 0yi0 000pOTHUM Y BCiX Malli€HTIB.
Crocrepiranioch 3pOCTaHHS aKTUBHOCTI KpEaTHHKIHA3W CHUPOBATKH, MO OiIbIl HiK y 3 pasu
MEPEBUIIlyBaJIa BEPXHIO MEXY HOPMHU.

[ToGiuHi peakii, sSKi BUHUKIN IiJ 9ac KIIHIYHUX JOCTIIKEeHb: 1H(MEKIS CEYOBHBIIHUX IUIAXIB,
IyKpOBUH Aia0eT, IHCYIbT.

Loceio nocmpeecmpayitino2o 3acmocy8ants amopeacmamumy.

[TpoTAroM MOCTPEECTPALlIfHOIO 3aCTOCYBAHHS aTOPBACTATHHY OyJW BHSBJICHI HIDKYE3a3HAUYCHI
HeOaxaHi peakiii. OCKUIbKH TIPO 1i peakiii MOBIJOMIISIETHCS Ha JOOPOBUIBHIN OCHOBI Bl MOIYJISIIiT
HEBIJJOMOi YHCENIBHOCTI, HE 3aBXKIU MOXHA JOCTOBIPHO OIIHHUTH IX YacTOTy ab0 BCTaHOBUTHU
MPUYUHHO-HACITIIKOBHH 3B'SI30K 13 3aCTOCYBAaHHSM Iperapary.

Jlo HebOaxaHMX peakiiil, MOB'SI3aHMX 3 JIKYBaHHAM aTOPBACTATMHOM, HE3aJEKHO BIJI OLIHKU
PUYMHHO-HACIIIKOBOTO 3B'SI3KY, Halle)aTh Takli peakiii: aHagiiakcis, aHrOHEBPOTUYHUI HAOpsK,
OyibO3HI BHCHUIIaHHS (B TOMY YHCIi €KCydaTHBHa MynbTH(OpMHa eputema, cuHapom CTiBeHca —
JIKOHCOHa Ta TOKCHUYHUM emiiepMalbHUM  HeKpousi3), pabaomioni3, MIO3UT, MiJBUIIEHA
BTOMIIIOBAHICTh, PO3PUB CYXOXKWJUISI, JieTalbHa Ta HeleTaldbHa TI€UIHKOBA HEIOCTATHICTb,
3amaMopoYeHHsl, Jenpecis, nepudepudna HelponaTis Ta MaHKPEaTHT.

Haaxomaunu pigkicHi MOBIIOMJICHHS PO BUMAAKH IMYHOJOTIYHO OINOCEPENKOBAHOI HEKPOTHYHOI
MionaTii, OB's3aHOT 13 3aCTOCYBaHHSM CTAaTHHIB (IUB. po3i1 «OcOoOIUBOCTI 3aCTOCYBAHHS).
Haaxomunu piakicHI mocTpeecTpaiiifHi MOBIIOMIIEHHS MPO KOTHITMBHI po3namu (Taki sK BTpara
nam'ati, Oe3mam'siTHICTb, aMHe31s, TOPYIICHHS NaM'sTi, CIUTyTaHICTh CBIJIOMOCTi), TOB'sI3aHi 13
3aCcTOCYBaHHAM cTaTHHIB. LI KOTHITHBHI po3maau Oyiau 3apeecTpoBaHi IMPHU 3aCTOCYBaHHI BCIX
CTaTHUHIB 1 HE HAJIEXamu 10 KaTeropii cepio3Hux HeOakaHux peakmiil. Taki mnposiBu Oynu
000POTHUMH TiCIIs MPUIMMHEHHS MPUIOMY CTaTHHIB 1 Malld Pi3HUHN Yac 10 MOYATKY MPOSBY CUMIITOMY
(Bim 1 mHA A0 JAEKUIBKOX POKIB) Ta IO 3HUKHEHHS CHUMIITOMY (MeJllaHa TpUBAJOCTI CTaHOBMJIA
3 THXHI).

[lim wac 3acTocyBaHHS JESKMX CTAaTHHIB Oyl OMHMCaHl Taki HeOakaHl SBHINA: PO3JIaJ CTATEBOI
¢GyHKLIi; BHUHATKOBI BHIAAKH IHTEPCTUIIAJILHOI XBOpPOOM JIET€HIB, OCOOMMBO MiJ  dYac
JIOBIOCTPOKOBOTO JIIKYBaHHS.

[1in yac MOCTMAPKETHHTOBUX CIIOCTEPEKEHb MOBIIOMIISIIOCS PO HIDKYE3a3HAueH] MOOIYHI PeaKirii.
Topywenns (pynxyii kposoHocHoi ma aimgpamuunoi cucmemu: TPOMOOITUTOTICHIS.

Hopywenns ¢ynxyii imynnoi cucmemu: anepridyHi peakimii, aHadinakcis (B TOMy YHCHI
aHaQIaKTUYHUN LIO0K).

Topywennsa memabonizmy ma xapuyeaHnus.: 301IbIICHHS MacH Tija.

THopywenns ¢ynxyii Hepeo6oi cucmemu. TOJIOBHHUMN OUTb, TIMECTE31sI, TACTEB31S.




Posnaou winynkoeo-kuuiko8o2o mpakmy. OUIb y KHUBOTI.

Topywenns (pynxyii opearnis ciyxy ma 1abipunmy: IyM y ByXax.

LIxipa ma niowKipna mKaHuHa. KPONUB'THKA.

THopywenns @ynxyii ckenemno-m 130601 cucmemu ma CnoiyyHoi MKAHUHU: apTPaTis, OUTb y CIIUHI.
3acanvui nopywenns: 611b y Tpyasax, nepupepudHuil HaOpsiK, He3 yKaHHs, BTOMA.

3minu pesyromamis nabopamopuux auanizig: MIABUINEHHS aKTUBHOCTI aJlaHiHaAMIHOTpaHCdepasu,
IiABUILIEHHS aKTUBHOCTI KpeaTHH(OCHOKIHAZH KPOBI.

Tepmin npuoamnocmi. 2 poxu.
He 3actocoByBatu nmpemnapar micis 3aKiH4eHHS! TePMiHYy MPUIATHOCTI, 3a3HAYEHOT0 Ha yIaKOBII.

YmoBu 30epiranus.
306epiraTu B OpUTiHAJBHINA YIIAKOBIII MPU TeMIiepaTypi He Buie 25 °C.
30epiratu y HEIOCTYITHOMY JIsl 1ITE€H MicCIii.

YnakoBka.

Tao6merku o 10 mr: Ne30 (10x3), Ne60 (10x6) y GicTepax, BKIaJCHUX B MAUYKYy.
Tabnerku o 20 mr: Ne30 (10x3), Ne40 (10x4) y Gicrepax, BKJIQJACHUX B MAUKY.
Tabnetku mo 40 mr: Ne30 (10x3) y OmicTepax, BKJIaJICHUX B MAYKYy.

Tabnerku o 80 mr: Ne30 (6x5) y Gmicrepax, BKJIQJACHUX B MAUKY.

Kareropis Binmycky. 3a peuentom.

Bupoouuk.
AT «Dapmakxy.

Micue3Haxo:KkeHHsI BUPOOHUKA Ta MO0 ajpeca Micus NPOBasKeHHS AislIbHOCTI.
VYxpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

JlaTa ocTaHHBOTO neperiasany. 24.02.2021.



