IHCTPYKIIA
AJI MeIMYHOI'0 3aCTOCYBAaHHA Npenapary

ATtopuc

(Atoris®)

Cknao:

diroua pevoguna: atorvastatin;

1 TabneTka, BKpUTa IUTIBKOBOIO 000JI0HKOI0, MicTHTH 30 Mr, 60 Mr a6o 80 Mr aTropBacTaTuHy y BUTJISII
aTOpBAaCTaTHHY KaJIBIIiIO;

O00NOMIJICHI peyoUHU. JTAKTO3H MOHOTIIPAT, EJT0I03a MiKpOKPUCTAIIIYHA, T1APOKCUIPOIUIIIETI0N03a, HATPIf0
KpOCKapMeso03a, KpocroBiioH, osicopdar 80, HaTpito riapoOKCHI, MarHilo cTeapar;

0060/10HKA: CIUPT NOMIBiHIIOBHH, TalbK, Makporon 3000, Turany miokenn (E171).

Jlikapcbka ¢gopma. TabneTku, BKPHUTI TUTIBKOBOIO 000JIOHKOIO.

OcHo8HI i3uKo-XiMIUHI 61ACMUBOCMI:

30 mr: 6inti abo Maiixe O1Jti, KpyTJIi, 37IeTKa JABOOIYKJI1, BKPUTI IJTIBKOBOIO 00OJIOHKOIO, 31 CKOLIIEHOI KPOMKOIO;
60 Mr: 6111 260 Maike O1ti, OBaIbHI, ABOOITYKJIi, BKPHTI IUTIBKOBOIO 000JIOHKOIO;

80 mr: 6111 a00 Maibke 611, y popMmi Karcyu, JBOOMYKJIi, BKPUTI IJTIBKOBOIO 000JIOHKOIO.

®apmakoTepaneBTH4Ha rpyna. ['inoninigemiyni 3acodu. Iariditopu ['MI'-KoA-penykrasu. AtopBacratut. Kox
ATX C10A A0S.

Dapmakono2iuni eracmueocmi.

Dapmakoounamixa.

ATOpUC MICTUTh aKTUBHY PEUOBHUHY aTOPBACTATHH. ATOPBACTATUH € CEJICKTUBHUM KOHKYPEHTHHUM 1HT101TOpOM
I'MK-KoA-penykrasu — pepMeHTy, 110 BU3HAYA€E MIBUIKICTh IEPETBOPEHHS 3-T1APOKCH-3-METHII-TIIOTapUII-
KOEH3UMY A y MEBaJIOHAT, 110 € MOMEPETHUKOM CTEPOJIiB, 30KpEMa XOJIeCTEpUHY. TPpUTITIIEPUIU Ta XOJIECTEPUH Y
NeviHIl BOYIOBYIOTECS Y MOJICKYJIH JIIIOMPOTEiHIB Myke Hu3bKoi miutbHoCTi (JITIJIHILL), HagxoaaTe 10 Tuia3mu
KpOBI 1 TPAaHCTIOPTYIOTHCS 10 iepudepruuHux TKaHuH. JlimonpoTein Hu3bKoi minpHOCTI (JITTHII) yTBOproeThes 3
JITIJTHILL i katabomi3y€eThCst, TOJIOBHIUM YHHOM, HUIXOM B3aeMOii 3 Bucokoadinaumu peuentopamu JITTHII]
(JITTHII-peuenTopn).

ATOpBacTaTUH 3HIKY€ KOHLIEHTPAIil XOJECTEPHHY Y TIa3Mi KPOBi Ta JIMONPOTEIHY Y CHPOBATII KPOBi HUIIXOM
iarioyBanHs [ MK-KoA-peaykrasu, a 3roloM — 010CHHTE3Y XOJECTEPHHY Y TEHiHIIl, a TAKOXK 30UTbIITY€E KiITbKICTh
neuinkoBux peuentopis JIITHIL] Ha moBepxHi KIITHH, 10 MPU3BOIUTH 10 MTOCUICHHS 3aXOIUICHHS 1 KaTaboui3zmMy
JITTHII,.

ATtopBactatut 3HmKye yrBopeHss JIITHIL] ta yucno yactunok JIITHIL. ATopBacTaTHH CIpUYHHIOE BUPAKEHE 1
crivike miaBumieHHs aktuBHocTi JITTHIL-perntenitopiB y moeaHaHHi 31 CIPUATIMBUMH 3MiHAMHU SKOCT1 YaCTHHOK
JITHILL, mo uupKymro0Th. ATOpBacTaTUH e(heKTUBHO 3HMXKYE piBeHb Xonectepuny (XC) JIITHIL y mamieHTis 3
TOMO3UTOTHOIO CIMEHHOIO T1IepX0JeCTEpUHEMIETD, a 1Ie TPYTIa, KA He 3aBXKM pearyBaja Ha Teparliio
rinoJinieMigyHUMU 3ac00aMHu.

Kpim BrumMBY Ha My 11a3My aTOpBacTaTHH Ma€e 1HIM €EeKTH, SKi MOCHITIOITh HOTO aHTHATEPOCKICPOTHIHY
nito. Bin mpurHidye cuHTE3 130NPEHOIIIB — PEYOBHH, SIKi IIFOTH SIK (aKTOPH POCTY Ha Mpoidepariro KIiTHH
TJIAJIKKUX M S31B CyMH, 3MEHIIYE B’ A3KICTh IJIa3MH M aKTUBHICTH IEIKUX (PAaKTOPIB KOATryJIAIii Ta arperaiii. 3aBIsKu
Takii Jii BiH MOKpaIlye TeMOIMHAMIKY 1 CIpusie HopMaltizalii mporeciB koarysmii kposi. Kpim Toro, iHriditopu
I'MI'-KoA-penykTa3u BIUTUBAIOTh HA META00J113M Makpodaris i, TAKUM YUHOM, MPUTHIYYIOTh X aKTUBAIIIIO, 1110
3MEHIIIY€ PU3HK PO3PUBY aTEPOCKICPOTHUHUX OJISIIOK.

Bbyno noka3zaHo, 1110 aTOpBAaCTaTHH 3HIKY€E KOHIIEHTpallii 3aranbHoro xonecrepuny (30-46 %), XC JIITHIL] (41-
61 %), anoninonporeiny B (34-50 %) ta tpurminepunis (14-33 %), cnpuunHiooun BapiabenbHe MiIBUIICHHS
piBast XC JITIBII] Ta amoninonpoTeiny A B X011 AOCTIHKEHHS, B IKOMY BHBUYAJIacs J0303aICKHICTh HOTO eeKTy.
L1i pe3ynbTaTh y3roKYIOTHCS 3 JaHUMH LI0JI0 XBOPUX 3 TETEPO3UTOTHOIO POJMHHOIO TiEPX0IECTEPUHEMIEO,



HEPOAMHHUMHU (DOpPMaMHU TINEPXOJIECTEPUHEMIT Ta 3MIIIAHOIO TIMEPIiMiIeMi€l0, BKIIOYAIOYH XBOPUX 3
IHCYJIIHOHE3AJIC)KHUM IIYKPOBHUM J11a0CTOM.

Byino noBeneHo, 110 3HWKEHHS piBHIB 3arajibHOro Xonectepuny, XC JIITHII ta anoninonporeiny B 3meHye
PH3HK CEepIIEBO-CYAMHHUX YCKIIQIHEHb Ta CMEPTHICTD BiJl CEPIIEBO-CYyIMHHIX 3aXBOPIOBAHb.

Dapmarokinemuxa.

AbcopOuis

ATOpBacTaTUH MIBUAKO a0COPOYETHCS MiCIs MepopabHOIO NPUHOMY 1 JOCATae MaKCUMaIbHOT KOHLEHTpallii y
rua3mi yepe3 1-2 rogunu. PiBeHb NOTIIMHAHHS Ta KOHIEHTPAIIis aTOPBACTATHHY B IIa3Mi KPOBi 3AJIEKHUTD Bif
JI03M atopBacTatuHy. biogocTynHICTh aTopBacTaTUHY B (hOpMi TaOJIETOK B OPIBHSHHI 3 PO3UMHOM CTaHOBUTH 95
ta 99 % BiAMOBiAHO. AGCOIIOTHA O10AOCTYIHICTD aTOPBACTATHHY CTAHOBUTH MPUOIN3HO 14%, a cuctemHa
JOCTYIHICTb 1HT10yr0401 akTUBHOCTI BifHOCHO I'MI'-K0A-penykraszu — npubnusno 30%. Husbka cucremHa
01010CTYIIHICTh 3yMOBJICHA TIPECUCTEMHHIM KIIIPEHCOM Yy CIIM30Bil OOOJIOHII IUTYHKOBOTO TPAKTY Ta
6ioTpanchopmalii€ro mij 4yac NIEPBUHHOTO MPOXOHKEHHA Yepe3 nevinky. [IpuitoM ixi 3MeHIIIye MBUIKICTH Ta
CTYITiHb MTOTJIMHAHHS MpenapaTty npuoau3Ho Ha 25 % ta 9 % BiaNOBIIHO, IO MiATBEPKYETHCS PIBHEM
MakcumaibHOi KoHueHTpauii Ta AUC, 3HmwkenHs piBHs XC JITTHIL] He 3aexuTh Bij yacy 3aCTOCYBaHHS.
KonmeHnTpariisi aropBacTaTuHy B IUIa3Mi KPOBI MICIIsI MPUAOMY TIpeniapaTy BBEUEpi HUKUE, HIXK MICISI TPHAOMY
BpaHLi (MepeBHIy€e MaKCUMalbHy KoHLeHTpalito Ta piBeHb AUC npubausHo Ha 30%). He3axkarouu Ha 1e,
samkeHHs piHsA XC JIITHIL He 3anexuTs Bij yacy npuidomy mperapary.

Po3nonin

CepenHiii 00’ €M po3MOIiTy aTOPBACTATHHY AOPiBHIOE IpuOIM3HO 381 J1. 3B’ s13yBaHHsI 3 O1TKaMU TUTa3MH KPOBi
CTaHOBUTH > 98 %. SIKII10 3HAYEHHS CIIBBIIHOLICHHS EPUTPOLUTH/TIIa3Ma KPOB1 CTaHOBUTH NprOan3Ho 0,25, e
BKa3y€ Ha HU3bKUH piBEHB MEHETpAIl] perapary B epuTpouTH. Ha mijcraBi ciocTepekeHsb y IypiB BBaKA€ThCS,
1110 aTOPBACTATHH 3AATHUI IPOHUKATH Y JKIHOYE IPyaAHE MOJIOKO (AMB. po3auin «IIpoTunokazanusa»,
«3acTocyBaHHS y TIEpioj] BariTHOCTI a00 TOyBaHHS TPYIII0» Ta «OCOOIMBOCTI 3aCTOCYBAHHSD» ).

Mertabo1i3m

ATOpBacTaTHH 3HAYHOIO MipOI0 META00i3y€ThCSI, yTBOPIOIOYH TPH IBOMY OPTO- 1 MapariipoKCUIIbOBaHI MOXiHI
Ta pi3HiI NPOAYKTUl | -OKHCHEHHS. [n Vitro opTo- 1 MaparigpoKCUIbOBaHI META0OIITH MPOSIBISIOTH IHTI0YI0Uy
aktuBHICTh 1010 ' MI'-KoA-penykTas3u, eKBiBaJIeHTHY il aropBacTaTuHy. [HriOyroumii ehekT mpemapary
BigHOCHO ' MI'-KoA-penykra3u npubinsHo Ha 70 % BH3HAYAa€ThCSl aKTUBHICTIO LIMPKYJIOIOYMX META0OMITIB.
JlocmiKeHHS in vitro TATBEPUKYIOTh BAKIMBICTE Oi0TpaHC(OpMallii aTOpBACTATHHY ITiJ] BIUTHBOM ITUTOXPOMY
P450 3A4. OgHovacHu#l npuiioM aTopBacTaTHHY Ta €pUTPOMILIUHY, 1HT1OiTOpa IuToXpomy P450 3A4,
NPU3BOAMTS JIO ITiIBUIICHHS KOHIIEHTPAIIil aTOPBACTaTHHY B TUIa3Mi KpOBi. JlOCTiKEHHSER Vitro TaKOXK
MiATBEPKYIOTh TOU (PaKT, 110 aTOpBACTATHH € clIa0KuM iHTi6iTOpoM 1uToxpomy P450 3A4. TIpu ogHOUacHOMY
3aCTOCYBaHHI aTOPBACTaTHHY Ta TeppeHaANHY, SKUIl B OCHOBHOMY METa00J13y€EThCS CUCTEMOIO IIUTOXpomy P450
3A4, KOHIIEHTpALlisl OCTAHHBOTO B IJ1a3Mi KPOB1 Maii’Ke He 3MIHIOETbCS. TaKuM YHHOM, MaJOWMOBIPHO, 1110
3aCTOCYBAHHS IIUTOXPOMY MOJKE 3HAYHO 3MIHUTH (PapMaKOKIHETHKY IHIIHX cyOcTpatiB ruroxpomy P450 3A4. Y
TBapUH OPTOT1IPOKCHILOBAHUI META0OMIT 3a3Ha€ MOJANBIIOT TITIOKYpOHi3allii.

Buninenns

ATOpBacTaTUH Ta HOro MeTaboIiTH TOJIOBHUM YHHOM BUBOJATHCS 3 JKOBUIO ITICIIS IEUiHKOBOI Ta/abo
M03areviHKOBOI OioTpaHcdopmarlii, OJHAK HE 3a3HAIOTH IITYHKOBO-TICUIHKOBO1 penupKyisii. CepeHiii mepioy
HAIiBBUBE/ICHHS aTOPBACTATHHY Y JIOACH CTAHOBUTH NMPUOIU3HO 14 ronuH. [Hridyroua akTHBHICTH BiTHOCHO
I'MI'-KoA-penykrasu 30epiraerscst mpotsirom 20-30 roanH yepes NPUCYTHICTh aKTHBHUX MeTaboumiTiB. [licis
HEepOPaNBLHOrO MpUHOMy MeHIIe 2 % aTopBacCTaTUHY BU3HAYAETHCS y CEUi.

[Momynstii XBopux

JItoou nimuvoeo 8iky

KonmeHnTpariisi atopBacTaTuHy B TUIa3Mi KPOBI y 3/I0pOBHX JIITHIX JIFO/IeH (BIKOM® 65 pOKiB) BHIIA, HIXK Y
mMonoamux (mpubnusHo Ha 40 % Bin MmakcuManbHOI KoHIeHTpalii Ta Ha 30 % Bix piBHs AUC). [1ix yac
nociimkeras ACCESS BuBuanm eheKTUBHICTD 3aCTOCYBaHHS NpenapaTy y JiTHIX Joaen ast gocsirieHas NCEP
METH JIIKyBaHHA. Y JOCHiKeHHi Opano ydacts 1087 marieHTiB BikoM 1065 pokiB, 815 maiiieHTiB BiIKOM MOHAJ 65
pokiB Ta 185 mamieHTiB BikoMm noHax 75 pokiB. EekTuBHICTh Ta Oe3meka y Jqro/iel JIiTHROTO BiKy HE BiApi3HSIACh
BiJl TAKUX Y 3arajibHii MOMYJISIIii.

Jimu

Binomocti mpo ¢apMakoKiHETUKY aTOpBACTaTHUHY Yy TiTEH BiACYTHI.




Cmamo

KonmeHnTpariist aropBacTaTuHy B IUIa3Mi KPOBI Y JKIHOK BiJIPi3HAETHCS Bijl Takoi y YOJIOBIKIB (MaKCHMalIbHA
KOHIeHTpalis Bumie npudauzno Ha 20 %, a AUC nuxde Ha 10 %). [TpoTe 1i po301>KHOCTI HE MaOTh KIIIHIYHOTO
3HAYEHHSI, a TIMOMIMiAeMIYHIHA e(EeKT Mpernapary y 40JIOBIKiB Ta )KIHOK Maike OJJHAKOBHH.

Hupkoea neoocmammuicmo

Croci0 3acTocyBaHHS Ta /103U HE BIUIMBAIOTh HA KOHIIEHTPALIII0 aTOPBACTaTUHY B IIa3Mi KPOB1 Ta Ha Horo
rinojinigeMiuny fito. Takum 4MHOM, HeMae HEOOXiTHOCTI KOPUTYBAaTH 103y Mpenapary.

I'emooianiz

JocnimkeHHs Ail aTopBacTaTUHY Y MAII€HTIB 13 3aXBOPIOBAHHSMU HUPOK y TePMIiHAIBHIN CTa/il He TPOBOAUIHUCE.
3Bakalo4M Ha Te, IO MPerapaT aKTHBHO 3B’ SI3y€ThCs 3 OLIKaMH TUTa3MH KPOBi, TEMOTiai3 HE MOXKE 3HAYHO
301JIbIIIYBATH KITIPEHC aTOPBACTATHUHY.

Ileuinkosa nedocmamuicmo

VY XBOpHX 3 QIKOT'OJIbHUM IIMPO30M MEUIHKU KOHLEHTpAIlisl aTOpBACTaTUHY B IJIa3Mi KPOBI 3HAUHO 301JIbIIEHA
(MakcuMasbHA KOHIIEHTpAIlisl — mpuoan3HO B 16 pa3is, 3HaueHHss AUC — B 11 pasis).

Kainiuni xapakrepucTuku.
Ilokasann=.
3anobicanus cepyeso-cyOuHHUM 3aX60PIOBAHHAM
JlopocnuM nanieHTaM 6e3 KJIIHIYHO BHpakeHoi imeMiuyHoi xBopoou cepiid (IXC), ane 3 gexinbkoma pakropamu
pu3uky [XC, Takumu sIK JIITHIH BiK, TIOTIOHOTIATIHHS, apTepiaibHa rinepreH3is, Hu3bkuid piers JITIBIL abo
HasaBHICTh paHHbOI IXC y ciMeliHOMy aHaMHe31, Tpenapar noka3zaHui JJs:

- 3MCHIICHHS PU3WKY BUHUKHEHHS iH(papKTy MiOKap/a;

- 3MCEHIUCHHS PU3UKY BUHUKHEHHS 1HCYJIbTY;

- 3MCHIICHHS PU3WKY BUHHUKHEHHS CTCHOKAp/Iil Ta HEOOXIAHOCTI MPOBEACHHS MPOLEAYP PEBACKYISIpU3aIii

MioKap/a.

[TamienTam 3 yKpoBUM niabeToM 2-ro THITy Ta 6€3 KIIHIYHO BUPa)KEHOI iIeMiYHOT XBOpoOH cepIis, aie 3
JeKinbKkoMa GakTopaMu pusuKy po3BUTKY IXC, TakuMmu sIKk peTMHONATISA, albOyMIHYpisl, TIOTIOHONAIIHHS a00
apTepianbHa TINEPTeH31s, Tpenapart MoKa3aHu IJis:

- 3MEHILICHHS PU3MKY BUHUKHEHHS 1H(papKTy MiOKap/a;

- 3MCHIICHHS PU3WKY BUHUKHECHHS 1HCYIIBTY.
[TarieHTaM 3 KJIIHIYHO BHPAXKEHOIO IMIEMIYHOI0 XBOPOOOIO ceplsnpenapaT MoKa3zaHuil s

- 3MCHIICHHS PU3WKY BUHHUKHEHHS HEJICTAILHOTO iHpapKTy MiOKap/a;

- 3MEHILUEHHS PU3MKY BUHHUKHEHHS JIETAILHOTO Ta HEJIETAIbHOIO 1HCYJIBTY;

- 3MCEHIICHHS PU3UKY HEOOXITHOCTI MPOBEIACHHS NPOIEIYp PEBACKYIIIpU3allii MiOKap/aa;

- 3MEHIICHHs pU3UKY HEOOX1IHOCTI rocmiTanizallii y 3B'3Ky 13 3aCTIIHOIO CEepIIeBOIO HEJOCTATHICTIO;

- 3MCHIICHHS PU3UKY BUHUKHEHHS CTCHOKap/Iii.

Tinepninioemisn

- Ilepsunna cinepxonecmeputnemis (cemepo3ucomua cimelina i Hecimeluna) ma amiwiana oucninioemisa (mun Ila
ma IIb 3a knacugirayiero @pedpikcona). Ik JOTTOBHEHHS 10 TI€TH, 00 3MEHIITUTH ITiIBUIICHI PiBHI
3aranpHOro xonectepuny (3XC), xonectepuHy ainonporeifiB Hu3bKoi migbHocTi (XC JIITHIL),
anoinonpoteiny B Ta TpuriinepuiB, a TAKOX IS IMiIBUIICHHS PiBHS XOJIECTEPUHY JIIMOMPOTEITiB BUCOKOT
nrinbHocTi (XC JITIBLLL).

- Tinepmpueniyepudemisn (mun 1V 3a knacugixayicto @pedpikcona) STk TOTIOBHEHHS 10 TI€TH JIJIS JTIKYBaHHS
MAIEHTIB 3 MiABUILIEHUMU PIBHSIMH TPUTIIIEPUIIB Y CHPOBATIII.

- Ilepsunna oucoemaninonpomeinemis (mun Il 3a knacugpixayiero @pedpikcona) 1y NiKyBaHHS MAIIEHTIB Y
TUX BHUIAJIKAX, KOJIU JOTPUMAaHHS JI€ETU € HEIOCTATHBO €)EKTUBHUM.

- Tomoszueomna cimetina cinepxonecmepunemis. J1jiga 3MeHILeHHS 3arainbHoro xonectepuny ta XC JINTHI sk
JOTIOBHEHHS 10 1HIIMX TIMOJIiMiAeMIYHIX METOIB JiKyBaHHs (Hanpukian apepes JIITHIL) abo sikxmio Taxi
METO/H JTIKYBaHHS HEJJOCTYIIHI.



- T'emepo3ucomna cimelina cinepxonrecmepuremis y nayicHmie oumsauoeo 6ixy (gikom 10-17 poxis) Sk
JIOTIOBHEHHS 10 fietn st 3meHmeHHs piBHiB 3XC, XC JITTHIL i anoninonpoteiny B y XIomuuKiB-miuTiTKIB Ta
JiBYAT MicTs MOYaTKy MeHCTpyalii BikoM Bif 10 1o 17 pokiB, K10 Micias BIAMOBIAHOT Ji€TOTepanii
pe3yJIbTaTH aHawi3iB TaKi:

a) xonectepun JITTHIL 3anumaerses > 5,0 mmons/n (1 190 mr/am) abo
0) xonecrepun JIITHIL[ > 4,2 mmons/n (1 160 mr/mn) Ta:
']y ciMeliHOMY aHaMHe31 HasiBHI PaHHI CEePIIEBO-CYIMHHI 3aXBOPIOBAHHA 200
7] nBa abo OinmbIre iHMUX (PaKTOPIB PU3HKY PO3BUTKY CEPIIEBO-CYyIMHHHX 3aXBOPIOBAHb MPUCYTHI Y MaIi€HTa
JUTSIYOTO BIKY.

Ilpomunokaszanns.

71 Timep4yTmIHBIiCTh 0 OYyIb-SKOTO 1HTPEII€HTA TIperiapary

'] 3axBOpIOBaHHSAX MMEYIHKH B TOCTPii (a3i abo cTiiike migBUILEHHS (HEBIAOMOIO I'eHe3y) piBHIB TpaHCaMiHa3
y CHpOBATIIi KPOBI B TpU 4M OljbIlIE pa3iB.

'] IlpemapaT npoTUIIOKA3aHUM MiJ] Yac BariTHOCTI, TOyBaHHS TPYIJAI0 Ta KIHKaM PerpoIyKTUBHOTO BIKY, K1
HE 3aCTOCOBYIOTh HAJIEXKH1 METOAM KOHTpALEML1i. ATOpHUC IPU3HAYAIOTh KIHKAM PETPOyKTUBHOTO BIKY
JIUIIE TOJIi, KOJIM BariTHICTh MaJOWMOBIpHA MallieHTKa MoiH(OpMOBaHa PO MOTEHIIITHI HeOaxaHi
HACJIIIKY 1S TUI04A.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63a€Mo0ill.

By Ha aTopBacTaTHH JIIKAPCHKUX 3aC001B, SIKI NPUIMAaIOTh OJJTHOYACHO

ATopBacTaTuH MeTaboIi3y€eThes 3a gornomMororo nuroxpomy P450 3A4 (CYP3A4) ta € cyGeTpaToMm 1ist
TPAHCHOPTHUX OUIKIB, HaNpUKJIaA nedinkoBoro nepeHocHuka OATP1B1. OnnouacHuit npuiioM JiKapchbKUX
3aco0iB, ski € inridiTopamu CYP3A4 abo TpaHCOPTHUMH OLTKaMH, MOXE MTPU3BECTH /IO ITiIBUIICHHS
KOHIIEHTpAIlli aTOPBACTATHHY B IUIa3Mi KPOBI Ta 10 30UIbIICHHS pyU3HUKy Mionatii. Lei pu3uKk Takox Moxke 3pocTu
IIpY OJTHOYACHOMY TPUIOMI aTOPBACTaTHHY 3 IHIIMMH JIIKAPCHKUMH 3aC00aMH, SIK1 MOXKYTh CIIPHYHMHHATH
MI0TAaTiio, TAKUMH K UKJIOCTIOPUH, (piOpaTh, HIKOTHHOBA KHCIIOTa 200 iHTibiTOopu uToxpomy P450 3A4
(HampuKIIa EPUTPOMIIIHH, a30JIbHI MPOTUTPHOKOBI MpemapaTH).

Ineioimopu CYP3A4

Binomo, mo norysxHi inrioitopu CYP3 A4 npu3BoIATH A0 3HAYHOTO MiIBUIIICHHS KOHIIEHTPAIlii aTOPBACTATHHY
(muB. Tabmuio 1 Ta geranpHy iH(MOpMaIit0, HaBeaeHY Huk4e). Clijll 32 MOKIMBOCTI YHUKATH OJHOYACHOTO
3aCTOCYBaHHS 3 NOTYKHUMH iHTi0iTopamu CYP3A4 (Hanpukiaa 3 UKIOCTIOPHHOM, TEIITPOMIIIMHOM,
KJIApUTPOMILIMHOM, A€IaBipMHOM, CTUPUIIEHTOJIOM, KETOKOHA30JI0M, BOPMKOHA30JI0OM, ITPaKOHA30JI0M,
MO0CAaKOHA30JI0M Ta iHTi0iTopamu npoteas BIJI, y ToMy uucii puTOHABIpOM, JIOMIIHABIPOM, aTa3aHaBipOM,
1HIMHABIPOM, JApYHABIPOM TOIIO). SIKIII0 HEMOXKIIMBO YHUKHYTH OJIHOYACHOI'O 3aCTOCYBAHHS LIUX MPENapariB 3
aTOPBACTATHHOM, CJIiJl PO3TIISTHYTH MOKJIMBICTD 3aCTOCYBAaHHS MEHIIIOI TOYATKOBOI Ta MAKCHMaJIbHOT 103
aTopBacTaTHHY. TakoX peKOMEHIYEThCS IPOBOIUTH HAIEKHUN KIIHIYHUI MOHITOPUHT CTaHy MallieHTa (JIUB.

tadymito 1).

[Tomipsi inriditopu CYP3A4 (Hanpukiag epuTpoMiLiuH, JUITIa3eM, Bepanamisi Ta (GpIroKoHa301) MOXKYTh
1JBUILYBAaTH KOHIIEHTPAL[II0 aTOPBACTATHHY B IU1a3Mi KpoBi (auB. Tabnuio 1). OgHoyacHe 3aCTOCYBaHHS
EpUTPOMILIMHY Ta CTATHHIB CYMIPOBOKYETHCS MiJBUIIICHHIM PU3UKY PO3BUTKY MiomnaTii. JlocnimkeHHs B3aeMOAil
JKapChKUX TMPEeTIapaTiB JUisl OLIHKY BIUIMBY aMiO/IapOHy UM Beparamily Ha aTOPBACTATHH HE IPOBOIMIIHCE.
Binomo, 1110 amiofapoH Ta BepanaMull NpurHivytoth akTuBHICTb CYP3A4, a oTxe, ofHOYaCHE MPU3HAYEHHS LIUX
npernapariB 3 aTOPBaCTaTHHOM MOJKE TIPU3BECTH 710 301IBIICHHS €KCTIO3HUIIIT aTOPBACTATHHY. TaKuM YHHOM, ITPH
OJIHOYaCHOMY 3aCTOCYBaHH1 aTOpBAaCTaTUHY Ta KX noMipHUX iHri6iTopiB CYP3A4 cnij po3riasHyTH JOLIIbHICTD
NPU3HAYCHHS MEHIITNX MaKCHUMAaJIbHHX JI03 aTOPBACTaTUHY. TaKok PeKOMEHIO0BAHO MPOBOJUTH KIIHIYHUIHA
MOHITOPHHT CTaHy MAaIli€HTa, MICIIA MOYaTKY JIIKyBaHHS 1HT101TOpoM abo miciis KOpeKIii oro 103M.
Cmumynamopu CYP3A44

OpHouacHM MpUHOM aTOpPBAcTaTUHY 31 CTUMYJIsITOpaMu 1utoxpomy P450 3A (nanpukian 3 egaBipeHIoM,
pudamIiiHoM, 3Bipo00€EM) MOKE TIPU3BECTH JI0 HECTIHKOTO 3HIKECHHS KOHIICHTPALlil aTOpBACTaTHHY B TUIa3Mi
KpOBi. 3aBJIKM MEXaHi3My NOJBIIHOI B3aeMO/ii pudamminy (CTUMyItoBaHHs uToxpoMy P450 3A Tta iHribyBaHHs
nedinkoBoro nepeHocHuka OATP1B1) ogrovacHuMit mpuiioM aTopBacTaTUHY Ta pr(aMIliHy peKOMEHIOBaHHH,
OCKIUIBKY IPUHOM aTOPBACTAaTHHY Yepe3 BEIMKHM MPOMDKOK Yacy miciis pudaMiiHy HOB’S3ye€ThCs 31 3HAUHUM




3HMKEHHSM KOHLIEHTpAIlill aTopBacTaTUHY B I1a3Mi KpoBi. OJlHaK BIUIMB pudaMIiHy Ha KOHIEHTpaLii
aTOpBACTaTHHY y KJIITUHAX TIEYiHKM HEBIIOMHUH, 1 32 HEMOXIJIMBOCTI YHUKHYTH OJTHOYACHOTO MPUHOMY CITi[|
YBaXXHO CIIOCTEpiraT 3a e(peKTUBHICTIO JTIKyBaHHS MAalli€HTA.

Ineibimopu nepenecenns

[HriGiTopu TpaHCHOPTHUX OLIKIB (HAMPUKIIAA IUKIOCTIOPUH) MOXKYTh 3017IbIIYBaTH CUCTEMHU BILJIUB
aropBactatuny (auB. Tabnuio 1). Edekr inriOyBaHHS MEUiHKOBUX MEPEHOCHHUKIB Ha KOHIICHTpALlii aTOPBACTAaTHHY
y KJIITUHAX MEYiHKU HEBITOMUH. SIKII0 HEMOXKIMBO YHUKHYTH OJJHOYACHOTO MPUHOMY, PEKOMEHAYEThCS 3HU3UTH
JI03y Ta BECTH KIIiHIYHE CIIOCTEPEeKEeHHsI €()eKTUBHOCTI JIIKyBaHH (AuB. Tabnwmito 1).

Lemahioposun/ noxioui gibpoesoi kuciomu

3acrocyBanHs nuie (GiOpaTiB iHOAI OB’ A3YIOTh 3 YCKJIATHEHHSIMH 3 OOKY M’sI3iB, BKIIFOUAIOYH padaomioi3. Pusuk
BUHUKHEHHS WX SBUIL 30UIBIIYETHCS MIPU OJHOYACHOMY 3aCTOCYBaHHI MOXiAHUX PiOPOEBOT KUCIOTH Ta
aTopBacTaTHHY. SIKIIO0 HE MOXKHA YHUKHYTH OJTHOYACHOTO MPHIOMY, CIIi/I 3aCTOCOBYBATH HAWHIKY1 103U
aTOpBACTaTHHY, K1 JAIOTh MOKJIMBICTh JOCITTH TEPANIEBTUYHUX LIEH, a 32 MalllEHTOM HEOOX1HO YBaXKHO
CIIOCTEpIraTu.

Ezemumio

3acToCyBaHHS JUIIIE €3eTUMIOY OB’ SI3YIOTh 3 YCKIIATHCHHIMHE 3 00Ky M sI31B, BKJIIO9ar0oun padaomioni3. Tomy
PU3UK BUHMKHEHHS IMX SIBUIL MOXe 301IbIIYBATUCS NTPH OJTHOYACHOMY 3aCTOCYBaHHI €3eTUMiOy Ta
aTopBacTaTuHy. PekOMeHI0BaHE HaJIe)KHE KIIIHIYHE CITOCTEPEKCHHS TAKHUX TIAIlI€HTIB.

Konecmunon

KonmeHnTparii B mia3Mi KpoBi aTOpBacTaTHHY Ta HOT0 aKTHBHUX METa0oIiTiB Oyin MeHmiMH (ipudi. Ha 25 %),
KOJIM KOJIECTUITOJ MPUIMAIIN OHOYACHO 3 aTopBacTaTMHOM. OfHaK JimiHi epexkTu Oynu OUIBIINMU, KOIH
aTOpPBACTaTUH Ta KOJIECTUIION MPUHMAaIH OJHOYACHO, HIXK TO/I1, KOJIM OJIUH 3 JIIKAPChKHUX 3ac001B NMpuitMaiu
OKpPEMO.

Dy3udosa kucioma

JlocmiKeHHs B3a€EMO/IT 3 aTOPBACTATUHOM Ta (Dy3UI0BOIO KMCIOTOIO HE MPOBOAMIMCA. SIK 1y BUNIA/IKAX 3
IHIIMMU CTaTHHAMM, ITi]] 9ac MiCISPEECTPALiHHOTO OTHOYACHOTO 3aCTOCYBAaHHS aTOPBACTATHHY Ta (Py3ua0BO1
KHUCITIOTH CIIOCTEpIraancs mpo yCKIaJAHeHHs 3 00Ky M’5131B, BKIIIOUal0Uu padaoMioni3. MexaHi3M 1€l B3aeMo/Iii
HEBiIOMUIA. 3a TaliEHTAMH CJIiJ] YBaXKHO CIIOCTEPIraTH, i MOXKE BUSBUTHUCS JOUUTBHUM THMYACcOBE MIPUITHHEHHS
npuiioMy aTOpBacTaTUHY.

Epumpomiyun/knapumpomiyun

[Tpu ogHOYaCHOMY 3aCTOCYBaHHI aTopBacTaTUHy Ta eputpoMinuny (500 mr 4 pa3u Ha 100y) a00 KIAPUTPOMILIHHY
(500 mr 2 pasu Ha 100Y), sKi € iHri0iTopaMu uroxpomy P450 3 A4minBuiryeThcst KOHIIGHTpALliS aTOPBACTATHHY B
T1a3Mi KpPOBi.

Ineibimopu npomeasu

3navyenHs AUC aropBacTaTvHy 3Ha4HO MiJIBUIIYBAJIOCH ITPU OJIHOYACHOMY 3aCTOCYBaHHI IpenapaTy 3 AeKUIbKOMa
KoMOiHarisiMu 1HT101TOpiB TIpoTeasu BIJI, a Takox 3 iHTiOiTOpOM MpoTea3u Bipycy renaruty C TemanpeBipom,
MOPIBHSHO 13 3aCTOCYBAaHHSAM TUTbKH Tpernapary (auB. po3ain «DapmMakonoriyHi B1acTUBOCTD). ToMy maiieHTam,
110 IPUIMaroTh iHTIOITOp MpoTea3u BIJI tunpanagsip + puronasip abo iHTiOiTOp MpoTeasu Bipycy renatuty C
TeJIanpeBip, CIiJl YHUKATH OJHOYACHOI'O 3aCTOCYBaHHS aropBacTaTuny. [Ipenapart ciia 3 00epexkHICTIO
NpU3HAYATH Mali€HTaM, sKi IpUiMaroTh iHTi0iTOp npoTtea3u BLJI mominaBip + puTOHAaBip, Ta 3aCTOCOBYBATH y
HalHWK41l HeOOX1AHIN 1031. Y MallieHTiB, 0 NpuiMatoTh 1HridiTopu nporeaszu BIJI cakBiHaBip + puToHaBip,
JnapyHaBip + puToHaBip, pocammnpeHasip abo Gocammpenaip + puToHaBip, 1032 MpenapaTy ATOpUC HE TOBHHHA
nepesuiyBaTi 20 M Ta 3aCTOCOBYBATUCH 3 00EPEKHICTIO (IUB. po3auIH «OcoO0IMBOCTI 3aCTOCYBaHHSD» Ta
«Crmioci6 3acTocyBaHHs Ta 103W»). [Ipy 3acToCyBaHHI NAIliEHTaM, SKi IPUHUMArOTh 1HT10iTOp TpoTea3u BLJI
HelninaBip abo iHri6iTop nmpoteasu Bipycy rematuty C Oorenpesip, 103a npenaparyHe MOBUHHA IEPEBUILYBaTH
40 MT, a TAaKOK PEKOMEH]Iy€ThHCS IPOBEJICHHS PETEIBHOTO KIITHIYHOTO MOHITOPUHTY CTaHY MAIli€HTIB.
Hunmiazemy 2iopoxiopuo

OpHouacHmit puiioM aTopBactaThHy (40 mMr) Ta aunTiazemy (240 Mr) CynpOBOIKYETHCS 1 ABUIEHHIM
KOHIIEHTpAIlli aTOPBACTATHHY B TUIa3Mi KPOBI.

Lumemuoun

[Tig yac mocmiKeHb O3HAK B3a€MO/IIi aTOPBACTATHHY Ta IUMETUANHY HE BHUIBJICHO.
Impaxonazon




OpnouacHe 3actocyBaHHs aTopBacTaTuHy (20 Ta 40 Mr) Ta iTpakoHa3omy (200 Mr) cynpoBOKyBasloCh
nigBuieHHsM nokaznuka AUC aropBacTaTuny.

I pelingppymosuii cik

['pelindpykToBHi1 COK MICTUTH OJIMH Y OUTbIIIE KOMIIOHEHTIB, 1110 1HT10yI0Th CYP 3A4 1 MOXYTh MiABUIILYBAaTH
KOHIIEHTPAIlI}0 aTOPBACTATHHY B IJIa3Mi KPOBi, 0COOIMBO NpU CIIOKMBaHHI COKy Oinbiie 1,2 1/100y.

Aumayuou

OpHouacHe MPU3HAYEHHS aTOPBACTATHHY IEPOPATILHO Ta MEPOpaIbHOI CYCHEH31i aHTalluJHOT O penapary, 1o
MICTUTh MarHii Ta aJtOMIHIIO TIAPOKCU, CYIPOBOKY€ETHCS 3HUKEHHIM KOHILIEHTpALlli aTOpBacTaTUHY B IJIa3Ml1
KpoBi pu6sin3Ho Ha 35 %. [lpu npoMy rinominigemMivHa Jisi aTopBacTaTUHY HE 3MIHIOBAJIACh.

Aumunipun

UYepes Te, 1110 aTOPBACTATUH HE BILTUBAE HA (DapMaKOKIHETUKY aHTUIIIPUHY, MOKJIMBICT B3a€MO/I1T 3 IHITUMHU
JTKapChbKUMU 3ac00aMU, 110 3aCBOIOIOTHCS TUMH K IIMTOXPOMHUMH 130()€pPMEHTAMU, BBAKAETHCA MAJIOMMOBIPHOIO.
Asumpomiyun

OpnnHouacHe npu3HadueHHs aropsactaTuHy (10 mr 1 pa3 Ha 100y) Ta azutpomiuuny (500 Mr oauH pa3 Ha 100y) He
CYIIPOBOJIXKYBAJIOCS 3MiHAMM KOHIIEHTpALlii aTOpBACTaTUHY B ILIa3Mi KPOBI.

Amnoounin

VY 310poBuX 0ci0 ogHOUacHe 3acTocyBaHHs 80 Mr aTopBacTaTHHy Ta 10 MI aMJIOMITIHY CyNPOBOKYBaJIOCh
iIBUIICHHSM KOHIICHTPAIlil aTOpPBAaCTaTHHY B TUIa3Mi KpoBi mpuOimm3HO Ha 18 % 1 He Majo KIIHIYHOTO 3HAYEHHSI.
Inwi nikapcoki 3acodu

Kninigyni 1ocnipKeHHs MOKa3aly, 1110 OHOYACHE 3aCTOCOBYBAaHHS aTOPBACTaTHHY 1 MIIOTEH3UBHUX NpeNapaTiB Ta
Horo 3acToCyBaHHS B XO/Ii €CTPOT€H-3aMICHO1 Teparlii He Ma€ KIHIYHO 3HaYuMUX mo0iuyHuX edekTiB. [JocmimkeHsb
B3a€MO/II 3 IHIIKMU IpernapaTaMyu He IPOBOINUIIOCE.

BriyB aTopBacTaTUHY Ha JiKapchKi 3ac00U, AKi IPUHMAIOTh OJHOYACHO

Hiayun. Pu3nk BUHUKHEHHS OOIYHUX SBUI 3 OOKY CKEJIETHHX M'sI3iB 30UIBIIYETHCS TIPU 3aCTOCYBaHHI pemnapary
B KOMOIHAIII1 3 HIAlIMHOM, a OTXE 3a TAKUX YMOB CIIiJ] pO3IJISIHYTH MOKJIMBICTh 3HM)KEHHS 103U Mpenapary(iuB.
po3ai1 «OcobIMBOCTI 3aCTOCYBaHHS).

éZLlZOKCMH

Konu ogHovacHo npuiiMaroTh 6araTopazosi 031 JUTOKCHHY Ta 10 Mr aropBacTaTUHY, TPOXH 3pOCTAIOTh
3HAYEHHS IJIaTO KOHLIEHTpaLil Turokcuny. [lamieHTy, siki npuiiMaroTh AUTOKCHH, ITOBUHHI 3HAXOJUTUCS il
BIJIMOBITHUM CIIOCTEPEKCHHSIM.

Ilepopanvhi koumpauenmugu

OpHOYacHMI TPUHOM aTOPBACTATHHY Ta MEPOPANTBHUX KOHTPAICTITUBIB PU3BOAMB JI0 301UIBIICHHST KOHIIEHTpAITi1
B IJIa3Mi1 HOPETHHJIPOHY Ta eTuHnecTpaniony. Lle ciix 6patu g0 yBaru npu BUOOpi IepopaIbHOTO
KOHTPALIENITUBY IS JKIHKH, sIKa NpuiimMae Atopuc.

Bapgapun He YMHUB KITIHIYHO 3HAYYIIOI A1l HA TPOTPOMOIHOBHIA Yac y MAIlI€HTIB, K1 MPOXOAUIH IOBIOTPHUBAJIC
JKyBaHHS Bap(apHHOM.

Konxiyun. Ilpu onHOYaCHOMY 3aCTOCYBaHHI aTOPBACTaTUHY 3 KOJIXIIIMHOM MOBIAOMIIAIIOCS PO BUIMAAKH MIOMATIi,
B TOMY YHCJIi pabIoMioIizy, TOMY CIIil 3 00€pPEKHICTIO MPU3HAYATH aTOPBACTATHH 3 KOJIXIIIHHOM.

Tabmuus 1.

BB nikapchKuX 3ac00iB, sSIKi IPUHMAIOTh OJIHOYACHO, Ha (hapMaKOKIHETHKY aTOpBAaCTaTHHY

Jlikapcpkuii 3aci0, skuil | Aropsacrarun

NpUIMalOTh OJIHOYACHO,

Ta PEKUM J103yBaHHs Jo3za (Mmr) 3mina AUC* | KniniuHi pekoMeHaanii

Tunpanasip 40mry 1-n 19,4 pazy VY Bumankax, KOjau OJHOYaCHUHN

500 mr 2 pa3u Ha eHb/ JICHb, IIPUHOM 3 aTOPBACTATHHOM

putoHnasip 200 mr 2 pazu | 10 mr Ha 20-i HeoOX1HMIA, HE TIEPEBUIIYBATH J03U

Ha JICHb, JICHb 10 Mr aTopBacTaTUHy MIOJEHHO.

8 muiB (Bix 14 no 21 mus) PexoMeHnioBaHe KiIiHIYHE

CIIOCTEPEXKEHHS 1UX TAIIEHTIB.



[Muxnocnopus 5,2 mr/kr | 10 mr 1 pa3 Ha 18,7 pazy
Ha JICHb, CTa0UIbHA /1032 | JICHB MPOTATOM
28 nHIB
Jlominagip 400 mr 2 pa3u | 20 mr 1 pa3 Ha 15,9 pazy | VY Bumagkax, KOJau OJHOYACHHUMA
HAa JICHB/ JICHb POTATOM MIPUIIOM 3 aTOPBACTATHHOM
putonagip 100 mr 2 pa3u | 4 nHiB HEOOXI1THUM, PEKOMEH0BaH1 HIKY1
Ha IeHb, 14 nuiB MiATPUMYBAIBHI IO3U aTOPBACTATUHY
Knapurpominmu 500 mr | 80 mr 1 pa3 Ha 14,4 pa3y IIpu no3ax aropBacTaTuHy, 110
2 pa3u Ha JIeHb, JIEHb TIPOTATOM nepeBulyoTh 20 M, peKOMEH/1I0BaHE
9 nHiB 8 nHiB KJIIHIYHE CIIOCTEPEIKCHHSI MAIlIEHTIB
CaksiHaBip 40 mr 1 pa3 Ha 13,9 pazy |V Bumazakax, KoJId OJJHOYACHUI
400 mr 2 pa3u Ha JieHb/ JI€Hb MIPOTATOM MPUHOM 3 aTOPBACTATUHOM
putoHasip 300 mr 2 pa3u | 4 aHiB HEOOX1IHUN, PEKOMEH/JOBaH1 HUXKYl
Ha JIeHb, BiI 5 10 7 OHIB, MiATPUMYBAJIbHI 03U aTOPBACTATUHY
Ha 8§ JIeHb 30UIBIIUTH JI0 [Ipu no3ax aropBacTaTuHy, 110
400 mr 2 pa3u Ha J€Hb, nepeBuIyoTh 40 Mr, peKOMEH/1I0BaHE
Bix 5 mo 18 guis, KJIIHIYHE CIIOCTEPEIKCHHSI MAIlIEHTIB
npuitmaTtu yepe3 30 xB
icsl IpuiioMy
aTOpPBACTaTHHY
Hapynasip 300 mr 2 pasu | 10 mr 1 pa3 Ha 13,3 pa3y
HAa JICHb/ JIeHb MPOTATOM
putoHasip 100 mr 2 pa3u | 4 aHiB
Ha IeHb, 9 IHIB
ITpakonazon 200 mr 1 pa3 | 40 wmr, 13,3 pazy
HAa JICHb, 4 TH1 0JIHOpa30Ba J03a
docamnpenaip 700 mr 10 mr 1 pa3 Ha 12,5 pazy
2 pa3u Ha JieHb/ JIEHb MPOTATOM
putonagip 100 mr 2 pa3u | 4 nHiB
Ha IeHb, 14 nuiB
®docammnpenasip 1400 mr | 10 mr 1 pa3 Ha 12,3 pa3y
2 pa3u Ha JieHb, 14 nHIB JIEHb MPOTATOM
4 nHiB
Hendginasip 1250 mr 10 mr 1 pa3 Ha 1 1,7 pazy”™ | CrenudiyHuX peKOMEHaIiil HeMae.
2 pa3u Ha JieHb, 14 nHiB JIEHb MPOTATOM
28 nHiB
['pelindpyToBwHii CiK, 40 mr, 137 % OnHouyacHe BKMBaHHS BEJTUKOI
240 mn 1 pa3 Ha aeHp** | omHOpa30Ba KUTBKOCTI TperTi(hpyTOBOTO COKY Ta
71032 ATOPBACTATHHY HE PEKOMEHIYEThCSL.
Hunriazem 240 mr 1 pa3z | 40 wmr, 151 % [Ticns moyarky mpuiiomy abo
Ha JIeHb, 28 HIB OJTHOpa30Ba KOpEKIii 7031 AuiTiazeMy
o3a PEKOMEHIOBaHE BiJMOBIIHE KIIIHIYHE
CIIOCTEPEIKEHHSI MAIlIEHTIB.
Epurpominun 500 mr 10 mr, 133 %" PexomennoBana Hmxk4a
4 pa3u Ha JICHb, OJIHOpAa30Ba MaKCUMaJbHa /1032 Ta KJIIHIYHE
7 nHIB o3a CIOCTEPEKEHHS MAIlIEHTIB.
Awmmoaumin 10 mr, 80 wmr, 118 % CrnenudiyHux peKOMEH 1alliii HeMae.
OJIHOpa30Ba 1032 OJIHOpa30Ba
J103a
Humernaun 300 mMr 10 mr 1 pa3 Ha | MeH1e CrennivHUX peKOMEHIAIlI HEMAE.
4 pa3u Ha JIeHb, JIEHB TPOTITOM 1 %"

2 TWXKHIL

4 TVXKHIB




AHTaIuaHa CyCreHs3is 10 mr 1 pa3 Ha 135%" CrenniyHUX peKOMEHIAIlI HEMAE.
T1APOKCH/IIB MarHiio Ta JIEHb MPOTATOM

amoMiHio 30 ma 4 pa3u | 4 THXKHIB

Ha JIeHb, 2 THKHI

Edagipenr; 600 mr 10 mr npotsarom | | 41 % CrendiuHUX peKoMeHIaIiil HeMae.
1 pa3 Ha neHb, 14 nHIB 3 mHIB

Pugammin 600 mr 1 paz | 40 wr, 130 % SIK110 0IHOYACHOTO NMPUHOMY HE

HAa JIeHb, 7 THIB OJIHOpa30Ba MO>KHa YHUKHYTH, PEKOMEHIYEThHCS
(0THOYACHUM TPUHOM) J1032 OJIHOYACHUH NTPUHOM

Pudammin 600 mr 1 paz | 40 wr, 1 80 % aTopBacTaTHHY Ta pu(aMIiHy pH
Ha JIeHb, 5 THIB 0JTHOpa30Ba KIIIHIYHOMY CIIOCTEPE)KEHHI.
(po3aiIbHUN TPUIIOM) o3a

I'emdibpo3un 40 wmr, 135% PekoMeni0BaHa HUK4Ya TOYATKOBA
600 mr 2 pas3u Ha JI€Hb, OJIHOpAa30Ba 71032 Ta KIIHIYHE CIIOCTEPEKECHHS

7 IHIB Jo3a MAICHTIB.

denoidparu 40 mr, 13% PexomenoBaHa HI>K4YA TOYATKOBA
160 mr 1 pa3 Ha 1eHb, OJIHOpa30Ba 71032 Ta KIHIYHE CIIOCTEPEIKEHHS

7 THIB 71032 TAI[IEHTIB.

AUC - mtoma mix papMakoKiHETHIHOIO KpHUBOKO. [laHi, oaHi K KpaTHA 3MiHa, SBJISIOTH COOOI0 MPOCTE BiTHOIICHHS
MOKA3HUKIB JUIsl OJITHOYACHOTO MIPUIOMY Ta PUHOMY JIMIIE aTopBacTaTHHY (ToOTO, 1-pa3zoBuii = 6e3 3MiH). [laHi, momaHi
K 3MiHa B %, SBJIAIOTH COOOIO BiZICOTKOBY PI3HMIIIO BITHOCHO MPHIOMY JIMIIE aTopBacTaTHHY (To0TO 0 % = 6e3 3MiH).

** MICTHTh OJTUH UM OUTBIIIE KOMIIOHEHTIB, siKi € iHTi0iTopamMu CYP3A4 i MOKyTh MiIBUIIIUTH KOHIICHTPAIIII B M1a3Mi
JKapChbKUX 3ac00iB, M0 MeTaboIi3y0Thes 32 jonoMororo CYP3A4. CnoxuBanHs 240 MupednihpyToOBOro COKY
TaKoX MpU3BOAUTH Ao3MeHIIeHHs: AUC akTuBHOTO opToriapokcumeradonity Ha 20,4 %. Bennka kinpkicTh
rpeindpyToBoro coky(6inbmie 1,2 nuioaeHHo npoTsrom 5 aHiB) 36inbmyBana AUC aropBactatuny y 2,5 pasu, a
takok AUC akTUBHHX PEUOBHH (aTOPBACTATHH Ta METa0OIITH).

A 3arajpHa eKBiBAJICHTHA aKTHBHICTh aTOPBACTATHHY.

[linmBuILIEHHS TO3HAYEHO SK ““1”, 3HM)KCHHS — 5K “|”

Tabmuus 2.
Bruus aropBacratiHy Ha (hapMaKOKIHETHKYIIKApPChKUX 3aC001BAKI MPUHMAIOTh OJTHOYACHO

ATOpBACTATHH | JlikapchKHii 3aCi6, KMl MPUAMAIOTH OHOYACHO
Ta peKuM Jlikapchkuit 3aci6/mo3a (mr) 3MiHa Kninignai pekomenmamii
JI03yBaHHS AUCH
80 mr 1 pazna | Jurokcun 0,25 mr 1 pa3 Ha 115% | IlauienTH, sSiKi NpUAMAIOTh
JIeHb MPOTSTOM | AeHb, 20 AHIB JUTOKCUH, ITOBUHHI 3HAXOIUTUCS
10 nHiB 111 BiIOBITHIM CIIOCTEPEKECHHSIM.
40 mr 1 paz Ha | [lepopanbHuii KOHTpAIENITHUB CrennpiyHUX peKOMEH Al HeMae.
JeHb TIpoTsaroM | 1 pa3 Ha JA€Hb, 2 MICAIII: 128 %
22 nHiB - HOPETUHAPOH 1 mr

- €eTHHUIECTPAioJ 35 MKT 119 %
80 mr 1 pazna | ®@enazon 600 mr, ogHopazoBa | 13 % CrenniyHUX peKOMEH Al HeMae.
JIEHb TIPOTATOM | mo3a™*
15 nuiBs

*  AUC — moma mij ¢papMakoKiHEeTHIHOK KpUBOI0. J[aHi, mogaHi sk 3MiHa B %, SIBISIFOTH COOO0IO BiJICOTKOBY Pi3HHUITIO
BIZTHOCHO NpHioMy Jiuie aropBacTatuy (To0To 0 % = Ge3 3MmiH).

** OgHOYACHMIA PUHOM 0aratopa3zoBHX /103 aTOPBACTATHHY TAaPCHA30HY J1aB HEBEJIMKHIA a00TaKui, 0 HE BU3HAYAETHCS,
BILJIMB HA KIIipeHC (heHA30HY.

[limBHILIEHHS MO3HAYCHO SK ““1”, 3HMWKEHHS — SIK “|”.

Ocobueocmi 3acmocyanns.



Bnaue na neuinky

ATropwuc citist 00epeKHO MPU3HAYATH MAI[IEHTAM, K1 3JIOBXUBAIOTH AJIKOT0JIeM a00 MarOTh 3aXBOPIOBAHHS MIEYiHKU
B aHAMHE3l.

[Tix gac miKyBaHHS ATOPUCOM MOYKE CITIOCTEPIraTHCh MiIBUIICHHS aKTUBHOCTI (pepMeHTiB nedinku. Take
MiBUIICHHS OyBa€ y OLIBIIOCTI BUMAAKIB HE3HAYHUM 1 HE Ma€ KIIHIYHOTO 3HAYEHHS, POTE PEKOMEHY€ThCS
KOHTPOJIIOBATH aKTUBHICTHh (DEPMEHTIB TIEUiHKH Tepel MOYaTKOM JIIKYBAaHHS 1 PETYJIISIPHO MPOTITOM JIIKyBaHHSI.
SIkmio crioctepiraerbes nepeBuiieHHs HopManbHuX piBHIB ACT 1/

a6o AJIT 6inbire HiX y 3 pa3u, JTiKyBaHHS aTOPBACTATHHOM CJIiJI IPUITUHHTH.

Bnaue na endokpunny cucmemy

CraTvHU BTPYYaIOTHCS B CHHTE3 XOJECTEPUHY 1 TEOPETUIHO MOXKYTh CIIOBUTEHUTH BUPOOJICHHS HAJTHUPKOBUMHU
3aJ103aMU CTaTEBOTO CTEPOiTHOr0 TOpMOHY. Cilifi JOTpUMYBATHCh OOEPEKHOCTI, SKIIO CTATUHH MTPU3HAYAIOTh
OJIHOYACHO 3 MpenaparaMu, skl MOKYTh 3MEHIIYBAaTH PIBEHb a00 aKTUBHICTh €HJAOT€HHUX CTEPOITHNX TOPMOHIB,
TaKUX K KETOKOHA30JI, CIIPOHOJIAKTOH 1 IIMMETHU/IMH.

L emopaciunui incyrom

VY X0Jii peTpOCNEeKTUBHOTO aHaJIi3y MiATHIIIB IHCYJbTY Cepe/l Nalli€HTIB, K1 He CTpaKJalld Ha 1IIeMIYHy XBOPOOy
cepis (IXC) Ta mepexuiy HEIOAaBHO IHCYIBT a00 TPAH3UTOPHE MOPYIIEHHS! MO3KOBOTO KpoBoooiry (TIIMK),
Oyno 6inbliie BUMAIKiB TeMOPAridHOTO 1HCYIBTY y Malli€HTIB, SKi MOYaIH MPUiMaTH aTopBacTaTUH B 1031 80 MT,
MOPIBHSHO 3 THMH, XTO OTPUMYBaB 1uiane6o. [liaBuennii pu3uk Maiy NamieHTH, y SKUX yKe OyB reMopariyHui
1HCYNBT a00 JakyHapHHMI iH(APKT Ha MOYATKY y4acTi y JOCTiKeHH1. J[J1s maiieHTiB 3 reMopariyHuM iHCYJIbTOM
a00 aKyHapHUM iH(PApKTOM B aHAMHE31 CITiBBITHOIICHHS pU3HKIB Ta KOPUCTI BiJ MPHUHOMY aTOpPBACTATHHY B J1031
80 Mr He BU3HAUEHE, TOMY, MIEPII HIXK IM0YaTH JIIKYBaHHS, CJI1J] YBRXHO PO3IJISIHYTH MOTEHIIHHUN pU3HUK
reMOpariyHoro 1HCYJbTY.

Bnaue na ckenemui m'saizu

Haaxoaunu piakicHi MOBIAOMIIEHHS PO BUMAIKK pabOMi0Ii3y 3 TOCTPOI0 HUPKOBOIO HEOCTATHICTIO BHACIIAOK
MiOTJI001HYpii IPH 3aCTOCYBaHHI MpenapaTyTa 1HIINUX JIIKapChKUX MpernapariB boro kiaacy. HasBHicTs B aHaMHE31
nopyuieHHs1 GyHKIIT HUPOK MOXke OyTH (PaKTOpOM PU3UKY [UIS PO3BUTKY padaomioniszy. Taki mamieHTH moTpeOyroTh
OUTBII PETENILHOTO MOHITOPUHTY IS BUSBIICHHS IOPYIIEHB 3 OOKY CKEJIETHUX M'SI3iB.

ATOpBacTaTuH, SK 1 iHIII IpenapaTH IPyIH CTAaTUHIB, iHO/AI CIPUYHHIOE MIOTATIIO, [0 BU3HAYAETHCA SIK 001 y
M'si3ax abo crabKicTh M'SI31B y IOE€HAHHI 3 MiIBUIIIEHHSAM MOKa3HUKIB kpeaTuHpocdokinazu (KDK) B monax

10 pa3siB Bulle BepXHbOi Mex1 HOpMH. OJHOUACHE 3aCTOCYBAaHHSI BUILIUX /103 aTOPBACTATUHY 3 IEBHUMU
JIKapChKUMU MpenapaTaMu, TAKUMU SIK [IMKJIOCTIOPUH 1 oTy>kHi1 1Hri6iTopu CYP3A4 (Hanpuknan,
KJIApUTPOMIIIMH, ITpaKoHa30JI Ta iHribiTopu npotea3 BUJI), miaBuirye pusnk Mionarii/padaomionisy.

Haaxoaunu pigkicHi MOBIAOMIICHHS PO BUIMAJKK IMyHOJIOTIYHO onocepeaKkoBaHoi HekpotuyHoi Mionatii (IOHM) —
ayTOIMYHHOI MiomaTii, OB's13aHoO1 13 3acTocyBaHHIM ctatuHiB. IOHM xapakrepu3yeTbcs TaKUMU O3HAKaMU:
c1a0KicTh MPOKCUMANFHUX M'A31B Ta MiJIBULIICHUH PiBEHb KPEaTHHKIHA3U Y CUPOBATIIL, SIKi 30€piratoTbes,
HE3BAKAIOUU Ha MPUIMHEHHS JIKyBaHHS CTaTUHAMU; M'130Ba 0101ICIs BUABIIIE HEKPOTUYHY Miomnartiio 0e3
3HAYHOTO 3alajeHHs; IPU 3aCTOCYBaHHI IMyHOCYNIPECUBHHUX 3aC001B CIIOCTEPIraeThCs MO3UTHUBHA JUHAMIKA.
MOXIIUBICTh PO3BUTKY MIOMATII CIIi/T pO3MIIAAaTH y OYIb-IKOTO Mali€HTa 3 JU(PY3HUMHU MiajrisMu, OOJICHICTIO 00
cmabkicTio M's131B Ta/ab0 3HaunnM nigsuieHHssM KOK. [Tamientam ciiiji HopeKOMEeH1yBaTH HETAHO MOBIAOMIISTH
PO BHUIAIKHU 00ITI0 y M'si3aX, O0micHOCTI 200 c1abKoCTi M's131B HEBIZOMOT €Ti0JI0Ti1, 0COOIMBO SKIIO IIe
CYIIPOBOJIKYETHCS BITUYTTAM HE3AyKaHHS a00 MiABUILEHHIM TEMIIepaTypu, a00 SKIO0 CUMIITOMH 3aXBOPIOBAHHS
M's131B 30€epiratoThCs Miciid NPUMMHEHHS IpUiioMy npenaparty. JIikyBaHHS npenapaToM ciiiJf IPUIUHUTH Y
BUMAJKy 3Ha4HOTO miaBuieHHs piBHsI KDK, niarHocTtyBaHHs ab0 mi1o3pu Ha MiOMATIIO.

Pu3uk miomnartii mij yac JIIKyBaHHS [IpernapaTamMy LbOTo KJacy MiABUILYETHCS PU OJJHOYACHOMY 3aCTOCYBaHHI
UKIIOCTIOPUHY, MOX1THUX (PiOPOEBOT KUCIOTH, EPUTPOMIIIUHY, KIAPUTPOMILIUHY, IHT10ITOPY MpOTea3u Bipycy
renatuty C Tenanpeipy, KoMOiHaliil iHri61TopiB mpoteaszu BIJI, B Tomy umcii cakBiHaBip + pUTOHaBIp, JOIMIHABIP
+ pUTOHAaBIp, TUIIPAHABIp + PUTOHABIP, JapyHaBip + puTOHAaBIp, hocaMmmpeHaBip Ta hocammnpeHaBip + puTOHABIp,
a TakoX HiallMHy a00 aHTUMIKOTHKIB Tpynu azouiB. Jlikapi, siki po3riisialoTh MOKIMBICTE KOMOIHOBaHO1 Tepamii
npenapaTy Ta noxigHux (GiOpoeBOi KUCIOTH, EPUTPOMIIIMHY, KIaApUTPOMIIIMHY, KOMOIHAIIIH cakBiHaBIp +
PHUTOHABIp, JIOMIHABIP + PUTOHABIP, TapyHaBip + pUTOHABIp, pocammnpeHaBipy, KoMOiHaIii ¢pocammnpeHasip +
PUTOHABIP, AHTUMIKOTHKIB TPYITH a30J1iB a00 JiMmiAoMOAU(}IKYIOUHX 103 HiAIIMHY, TOBHHHI PETEBHO 3BAKHUTH
MOTEHIIIHI TIEpeBary Ta PU3NKH, a TAKOK PETEIHHO CIIOCTEPIraTh 3a CTAHOM MAIIEHTIB 010 Oy Ib-SIKIX
CUMITOMIB 00110, 60TICHOCTI 2060 CIIabKOCT1 y M's13aX, 0COOIMBO MPOTATOM MOYATKOBUX MICAILIIB Teparii Ta




HPOTSTOM MEPIOIiB TUTPYBAHHSA 103U Oy1b-SIKOTO 3 IIPENapariB y HANpsAMKY 30iabieHHs. Ciif po3riissHyTH
MOJKJIMBICTh 3aCTOCYBaHHS HU3bKHMX MOYATKOBUX Ta MiATPUMYBAJIBHUX /103 aTOPBACTATUHY NPU OJHOYACHOMY
MpUifoMi 3 BUIIE3ralaHUMU JIIKApCHKUMH TMIpenapaTamMu (IuB. po3ain «B3aeMoist 3 IHIIUMU JTIKApChKUMHU
3aco0amm»). Y TakuX CUTyalisX MOke OyTH JOIIbHUM niepioaunuHe Bu3HaueHHs KDK, ane Hemae rapanTii, mo
TaKUii MOHITOPHHT JOMOMOXE 3aM00IrTH BUMAKaM TSHKKOT MiomaTii.

[ToBimomsIoCs PO BUMAIKK MiOTaTii, B TOMY YHCI pabIoMioui3y, IPH OJHOYACHOMY 3aCTOCYBaHHI

aTOpBACTaTHHY 3 KOJXILUHOM, TOMY aTOPBAaCTaTHH 3 KOJXILMHOM CJIiJ{ PU3HAYATH MAIiEHTaM 3 00EpPEXHICTIO

(muB. po3nin «B3aemomist 3 IHITUMHE JTIKAPCHKUMU 3aCO0aMM»).

Tepamnito npenapaTom CiiJl TAMYACOBO MPUIIMHUTH a00 MOBHICTIO 3yIIUHUTH Y OYb-SKOI'0 MAaLli€HTa 3 TOCTPUM,

CepHO3HUM CTaHOM, IO BKa3y€e Ha PO3BUTOK MiomaTii, a00 3a HasIBHOCTI ()aKTOpy PU3HKY PO3BUTKY HUPKOBOT

HEJOCTAaTHOCTI BHACIIIOK pabAoMioni3y (HampUKIad, TSXKKa TocTpa iH(peKIis, TINoTeH3is, XipypridyHa onepartis,

TpaBMa, TSDKKI METa0OJIuHI, eHJOKPUHHI Ta €IEKTPOJIITHYHI PO3JIaJIH, a TAKOK HEKOHTPOJIHOBAHI CYZOMH).

Llepw nisie nouamu 1iKy8auHs

[TamienTam, y Skux € (aKTOpH, M0 301TBIIYIOTh PU3UK PO3BUTKY paboMioilizy, aTOpBACTATHH CJIiJ MPU3HAYATH 3

obepexHicTio. Ciij Bu3HauuTH piBeHb KK 10 mouaTKy JiKyBaHHS Y TAKMX CUTYyallisX:

"] HUpPKOBA HEJOCTATHICTH;

rinoTHUpeos;

CHaJIKOB1 M’SI30B1 PO3JIau B 0COOMCTOMY 200 CiIMEHTHOMY aHaMHE31;

BUIIaJIKM TOKCUYHOTO BIUIUBY CTaTHHIB a00 (piOpaTiB Ha M S3H Y MHHYJIOMY;

XBOpOOa MeviHKKU B aHAMHE31 Ta/ab0 MpH BXKMBaHHI 3HAYHUX KUTBKOCTEH aJIKOTOJIIO.

J171g mari€eHTiB JIiTHHOTO BiKy (> 70 pokiB) HEOOXiTHICTh MPOBEACHHS TAKOTO aHAII3y CJiJl PO3TJISIATH 3aJI€KHO

BiJl HAIBHOCTI (DAaKTOPIB, M0 30UTBIIYIOTh PU3UK PO3BUTKY padIoMiolizy.

Busnauutu pierb KK 10 mouaTky JnikyBaHHS CITiJI TAKOX y pasi, KOJIM MOXKIIMBE 301IbIIEHHS KOHIICHTpAIlil B

1a3Mi, HAPUKIIa P B3aeMOJIIT (IuB. po3ain B3aemMoris 3 IHIMMHE JTiKapChKUMU 3ac00aMU Ta 1HII BUIU

B3a€MO/I1i1») Ta y MaIi€HTIB 0COOTUBUX MOMYJIAIIN, BKIIOYAIOUH TeHETUYH] CyOnomynsiii (I1UB. po3ail

«®DapmakoIoriyai BIacTuBOCTi. DapMaKOKIHETHK?).

VY TakuX CUTyalisX PU3MK JIIKYBaHHS CJi/1 OI[IHIOBATH BITHOCHO MOXIIMBO1 KOpUCTI. Takok pekoMeH0BaHe

KJIIHIYHE CITOCTEPEIKECHHS.

Sxuro piBui KK 3Hauno minBuieHi (> 5 pa3ie BMH) nepea nmodatkom JniKyBaHHsI, TOYWHATH JIIKYBaHHS HE CIIi.

Busnauenns pigna kpeamunKinasu

PiBens kpeatunkinaszu (KK) He ciig BuMiproBaT miciis iIHTEHCUBHOTO (PI3MYHOTO HaBaHTaKEHHS a00 3a HASBHOCTI

IHTIIO1 BiporigHOi prunHU TiaBuieHHs piBHSI KK, OCKUTBKY 1€ yCKITaIHIOE THTEPIIPETAIII0 pe3ynbTary. Ko

piBui KK 3HauHO miaBHIlIeH] iepe]] moYaTkoM JiKyBaHHS (> 5 pa3ie BMH), anani3 ciijg moBroputu yepes 5-7 IHIB

JUTSL TIIATBEPKCHHS PE3YJIbTaTIB.

11i0 uac nixysanus

] TlamieHTH MOBUHHI HETAHHO MOBIJOMIISITH PO OiTh Y M’si3aX, CyIOMH 200 CIaOKiCTh, OCOOIMBO SKIIO
OJTHOYACHO 3’ABJISETHCS HE3/Ay>KaHHS a00 MIABHUILEHHS TeMIIepaTypu Tija.

] SIkmio BUHMKAIOTh TaKi CUMIITOMH TiJT 9ac JIIKyBaHHS aTOPBACTaTUHOM, CIIiJl BU3HAYMTH y narienTa pisHi KK.
SIK10 BUABHTHCS, IO 11l piBHI 3HAYHO MiBUIIEH] (> 5 pa3iB BMH), nikyBaHHS CIliJi IPUITUHUTH.

] SIKIIO CHMIITOMU M’SI30BHIX PO3JIAIIB TSDKKI 1 3aBAAOTH MIOICHHOTO TUCKOM(OPTY, HaBiTh KO piBHI KK
MiJBUIIEHI 10 3HaUeHb < 5 pa3iB BMH, ciif po3rissHyTH mUTaHHS PO IPUMIMHEHHS JTIKYBaHHS.

] SIkmio cMMIITOMHM 3HUKAIOTH, a piBHI KK moBepTaroThest 10 HOpMH, MOXHA PO3TIIATH TUTAHHS TIPO
BIJTHOBJICHHSI IPUHOMY aTOpBAacCTaTUHY a00 aJbTEPHATUBHOIO CTATUHY y HAaWHIKYIM 71031 Ta MiJ peTelTbHIM
CTIOCTEPEIKEHHSIM.

] Cnil NpUIMHATY NPUHOM aTOpBaCTaTUHY, SKIIO BUHUKA€E KIiHIYHO 3Hadymui miaiom piBHiB KK (> 10 pasis
BMH) a0 sK110 qiarHOCTY€ETHCS Y1 MiA03PIOETHCS Pa0IOMIiOTi3.

Qonouacndacmocysanns B inuumin likapcoKumu ppenapamam

Pusuk po3BUTKY paba0MiOi3y MiABUILYETHCS MPU OAHOYACHOMY 3aCTOCYBAaHHI aTOPBACTATUHY 3 JESIKHUMHU

JIKapChKUMU MpenapaTaMy, 1[0 MOKYTh 30UIBIINTH KOHLIEHTPALII0 aTOpBAaCTaTUHY B I1a3Mi KpoBi. [Tpuknagamu

TaKUX MPerapariB MOXKYTh BUCTyHaTh NOTYXkHi iHri0iTopu CYP3A4 un TpaHCIOPTHUX OUIKIB: IIMKIIOCTIOPHH,

TEJITPOMILMH, KJIApUTPOMILIUH, JeNaBIpIuH, CTUPUIICHTOJI, KETOKOHA30J1, BOPUKOHA301, ITPaKOHA301,

MOCaKOHAa30J Ta iHriditopu nmporeas BIJIL, y Tomy umcni putoHaBip, JIomiHaBip, aTa3aHaBip, IHAWHABID, TapyHaBip

tomo. [Ipu oqHOYaCHOMY 3acTOCcyBaHHI 3 TeM(]PiOpPO3UIOM Ta IHITUMH MOX1THUMU (HiOPOBOI KUCIOTH,

[]
[]
[]
[]




EpUTPOMILIMHOM, HIalIMHOM Ta €3eTUMIOOM TaK0X 3pOCTa€ PU3UK BUHUKHEHHS MiomaTii. SIKII0 MOKIMBO, CIiJT
3aCTOCOBYBATH 1HIII JIIKapChKi Ipernaparu (0 He B3aEMOIIIOTh 3 aTOPBACTATHHOM) 3aMiCTh BUIIIC3TaJaHUX.

SIK1110 HEOOX1IHO MPOBOAUTH OJHOYACHE JIKYBaHHS aTOPBACTATMHOM Ta 3raJJaHMMU NpenapaTaMy, Clii peTeabHO
3BKUTH KOPUCTH TA PU3HKH BiJl OJJHOYACHOTO JIIKYBaHHS. SIKIIIO MAIieHTH MPUIMAIOTh JTIKapChKi penapaTH, 10
HiABUIYIOTh KOHIIEHTPALII0 aTOPBACTaTUHY B IIa3Mi KPOBi, PEKOMEHIy€ThCS 3HIKYBATH 103y aTOPBACTATUHY 10
MmiHiManpHOI. KpiM Toro, y Bunanky 3acrocyBanHs notyxHux iHriditopiB CYP3A4 ciix po3riisiHyTH MOXIIUBICTh
3aCTOCYBAaHHS MEHILOI TOYaTKOBOT /1031 aTOPBACTaTUHY. Tak0oX peKOMEHIY€EThCS POBOAUTH HAJICKHUI
KJIIHIYHUM MOHITOPUHT CTaHy LUX MaIl€HTIB.

He pexoMeHayeThCs 0THOYACHO MPU3HAYATH aTOPBACTATUH Ta (Py3UIOBY KUCIOTY, TOMY BapTO TUMYACOBO
BiIMIHUTH aTOPBACTATHUH Ha MEPioJI JTIKyBaHHS (Yy3HTIOBOIO KUCIOTOO.

3acmocysanus dimam.

besneunicTs Ta eeKTUBHICTD NpenapaTy AJs manieHTiB BikoM 10-17 pokiB 3 reTepO3UTOTHOIO CIMEHHOIO
rinepxojecTepuHeMIer0 OyII0 JOCTIHKEHO MPOTATOM 6 MICAILIB Y XJIOMYUKIB-MIIUTITKIB Ta IBYAT MiCIs OYATKy
MeHcTpyaniil. [lamienTy, ki OTpUMyBaIH JTIKyBaHHS aTOPBACTATHHOM, MaJii Mpodisib HebakaHMX peakiliil 3arajiom
NMoi0HUI 10 TaKOTO y Malli€HTIB, 10 OTPUMYBau miuane6o. [HdekiriitHi 3axBoproBaHHs Oyl HAWYACTIIIUMU
HeOKaHUMU SBUIIAMH, K1 CITOCTEpIraivcs. Y il TPy MaIi€HTIB HEe TOCIIHKYBAIUCS 03U TIperapary OuIbIi 3a
20 wmr. IIpu nocnimxeHHi He OyJ10 BUSABICHO 3HAYYIOrO BIUIMBY aTOPBACTATHHY Ha PICT a00 CTaTeBe 103piBaHHSA
XJIOTIIIB 200 Ha JOBXUHY MEHCTPYaJILHOTO IIUKITY Y AiBYat. J{iBUaT-MiUTiTKIB CINiJl POKOHCYJIBTYBATH OO0
NPURHATHUX METOJIIB KOHTPALIETILT MPOTATOM Mepioy JTIKYBaHHS aTOPBACTATHUHOM.

ATOpBacTaTUH HE JOCIIPKYBaBCs y MAIlI€HTIB MPermyOepTaTHOTO BiKy a00 marieHTiB BikoM 10 10 pokis.

Kniniyna edpexTuBHICTh aTopBacTaTuHy B 103aXx 10 80 Mr/mo0y mpoTsiroM 1 poky Oyia oliHeHa y HaIli€eHTiB 3
TOMO3HTOTHOIO CIMEHHOIO TiIePX0JIECTEPHHEMIETO, /IO TPYIIN SIKUX OYII0 BKIFOUEHO 8 mamieHTiB

JTUTSYOTO BIKY.

Inmepcmuyianvha xeopoba necenis

[Tin yac niKyBaHHS JESKUMU CTaTHHAMHU (0COOIMBO MiJl Yac JOBrOCTPOKOBOTO JIIKyBaHHs1) OyJIM OMKCaHi BUHATKOBI
BUTIAJIKA PO3BHUTKY 1HTEPCTHUIIAILHOI XBOpOOH JiereHiB . J[o MposiBiB 1i€l XBOpOOM MOKHA BIHECTH 3aIUIIIKY,
HENpOyKTUBHUHN Kallleb Ta 3arajbHe MOTIPIICHHS CAMOMOYYTTs (CTOMIIIOBAHICTh, 3HUKEHHS MacH Tij1a Ta
rapsiaka). Y pas3i BHHUKHEHHS M1103pH, [0 Y TAIliEHTa PO3BHHYJIACS IHTEPCTHIIIAIbHA XBOPOOa JIETeHIB, CITiJT
NPUIIMHUTH JIIKYBaHHS CTATUHAMU.

Ocobaugi 3acmepedicenHs o000 OONOMIHNCHUX PeYOBUH

ATopuc MICTUTH JTakT03y. [lalieHTH 3 piAKICHUMHU CIIAJAKOBHUMH MPOOIEeMaMH HENEPEHOCUMOCTI T'aJlakTo3H,
nedinury nakrtasu Jlanmaa®o mopymeHHsSM BCMOKTYBaHHS TNIFOKO3U-TAIaKTO31 HE MMOBHHHI IPUHAMATH TIeH
npemnapat. Tepamis ainigoMoandikaiitHUMH penaparaMy NOBHHHA OYTH OJTHUM 31 CKIIQJI0BUX KOMIIOHEHTIB
KOMIUIEKCHOI Teparii U MaIieHTiB 31 3HAYHO IMiBUIIEHIM PHU3UKOM PO3BUTKY aT€POCKICPOTHYHUX 3aXBOPIOBAHb
CYJMH 4epe3 TinepxojiecTepuHeMito. MequKkaMeHTO3Ha Tepalisi peKOMEHY€EThCS K JOIOBHEHHS /10 IIE€TH, KON
pe3yJbTaTy BiJl JOTPUMAHHS JI€TH, IO OOMEKY€ CIIO)KMBAHHS HACHYCHUX KHUPIB Ta XOJIECTEPUHY, a TAKOX BiJ]
3aCTOCYBaHHS 1HIINX HEMEIMKAMEHTO3HUX 3aXO0iB Oyi10 HeAoCTaTHBO. [lalieHTaM 3 iIeMidHOI0 XBOPOOOIO ceplis
a00 3 IeKiTpbKOoMa (paKTOpaMy PU3HUKY PO3BUTKY IMIEMIYHOI XBOPOOH Ceplis MPUIOM IpenapaTWoKHa po3novyaTu
OJITHOYACHO 3 IOTPUMAHHSM JIETH.

3acmocysanns y nepioo eazimnocmi abo 200y8anHs 2pyooio.

ATOpBacTaTHH HE PEKOMEHIOBAHUH JKIHKaM PEeNpOJIyKTHBHOTO BiKY, SIKi HE BAKOPHCTOBYIOTH HaIIHHHIA 3aci0
KOHTpaueniii. JKio mij yac JiKyBaHHS ATOPHCOM MallieHTKa BUPIIIUTH 3aBariTHITH, BOHA MOBUHHA IPUITUHUTH
IIpUIOM Mpenapary He Mi3HIIIE HIXk 3a MICSIb 10 3aIUIaHOBAHOI BariTHOCTI.

CTaTHHU MOXYTh 3aB/IaBaTH LIKOJIMU IIOY. ATOPUC MOXHA 3aCTOCOBYBATH JKIHKaM JIITOPOJTHOTO BIKY, TUIbKH
SKIIO IMOBIPHICTH BariTHOCTI Jye MaJia, a MalieHTka Oyina npoiHGopMoBaHa PO MOTSHIIWHUIN pU3UK. SIKII0
JKIHKa 3aBariTHUIA B MepioJ] JIKyBaHHS MpenapaToM, CJiiJl HeralHo NPUIIMHUTH IPUHOM IpenapaTy Ta MOBTOPHO
poiH(OpPMyBaTH MAIEHTKY NP0 MOTEHIIIHHUI PU3HK IS TUT0/IA Ta BIJACYTHICTH B1JIOMOI KIIIHIYHOT KOPUCTI BiJT
MIPOJIOBXKEHHS IPUIOMY TIpernapaTy Mij yac BaritHocTi. [Ipu HOpManbHOMY MPOTIKaHHI BariTHOCTI PiBHI
CHPOBATKOBOTO XOJIECTEPHUHY Ta TPUTITIIEPHUIIB MiABHIYIOTECA. [IpHifoM rinmosiniieMiyHuX JTiKapChbKUX 3ac001B i
Yac BariTHOCTI HE MaTHUME KOPUCHOTO e(eKTy, OCKITbKU X0JECTepUH Ta HOro MOXiaHI HE0OX1IHI ISt HOPMAaJIbHOTO
PO3BHTKY IUI0/1a. AZICKBAaTHUX Ta 100OpEe KOHTPOIBOBAHUX JOCIIKEHb 3aCTOCYBAaHHS aTOPBACTATHHY ITiJ] Yac
BariTHOCTI HE MPOBOAUIOCH. Hamxoaunu piaKiCHI MOBITOMIIEHHS PO BPOIKEHI aHOMAJIi1 Tics



BHYTPIITHBOYTPOOHOT €KCIO3UIIiT 10 CTATHHIB.

Ilepioo 200yeanns epy0or

HeBinomo, un IpOHKKA€E aTOPBACTATHH Y )KiHOYE TPYTHE MOJIOKO, OJJHAK B1JIOMO, IIJ0 HEBEJIMKA KIIBbKICTb 1HIIOTO
JKapChKOTO Mperapary mboro KJIacy MPOHHUKAE B )KiHOYE TPYAHE MOJIOKO. OCKIUTBKY CTaTUHH 3/1aTHI BUKITUKATH
cepiio3Hi HebaXkaH1 peakilil y HEMOBIIAT, SIKi 3HAXOATHCS Ha TPYJHOMY BUTOAYBaHHI, )KiHKaM, SKi TOTPeOyIOTh
JKyBaHHS IpenapaToM, He CJIiJ] TOyBaTH TPYIJII0 CBOTX HEMOBIAT (IUB. po3ain «IIpoTumnoka3zaHHs»).

30amuicmo enaueamu Ha WBUOKICMb pearkyii npu KepyearHi asmompancnopmom abo pooomi 3 iHWUMU
MeXaHIZMAMU.

Hemae noBiioMJIeHb TIPO BIUTUB ATOPUCY HA 3/1aTHICTh KEPYBAaTH aBTOMOO1JIEM 1 BUKOPHCTOBYBATH TEXHIYHI
OpUCTpOi. Ale M Yac 3aCTOCYBaHHS Npenapaty AesKi MalieHTH MOXYTh BiIMyBaTH 3allaMOPOYEHHSI, CyIOMU
M’s13iB. Tomy iz gac JikyBaHHS Ci1ijl OyTH 00epeXHIMHU NPY KEpyBaHHI aBTOTPAHCIIOPTOM a00 pOOOTI 3 IHITUMH
MeXaHi3MaMHu.

Cnocio 3acmocysanna ma 003u.

Tinepninioemis (cemepo3ucomna cimetina ma Hecimeuna) ma smiwiana ouciinioemis (mun Ila ma I1b 3a
kracughikayiero @pedpixcona)

PexomenoBana moyaTkoBa J03a aTopBacTaTuHy cTaHOBUTH 10 mMr a6o 20 mr 1 pa3 Ha 1o0y. Jlig naiieHTiB, 1o
notpe0yroTh 3HayHOro 3HKeHHs piBHA XC JIITHIL (61nb1 HX Ha 45 %), Teparis Moxe OyTH po3mnoyara i3
no3yBanHsa 40 mr 1 pa3 Ha 100y. Jlo30Bui Aiana3zoH npemnapary 3HaXoauThesa y Mexkax Big 10 1o 80 mr ogun pa3
Ha 100y. [IpenapaTt Mo)xHa mpuitMaTi pa3oBoOIO 103010 y Oy/b-AKi TOJMHM Ta HE3aJEeKHO BiJ] IPUHOMY 1XKi.
[TouaTkoBY Ta MiATPUMYBaJIbHY 03U NpenapaTy miaidipatoTh iHANWBITyaTbHO, 3aJISKHO BiJl IIUJTi JIIKYBaHHS Ta
Bignosiai. [Ticas movarky jikyBaHHS Ta/a0o micisi TUTPYBAHHS 103U Mpenaparycii MpoaHaai3yBaTH piBHI JiMiAiB
NPOTSITOM TIepioay Bix 2 A0 4 TYOKHIB Ta BiIIOBITHAM YHHOM BiJIKOPUTYBATH JI03Y.

T'emepo3ucomna cimelina 2inepxonrecmepunemis y nayicHmis oumsa4o2o 6ixy (gikom 10-17 poxis)
PexomeHj0BaHa MMOYaTKOBA /1032 aTOPBACTATHHY CTaHOBHUTH 10 Mr/mo0y; MakcMMaibHa PEKOMEHIOBAaHA 1032 —
20 mr/nody (1o3u mpemnapary, 1o nepeBuIryoTs 20 Mr, y 1iif Tpyi Nali€HTiB He AoCTiKyBanucs). Jo3u
npernapary CIiJ ma0upaTH iHAuBIIyansHo. KopuryBaHHs 1031 CITifi MPOBOAWTH 3 iHTEpBaJIOM 4 TIKHI a00 OinbIe.
T'omosucomna cimeiina 2inepxonecmepunemist

Jlo3a aTopBacTaTHHY IJIs TIALI€HTIB 3 TOMO3UTOTHOIO CIMEWHOIO TilepX0JIeCTepUHEMI€I0 CTAaHOBUTH BiJ 10 10
80 mr Ha 100y. ATOpHC CITiJI 3aCTOCOBYBATH SIK JOMTOBHEHHS JI0 1HIIUX TiMOMIMIJEMIYHUX METOIB JIIKyBaHHS
(manmpukian adepes JITTHILL) abo skio rinmoimigeMiqHi METOI! JIIKYBaHHS HEJJOCTYTIHI.

Oonouacna zinoninioemiyna mepanisi

ATOpHC MOKHA 3aCTOCOBYBATH 3 CEKBECTPAHTaMH JKOBUHUX KHCIOT. Kombinarito iHriditopis 'MI'-KoA-
penykTas3u (CTaTuHIB) Ta GiOpatiB CiIiJl 3arajJoM 3aCTOCOBYBATH 3 00epexkHICTIO (AUB. po3aiIu «Oco0InBOCTI
3aCTOCYBaHH», «B3aemois 3 iHIIMMH JTIKapCHhKUMU 3ac00aMm).

Ho3yeanns ona nayieumis 3 nopyueHHAM QYHKYII HUPOK

3axBOPIOBAaHHS HUPOK HE BILIMBAE Hi HA KOHIICHTpAIIii B T1a3Mi, Hi Ha 3HmKeHHs piBHs XC JITTHIL mpu
3aCTOCYBaHHI Ipenaparty; OTXKe, KOpUI'yBaHHs J103H MIpenapary Ul Nali€HTiB 3 HOPYIIEHHAM (QYHKLIT HUPOK He
notpiOHe (auB. po3ainu «OcoOIMBOCTI 3aCTOCYBaHHS», @aPMaKOKIHETHK)).

Jo3yeanns ona nayieHmis, AKi npUIMAaOms YUKIOCHOPUH, KIAPUMPOMIYUH, IMPAKoHa30.1 abo neeHi ineidimopu
npomeas

Cnizl yHUKaTH JIIKyBaHHS penapaToM Malli€HTiB, SKi IpUHMaoTh HUKIOCHOPHUH abo iHribitopu nporeaszu BIJI
(TMmpanagip + putoHaBip), ado iHridiTOp MpoTeasu Bipycy rematuty C (temanpesip) Cimiz 3 00epekHICTIO
npu3Hadaty namientam 3 BlJI, mo npuitMaroTh TomiHaBip + pUTOHABIP, Ta 3aCTOCOBYBATH Y HAHILKYIH
HEeOoOXiHiH 1031. J{7s manieHTiB, M0 MPUIMAIOTh KJIApUTPOMILIMH, ITpaKoHa30J1, ado /it namieHTiB 3 BUJI, mo
npuiiMaroTh KOMOIHAIIT CaKkBiHABIp + PUTOHABIP, JapyHaBip + pUTOHaBIp, pocaMipeHasip abo ¢pocammpeHasip +
PHUTOHABIp, TEPANEBTUYHY 03y MpenapaTy ciig 0OMeXHUTH 103010 y 20 MT, a TaKOK PEKOMEHTy€ThCS TIPOBOAUTH
HAJIEXKH1 KITiHIYHI 00CTeXEeHHS 17151 3a0€3MeUeHHs 3aCTOCYBaHHS HaMEHIIIO1 HeoO0X11HOT 103U mpemnapary. J{is
TIAI[IEHTIB, IO IPUHMArOTh 1HTi0iTOp TpoTeasu BLJI Hendinapip ado iHridiTOp mpoTeasu Bipycy renatuty C
Oo1ienpeBip, JIIKyBaHHs MIPENapaToM ciig 0OMEXUTH 103010 10 40 MI, a TAKOXK PEKOMEHAYEThCS IPOBEICHHS
BiJITOBITHUX KJIIHIYHUX OOCTEKEHB IS 3a0€3MeUCHHS 3aCTOCYBaHHS HAWMEHIIIO1 HEOOX1THOT 1031 TIperapary



(muB. po3ain «OcoOaMBOCTI 3aCTOCYBaHH» Ta «B3aeMois 3 IHIIMMU JTIKapCHKUMH 3aC00aMU Ta 1HII BUAU
B3aEMO/IIIT).

Jimu.
JlocmiKeHHs 3aCTOCYBaHHS aTOPBACTaTHHY MAl[lEHTaM 3 T€TePO3UTOTHOIO POJUMHHOIO TIEPX0IECTEPUHEMIELD
BiKOM 710 10 pOKiB HE IPOBOJMIINCE.

Ilepeoo3ysanns.

CnenudivHOro JiKyBaHHS MPH NE€peJ03yBaHHI aTOPBACTATUHY HE ICHY€. Y BUIAJKaX Mepelo3yBaHHs Mpenapary
MPOBOJISTH CHMITOMATHYHY 1 I ITPUMYBaJIbHY Tepariro y pasi notpeou Cimi mpoBOANTH (YHKIIOHATIBHI TPOOH
neyiHky Ta ciiakyBaTu 3a piBHeM KK B cupoBariii kpoBi.OCKUIbKH ATOPHC €KCTEHCUBHO 3B’ SI3Y€ThCS 3 OLIKaMu
TJ1a3MH KPOB1, FeMO/Iialli3 HE MOKE CyTTEBO IMiIBUIIUTH KIIIPEHC aTOPBACTaTHHY.

Ilo6iuni peakuii.

[To6iuHi edexTH y OLIBIIOCTI BUMAIKIB JIETKOTO CTYMEHS TSXKKOCTI Ta TUMYACOBI.

3 60Ky ncuxiku: KOIMIMapHi CHOBI/II[iHH)ﬂ 0€3COHHSI.

3 60Ky iMyHHOI cucmemu. anepriyti peakuii, aHadinakcis.

3 6oky 0bminy peyosur ma xapyyearHs.: TIEPTIIKEMisl, TINOTTIKeMisl, 301UIBINEHHS MAacH Tijla, aHOPEKCis.
3 6oky lpenpodykmuenoi cucmemu ma monounux 3anos: liMHOTeHuiﬂ,

3 60Ky Hep6060i cucmemu: TOTOBHUN O111b, TApeCcTe3is, 3a1IaMOPOUYCHHSI, TIMECTE31s, TUCTEeB31s, aMHE31,
nepudepuyHa HeHponaTis.
3 6oky opeanie OuxamHs, epyOHOI KILimKu ma cepedocmiHHﬂ:|6iJn> y ropuii Ta roprasj HocoBa KpOBOTEYA.

I[quem;ii' ma iH6a3ii':|Ha30(1)apHHriT.

3 boxy |cucmemu Kposi ma aimamuynol cucmemu.{ TPOMOOITUTOTICHISI.

| 3aTbMApEHHs 30PY [IOPYILIEHHS 30Dy

3 60Ky opeanis cyxy ma pisHosazu. N3BiH y ByXax, BTpara CIyXxy.

3 60Ky memabonizmy ma xapuyeanHs: MIBUIIEHHS TpaHCaMiHa3, BIAXWIECHHS Bl HOPMU (YHKIIOHAJIBHUX TPo0
TNICYiHKH, TTiIBUIICHHS PiBHS JIy>KHOI (pocdarasu B KpoBi, IMiIBUIICHHS aKTHBHOCTI KpeaTnH(pocokiHazm,
rinepriikemis;

3 60Ky mpasHoi cucmemu: 3arop, METEOPU3M, JUCTIENCIs, HY10Ta, Alapes, OJroBaHHs, Ol7Tb y BEpXHINA Ta HUKHIN
TUTSTHKaX KUBOTA, BIAPIIKKA, TAHKPEATHUT.

T'enamobiniapni nopywenms: renaTur, XoJaecTa3, IEYIHKOBAa HEJJOCTATHICTb.

3 60Ky wiKipu ma nIOWKIpHUX MKAHUK. KPOIIUB'SHKA, IIKIPHI BUCUIIAHHS, CBEpOIXK, aJIoMellis, aH10HEBPOTUYHUN
HaOpsIK, OyJTLO3HUM IEPMATHUT, BKIIIOUAIOUN €KCYJIATUBHY epuTemy, cuHpoM CriBeHca — J[>KOHCOHA, TOKCUYHUIA
eriiepMaNibHUIA HEKPOITi3.

3 boky cxenemuo-m 30601 cucmemu: MialITisi, apTPANTisi, OUTh y KIHITIBKaX, M’sI30B1 CIIa3MH, HAOPSK CyTrJI00iB, OiTb Y
CruHi, O11b y i, c1adKicTh M’5131B, MiONaTisl, MiO3UT, pabAOMiO0Ii3, TEHAOHOMNATIs (IHKOJIHM YCKIaJHEHA PO3PUBOM
CYXOXKHUILISA).

3acanvui nopywienns: He3ayKaHHs, MIPEKCis, aCTeHis, OUIb y TPYIsX, nepudepudHi HaOpsKH, CTOMIIIOBAHICTb,
MIPOTIACHUIIS.

Jlabopamopni noxaznuxu: BiIXuneHHs QyHKIIOHATFHUX MPOO MEeUiHKU, MiABUIICHHS PIBHS KpEeaTUHKIHA3U B

KpOBI, HassBHICTb JICHKOILIUTIB y Ceul.

[TinBuIIeHHS PiBHS TpaHCAMiHA3 y CUPOBATIIL € J10303aJICKHUM.

[TinBuIeHHs piBHA KpeaTHHKIHA3U Ouibiie HiK y 10 pa3iB BUIle 3a MOKa3HUKK HOpMU crioctepiranocs B 0,4 %
narienTis. 0,1 % 1ux namieHTiB Manu OUTb y M’A3aX, YyTJIUBICTh YU CIAOKICTh M S31B.

SIKmIo criocTepiraloThesl TSHKKI TOO1UHI epeKTH, JIIKyBaHHS MTPETapaToM CIIiJl IPUITHHNATH.

Hitu (10-17 pokiB)

VY mami€eHTiB, AKi OTPUMYBAJIM aTOPBACTATHH, CIIOCTEPITaIich MOOI4HI peakiii, MoAiOHi 10 THX, IO CIIOCTEPIraIuch
y MAlli€HTIB, SKi OTpUMyBaH iamnedo. HalimomupeHimmmMu noGiyHIME eheKTaMHu, 10 COCTEPIraanuch B 000X
rpynax, He Oepydu 10 yBarv MPUIUHHUN 3B'SI30K, Oyiin iH(EKIIii.

3 60Ky Hepeogoi cucmemu. TOTOBHUN O1JIb.

3 6oky mpasHoi cucmemu. 611b y 5KUBOTI.




Jlabopamopni noxaznuxu: MABUIICHUN PIBEHb allaHIHAMiHOTpaHCEpas3H, MiABUIIICHUN PIBEHb
KpeatnHpochoKiHa3u B KPOBI.

Tepmin npuoamnocmi. 2 poku.

YmoBu 30epiranus.
30epiratu B OpUTiHANBHIN YIIaKOBII JUIS 3aXUCTY BiJl Ail BOJOTB0Oepiratu B HEAOCTYITHOMY TSI IITEH MicCIIi.

YnakoBka.
[To 10 Tabnerok y Giicrepi; mo 3 abo mo 6, ado mo 9 OxicTepiB B KAPTOHHIH KOPOOIIi.

Kareropis Binmycky. 3a peuentom.

BupoGHuUK.

KPKA, o.a.,Hoso mecto, CnoBeHis/

KRKA, d.d., Novo mesto, Slovenia.

Micne3HaxonxeHHs BHUPOOHMKA Ta afpeca Micls NPOBAIKEHHS HOro XisiJIbHOCTL
[[Imap’emka mecta 6, 8501 HoBo mecto, CnoBenis/
Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



