Ckian

Oitoua peuosuHa: 1 TabmeTKa, BKpUTA IIJIiIBKOBOIO 000JIOHKOIO MiCcTUTL 40 MT
aTOpBAaCTaTUHY Y BUIJIALL aTOpBacCTaTUHY KaJIbIIilo;

OONOMIJCHI peuoB8UHU: TIOBiIOH, HATPilo TaypuiacyibdaT, Kaabllito KapOoHaT,
LIeJII0JI03a MIKpPOKpPUCTaIiuYHa, JIaKTO3U MOHOTIApaT, HaTPito KpOCKapMeso3a,
KPOCIIOBiIOH, MarHilw creapar;

006010HKa: rimrpomeno3a, Makporoin 400, Tutany miokcupn (E 171).
JIikapcbKa ¢popmMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcHOBHI (i3uko-ximiuHi 81acmueocmi: 6iri, KPyTJiii, TPOXW BUITYKJIi, BKPUTI IIJIiBKOBOIO
0007I0HKOI0 TabJIEeTKH.

®dapMaKoTepalneBTHYHA Irpyna

lNnomninimemiuni 3aco6u. IuridiTtopu 'MI'-KoA-penykta3u. ATopBactaTul. Kom ATX
C10A AO05.

dapMakogHHaMiKa

[IpenmapaT MiCTUTh aKTUBHY PEYOBUHY aTOPBACTaTUH. ATOPBACTaTUH € CEJIEKTUBHUM
KOHKYpeHTHUM iHri6itopom 'MK-KoA-penykTasu - ¢pepMeHTYy, 1110 BU3HAUAE
IIBUOKICTE IIepEeTBOPEHHS 3-TiIPOKCU-3-MEeTUJI-TJII0Tapul-KOeH3UMy A y MeBaJIOHAT,
III0 € IIOIIEPEeIHUKOM CTEpPOJIiB, 30KpeMa X0JIeCTEepUHyY. TPUTIIiepUuaun Ta XOJIeCTEepUuH y
nedinili BOyJmOBYIOTbCS Y MOJIEKYJIH JIIIIOMPOTEIHIB AyKe HU3bKOI IIiTbHOCTI

(JITIIHII), HagxoosAaTh OO MjIa3MU KPOBi 1 TPaHCHOPTYIOTHCS OO HepudpepudHmnx
TKaHUH. JlimonpoTeid HU3bKOI1 minbHOCTI (JITIHII) yrBOpioeThes 3 JITIITHIIT i
KaTaboJIi3yeThCS, TOJIOBHUM YUHOM, LIJISIXOM B3a€eMofii 3 BUCOKOahiHHUMU
peuentopamu JITTHII (JITTHIII-penentopu).

ATopBacTaTUH 3HUXKYE KOHIIEHTPAIlil X0JIeCTEPUHY Y I1JIa3Mi KPOBI Ta JIIIOIPOTEIHY Y
cupoBarTli KpoBi nuisixoM inrioyBanus [ MK-KoA-penykTasu, a 3rogoM - 6i0CUHTE3Y
XOJIECTEPUHY y IIeYiHIli, @ TaKOK 30i/IbIIIy€E KiNTbKIiCTh IeYiHKOBUX pelernTopis JITTHII]
Ha MOBEPXHi KJIITHH, III0 IMPU3BOOUTH OO IIOCUJIEHHS 3aXOIJIEHHS i KaTabomi3my
JITTHIII.

ATopBactaTuH 3HUXKY€E yrBopeHHs JIITHIIl Ta yucno yacturok JITTHIL. ATopBacTaTuH
CIIPUYUHIOE BUpaxKeHe 1 CTiviKe migBuilleHHA akTuBHOCTI JIITHIII-peniennTopis y



O€EOHAHHI 31 CIPUATINBUMU 3MiHaMU AKOCTiI YacTuHOK JITTHIII, 1110 UpPKYII0I0Th.
ATtopBactaTuH e(peKTHUBHO 3HUKYE piBeHb XonmecTtepuny (XC) JITTHII y naiieHTiB 3
TOMO3UTOTHOIO CIMEMHOIO I'ilepxojieCTEPUHEMIEIO, a 1€ I'PyIla, IKa He 3aBXOU
pearyBajia Ha Teparlilo rimosminigeMidyHuMu 3acobaMu.

KpiMm BriiuBy Ha JiIigu mia3Mu, aTopBacTaTHH Ma€ iHI e(eKTH, SKi ITOCUTIOI0Th KOT0
AQHTHATEPOCKIIEPOTHUYHY [if0. BiH mpurxiuye cuHTE3 i30IIPEHOIiB - peYOBUH, SAKi
Oif0Th K (haKTOPHM POCTY Ha Iposidepalrito KIiTHH ITagKuxX M’ s3iB CyAUH, 3MEHIIIYE
B’SI3KICTh IJIa3MM 1 aKTUBHICTH AesdKUX (paKTOPiB Koarydllil Ta arperaiiil. 3aBOsKu
TaKil [Oil BiH mOKpalllye reMoanHaMiKy i cipusie HopMaJli3allil mpoieciB Koarymasilil
KpoBi. Kpim Toro, iurid6itopu 'MI'-KoA-pegykTa3u BOJIMBalOTh Ha MeTab0JIi3M
MakKpodariB i, TaKUM YMHOM, IPUTHIYYIOTh 1X aKTHUBAIlil0, 10 3MEHIITy€ PU3UK PO3PUBY
aTEPOCKJIEPOTUYHUX OJIAIIOK.

Byno poBenmeHo, 10 aTopBacTaTUH 3HUXKYE KOHIIEHTPAIlil 3araJIbHOT0 X0JIECTEPUHY
(30-46 %), XC JITTHIII (41-61 %), anonminonpoTeliny B (34-50 %) Ta Tpurminepunis
(14-33 %), cnpuunHIiolOYM BapiabenbHe nigBuinileHHs piBHS XC JITIBII ta
aroJInonpoTeiny A B XO[i HOCIiAXKEeHHS, B SKOMYy BUBUYaJIacs J0303a1€XKHICTh MOTO
edekTy. Lli pe3ynbTaTu y3roaXKyOThCSA 3 JAHUMH IIIOA0 XBOPUX 3 T€TEPO3UTOTHOIO
CiMEUHOIO TinepXxoJecTepUuHEMI€I0, HECIMEMHMME (pOpMaMU TilepxolecTepruHeMil Ta
3MiIlIaHOO rinepriinifneMieto, BKIII0YA04YU XBOPUX 3 IHCYJIIHOHEe3aJIeXKHUM IIyKPOBUM
miabeToM.

Byno poseneHo, 1110 3HUXKEHHS PiBHIB 3arajibHOro xojiectepuny, XC JIITHII ta
aroJInonpoTeiny B 3MeHIIlye PU3HK CEPLIEBO-CYONHHUX YCKIaAHEHb Ta CMEPTHICTD Bif
CeplLeBO-CYONHHUX 3aXBOPIOBAHb.

dapMaKkoOKiHEeTHKA

AGcopbirist

ATopBacTaTUH MIBUAKO aOCOPOYETHCS ITiCIIsA IepopabHOTO IPUHMOMY i JOCATa€E
MaKCHMaJIbHOl KOHIIeHTpallil y ma3mi yepe3 1-2 roguHu. PiBeHb MOTIMHAHHSA Ta
KOHIIEHTpallisl aToOpBacTaTUHY B I1JIa3Mi KPOBI 3aJIeKUTh Biff JO3U aTOPBaCTaTUHY.
BiomocTynHicTh aTopBacTaTuHy y ¢GopMi TabIeTOK B IIOPiBHSHHI 3 PO3YNHOM
cTa”HoBUTH 95 Ta 99 % BignmoBigHO. AGComMOTHaA 6i0OOCTYIIHICTh aTOPBACTAaTUHY
CTaHOBUTH NpubIu3Ho 12-14 %, a cucTeMHa OOCTYIIHICTh iHTiOyI0490l aKTUBHOCTI
BimHOCHO 'MTI'-K0oA-penykTra3u - npubnusHo 30 %. Husbka cucteMHa 0ioOCTyIIHICTh
3yMOBJIEHA ITPECUCTEMHHUM KJIIPEHCOM Y CJIM30Bili 000JIOHIII IITYHKOBOT'O TPAKTY Ta
O6ioTpancdopMalli€lo mig Yyac IePBUHHOTO IIPOXOAXKEHHS Yepes MeYiHKYy.

Pos3nonin



CepeqnHiit 06’eM po3mOdiny aTopBaCTaTUHY AOPiBHIOE Tpubnau3Ho 381 j1. 3B’13yBaHHS 3
OiIKaMu IIJTa3MHu KPOBi cTaHOBUTE > 98 %. KoHIleHTpalliliHe CITiBBiJHOIIIEHHS
KpOB/IIIa3Ma, 1110 CTaHOBUTH Mpubnu3Ho 0,25, BKa3lye Ha IMoraHe IPOHUKHEHHS
npenapaTry B €pUTPOLIUTH.

MeTaboJ1i3m

ATopBacTaTUH 3HAYHOIO MipO0 MeTab0JIi3yeThCsI, YTBOPIOIOYY IPHU IITLOMY OPTO- i
naparigpoKCuUIbOBaHi IOXiHI Ta Pi3Hi IPOAYKTHU b-oKMCHeHH. In vitro opTo- i
rmaparigpoKCcuIboBaHi MeTaboIiTh NPOSIBISIOTh iHTiOyI04y aKTUBHICTh momo ['MI-KoA-
penyKTa3u, eKBiBaJIeHTHY Mil aTopBacTaTuHy. IHri0yrouni epekT mpenapaTty BifHOCHO
I'MT-KoA-penykTa3u npubinu3Ho Ha 70 % BU3HAYAETHCSI aKTUBHICTIO HUPKYTIOIOYUX
MeTabOoJTiTiB.

Bupinenus

ATopBacTaTHUH Ta MOT0 MeTabOoJIiTH TOJIOBHUM YMHOM BUBOOSITHCS 3 JKOBYIO ITiC/Is
MMe4iHKOBOl Ta/abo mo3amnedyinkoBol OioTpaHcdopMallii, omHaK He 3a3HAIOTh IIITYHKOBO-
MMe4iHKOBOl pelupKyslii. CepenHiil mepioq HaniBBUBEOEHHS aTOPBACTAaTUHY Y JIOoel
CTaHOBUTH NMpuOMu3HOo 14 roguH. [Hribyoda akTuBHICTh BimHOCHO ['MI'-KoA-penykTas3u
306epiraerbcs npotsaroM 20-30 roguH yepes MPUCYTHICTh aKTUBHUX MeTabO0JIiTiB.
[Ticns mepopajibHOIO IPUKOMY IIpenapaTy 3 Ceuel0 BUOUISEThCSI MeHIlle HiXK 2 % Oo3u.

[Monynsiitili XBOpUX

ITauieHmu AiMHBLO20 BIKY

KoHlleHTpallisi aTopBacTaTUHY B MJIa3Mi KPOBi y 3TOPOBUX JIiTHIX MOOPOBOJIBIIIB (BiKOM
> 65 POKiB) BUIIlA, Hi’K ¥ MOJIOOIINX, TOA1 SIK rinosinigeMidyHi epekTu Oynu
NOPIBHAHHUMMU 3 TAKMMHU, 110 CIIOCTEpIraaucs y MOJIOOUX ITAlli€HTiB.

Iimu

YsBHUU KIIIpEHC IpU IIepopajbHOMY IIPUNOMI aTOpBaCTaTUHY B AiTeUd BUSIBUBCSI
MOOiOHUM 110 KJIipeHCYy B OPOCIIOI JIIOOUHY ITPU MacIliiTaOyBaHHI aJIoOMEeTPUYHO 3a
Macol0 Tila, OCKiTbKY Maca Tina OyJia eqMHOI0 3HaYHOI0 KOBapiaTOO B MOy IALINHIN
(bapMakoKiHeTUUYHIN MOMeJIi aTopBaCTaTUHY i3 JaHUMHU, SKi BKIIOYaJIM OiTEN 3
reTepO3UTrOTHOIO CIMEUWHOIO rinepxojyiecTepuHeMiero (y Bimi Big 6 0o 17 poxkis.

Cmamo

KoHneHTpaniss aTopBacTaTUHY B IIJIa3Mi KPOBi y KIHOK BiIPI3HSIETHCS Bif TAKOl Y
40JIOBiKiB (MaKCuManbHa KOHIIEHTpallis y m1a3Mi KpoBi (Cmax) Builla mpubIU3HO Ha
20 %, a nimomia nig kpuBoio (AUC) Huxkda Ha 10 %). [IpoTe 11i po306i2KHOCTiI HEe MalOTh
KJIiHIYHOTO 3Ha4Y€eHHs, a rinoninigeMigyHuu epeKT IIpernapaTy Y 40JIOBiKiB Ta XKiHOK



MalxKe OOHAKOBUU.
Hupkosa HeOdocmamHicmb

3axBOpIOBaHHS HUPOK He BIIJIMBA€ Ha KOHIEHTpPAIlilo B IIJla3Mi KPOBi YU
rinomninigeMiyHi epeKTH aToOpBacTaTUHY Ta MOT0 aKTUBHUX MeTabOJIiTiB.

I'emopiani3. He3Baxatouu Ha Te, 110 3a y4acCTIO [TAIl€HTIB 3 TEPMIHAJILHOKI CTali€l0

3aXBOPIOBaHHS HUPOK IOOCIIAXKEHHS He IPOBOOUJIMCH, BBAXKAETHCH, 1110 reMofiai3 He
[igBUIlly€e 3HAYYIIUM YMHOM KJIipeHC npenapary, OCKUIBKY aTOpBacTaTUH iIHTEHCUBHO
3B’sI3y€ThCS 3 OiTKaMu IJ1a3MU KPOBI.

ITeyiHkoBa HedocmamHicmbw

KoHueHTpaliga aTtopBacTaTUHY y IIJla3Mi KPOBi IIOMITHO IIiIBUIlleHAa Y IIALlIEHTIB 13
XPOHIYHOIO aJIKOTOJIbHOIO XBOP00OI0 MedyiHKu. 3HaueHHs IMoKa3HuKiB Cmax ta AUC y 4
pa3u BUIL] y HallieHTiB i3 3aXBOPIOBAHHAM II€YiHKU KJlacy A 3a mkKasorw Yaunga-I1'to.

Y nairieHTiB i3 3aXBOPIOBAHHAM II€YiHKU Kilacy B 3a mkasiow Haunga-I1't0 3HaueHHA
nmoka3HukiB Cmax Ta AUC migBuIiyoThcs npubnu3Ho 16-kpaTHO Ta 11-KpaTHO
BigmoBimHO (OuB. po3min «IIpoTUnoOKa3aHHS»).

IToxa3aHHSA

3anobizaHHA cepu,eso-CyOUHHUM 3aX80PHOBAHHAM

opocnumM narieETaM 0e3 KITiHiYHO BUPaxKeHol irmemMigHol xBopobu cepis (IXC), ane 3
mekinpbKoMa akTopaMu pu3ukKy IXC, TaKuMM K JIiTHIY BiK, TIOTIOHOIAJIIHHS,
apTepianbHa rineprensis, HU3bkui piBeHs JITIBIIl abo HassBHiICTh paHHBOI [XC y
ciMeliHOMY aHaMHe3i, Ipemnapar II0Ka3aHUuu OJjId:

e 3MEHIIIEHHS PU3NKY BUHUKHEHHS iHQapKTy MioKapaa;

e 3MEHIIIEHHS PU3UKY BUHUKHEHHS 1HCYIIbTY;

e 3MEHIIIEHHS PU3UKY BUHUKHEHHS CTEHOKapil Ta He0OXimHOCTI TpoBemeHHS
IIpollelyp pPeBacKyJjspu3allil Miokapaa.

[NamieHTaM 3 IIyKpOBUM AiabeToM 2-T0 TUILy Ta 0e3 KITiHiYHO BUpaXKeHOol illeMidyHo1l
XBOPOOU CepIis, ane 3 AeKinmbKoMa ¢paKTopaMu Pu3uKy po3BUTKY IXC, TaKuMH SIK
peTuHomnaTis, anbOyMiHypisi, TIOTIOHOTANIiIHHS a00 apTepiajbHa TillepTeH3is, mpenapar
IIOKa3aHUuU OJis:

e 3MEHIIEHHS PU3UKYy BUHUKHEHHS iHQapKTy MioKapaa;
e 3MEHIIIEHHS PU3UKY BUHUKHEHHS iHCYJIBbTY.



[TamieHTaM 3 KJIiHiYHO BUpPaXK€EHOIO ilmeMiuH0i0 XBOPOOOI0 ceplils IIpelapaT nNoKa3aHuu
OJIst:

e 3MEHIIEHHS PU3UKYy BUHUKHEHHS HeJIeTaJIbHOI'O iH(papKTy MioKapaa;

e 3MEHIIEHHS PU3UKY BUHUKHEHHS JIETAJIbHOI'O Ta HeJIETaJIbHOI'O IHCYJIbTY;

e 3MEHIIEeHHS PU3UKY HeOOXiTHOCTI IpOBENEeHHS IPOLeAypP pPeBacKyisapu3aliil
MioKapmaa;

e 3MEHIIEHHS PU3UKY He0oOXimHOCTi rocmiTanisailii y 3B’s13Ky i3 3aCTifHOIO
CEepIIeBOI0 HEQOCTATHICTIO;

e 3MEHIIEHHS PU3UKYy BUHMKHEHHS CTEeHOKapHil.

I'inepainioemis

e [lepsuHHa 2inepxosiecmepuHemia (zemepo3u20mHa ciMeltHda i HecimeuHa) ma
3miwaHa ducainidemia (mun Ila ma IIb 3a kaacugikauiero @PpedpikcoHa). Ak
OOTIOBHEHHS A0 OieTH, 11100 3MEHIIIUTH ITiABUIIEH] PiBHI 3arajJbHOT0 XOJI€CTEPUHY
(3XC), xomecTepuHY INOOPOTEIAIB HU3BKOI IIinbHOCTI (XC JITTHILI),
aroJinonpoTeiny B Ta Tpuriilepuais, a TaKOXK IS IiABUIIEHHS PiBHSA
XO0JIeCTEPUHY JIimonpoTeiaiB BUCOKoOI miiibHOCTi (XC JITIBIII).

e I'inepmpueaiuepudemia (mun IV 3a kaacugikauiero ®PpedpikcoHa). Ak
OOIIOBHEHHS [0 OI€THU [JIs JIIKYBaHHS IALi€HTIB 3 MiABUIIEHUMU PiBHIMU
TPUTJIILIEPUAIB Y CUPOBATIIi.

e [IepsuHHa oucbemaninonpomeivemis (mun III 3a kaacugikauicro ®PpedpikcoHa).
IJ1s TiKyBaHHSA IIALlIEHTIB Y pa3i, KOJIM OOTPUMAaHHS OIETU € HEJOCTAaTHHO
e(peKTUBHUM.

e ['oM0O3u20mHa ciMeliHa 2inepxosiecmepuHemis. [17is1 3MEHILEeHHS 3araJbHOr0
xonectepuny Ta XC JIITHII SK OmOBHEHHS A0 IHINKX TiMOJIiNigeMiYyHUX MEeTO/iB
JikyBaHHS (Hanpukiapg adpepedy JITTHII) abo sKiio Taki MeToOu JIiKyBaHHS
HeOOCTYIIHI.

e ['emepo3u20mHa ciMelHa 2inepxojiecmepuHemMisa y nayieHmis oumsAavo20 8iKy
(8ikom 10-17 pokig). K mOTTOBHEHHS OO0 Oi€ETU OJis 3MeHIlneHHs piBHIB 3XC, XC
JITTHII i anmominonpoTeiny B y X7IOM4YuKiB-IiAJIiTKIB Ta AiBYAT HiC/Ig IOYaTKy
MeHCTpyanii BikoM Bif 10 go 17 pokis, KO Hic/ig BiAIOBIOHOL Ai€TOTeparril
pe3yJbTaTu aHasli3iB TakKi:

a) xonectepun JITTHII 3anuinaersbcsa = 190 mr/on (3 4,91 mMmornb/i1) abo
6) xonectepun JITTHII = 160 mr/on (3 4,14 MMob/m) Ta:

o y ciMelHOMYy aHaMHe3i HasgBHi paHHI ceplieBO-CyOWHHI 3aXBOPIOBaHHSA abo
o OBa abo Oinbiie iHIIKUX (aKTOPU PU3UKY PO3BUTKY CEPIIEBO-CYOUHHUX
3aXBOPIOBaHb IPUCYTHI y NallieHTa OJUTAYOr0 BiKy.



IIporunnoka3aHHs

e I'imepuyTnuBIiCTb OO OyIOb-IKOTO iHTpeIieHTa IIpemnapary.

e 3axXBOPIOBAaHHSAX MEUYiHKU B rOoCTPit da3i abo cTilike mimBuilleHHS (HEBiHOMOTO
reHe3y) pPiBHIB TpaHcaMiHa3 y CUPOBaTIi KpoBi B 3 pa3u abo Oinblie.

e [IpemapaT NpOTUIIOKA3aHUM BariTHUM, KiHKaM sKi TOOYIOTh TPYAOI0, Ta XKiHKaM
PENpPOAyKTUBHOIO BiKYy, SIKi HE 3aCTOCOBYIOTh HaJleKHi MeTOOU KOHTpalemIlil
(muB. po3min «3acTocyBaHHS y Ilepiof BariTHOCTiI ab0 rogyBaHHS IPYAOIO»).

B3aemofisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMOIin

BryuB Ha aTOpBaCTAaTHH JIIKAPCHKHUX 3aC00iB, AKi OpUHUMAIOTh OGHOYACHO

ATopBacTaTuH MeTaboMmi3yeThCcs 3a momoMoroio nurtoxpomy P450 3A4 (CYP3A4) ta e
cyObcTpaToM [J1s1 TPAaHCIOPTHUX OiNKiB, HaIpUKJad MIe4YiHKOBOTO IepeHOCHUKA
OATP1B1. OgHoyacHUM npuiioM niKapcbKux 3aco0biB, siKi € inriditTopamu CYP3A4 a6o
TPAHCIIOPTHUMH OiJIKaMH, MOKe IIPHU3BECTH OO0 ITiTBUINEHHS KOHIIeHTPaIlil
aTOpBAaCTaTHUHY B MJia3Mi KpPOBi Ta mo 30inbiIeHHsT pu3uKy Mionartii. Ile# pu3uK TakKoxk
MO2ZK€e 3POCTHU IIPU OOHOYACHOMY IPHUKMOMIi aTOpBacTaTUHY 3 iHIIUMMU JIiIKapChbKUMU
3acobaMu, SKi MOXKYTh COPUYMHUTU MiOIlaTiio, TAKUMH SIK [TUKJIOCIIOPUH, pidpaTy,
HiKOTMHOBAa KucioTa abo iHriditopu nutoxpomy P450 3A4 (HampuKiag epUTPOMIlIVH,
a30/IbHI IPOTUTPUOKOBI ITpenapaTH) (AUB. po3Ain «OcoOIUBOCTI 3aCTOCYBaHHS»).

Inzi6imopu CYP3A4

Bigomo, 1m0 moTyxkHi iHribiTopu CYP3A4 nmpu3BOOsATh OO0 3HAYHOTO MiTBUIIIEHHS
KOHIIeHTpallil aTopBacTaTuHy (OuB. Tabnuiio 1 Ta geTanbHy iHpopMaliito, HaBegeHy
Huxde). Ciif 3a MOXKJIMBOCTI YHUKAQTH OJHOYaCHOTO 3aCTOCYBaHHS 3 HOTYKHUMU
inridiTopamu CYP3A4 (HampukJiaj 3 HUKIOCIIOPUHOM, TEJIITPOMIIIUHOM,
KJIapUTPOMIILIMHOM, AelaBipAuHOM, CTUPUIIEHTOJIOM, KETOKOHA30JI0M, BOPUKOHA30JI0M,
iTpaKOHa30JI0M, ITOCAKOHA30JIOM Ta iHribiTopamu npoTteas BIJI, y Tomy uucii
PHUTOHABIPOM, JIOIIiHABipOM, aTa3aHaBipoM, iHAMHABIPOM, JapyHaBipOM TOIO). AKIIIO
HEMOZXKJIMNBO YHUKHYTH OJHOYaCHOT'O 3aCTOCYyBaHHSA IIUX IIpemnaparis 3
aTOpBACTAaTUHOM, CJIiJl PO3TISHYTH MOXKJ/IUBICTh 3aCTOCYyBaHHS MEHIINX (II0YaTKOBOI1
Ta MaKCHUMaJIbHOI) 103 aTOpBacTaTUHY. TaKOK PEKOMEHAYETHCS ITPOBOAUTH HaJIeXKHUU
KJIiHIYHUHM MOHITOPUHT CTaHY IalieHTa (QuB. Tabmuio 1).

[TomipHi iuri6iTopu CYP3A4 (Hanmpukian epuTPOMIIIUH, IUITia3eM, BepamnaMisn Ta
(p;1r0KOHA3071) MOXKYTh IMiABUIIYBAaTH KOHIIEHTPAIlil0 aTOpBacTaTUHY B IJla3Mi KpPOBi
(muB. Tabnuito 1). OmHOYacHe 3aCTOCYBaHHSI €ePUTPOMIIIUHY Ta CTaTHUHIB
CYIIPOBOMOXKYETHCA MiABUIIIEHHSIM PU3UKY PO3BUTKY Miomnartil. [flocniagKeHHS B3aEMOZil
JIIKaPCBHKUX IIpenaparTiB AJis OLIHKU BIJIMBY aMiofapoHy YU BepalaMily Ha
aTopBacCTaTUH He IIPOBOOUINCH. BimoMo, 1110 amMiojapoOH Ta BepalaMuil IIPUTHIYYIOTh



akTuBHICTL CYP3A4, a 0TKe, omjHOYaCHe IMIpU3HaA4YEeHHS LIUX IIpelapariB 3
aTOPBACTAaTUHOM MOXKEe IIPU3BECTHU M0 30iIbIIIeHHST €KCIO3UIlil aToOpBacTaTUHy. TakKuM
YHUHOM, IIPU OJJHOYACHOMY 3aCTOCYBaHHi aTOpBaCTaTUHY Ta IIUX MOMipHUX iHTiOiTOPIB
CYP3A4 crip po3rfissHYTH OOLIIBHICTh IPU3HAYEHHS MEHIINX MaKCHUMaJIbHUX 003
aTopBacTaTHHY. TaK0XK PEeKOMEHOOBaHO IPOBOOUTHU KIIIHIYHUU MOHITOPUHT CTaHY
MallieHTa ITics IMoYaTKYy JiKyBaHHS iHTri6iTopoM abo Imicnst KopekKiiil #oro go3u.

Cmumyaamopu CYP3A4

OpHOYaCHUU IIPUKOM aTOpBacTaTUHY 31 cTUMYyIATOpaMu uutoxpomy P450 3A
(Hanpuknan 3 edpaBipeHiioM, pudamninoM, 3BipoO0EM) MOKe ITPU3BECTU [0
HECTIMKOr0o 3HUKEHHS KOHIIeHTpalliil aTOpBaCTaTUHY B IIJiIa3Mi KpOBi. 3aBOsIKUA
MeXaHi3My NOABiMHOL B3aeMopil pudamminy (ctuMmynoBaHHA nutoxpomy P450 3A ta
inrioyBaHHs nmediHKoBoro nepeHocHruka OATP1B1) ogHoYacHUM npuiiom
aTopBacCTaTUHY Ta pudaMIliHy peKOMEeHOOBAaHUM, OCKiJIbKY MPHUKMOM aTOPBaCTaTUHY
4yepe3 BEeJIUKNU IIPOMIKOK 4acy micis pudaMIliHy HOB’ I3YEThHCA 31 3HAYHUM
3HUKEHHSIM KOHIIEHTpallii aTopBacTaTUHY B I1a3Mi KpoBi. OgHak BIIMB pudaMIiHy
Ha KOHIIEHTpallil aToOpBaCcTaTUHY y KJIiTUHAX MeYiHKY HEBIMOMUH, i 3a HEMOXKJIMBOCTI
YVHUKHYTH OQHOYACHOTO IIPUMOMY CJIi[] YBa’KHO CIIOCTepiraTu 3a e(eKTUBHICTIO
JIIKyBaHHS Nalli€HTa.

A3umpomiyuH

OpmHouyacHe nIpu3HadeHHA aTopBacTaTuly (10 Mr 1 pa3 Ha mo0y) Ta a3UTPOMILIMHY
(500 Mr 1 pa3 Ha mo0y) He CYIIPOBOMAXKYBaIOCsS 3MiHaMU KOHIIEHTpallil aToOpBaCTaTUHY
y Ij1a3Mi KpoBi.

IH2i6imopu mpaHcnopmHux 6isiKis

[HTibiTOPY TpaHCHIOPTHUX OiNKiB (HampuKIa[ IUKIIOCIOPUH) 3aTHI IMigBUIITyBaTU
piBeHb CUCTEMHOI eKCIO3UIlil aTopBacTaTuHY (OuB. Tabnuino 1). BriauB npurHiyeHHs
HaAKOIIMYYBa/JIbHUX TPAHCIIOPTHUX OiNIKiB Ha KOHIIEHTPAIlil0 aTOPBAaCTaTUHY B KIIiTUHAX
MEeYiHKU HeBigoMUU. AKINO0 YHUKHYTH OOHOYACHOTO IIPpU3HaYeHHs LIUX IIpelapaTiB
HEMOXKJIUBO, PEKOMEHOOBaHO 3HUXKEHHS O03U Ta NPOBEOEeHHS KITIHIYHOTO
MOHITOPUHTY €(peKTUBHOCTI aTOpBacTaTUHY (AUB. Tabmuirto 1).

I'em@ibposus/ noxioHi pibpuHoB0i Kucaomu

3acTtocyBaHHs (ibpaTiB IK MOHOTEpPaIil OB’ I3yI0Th 3 PO3BUTKOM SIBUII] 3 OOKY
M’sI30BO1 CUCTEMHU, Y TOMY YHCIi pabmomionidy. PU3uK Takux mofiii Moxe O0yTu
MMiABUIIEHUY ITPU OOHOYACHOMY IIPUMOMI IMOoXigHuX (iOpHUHOBOI KUCIIOTHA Ta
aTopBacTaTHUHY. fAKIINO HEMOKJIMBO YHUKHYTH OJHOYACHOT O 3aCTOCYBaHHS, CIIif
3aCTOCOBYBaTH HAaWHUKYY 03y aTOPBACTATUHY OIS HOCSITHEHHS TepaleBTUYHOl J03U
Ta KOHTPOJIIOBATU HaJIe?KHUM YMHOM CTaH MallieHTiB (OuB. po3min «Ocob1mBOCTi



3aCTOCYBaHHS).
Ezemumib

3acTocyBaHHS €3eTUMiOy SIK MOHOTepaIii IMoB’sI3yI0Th 3 PO3BUTKOM SIBUII 3 OOKY
M’sI30BO1 CUCTEMHU, Y TOMY YHCIi padbaomionidy. TakumM 4MHOM, IPU OOHOYACHOMY
3aCcToCyBaHHI e3eTuMiOy Ta aTOpBaCTaTUHY PU3UK PO3BUTKY LIMUX SBUIL 301IbIITYETHCH.
PekxoMeHO0OBaHO IPOBOOUTH HaJIeKHUU KJTIHIYHMUM MOHITOPUHT CTaHy TaKWX Malll€eHTiB.

Koaecmunon

KoHIleHTpallist aTopBacTaTUHY B MJ1a3Mi KpoBi Oyia HUKYO010 (MpubnausHo Ha 25 %)
IpXU OJHOYACHOMY IIPUMOMi aTOpBaCTaTHHY Ta KOJIeCTUHony. [Ipu upomy
rinominigeMiyHa misg komOiHallil aTopBacTaTUHY Ta KOJIECTUIIONY IIepeBUIllyBaa
edeKT, IKUU Ja€ IPUUOM KOKHOTO 3 IIUX IIpernapaTiB OKPeMo.

dy3udoea Kucsioma

IMocnigkeHHs B3a€EMO[il aTopBacTaTUHY Ta (Gy3uO0OBOIl KHCJIOTH HE ITPOBOOUINUCH. fAK i
Yy pa3si 3aCTOCyBaHHS 3 IHIIMMU CTaTHHaMH, Y TIOCTMapPKETUHIOBUU I1€PiON IPU
OOHOYACHOMY ITPUMOMIi aTOpBacTaTUHY Ta Qy3UI0BOI KUCJIOTHU CIIOCTEpPiraaucs sSBUIlla
3 00Ky M’5130BO1 cucTteMu (y ToMy 4ucCIi pabmomionid). MexaHi3M 11i€el B3aeMopil
3a/UIIaE€ThC HeBimoMuM. ITaltieHTH moTPeOyIOTh IUILHOTO HATJIALY, MOXe OyTH
MOTPiOHEe TUMYacoBe MPUIIMHEHHS JIIKYBaHHS aTOPBAaCTAaTUHOM.

KoaxiyuH

IIpu ompHOYacHOMY 3aCTOCYBaHHI aTOpPBACTaTUHY 3 KOJIXiLIMHOM IIOBIJOMIISAJIOCS IIPO
BUIIaAKM MiomarTii, B TOMY 4HuCIIi pabaomionidy, ToMy Ciif 3 060epekHiCTIO IpUu3HavYaTu
aToOpBaCTaTUH 3 KONXIIIMHOM.

BniuB aTopBacTaTHHY Ha JIIKApPChKi 3aco0H, sIKi IPUHEMAIOTh OJHOYACHO

JHuz2o0KcuH

[Tpu ogHOYAaCHOMY 3aCTOCYBaHHi 6araTopa30BUX M03 IIpenapaTry Ta AJUTOKCUHY
piBHOBaKHi KOHIIEHTpPAIlil AUTOKCUHY B IJIa3Mi IIiABUIIYIOTHCS TpuOIu3Ho Ha 20 %.
Crig HaleXXHUM YMHOM KOHTPOJIIOBATH CTaH ITAIiE€HTIB, sIKi IpUUMaOTh OUTOKCHH.

IlepopasavHi KOHMpPauenmuau

OpgHoYacCcHe 3aCTOCYBaHHS aTOpPBACTaTUHY 3 IepoOpalbHUMM KOHTpallelITUBaMuU
MIPHU3BOAMIIO OO ITiABUINEHHS KOHIIEHTPAIlil HOPETUCTEPOHY Ta €THUHIIeCTPagiony B
maa3mi Kpogi. Lli migBuIitieHHs ciim 6paTu g0 yBaru npu BuOOpi mepopaibHOTO
KOHTpPALIEIITUBY OJIA XKIHKHU, IKa IIPUMMaE aTopBaCcTaTUH.



BapgapuH

B kiHiYHOMY OOCHIOXKEHH] Yy Nalli€HTIiB, Kl IIPOXOOUIN JOBrOTPUBAJIe JIIKyBaHHSI
BapdapuHOM, OgHOYACHE 3acTocyBaHHsA 80 MI aToOpBacTaTHUHY IIOJEHHO 3
BapdapruHOM ITPU3BOOMIIO IO HEBEJIUKOTO 3MeHIleHH (01u3bK0o 1,7 cCeKyHOu)

MTPOTPOMOIHOBOTO Yacy ITPOTSATOM Mepiux 4 OHiB Teparii, ogHaK Ie# MOKa3HUK

IIOBEPTABCs OO HOPMH IIPOTATOM HACTYITHUX 15 gHiB HiKYBaHHH aTOPBACTATHUHOM.

Xo4a IOBIiTOMIISIJIOCS JIUIIE IIPO OyKe PiOKICHI BUMIagKU KJIIHIYHO 3HaYyIIuX

aHTUKOATYyJISHTHUX B3a€EMO/iH, IePIl HiXK IIoYaTH Tepallilo aTopBacCTaTUHOM,

naiieHTaM, sIKi IpUUMalTh aHTUKOATry/IsIHTA KyMapuHY Ta JOCUTH YaCTO Ha IIOYaTKy

Teparil HeoOXigHO BU3HAYUTH ITPOTPOMOIHOBUY Yac AJid MiATBePAXKEHHS BilCYTHOCTI

CYTT€EBOI 3MiHM ITOKa3HUKA. K TiMbKU CTabinbHUM IPOTPOMOiIHOBUM Yac 0yJio

3a(I)iKCOBaHO, IIOKa3HUK MO2KHad KOHTPOJIIOBATH 3 iHTepBaHaMI/I, sIKi 3a3BUYau

PEKOMEHOYIOThCA [OJI Malli€HTiB, 10 IPUUMaOTh aHTUKOATYJISHTU KyMapuHy. Y pa3si
MIPUIINHEHHS Teparlil abo 3MiHU 031 aTOPBACTAaTUHY OaHy IIPOIenypy Ciif

IIOBTOPIOBATH. Y MAIli€HTIB, IKi He IIpUMaJIi aHTUKOAryJIsSsHTH, Tepalis

aTopBacTaTHHOM He OyJia IOB’si3aHa 3 KPOBOTe4YO0I0 abo 3i 3MiHaM¥u ITPOTPOMOiIHOBOT O

Jacy.

Tabnuus 1. Bonus mikapchbKux 3aco0iB, Ki MpuiMaloTh OOHOYACHO, Ha

dbapmMaKOKiHETUKY aTOPBaCTaTUHY

OgHOYAaCHO
. ATOopBacTarvH
3aCTOCOBYBaHi
IpenapaTr Ta CuniBBigHOIIEeHHSA Knainiuni
Ho3a (Mmr)
pexXuM TO3yBaHHS AUC 1 peKoMeHganil 2
UKJIOCIIOPHUH 5,2
1 P 10 mr 1 pa3 Ha moOy AKmo ogHOYacHe
MT/KT/mo0y, _ 8,7
. BOPOOOBXK 28 OHIB BBEI€eHHS
ctabibHa mo3a
aTOpBaCTaTUHY
Tunpanasip 500 mr HeoOXxigHe, mo3a He
2 pa3u Ha go0y/ 40 mr 1 pa3 Ha JIeHb, TTOBUHHA
putoHasip 200 mr 2 |10 Mr pa3oBa mo3a (9,4 nepesuinyBatu 10
pa3u Ha moOy, 8 mHiB [BripogoBxk 20 mHiB MT IIIOOHSI.
(314 mo 21 meHn) PekomeHny€eTECA
. KITiHIYHUHA

Temnanpesip 750 Mr .

: MOHITOPHUHT CTaH
KOXHi 8 roguH, 10 |20 mr pa3oBa go3a (9,4 p y

IHIB

IIAIlIE€HTIB.




Axnio omHOYAacHe

Jlominagip 400 mr 2 BBEMIEHHS1

pa3u Ha J00y/ 40 wr 1 pas ma 706y aTOprﬂlCTaTHHY

putonasip 100 mr 2 , 5,9 HeoOXinHe,

pas3u Ha no0y, 14 BHPOROBX 4 AHID PEKOMEHyETbCA

[IHIB 3MEHIIUTH
MiATpUMYyBasbHi
OO3U aTOpBaCTaTUHY.
ITpu po3yBaHHI
noHapn 20 Mr

Knaputpowminus 500 80 mr 1 pas Ha 106y PEKOMEHYEThCS

Ml".2 pa3u Ha goody, 9 BIPOKIOBHK 8 JHiB 4,5 IPOBOIUTH

AHIB KITiHIYHUH
MOHITOPUHT CTaHy
IIAIll€HTIB.

Caksinasip 400 Mmr 2

pa3u Ha moby/

putoHaBip 300 mr 2 Ax1uo omHOUYacHe

pa3u Ha moby 5-7 BBEOEHHS

OHIB, Ha 8 OeHb 40 mr 1 pa3 Ha moby 39 aTopBacCTaTUHY

30iTbIIUTY A03y A0 |BIIPOAOBXK 4 OHIB ’ HeoOXifgHe,

400 mr, 4-18 nHiB, PEKOMEHOYETHCS

yepe3 30 xB micns 3MEHIIUTHU

IIPUUOMY HigTPUMYyBaJIbHI

aTopBacTaTUHY OO3U aTOpBaCTaTUHY.

HapyHrasip 300 Mr 2 Hpu RosyBar
noHap 40

pa3u Ha moby/ 10 mr 1 pa3 Ha moby 34

putoHasip 100 Mr 2 |BpomoBx 4 fHiB ' MI' PEKOMEHIYETHCS

pa3u Ha 700y, 9 JHiB IPOBOIUTH
KJIIHIYHUU
MOHITOPUHT CTaHy

ITpakoHazon 200 Mr . .

40 mr pa3oBa go3a |3,3 MTaIl€HTIB.

1 pa3 Ha moby, 4 oHi




®ocamrmpeHasip 700
MT 2 pa3u Ha Jooy/

10 mr 1 pa3 Ha moby

putoHaBip 100 mr 2 X 2,5
BIPOOOBXK 4 OHIB
pa3u Ha moby, 14
OHIB
docamiipeHasip
10 mr 1 pa3 Ha goOy
1400 mr 2 pa3u Ha , 2,3
i BIPOOOBXK 4 OHIB
no0y, 14 mHiB
Hendinasip 1250 mr Cneuundigyaux
10 mr 1 pa3 Ha moby o
2 pa3u Ha noOy, 14 ] 1,74 peKoMeHaallin
. BIOPOOOBXK 28 OHIB
OHiB HeMae.
OpgHOYaCHUU
MIPUNOM BEJIUKUX
['petinipyTOBUL KiTbKOCTEU
cik3 240 mn 1 pa3 Ha|40 mr pa3oBa go3a (1,37 rpeundpyToBOro
no0y COKY Ta
aTopBaCTaTHUHY HeE
PEKOMEHOYETHCH.
ITicnsa iHiIIIOBaHHS
abo KopuryBaHHS
. IO3U OUuITiadeMy
HOunrtiazeMm 240 mr 1 .
€KOMEHIOBaHUM
pa3 Ha moby, 28 40 mr pa3oBa go3a |1,51 p. ) .
. BiATIOBimHUU
OHIB . .
KIIHIYHUU
MOHITOPHUHI CTaHY
TaIll€HTIB.
PekomeHnnyeThCS
3HU3UTHU
Eputpowminus 500 MaKCHUMaJIbHY H03Yy
Mr 4 pa3u Ha mo0y, 7|10 Mr pa3oBa mo3a |1,33 Ta IIPOBOOUTH
IOHIB KJIIHIYHUU
MOHITOPUHT CTaHy
IIAIll€EHTIB
) Crnenudiuamx
Amnopurig 10 mr, -
80 mr pa3zosa mo3a (1,18 peKoMeHaIin

Ppa30Ba O03a

HEeMae.




Humetunmua 300 Mr

10 mr 1 pa3 Ha moby

Crenudiuamx

4 pa3wu Ha gooby, 2 ! peKoMeHmallin
. BIIPOOOBXK 2 TUXKHIB
TUXKHI HeMae.
Konectunon 10 r 2 |40 mr 1 pa3 Ha mo0y Crneuudiyanx
pa3u Ha moby, 28 BIIPOOOBXK 28 0,74 PeKoOMeHaalin
TH2KHIB THUKHIB HeMae.
Cycnensisa
QHTAIIUTHOT O
npemnapary>d, 110 Crnenudivyamx
i . 10 mr 1 pa3 Ha moby .
MIiCTUTL MarHiu Ta ) 0,66 pPeKoOMeHaalIin
o . BIOPOOOBXK 15 OHIB
aJTIOMiHiIO TiTpoKCHu HeMae.
30 mi1 4 pa3u Ha
no6y, 17 oHiB
Edasipens3 600 mr 1 Crnenudiuamx
10 Mr BOpomoBxK 3 L
pa3 Ha moby, 14 _ 0,59 peKoMeHmallin
. IOHIiB
OHIiB HeMae.
Pudamnin 600 mr 1 .
. Crnenudiunamx
pa3 Ha moby, 7 mHiB .
40 mr pa3oBa go3a (1,12 peKoMeHaIin
(Ipm omHOYaCHOMY
. HeMae.
BBEJJEHHI)
Pudamnin 600 mr 1 Crnenudivyamx
pa3 Ha moOy, 5 guiB |40 Mr pa3oBa mo3a |0,20 PeKoOMeHaalIin
(okpemMuMu gO03aMu) HeMae.
C'em@diobpo3un 600 mr Crnenudiuamx
2 pa3u Ha no0y, 7 40 mr pa3oBa go3a |1,35 peKoMeHaalIliu
IOHIB HeMae.
®enodidbpaTt 160 Mr Crnenudiuamx
1 pa3 Ha moby, 7 40 mr pa3oBa go3a (1,03 pPeKoOMeHaalin
IHIB HeMae.




Bonenpesip 800 mr
3 pa3u Ha mo0y, 7
IHIB

40 Mr pa3oBa [03a

2,3

Crenudiuamx
PeKoOMeHaalin
HeMae.

1 IToka3HUK CITiBBigHOIIIEHHS MiX BUNaOKaM{ 3aCTOCyBaHHS KoMmOiHallil mpenaparis 3

aTOPBAaCTAaTHHOM Ta MOHOTEpPAIlil aTOPBaCTaTHHOM.

2 s oTpuMaHHS iHpOpPMAalil PO KIiHIYHY 3HAYYIIICTh OUB. PO3ainu «OcoOIHUBOCTI

3aCTOCyBaHHs» Ta «B3aeMofisa 3 iHIIMMU TiKapChbKUMH 3aco0aMU Ta iHIIM BUOH B3aEMOMiN».

3 Mictuth omuH ab0 OeKinbKa KOMIIOHEHTIB, 1110 iHribyioTs CYP3 A4, i MOXYTh 30iIbIIUTH

KOHIIEHTpAallilo TiKapChKHUX 3ac00iB B mia3Mi KpoBi. BxxupauHst omHiei 240 M CKIISTHKY T'PeUII(pPyTOBOTO
COKY TaKOXK ITpHU3BeJIo mo 3HuxKeHHs Ha 20,4 % AUC akKTHBHOTO OPTOTimpoKkcu MeTabosiTy. Benuka

KUTBKiCTh TpedndpyToBOro coky (monap 1,2 m Ha moby mpoTsirom 5 mHiB) 30inbiryBama AUC
aTopBactaTuHy B 2,5 pa3u ta AUC aktuBHuX iHri6iTopiB 'MK-KoA-pegykTasu (aTopBacTaTUHY Ta

meTaborriTiB) B 1,3 pa3za.

4 ITooguHOKMY 3pa30K, B3ATHUMN Yyepe3d 8-16 rop micinsa npuiioMy A03HU Ipemnapary.

5 CynpoBOOXKY€ETHCSA 3HUKEHHSIM KOHIIEeHTpallil aTopBacTaTUHY y Ij1a3Mi KpoBi mpubnusno Ha 35 %

asie IIpYU UbOMY TiNOMiNigeMiyHa i aTopBacTaTUHY He 3MiHIOBAsach.

Tabnuis 2. Brimue aTopBacTaTUHY Ha (papMaKOKiHETUKY JTiKapChKUX 3aco0iB, sIKi

IpUUMalTh OGHOYACHO

OOHOYACHO 3aCTOCOBYBAHHH JIIKaPChKHH 3acCi0 Ta pexumM

OO03YBaHHS
ATopBacTraruH . ..
ITpennapar/mo3a CuiBBigHOIIEeHHSA Kniniuni
(mr) AUC1 peKoMeHJaIrii
. Crneundivyanx
80 mr 1 pa3 Ha o0y |[AuTunipus, 600 mr 1 .
. - peKoMeHaalin
BIIPOMOBXK 15 mHiB  [pa3 Ha moby
HeMae.
PekomeHnyeThCS
MIPOBOOUTHU
80 mr 1 pa3 Ha goby |[urokcun 0,25 mr 1 o .
1.15 KITiHIYHUA

BOpomoBxkK 10 mHIB

pa3 Ha moby, 20 gHiB

MOHiTOpI/IHl" CTaHy

TIAIli€HTIB.




[TepopanbHi
KOHTpalenTusu 1
pa3 Ha moby, 2

. . Cneuudigyaumx
40 mr 1 pa3 Ha go0Oy |MICALL 1.28 ('b .
. peKoMeHaalin
BIIPOLOBXK 22 OHIB 1.19
- HOpeTucTepoH 1 mr|!- HeMae.
- eTUHIIecTpangion
35 MKT
Cneuundigyaux
80 mr 1 pa3 Ha gobOy |[PeHazon 600 Mr .
) 1.03 peKoMeHauin
BIIPOOOBXK 15 gHIB |0ogHOpa3o0Ba mo3a 3
HeMae.
Tunpanasip 500 Mr .
Crnenudivyamx

2 pa3u Ha mo0
10 Mr 1 pa3 Ha goby P ) Aoby/ 1.08 peKoMeHaallii
putoHasBip 200 mr 2

] HeMae.
pa3u Ha moby, 7 mHiB
docaMIipeHasBip Crnenudivyamx
10 mr 1 pa3 Ha gobOy .
. 1400 mr 2 pasu Ha |0.73 pPeKoOMeHmalin
BIIPOOOBXK 4 OHIB .
mo6y, 14 gHiB HeMae.
®ocamnpenasip 700
MT 2 pa3u Ha gody Cneuudigyaux
10 mr 1 pa3 Ha moby _ N
. /putoHasip 100 mr 2 |0.99 pPeKoOMeHaalIin
BIPOOOBXK 4 OHIB
pa3u Ha goody, 14 HeMae.

IOHIiB

1 Tloka3HUK CIIiBBiIHOIIIEHHS MiX BUIIagKaMM 3aCTOCYBaHHs KOMOiHallii mpemapariB 3
aTOpPBACTAaTUHOM Ta MOHOTEepalil aTOpBaCTaTUHOM.

2 aTopBacTaTUH He BIUIMBA€ Ha PapMaKOKiHETUKY aHTUNiIPUHY, B3aEMOil 3 iHIMUMU TiKapChKUMU
3acobamy, 1110 MeTaboJTi3yI0THCS 3a JOIIOMOT0I0 TUX CaMUX i30MiYHUX IIUTOXPOMIB, HE OUiKYIOThCH.

3 Ilpu ogHOYaCHOMY 3aCTOCYBaHHI [AEKiJTbKOX 03 aTOpPBacTaTUHY Ta (peHa30HYy 3MiHU KIIipeHCYy
¢deHa3oHy He3HauHi ab0 He BUSBIIEHI.

Oco00/1UBOCTi 3aCTOCYBaHHSA

ITopyweHHAa pyHKUIT neviHKu

[Tepen TyM K PO3MOYUHATHU TEpPAIlilo IperapaToM, PEKOMEHOYEThCSI OTPpUMaTU
pe3ybTaTU aHalli3iB 1040 BU3HAUYEHHS MOKa3HUKIB (P)ePMEHTIB IEeYiHKMU Ta
IIPOBOOUTY aHAaJII3U IIEPIOOUYHO ITiCIA 1IBOTro. IlalieHTaM, y SKUX BUHUKAIOTh
CUMIITOMH, IIIO CBilYaTh IIPO YpaxKeHHs MediHKM, MTOTPiOHO TPOBOAUTH aHaJIi3 QYyHKIII



nevinku. [lamienTaMm, y SKUX MiABUIIYETHCSA PiBEHb TpaHCaMiHa3, CJIi KOHTPOJIIOBATU
dyHKIIi]l TeuiHKu OOTHU, JOKU aHOMaJIil He OyayTh yCyHeHi. AKIo BinOyBaeThCs CTiliKe
ITiIBUIIIEHHS PiBHIB CUPOBAaTKOBUX TPaHCaMiHa3 Yy CUPOBATIIi KPoBi B 3 uu OinbIlle pa3u
BiZl BepXHbOI MeKi HopMasnbHOTrO miana3oHy (ULN), peKOMeHOYETbCSA MPUITUHUTHU
JIIKyBaHHS ITpemnapaToM (OuB. po3min «[1o0iuHi peakirii»).

ATopBacTaTuH ciin 3 00epexkKHICTIO MPpU3HaYaTH IalliEHTaM, SIKi 37T0OBXKUBAIOTh
ajKkorojieM Ta/ab0 MaloTh B aHaMHe3i 3aXBOPIOBaHHS ITEYiHKU.

3anobi2zaHHA IHCYAbMY WAAXOM PI3K020 3HUMNCEeHHA pieHie xosiecmepuHy (SPARCL)

[ToBimoMIsANIOCS, III0 IIPU HiC/IsO0IIepalliiHOMY aHalli3i OiATUIIB IHCYJIbTYy Y IAlllE€HTIB
0e3 imemiuHo1 xBopobu cepiis (IXC) 3 HelllogaBHO TepeHeCeHUM iHCYyIbTOM abo
TPaH3UTOPHOIO ileMiyHO0 aTakoio (TTA) cmocTepiraBcs OinbIll BUCOKHUM PiBEHDb
reMoparigyHoro iHCyJbTy IIpU IPUKUOMI aTopBacTaTuHy y 0o3i 80 Mr B ITOPiBHAHHI 3
rpymnozo mnane6o. I[MigBunieHuit pu3uk OyB 0cCOOMIMBO Big3HaYeHUH Yy Malli€HTIB i3
IornepenHiM reMopariyHuM iHCY/IbTOM ab0 JTakKyHapHUM iH(papKTOM ITifg yac
BKJIIOUYEHHSA y OOCIiAXKeHHd. [[719 nalieHTiB 3 IolepeaHiM reMopariydimuM iHCYJIbTOM
abo makyHapHUM iH(papKTOoM OajlaHC PU3UKY Ta IlepeBar Ipu IIPUIoMi aTopBacCTaTUHY
y mo3i 80 MT He BU3HA4YE€HUM, TOMY IIepel IT0YaTKOM IiKyBaHHS HEOOXigHO peTembHO
IIpoaHai3yBaTy MNOTEHIIMHUY PU3UK I'eMOPariyHoro iHCyIbTy.

CkesnemHi m’sa3u

ATopBacTaTtuH, §K i inmri inriditopu 'MK-KoA-penyKkTasu, B OKpeMHUX BUIIaJKaX MOXKe
BIIJIUBATU Ha CKeJIETHY MYCKYJIaTypy 1 COPUYMHUTU MiaJirito, MiO3UT Ta MionaTiio, AKi
MOXKYTh IPOrpecyBaTHy OO PabooMioTi3y - MOTEHIINHO HeOEe3MeYHOT0 AT XKUTTS
CTaHy, 110 XapaKTepU3yEeThCS IOMITHO IIiABUIIIEHUM BMiCTOM KpeaTuHKiHa3u (KK) (>
10 pasiB Bullle 3a HOPMY), Mioro0iHeMi€l0 Ta MioryI00iHypi€t0, IKi MOXKYTh IIPU3BECTHU
0O HUPKOBOl HEOOCTATHOCTI. ICHYIOTH Ay2Ke PiAKiCHI IOBIJOMJIEHHS IIPO iIMyHHY
ormocepegKoBaHy HeKpoTU4HY Miomnartito (IMHM) mig yac abo micis miKyBaHHS
nesakuMu ctaTuHaMu. IMHM KiiHIYHO XapaKTepU3yeEThCA CTIMKOIO IIPOKCUMAaJIbHOIO
M’5I30BOIO CJIa0KiCTIO Ta IIiOBUIIIEHWM BMiCTOM KpeaTHHKiIHA3M B CUPOBATIII KPOBi, II10
30epiraioThbCsl He3BaXKal04YU Ha MPUNUHEHHS JTiKyBaHHS CTaTUHAMU.

Ilo nouamky AiKy8aHHA

ATopBacTaTuH cJig 3 00epexXHiCTI0O MprU3HaYaTU NalliEHTaM 3i CXUJIbHICTIO [0
PO3BUTKY pabmomiostidy. [Io mo4yaTKy JTiKyBaHHS CTaTUHAMHU Y IAIli€HTiB, CXUIbHUX [0
PO3BUTKY pabaomiostidy, ciig Bu3HadaTu piBeHb KK mipu:

e IOpPYIIEHHI (QYHKIIl HUPOK;
e TimOyHKIIil M TOBUOHOI 3aJ103H;
e CIIQJIKOBUX PO3JIafiaX M’ sI30BOl CUCTEMH y CiMelitHOMY ab0 0COOMCTOMY aHaMHe3i;



e IepeHeCeHUX Y MUHYJIOMY BUNAKaX TOKCUYHOTO BIJIMBY CTAaTHHIB abo ¢iOpaTiB
Ha M’s3u;

e IEpEeHEeCEeHUX Y MUHYJIOMY 3aXBOPIOBAHHSIX MEeYiHKU Ta/ab0 37I0BXKUBaHHI
aJIKOT 0JIEM;

[Tpu nmiKyBaHHI MAIli€HTIB NiTHLOTO BiKy (0inbire 70 poKiB) HEOOXiTHICTh IPOBEOEHHS
O3Ha4YeHMX 3aXO[iB CJIif OIiHIOBATH 3 ypaXyBaHHSIM HasIBHOCTI iHIINX (haKTOpPiB
CXUMJIBHOCTI OO0 PO3BUTKY pabmomiosnizy.

[TigBuIlleHHi piBHA IIpelaparTy y IJIa3Mi KPOBi MOXKJIMBE, 30KpeMa, y pa3i B3aeMofil
(muB. po3min «B3aeMomis 3 iHIIMMU JTiKapChbKUMHU 3acoO0aMM Ta iHIITL BUAM B3aEMOJIiN»)
Ta 3aCTOCYBaHHS 0COOIMBUM I'pyliaM MAalli€EHTIB, Y TOMY YUCJIi MallieHTaM 3i
CIIaIKOBUMU XBopoOaMu (OuB. po3min «PapMaKoOKiHETUKa».)

Y Takux BUNlajKax peKOMEeHAOBaHO OLIIHIOBATH CIIiBBiHHOIIEHHS PU3HUKIB Ta MOXKJIUBOI1
KOPUCTI Bif JIIKyBaHHSA Ta IIPOBOOUTU KJIIHIYHUY MOHITOPUHT CTaHy IIAlli€HTIB.

K10 mo rmovaTky nikyBaHHS piBeHb KK 3HauHO migBuitieHu (nmepesuiilye BMH 6inbi
HiXK y 5 pa3siB), JTiKyBaHHS IIOYUHATHU He CIIif.

Bumiprwo8aHHA piBHA KpeamuHKIHAa3u

PiBens KK He ciig BU3Ha4aTH Mmiciis iHTEHCUBHUX (Pi3MYHUX HaBaHTaXKeHb abo 3a
HaSsIBHOCTI OyIb-IKUX MOXKJIMBUX aJbT€PHATUBHUX ITPUYUH MimBuIeHHs piBHsa KK,
OCKIiJIbKHM 11e MOXKe YCKJIaOHUTU 00pOoOIeHHs pe3ynbTaTiB. fAKINO Ha BUXiTHOMY PiBHi
crocTtepiraeTbcs 3HauyHe nigBuItieHHs KK (mepeBulnentss BMH 6inbit HixK y 5 pasiBs),
TO Yyepe3 5-7 OHiB He0OXimHO MPOBECTU ITOBTOPHE BU3HAYEHHS [OJIS IIiATBEPAKEHHS
pe3ybTarTy.

ITi0 yac niKkyeaHHs

e TTaIieHTH MOBUHHI 3HATHU ITPO HEOOXIAHICTH HETAWHO MOBIiHOMIISITU PO PO3BUTOK
601110 Y M’s13aX, CyIOM 4M CJ1aOKOCTi, 0COOTMBO KOJIM BOHU CYITPOBOAXKYIOTHCSI
He3[OyKaHHSM a00 rapsykolo.

e YV pasi mosiBM 1IMX CUMIITOMIB IIif Yac JIiKyBaHHS aTOpBacTaTMHOM HeOOXigHO
Bu3HauuTu piBeHb KK y 11iboro namnieHrta. Axkio pisers KK 3Ha4YHO OigBUIlleHUNA
(mepeBuirye BMH 6inbIin Hi2K v 5 pa3iB), MiKyBaHHS CIIiJ IPUIIUHUTH.

e [TOLINIBHICTh IPUIIMHEHHS JIIKyBaHHS CJIif] TAKOXK PO3IJISHYTH, SKIIO HiABUILIEHHS
piBHsa KK He csirae n’siITUKpPATHOTO nepeBullienHss BMH, ane cuMmnroMu 3 60Ky
M’s13iB MalOTh TSKKHHM XapaKTep Ta MIOJEHHO CTAal0Th IPUYMHOK HEMPUEMHUX
BIOYYTTiB.

e ITicis 3HUKHEHHS CUMITOMIB Ta HoOpMasilamnil piBHAg KK MoxKHa pPO3TrISaHYTH
MOZKJIMBICTH BiJHOBJIEHHS JIIKyBaHHS aTOPBaCTaTHHOM YU IIOYATKY JIiIKyBaHHS
aJIbTEPHATUBHUM CTAaTHHOM 3@ YMOBH 3aCTOCYBaHHS MiHiMaIbHOI MOXKJ/IMBOI 03U



pemnapaTy Ta PeTeJIbHOI0 Harjaay 3a CTaHOM Ialli€eHTa.

e JIikyBaHHSI aTOPBAaCTaTMHOM HEOOXiMTHO IPUIIMHUTHU, SIKIIIO CIIOCTEPIraeThCs
KiIiHiuHO 3Hauyle nigpuilieHHs piBHS KK (nmepesunienHss BMH 6inbin Hik y 10
pa3siB) abo y pa3i BCTaHOBIEHHS OiarHOo3y pabmoMioni3dy (abo mimo3pu Ha
PO3BUTOK pabmoMiortizy).

O0HoYacHe 3acmocyB8dHHs 3 IHWUMU AiKapCbKUMU npenapamamu

Pu3uk po3BUTKY paboomionisy MigBUIIYETHCS IPU OQHOYACHOMY 3aCTOCYBaHHI
aTOpPBACTATHUHY 3 HeSIKMMM JIiIKapChbKUMMU IIpernapaTaMi, 1110 MOXKYTh 30iIbIITUTH
KOHIIEHTpAallil0o aTopBaCTaTUHY B IJIa3Mi KpoBi. [IpuKiagaMu Takux IpemnapariB €
notyxkHi iHri6iTopu CYP3A4 41 TpaHCMOPTHUX OiJNIKiB: IIMKJIOCIIOPUH, TEIiTPOMIIIHH,
KJIaPUTPOMIILIUH, OeJlaBipguH, CTUPUIEHTOJI, KETOKOHA30JI, BOPUKOHA30II,
iTpaKoHa30J1, T0CaKOHAa30J - Ta iHribiTopu nmporteas BIJI, y ToMy 4uCIi pUTOHABIpP,
JIONiHaBip, aTa3aHaBip, iIHAWHABIP, JapyHasBip Tollo. [Ipu ogHOYaCHOMY 3aCTOCYBaHHI
3 remdpibpo3unom Ta iHIMMMU MoXigHUMU (HiOPOBOI KUCIOTU, EPUTPOMILITHOM,
HiallMHOM Ta e3eTUMiOOM TAaKOK 3POCTAa€ PU3UK BUHUKHEHHS MiomaTii. AKImo
MO2ZKJIMBO, CJIi 3aCTOCOBYBAaTH iHIII JIIKAPCHKIi IIperapaTHu (110 He B3aEMOMIIOTH 3
aTopBaCTaTUHOM) 3aMiCTh BUIIe3raJaHUX.

AK110 HEOOXITHO IPOBOOUTH OOHOYACHE IiKyBaHHS aTOPBAaCTaTUHOM Ta 3rajJlaHUMU
npenapaTaMu, CJi[ PeTeJIbHO 3BaXXUTHU KOPUCTh Ta PU3UKU 1X OGHOYACHOTO
3aCTOCyBaHHSA. fKIIO NAllilEHTU IIPUKUMAIOTh JIIKapChKi IIpenapaTy, 110 IIigBUIIYIOTh
KOHIIEHTPAllil0 aTOpBaCTaTUHY B IJIa3Mi KPOBI, pEKOMEHOYETHCA 3HUKYBATU O3y
aTopBacTaTUHY OO0 MiHiManbHOI. KpiM TOrO, ¥ pa3i 3acToCcyBaHHS MOTYXKHUX
inribiTopiB CYP3A4 cig po3rnassHyTH MOXKJIMBICTh 3aCTOCYBAHHS MEHIIIOI IT0YaTKOBOI
IO3U aTOpBaCTaTUHY Ta IPOBOOUTY HAJIEXKHUU KITIHIYHUU MOHITOPUHT CTaHy LIUX
MaIieHTiB (OUB. POo3din «B3aeMomis 3 iHIIMMH JTIKAPCLKUMH 3aco0aMH Ta iHIIN BHUOU
B3a€EMOMIN»).

ATOpBacTaTUH He CJIiJI 3aCTOCOBYBATH pa30M i3 CUCTEMHUMU IIpellapaTaMu
py3upgrHOBOI KUCIOTU ab0 IPOTATOM 7 OHIB ITiCIA NPUNIMHEHHS JIIKYBaHHS
py3uguHOBOIO KUCIOTOM. [lalieHTaM, O SKUX JiKyBaHHS (Py3UOUHOBOIO KHUCIIOTO
BBazKa€ThCS BaXKJIMBUM, Tepallilo CTaTUHaMU NOTPIOHO IPUIIMHUTH IIPOTATOM BCHOTO
nepiofay JIiKyBaHHS (py3UOUHOBOIO KUCJIOTOIO0. [ToBigomIisiiocs mpo pabmoMiosni3
(BKJIIOUAIO4YM OesKi leTalbHi BUIQAKHU) V IIAlli€HTIB, IKi OMHOYaCHO OTPUMYyBalu
(py3uOMHOBY KHUCJIOTY Ta CTaTUHU (OUB. PO3Aia «B3aeMofisa 3 iHIIMMU JIIKAPCHKUMU
3acobaMu Ta iHIIII BUOU B3aeMOAili»). [lallieHTaM CIig HeraliHO 3BEPHYTHUCS [0 JIiKaps
ITPpY BUHMKHEHHI 03HaK M’s130B01 CJ1abKOCTi, 601110 a00 Yy TIUBOCTI.

Teparito cTaTiHaMU MOKHA BiTHOBUTHU 4Yepe3 7 OHIB ITIiCJIA IPUNOMY OCTaHHBOI JO3U
(py3uorHOBOL KUCJIOTH.



Y BUHSATKOBUX BUIIAJKaX, KOJIU HeoOXigHa TpuBaja Tepanis Gpy3uauHOBOIO KHCJIOTOIO,
HaOpUKam, OIS JIIKyBaHHS TSIKKHUX iHQEKIIil, MOXKINBICTh OQHOYACHOT' O
3aCTOCyBaHHS aTOpBacTaTUHY Ta Qy3UOUHOBOI KUCJIOTHU CJIiT PO3TIIAaTh ¥ KOXKHOMY
KOHKPETHOMY BUIAAKYy Ta IIPOBOOUTH IIiJ MOCTIMHUM MEOUYHUM HarJIsgoM.

IHmepcmuujiasvHe 3aX80PHOBAHHS /1€2€Hb

Y pa3si 3acTocyBaHHS OeSIKUX CTaTUHIB ITOBIMOMIISIIOCS IIPO BUHSATKOBI BUMIAOKKU
iHTepCTULIiaTbHOT 0 3aXBOPIOBAHHSA JIET€Hb, 0COOIUBO IIPU JOBTOTPUBAJIOMY JIiKyBaHHI
(muB. po3min «ITobiuHi peakiiii»). OcOOIMBOCTI IPOSIBY MOXKYTh BKJIIOYATU AUCIHOE,
CyXHUH KallleJIb Ta HNOTIpPIIeHHS 3arajbHOTr0 CTaHy 3[0POB’d (BTOMa, BTpaTa MacH Tijia
Ta OigBUIIEHHS TeMIepaTypu). AKIIo € nigo3pa, 10 y IallieHTa PO3BUBAETHCS
iHTepCcTHUlliaJIbHE 3aXBOPIOBAHHS JIeT€Hb, JTiIKyBaHHS CTaTUHOM HEOOXigHO MPUINHUTH.

Llykposulti diabem

Ieski gaHi cBim4YaTh IIPO Te, 110 CTaTHUHM SK KJlac HigBUINYIOTh piBeHb HbAlc Ta
TJIIOKO3U Y CUPOBATLl KPOBI1 1 Y OesIKUX Malll€HTiB 3 BUCOKUM PU3UKOM BUHUKHEHHS
miabeTy MOXKYTb COIPUYNHATH TaKUU pPiBeHb TinepriikeMii, Ipu SKOMY DOPEYHUM €
BigmoBigHe nikyBaHHSA miabeTy. OOHaK Iiell PU3UK IepeBaXyeThCI 3HUKEHHAM
CYOVWHHOT'O PU3UKY BHACJIIAOK 3aCTOCYBaHHS CTATUHIB i TOMY He € IIiICTaBOIO OJisd
MIPUIMTMHEHHS JTiKyBaHHS CTaTUHaMMU. 3TiIHO 3 AepKaBHUMHU CTaHOapTaMH, ITIOTPiOHO
ITPOBOAUTH KIIiHIYHMYN Ta 6i0XiMiYHUY MOHITOPUHT MAIliEHTIB rpynu pU3UKY (PiBeHb
TJIIOKO3U HaTIle Bifg 5,6 1o 6,9 Monw/i, iHgekc Macu Tina > 30 Kr/M2, migBUIIIEeHUNR
PiBEeHb TPUTIIILIEPULIIB, TiIEePTEH3is).

IIonomidCHI pedyo8uHU

Ilo cknapy nmpenapaTy BXOOUTH JIaKTO3a, TOMY ITalliEHTaM 3 YPOOKeHOIO
HEeIlepeHOCUMICTIO rajlakTO3H, CUHIPOMOM MaJibabCcopOilil I/II0KO3HU Ta rajlakTo3H,
HeOOoCTaTHICTIO JlJaKTa3u Jlanma He CJIig 10ro 3aCTOCOBYBaTH.

3maTHiCTh BIUIMBATH HA IMBHIKICTH peakiIlili mpu KepyBaHHI aBTOTPAHCIIOPTOM
a0o0 iHIMUMH MexaHi3MaMu

HeMmae moBimoMyieHb IIPO BIIJIMB aTOPBaCTaTUHY Ha 3[aTHICTh KepyBaTu aBTOMOOineM i
BHKOPUCTOBYBATHU TEXHiIYHI IpUCTpPOIi. AJle i 4ac 3aCTOCYBaHHS ITpelaparTy AeskKi
alieHTU MOXKYTh BilUuyBaTH 3allaMOPOYEHHSA Ta cygqoMu M’ 431B. ToMy Imif yac
JIIKyBaHHS CiIif OyTu 00epekHUMHU IPU KepyBaHHI aBTOTPaHCIIOPTOM abo poboTi 3
IHIIMMU MeXaHi3MaMu.

3acTocyBaHHs y nepioa BaritTHocTi ad0 rogyBaHHS Ipyaaio



2KiHKU penpo0yKmueHO020 8iKY

ITig yac jiKyBaHHSA XXKiHKaM PENpPOOyKTUBHOTO BiKY CJIiJl 3aCTOCOBYBATU HaJjleXKHi
3acobu KoHTpalerilil (IuB. po3min «IIpoTunnokalanHssa»). AKIIO IIig Yyac TiKyBaHHS
aTOpBaCTAaTUHOM IIalliEHTKA BUPIIINTD 3aBariTHITH, BOHA MOBMHHA NPUNNHUTU IPUNOM
Impelapary He ITi3Hillle HiXK 3a MiCcsIlb 10 HaCTaHHS 3aljlaHOBaHOI BariTHOCTI.

BaeimHicmb

ATopuc® mpoTUIIOKa3aHMUM Mifl Yac BariTHOCTI, OCKiJIbKM He BCTaHOBJIeHa Oe3mnekKa
IPUUOMY 1 HeMa€e KOHTPOJIbOBaAHUX OOCIIIXKEHb 3aCTOCYBaHHA aTOpPBaCTaTUHY
BariTHUM XXiHKaM. HagxoOuiu pigKicHiI moBimoMIIeHHS IIPO BPOXKEeHi aHoMaJIil micis
BHYTPIIIHbOYTPOOHOT O BIIUBY iHTibiTOpiB 'MK-K0oA-penykTa3u. [locmiaKeHHs Ha
TBapUHaX MOKa3ajii TOKCUYHUM BIJIUB Ha PENMPOAYKTUBHY (QYHKIIIO.

JIikyBaHHSI aTOPBACTAaTUHOM MOXKe 3MEHIIIUTH BHYTPITHbOYTPOOHUM PiBEHB
MeBaJIOHATY, HeoOXigHUM 115t 610CMHTE3y X0JIeCTEPUHY. ATEPOCKIIEPO3 - I1e
XPOHIYHUM NPOIIEC, a OTXKe, IlepepBa B IIPUUOMI TiNOJIiIiAeMiYHKUX IpelapariB mifg 4ac
BariTHOCTI He MOBMHHA MaTU 3HAQYHOTO BIJIUBY Ha pe3yJIbTaTH JOBIrOCTPOKOBOTO
JIIKyBaHHS IIEPBUHHOI TillepxoecTepuHEeMIl.

Tomy aTopBacTaTHH He MOBMHHI 3aCTOCOBYBATH BariTHi Ta XKiHKH, SKi MIaHyIOTh abo
MinOo3pIOI0Th BariTHICTh. JIiKyBaHHSA mpenapaToM ATOPUC® CiIif MPUIMHUTH i 4ac
BariTHOCTi abo JoKu He OyIe BCTaHOBJIEHO, 110 XKiHKa He BariTHa (OUB. pO3Mis
«[IpoTUiOKa3aHHSI»).

Ilepiod 2o0ys8aHHA 2py00r0

HeBimoMo, yu IpOHUKAE aTOPBACTAaTHUH Ta MOT0 MeTabOoJIiTH ¥ TPyOHE MOJIOKO JTIOANHMU,
OIOHAK BiOMO, I1I0 HeBeJIMKa KiJIbKiCTh aTopBacTaTHHY abo 1oro MeTaboIiTiB
OTpPAILJIS€ Y MOJIOKO IIypiB. OCKIIBKY ICHY€E IIOTEHLIIUHUYN PU3UK BUHUKHEHHS
cepuo3Hux MobivHmX ePeKTiB, XKiHKHU, 110 IPUUMAIOTh ITpenapaTt ATopuc®, mOBUHHI
NPUIIMHUTY TOOYBaHHS IPyano (AuB. po3gin «[IpoTunoka3aHHa»).

ATopBacTaTUH NIPOTUIIOKA3aHUM y IIepiof rogyBaHHS IPyAAi0 (AUB. PO3Aia
«[TpoTuUIIOKa3aHHI»).

depmusibHiCMb

[Tpu pocmigkKeHHi Ha TBapWHaX aTOpPBaCTaTUH He BIJIMBaB Ha (hePTUJIBHICTH CaMIliB UM
CaMHUIIb.

Cnocid 3acTocyBaHHsI Ta I03H

Ho3yeaHHA



ITo moyaTKy JIiKyBaHHSA IIperapaToM ATOpuUC® ciiig BU3SHAYUTHU PiBEHb
rimepxojieCcTepuHeMil Ta KOHTPOJIIOBATH OOTPHUMAaHHS BidOBimHOI mieTu, ¢pisudHi
HaBaHTaXXeHHs, 3MeHIIIeHHs MacCH Tijla y Nalll€HTIB 13 OXUPIHHAM Ta JIIKyBaHHS 1HIIIUX
OCHOBHUX MeOUYHUX ITpo0sieM mnauieHTiB. [Ipu nmpuiioMi npenapaTy ATopuc® mailieHT
[IOBUHEH JOTPUMYBATHUCS CTaHOAPTHOIL OI€TH, siKa 3HUXKY€E PiBEHb XOJIECTEPUHY.

I'inepainidemia i 3miwaHa oducainioemisn

PekoMeHOoBaHa IMOYaTKOBA [103a aTOPBACTAaTUHY CTaHOBUTL 10 Mr a6o 20 mr 1 pa3 Ha
noOy. 151 malieHTiB, sIKi MOoTpeOyI0Th 3HAYHOT0 3HUXKEHHS PiBHS X0JIeCTEPUHY
JITTHIIT (6inbim HiK Ha 45 %), Tepamiio MOXKHa po3MoYnHaTH i3 go3yBaHHsa 40 mr 1 pa3
Ha 1o0y.

[liama3oH Jo3yBaHHS JIiKapChKOro 3aco0y ctaHOBUTH Bifg 10 Mmr mo 80 mr 1 pa3 Ha
noOy. [IpemapaT MoXKHa ITpUXMaTH Pa30BOI0 03010 Y OyOb-s1Ki TOOUHYU Ta He3aJIeKHO
Bim mpuiiomy ixi. [loyaTKOBY Ta IMiATpUMYyBa/JIbHY [IO3U IpelaparTy ImigdupaioTh
IHOUBiAyasIbHO, 3as1eKHOo Bif piBHA XC JITTHII, MeTu nikyBaHHSA Ta Bigmosini. [Ticias
IMOYaTKY JIiKyBaHHS Ta/a0o ITicJjigd TUTPYBAHHS OO3M IIpenaparTy CJIif KOHTPOIIOBaTU
PiBHI mimigiB OpoTAroM 2-4 TUXKHIB Ta BiAIIOBIDHUM YMHOM BiJKOPUI'YBaTHU HO3Y.

I'emepo3uzomHa cimetliHa 2inepxosecmepuHeMia y nayieHmis 0umasAuv020 8iKy (8ikom
gid 10 0o 17 pokis)

PekomeHpoOBaHa ImoyaTKOBa A03a aTOpBacTaTUHY CTaHOBUTH 10 Mr/mo0y, 3BUYaiHUU
miama3oH O03 CTaHOBUTH Bif 10 Mr mo 20 Mr nmepopanbHo 1 pa3 Ha gody. [Jo3u
Impernapary CIif migbupaT iHOUBiOyaabHO BIITIOBIMHO 4O PEKOMEHI0BAHOI METH
JTiKyBaHHs. TepalneBTUYHa BigIOBiAb NPOSABISAETHCA IPOTATOM 2-4 TUXKHIB Ta
MiOTPUMYETBLCS i Yac HOBTOTPUBAasol Teparii. KopuryBaHHs J0O3U CIif IPOBOOUTHU 3
iHTepBasoM 4 TUXHi abo Oinblie.

I'omMo3u2o0mHa cimeliHa 2inepxosiecmepuHemMis

I[To3a aTopBacTaTUHY AJIS MAILi€EHTIB 3 TOMO3UTOTHOIO CIMENHOIO
rinmepxonecrepuHemieio ctaHoBuTh Bifg 10 mr mo 80 mMr Ha moOy (OuB. po3min
«®apmakoguHaMiKa»). ATOpBacTaTHUH CJIiff 3aCTOCOBYBaTH K OOIOBHEHHS A0 iHIITUX
rinominigemiyHmx MeTomiB nikyBaHHs (Hanmpukaazn adepes JITTHII) abo y pa3si, akiio
rinosninigeMiuyHi MeToOu JIiKyBaHHS HEOCTYIIHI.

OO0HouacHa 2inosinicemMiyHa mepanis

ATopuc® MOxKHa IIPUNMATH 3 CEKBECTPAHTaAaMU XKOBUHUX KucyoT. KombiHalriio
inrioiTopiB 'MI'-KoA-penykTa3u (cTaTuHiB) Ta ¢piOpaTiB 3arajoM Ciii 3aCTOCOBYBaTH 3
obepexHicTiO (OuB. po3ginu «OcoOIUBOCTI 3aCTOCYBaHHSA», «B3aemMopisa 3 iHITUMU
JIIKapChbKUMHU 3aco0aMu Ta iHIIM BUOM B3aEMOIiN»).



ITopyweHHs (pyHKUIlI HUDOK

3axBOpIOBaAHHS HUPOK He BIIJIMBA€ Hi Ha KOHIIEHTpAIlilo B I1Jla3Mi KPOBi, Hi Ha
3unkeHHA piBHA XC JIITHIII ipu 3acToCyBaHHI Iipenapary; OTXKe, KOPUT'YBaHHSA O03U
ImperiapaTy [AJisd NalliEHTiB 3 MOPYyLIeHHAM (YHKIII HUPOK He MOTpiOHe (OuB. po3ginu
«OcobOnMUBOCTi 3acTOoCcyBaHHA», «DapMaKOKiHETUKA»).

ITeviHkoB8a HedocmamHicmuw

ATopuc® ciif 3aCTOCOBYBaTH 3 00€PEKHICTIO MalliEeHTaM 3 MOPYIIeHHAMU QyHKIIi1
nevinku (guB. po3minu «OcoOIUBOCTI 3aCTOCYBaHHSA», «®PapMaKOKiHeTHKa»). ATOpuc®
NPOTUIIOKA3aHUH MalliEHTaM i3 3aXBOPIOBAaHHSM MEeYiHKU B rOCTPiu ¢a3i (quB. po3min
«[TpoTUIIOKa3aHHI»).

3acmocysaHHsa 8 KoMOiHAUil 3 IHWUMU AiKAPCbKUMU 3acobamu

Cninm yHUKaTH JIIKyBaHHS IIperapaToM IalliEHTIB, siKi MpUMaloTh UKJIOCIIOPUH abo
iHri6iTopu nmporteas3u BIJI (Tumpanasip + puToHaBip), abo iHrib6iTOp IMPOoTEal3u BipycCy
rematuty C (Tenanpesip). Ciin 3 o6epexkHicTiO mpu3HavaTH mailieatam 3 BIJI, m1o
IIPUNMaIOTh JIOIIiHaBip + PUTOHABIP, Ta 3aCTOCOBYBAaTH Y HAaWHUKYill HEOOXimHiN mO3i.
IIns1 malfieHTiB, 10 IPUNMAIOTh KJIapPUTPOMIIINH, iTpaKOHa30J1, abo [JIs MallieHTiB 3
BIJI, mo nmpuiiMaloTh KoMbiHallil cakBiHaBip + pUTOHABIp, HJapyHaBip + PUTOHABIp,
dbocamnpeHnasip abo pocamnpeHaBip + pUTOHABIp, TepaleBTUYHY OO3y IpelapaTry
cnig o6MexkuTu 003010 20 MT, a TaK0XK PEKOMEHAYETHCS IIPOBOOUTHY HaleXKHi KITiHiUHi
o0cTexkeHHS OJid 3a0e3medYeHHs 3aCTOCyBaHHS HaMeHII01 e()eKTUBHOL 03U
npemnapaty. [ malieHTiB, 10 MpuiMaloTh iHribiTop nmpoTtea3u BIJI HendiHasip abo
iHribiTOop mpoTeasu Bipycy renatuty C OollemnpeBip, NTiKyBaHHS IIpenapaToM CIIif
00MexkuTH 003010 70 40 MT, @ TaKOXK PEKOMEHIOYETHCS IIPOBEeAeHHS BillIOBIIHUX
KIiHIiYHUX 00CTeXKeHb OJis1 3abe3nmedYeHHsT 3aCTOCYBaHHSI HaWMeHINol e(DeKTUBHOI 103U
npenaparty (ouB. po3ginu «OcobGIMBOCTI 3aCTOCYBaHHS» Ta «B3aemomist 3 iHIMUMU
JIIKapChbKUMHU 3aco0aMu Ta iHIIi BUOM B3aEMOIiN»).

IlauieHmu AiMHbLO20 BIKY

I71s nanieHTiB BikoM nmoHapn 70 pOKiB IpU 3aCTOCYyBaHHI pEeKOMEHOOBaHUX O03
aTopBacTaTUHY eDeKTUBHICTh Ta Oe3IeKy Teparlil CiIif OliHIOBaTH 3 ypaxXyBaHHSIM
HasIBHOCTI iHIINUX (paKTOpPiB CXUJILHOCTI A0 PO3BUTKY pabmoMiosnily.

itk
I'emepo3uz2omHa cimetliHa 2inepxosaecmepuHeMis

Teparrito OiTIM MOXKYTb IIPOBOAUTHU TiJIbKU JIiKapi, SKi MalOTh OOCBI JIIKyBaHHA
rinepiinigeMil y miTel; mallieHTaM CJIiJ PETYJISIPHO IPOBOOUTU MOBTOPHUM KOHTPOJIb



OJi OLIIHKU Teparril.

s nmanierTiB BikoM Big 10 poKiB peKOMeHoBaHa II04YaTKOBa [J03a aTopBaCTaTUHY
ctaHoBuTh 10 Mr a6o 20 Mr Ha goOy. [Jo3u mpemnapary Ciin migbupaTu iHOuBigyanbHO.
KopuryBaHHS 03U CJIi IPOBOOUTHU 3 iHTepBasioM 4 THUXKHi ab0 Oisnblie.

Indopmartiis ipo 6e3mneKy AJid MalliEHTIB i€l TPyIH, sIKi OTpUMYyBalu no3u Oinbiie 20
MT, 1110 BigmoBigae npu6nu3Ho 0,5 Mr/Kr, oOMexkeHa. Y By3bKOMY KOHTPOJIOBAaHOMY
nociiaXKeHHi He OyJ10 BUSBJIEHO 3HAUYIIOTO BIJIUBY IIpelapaTy Ha picT abo cTaTeBe
N03piBaHHS XJIONIliB a0 Ha TPUBaIiCTh MEHCTPYaJIbHOTO IIUKJITY y OiBYaT (OUB. pO3minu
«ITob6iuHi peak1ii» Ta «Cmocib 3acTocyBaHHs Ta mo3u»). [iBUaT-TiAJIiTKiB CITiM
ITPOKOHCYJIbTYBATHU LIOMNO IIPUUHSITHUX METO/IB KOHTPAIEIIlil IPOTIroM mepiony
JIIKyBaHHS ITperapaToM (OUB. PO3Mil «3acTOCyBaHHS y Iepiof BariTHOCTI abo
rogyBaHHS I'PYOOI0»).

ATopBacTaTUH He IIOKa3aHUU IIPU JIIKyBaHHI ManieHTiB BikoM 10 10 pokis. [Ins
MalieHTiB 1€l rpynu OiyibI OOIiIbHOI0 MOXKe OyTH iHIlla (papMalieBTUYHA
(opma/mo3yBaHHS.

[ToBimoMiIsijiocsI IPO AOCHiAXKEHHS KITiHIiYHOl e(DeKTUBHOCTi 3aCTOCYBaHHSA
aTopBacTaTUHY B go3ax A0 80 mr/moby mpotsaroM 1 poky mailieHTaM 3 TOMO3UTOTHO0
CiMelHO0 rinepxoyiecTepuHeMi€lo, 00 TKOTo 0yJI0 BKITIOUEHO 8 MalliEeHTiB OUTSIY0TO
BiKy (OuB. po3min «['oMO3UTroTHa CiMeliHa rinepxoieCTePUHEMIsSI»).

Ilepego3yBaHHA

CnemudiyHOro NiKyBaHHS IIepefo3yBaHHSA IIpellapaToM HeMae€. Y pasi nepeno3yBaHHSA
MalieHTa CIIif JIiKkyBaT¥ CUMIITOMaTUYHO Ta 3a HEOOXiMHOCTi 3aCTOCOBYBaTH
migTpuMyBanbHi 3axonu. HeoOxigHO IpoBecTu aHasi3u GyHKIII MeYiHKu Ta
KoHTpomoBaTu piBeHb KK y cupoBaTiii KpoBi. Yepe3 BUCOKUY CTYIIIHb 3B’13yBaHHSA
npemnaparty 3 6iJIkaMu IJ1a3MHU He CJIi O4iKyBaTH 3HAQYHOTO MiIBUIIIEHHS KJIipeHCY
pernapary 3a OOIIOMOI'0I reMopiaily.

ITo6iuHi peakmii

Y 3B’4A3Ky 3 TUM, 110 KJIiHIYHI JOCIiAXKEHHS IIPOBOOATHCS B PI3HOMaHITHUX YMOBaXx,
4aCTOTY BUHUKHEHHS HeOaxkKaHUX peakllili, 10 CIIOCTepiraloThCA i Yac KITiHIiYHUX
OOCITiIKeHb JIIKapChbKOTro 3aco0y, He MOKHa 0e3nocepenHbO ITOPiBHIOBATHU 3
IIOKa3HUKaMM, OTPUMAaHUMU IIi[1 YaC KJIIHIYHUX OOCIIIOXKEHb 1HIIIOTr0 IIpenaparTy, Ta
BOHU MOXKYTh He BiillIOBiaTU MOKAa3HUKAM YaCTOTH, 10 CIIOCTEPIraroThCA Y KIIIHIUHIN
IIpPaKTHUILIi.



3rigHo 3 iHdopMalli€lo KIiHIYHUX OOCIIAXKEeHb, Y Malli€HTiB, IKi OTpUMYyBaJIu
JIIKYBaHHSI aTOPBAaCTaTUHOM, HaWYacCTillle CIIocTepiraaucs Taki HebOaxkaHi peakilii, 1110
NPU3BOAUIIN [0 IPUNNHEHHS 3aCTOCYBaHHS IIpenapaTy Ta TPaIlJIaINCS 3 4aCTOTOIO,
BHUIIOIO (> 2 %) HixX y rpymi rmianebo: mianris (0,7 %), miapes (0,5 %), aymota (0,4 %),
MMigBUINIEHHS PiBHS anaHiHaMmiHnoTpaHcdepasu (AJIT) (0,4 %) Ta mediHKOBUX (EePMEHTIB
(0,4 %).

Ha6inbIin yacTuMU NOOIYHUME peaktissMu (= 2 % mopiBHAHO 3 mianebo) He3alnexXHo
BiJl TPUYMHY, YV IAIiEHTIB, SIKi OTPUMYyBaJH IIalebo y mochigxkeHHssax (1 = 8755),
Oynu: HazohapuHriT (8,3 %), apTpanrisa (6,9 %), giapes (6,8 %), 6inb y KinmiBkax (6,0
%) Ta iH}eKIlig cedoBUBIOHUX IIAXiB (5,7 %).

Tabnuua 3. Kniniuai HebOazkaHi peaxkiiil, 1110 BUHUKaNU y 2 % mallieHTiB Ta Oinblile, SKi
OTPUMYBAJIU JIIKYBaHHS OyOb-sIKOIO 03010 aTOPBACTATHHY, Ta 3 YaCTOTOIO, BUIIIOIO,
HiXK y rpymi miane60, He3alexKHOo Biff IPUYUHHOTO 3B 13Ky (% mallieHTiB).

HeGaxana peaxiiss Byn;ll(l;;zKa 10 mr | 20 Mmr | 40 mr | 80 mr |([Inameodo
N=8755 N=3908 N=188 [N=604 N=4055 N=7311

Hazodapunrit 8,3 12,9 5,3 7 4,2 8,2
ApTtpainrisa 6,9 8,9 11,7 10,6 4,3 6,5
iapes 6,8 7,3 6,4 14,1 5,2 6,3
Bine y KiHIIIBKax 6 8,5 3,7 9,3 3,1 5,9
IH(l)eK.I_IiH CEe4YOBUBITHUX 5.7 6.9 6.4 3 41 5.6
IIIJISIXiB
Hucrerncis 4,7 5,9 3,2 §) 3,3 4,3
Hynota 4 3,7 3,7 7,1 3,8 3,5
M’sa30Bo-ckeneTHUM 6inb|3,8 5,2 3,2 5,1 2,3 3,6
M’s30Bi cna3mMu 3,6 4,6 4,8 5,1 2,4 3
Mianris 3,5 3,6 5,9 8,4 2,7 3,1
Be3coHHsa 3 2,8 1,1 5,3 2,8 2,9
;iznﬂronapnﬂreanbﬂnn 2.3 3.9 1.6 2.8 0.7 21

IIo inmux HebGaXKaHUX pPeakiliii, IPo SIKi IOBimOMIISIIIOCS TIif dac mialebo-
KOHTPOJILOBAHUX [OCJII?KEHb, HaJleXKaTh:

3d2a/1bHI NOPYWeHHA: BINUYTTSA He3OyXKaHHs, [IIPpeKCid;



3 60Ky mpasHoi cucmemu: NITyHKOBO-KUIITKOBUY OUCKOMQOPT, BigpuKKa, METEOPU3M,
remaTuT, X0JIecTas;

3 OOKY CkesilemHo-M’ 30801 cucmemu: M’I30BO-CKeJIeTHUY 0ib, mimBuIeHa
BTOMJIIOBAHICTh M’513iB, Oinb y 1mimi, HaOpsiK cyrino6iB, TeHOMHONATIA (iHOOi yCKIagHeHa
PO3PUBOM CYXOXKUIIIS);

3 60Ky Memaboai3mMy ma xap4yeaHHs: MiABUINIEHHS TpaHCaMiHa3, BimXuiIeHHs Bif
HOpMHU GYHKITIOHAILHUX ITPO0 MeYiHKM, IMiABUIIIeHHS PiBHSA JIy>KHO1 ¢hocdaTa3u B
KPOBI, IMiOBUIIIeHHS aKTUBHOCTI KpeaTuHPOCPOKiHA3H, riIepriikeMis;

3 60Ky HepB8osoi cucmemu: KOIIMapPHi CHOBUIIHHS;

3 60Ky Ouxa/sbHOI cucmemMu: HOCOBa KPOBOTEYa;

3 60Ky WKipu ma ii npudamkia: KpoInuB THKA;

3 OOKY Ope2aHie 30py: HEUITKICTh 30Dy, MOPYIIEeHHS 30PY;
3 OOKY OpeaaHis cayxy ma pieHosazu: MIyM Yy ByXax;

3 OOKy ceyocmameaoi cucmemu: TeUKOIIUTOYypPisi;

3 60Ky penpodyKmueHoi cucmemMu ma MO/04YHUX 3a/103: TiIHEKOMAacCTis.

YacToTy BUHUKHEHHS ITOOIYHUX peakIlii BU3HaUaaIu TaKUM YUHOM: 4YacTo (> 1/100, <
1/10); seuacTo (> 1/1000, < 1/100); pigkicHi (> 1/10000, < 1/1000); Hag3BUYAKHO
pimkicHi (< 1/10000).

ITopyweHHs ¢yHKUiII Hepeo8oi cucmeMu: 4aCcTo: TOJIOBHUM Oilb; HEYACTO:
3aIaMOpPOYEeHHS, MapecTesis, rinecTesist, JUCreB3isd, aMHe3isd; pigKicHi: nepudepuyHi
Heupomaril.

ITopyweHHA pYHKUIT WAYyHKOBO-KUWKOB020 MPaKkmy: 4acTo: 3alop; He4yacTo:
TMaHKpeaTUT, OJIIOBaHHS.

ITopyweHHAa pyHKUII cKesnemHOo-M’ 130801 cucmemu ma cnoAy4Hol MKAHUHU: 9acTo:
0inb y cyrnobax, 6inb y CIIKHI; pigKicHi: MiomaTisi, Mio3uT, pabaomioris.

3aezanvHi nopyweHHs: HeYacTO: acTeHis, Oinb y rpyasx, nepudepudHi HaOpsKY,
CTOMJIIOBAHICTh.

ITopyweHHs MemaboaidaMy ma xap4y8aHHs: HEYACTO: TinoriikeMisi, 30iIbIIIEHHS MacHU
Tijla, aHOPEKCis.



INopyweHH:A ¢pyHKUII neyiHKU ma #c084YHO20 MixXypd: Haa3BUYaWHO PiOKiCHI:
IIe4YiHKOBA HEOCTaTHICTh.

ITopyweHHs 3 6OKY WKIpU ma cnoAyyHOi MKAHUHU: HeYaCTO: MIKipHi BUCUTIAHHS,
cBepOiXK, ajionellis; piOKiCcHi: aHTiIOHEBPOTUYHUN HaOpsK, Oy/IbO3HUY OepMaTur (y
TOMY YHUCJIi MyJIbTU(POpPMHa eputeMa), cuHapoMm CTiBeHca - [[?)KOHCOHA Ta TOKCUYHUU
elnigepMaybHUU HEKPOJIi3.

Po3nadu 3 60Ky duxaavbHoi cucmemu, op2aHie 2pyoOHOI KaimKu ma cepedoCmiHHA:
4acTi: 6i51b y ropii Ta ropTaxi.

Po3saadu 3 60Ky cucmemu Kposi ma aAimgpamuyHoi cucmemu: pigKicHi:
TPOMOOIIUTOIIEHI .

Po3saadu 3 60Ky iMyHHOI cucmeMu: 9acTo: aJlepriyHi peakIlii; HaA3BUYaWHO PiAKiCHi:
aHadimakcis.

Po3zsadu 3 60Ky opaaHie 30py: HEYACTO: 3aTYMaHEeHHs 30Dy .

3MiHU pe3yavmamia nabopamopHux aHaAi3ie: 4acTO: BiIXuJIeHHS Pe3yJIbTaTiB
¢yHKITiOHaTPHUX ITPOO MMEeUiHKY, MiABUIIEHHS aKTUBHOCTiI KpeaTuH@ocdoKiHa3u KPOBi;
HedyacToO: TO3UTUBHUM pPe3yIbTaT aHajli3y Ha BMICT JIEMKOLUTIB y Ceyi.

4Kk i npu 3acTtocyBaHHi iHmuUx iHri6iTopiB 'MI" KoA-pengykTaswu, y Malli€HTiB, sKi
IpU¥Malid aTopBacTaTUH, CIIOCTepiraau MiABUIIEHHSA aKTUBHOCTI TpaHCaMiHa3
cupoBaTKu KpoBi. Lli 3mMiHu 3a3Buyait Oy1u ciabKo BUPaKeHUMM, TUMYACOBUMU Ta He
noTrpeOyBanu BTpydaHHS abo nikyBaHHs. KiTiHiYHO 3Ha4yIle NifBUILIEHHS aKTUBHOCTI
TPpaHCaMiHa3 CUPOBATKU KPOBi (IepeBUIlleHHS BepXHbOI MexKi HOpMHU OilbIll HiXK y 3
pa3u) cunoctepiranu y 0,8 % maiieHTiB, AKi IpuiiManu atopBacTtaTuH. Llle miagBUIIeHHSA
MaJio [0303aJIeXXHUM XapaKTep Ta 0y710 000pOTHUM Yy BCiX ITalli€HTIB.

Y 2,5 % mnauieHTiB, gKi IpuMasy aTopBacTaTUH, CIIOCTepiraay 3pOCTaHHS aKTUBHOCTI
KpeaTUHKiHa3M CUPOBATKM KPOBI, 1110 OiNBII HiXK YV 3 pa3u NepeBHUIllyBajla BEPXHIO
MexKy HopMHU. Lle 30iraeTrscs 3i crmocTepekeHHsIMU ITPYU 3aCTOCYBaHHI iHIITUX
inridiTopiB I'MI" KoA-penykTas3u y xofi KIiHiYHUX gociigxkeHb. Y 0,4 % malieHTiB, ki
OTPUMYyBaJId aTOPBACTaTUH, CIIOCTEPIrajucs piBHI, 110 II€PEBUILyBajIi BEPXHIO MEXKY
HopMHU Oinbin HiXK y 10 pasis.

[ToGiuHi peaxkiIrii, IKi BUHUKIIM IIif Yac KJIIHIYHUX OOCIiIXKeHb: iHDeKITis
CEeYOBUBIOHOTO TPAKTY, IIYKPOBUM miabeT, iHCYJIbT, MigBUINIEHHS aKTUBHOCTI
TpaHCaMiHa3 CUPOBATKU KPOBi (Mayio [0303aesKHUM XapaKTep Ta 0y10 000pOTHUM Y
BCiX ITalli€HTiB), 3pOCTaHHSA aKTUBHOCTI KpeaTHH-KiHa3W CUPOBATKU KPOBi, [yKPOBUU
niader.



ITocBig ODicIsIpeecTpalliiHOTr0 3aCTOCYBAHHSI

[IpoTsarom micnsipeecTpalliiHOTO 3aCTOCYBaHHS aTOpPBacTaTUHY Oy/Iu BUSIBIIEHI
HUXKYe3a3HauyeHi HeOaxkaHi peakirii. OCKilbKY Ipo IIi peakiiii HaaXoouiau
MMOBiTOMJIEHHS Ha JOOPOBiNbHIY OCHOBI Bif mOMy/silil HEBimOMOl YMCENbHOCTI, HE
3aBXKOM MOXKHAa JOCTOBIPHO OIIIHUTHU 1X Y4aCTOTy ab0 BCTAHOBUTU IIPUUYUHHO-
HaCIiAKOBUH 3B’30K i3 3aCTOCYBaHHSM IIpernapary.

Ilo HeOaxkaHMX peaklliii, IOB’sI3aHUX i3 JTiIKyBaHHSIM aTOPBaCTaTUHOM Ta
3apeeCcTpPOBaHUX IIiC/IsI BUXOAY IpelapaTy Ha PUHOK, He3aJIeXKHO Bifl OLiHKHU
NPUYHMHHO-HACJIIAKOBOTO 3B’sA3Ky, HajiexkaTh: aHadinakCisi, aHTiIOHEBPOTUYHUUA
HaOpskK, OyIb0O3Hi BUCUIIAaHHSA (Y TOMY YUCJIi eKCyJaTuBHA MYyJIbTH(HOPMHA EPUTEMA,
cungpom CriBeHca-[I2KOHCOHA Ta TOKCUYHUM ellilepMallbHUN HEKPOJIi3), pabmoMionia,
MiO3UT, IIiABUIII€eHa BTOMJIIOBAHICTh, PO3PUB CYXO0XKMUJIJIS, JIeTajibHa Ta HejleTasjlbHa
MMe4YiHKOBa HEOCTATHICTh, 3allaMOPOYEeHHSs, elpecisi, nepudeprndHa HeupomnarTis Ta
HaHKpeaTHur.

Hamxomunu pigKicHIi ITOBimOMIIEHHS ITPO BUITAAKW iMYHOJIOTiYHO OIOCEPEIKOBaHOL
HEKpPOTU3YyI0YO0l MioIaTii, ToB’sI3aHo0] i3 3aCTOCyBaHHSAM CTATHUHIB (AWB. PO3Mis
«OCco6IMBOCTI 3aCTOCYBAaHHS»).

Hapxonmunu pigKicHIi micnspeecTpaniiii IOBIJOMIEHHS IIPO KOTHITUBHI po3ianu
(HampuKIal YacTKOBa BTpaTa IaM’siTi, 3a0yIbKyBaTiCTh, aMHe3is, IOPYIIeHHS
naMm’siTi, CIJIyTaHIiCTh CBIMOMOCTI), IIOB’sI3aHi i3 3aCTOCYBaHHAM CTaTuHIB. Lli
KOTHITUBHI po3maau Oy/Iu 3apeeCcTpoBaHi IPU 3aCTOCYBaHHI BCiX CTaTUHIB. 3arajoM
peaxiiil He BiTHOCUJINCH [0 KaTeropil cepio3Hux HebaxXaHUX peaklii Ta Oynm
000POTHUMHU ITiC/IST IPUITMHEHHS IPUMOMY CTATUHIB, 3 Pi3HUM YaCOM [0 ITOYaTKY
IpOosABYy cUMOTOMY (Bif 1 OHS OO KiJIbKOX POKiB) Ta 3HMKHEHHS CUMIOTOMY (MefiaHa
TPUBAJIOCTiI CTaHOBUIA 3 THUXKHI).

[Tig yac 3acToCcyBaHHS OEesIKUX CTaTUHIB Oy/IM ONKcaHi Taki HeOaXaHi siBUIIa: po3Jafg
cTaTeBol (QyHKIIi]; BUHSTKOBI BUNIAaJKU iHTEPCTUIliaIbHOl XBOPOOU 1eTeHb, 0COOIUBO
ITiI Yac JOBTOCTPOKOBOTO JIiIKyBaHHS.

ITig gac IIOCTMAPKETHUHI OBHUX CIIOCTEPEKEHD MOBIOOMIISIIIOCS IIpo HMKYe3a3HadyeHi

nobiyHi peakirii.

ITopyweHHs ¢pyHKUITI KPOBOHOCHOI ma aiMpamuyuHoi cucmemu: TPOMOOIIMTOIIEHis.

ITopyweHHs ¢yHKUil iMyHHOI cucmemu: aniepriuHi peakiiil, aHadinakcisg (y ToMy 4ucii
aHa(pimakKTUYHUUA IIIO0K).

ITopyweHHss Memaboaizmy ma xap4ye8aHHs: 30iNbIIeHHS MacH Tina.



ITopyweHHs ¢yHKUiITI HepB8oaoi cucmemu: TOOBHUM Oinb, TimecTesisi, mucres3is.
Po3nadu wayHKoB80-KUWKO0B020 mpakmy: Oiflb y JKUBOTI.

ITopyweHHs pyHKUii opeaHie cayxy ma AabipuHmy: IIyM y ByXax.

IITkipa ma nidwKipHa MKAHUHA: KPONIUB’sTHKaA.

ITopyweHHs ¢pyHKUIl cCKesaemHOo-M A30801 cucmemMu ma CcnoAy4YHOI MKAHUHU:
apTpa’ris, 6inb y criuHi.

3azanvHi nopyweHHA: 6inb y TpyOsax, nepudeprnyHuil HabpsK, He3AyKaHHs, BTOMaA.

3MiHU pe3yavmamia nabopamopHux aHaAi3ie: MigBUIEHHS aKTUBHOCTI ajlaHiH-
aMiHOTpaHCdepas3H, MiOBUIIEeHHSI aKTUBHOCTI KpeaTuHPOCOKiHa31 KPOBI.

Iimu (s8ikom 10-17 pokis)

[ToBimoMIIAIOCA 1110 iy YaC KOHTPOJILOBAHOTI'O AOCIIII?KEHH 3a y4acCTIO XJIOIIB Ta
OiBUaT ITic/Isg IToYaTKy MEHCTpYyalil, mpodinb 6e3meKu Ta IepeHO0CUMOCTi
aTopBacTaTuHy y mo3i Bim 10 mMr mo 20 Mr Ha o0y OyB 3arajioM IOmiOHUM 10 mpodisno
marebo (auB. po3minu «Crocid 3acTOCyBaHHS Ta HO3u», «IiTu»).

38imys8aHHA npo ni0o3pro8aHi nobiuHi peaku,ii.

3BiTyBaHHSA IIPO ITigo3pioBaHi MOOIUHI peakilil micyisa peecTpailiil JIikapCbKOTo 3aco0y
Ma€ BeluKe 3HaYeHHs. Lle mae 3mMory nmpoBoauTHu Oe3epepBHE CIIOCTEPEXKEHHS
CIIiBBIIHOIIIEHHS KOPUCTI Ta PU3UKIB, II0OB’A3aHUX i3 3aCTOCYyBaHHAM JIIKapCbhKOTO
3aco0y. CrerriamicTu y rajiy3i OXOpOHU 300POB’sI MOBUHHI ImofgaBaTu iHGopMallito Ipo
Oynb-sgKi mimo3proBaHi M0OiYHI peakilii 3a JOITOMOI 010 HalliOHAJTbHOI CUCTEMU
3BITHOCTI.

TepMmin npuagaTHOCTI

2 POKH.

VYMmoBHu 30epiranHs

30epiraTtu B OpuUTiHaIbHIM yIIaKOBIIi ITpu TeMIepaTypi He Buile 25 °C.

36epiraTtu B HEAOCTYIHOMY OJIS OiTeM MicCIIi.
YnakosBka

ITo 10 TabneTok y 6iicTepi; mo 9 GicTepiB y KapTOHHiM KOPOOIIi.



KaTeropist Biagnnycky

3a penemnTomMm.

BupooHuK

KPKA, no.n., HoBo mecTto/KRKA, d.d., Novo mesto.

Micie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IpoBaJaXKeHHSI
IisIIHLHOCTI

[IImap’emika ecta 6, 8501 Hoso mecTto, CnoBeHisi/Smarjeska cesta 6, 8501 Novo
mesto, Slovenia.

[Ixepeso iHCTPYyKIil

[HCTpYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiHOTO mKepesia — [lepKaBHOTO PEECTPY

JIIKapChbKUX 3aC00iB YKpalHH.
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