Ckian

ditoua pe4oB8uHda: aToOpBaCTaTUH;
1 TabmeTka mictuth 30 MI aTOpBAaCTaTUHY Yy BUTJISAlI aTOPBACTaTUHY KaJbllilo;

OONOMIJCHI peuoB8uUHU: JTaKTO31 MOHOTIOpaT, I[eIl0JI0o3a MiKpOKPHUCTAaJIiuHa,
TiOPOKCUIIPOIIiIIIIe0JI03a, HaTPilo KpocKapMesio3a, KPOCIOBioH, moiicopbat 80,
HaTpilo TigpoOKCHU[, MarHito cTeapar;

000/10HKA: CITUPT IOJiBiHimOBU, TanbK, Makporosn 3000, Tutany miokcupm (E 171).
JIikapcbKa ¢popmMa

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcHOBHI ¢i3uko-ximiuHi 81acmueocmi: 6imi abo mMaiizke 6isi, Kpyrii, 37ieTKa OMYKIIi,
BKPUTI IJIIBKOBOIO 000IOHKOIO, 3i CKOIIIEHOI0 KPOMKOIO.

®dapMaKoTepalneBTHUYHA Irpyna

lNnomninimemiuni 3acobu. IuridiTtopu I'MI'-KoA-penykta3u. AtopBactaTul. Kom ATX
C10A AO05.

dapMakKogHHaMiKa

[IpenapaT MiCTUTH aKTUBHY PEYOBUHY aTOPBACTaTUH. ATOPBACTaTUH € CEJIEKTUBHUM
KOHKypeHTHUM iHribitopom 'MK-KoA-penykTasu - ¢pepMeHTYy, 1110 BU3HaAUa€E
IIIBUOKICTDh IEPETBOPEHHS 3-TiIPOKCHU-3-METUJI-TJIIOTapPUII-KOEH3UMY A y MeBaJIOHaT,
I110 € IIOIIEPEHUKOM CTEPOJIiB, 30KpeMa X0JIeCTepUHy. TpUuriinepungu Ta XoJIeCTeEPUH y
neviHii BOyIOBYIOThCSI Yy MOJIEKYJIM JTIIIONIPOTEIHIB Ay2Ke HU3BbKO]1 IIiJTbHOCTI

(JITIOHIII), HagxomsaTh OO IJIa3MU KPOBi i TPAHCIIOPTYIOTHCS [0 HepudepruaIHux
TKaHuH. JlimonpoTelH HKU3bKOI 1minbHOoCTI (JITTHII) yrBOoproeTses 3 JITIIHIII i
KaTaboJIi3yeThCsI, TOJIOBHUM YUHOM, LIIJIIXOM B3a€MOfii 3 BUCOKOahiHHUMU
penenTtopamu JITTHII (JITTHIII-pemenTopu).

ATopBacTaTUH 3HMUIKYE KOHIIEHTPAllil X0JIeCTEePUHY y MJia3Mi KpPOBi Ta JIIMOMNPOTEIHY Y
cupoBarTli KpoBi nuisaxoM inrioyBanasa ' MK-KoA-penykrasu, a 3rogoM - 6i0CUHTE3Y
XO0JIECTEPUHY V MEUiHIli, a TaKoXK 30i/bIIye KimbKicTh IedinKoBux penentopis JITTHIIL
Ha MMOBEPXHi KIiTHUH, 1110 IPU3BOAUTD A0 MOCUIIEHHS 3aXOIUIEHHS i KaTabosi3my
JITTHIII.



AtopBacTtaTuH 3HUXKYye yrBopeHH JIITHII Ta yrcno yacturok JIITHIL. ATopBacTaTuH
CIIPUYUHIOE BUpaxKeHe 1 CcTiliKe migBuilleHHSA akTuBHOCTI JIITHIII-peuienTopis y
IIO€EOHAHHI 31 CIPUATIUBUMHU 3MiHaMU AKOCTI yacTuHOK JITTHIII, 1110 ¥pKyII0I0Th.
ATtopBacTtaTuH e(PeKTUBHO 3HUXKYE piBeHb XonmecTtepuny (XC) JITTHIL y namieHTiB 3
TOMO3UTOTHOIO CIMENHOIO TrilepxojieCTEPUHEMIEIO0, a 11e T'pylia, sSKa He 3aBXKOU
pearyBa’jia Ha Tepaliio rimominigeMiyaumMu 3acobaMu.

Kpim BriuBy Ha JimigwW mjia3Mu, aTopBacTaTHH Mae€ iHIN e(eKTH, Ki IMOCUTIOI0Th KOT0
aHTHATEPOCKIIEPOTHUYHY Iif0. BiH mpuUrHiuye CuHTE3 i30IIPEHOIiB - peYOBUH, SAKi
OiIOTh K (aKTOPHU POCTY Ha Iposidepariro KIiTHH I'TagKuxX M’ s3iB CyOWH, 3MEHIIIYE
B’SI3KICTBH MJ1a3MHU ¥ aKTUBHICTh OesAKUX (aKTOPiB Koarysilil Ta arperailii. 3aBOsgKu
TakKil [Ail BiH mOKpalllye reMOAnHaMiKy i CIpuse HopMaJri3allil mpo1eciB Koaryasilil
KpoBi. Kpim toro, iari6itopu 'MI'-KoA-penykTa3u BIIIUBalOTh Ha MeTab0o1i3M
MakKpodaris i, TaKUM YMHOM, IPUTHIYYIOTh 1X aKTHUBAIlil0, 0 3MEHIITy€ PU3UK PO3IPUBY
ATEePOCKIIEPOTUYHHUX OJISIIOK.

Byno goBenmeHo, 10 aTOpBaCTaTUH 3HUXKYE KOHIIEHTPAIlil 3araJbHOT'0 X0JIECTEPUHY
(30-46 %), XC JITTHIII (41-61 %), anoninonpoTteiny B (34-50 %) Ta TpuriinepuminB
(14-33 %), cupuunHIioloYM BapiabesnbHe migBuItienHs piBHs XC JITIBII] Ta
aIoJIIMOIIPOTEIHY A B XOOi HOCTiAXKEHHS, B SKOMY BHBYaJacs OJ0303aJIeKHICTh HOT0
edexTy. Lli pe3ynbTaTi Y3roaXKyOThCS 3 JaHUMHU IIIOJ0 XBOPHUX 3 T€TEPO3UTOTHOIO
CiMEeUNHOIO TimepxoJIecTepUHEMI€I0, HeCIMEeMHUMHU (pOpMaMHU TilmepxojlecTepruHeMil Ta
3MIIIaHOO TiIePIIinigeMi€elo, BKIII0Yal0du XBOPUX 3 IHCYJIIHOHEe3aJIe2KHUM [[YKPOBUM
miabeToM.

Byrno moBeneHo, 1110 3HUXKEHHS PiBHIB 3arajbHOro xojaectepuny, XC JIITHII ta
amnoJIinonpoTelHny B 3MeHIlye PU3KK CepLEeBO-CYOUHHUX YCKIagHEHb Ta CMEPTHICTD Bif
CepleBO-CYAUHHUX 3aXBOPIOBAHB.

®dapMaKOKiHeTHKa

AGcopOirist

ATopBacTaTUH IMIBUAKO aOCOPOYETHCS TiCIIg IepOpParIbHOTO IIPUKOMY i JocsATae
MaKCHMaJIbHOl KOHIIEHTpalil y mia3mi yepe3 1-2 rogunu. PiBeHb NOTIMHAHHSA Ta
KOHIIEHTpallil aTopBacTaTUHY B IIJla3Mi KPOBi 3aJIE2KUTh BiJj 103U aTOpPBacTaTUHY.
BiomocTynHicTh aTopBacTaTuHy y (GopMi TabJIETOK B ITOPiBHSAHHI 3 pO3YNHOM
ctaHoBUTH 95 Ta 99 % BigmoBimHO. AGCOMIOTHA 0iOAOCTYIIHICTh aTOPBAaCTaTUHY
CTaHOBUTH NMpu6M3HO 12-14 %, a cucTeMHa JOCTYITHICTh iHTi6y104Y0l aKTUBHOCTI
BimHOCHO 'MI'-KOA-penykTa3u - npubnu3no 30 %. Hu3bka cucteMHa 6i0fOCTYIIHICTh
3yMOBJIEHA ITPECUCTEMHUM KJIiDEHCOM Y CIM30Bili 000JIOHIII IIITYHKOBOT'O TPAKTY Ta
b6ioTpaHcdopMalii€lo I Yac MepBUHHOTO IPOXOIXKEHHS Yepe3 MediHKYy.



Po3nonin

CepeqnHiit 06’eM po3moOiny aTopBacTaTUHY AOpPiBHIOE Tpubnu3Ho 381 j1. 3B’13yBaHHS 3
OiTKaMu IIJTa3MU KPOBi cTaHOBUTE > 98 %. KoHIleHTpalliliHe CITiBBiTHOIIIEHHS
KpOB/IIIa3Ma, 110 CTaHOBUTH Mpubnu3Ho 0,25, BKa3ye Ha MoraHe IPOHUKHEHHS
npenapaTry B EpUTPOLIUTH.

MeTaboJ1i3M

ATopBacTaTUH 3HAYHOIO Mipoi0 MeTabO0/Ii3y€eThHCS, YTBOPIOIOYH IIPU LILOMY OPTO- i
naparigpoKCHIbOBaHi MOXigHI Ta pi3Hi MPOOyKTHU b-oKucHeHHs. In vitro opTo- i
rmaparigpoKCusIboBaHi MeTaboIiTh NPOSIBISIOTh iHTiOyI04y aKTUBHICTh momo ['MI-KoA-
penyKTa3u, eKBiBaJleHTHY [il aTopBacTaTuHy. IHri0yrouni epekT mpenapaTy BifHOCHO
I'MT-KoA-penykTa3u npubiu3Ho Ha 70 % BU3HAYAETHCSI aKTUBHICTIO HMPKYTIOIYNUX
MeTabOoIiTiB.

BupinenHsa

ATopBacTaTUH Ta MOro MeTaboJIiTH TOJIOBHUM YMHOM BUBOISTHCS 3 JKOBYIO ITiC/Is
IMe4iHKOBOl Ta/abo rmo3amnedyiHkoBol OioTpaHcdopMallii, omHaK He 3a3HaIOTh IIITYHKOBO-
MMe4YiHKOBOl pelupKyslii. CepeaHiil mepiog HaniBBUBEOEHHS aTOPBACTaTUHY Y JIOfeH
CTaHOBUTH NMPUOM3HO 14 roguH. IHribyiodya akTuBHiICTh BimHOCHO 'MI'-KOoA-pegykTas3u
30epiraerbcs npotsaroM 20-30 roguH yepe3 MPUCYTHICTh aKTUBHUX MeTabOoJIiTiB.
ITicns mepopaZIbHOTO IPUNOMY IIpernapaTy 3 CeYelo BUAIISAEThCA MeHIle HixX 2 % go3u.

IMTonynsaiil XBopux

ITauieHmu AiMHBLO20 BIKY

KoHlleHTpallis aTopBacTaTUHY B IJIa3Mi KPOBi y 3TOPOBUX JIiTHIX HOOPOBOJIBIIIB (BiKOM
> 65 poKiB) BUIIA, Hi’K Y MOJIOAIINX, TOMAI SIK rimominigemiusi epekTu Oynu
IOPIBHAHHUMMU 3 TAKMMU, L0 CIIOCTEpiraaucs y MOJIOOUX alli€eHTiB.

Iimu

YsaBHUU KIIIpEeHC IpU IIepopajibHOMY IIPUNOMI aTOpBaCTaTUHY B AiTeUd BUSIBUBCSI
MOomiOHUM [0 KJIipeHCy B OPOCIIOI JIIOOWHY ITPU MacliiTaOyBaHHI aJIoOMEeTPUYHO 3a
Macol0 Tijla, OCKiIbKY Maca Tisa OyJjia eqUHOI0 3Ha4YHOI0 KOBapiaTOO B MOy IALIWHIN
(bapMakoKiHETUUHIN MOMeJIi aToOpBaCTaTUHY i3 JaHUMHU, SKi BKIIOYaJIU OiTEN 3
reTepO3UTrOTHOIO CIMEWHOIO0 rinepxoiecTtepuHeMieto (y Bimi Big 6 mo 17 pokis.

Cmambo

KoHIleHTpallis aTopBacTaTUHY B MJ1a3Mi KPOBi y KiHOK BiIpi3HSIETHCS Bifl TAaKOl y
40JIOBiKiB (MaKCuManbHa KOHIIEHTpallig y maa3mi KpoBi (Cmax) Buila npubIn3HO Ha



20 %, a mmoa mig KpuBoio (AUC) Hux4a Ha 10 %). ITpoTe 11i po306izKHOCTi He MalOTh
KJIiHIiYHOT0 3HAaYeHHs, a TinojinigemMiynui epeKT mpemnapaTy y YO0JIOBiKiB Ta XKiHOK
Manxke OOHAKOBUM.

Hupkosa HeOocmamHicmb

3axXBOPIOBAHHSA HUPOK He BIJIMBA€ Ha KOHIEHTpAllil0 B IJIa3Mi KPOBl YU
rimoninigeMiuHi eeKTH aToOpBacCTaTUHY Ta MOTO aKTUBHUX MeTabOJIiTiB.

I'emopiani3. He3Baxatouu Ha Te, 110 3a y4acCTIO IMAlllEHTIB 3 TEPMiHAJIbHOK CTaIi€lo

3aXBOPIOBAHHS HUPOK OOCIIIOXKEHHS He IIPOBOOUINCH, BBAXKAETHCS, III0 TreMofiai3 He
HigBUIIYE 3HAYYILUM YMHOM KJIIPpEHC IIpenapary, OCKUIbKA aTOpBacTaTUH IHTEHCUBHO
3B’sI3y€eThCA 3 OiJTIKaMu IJ1a3MU KPOBI.

ITeuiHkoB8a HedocmamHicmuw

KoHueHTpanisa atopsacTaTUHy y IJyIa3Mi KPOBi IIOMITHO ITiIBUINlEHa Y MALIEHTIB i3
XPOHIYHOIO aJIKOTOJIBHOIO XBOP00OI0 mevinku. 3HaueHHs IMoKa3HuKiB Cmax Ta AUC y 4
pa3u BUILl y Malll€HTIB i3 3aXBOPIOBaHHAM IIE€YiHKHU Kjacy A 3a mKkasnow Yaunga-I1'to0.

Y nairieHTiB i3 3aXBOPIOBAHHSAM IIE€4YiHKU Kjlacy B 3a mkanoio Yaunga-I1'10 3HaYeHHSA
nmoka3HuKiB Cmax Ta AUC migBuiyioThcsa mpubnu3Ho 16-kpaTHO Ta 11-KpaTHO
BigmoBigHO (OuB. po3min «IIpoTUIOKa3aHHS»).

IToka3aHHA

3anobieaHHsa cepueso-cCyOUHHUM 3aX80PHOBAHHAM

IHopocnum mnaiieETaM 0e3 KITiHiYHO BUpPaxKeHol imeMiyHol xBopobu cepiis (IXC), ane 3
nekinbkoMa ¢paktopaMu pu3uky IXC, TakuMH SIK JiTHIM BiK, TIOTIOHOTAIiIHHS,
apTepianbHa rinepTeHsisi, Hu3bKui piBeHsb JITIBII] ab6o HassBHiCTH paHHBOI IXC y
CiMeMHOMY aHaMHe3i, Ipernapar IOKa3aHUuu OJis:

e 3MEHIIIEHHS PU3NKYy BUHUKHEHHSA iHQapKTy MioKapaa;

e 3MEHIIEHHS PU3UKY BUHUKHEHHS 1HCYIbTY;

e 3MEeHIIIEHHS PU3UKY BUHUKHEHHS CTeHOKapil Ta HeOOXimHOCTI IpOoBeIeHHS
Ipolleayp peBacKyJjspu3allil Miokapaa.

[TamieHTaM 3 I[yKpOBUM AiabeTom 2-ro TuNy Ta 6e3 KIiHiYHO BUpaxkKeHOoI imeMiuyHol
XBOpOOM ceplis, ajne 3 JeKilbkoMa paKTopaMu PU3UKy po3BUTKY IXC, TaKUMHU SIK
peTuHonaTisg, anbOyMiHypis, TIOTIOHOTaNiHHS a00 apTepiajbHa TillepTeH3is, mpenapar
IIOKa3aHUM OJIsi:

e 3MEHIIIeHHS PU3UKY BUHHUKHEHHS iH(MapKTy MioKapaa;
e 3MEHIIEeHHS PU3UKY BUHUKHEHHS iHCYJIbTY.



[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 BBE[IEHHS
pasu Ha 100y/ 40 wr 1 pas ma 706y aTopBacTaTHHy
puToHasBip 100 mr 2 , 5,9 HeobxinHe,
pas3u Ha fo0y, 14 BOPOROBK 4 MHIB PEKOMEH/TyE€TbCA
IHIB 3MEHIIUTH
MiATpUMYyBasbHi
OO3U aTOpBaCTaTUHY.
ITpu po3yBaHHI
noHapn 20 Mr
e e o L
) "~ |BupomoBx 8 gHIB ’ DPOBOIUTH
HHIB KITIHIYHU T
MOHITOPUHT CTaHy
IIAIll€HTIB.
Caksinasip 400 Mmr 2
pa3u Ha moby/
putoHaBip 300 mr 2
pa3u Ha moby 5-7
[HiB, Ha 8 meHb 40 mr 1 pa3s Ha 100y 39 KO0 OHOYACHE
30LIBIIUTH 403y OO [BIPOMOBXK 4 MHIB ' BBEIE€HHSI
400 wmr, 4-18 nuis, aTOpBACTaTHHY
yepe3 30 XB miciIs HeoOxinHe,
IPHAOMY PEKOMEH[YEThCS
aTopBacTaTUHY SMEHIIINTH
Hapynasip 300 mr 2 OigTpuMyBaJibHi
pasu Ha fo0y/ 10 mr 1 pa3 Ha mo0y 34 [O3U aTOpBaCTaTUHY.
putoHasip 100 Mr 2 |BopomoBxK 4 OHIB ’ ITpu mo3yBaHHi
pa3u Ha moby, 9 mHiB noHap 40
ITpakoraszon 200 Mr MI' PEKOMEHOYETHCA
. |40 mr pa3oBa mo3a |3,3
1 pa3 Ha moby, 4 oHi MIPOBOOUTHU
KITiHIYHUA
) MOHITOPUHT CTaHy
®ocammpeHasip 700 . .
Mali€HTiB.
MT 2 pa3u Ha goly/ 10 Mr 1 pas Ha 706y
putoHaBip 100 mr 2 2,5

pa3u Ha moby, 14
IHIB

BIPOOOBXK 4 OHIB




docamMmmpeHasBip

10 mr 1 pa3 Ha moby

1400 mr 2 pa3u Ha . 2,3
) BIOPOOOBXK 4 OHIB
no6y, 14 oHiB
Hendinasip 1250 mr Crnenudiuamx
10 mr 1 pa3 Ha moby .
2 pa3u Ha noOy, 14 , 1,74 peKoMeHaallin
] BIOPOOOBXK 28 OHIB
OHIB HeMae.
OpmHO4YacHUuU
IPUHOM BEJIUKUX
['perinippyTOBUH KinbKOCTEM
cik3 240 mn 1 pa3 Ha|40 mr pa3oBa go3a |1,37 rpeundpyToBOro
no0y COKY Ta
aTOpBaCTaTUHY HE
PEKOMEHOYETHCH.
ITicnsa iHiitoBaHHA
ab0 KopuryBaHHS
03U OuJITia3eM
Ounriazem 240 mr 1 A A Si
€KOMEeHIOBaHuN
pa3 Ha moby, 28 40 mr pa3oBa go3a |1,51 p. ) .
. BiOIIOBIOHUM
OHIB . .
KJIIHIYHUA
MOHITOPHHT CTaHy
IaIli€HTiB.
PekomeHOyeTbCS
3HU3UTH
Eputpominuna 500 MaKCHUMaJIbHY O03Y
Mr 4 pa3u Ha no0y, 7|10 Mr pasoBa mo3a (1,33 Ta IPOBOOUTHU
OHIB KJIiHIYHUU
MOHITOPHUHT CTaHy
IaIliEHTIB
. Crnenudivyamx
Amnopurmnin 10 mr, L
80 mr pa3osa mo3a (1,18 PEeKoOMeHaalin
pa3oBa go3a
HeMae.
Humetunua 300 Mr Crnenudiuyamx
10 mr 1 pa3 Ha moby oo
4 pa3u Ha goby, 2 ! peKoMeHmallin
) BIPOOOBXK 2 TUXKHIB
TUXKHI HeMae.




Komnectumnon 10r 2 |40 mr 1 pa3 Ha goby Crenudiuamx
pa3u Ha moby, 28 BIIPOOOBXK 28 0,74 PeKoOMeHaalin
TUIKHIB TU2KHIB HeMae.
Cycnensisa
QHTAIIUOHOTO
rnpemnapary>d, 10 Cnenudiuyaux
} . 10 mr 1 pa3 Ha goOy .
MICTHUTBH MarHiu Ta ) 0,66 peKoOMeHmalin
.. . BIOPOOOBXK 15 OHIB
aJIIOMiHiIO TiTpoKCcHup, HeMae.
30 mi1 4 pa3u Ha
noby, 17 oHiB
Edasipens3 600 mr 1 Crenudiuamx
10 Mr BOpomoBxK 3 -
pa3 Ha moby, 14 _ 0,59 pPeKoOMeHaalin
HiB
IHIB A HeMae.
Pudamnin 600 mr 1 .
) Cneuudigyaux
pa3 Ha moOy, 7 mHiB .
40 mr pa3oBa go3a (1,12 peKoMeHaalin
(Ipm omHOYaCHOMY
_ HeMae.
BBEIeHHI)
Pudamnin 600 mr 1 Crnenudivyamx
pa3 Ha moby, 5 guiB |40 Mr pa3oBa mo3a |0,20 peKoOMeHaalin
(okpemMuMu go03aMu) HeMae.
F'em@diopo3un 600 mr Crnenudiunamx
2 pa3u Ha fno0Oy, 7 40 mr pa3oBa go3a |1,35 PeKoOMeHaalIin
OHIB HeMae.
®denodidbpaTt 160 Mr Crnenudiuamx
1 pa3 Ha moby, 7 40 mr pa3oBa go3a |1,03 peKoMeHaalIliu
IHIiB HeMae.
Bonenpesip 800 mr Crnenudiuamx
3 pa3u Ha mo0y, 7 40 mr pa3oBa go3a |2,3 pPeKoOMeHaalin
IHIB HeMae.




1 IToka3HUK CITiBBiTHOIIIEHHS MiXK BUNAOKaMK 3aCTOCyBaHHS KoMOiHallil mpenaparis 3

ATOPBACTATHUHOM Ta MOHOTepaHﬁ ATOPBACTATHUHOM.

2 st oTpuMaHHS iHpOpPMAaIlil PO KIiHIYHY 3HAYYIIICTh OUB. PO3Hinu «OcoOIHUBOCTI

3aCTOCyBaHHs» Ta «B3aeMofisa 3 iHIIMMU JTiKapChKUMHM 3aco0aMU Ta iHIIM BUOH B3aEMOMIIiN».

3 MicTuth oguH ab0 OeKinbKa KOMIIOHEHTIB, 1110 iHrioyioTs CYP3 A4, i MOXYTh 30iIbIIUTH

KOHIIEHTpAallilo TiKapChKHUX 3ac00iB B miIa3Mi KpoBi. BxxupauHst omHieil 240 M CKISTHKY T'PeUII(ppPyTOBOTO

COKY TakKOXK IPU3Beno 00 3HuKeHHs Ha 20,4 % AUC akTUBHOTO OpPTOTigpokcu Metabosity. Benuka

KiTBKiCTh TpedndpyToBOro coky (monap 1,2 m Ha moby mpoTsirom 5 mHiB) 30inbiryBama AUC

aTopBacTtaTuHy B 2,5 pa3u Ta AUC akTtuBHUX iHTi6iTOpiB 'MK-K0A-penykra3u (aTopBacTaTUHY Ta

metaboriTiB) B 1,3 pa3za.

4 ITooguHOKMY 3pa30K, B3ATUMN dyepe3d 8-16 rop micinsa npuiioMy 03U Ipelnapary.

5 CynpoBOOXKYETHCSA 3HUIKEHHSIM KOHIIEeHTpallil aTopBacTaTUHY y Ij1a3Mi KpoBi mpubnusno Ha 35 %

ajie IIpYU ObOMY TiNOMNiNigeMiyHa i aTopBacTaTUHY He 3MiHIOBAach.

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

NpUUMalTh OOHOYACHO

OOHOYACHO 3aCTOCOBYBAaHHH JIiIKaPChKHH 3acCi0 Ta pexXuM

OO03YBaHHS
ATopBacTaTuH . ..
ITpennapar/mo3a CuoiBBigHOLIEeHHSA Kniniuni
(Mr) AUC1 peKoMeHJaIrii
. Crneundivyanx
80 mr 1 pa3 Ha goOy |[AuTunipus, 600 mr 1 .
. - peKoMeHaalin
BIIPOMOBXK 15 mHiB  [pa3 Ha moOy
HeMae.
PexomeHnyeThCS
MIPOBOOUTH
80 mr 1 pa3 Ha goby |[urokcuu 0,25 mr 1 p. i .
. . 11.15 KJIiHIYHUU
BrIpomoBxk 10 mHiB  [pa3 Ha moby, 20 gHiB .
MOHITOPUHT CTaHy
Malli€HTIB.
[TepopanbHi
KOHTpalenTusu 1
pa3 Ha moby, 2
. . Cnenudigyaux
40 mr 1 pas Ha mo0Oy |MICALL 1.28 ¢ .
. peKoMeHaalin
BIIPOOOBXK 22 OHIB 1.19
- HOopeTucTepoH 1 mr|!- HeMae.

- eTUHIIeCcTpangion
35 MKT




Crenudiuamx
80 mr 1 pa3 Ha gobOy |[Penazon 600 mr .
) 1.03 peKoMeHanin
BIOPOOOBXK 15 OHIB OOgHOpa30Ba mo3a 3
HeMae.
Tunpanasip 500 Mr )
Cneunudigyaux
2 pa3u Ha mo0y/ o
10 mr 1 pa3 Ha gobOy , 1.08 peKoMeHaallin
putoHasip 200 Mr 2
. HeMae.
pa3u Ha moby, 7 mHiB
docaMIIpeHaBip Cnenudiuyaux
10 mr 1 pa3 Ha goOy .
. 1400 mr 2 pasu Ha |0.73 pEeKoOMeHmalin
BIIPOOOBXK 4 OHIB .
mo6y, 14 gHiB HeMace.
®ocamnpenasip 700
MT 2 pa3u Ha goly Cneuudigyaux
10 mr 1 pa3 Ha moby , o
. /putoHasip 100 mr 2 |0.99 peKoMeHaalIlin
BIPOOOBXK 4 OHIB
pa3u Ha moby, 14 HeMae.
OHiB

1 Tloka3HUK CIIiBBiIHOIIIEHHS MiX BUIIagKaMM 3aCTOCYBaHHs KOMOiHallii mpermapaTiB 3
aTOpBaCTaTUHOM Ta MOHOTepaIlil aTOpBaCTaTUHOM.

2 aToOpBaCTaTUH He BIUIMBA€ Ha GpapMaKOKiHETUKY aHTUNIpUHY, B3aEMOil 3 iHIMUMU TiKapChKUMU
3acobamy, 1110 MeTaboJTi3yI0THCS 3a JOIIOMOT0I0 TUX CAaMUX i30MiUYHUX IIUTOXPOMIB, HE OUiKyIOThCH.

3 IlIpu ogHOYaCHOMY 3aCTOCYBaHHI [eKiTbKOX 03 aTOpPBAacTaTUHY Ta (peHa30HYy 3MiHU KIIipeHCYy
¢deHa30Hy He3HauHi ab0 He BUSBIIEHI.

Oco06;1MBOCTi 3aCcTOCYBaHHA

ITopyweHHAa pyHKUIT neviHKu

[lepen TuM K PO3INIOYUHATU Tepallilo IIperapaToM, PeKOMEHOYETLCSA OTPUMAaTu
pe3ynbTaTH aHalli3iB 1040 BU3HAUEHHS ITOKa3HUKIB (DepMEHTIB IIEYiHKU Ta
IIPOBOOUTY aHaJIi3U IIepioguyHO micid 1uporo. [lamierTaM, y SKUX BUHUKAIOTh
CUMIITOMH, IIIO CBilYaTh IIPO YpaxKeHHs IMediHKM, MOTPiOHO IPOBOAUTU aHaJIi3 QYHKIIII
nevinku. [lamierTaMm, y SKUX MIABUIITYETHCSA PiBeHb TpaHCaMiHa3, CJIil KOHTPOJIIOBATU
dyHKIIil TediHKu OOTHU, JOKU aHOMaJlil He OyayTh yCyHeHi. AKIo BimOyBaeThCs CTillKe
IIigBUIIIEHHS PiBHIB CHPOBAaTKOBUX TpaHCaMiHa3 y CUPOBATIIi KPoBi B 3 uu OinbIlle pa3u
BiZl BepXHbOI MeXKi HopManbHOTO miana3oHy (ULN), peKOMeHOYEThCSA TPUTTMHUTH
JIiIKyBaHHS ITpenapaToM (OuB. po3min «ITo6iuHi peakIiii»).

ATopBacTaTuH Ciin 3 00epexXKHICTIO MpU3HaYaTH IalliEHTaM, SIKi 37T0OBXKUBAIOTh
asikorojieM Ta/abo MaioTh B aHaMHe3i 3aXBOPIOBAHHS IT€YiHKH.

3anobieaHHs iHCYAbMY WASIXOM Pi3K020 3HUMCEHH S pieHie xonecmepuHy (SPARCL)



[ToBigoMiisizioCs, 110 IIPU IiCsO0lepaliiHOMy aHaJli3l HigTUMIIB IHCYJIbTY y IAlli€HTIB
0e3 imemiuno1 xBopobu cepiist (IXC) 3 HellogaBHO TepeHeCceHUM iHCY/IbTOM abo
TPaH3UTOPHOIO ilmeMiyHo0 aTakoi (TIA) cmocTepiraBcst GinbIll BUCOKUM PiBEHb
reMoparigyHoro iHCyJbTy IPU NPUKUOMI aTopBacTaTuHy y 003i 80 Mr B IMOPiBHAHHI 3
rpynoio nnanebo. [NigBumnieHu pu3uk O0yB 0COOMMBO Big3HaUYeHUH Yy MAIli€HTIB i3
ToIepeaHiM reMopariyHuM iHCynbTOM abo TaKyHapHUM iHQapKTOM IIif dac
BKJIIOUEHHS Y OOCIiAXKeHHA. [[71g nalieHTiB 3 onepesHiM reMopariyiuM iHCYJIbTOM
ab0 nakyHapHUM iH(papKTOM OajlaHC PU3UKY Ta IIepeBar Ipu IPUMOMi aTOpBaCTaTUHY
y 0o3i 80 MTr He BU3HAYEHUU, TOMY IIepel MOYaTKOM JIiKyBaHHS HEOOXimHO pPeTenbHO
IIpoaHali3yBaTy NOTEHLIIMHUY PU3UK I'€eMOParidyHoro iHCyabTy.

CkesnemHi m’a3u

AtopBacTaTuH, sK i inmi inriéitopu 'MK-KoA-pegykTasu, B OKpeMHUX BUIIagKaX MOXKe
BILJIMBATU Ha CKeJIETHY MYCKYJIaTypy 1 CIPUYMHUTU Miaritoo, MiO3UT Ta MionarTito, AKi
MOKYTh IPOrpecyBaTHu 0o PabooMiostidy - mOTeHIiHO HeOe3MeYHOT0 IS XKUTTSI
CTaHy, III0 XapaKTePU3YETHCS MIOMITHO IMiABUIIEHNM BMiCTOM KpeaTuHKiHa3u (KK) (>
10 pa3ziB Bullle 3a HOPMY), Miorio0iHeMi€l0 Ta MiOTrI00iHypi€l0, IKi MOXKYTh IPU3BECTHU
0 HUPKOBOl HEIOCTATHOCTI. ICHYIOTh Oy2Ke PigKiCHI ITOBiOMJIEHHS IIPO iIMyHHY
oIrocepegKoBaHy HeKpoTU4YHY MiomnaTito (IMHM) mig yac a6o micis mikyBaHHS
neskuMu ctatTuHamMu. IMHM KiiHIYHO XapaKTepPU3y€eEThCS CTIMKOI IPOKCUMAaJIbHOIO
M’sI30BOIO CJIa0KiCTIO Ta IMigBUINIEHMM BMIiCTOM KpeaTHHKiHAa3M B CUPOBATIIL KPOBi, 1110
30epiraroThCsi He3BaXKalouM Ha IMMPUNUHEHHS JTiKyBaHHSI CTaTUHaMU.

o noyuamxky AiKy8aHH:

ATopBacTaTuH Cciifg 3 06epexKHICTIO MPpU3HaYaTHU MalliEHTaM 3i CXUIILHICTIO A0
PO3BUTKY pabmomiostizy. [Io mo4yaTKy JiKyBaHHSI CTaTUHAMM Y IAIli€HTIB, CXUIbHUX [0
PO3BUTKY pabmomiostidy, ciig Bu3HavaTu piBenb KK mipu:

e TIOpPYIIEeHHi (QYHKIII HUPOK;
e TiMOQVHKIIi1 HIIUTOBUOHOIL 3a/103U;
e CIIAaJKOBUX pO3/1ajax M’ I30BOl CUCTEMH y CiMeliHOMY ab0 0COOMCTOMY aHaMHe3i;
e IEpEeHeCeHUX Y MUHYJIOMY BUNaKaX TOKCUYHOTO BIJIMBY CTAaTHHIB abo ¢iOpaTiB
Ha M’43u;
e TIEpEeHEeCEeHUX Y MUHYJIOMY 3aXBOPIOBAHHSIX MEeYiHKU Ta/ab0 37I0BXKUBaHHI
aJIKOT OJIEM;

[MTpu nmikyBaHHI Malli€HTIB MiTHLOTO BiKYy (0inbire 70 poKiB) HEOOXiTHICTH IPOBEOEHHS
O3Ha4YeHMX 3aXO[iB CJIif OIiHIOBATH 3 YpaXyBaHHSIM HasIBHOCTI iHIINX (haKTOpPiB
CXUJIBHOCTI OO0 PO3BUTKY pabmomiosnizy.



[MTigBuIlieHHi piBHA IIpelaparTy y IJIa3Mi KPOBi MOXKJIMBe, 30KpeMa, y pa3i B3aeMomil
(muB. po3min «B3aeMomis 3 iHIIMMU JTiKapChbKUMHK 3acoO0aMM Ta iHIITI BUAW B3aEMOIiN»)
Ta 3aCTOCYBaHHS OCOOJIMBUM I'pyliaM Mali€HTiB, Yy TOMY YUCIIi IalieHTaM 3i
CIIaIKOBUMH XBopoOaMu (OuB. po3min «®apMaKoOKiHETUKa».)

Y Takux BUNagKax PeKOMEHOOBAHO OIiHIOBATH CHiBBiOHOIIEHHS PU3UKIB Ta MOKJIMBOI
KOPUCTI Bif JIIKyBaHHSA Ta IIPOBOOUTU KJIIHIYHWY MOHITOPUHT CTaHy IIAlli€HTIB.

Axmio mo mouyaTky nikyBaHHS piBeHb KK 3HauyHO mipgBuinienuii (nepesuiitye BMH 6inbim
HiX y 5 pa3siB), IiKkyBaHHS IOYWHATU HE CIIif.

Bumiprwo8aHHA piBHA KpeamuHKIHA3Uu

PiBenn KK He ciig BU3Ha4aTH ITic/Is iHTEHCUBHUX (Di3MYHUX HaBaHTaxKeHb abo 3a
HasIBHOCTI OyOb-IKNX MOKJIMBUX aJlbT€PHATUBHUX IIPUYUH MigBUIleHHS pPiBHA KK,
OCKIJIbKM 11e MOXKe YCKJIaAHUTU 00p0o0JIeHHs pe3yabTaTiB. AKIIO Ha BUXITHOMY PiBHi
crocTepiraeTbcs 3HauyHe nigBuiieHHss KK (mepeBumiensss BMH GinbiI HiXK y 5 pasis),
TO Yepe3 5-7 mHiB HeoOXigHO MPOBECTH IIOBTOPHE BU3HAYEHHS OJIS MiATBEePOXKEeHHS
pe3yibTary.

ITio 4ac niKyeaHHs

e TTarieHTH MOBUHHI 3HATHU ITPO HEOOXiAHICTh HETAWHO MOBIiHOMIISITH PO PO3BUTOK
607110 ¥ M’si3aX, CyAOM YU CI1abKOCTi, 0COOJIMBO KOJIU BOHU CYIIPOBOOXKYIOTHCS
He3yKaHHSM a00 rapsykolo.

e YV pasi mosiBM 1IMX CUMITOMIB IIif Yac JiKyBaHHS aTOpBaCTaTUHOM HeOOXigHO
Bu3HauuTHU piBeHb KK y 11boro namnieHTa. Ao pisenbs KK 3Ha4YHO OigBUIIIEeHUNA
(mepeBuiitye BMH 0Oinblll HiK y 5 pasiB), MiKyBaHHS CJIi TPUITUHUATH.

e JTOLINBbHICTh MPUIIMHEHHS JIIKyBaHHS CJIi] TAKOXK PO3TJISHYTH, SKIIO HiABUIIEHHS
piBas KK He csArae n’ssTukpatHoro nepesuiieHHss BMH, ane cumntomu 3 60Ky
M’31B MalOTh TAXKKUU XapaKTep Ta I0JAEeHHO CTal0Th IPUYNHOK HEIIPUEMHUX
BIOYYTTiB.

e ITicnst 3HUKHEHHS CUMITOMIB Ta HOpMasi3anil piBHsg KK MoxKHa pPO3TISAHYTH
MOZKJIMBICTh BiTHOBJIEHHS JIIKYyBaHHS aTOpPBAaCTaTUHOM YU IOYATKY JIIKYyBaHHS
aTbTEPHATUBHUM CTAaTHHOM 3@ YMOBH 3aCTOCYBaHHS MiHiMaJIbHOI MOXKJIMBOI 103U
pernapaTy Ta PeTeJIbHOI0 HarJjigay 3a CTaHOM Ialli€eHTa.

e JIikyBaHHSI aTOPBAaCTaTMHOM HEOOXiMHO IPUIIMHUTHU, SIKIIIO CIIOCTEPIraeThCs
KIiHiuHO 3Hauyle nigpuilieHHsa piBHSI KK (nmepeBunierass BMH 6inbi Hik y 10
pa3siB) abo y pa3i BcTaHOBIEHHS OiarH0o3y pabmoMioni3dy (abo mimo3pu Ha
PO3BUTOK pabmoMiortizy).

O0dHoYyacHe 3acmocyB8adHHs 3 IHWUMU AiKapCbKUMU npenapamamu




Pu3uk po3BUTKY paboomioni3y MigBUIIYETHCS IPU OOHOYACHOMY 3aCTOCYBaHHI
aTOPBACTATHUHY 3 HeSIKMMM JIiIKapChbKUMU IIpernapaTaMi, 1110 MOXKYTh 30iIbIITUTH
KOHIIEHTpAallil0 aTopBaCTaTUHY B IlJIa3Mi KpoBi. [IpuKiagaMyu Takux IpemnapariB €
notyxkHi iHri6iTopu CYP3A4 41 TpaHCMOPTHUX OiJIKiB: IIMKJIOCIIOPUH, TEIiTPOMIIIHH,
KJIapUTPOMILIVH, OeJlaBipauH, CTUPUIIEHTOJI, KETOKOHAa30J1, BOPUKOHAa30JI,
iTpaKoHAa30J1, TOCAaKOHAa30J - Ta iHribiTopu mporteal BIJI, y ToMy 4uCIi puTOHABIpP,
JIOMiHaBip, aTa3aHaBip, iIHAWHABIP, JapyHasBip Tollo. [Ipu ogHOYaCHOMY 3aCTOCYBaHHI
3 remdpibpo3unom Ta iHImMMMU MoXigHUMHU (HiOPOBOI KUCIOTU, EPUTPOMIITTHOM,
HiallUHOM Ta €3eTUMiOOM TaKO0XK 3POCTa€E PU3UK BUHUKHEHHS MiomaTii. AKmio
MOZKJIMBO, CJIiJ 3aCTOCOBYBAaTH iHIII JIIKAPCHKIi IIperapaTHu (110 He B3aEMOMIIOTH 3
aTopBaCTaTUHOM) 3aMiCTh BUILIE3TrafaHUX.

AK110 HEOOXITHO TPOBOOUTY OOHOYACHE NiKyBaHHS aTOPBAaCTaTUHOM Ta 3rajJlaHUMU
mpelnapaTaMu, CJi PeTeJIbHO 3BaXUTHU KOPUCTh Ta PU3UKHU 1X OGHOYACHOTO
3aCTOCyBaHHS. fKIIO NAlLllEHTU IIPUKMMAIOTh JIIKapChKi IIpenapaTy, 110 IIigBUIIYIOTh
KOHIIEHTpAllil0 aTopBaCTaTUHY B IIJIa3Mi KPOBI, pEKOMEHOYETHCA 3HUKYBATU O3y
aTopBacTaTUHY OO MiHiManbHOI. KpiM TOTrO, ¥ pa3i 3acToCyBaHHS MOTYXKHUX
inri6iTopiB CYP3A4 crim po3TIsSHYTH MOXKJIMBICTh 3aCTOCYBaHHS MEHIIOI IT04YaTKOBOI
IO3U aToOpBaCTaTUHY Ta NPOBOOUTY HaJIeXKHUU KITIHIYHUN MOHITOPUHT CTaHy LIUX
MaIieHTiB (OUB. PO3ain «B3aemomis 3 iHIIMMH JTIKAPCHKUMH 3aco0aMU Ta iHIIN BHUOU
B3a€EMOOIN»).

ATOpBacTaTUH He CJIiJI 3aCTOCOBYBATH pa30M i3 CUCTEMHUMU IIpellapaTaMu
py3upgrHOBOI KUCIOTU ab0 IPOTATOM 7 OHIB ITiC/IA NPUNIMHEHHS JIIKYBaHHS
Gy3unmnHOBOIO KMCIOTOM0. [TarlieHTaM, Ois SKUX TiKyBaHHS Qy3UOUHOBOIO KUCJIOTOO
BBAXKAETHCS BaXKJIMBUM, TepPaMilo CTaTUHAMU MOTPIOHO MPUIUHUTH IIPOTSATOM BChOTO
nepiofy JIiKyBaHHS (y3UOUHOBOIO KUCJIOTOIO0. [ToBigoMmIisiiocs mpo pabmoMiosni3
(BKJIIOUAIOYM OesKi IeTajlbHi BUIQAKHX) V IAIli€HTIB, IKi OMHOYaCHO OTPUMYyBalu
(py3uOMHOBY KHUCJIOTY Ta CTaTUHU (OUB. PO3AiI «B3aeMopisa 3 iHIIMMU JIIKAPChKUMU
3acobaMu Ta iHIII BUOU B3aeMOAili»). [TallieHTaM CIig HeraliHO 3BEPHYTHUCS [0 JIiKaps
ITPU BUHUKHEHHI 03HaK M’s130B01 CJ1abKOCTi, 601110 a60 Yy TIUBOCTI.

Tepamiro cTaTiHaAMU MOKHa BiTHOBUTH 4Yepe3 7 OHIB IiCJIA NPUMOMY OCTaHHBOL JO3U
(py3uorHOBOL KUCJIOTH.

Y BUHSATKOBUX BUIIaJKaX, KOJIU HeoOXigHa TpuBaja Tepanis ¢py3uguHOBOIO KUCJIOTOIO,
Hanpukiaf, O JIIKyBaHHS TIXKKUX 1HQEKIi, MOXKJIMBICTh OQHOYACHOT O
3aCTOCYBaHHS aTOpBacTaTUHY Ta (y3UOMHOBOI KMCJIOTHU CJIif PO3TIafaTH y KOXKHOMY
KOHKPETHOMY BUIIQAKy Ta IPOBOAUTH IIif MIOCTIMHUM MEeOUYHUM HaTJIIOOM.

InmepcmuuiasvbHe 3ax80pPHOBAHHS 1€2eHb



Y pasi 3acToCcyBaHHS OesKHWX CTaTUHIB IIOBIHOMJISIIIOCS IIPO BUHATKOBI BUIaAKU
iHTepPCTHUIIaJILHOTO 3aXBOPIOBAHHS JIeT€Hb, 0COOJIMBO IIPYU JOBrOTPUBAIOMY JIiIKYBaHHI
(muB. po3min «ITobiuHi peakiiii»). OcCOOIMBOCTI IPOSIBY MOXKYTh BKJIIOYATU ONCIHOE,
CyXHUH KallleJIb Ta HNOTIpPIIEeHHS 3arajbHOr0 CTaHy 3[0POB’d (BTOMa, BTpaTa MacH Tijla
Ta OiABUIIEHHS TeMIepaTypu). AKII0 € Iifo3pa, 110 y IallieHTa PO3BUBAETHCS
iHTepCcTHUIliaJTbHEe 3aXBOPIOBAHHS JIeTeHb, JTIKyBaHHSI CTATUHOM HEOOXiTHO MPUIHUHUTH.

Llykposuli diabem

Ileski gaHi cBim4YaTh IIPO Te, 110 CTaTHUHM 5K KJlaC HigBUINYIOTh piBeHb HbAlc Ta
TJIIOKO3HU Y CUPOBATIl KPOBI1 1 Y HesIKUX Malli€eHTiB 3 BUCOKUM PU3UKOM BUHUKHEHHS
miabeTy MOXKYTh COPUYNHATH TaKUU PiBeHb TillepriaikeMil, Ipu SKOMY JOPEYHUM €
BiamoBigHe nikyBaHHSA miabeTy. OOHaK 1€l PU3UK IepPeBaXyeThCI 3HUXKEHHAM
CYOWHHOTO PU3UKY BHACJIIIOK 3aCTOCYBaHHS CTaTUHIB i TOMY He € HiACTaBOI O/
MIPUMTMHEHHS JTiKyBaHHS CTaTUHaMMU. 3TiIHO 3 Aep2KaBHUMHU CTaHOapTaMH, ITOTPiOHO
ITPOBOAUTH KIiHIYHUYN Ta 6i0XiMiYHNUY MOHITOPUHT MAIliEHTIB rPynu pU3UKY (pPiBeHb
TJIIOKO3U HaATIIe Bifg 5,6 mo 6,9 mMoib/i, iHgekc macHu Tisa > 30 Kr/M2, migBUINEeHUN
PiBEeHb TPUTIILIEPULIIB, TiIEepPTEH3is).

IIonomidHCHI peyosuHu

Ilo cknagy npenapaTy BXOOUTH JIaKTO3a, TOMY IalliEHTaM 3 YPOOXKeHOIO
HeIlepeHOCUMICTIO rajlakTO3H, CUHIPOMOM MaJibabCcopOilil I/II0KO3HU Ta rajlakKTo3H,
HeOoCTaTHICTIO JlJaKTa3u Jlanmna He CJiig 1oro 3aCTOCOBYBaTH.

3maTHiCTh BIUDIMBATH Ha IIBHIKICTH peakiIlili mpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu

HeMmae nmoBimoMyieHb IIPO BIIJIMB aTOPBaCTaTUHY Ha 3[0aTHICTh KepyBaTU aBTOMOOieM i
BHKOPUCTOBYBATHU TEXHIYHI MpUCTPOI1. AJle Iifl 4ac 3aCTOCYBaHHS ITpelapaTy AeskKi
MalleHTU MOXKYTH BiluyBaTU 3allaMOPOYEHHS Ta CyoqoMHu M’a3iB. ToMy mIif yac
JIIKyBaHHS CJIif OyTH 00epeKHUMU IPU KepyBaHHI aBTOTpaHCIIOPpTOM abo poOoTi 3
IHIIUMU MexXaHi3MaMHU.

3acTocyBaHHs y nepioa BaritTHocTi a00 rogyBaHHsI IPyaaio

2KiHKU penpo0yKmueHO020 8iKY

ITig yac nikyBaHHS KiHKaM PeNpPOOYKTUBHOTO BiKY CIIif 3aCTOCOBYBaTU HaJIeXKHi
3aco0u KoHTpaluentii (muB. po3gin «IIpoTunokaszaHHA»). AKIIO I Yac JTiKyBaHHS
aTopBaCTaTUHOM IIalliEHTKa BUPIIINTD 3aBariTHITH, BOHA IOBHMHHA IPUNUHUTUA IPUNOM
ImperapaTy He ITi3Hillle HiXK 3a MicsIlb 10 HaCTaHHS 3aljlaHOBaHOI BariTHOCTI.



BaeimHicmb

ATopuc® IMpoTUNOKA3aHUM ITiZl Yac BariTHOCTI, OCKiJIbKM He BCTaHOBJIeHa Oe3mneKa
[IPUUOMY 1 HeMa€ KOHTPOJIbOBAHUX OOCIIiNXKeHb 3aCTOCYBaHHA aTOpBacTaTUHY
BariTHUM XKiHKaM. HagxoOuiu pigKicHiI moBimoMIIeHHS ITPO BPOKeHi aHoMaJIil micis
BHYTPIIIHbOYTPOOHOT O BIIUBY iHriOiTOpiB 'MK-K0oA-penykra3u. [locmiaKeHHs Ha
TBapUHaX OKa3ajil TOKCUYHUM BIJIUB Ha PENNPOAYKTUBHY (QYHKIIIO.

JIiKkyBaHHSI aTOPBaCTaTUHOM MOXKe 3MEHIINTH BHYTPIIIHbOYTPOOHMM PiBEHb
MeBaJIOHATy, HeoOXigHUM 1151 610CMHTE3y X0JIeCTEPUHY. ATEPOCKIIEPO3 - 11e
XPOHIYHUY NIPOILEC, a OTKe, IepepBa B MPUMOMI rnojinigeMidYHUX ODpenaparis IIig gac
BariTHOCTI He IOBMHHA MaT¥ 3HAQYHOI'O BIIJIUBY Ha Pe3yJIbTaTU JOBIOCTPOKOBOTO
JIIKyBaHHS IIEPBUHHOI TillepxojieCTepUHEMIl.

Tomy aTopBacTaTHH He MOBMHHI 3aCTOCOBYBATH BariTHi Ta XKiHKM, SKi MIaHyIOTh abo
[IinO3pIOI0Th BariTHICTE. JIiKyBaHHSA mpenapaToM ATOPUC® CIIif MPUIIMHUTH i 4ac
BariTHOCTi abo JoKu He OyIe BCTaHOBJIEHO, 110 XKiHKa He BariTHa (OUB. pO3Min
«[TpoTuUIIOKa3aHHI»).

Ilepiod 2o0ys8aHHA 2py00r0

HeBigomo, yu mpoHUKA€E aTOpBacCTAaTHUH Ta MOTro MeTaboJIiTH Y TPyOHE MOJIOKO JTIOOUHH,
OOHaK BifoMoO, 1110 HeBeJIMKa KiIbKiCTh aTOpBacTaTUHY ab0 Moro MeTaboJIiTiB
IOTpAaIlJIS€ Y MOJIOKO IIypiB. OCKIIBKY ICHY€E IIOTEHLIIUHUYN PU3UK BUHUKHEHHS
cepuo3Hux MobivHmX e(PeKTiB, XKiHKHU, 1110 IPUUMaIOTh ITpenapaTt AtTopuc®, mOBUHHI
NPUIIMHUTY T'OOYBaHHS Ipyano (AuB. po3gin «[IpoTunoka3aHHa»).

ATopBacTaTUH NPOTUIIOKA3aHUM Y MepPiof rOOyBaHHS T'PYOOI0 (OUB. PO3MiN
«ITpoTUIIOKA3aHHS»).

depmusibHIiCMb

[Tpu mocmigKeHHI Ha TBapyWHaX aTOpBacCTaTUH He BIJIMBAaB Ha PepPTUIILHICTH CaMIIiB YM
caMullb.

Cmocid 3acTocyBaHHs Ta I03H

Ho3yeaHHA

o moyaTKy JIiKyBaHHS IIpenapaTtoM ATOpUC® CJiig BU3HAYUTHU PiBEHb
rirmepxoyecTepuHeMil Ta KOHTPOIIOBATH DOTPUMaHHS BigMOBimHOI AieTu, ¢iduyHi
HaBaHTaXXEeHHs, 3MEeHIIIeHHs MacCH TUIa y IMalll€eHTIB 13 OXKUPIHHAM Ta JIIKyBaHHSA 1HIIUX
OCHOBHHUX MeQUYHUX ITpo0sieM mnanieHTiB. [Ipu nmpuiioMi npenapaTy ATopuc® mailieHT
MMOBUHEH OOTPUMYBATHUCS CTAHAAPTHOL Ji€TH, siKa 3HUXKYE PiBEHb XOJIECTEPUHY.



I'inepainidemis i 3miwaHa oducainioemisa

PekoMeHOoBaHa ITOYaTKOBA [103a aTOPBACTaTUHY CTaHOBUTHL 10 Mr a6o 20 mr 1 pa3 Ha
noOy. 15 malieHTiB, sIKi MOoTPeOyI0Th 3HAYHOT 0 3HUKEHHS PiBHS X0JI€CTEPUHY
JITTHII (6inbia HiK Ha 45 %), Tepamiio MOXKHa po3MoYnHaTH i3 go3yBaHHsa 40 mr 1 pa3
Ha 100y.

Iliama30H mo3yBaHHS JTiKApChKOTO 3aco0y cTaHOBUTH Big 10 Mr mo 80 mr 1 pa3 Ha
noOy. [IpenapaT MOKHa ITpUKXMaTHU Pa30BOIO 03010 Y OyOb-s1Ki TOOUHYU Ta He3aJIesKHO
Bim mpuiiomy ixi. [louaTKOBY Ta MiATpUMYyBaJbHY [HO3U IpelapaTy migdupaioTh
IHOUBiAyasbHO, 3as1eKHOo Bif piBHA XC JITIHII, MeTu nikyBaHHA Ta Bigmosini. [Ticins
IMOYaTKYy JIiKyBaHHS Ta/a0o IicJigd TUTPYBaHHS OO3M IIpenapary CJIif KOHTPOIIOBaTU
PiBHI imigiB OpoTAroM 2-4 TUXKHIB Ta BiAIIOBITHUM YMHOM BiJKOPUI'YBaTHU HO3Y.

I'emepo3uzomHa cimetliHa 2inepxosecmepuHeMisa y nayieHmis 0umsay4o20 8iKy (8ikom
8id 10 0o 17 pokis)

PekomeHaOBaHa ImoyaTKOBa A03a aTOpBacTaTUHY CTaHOBUTH 10 Mr/mo0y, 3BUYaiHUU
miama3oH A03 CTaHOBUTH Bif 10 Mr mo 20 Mr nmepopanbHo 1 pa3 Ha goly. [Jo3u
nmpernaparty CIif migbupaT iHOUBiOyalbHO BIATIOBIOHO 4O PEKOMEHI0BAHOI METH
JIiKyBaHHs. TepalieBTUYHA BigIOBiAb NIPOSABISAETHCA IPOTATOM 2-4 TUXKHIB Ta
MiATPUMYETHCS IIifl Yac JOBroTpuUBasol Teparmil. KopuryBaHHs OO3U CIIi IPOBOOUTH 3
iHTepBasoMm 4 TuXKHi abo OinbIie.

I'omo3u2omHa cimetliHa 2inepxosecmepuHemis

ITo3a aTopBacTaTUHY AJIS NALiEHTIB 3 TOMO3UTOTHOI CIMEUHOIO
rinmepxonecrepuHemieio ctaHoBuTh Bifg 10 mr mo 80 mMr Ha moOy (OuB. po3ain
«®apMakoouHaMiKa»). ATopBacTaTHH CJIif 3aCTOCOBYBaTH SIK OOIIOBHEHHS OO iHIIINX
rinomninigemiyHux MeTomiB nikyBaHHs (Hanmpukaazn adepes JITTHII) abo y pa3si, skiio
rinosninigeMiyHi MeToOu JIiIKyBaHHS HEOCTYIIHI.

OO0OHouacHa 2inosinicemMiyHa mepanis

ATopuc® MOxKHa IIPUNMATH 3 CEKBECTPAHTaAaMU KOBUHUX KucoT. KombiHaIriio
inrioiTopiB 'MI'-KoA-penykTa3u (cTaTuHiB) Ta piOpaTiB 3arajoM Ciifi 3aCTOCOBYBATH 3
obGepexHicTiO (OuB. po3minu «OcobGIUBOCTI 3aCTOCYBaHHSA», «B3aemopis 3 iHIIUMU
JIIKapChbKUMHU 3aco0aMu Ta iHIIM BUOM B3aEMOIiN»).

ITopyweHHs PYHKUI] HUDPOK

3axBOPIOBAHHSA HUPOK He BIIJIMBA€ Hi Ha KOHIIEHTpPAIlilo B I1Jla3Mi KPOBi, Hi Ha
3umxkeHHs piBHg XC JITTHII npu 3acTOCyBaHHI IpenaparTy; OTKe, KOPUT'YBaHHSA OO3U
nmpernapary [AJisd NalliEHTiB 3 MOPYyLIeHHAM (YHKIIl HUPOK He NOTpiOHe (OuB. pO3Qiiu



«0Ocob6MBOCTI 3acTOCyBaHHA», «DapMaKOKiHETUKA»).

ITeyiHkoBa HedocmamHicmbw

ATopuc® ciig 3acTOCOBYBaTH 3 00€pEeKHICTIO MalliEHTaM 3 MOPYIIeHHIMU QYHKIIil
nedvinky (gquB. po3minu «OcoOIUBOCTI 3acTOCyBaHHSA», «PapMaKOKiHEeTHKa»). ATOpuc®
MIPOTUITIOKA3aHUM IalliEHTaM i3 3aXBOPIOBAaHHSM IIeUiHKHU B rocTpii dasi (OuB. po3min
«[TpoTUIIOKa3aHHI»).

3acmocysaHHsA 8 KoMOiIHAUil 3 IHWUMU /JiKAPCbKUMU 3acobamu

Cnig yHUKATH IiKyBaHHS IIpenapaToM MallieHTIB, AKi MPUUMalOTh ITUKJIOCIIOPUH abo
inridiTopu nmpoTteas3u BIJI (TumnpaHasip + puToHaBip), abo iHrib6iTOp ITpPOoTEa3u BipyCy
renmatuty C (Tenanpesip). Ciin 3 o6epexkHicTIO mpu3HavaTH nailieatam 3 BIJI, oo
MIPUIMaIOTh JIOIIiHaBip + PUTOHABIP, Ta 3aCTOCOBYBaTH Y HAaWHUKYill HEOOXimHIN mO3i.
II71s1 maIieHTiB, 110 MPUNMalOTh KJIaPUTPOMIIIMH, iTpakKoHa30J1, abo 115 MMallieHTiB 3
BIJI, mo nmpuiiMaioTh KoMOiHallil cakBiHaBip + pUTOHAaBIp, JapyHaBip + PUTOHAaBIp,
dbocamnpenasip abo pocamnpeHaBip + PUTOHABIP, TeEPAEeBTUYHY OO3Y IIpenapary
ciig ooMexkuTH mo3010 20 MT, a TaKOK PeKOMEHAYETHCS ITPOBOOUTHY HaJIEXKHi KITiHiYHi
o0cTexXKeHHS O 3abe3medyeHHsI 3aCTOCYBaHHSA HallMeHII01 e(peKTUBHOI J03HU
nmpenapaty. [IJis malieHTiB, M0 MpuiiMaloTh iHri6iTop mpotea3u BIJI Hendinasip abo
inribiTop npoTea3u Bipycy rematuty C 60LemnpeBip, TiKyBaHHS IIperapaToM CJIIif
00MexKUTH 003010 [0 40 MTI, a TaKOXK PEKOMEHIYEThCS MIPOBEIEHHS BiIIIOBIimIHUX
KIiHIiYHUX 00CTeXKeHb AJis 3abe3nedYeHHsT 3aCTOCYBaHHS HaWMeHI0l e(DeKTUBHOI 103U
npenapaty (guB. po3ginu «OcoOGIUBOCTI 3aCTOCYBaHHS» Ta «B3aemofis 3 iHIIUMU
JIiIKapChKUMHU 3aco0aMU Ta iHIIN BUOU B3a€EMOiN»).

ITauieHmu AiMHbBO20 BIKY

II71s1 manieHTiB BikoM nmoHap 70 pOKiB IpU 3aCTOCYBaHHI pEeKOMEHOOBaHUX H03
aTopBacTaTUHY eDeKTUBHICThH Ta Oe3IeKy Teparlil ClIif OLiHIOBaTH 3 ypaxyBaHHSAM
HasIBHOCTI iHIIMX ()aKTOPiB CXUIBHOCTI IO PO3BUTKY pabaoMiostizy.

itk
I'emepo3uz2omHa cimMelHa 2inepxosiecmepuHeMis

Teparmito OiTAM MOXKYTb IPOBOAUTH TIIBKH JIiKapi, SKi MalOTh OOCBIif JIIKyBaHHSI
rinepninigemii y miTel; mallieHTaM CIIiJ PETyJISIPHO IPOBOOUTU MOBTOPHUMN KOHTPOJIIb
IJIsI OITIHKY Teparrii.

s namierTiB BikoM Bifm 10 pokiB peKOMeHOoBaHa I104YaTKOBa 403a aTOpBacTaTUHY
ctaHoBuTh 10 Mr a6o 20 Mr Ha goOy. [Jo3u mpemapary Ciim migbupaTtu iHOuBigyaIbHO.
KopuryBaHHS {034 CJlif MPOBOAUTHU 3 iHTepBasioM 4 THUXHi abo Oinblie.



[Hpopmaliis mpo 6e3rneKy Aas MalliEHTIB Ii€l TpynH, IKi oTpUMyBanu go3u Oinbie 20
MT, 1110 BigmoBigae npu6nu3Ho 0,5 Mr/Kr, oOMexkeHa. Y By3bKOMY KOHTPOJIbOBAHOMY
OociiaXKeHHi He OyJI0 BUSBJIEHO 3HAUYIIOTO BIJIUBY IIpelnapaTy Ha picT abo cTaTeBe
no3piBaHHSA XJIOMNIIB a00 Ha TPUBAIiCTh MEHCTPYaJIbHOTO IIMKIY Y OiBYaT (OUB. PO3Oinu
«ITo6iuHi peaxkiii» Ta «Cmocib 3acTocyBaHHS Ta A03u»). [liBUaT-OiAJIiTKIB CITif
MIPOKOHCYJIbTYBaTHU LIOAO MIPUUHATHUX METOMIB KOHTPALEIIlil IPOTIroM mepiony
JIIKyBaHHS ITpenapaToM (OuUB. PO3Min «3acToCyBaHHS y mepiofn BariTHOCTI abo
rogyBaHHS IPYATIO»).

ATOpBacTaTUH He IIOKa3aHWUU IIPU JIIKyBaHHI nalieHTiB BikoM 10 10 pokis. s
Malli€eHTiB 1i€l rpynu OiyibI OOIIiIBHOI0 MOXKe OyTH iHIlla (papMalieBTUYHa
¢bopma/mo3yBaHHS.

[ToBimoMIsiyiOCS IPO OOCHIAXKEHHS KITiHIYHOl e(DeKTUBHOCTi 3aCTOCYBaHHA
aTopBacTaTUHY B fo3ax A0 80 mr/mo0y npotsaroM 1 poky mailieHTaM 3 TOMO3UTOTHOIO0
CiMeMHOI0 TinepxojiecTepUuHEMIi€I0, M0 STKOT0 O0yJI0 BKIIIOUEHO 8 MalliEHTiB OUTSIY0TO
BiKy (guB. po3min «['oMO3UTroTHa CiMelHa rinepxojieCTEPUHEMIsI»).

Ilepeno3yBaHHs

CrnenudigHOTrO IiKyBaHHS Iepefo3yBaHHSA IIpellapaToM HeMae€. Y pasi nepeno3yBaHHSA
MalieHTa CJIif JIiKkyBaTu CUMIITOMaTU4YHO Ta 3a HeOOXimMHOCTi 3aCTOCOBYBaTH
migTpuMyBaJsibHi 3axonu. HeoOximHO mmpoBecTu aHani3u GyHKIII IeYiHKY Ta
KOHTpotoBaTu piBeHb KK y cupoBaTiii KpoBi. Uepe3 BUCOKUY CTYHiHb 3B’A3yBaHHS
npenapaty 3 OiIKaMu Ijla3MU He CJIif O49iKyBaTU 3HAYHOIO IIiABUINEHHS KJIiPDEHCY
Ipernapary 3a OOIIOMOTI 00 reMopniani3y.

IToOiuHi peakmii

Y 3B’A3Ky 3 TUM, 110 KJIiHIYHI JOCIiAXKEHHS IPOBOOATHCS B PI3HOMaHITHUX YMOBaX,
4aCTOTY BUHUKHEHHS HeOaXKaHUX peakllil, 10 CIIOCTepiraloThCA Mif 4ac KITiHIiYHUX
OOCITim»KeHb JIIKapChbKOTro 3aco0y, He MOXKHa 0e3mocepenHbO MOPiBHIOBATH 3
IOKa3HMKaMM, OTPUMaHUMU IIiJl Yac KIIiHIYHUX OOCIIAXKEeHb 1HIIOTO IpernaparTy, Ta
BOHUY MOXKYTh He BIAIIOBigaTU IMOKa3HMKaM YaCTOTH, 110 CIIOCTEPIraloThCA y KIIIHIUHIN
IpPaKTHUILIL.

3rigHo 3 iHdopMallielo KIiHIYHUX OOCHiAXKEeHb, Y Malli€HTiB, SIKi OTpUMYyBalu
JIIKyBaHHSI aTOPBaCTaTUHOM, HaWvacTillle CIiocTepiranucs Taki HebGaxkaHi peakilii, 1110
IPU3BOOUIINA OO0 IPUNNHEHHS 3aCTOCYBaHHS MpelapaTy Ta TPAIJISInucsa 3 4aCTOTOIO,
BHUIIOIO (> 2 %) HiX y rpymi mnarebo: mianris (0,7 %), miapest (0,5 %), aymoTa (0,4 %),
HigBUIIIEHHS PiBHS anaHiHaMiHoTpaHchepa3u (AJIT) (0,4 %) Ta nmediHKOBUX (PEepPMEHTIB
(0,4 %).



Ha6inbIin yacTuMU NOOIiYHUME peakisMu (= 2 % mopiBHSAHO 3 manebo) He3anexkKHo
BiJl TPUYMHY, V IAIIEHTIB, SIKi OTpUMYyBaJu I1aledo y mociaigxkeHHIx (o1 = 8755),
Oynu: HazodapuHriT (8,3 %), apTpanrisa (6,9 %), giapes (6,8 %), 6inb y KinmiBkax (6,0
%) Ta iHdeKIlig cedoBUBIOHUX IIIAXiB (5,7 %).

Mo inmux HebGaKaHUX Peakllili, IPo sSKi ITOBiHOMIISAIOCS ITif Yac miaiebo-
KOHTPOJIbOBAHUX OOCJIAXKEHb, HaJleXKaTh:
3d2a/1bHi NOPYWeHHA: BIIUYTTSA He3OyXKaHHS, ipeKCisd;

3 60Ky mpasHoi cucmemu: NIJTYHKOBO-KUITKOBUM TUCKOMGOPT, BifpHKKa, METEOPU3M,
renaTuT, X0JIecTas;

3 OOKY CKesilemHo-M’ 30801 cucmemu: M’I30BO-CKeJIeTHUM Oinb, mimBuUIlieHa
BTOMJIIOBAHICTh M’53iB, Oi/Ib y i1, HAOPSAK Cyryio0iB, TeHOUHOIATIA (IHOAl yCKIagHeHa
PO3PUBOM CYXOKHUIIIISA);

3 60Ky Memaboai3mMy ma xap4yeaHHs: MiABUINIEHHS TpaHCaMiHa3, BimXuIeHHs Bif
HOopMHU QYHKITIOHATBPHUX ITPO0 MediHKY, NimBUIIIeHHS PiBHSA TyKHOI ¢docdaTa3u B
KPOBI, MiOBUINIEHHS aKTUBHOCTI KpeaTuHMOCHOKIHA3H, TillepriikeMis;

3 60Ky HepB8osoi cucmemu: KOIIMapHi CHOBUIIHHS;

3 60Ky Ouxa/nbHOI cucmemu: HoOCOBa KPOBOTEYa;

3 60Ky WKipu ma ii npudamkia: KPOITUB'THKA;

3 OOKY Opa2aHie 30py: HEUITKICTh 30Dy, MOPYIIEHHS 30PY;
3 OOKY OopaaHie cayxy ma pisHOB8a2u: IIIyM Yy ByXaX;

3 60Ky ceyocmamesoi cucmemu: NTeUKOLUTOYPis;

3 60Ky penpodyKmueHoi cucmemMu ma MO/0YHUX 3A/103: TiIHEKOMAaCTis.

YacToTy BUHUKHEHHS ITOOIYHMX peakKIlii BU3Havaau TaKUM YUHOM: 4acTo (> 1/100, <
1/10); meuacto (> 1/1000, < 1/100); pigkicHi (> 1/10000, < 1/1000); Hag3BUYauHO
pimkicui (< 1/10000).

ITopyweHHs ¢yHKUil HepB8o8oi cucmeMu: 4aCcTo: TOJIOBHUY Oillb; HEYACTO:
3alraMOpOYEeHHSs, ITapecTesis, rinecTesis, AUCTEeB3is, aMHe3is; pigKicHi: mepudepudHi
HeWpoIaril.



INopyweHHA pyHKUIT WAYHKOBO-KUWKOB020 MPAKMY: 4aCTO: 3al0p; HeYacTo:
IMaHKpeaTUT, OJIIOBaHHS.

ITopyweHHA pYyHKUII cCKesnemHOo-M’ 130801 cucmemu ma cnoaAy4YHol MKAHUHU: 9acCTo:
6inb y cyrnobax, 0ifib y COUHI; pigKicHi: MiomaTisg, Mio3uT, pabmoMionis.

3aezanvHi nopyweHHs: HedacTOo: acTeHis, O0inb y rpyasx, nepudepudHi HabpsSKH,
CTOMJIIOBAHICTh.

ITopyweHHsa Memaboai3aMy ma xap4y8aHHs: HEYACTO: TiNoriikeMist, 30iIbIIIEHHST MacU
TiJla, aHOPEKCis.

ITopyweHHs ¢pyHKUII neyiHKu ma #co084HO020 Mixypda: Haa3BUYaWHO PiAKicHi:
IIe4iHKOBa HEJOCTATHICTb.

ITopyweHHs 3 6OKY WKIpU ma cnoiyyHOi MKAHUHU: HeYaCTO: IIKipHi BUCUTIAHHS,
cBepOixK, asomertis; pigKicHi: aHTiOHEBPOTUYHUYM HAOPSK, OyIbO3HUM AepMaTur (y
TOMY YHCIi MynbTU(POPMHa epuTteMa), cuHOApoM CTiBeHca - [I2KOHCOHA Ta TOKCUYHUU
enigepMasibHUU HEKPOJIi3.

Po3sadu 3 60Ky OuxaavbHOI cucmemu, opaaHie 2pyo0Hoi KaimKu ma cepedoCmiHHA:
4acTi: 6i71b y TOpJIi Ta ropTaHi.

Po3saadu 3 60Ky cucmemu Kposi ma aimgpamuyuHoi cucmemu: pigKicHi:
TPOMOOIIUTOTIEHi.

Po3nadu 3 60Ky iMyHHOI cucmeMu: 4acCTO: aJlepriuHi peakirii; Hag3BUYalHO PigKicHi:
aHadimakcis.

Po3siadu 3 60Ky opaaHie 30py: HEYaCTO: 3aTyYMaHEHHS 30py.

3MiHU pe3yibmamia 1abopamopHUX AHAAi3i8: YaCTO: BiIXUJIEHHS Pe3yIbTaTiB
dyHKIiOHaTbHUX P00 MeYiHKY, MiOABUILIEHHS aKTUBHOCTI KpeaTuH@ocdoKiHa3u KpoBi;
HeyacTO: IO3UTUBHUM pe3yJIbTaT aHajli3y Ha BMICT JIEUKOLIUTIB y ceul.

Ak i mpu 3acTtocyBanHi iHmux iHriéiTopiB 'MI" KoA-penykTa3u, y Ialli€eHTiB, sKi
NpUKXMalId aTOpBaCTaTUH, CIOCTEePiraau MiABUIIEHHS aKTUBHOCTI TpaHCaMiHa3
cupoBaTKu KpoBi. Lli 3mMiHu 3a3Buyait Oyiu ci1abKo BUpPaKeHWMM, TUMYaCOBUMMU Ta He
notrpeOyBanu BTpydaHHS abo nikyBaHHs. KiTiHIiYHO 3HauyIle NigBUIIEeHHS aKTUBHOCTI
TpaHCaMiHa3 CUPOBATKU KPOBi (IepeBUIlIeHHS BEPXHbOI MeXKi HOpMHU OinbIl HiXK y 3
pa3u) cuoctepiranu y 0,8 % mallieHTiB, AKi IpuiiManu aTopBacTaTuH. lle migBuIeHHS
MaJio [0303ajIeKHUM XapakTep Ta O0y/10 0O00POTHUM Y BCiX Malli€HTiB.



Y 2,5 % mauieHTiB, gKi IpuMasy aTopBacTaTUH, CIIOCTepiraay 3poOCTaHHS aKTUBHOCTI
KpeaTUHKiHa3M CUPOBATKM KPOBI, 1110 OiNBII HiXK YV 3 pa3u nepeBHUIllyBajla BEPXHIO
MexKy HopMHU. Lle 30iraerbcs 3i cmocTepexkeHHsIMU ITPYU 3aCTOCYBaHHIi iHIITUX
inridiTopiB I'MI" KoA-penyKkTas3u y xofi KiIiHiYHUX gociigxkeHb. Y 0,4 % mallieHTiB, sgKi
OTPUMYyBaJId aTOPBACTaTUH, CIIOCTEPIraJucs piBHI, 110 IIePEBUILyBajli BEPXHIO MEXY
HopMHU Oinbin HiXK y 10 pasis.

[To6GiuHi peaxkirii, IKi BUHUKIIM IIif Yac KJIHIYHUX OOCIiIXKeHb: iHDeKITis
CEeYOBUBIOHOTO TPAKTY, IIYKPOBUM miabeT, iHCYJIbT, MigBUINIEHHS aKTUBHOCTI
TpaHCaMiHa3 CUPOBATKM KPOBi (Mayio J0303aiesKHUM XapaKTep Ta 0y10 000pOTHUM Y
BCIX ITAlli€HTiB), 3pOCTaHHSA aKTUBHOCTI KpeaTHUH-KiHa3W CUPOBATKU KPOBi, IyKPOBUU
miader.

ITocBif DicIsIpeecTpalliiHOT0 3aCTOCYBAHHS

[IpoTsarom micnsipeecTpalliiHOTO 3aCTOCYBaHHS aTOpBacTaTUHY Oy/Iu BUSIBIEHI
HUXK4Ye3a3HaueHi HeOaxkaHi peakirii. OCKiIbKM Ipo I1i peakliii HaaXoauiIu
MMOBiOMJIEHHS Ha JOOPOBiNbHIM OCHOBI Bif mOMysilil HEBimOMOI YMCENbHOCTI, HE
3aBXKOM MOXKHa JOCTOBIPHO OIIIHUTHU 1X Y4aCcTOTy ab0 BCTAHOBUTY IIPUUYUHHO-
HaCJIiIKOBUM 3B’s30K i3 3aCTOCYyBaHHSAM IIpelapary.

Ilo HebOaxkaHMX peakllii, OB’ sI3aHUX i3 JTiIKyBaHHSIM aTOPBaCTaTUHOM Ta
3apeeCcTPOBaHUX IIiC/IsI BUXOAY IpelapaTy Ha PUHOK, He3aJIe2XKHO Bifl OLiHKHU
NPUYMHHO-HACJIIAKOBOTO 3B’sA3Ky, HajlexkaTh: aHadiakCisi, aHTiIOHEBPOTUYHUU
HaOpsiK, OyIbO3Hi BUCUIIAHHSA (Y TOMY YUCJIi eKCyJaTUBHA MYyJIbTU(POPMHA EPUTEMA,
cungpom CriBeHca-[I2KOHCOHA Ta TOKCUYHUM ellilepMallbHIUN HEKPOJIi3), pabmoMionia,
MiO3UT, MifBUIlleHA BTOMJIIOBAHICTh, PO3PUB CYXOXKUJIJIA, JiIeTaJlbHa Ta HeJleTasjlbHa
MMeYiHKOBa HEJOCTATHICTh, 3allaMOPOY€eHHSsI, ellpecisi, nepudeprudHa HerupomnarTis Ta
IaHKpeaTur.

Hamxomunu pigKicHIi ITOBimOMJIEHHS ITPO BUITAAKW iMYHOJIOTiYHO OIOCEPEIKOBaHOL
HEKpPOTU3YyI0YO0l MioIarTii, ToB’sI3aHo0] i3 3aCTOCyBaHHSAM CTATUHIB (OUB. PO3Mis
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

Hapxomunu pigKicHIi micnspeecTpaniiii IOBIJOMIIEHHS IIPO KOTHITUBHI po3ianu
(HampuKIan YacTKOBa BTpaTa IaM’siTi, 3a0yIbKyBaTiCTh, aMHe3isl, TOPYIIeHH S
nam’siTi, CIJIyTaHIiCTh CBiMOMOCTI), IIOB’sI3aHi i3 3aCTOCYBaHHAM CTaTuHIB. Lli
KOTHITUBHI po3manu Oy/Iu 3apeeCcTpoBaHi IPU 3aCTOCYBaHHI BCiX cTaTUHIB. 3arajoM
peaxilil He BiTHOCUIUCH OO0 KaTeropil ceprio3uux HebaKaHUX peakiliii Ta Oynu
00OPOTHUMHU IIiCJIA IPUIIMHEHHS IPUHUOMY CTATHUHIB, 3 Pi3HMM YacoM [0 IT04YaTKy
IposABYy cUMOTOMY (Bif 1 OHS OO KiJIbKOX POKiB) Ta 3HMKHEHHS CUMITOMY (MefiaHa
TPUBAJIOCTi CTaHOBUIA 3 THUXKHI).



[Tig wac 3acToCcyBaHHS OEeSIKUX CTAaTHUHIB Oy/IU OomnMMcaHi Taki HeOaxXaHi siBUIla: po3iafg
cTtaTeBol QyHKIII; BUHSITKOBI BUIAQIKU iHTEPCTUITiaIbHOI XBOPOOU 1eTreHb, 0COOIUBO
i Yac JOBrOCTPOKOBOIO JIIKYBaHHS.

I'lig 9yac TOCTMAaPKETUHTOBUX CIIOCTEPEKEHb MOBITOMIISIJIOCS IIPO HUXKYe3a3HadeHl
no0iuHi peakirii.

ITopyweHHs pyHKUIT KPOBOHOCHOI ma aiMpamuyHoi cucmemu: TPOMOOIIMTONIEHis.

ITopyweHHAa pyHKUIT iMYyHHOI cucmeMu: aniepridHi peakiil, aHadinakcisa (y ToMy 4uCIi
aHa(}piTaKTUYHUN ITIOK).

ITopyweHHs1 Mmemaboai3amy ma xap4yeaHH: 30iMbIIeHHS MacH Tina.
ITopyweHHs ¢pyHKUilI HepB8oBoi cucmemu: TONMOBHUM Oinb, TimecTesis, uCreB3is.
Po3s1adu wayHKOBO-KUWKOB8020 mpakmy: Oinb y XKUBOTI.

ITopyweHHs ¢pyHKUiII op2aHie cayxy ma aabipuHmy: IyM y ByXaxX.

IlIxipa ma niOwKipHa MKAHUHA: KPOIUB’ THKA.

ITopyweHHA pYyHKUII cCKesnemHOo-M 130801 cucmemu ma CnoAy4HOl MKAHUHU:
apTpaJris, 6isb y CIIuHi.

3aezanvHi nopyweHHs: 6i5b y TPyOsax, nepudeprnyHu HaOPSAK, He3AyKaHHs, BTOMaA.

3MiHU pe3yibmamis 1abopamopHUX aHAAi3i8: MiABUILIEHHS aKTUBHOCTI aJlaHiH-
aMiHOTpaHCcdepasu, MiOBUIIEeHHSI aKTUBHOCTI KpeaTUHPOCPOKiHa3U KPOBI.

Iimu (s8ikom 10-17 pokis)

[ToBimoMIIsANIOCA 1110 Iiff YaC KOHTPOJILOBAHOI'O AOCIIII?KEHH 3a y4acCTIO XJIOIIB Ta
OiBYaT MicJis IToYaTKy MeHCTpyallii, mpodinb 0e3MeKu Ta IIepeHO0CUMOCTi
aTopBacTaTuHy y 003i Bim 10 Mr mo 20 Mr Ha o0y OyB 3arajoM MOmiOHUM [0 Impodisio
maredo (muB. po3minu «Crocid 3acToCyBaHHS Ta HO3u», «IiTu»).

38imys8aHHs npo ni0o3pro8aHi nobiYHI peaku,ii.

3BiTyBaHHS IIPO ITigo3pioBaHi mMoOiUHi peakiril micyis peecTpatiil JTikapcbKOro 3acoly
Ma€ BeIMKe 3HaueHHs. Lle mae 3mMory npoBoauTu Oe3lepepBHE CIIOCTEPEXKEHHS
CIIIBBIIHOIIIEHHS KOPHUCTI Ta PU3UKIB, IIOB’A3aHUX 13 3aCTOCYBaHHSAM JIIKAPCHKOI'0
3aco0y. CreriamicTu y rajiy3i OXOpOHU 300POB’SI MOBUHHI ofaBaTH iH(popMallito Ipo
Oynb-sKi mimo3proBaHi M00iYHI peakIlii 3a OITOMOI 010 HalliOHAJTbHOI CUCTEMU
3BITHOCTI.



TepMiH NpHIATHOCTI
2 POKH.
VYMoBHM 30epiranas

30epiraTtu B opuTiHanbHiM yIIaKOBIIi ITpu TeMIepaTypi He Buiile 25 °C.

30epiraTty B HeOOCTYIHOMY [OJIS OiTE€W MIiCIIi.

¥YnakoBka

ITo 10 TabneTok y 6iicTepi; mo 3 61icTepa Y KapTOHHiM KOPOOIIi.
Karteropis Bignycky

3a penemnTomMm.

BupooHuK

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

Micue3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJgpeca MicCIisi IpoBaJaXKeHHsI
IisTILHOCTI

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

[Ixepesno iHCTPYyKIil

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

JIiIKapCchKHX 3aco0iB YKpaiHu.
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