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IHCTPYKUIA
ANA MeMYHOr0 3aCTOCYBaHHSA NTiIKapCbKOro 3acoby

ATopBacTaTuH-TeBa
(Atorvastatin-Teva)

Cknap;

Aitoya pevyoBnHa: aTopBacTaTuH;

1 TabneTka, BKp1Ta MniBKOBOK 060/10HKOK, MicTUTb 10 Mr a6o 20 mr, a6o 40 mr, a6o 80 Mr atopBacTaTuHy (Y BUINIsiAI aTopBacTaTUHY KasbLito);
[OMOMI>KHI PeYOBUHK:

A4PO: Lentosio3a MiKpoKpucTaniyHa, HaTpito KapboHaT, MasibT0o3a, HaTpit0 KPOCKapMeno3a, MarHito cteapar;

060n0oHKa: rinpomeno3sa (E 464), rigpokcunponinuentonosa, Tpuetnnuyutpat (E 1505), nonicop6at 80, TuTtaHy giokeung (E 171).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/I0HKOHO.

OCHOBHI (pi3nMKO-XiMiYHi BNacTWUBOCT:

10 mr: 6ini abo Maike 6ini, eninTUYHI, ABOONYKAI, rNafeHbKi TabneTku, po3mipom NpMean3HO
9,7 MM X 5,2 MM.

20 mr: 6ini abo maike 6ini, eninTUYHI, ABOONYKNI, rNafeHbKi TabneTKn, po3Mipom nNpuban3HoO
12,5 MM X 6,6 MM.

40 wr: 6ini abo marixe 6ini, eninTUYHi, ABOONYKNI, rNageHbKi TabneTkn, po3Mipom NpubansHoO
15,6 MM X% 8,3 MM.

80 mr: 6ini a6o maike 6ini, eninTUYHI, 4BOONYKNI, rNafeHbKi TabneTKn, po3MipoM NpMGIN3HO
18,8 mm x 10,3 MM.

dapmakoTepaneBTUYHa rpyna. lNpenapaTu, WO 3HWKYOTb PiBEHb XONECTEPUHY | TPUTNILepUAIB Yy cupoBatui KpoBi. IHri6iTopm TMI-KoA-peaykrasu. Kog ATX
C10A A05.

dapmakosoriyHi B1acTmnBOCTI.
dapmakogyHamika.
ATOpBacTaTUH € CENeKTUBHUM KOHKYPEHTHWUM iHri6iTopom IMI-KoA-peayktasv — (hepMeHTy, SKWIA peryntoe LIBUAKICTb MEpPeTBOPEHHA 3-rigpokcun-3-


mailto:

METUNTNYTapun-KogepMeHTy A B MEBAJIOHAT — PEeYOBUHY-MOMEPEAHMK CTEPOSIIB, Y TOMY YWC/I XOMECTepuHy. XOMECTEPUH Ta TPUTMILEPUAN LUPKYNIOKTL Y
KPOBOTOKY Y KOMMJIEKCI 3 ninonpoteiHaMmu. Lli Komnnekcy po3ginatoTses 3a 4ONOMOrOK YbTpaueHTpUdyrysaHHA Ha pakuii JINBLL, (ninonpoTeiHn BUCOKOI
winbHocti), JIMIMLL, (ninonpoTeiHn NpoMiDKHOT WinbHOocTi), JINTHLLL (ninonpoTeiHn HU3bKOT WinbHocTi) Ta JAMAHLLL (ninonpoTeiHn Ay»e HU3bKOT LWiIbHOCTI).
Tpurniyepnan (TT) Ta XonecTepuH y MediHui BKIOYarOTbCA A0 cknagy JIMAHLLL Ta BMBINbHAKTLCA Yy Nia3My KPOBi A4/ TPAHCMOPTYBaHHA Y MepupepuyHi
TKaHUHW. JIMNHLL, hopmytoTbes 3 JIMAHLL, Ta KaTtabonisytoTbes LWASXOM B3aeMOii 3 B1UcokoaiHHMMK peuentopamun SIMHLL,. KniHiyHi Ta natonoroaHaToOMiyHi
[OCMIIKEHHSA NOKa3yrTh, WO NiABULLEHI PiBHI 3aranbHOro xonectepuHy (3X), xonectepuny IMHLL, (XC-JIMHLL) Ta anoninonpoteiny B (ano B) y nna3smi Kposi
CMpUSIOTb PO3BUTKY aTepoCKIepo3y Y MOAMHUN Ta € (hakTopaMmn pUsnKy po3BUTKY CepLEeBO-CYAUHHNX 3aXBOPHOBaHb, Y TOI Yac AK NiJBULLEHI PiBHI XONeCTEPUHY
NMNBLL, noB’s3aHi 3i 3HMWKEHUM PU3NKOM CePLEBO-CYANHHUX 3aXBOPOBaHb.

ATOpBaCTaTUH 3HUXKYE PiBEHb XOMIECTEPUHY Ta NIMOMNPOTETHIB Y Mnasmi LWAAXOM iHri6yBaHHA y nediHyi FTMIM-KoA-pefyKTasu i CUHTe3y XO/IECTEPUHY Ta LUIAXOM
36i/bLUEHHS KiNIbKOCTI nediHKoBMX peuenTopis JITTHLL, Ha noBepxHi KNITUH 4715 NOCUNEHHS NOrNNMHaHHSA Ta Katabonismy JITTHLL,; aTopBacTaTH TaKoX 3MeEHLLIYE
npoaykKyBaHHs JITTHLL, Ta KinbKiCTb LMX 4YaCTMHOK. ATOpBacTaTWH 3MeHLWYye piBeHb xonectepuHy JITTHLL, y aeskux nauieHTiB 3 FOMO3UIOTHOK CiMENHOH
rinepxonectepuHemieto, TO6TO rpynu NtofeNn, sKi piaKo BiANOBIAAKOTL Ha liKYBaHHS IHLUUMM FiNOAINIigeMIYHUMM NiKapCbKMMK 3ac06aMu.

YncneHHi KNiHIYHI JOCNiMKeHHA Mokasanu, WO NiABWLLEHI PiBHI 3arasbHOro XonectepuHy, xonectepuHy JIMHLL Tta ano B (MembpaHHWIA KOMMNEKC Ans
xonectepuHy JIMHLL,) npoBOKytOTb PO3BUTOK aTepocKiepo3y. ModibHUM YMHOM, 3HUXKEHI piBHI XonecTepuHyJIMNBLL, (Ta ioro TpaHCMOPTHOroKOMMNIEKCY— ano A)
MoB’A3aHi 3 PO3BUTKOM aTepoCK/iepo3y. EnifgeMionoriyHi AoCNifKeHHs BCTaHOBU/M, WO CEPLEBO-CYAMHHA 3aXBOPIOBAHICTb | /IETa/IbHICTb 3MIHIOKOTHCA NPSAMO
NPOMOpPLiHO A0 PiBHSA 3aranbHOro xonectepuHy Ta xonectepuHy JINMHLL, Ta 06epHeHO NponopuiinHo A0 piBHS xonectepuHy JINBLLL.

ATOpBaCTaTUH 3HWMKYE PIiBHI 3arafbHOro XxonectepuHy, XxonectepuHy JIMHLL Ta ano B y nauieHTiB 3 FOMO3WIOTHOK Ta FeTepPO3UrOTHOK CiMeRHO
rinepxonecTepmHemMieto, HecimeHUMI hopMamm FinepxonecTepuHemIl Ta 3MiLLaHoK Aucninigemieto. ATopBacTaTUH TaKOX 3HUXKYE PiBHI xonectepuHy JIMAHLL,
Ta T, a TaKOX 3yMOBJ/IHOE HECTIiliKe MigBULLEHHS piBHA XonecTepuHy JIMBLL, Ta anoninonpoTeiHy A-1. ATOpBacTaTUH 3HKYE PiBeHb 3aralbHOr0 X0/1eCTEPUHY,
xonectepuHy JIMHLL, xonectepuHy NMAHLL, ano B, Tpurniuepugis Ta XC-He-J/IMNBLL, a TakoX nigsuulye piBeHb xonectepuHy JIMBLL y nauieHTiB 3
i30/1b0BaHOLO rinepTpurniuepugemieto. AtopeactatuH 3Hmxye XC-JIMTLL, y nauieHTiB 3 gucbeTaninonpoTeiHeMIEL.

Mogi6Ho go JIMHLL, ninonpoTeiHu, 36arayeHi XonecTepuHom Ta Tpuraiepugamu, y Tomy yncai JANAHLL, AL Ta pewwTky, TakoX MOXYTb CIIPUATU PO3BUTKY
aTepocksneposy. MigBuLLEHI piBHI TPUIAILEPUAIB Y Nna3Mi KPoBi YacTO BUABNAKOTLCS Y Tpiagdi 3 HU3bKUMK piBHAMKM XC-JITMNBLL, Ta ManeHbKUMK YacTouKamm
JINHLL, a TakoX Yy CNoMy4YeHHi 3 HeninigHMMM MeTaboniuHMMK (hakTopamy PU3NKY PO3BUTKY iLLEMIYHOT XBOPoOM cepus. He 6yno nocnifoBHO A0BeAEHO, Lo
3ara/lbHU piBeHb TPUIAILEPUAIB M1asMmn K TakUiA € He3aIeXXHUM (PakTOPOM PU3MKY PO3BUTKY iLeMiYHOT XBOpoou cepud. Kpim Toro, He 6yfi0 BCTaHOB/IEHO
He3a/1IeXXHOro BMNAMBY NiABULLEHHA piBHA JITIBLLY, ab0 3HWXEHHS PiBHA TPUTNILEPUAIB Ha PU3MK KOPOHapHOI Ta CepLeBO-CYAMHHOT 3axXBOPKHOBAHOCTI Ta
NeTasIbHOCTI.

AToOpBacTaTuH, AK i M0ro feski MetaboniTu, € PapMakonoriyHo akTMBHUMW Y IOAMHW. TONOBHMUM MiCLLEM AT aTopBacTaTUHY € NeYviHKa, iKa Bifirpae rosoBHy posib
Yy CUHTe3i xonectepuHy Ta KnipeHci SINMHLL,. [lo3a npenapaty, Ha BIAMIHY Bif CUCTEMHOI KOHLEHTpaUIl npenapaTy, Kpale KOPeste 3i 3MEHLUEHHAM pPiBHA
xonectepuHy JIMHLL. IHavBigyansHWUiA Nigbip A4o3w nNpenapaty chij 34iCHI0BaTM 3a/1eXKHO Bif TepaneBTUYHOI BignoBidi (avB. po3ain «Cnocib 3acTocyBaHHA Ta
[0311).

dapmakoKiHe TVKa.

AbcopbLLs

ATOpBacTaTUH LIBMAKO abcopbyeTbCA MICNsA MepopanbHOro MPUIAOMY, MakCUMasbHI MOro KOHUeHTpauii y niasmi KpoBi [OCArarTbCs NPOTAroM 1-2 roguH.
CtyniHb abcopbuii 3pocTae nponopuiiHO A0 [03M aTopBacTaTUHy. A6COMOTHA 6i0AOCTYMNHICTL aTopBacTaTUHY (BMXIAHWIA NiKapCbKWIA 3acif) CTaHOBWTb
npnéansHo 14 %, a cucTeMHa 6i040CTYMHICTb IHriBYYOT akTMBHOCTI LWoo MMIM-KoA-peaykTasu ctaHoBUTb Nprban3Ho 30 %. HM3bKy CUCTEMHY LOCTYMHICTb
npenapaty MoB’A3yt0Tb 3 MEPEeACUCTEMHUM KiPeHCOM Yy CNn30Bi 060/10HL LUMTYHKOBO-KMLLKOBOIO TpakTy Ta/abo nepeAcuMCTEMHOND GioTpaHc(opmaLieto y



neyiHui. Xoua ixxa 3MeHLUye LWBUAKICTbL Ta CTYMiHb abcopbuiT NikapcbKoro npenapaty npubansHo Ha 25 % Ta 9 % BiAMNoBIAHO, BUXOAAUMN 3 NMOKA3HUKIB Chax T

AUC, 3HMKeHHA piBHA XonecTepuHy JIMHLLL € nogibH1M He3anexHo Bif TOro, NpUIMaETbCA aTopBacTaTUH 3 XKeto abo oKpemo. MNpu 3acToCyBaHHI aTopBacTaTUHy
BBEYepi oro KoHLUeHTpauisa y nnasmi Kposi 6yna Huxyoto (NpubnmsHo Ha 30 % ana Chax T2 AUC), HiXX npy paHKoBOMY npuitoMi. OfHaK 3HUXKEHHS PiBHA

xonectepuHy JIMHLL, € o4HaKOBMM He3a/IeXHO Bif, Yacy npuitoMy npenapaty (4uB. po3ain «Crnocib 3acTocyBaHHS Ta [03u»).

Posnogin

CepefHiin 06’eM po3noAiny atopBacTaTMHy CTaHOBUTb Npu6am3Ho 381 niTp. MoHag 98 % npenapaty 3B’A3YeTbCA 3 Binkamy nnasMu Kposi. KoHLUeHTpaLinHe
CMiBBIgHOLLEHHSA KPOB/Mna3ma, Lo CTaHoBUTL NpubnusHo 0,25, BKa3ye Ha noraHe NPOHWKHEHHSA npenaparty B epuTpouuTy. Ha nmigctasi CnocTepeXkeHb Y LWypiB
BBXKAETHCA, LU0 aTopBacTaTUH 34aTHUIA MPOHUKATU Y TpyaHe MOIOKO (AUB. po3finv «l1poTunokasaHHsA», «3acTOCYBaHHA Yy Mepiof BaritHOCTI abo rofyBaHHA
rpyLato» 1a «Oco6/IMBOCTI 3aCTOCYBaHHS»).

MeTab6oi3m

ATOpBacTaTUH IHTEHCMBHO MeTaboi3yeTbCA 40 OPTO- Ta NaparifpoKCUbOBaHUX MOXiAHUX | PI3HUX MPOAYKTIB 6eTa-OKUCNeHHs. Tif vyac AocCnigpKeHb in vitro
iHribysaHHa MM -KoA-peflykTtasu opTo- Ta naparifpoKCunboBaHUMKU MeTabonitamMu 6yfo eKBIBaIEHTHUM iHriOyBaHHIO atopsBacTaTvHOM. MpubnnsHo 70 %
LIMPKY/HOKOYOT IHFIBITOPHOT aKTMBHOCTI Woho MMI-KoA-pefyKrasu noe’s3aHo 3 aKTUBHUMWU MeTabonitamu. JocnifkeHHs in vitro cBigyaTb Npo BaXK/MBICTb
meTaboniamy aropsacTaTvHy uuTOXpomom PA50 3A4, WO Y3rofpKyeTbCca 3 MiABULLEHUMU KOHLEHTpaLisMy atopBacTaTvHy Yy niasMi KpoBi NOAUHM Nicns
OAHOYACHOr0 3aCTOCYBaHHSA 3 epUTPOMILMHOM, BIJOMUM IHTIGITOPOM LibOro i30(hepMeHTY (AMB. po3ain «B3aeMoAia 3 IHWNMM TIKAPCbKUMM 3aC06aMU»).
EKckpeList

ATOpBacTaTUH Ta MOro metaboniT¥ BMBOAATHLCA FOIOBHUM YMHOM 3 XOBYIKO MiCaA MEYiHKOBOro Ta/uM nosarnevyiHkoBOro MeTaboniamy, OfHaK Lei npenapar,
OYEBUHO, He 3a3HaE KMLLIKOBO-MEeYiHKOBOI peuupkynsauii. CepeaHiin nepiog HaniBBYBeAEHHS aTOpBacTaTUHY 3 Naa3Mu KPOBi /IOAWMHM CTaHOBUTL Npn6n3HO 14
roAuvH, ane nepiof HaniB3MeHLLEHHS IHFGITOPHOT akTMBHOCTI wWwoao MMl -KoA-pefykTasn ctaHoBUTL Bif 20 10 30 roAuH Yepe3 BHECOK aKTMBHMX MeTaboniTiB.
Micns nepopasibHOro NPUItOMy Npernaparty 3 Cever0 BUAINAETLCA MeHLLE HiX 2 % 103K,

Monynauii XBopux

MawuieHTN NiTHLOro BiKy. KOHLEHTpaLil aTopBacTaTuHy Y nnasmi € BULLMMU (Cpax — NPM6n3HO Ha 40 %, AUC — Ha 30 %) y 340pOBUX MALiEHTIB NiTHLOMO BiKy
(BikOM Bifi 65 pOKiB), HDX Y MonoAux Aopocnux nogei. KniHivyHi gaHi ceigyaTb Npo GinblMin cTyniHb 3HMXeHHs JITHLL, npu 3acTocyBaHHI 6y/b-aKoT A03u
npenaparty y nawieHTiB NiTHLOrO BiKy MOPIBHAHO 3 MOMIOAMMU NMOAbMM (AMB. po34ina «OC06/IMBOCTI 3aCTOCYBaHHSAY).

LiTn. ®dapmMakoKiHETUYHI JaHi WOoA0 rpynu nauieHTiB AUTAYOr0 BiKy BIACYTHI.

Cratb. KoHUeHTpau i’ aTopeacTaTuHy y nnasmi KpoBi XIHOK BifPi3HAIOTLCA Bif, KOHLUEHTPaLin y nnasmi YonoBiKiB (Cyax — MPM6n3HO Ha 20 % Buule, AUC — Ha

10 % HwxYe). OfHaK HeMa€e KiHIYHO 3HaYYLLOT BIAMIHHOCTI Y 3HUXKEHHI piBHS XonecTepuHy JIMHLLL npu 3acTocyBaHHI NpenapaTy aTopBacTaTUHY Y YO/OBIKIB Ta
XIHOK.

[MopyLUeHHA (DYHKLLiT HUPOK. 3aXBOPKOBaHHSA HUPOK HE MarTb BMJIMBY Ha KOHLEHTpauii atopBacTaTtuHy y nnasmi Kposi abo 3HmxeHHs XC-JIMHLL, a oTxe,
KOpUryBaHHs 031 npenapaTty Ans NauieHTIB 3 MOpYLIeHHAMU (DYHKLIT HMPOK He noTpibHe (AMB. po3ainn «Cnocib 3acTocyBaHHA Ta [03n», «Oco6nMBOCTI
3aCTOCYBaHHA»).

emogiani3. He3gaxkatoum Ha Te, L0 Y NaLiEHTIB 3 TEPMiHa/IbHOK CTafier0 3aXBOPHOBAHHS HUPOK AOCNIMKEHHSA He NPOBOAUINCE, BBAXKAETLCA, O reMojiasi3 He
NigBULLYE 3HAYYLLMM YMHOM K/TIPEHC aTopBacTaTUHY, OCKifIbKM Npenapar iHTEHCMBHO 3B’A3YETbCA 3 6iIkaMK Nia3Mu KpPoBi.




MeyiHKOBA HeAOCTaTHICTb. KOHLEHTpauil atopBactaTuHy y naasmi MOMITHO MiABULLEHI Y NaUieHTIB 3 XPOHIYHOK a/lKOro/ibHOK XBOPOOOKD MeYiHKW. 3HaYeHHS
MOKa3HUKIB Cygx Ta AUC y 4 pasu BuLLi Y NaLieHTIB i3 3aXBOPHOBAHHAM NeYiHKM Knacy A 3a wkanoto Yannga — IMN°10. Y nauieHTiB i3 3aXBOPIOBAHHAM MeYiHKM

Knacy B 3a wkanoto Yainnga — MM’10 3HaueHHA MOKasHWKIB Crg Ta AUC nigsuLytoTbea npubnnsHo 16-kpaTtHo Ta 11-kpaTHO BIiANOBIgHO (4MB. po3gin
«[1pOTUNOKA3aHHS:).

KniHIYHI XapaKTepPUCTUKM.
lNokasaHHA.
3anobiraHHs cepueBo-CyANHHIM 3aXBOPHOBAHHAM
Jopocnnm nauieHTam 6e3 KMiHIYHO BUPaXKEHOT iLeMiYHOT XBOPOOM cepus, ane 3 AeKinbkoMa (hakTopaMmun pusnKy po3BUTKY iLLeMiYHOT XBOPO6Y cepus, TaKUMu K
BiK, TIOTHOHONANIHHS, apTepianbHa rinepTeHsis, HU3bKWiA piBeHb JITIBLL, a0 HasBHICTb paHHbLOT iLLEMIYHOT XBOPOOK cepus Y CiMeMHOMY aHamHe3i, aTopBacTaTUH
nokKasaHuin ans:
- 3MEHLUEHHS PU3MKY BUHUKHEHHS iH(hapKTY MioKapaa;
- 3MEHLLEHHS PU3MKY BUHUKHEHHS IHCY/IbTY;
- 3MEHLLEHHS PU3MKY BUHNKHEHHA HEOOXIAHOCTI Yy NMPOBeLeHHI NpoLeLyp peBacKy ispu3aLii Ta CTEHOKapAil.
MauieHTam 3 LyKpoBuM fiabeTom Il Tuny 6e3 KNiHIYHO BUPaXKEeHOT iLleMiYHOT XBOPO6Y cepus, ane 3 KinbKoma (akrtopamu pusnKy po3BUTKY iLLeMi4YHOT XBOpo6u
cepus, TaKMMK K peTUHONaTIA, anbbyMiHypis, THOTIOHONaNIHHA ab0 apTepia/ibHa rinepTeH3is, npenapat ATopeacTaTvH-TeBanokasaHuin gns:
- 3MEHLUEHHA PU3MKY BUHUKHEHHS IH(hapKTy MioKapAa;
- 3MEHLUEHHS PU3NKY BUHUKHEHHS THCY/bTY.
MauieHTaM 3 KNiHIYHO BUPaXXEHOHO ILLIEMIYHOKO XBOPO6OLO cepus ATopBacTaTUH-TeBanoKasaHuii ans:
- 3MEHLLEHHS PU3MKY BUHNKHEHHSA HENIeTa/IbHOrO IHPapKTy MiOKapaa;
- 3MEHLUEHHS PU3MKY BUHUKHEHHA NeTa/IbHOr 0 Ta HeNeTalbHOro iHCY/bTY;
- 3MEHLUEHHS PU3MKY BUHUKHEHHSA HEOOXIAHOCTI Y MPOBeLeHHI NpoLeLyp peBacKynapu3auii;
- 3MEHLLIEHHS PU3MKY HEO6XiAHOCTI y NPOBEAEHHI rocniTanisauii y 383Ky i3 3aCTiIHOK CEPLIEBOKD HEIOCTATHICTIO;
- 3MEHLUEHHS PU3MKY BUHUKHEHHSA CTeHOKapAii.
linepninigemis
- AK AOMOBHEHHS A0 AIETU, W06 3MEHLUNTY NIABULLEHI PIBHI 3ara/ibHOro XonecTepuHy, xonectepuHy JIMHLL,
anoninonpoTteiHy B Ta Tpurniuepuais, a TakoX A0 MigBULLEHHA piBHA xonecTepuHy JIMNBLL, y nauyieHTiB 3 NEePBUHHOKD TiNepxonecTepuHeMIero
(reTepo3nroTHO CiMEHO Ta HeCIMEHOK) Ta 3millaHoto aucninigemieto (Tunu llaTa I1b 3a Knacugikauieto PpeapikcoHa).
- FAK OMOBHEHHSA [0 AIETV AN NIKYBaHHA NaLiEHTIB 3 MNiABULLEHUMU PIBHAMU TPUTILEPUAIB Y CMPOBATLL KPOBI
(Tvn 1V 3a Knacudikauieto PpeapikcoHa).
- [ns nikyBaHHS NauieHTiB 3 NePBUHHOK AucbeTaninonpoTeiHemieto (Tun 111 3a Knacudikawieto ®peapikcoHa) y
BUMaAKax, KON JOTPUMAHHS LIETU € HeOCTaTHLO ePEKTUBHNM.
- [na 3MeHLIeHHA PiBHA 3ara/lbHOro X0necTepuHy Ta xonectepuHy JIMHLL, y nauieHTiB 3 rOMO3UIOTHOO



CiMENHOI0 rinepxonecTepuHeMiero K JOMOBHEHHS 40 IHLLMX TinoninigemMiuyHnX MeToAiB NikyBaHHS (Hanpuknag agepes JIMHLL) abo AKwo Taki meToam
NiKyBaHHSA HeAOCTYIHI.

- FAK [ONOBHEHHSA [0 AIETU ANA 3MEHLUEHHSA PIBHIB 3ara/lbHOro XonecTepuHy, xonectepuny JIMHLL, i
anoninonpoteiHy B y xnonumkie Ta AiByat (y MoOCTMeHapxianbHWA nepiod) Bikom Big 10 g0 17 pokKiB 3 TeTepo3UroTHOK CiMENHOK
rinepxosiecTepuHemiero, AKLLO Nicna Bi4NOBIAHOT AieToTepanii pe3ynbTaTv aHasi3iB Taki:

a) xonectepuH JIMHLY, 3annwaetsea 2 190 mr/an abo
6) xonectepuH JIMTHLLL, 3 160 mr/an Ta:
y CiMeNHOMY aHaMHe3i HasiBHI paHHi cepLeBO-CyNHHI 3aXBOPHOBaHHSA abo

[Ba abo GiNbLue IHLWMX (DAKTOPIB PU3MKY PO3BUTKY CepLeBO-CyANHHMX 3aXBOPHOBaHb
MPUCYTHI Y NauieHTa AUTAYOrO BiKY.

MpoTunokasaHHs.

IinepuyTAmMBICTb f0 6YAb-AKOr03 KOMMNOHEHTIB nNpenapary.

AKTVBHe 3aXBOPIOBaHHS MeYviHKK abo CTilKe NigBULLEHHS PIBHIB NEYiHKOBKX TpaHCamiHa3 HeBIZOMOI eTiONOriT, L0 BTPUYI NepeBULLYE HOPMY .
3acTocyBaHHSA NPOTMBIPYCHOIO NTiKapCbKOro 3aco6y rnekanpesip/ni6peHTacBip 415 NikyBaHHA renatuty C.

BariTHICTb Ta nepiof rogyBaHHA rpyALto.

MpoTMMNOKa3aHO >XXiHKam PenpoAyKTUBHOIO BiKY, IKi He 3aCTOCOBYHOTb KOHTPaLEenTUBH.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

P13nK po3BMTKY MionaTii Mig vac NikyBaHHSA cTaTUHaMM MiABULLYETLCA Y pasi 04HOYaCHOr0 3aCTOCYBaHHS MOXiAHUX PIBGPOEBOI KUCNOTK, NiNiAoMOANGIKYHOUMX
[03 HiauMHy, UMKNOCNOpUHY abo noTyXHuX iHribitopis CYP3A4 (Hanpuknag KnapuTpoMmiluHy, iHri6iTopiB npoteasn BIJ1 Ta iTpakoHasony) (4MB. po3ginu
«0Oc06MBOCTI 3aCTOCYBaHHS» Ta «PapMaKonOoriyHi BNacTUBOCTI»).

MoTy>kHi iHri6iTopn CYP3A4. ATopBacTaTvH MeTabonisyeTbcsi uMToXpomoM P450 3A4 i € cybcTpaToM ANt MeYiHKOBUX TPaHCMNOpPTEpiB, TPaHCMOPTHOrO
nofinentuay opraHiyHmx adioHis 1B1 (OATPLB1) i 1B3 (OATPLB3). Metabonitu artopsactatuHy € cy6ctpatamy OATPLB1. AtopBacTaTvH TakoX
iIeHTU(DIKOBAHO SiK CybCTpaT NPOTETHY MHOXWHHOT MeAnKameHTO3HOT pe3ucTeHTHOCTi 1 (MDRL) i npoTeiHy pe3ucTeHTHOCTI paky MosiovHol 3ano3n (BCRP), wo
MOXXe 0OMEeXXyBaTM abCopOLit0 Y KMULLEYHUKY i 6iniapHUIA KNipeHC aTopBacTaTUHY.

OpfHoYacHe 3acToCyBaHHA npenapaTty ATtopsacTaTuH-TeBa 3 MOTY>XHUMU iHri6iTopamy CYP3A4 abo TpaHCNOPTHMX OINKIB MOXe NPW3BeCTU A0 MifBULLEHHS
KOHLEHTpaLi aTopBacTaTUHy y nnasmi KpoBi (AvB. Tabnuuio 2 Ta AeTanibHy iHhopMaLito, HaBefeHY HIKYe) Ta NiABULLEHHS PU3MKY PO3BUTKY Mionartii. Lliei
PU3MK MOXKe TaKOX MiBULLYBATUCA NPW OLHOYACHOMY 3aCTOCYBaHHI aTOpBaCTaTUHY 3 iHLIMMW iKaPCbKMMK 3ac06aMu, AKi MOXYTb CIIPUUYUHATI MiONarTito, Taki
AK MOXifAHI (hibPOEBOT KMCMOTKU Ta e3eTuMib (AMB. po3ain «OcobnnBOCTI 3aCTOCYBaHHSA»). CTyniHb B3aEMOAIT Ta NMiACWUIEHHSA AiT 3a1eXaTb Bif, MiHIMBOCTI BM/NBY
Ha CYP3A4. Cnig No MOX/IMBOCTI YHUKATN OAHOYACHOI0 3aCTOCYBaHHS 3 MOTY>XXHUMMU iHri6iTopamu CY P3A4 (Hanpuknag 3 UMKAOCMOPUHOM, TENITPOMILMHOM,
KapUTPOMILMHOM, AenaBipAuHOM, CTUPUMEHTO/IOM, KETOKOHA30/10M, BOPUKOHA30/10M, iITPaKOHA30/10M, MOCAKOHA30/10M, EAKMMUN NMPOTUBIPYCHUMM 3acobamu ans
nikyBaHHsA renatuty C (Hanpuknag, enbéacsip/rpasonpesip) Ta iHriéitopamu npoteas BIJ1, y TOMy uncni pToHaBipoMm, NioniHaBipoM, aTaszaHaBipoM, iHAMHABIPOM,
[apyHaBipoM). FAKLO0 HEMOXMBO YHUKHYTW OHOYACHOr0 3aCTOCYBaHHS LMX NpenapariB 3 aTopBacTaTUHOM, CAij, PO3rNSHYTU MOX/IMBICTb 3aCTOCYBAHHSA HUXKYOT
MoYaTKOBOI Ta MaKCUMa/IbHOI [j03 aTopBacTaTUHY. TakoX PEKOMEHLYETLCA MPOBOAUTY HANIEXXHWUI KNTTIHIYHWIA MOHITOPUHT CTaHy navieHTa (4uB. Tabnumuo 2).
MomipHi iHri6iTopn CYP3A4 (Hanpuknag epuTpoMiuMH, AWNTiazeM, Bepanamin Ta (p/1lyKOHa30/1) MOXYTb NiABMLLYBaTX KOHLEHTpPaLito aTopBacTaTUHy Yy niasmi
KpoBi (avB. Tabnuuto 2). OfHOYaCHe 3aCTOCYBaHHA epUTPOMILMHY Ta CTATUHIB CYNpPOBOLXKYETHCA NIABULLEHHAM PU3MKY PO3BUTKY MionaTil. JocnimkeHHs



B3aEMOAIT NiKapCbKUX npenaparis 4na OLiHKM BMNIMBY aMiofapoHy abo Bepanamisly Ha atopBacTaTMH He MpoBOAWMAUCH. Bigomo, o amiogapoH Ta Bepanamin
NPUrHivyoTb akTuBHiCTb CYP3A4, a 0TXe, O4HOYaCHe NPU3HAYeHHs LUX MpenapaTiB 3 artopBacTaTMHOM MOXE MPU3BECTM [0 36i/bLUEHHS eKcrno3nuii
atopBacTaTuHy. Takum 4YMHOM, MpU OAHOYACHOMY 3aCTOCyBaHHi aTopBacTaTUHy Ta LMX MNOMipHUX iHri6itopis CYP3A4 cnif posrnsHyTM MOX/MBICTb
MPU3HAYEHHA HKYMX MaKCUMa/IbHUX [JO03 aTOpBacTaTUHY. TakoX peKOMeHA0BaHO NMPOBOAUTY KNIHIYHWUIA MOHITOPUHI CTaHy nauieHTa. IMicns noyaTky NnikyBaHHA
iHriGiTopom abo Micna KOpeKLiT Moro fo3n peKoMeHA0BaHO NPOBOANTY KNiHIYHWIA MOHITOPUHT CTaHy MaLieHTa.

"perndpy TOBUIA CiK MICTUTb OAMH ab0 GislbLe KOMMOHEHTIB, WO iHri6ytoTb CYP3A4 Ta MOXYTb NiABULLYBATW KOHLEHTpaLil aTopBacTaTUHy Yy nasmi Kposi,
0C06/11MBO NPU HaAMIPHOMY CMOXXMBaHHI rpelingpyToBoro coky (6inbLe 1,2 N Ha goby).

KnapnTpomiunH. 3HayeHHss AUC artopsacTaTMHy 3Ha4yHO MiABuLLYyBa/ioCb NPV OAHOYACHOMY 3acTOCyBaHHI npenapaty ATtopsacTaTvH-TeBa 'y fo3i 80 mr Ta
KnaputpomiuuHy (500 mr fggivi Ha [o6y) MOPIBHAHO i3 3acTOCyBaHHAM Tiflbku npenapaty ATopsacTaTuH-TeBa . OTxe, nauieHTam, fKi NpuiAMaroThb
KNapuTpoMiuuH, cnif 3 06epexHiCTio 3acTocoByBaTM ATopBacTaTMH-TeBa y [o03i Buwe 20 mr (avB. posginn «Oco6aMBOCTI 3acToCyBaHHSA» Ta «Croci6
3aCTOCYBaHHA Ta f03U»).

Komb6iHauis iHriéiTopis npoTeas. 3HauyeHHs AUC atopBacTaTMHy 3Ha4YHO MifBULLYBasioCb NPy O4HOYACHOMY 3aCTOCyBaHHI MnpenapaTy ATopBacTaTuUH-TeBa 3
JeKinbKoMa KombiHauisimu iHri6iTopis npoteasn BIJ1, a TakoX 3 iHri6iTopom npoTeasn Bipycy renatuty C TenanpeBipoM MOPIBHSAHO i3 3aCTOCYBaHHSM Ti/lbKu
npenapaty AtopsacTaTuH-TeBa. TOMy [/19 NaLieHTIB, fKi NpUMatoTh iHriGiTop npoTeasu BIJ1 TnpaHasip + putoHasip abo iHriGiTop npoTeasu Bipycy renatuty
C Tenanpesip, Cnij yHWKaTV OAHOYACHOrO 3aCTOCYBaHHA npenapaty AtopeacTaTuH-Tesa. Mpenapar cnif 3 06epeXHICTIO NpU3HaYaTy naLieHTam, sKi NpuiitMatoTb
iHri6iTop npoteasn BIJT noniHaBip + pMTOHaBIp, Ta 3aCTOCOBYBATM Y HaHMXUI HEOOXIAHIA A03i. [na nauieHTiB, SKi NpuidMatoTb iHri6iTopy npoTteasn BIJI
CakBiHaBip + pPWUTOHABIP, AapyHaBsip + pUTOHaBIp, (pocamnpeHasip abo ocamnpeHasip + PUTOHaBIp, L03a npenaparty ATopBacTaTWUH-TeBa He MOBUHHA
nepesuLyBaty 20 Mr, i Li npenapaTy NOTPi6GHO 3aCTOCOBYBATU 3 06EPEXHICTIO (AMB. po3ainm «OcobMBOCTI 3aCTOCYBaHHS» Ta «Cnoci6 3acTOCyBaHHS Ta [03U»).
[na nauieHTis, AKi npuiiMatoThb iHri6iTop npoTeasu BIJ1 HendiHagip abo iHrib6iTop npoTteasu Bipycy renatuty C 6ouenpesip, fo3a npenapaty ATopBacTaTuH-TeBa
He NOBMHHa nepeBuLLyBaTh 40 Mr, TaKOX PEKOMEHYETHCA NMPOBEAEHHSA PETE/IbHOMO KNiHIYHOIO MOHITOPUHTY CTaHy MaLieHTIB.

ITpakoHason. 3HayeHHs AUC artopsacTaTMHY 3Ha4yHO MifBMLLYBa/IoCb MPW OAHOYACHOMY 3aCTOCYBaHHI npenapaty ATopsacTatuH-TeBa y Ao3i 40 mr Ta
iTpakoHazony y aosi 200 mr. Onke, nauieHTam, SKi NpuiiMatoTb iTPaKoHa30/, Chif AOTPUMYBaTUCA 00EPEeXHOCTI, AKLWO Ao3a npenapaTy ATopBacTaTuH-TeBa
nepesuwye 20 Mr (guB. po3giny «OcobMBOCTI 3aCTOCYBaHHSA» Ta «Cnocib 3aCTOCYBaHHA Ta [03U1»).

LimknocnopuH. ATopBacTaTUH Ta oro MeTabonitm € cybctpatamm TpaHcnoptepa OATPLBI. IHri6itopy OATPLB1 (Hanpuknag UMKAOCMOPUH) MOXYTb
nigBuvLLyBaT 6IOA0CTYNMHICTL aropsBacTaTMHy. 3HaveHHs AUC artopBacTaTMHy 3Ha4yHO MiABMLLYBa/ioCb NPV OAHOYACHOMY 3aCTOCYBaHHI npenapaty
ATopBacTaTtuH-TeBay f03i 10 Mr Ta UMKNOCNOPUHY Y A03i 5,2 Mr/Kr/go6y nopiBHAHO i3 3aCTOCYBaHHAM TiflbK npenapaty ATopsacTaTuH-Tesa. Cnif yHMKaTu
OAHOYaCHOro 3aCTOCyBaHHA npenaparty AtopBacTaTvH-TeBaTa UMKIOCNOPUHY (AMB. po3ain «Oco6nnBOCTI 3aCTOCYBaHHS»).

MefanyHi pekomeHAaLiT LLOAO 3aCTOCYBaHHSA NiKapCbKMX Mpenaparis, L0 B3aEMOAIHOTb, MigcyMoBaHOo y Tabnuui 1 (AvB. TakoX po3ainn «Crocib 3acTocyBaHHA Ta
[031», «OCO6NMBOCTI 3aCTOCYBAHHS»).

Tabnuugs 1.
B3aemopii nikapcbKmx 3aco6iB, NOB’A3aHI 3 NiABWLLEHVM PU3MKOM PO3BUTKY MionaTii/pabhomionisy
MeaunyHi pekomeHgauii Lwoao
3aCTOCYBaHH$

Mpenapaty, Lo B3aEMOAi0Tb

LimknocnopuH, iHri6itopun npoteasun BIJT (TunpaHasip +
PUTOHaBIp), iIHribiTOp NpoTeasu Bipycy renatuty C YHMKaTV 3aCTOCYBaHHS aTopBacTaTUHy
(Tenanpesip)




3aCTOCOBYBATU 3 0GEPEXHICTHO Ta Yy

IHriGiTop npoTeasu BIJ1 (noniHasip + puTOHaBip) o < AV
HaNHMKYMIA HeOOXiAHIN [03i

KnaputpomiumH, iTpakoHason,
iHriGiTopn npoteasn BIJ1 (cakBiHaBip + pUTOHaBIp*, He nepesuiyBaty go3y 20 mr
[lapyHasip + pUTOHaBip, hocamnpeHaBip, ocamnpeHaBip | aTopeacTaTvHy Ha 406y

+ pUTOHaBip)

IHri6iTop npoTeasu BIJ1 (HendgiHagip) He nepesuwyBaty go3y 40 mr
IHri6iTop npoTeasu Bipycy renatuty C (6ouenpesip) aTopBacTaTUHy Ha Aoby
*3aCTOCOBYBATMN 3 06EPEXHICTIO Ta B HAlHWKYi HEOOXIiAHIl f03i.

Femcpibposun. Y 3B’d3Ky 3 MiABWLLEHMM PU3MKOM PO3BUTKY MionaTii/pabaomionidy npu oAHoOYacHOMY npuitomi iHri6iTopis TMI-KoA-peaykrasn 3
remiobpo3nnom cnif yHUKaTh 0iHOYaCHOr 0 3aCTOCYBaHHS npenapaTy ATopBacTaTuUH-TeBa3s remibposmnom (aue. po3ain «Ocob6MBOCTI 3aCTOCYBaHHS»).

IHWi hibpaTn. MoHOTepanisa ibpatamu y fesknX Bunagkax oyna nos’s3aHa 3 MOpyLUEHHAMY 3 6OKY M’A3iB, Y TOMY uncni 3 pabaomioni3om. PU3NK pO3BUTKY LMX
noAiv 3aaTHUI NigBMLLYBATUCA NPU 0HOYACHOMY 3aCTOCYBaHHI MOXiAHMX PIBPOEBOT KMCNOTKU Ta aTopBacTaTUHy. OCKIiNbKU BiOMO, LLLO PU3MK PO3BUTKY MionaTil
nig Yac nikyBaHHA iHri6iTopamy MI-KoA-pefyKTasu NigBULLYETLCS NPU 0AHOYACHOMY MpUIAOMI THLWIKX (hibpaTie, ATopBacTaTUH-TeBa Cnif 3acTOCOBYBATH 3
06epexKHIiCTIO 0fHOYacHO 3 iHWKMKU ibpatamu (4UB. po3gin «OCO6/MBOCTI 3aCTOCYBaHHA»). AKLIO HEMOX/IMBO YHWUKHYTU CYMyTHbLOTO 3aCTOCYBaHHSA, CAif
3aCTOCOBYBATU HANHWKYY NS OCATHEHHS TepaneBTUYHOT METY [03Y aTopBacTaTuHYy, a 419 NaLieHTIB CNif BCTAHOBUTUN HAJIEXXHWIA MOHITOPUHT.

HiauuH. PU3NK BUHUKHEHHSA MOBIYHUX ABULY, 3 BOKY CKEeeTHUX M’A3iB 36i/bLLYETLCA NMPU 3aCTOCYBaHHI npenaparty y KOM6iHauiT 3 HIaUuMHOM, a OTXKe, 38 TakuX
YMOB Cif, PO3rSHYTU MOX/MBICTb 3HVMXKEHHSA [031 MpenapaTy ATopeacTaTtuH-Tesa (AvB. po3gin «OcobnnBOCTI 3aCTOCYBaHHS»).

Puchamnin abo iHWi iHaykTopn umToxpomy P450 3A4. OgHouacHe 3acTOCyBaHHSI mpenapaty 3 iHAyKTopamu umToxpomy P450 3A4 (Hanpuknag edaBipeHs,
pucamniH, npenapatn 3Bip0o60KHD) MOXe NPU3BOAUTU [0 HECTIMKOrO 3MEHLLEHHS KOHLEHTpauii atopeacTaTvHy y nnasmi Kposi. Uepe3 mexaHi3m noABiliHOT
B3aemopil pudamniny (iHAyKuis uutoxpomy P450 3A Ta iHridyBaHHA TpaHcrnopTtepa 3axorneHHs OATPLB1 renaTouuTiB) PeKOMeHAYETbCA OfHOYacHe
3aCcToCyBaHHA npenapaTty ATopBacTaTvH-TeBa 3 pudamMniHOM, OCKi/IbKK GY10 NoKasaHo, WO BIACTPOYeHe 3aCTOCYBaHHA NpenapaTy nicns BBeAEHHA pugamniHy
noB’si3aHe 3i 3HAYHUM 3HVKEHHAM KOHLEHTpauiil atopeacTaTvHy y nnasmi Kposi. OfHak BNavB pugamniHy Ha KOHLEHTpauito atopBacTaTvHy B renaroumrax
HEBIJOMWIA, i Y BMNALKY, AKLLO HEMOXINBO YHUKHYTU CYMyTHLOIO 3aCTOCYBaHHA LMX NiKapPCbKMX 3ac06iB, CMif peTeslbHO KOHTPOJIKOBATY iX e(heKTUBHICTb A/1S
nawieHTIB.

AunnTiazemy rigpoxnopug. OaHo4acHUA npuitom atopacTaTuHy (40 Mr) Ta auntiazemy (240 Mr) cynpoBOAKYETbCSA MiABULLEHHSIM KOHLEHTpaLiT aTopBacTaTUHY Y
nnasmi Kposi.

LiumeTuanH. Y pesynbTati npoBefeHNX AOC/IIKeHb 03HaK B3aEMOZIT aTopBacTaTvHy Ta LMMETUANHY He BUSB/IEHO.

AHTauman. OfHo4acHWI nepopasibHUIn NPUIAOM aTopBacTaTUHY Ta CYCMeH3il aHTauugHoro npenapary, WO MICTUTb MarHito Ta a/loMiHIKO TigpoKcua,
CYNPOBOMKYETLCS 3HVKEHHSIM KOHLEHTpau il atopBacTaTvHy Yy nnasmi Kposi npubnmsHo Ha 35 %. Mpu ubomy rinoninigemiyHa fis aTtopeacTaTUHY He
3MiHIOBaNach.

KonecTwunon. KoHueHTpav,is aTopacTaTUHy Yy nias3mi KpoBi 6yia HMXY0K (NpM6ansHo Ha 25 %) npu of4HOYaCHOMY NPUnOMi aTopeacTaTuHy Ta Kosiectunony. Mpu
LUbOMY rinoninigemiyHa fis KomO6iHauiT atopBacTaTyHy Ta KOMECTUNO/Y MepeBuLlyBana eqekT, AKUA LOCATaETbCA NPU MPUIMOMI KOXHOMO 3 LMX npenaparis
OKpemo.

AsnTpomiunH. OfiHoYacHe 3acTocyBaHHsi atopBacTatvHy (10 mr 1 pa3 Ha Ao6y) Ta asutpomiynHy (500 mr 1 pa3 Ha A06y) He CynpoOBOKYBanocs 3MiHamu
KOHLeHTpaLiT aTopBacTaTUHy y nnasmi Kposi.

IHriGITOPN TpaHCMOPTHMX OiNKiB. [HrIGITOPM TpPaHCNOPTHMX O6INKIB (Hanpuknag LUMKNOCMOPWH) 34aTHI MNifgBWLLYBaTW pPiBEHb CUCTEMHOI €eKCro3unuil



aropsactatuHy (aus. Tabnuuio 2). Bnave MPUrHiYeHHA HaKOMUUYBa/lbHUX TPaHCMOPTHMX OIIKIB Ha KOHLEHTPaLit0 atopsBacTaTuHy B K/ITMHAX MeYiHKu
HEBIJOMUIA. AKLLO YHUKHYTU O4HOYACHOr0 NPU3HAYeHHs LUMX NpenapartiB HEMOX/MBO, PEKOMEHA0BAHO 3HVDKEHHA 031 Ta MPOBEeAEHHS K/TIHIYHOrO MOHITOPUHTY
epeKTMBHOCTI aTtopBacTaTuHy (AMB. TabAULIO 2).

E3eTumib. 3acTocyBaHHA e3eTUMiOy K MOHOTepanii NoB’A3yt0Tb 3 PO3BUTKOM SIBULL, 3 BOKY M’S30BOI CUCTEMW, Y TOMY YmnC/i pabgomionidy. Takum YMHOM, Npu
O[HOYaCHOMY 3aCcTOCyBaHHI €3eTUMiby Ta aropBacTaTVHY PU3MK PO3BUTKY LMX SBULY, 30iMbLIYETbCSA. PEeKOMEHL0BaHO MPOBOAUTW HaNEXHUIA KAIHIYHWIA
MOHITOPUHT CTaHy TaKnX MaLi€eHTIB.

dy3mgosa kucnoTa. JocnifKeHHsA B3aEMOAIT aTopeacTaTMHy Ta (DY3MAOBOI KWC/MOTM He MPOBOAWAMCH. AK |1 Yy BUMAAKy 3 IHWWMK CTaTUHamu, Yy
MOCTMAaPKETUHIOBUIA Nepios Npy OAHOYACHOMY NPUInOMI aTopBacTaTUHy Ta (Py3nL0BOT KUC/IOTU CriocTepiraincs ssuwa 3 60Ky M’s30B01 cuctemu (y TOMY YUCHI
pabfomioni3). MexaHi3M Ljiel B3aEMOZIT 3a/IMLLIAETLCA HeBigoMUM. OfepyKaHi NoBILOM/IEHHS LLOAO BUHUKHEHHSA pabAomionisy (BKNHOYaoUm feKinbka neTasibHuX
BUMNaAKiB) y NauieHTIB, AKi 3aCTOCOBYBa/M L0 KOMOIHaUit0. AKWO Tepanis (Py3va0BOK KWUCMIOTOK Y NiKapcbKin (hopMi CUCTEMHOT fii € BKpail HeobXiaHoto,
NiKyBaHHs aTopBacTaTMHOM HEOOXiAHO MPUMUHUTIL NPOTArOM YCbOro Mepiogy NMikyBaHHS (hy3140BOK KUCIOTO. IMalieHTn NoTpebyroTb NUBHOMO Harnsagy.
AurokcvH. Tlpn ofHoYacHOMY 3acTOCyBaHHI 6aratopa3oBux [03 fpenapaTy ATOpBacTaTUH-TeBa Ta AUFOKCMHY PIBHOBaXKHI KOHLEHTpaUil AUrOKCUHY Y nnasmi
KpOBi NiABULLYHOTbCA NPr6aM3HO Ha 20 %. Criif, HAIEXXHUM YMHOM KOHTPOIOBATM CTaH MauieHTiB, SKi NPUAMat0Tb AUTOKCUH.

MepopanbHi KOHTpauenTuen. OfHOYaCHe 3aCTOCyBaHHA Mpenapaty ATopBacTaTvH-TeBa 3 MepopaibHUMM KOHTpauenTuBamMy MigsuLLyBaio 3HadeHHs AUC
HOPETUCTEPOHY Ta eTUHiNecTpagiony. Lle cnig 6patv fo yBaru npu BU6opi NepopasibHOro KOHTpauenTuea 4151 XiHKK, ska npuitvae ATopBacTaTuH-TeBa.
BapdapuH. ATopBacTaTMH-TeBaHe YNHUB KNiHIYHO 3HaYyLOl AiT Ha NPOTPOMOIHOBWUIA Yac Yy NaLieHTIB, AKi NPOXOAMAM AOBrOTPMBAsE NiKyBaHHSA BapdapuHOM. Y
KNiHIYHOMY AOCAifpKEeHHI Y MauieHTiB, SKi OTpUMyBaiM MOCTIMHY Tepanito Bap(apvHOM, OfHOYACHe 3aCTOCyBaHHS aTopBacTaTUHy B A03i 80 mMr Ha goby 3
BaphapuHOM Mpu3BeN0 4O HEBENIMKOro 3MeHLLUEHHS NPOTPOMOIHOBOrO Yacy npubnusHo Ha 1,7 ¢ nNpoTAroM nepimnx 4 AHIB NpUinoMy NiKapcbKoro 3acoby; ue
3HayYeHHs MOBEPHYNOCA A0 HOpMM 4epe3 15 AHIB MliIKyBaHHA aTopBacTaTMHOM. Xo4a MOBILOMAAMM fiMLLE NP0 Ay>XKe PIAKICHI BUMAAKN BUHUKHEHHA KIHIYHO
3HAYYLLMX aHTMKOAryNAHTHUX B3aEMOZiN, Nepes no4yaTKom Tepanii aTopBacTaTUHOM Y NaLieHTiB, L0 3aCTOCOBYHOTb KyMapyUHOBI aHTUKOArynsHTW, Ta JOCUTb HacTo
Ha noyartky Tepanii NOTPibHO BU3HAYMTU NPOTPOMOIHOBMIA Yac 3 METOK YHUKHEHHS 3HaUYLLMX 3MiH MPOTPOMGIHOBOr0 Yacy. JJOKyMeHTanbHO NiATBEpMAXKEHO, LU0
nicng crabinisayi’ NPOTPOMOIHOBUIA Yac MOXKHa KOHTPO/OBATW 3 iHTepBasiaMy, K 3a3BUYali PEKOMEHAYHOTb A1 NauieHTIB, fKi 3aCTOCOBYHOTb KyMapWHOBI
aHTMKOArynsHTU. FAKWO [03a aTtopBacTaTMHy 3MIHIOETbCA abo MPUMMHAETLCA 3aCTOCYBaHHSA, L0 Mpouesypy Cnif noBTOpuTW. Tepanis atopBacTaTUHOM He
MoB’sA3aHa 3 KpoBOTEeYeto abo 3i 3MiHaMK NPOTPOMBIHOBOIO Yacy Y MauieHTiB, SKi He NPUAMAK0Tb aHTUKOAryNsHTH.

KonxiuuH. MNpy ogHoYacHOMY 3aCTOCyBaHHI aTopBacTaTUHY 3 KONXILMHOM MOBILOMANOCA MPO BMMNaAKW Mionartii, y TOMY 4uc/i pabLomionisy, ToMy chij 3
06epeXXHICTIO Np13HaYaTh aTopBacTaTVH 3 KONXiLUHOM.

IHWI nikapcbKi 3aco6m. KNiHiYHI JOCNIAKEHHA MOKa3aiu, WO OfHOYACHe 3aCTOCOBYBaHHSA aTopBacTaTWHY i FiMOTEH3MBHMX MpenapaTtiB Ta MOro 3aCTOoCyBaHHA B
XOi ecTporeH3amiCHOi Teparii He CynpOBOKYBa/IOChb K/IHIYHO 3HaYyLLMMKU MOBIYHUMK edekTamu. [JocnifkeHb B3aEMOLIT 3 IHWMMMK npenapatamn He
MPOBOAMN/IOCH.

Tabnuuyga 2.
Bnive 0gHOYaCHO 3aCTOCOBYBaHMX NpenapariB Ha (DapMakoKiHETUKY aTopBacTaTUHY
OfHOYaCHO 3aCTOCOBYBaHI ATopBacTaTtuH
npenapaty Ta peXkum L03yBaHHSA Tosa (wr) i AUCE g:,l : ;eH;Aaui'|#




CynyTHE 3aCTOCYBaHHS

3 NiKapCbKNMM

. 3acobamu, WO MiCTATb

rpeKanpesl_p 400 mr 1 pa3 Ha aooy/ 10 mr 1 pa3 Ha poby rnexKanpesip abo
nibpeHTaceip 120 mr 1 pa3 Ha o6y, . 8,3 . )

7 aHis BMNPOAOBX 7 [HiB nibpeHTacsip,
npoTunokasaHe (4uB.
po3ain
«[1pOTUNOKA3aHHS).

#T . Y BunNagkax, Konu

npaHasip 500 mr 2 pa3n Ha foby/ 40 W y nepumii aeHs, 10 CYMyTHE 3aCTOCYBAHH
puToHasip 200 Mr 2 pasun Ha goby, 8 o 9,4 pa3a 3 aTODBACTATUHOM €
: MI Y ABafUATUN LeHb P

AHiB (3 14 no 21 feHb) HeoBXiaH!M,
3aCTOCOBYHOTb He

#Tenanpesip 750 Mr KOXHi 8 roauH, 20 MI. DA30BA 1034 79 pasa GinbLie 10 Mr

10 gHiB P A 7P aTopBacTaTUHy Ha
A06y. PekomeH0BaHWI

#uknocnopuH 5,2 mr/kr/goby, | 10 Mr 1 pa3 Ha goby KATHIYHIA MOHITOPUHT

cTabiNnbHa 1o3a BMPOJOBX 28 [HiB 8,7 pasa ﬁ;ﬁ:‘gH :QOPOB A TaKnx
Y BunNagkax, Konu
HeobXxiaHe CYnyTHE

JNonixasip 400 mr, 2 pa3un Ha foby/ sacTocyBaHHs 3

. 20 mr 1 pa3 Ha o6y aropsacTaTUHOM,
puToHaBip 100 mr, 2 pa3un Ha [ob6y, : 5,9 pasa
. BNPOJOBX 4 HIB PEKOMEHAYETHCA

14 pnie 3MEHLLEHHS
NigTpyuMyounx  [o3
atopsactatuHy. [lpu
3aCTOCYBaHHI
aTopBacTaTuHy B

#KnaputpomiLmH 500 mMr 2 pasu Ha | 80 Mr 1 pa3 Ha Joby 4.4 pasa ﬂggz)é’mu.l,yrmb 20 :\JAJ'rO

Ao6y, 9 AHiB BMNPOLOBX 8 AHIB ' A~ :
KNMIHIYHWIA MOHITOPUHT
CTaHy UMX NawieHTiB.

#, ICakgiHaBip 400 Mr 2 pasu Ha Y  BuMagkax, Konw

no6y/ 40 Mr 1 pa3 Ha foby 3,9 pasa HeobxifHe CynyTHe

puToHasip 400 Mr 2 pasu Ha [ooy,
15 fHiB

BNPOLOBX 4 [HIB

3aCTOCyBaHHA 3
aropBacTaTMHOM,

#[lapyHasip 300 Mr 2 pasu Ha o0y/

mIa Tt tmmarm AN mare D mAamia 118 me~Cvey O

10 mr 1 pa3 Ha o6y

AN AAA~A

PEKOMEHYETHCS
IMEeHI1eHHS



Enbacsip 50 mr 1 pa3 Ha pAo6y/

[o3a  atopBacTaTuHYy
He NMOBMHHA
nepesuLLyBaT A060BY
posy 20 mr nig 4ac

rpasonpesip 200 mr 1 pa3 Ha o6y, | 10 mr, pa3oBa go3a 1,95 CYyNyTHbLOTO
13 aHiB 3aCTOCyBaHHA 3
NIKapCbKMMM
3acobamu, WO MICTATb
en6acsip/ rpasonpesip.
#HendiHaeip 1250 mr 2 pasu Ha | 10 Mr 1 pa3 Ha foby 1,74 paza BigcyTHi  cneundiyHi
Ao6y, 14 fHiB BMNPOJOBX 28 AHIB ' peKkomeHaaLlil.
He  pekomeHAyeTbCA
OfHOYaCHe BXXMBAHHS
#peiindpyToBuii cik, 240 mn 1 pa3 40 wr, pazoBa [103a 37 % BE/MKNX  KiNIbKOCTEN
Ha goby* ’ rpenngpyToBOro COKy
Ta 3aCTOCYBaHH$
aTopBacTaTuHy.
Micns noyaTtky
npuiiomy abo
nofasibLioro
. KOpWIryBaHHs [031
ﬁ,:ignaaem 240 wr 1 pa3 Ha fioby, 28 40 mr, pas3oBa 03a 51 % anntiazemy §
PEKOMEH/0BaHM
BiANOBIAHWI
KNiHIYHUA MOHITOPUHT
LMX NaLieHTIB.
PekomeHAyeTbCA
. 3HUKEHHS
Egg;pgz:_ﬁ?' S00 mr 4 pasn Ha 10 mr, pa3oBa f03a 33% Ma_KC_I/IMaI'IbHO'I' [o3n Ta
’ KNIHIYHWIA MOHITOPUHT
TaKMX MauieHTIB.
Awmnogunin 10 mr, pasosa fo3a 80 mr, pasoBa Ao3a 18 % BIACYTHI C.TeL"MqONH'
pekomMeHaLii.
LinmetnamH 300 mr 4 pasun Ha o6y, | 10 mr 1 pa3 Ha foby {MeHwe HixX 1 | BigcyTHi  cneundiyHi
2 TWXKHI BNPOLOBX 4 TUXHIB % peKkomeHzaLil.
Konectunon 10 r 2 pasu Ha po6y, | 40 mr 1 pa3 Ha foby 0.74%* BigcyTHi  cneuniyHi
24 TVXHI BNPO/OBX 8 TUXHIB ’ pekomeHAaaLil.




&

AHTauuaHa cycneHsis rigpokcuiis

10 mr 1 pa3 Ha goby

BigcyTHi  cneundiyHi

MarHigo T;l amoMiHiro 30 mn 4 pasn RMDOAOBYK A THKHIB 135% peKOMeHgaLyii.
Ha 400y, 2 TUXKHI
EdasipeH3 600 mr 1 pa3 Ha o6y, 14 10 MF BIPOJORX 3 AHiB 141 % BigcyTHi  cneuniyHi
AHIB pekomeHAaauiT.
AKLWoOo CYnyTHbOIO
. 3aCTOCYBaHH# He
#PI./I(paMmH 600 mr 1 pas Ha 'D'O6Y’T7 40 mr, pa3oBa [j03a 30% MO)KHay YHUKHYTMU,
AHiB (Npyn 0HOYaCHOMY BBE/IEHHI) DEKOMEHIYETHCS
OflHOYacHe  CYMyTHE
3aCTOCYyBaHH$
. aTopsacTaTuH 3
#PI./IanMmH 600 mr 1 pas ;'a Ay, 5 40 mr, pa3oBa [j03a 180 % pVI(*E)aMI'IiHOM ?3/ YMOBax
AHiB (OKpeMumu fo3amn) KITiHIYHOFO
MOHITOPUHTY.
PekomeHAYyeTLCA
. 3HUXXEHHS NOYaTKOBOI
Zzgl\ynq);?qp:i;m 600 wmr 2 pasn Ha 40 wmr, pa3oBa fo3a 35 % A03M | KNiHIYHWI
' MOHITOPUHT TaKnX
nawieHTIB.
PekomeHAyeTbCA
. 3HMDKEHHSI  NMOYaTKOBOI
;;q)i?sqmpm 160 mr 1 pas Ha Ao0y, 40 mr, pasoBa f03a 3% A03N i KJIHIYHWNA
A MOHITOPUHT Takux
nawieHTiB.
PekomeHAYyeTLCA
3HWKEHHA MoYaTKoBOT
A03n i KAIHIYHWIA
MOHITOPUHT TaKunx
nawieHTIB. [o3a
#Bouenpesip 800 Mr 3 pa3u Ha 1006y, 40 wr, pazoBa f103a 2.3 paza aTopsacTaTuUHy He
7 OHIiB ’ ' NMOBMHHA

nepesuLLyBaT [060BY
posy 20 mr nmig 4ac
CynyTHbLOrO
3aCTOCYBaHHS 3
6ouenpesipom.

[aHi, 3a3HayeHi K 3MiHa y X pasiB, ABMAOTL CO60K MPOCTE CNiBBIAHOLIEHHS MK BUMafKamMy 04HOYaCHOr0 3aCTOCYBaHHA Npenaparis Ta 3acTOCYBaHHA TiflbKu atopsacTaTuHy (To6To 1-




KpaTHuiA = 6e3 3miHu). JaHi, 3a3HadeHi y % 3MiHu, ABNS0Tb COB0H0 BiACOTKOBY Pi3HWLO BiAHOCHO MOKA3HWMKIB MPW 3aCTOCYBaHHI aTopBacTaTUHY OKpeMo (To6To 0 % = 6e3 3miHwn).

#  TIpo KNiHiuHy 3HauyLLiCTb AMB. Y po3ginax «Oco6/MBOCTI 3aCTOCYBAHHS» Ta «B3aeMOofisl 3 iHLLMMM NIKAPCLKUMK 3ac06aMm Ta iHLLI BUAN B3aEMOS .

* Mosigomnsanocs npo 6inbLwi nigsuiieHHa AUC (go 2,5 pasa) Ta/abo Cpgy (80 71 %) Npu HagMipHOMY CNOXUBaHHI rpelindpyToBoro coky (750 mn — 1,2 nitpa Ha fo6y abo binbLue).

**  [100AWMHOKWIA 3pa3oK, B3ATWIA Yepe3 8—16 roavH nicna npuiiomy 4o3v npenapary.

T Uepe3 mexaHi3m noggiiiHOT B3aeMogii putamniHy peKOMeHAYETbCS 0HOUaCcHe 3aCTOCYBaHHSA aTopBacTaTuHy 3 pudamniHOM, OCKiflbKM 6YN0 NoKasaHo, Lo BiACTPOYeHe 3aCTOCYBaHHS
aTopBacTaTVHY Micns 3aCTOCYBaHHS pudaMniHy MOB’s3aHe 3i 3HAYHMM 3HKEHHSIM KOHLLEHTpaL,ii aTopBacTaTUHY Y Na3mi KpoBi.

+ [o3a KoMbiHaLiT npenapaTiB CakBiHaBIp + PUTOHaBIP Y LIbOMY AOCIAXKEHHI He € KMiHIYHO 3aCTOCOBYBaHO A030H0. IMiABMLLEHHS €KCNO3MLLiT aTopBacTaTUHY MPY 3aCTOCYBaHHI Y KMIHIYHNX
YMOBaXx, iMOBIpHO, 6y/e BULLMM, HiXX Te, IKe CMoCTepiranocs y LboMy JocifjkeHHi. TOMy cnij 3 06epeXxxHiCTIo 3acTOCOBYBaTW Npenapat y HailHWkKYili Heo6XiaHI [o3i.

Tabnmua 3.
Bnnue atopBacTaTvHy Ha (hapMakOKiHETUKY OHOHYACHO 3aCTOCOBYBaHMX /TIKAPCbKMX 3aC00iB
ATopBacTaTuH OfHOYaCHO 3aCTOCOBYBaHWI NiKapPCbKMWiA 3acib Ta peXknM L03yBaHHS
Mpenapat/go3a (Mr) 3miHa AUC KAIHIYH]
pekomeHgauii
BigcyTHi
80 mr 1 pas Ha ,u,(_)6y ®eHa3oH*, 600 Mr ogHOPa3oBo 3% cneummiyHi
BMNPoAOoBX 15 fHiB
peKkomeHauil.
3a
nauieHTamu,
AKI
npuiiMatoTb
80 mr 1 pas Ha foby | , . 0
BMPO0BX 10 fHIB [urokcunH 0,25 mr 1 pas Ha o6y, 20 aHiB 15% ,g}l:iZJKCI/IH,
BCTAHOBUTM
peTenbHuiA
MOHITOPUHT .
A0wr 1 pas Ha o6y MepopanbHi KoHTpauenTuen 1 pa3 Ha foby, 2 micaui Bl,u,cyTl-!l _
BHDOLOBK 22 AHiB — HOpPEeTUCTEPOH 1 Mr 28 % cneundiyHi
Poa A — eTuHinecTpagion 35 MKr 19 % peKkomeHaLil.
. . BigcyTHi
10 Mr, pasosa 03a TwunpaHasip 500 mr 2 pasu Ha ao6y/putoHasip 200 mr Be3 3MiHM CreLNdivHi
2 pa3un Ha foby, 7 fHiB
peKkomeHaLil.
BigcyTHi
L0mr 1 pas Ha ,g,oﬁy docamnpeHasip 1400 mr 2 pas3u Ha foby, 14 AHiB 127 % cneummiyHi
BMPOAOBX 4 AHIB
peKkomeHauil.
. . BigcyTHi
10 mr 1 pa3 Ha goby | ®ocamnpeHasip 700 Mr 2 pa3u Ha fo6Y/pUTOHaBIp . -
. . be3 3MiHu cneumgiyHi
BMPOLOBX 4 AHIB 100 mr 2 pasu Ha o6y, 14 aHiB
peKomeHaLil.




* [pn ogHOYaCcCHOMY NpuUiioMi 6araTopasoBmX 03 aTOpBacTaTMHy Ta PeHa3oHy NPOAEMOHCTPOBAHO HE3HAYHMIA BNINB abo Oro BiACYTHICTb Ha KipeHC (heHa3oHy.
# Mpo KNiHIYHY 3HaYYLLICTb AMB. y Po34ini «B3aemogis 3 iHLIMMMW NiKapCbKUMM 3ac06amMm Ta iHLUI BUAM B3aEMOZIIi».

Oco6MBOCTI 3aCTOCYBaHHSA.

CkeneTHi M’53u

Hagxoamnu pigkicHi NoBigOMIEHHS NPO BUMNaAKK pabAomionisy 3 rocTporo HUPKOBOK HEAOCTATHICTHO BHAC/IAOK MiOrNo6iHYpiT Npy 3acTOCyBaHHI aTopBacTaTUHY
Ta IHWKX NiKapCbKUX NpenapaTiB LUb0oro Knacy. HasBHICTb B aHaMHe3i MOPYLLEHHS (DYHKLIT HUPOK MOXe 6yTn (hakTOPOM pU3MKY PO3BUTKY pabaomionisy. CtaH
TaKuMX nauieHTiB NOTPebye 6iNbLL PETENILHOTO MOHITOPUHTY N5 BUSB/IEHHSA NMOPYLLEHb 3 GOKY CKeNeTHUX M’A3iB.

ATOpBaCTaTUH, AK i iHLLUI NpenapaTtn rpynun CTaTuHIB, IHOAI CIPUYMHSAE MiONaTito, L0 BU3HAYAETLCA SIK 601 Y M’A3aX, MIO3UT abo cnabKicTb M’A3iB Y NOEAHaHHI 3
NiABULLEHHAM PiBHA KpeaTUHpochokiHasn (KPK) y noHag 10 pasis BuLLe BepXHbOT Mexi Hopmu (BMH). OgHouacHe 3aCTOCyBaHHS BULLMX [03 aTOpBacTaTUHY 3
MEeBHUMU NIKAPCbKUMK MpenapaTaMu, TakUMIN SK LIMKIOCTIOPUH | MOTYXKHI iHri6iTopy CY P3A4 (Hanpuknag KnapuTpoMiLmMH, iTpakoHas3o/1 Ta iHribiTopn npoTeas
B1/1), niasuulye pusmk mionatii/padaomionisy.

Hagxoaunu pigkicHI NOBIJOMIEHHS NPO BUMALKM IMYHO-0MOCepeKOBaHOT HEKPOTUYHOT mionartii (IOHM) — ayToiMyHHOT MionaTiil, NoB’A3aHOT i3 3aCTOCYBaHHAM
ctatuHiB. IOHM XxapakTepu3yeTbCst TaKUMW O3HaKamu: CNabKiCTb NPOKCMManbHUX M’S3iB Ta NifgsuileHWid piBeHb KPK y nnasmi Kposi, fKi 36epiratotbes,
He3BaXXatoun Ha MPUNUHEHHA NiKyBaHHA CTaTMHaMKW; NPV MpoBefeHHI GIioncii M’A3iB BMABNAKOTb HEKPOTUMYHY MionaTito 6e3 3HaYyHOro 3anasieHHs; npu
3aCTOCYyBaHHI IMyHOCYNPECUBHMX 3aC00iB CNOCTepIracTbCa No3UTUBHA AUHaMIKa.

MOXXNMBICTb PO3BUTKY MiOMaTiT CMif po3rnagaTny 6yab-aKoronatieHTa 3 AngysHow Mianrieto, 60MiCHICTIO abo cnabKicTio M’a3iB Ta/abo 3HaAYHUM NiABULLEHHAM
K®K. MauieHTam cnif peKoMeHAyBaTV HEramHo NoBigOMISTY MPO BUMNaAKU 600 Yy M’si3aX, 601iCHOCTI abo cnabKocTi M’s3iB HEBIAOMOT eTionorii, 0cobnnBo
AKLLO Lie CYNPOBOMKYETLCA BiUYTTAM He3ay>XaHHSA abo MigBULLEHHAM TemMnepaTypy abo AKLLO CUMNTOMW 3aXBOPHOBAHHA M’A3iB 36epiratoTbCs Nicns NPUNMHEHHS
npuiiomy atopeacTaTuHy. JlikyBaHHA npenapaToM Cif NpUnUHATA Y BUNALKY 3HAYHOTO NiABULLEHHSA piBHA KDK, fiarHocTyBaHHSA abo Nifo3pw Ha Mionarito.
Pusuk mionartii nmig vac nikyBaHHS npernaparamy LbOro Kiacy nigsuLLyeTbCa Npu OLHOYACHOMY 3aCTOCYBaHHI LIMKIOCMOPUHY, MOXIAHUX (DIGPOEBOI KMCNOTH,
epUTPOMILMHY, KNapuUTPOMILMHY, IHFiGITOpy npoTea3n Bipycy renatuTy C Tenanpesipy, KOMOiHaLii iHri6iTopiB npoTeasn BIJ1, y Tomy umcni kombiHauii
CakBiHaBip + pUTOHaBIP, NI0MiHaBIp + PUTOHaBIP, TUNPaHaBip + PUTOHABIP, JapyHasip + pUTOHaBIp, PocaMnpeHaBipy Ta KOM6GiHaLiT (hocamnpeHasip + pUTOHaBIp,
a TaKoX HiaunHy abo aHTMMIKOTUKIB rpynu asonis. Jlikapi, AKi po3rnfgatoTb MOX/IMBICTb KOMOIHOBAHOI Tepanii atopBacTaTUHOM Ta MOXigHUMK (Di6POEBOT
KUCMOTW, epUTPOMILMHOM, KNapuTPOMILMHOM, KOMOIHaLisMW CakKBiHaBip + pWUTOHaBIP, NOMiHaBip + PUTOHABIP, AapyHaBip + PUTOHaBIp, (hocamnpeHaBipoMm,
KOMOGiHaLjielo (hocamnpeHaBip + PUTOHaBIp, aHTUMIKOTMKaMK rpyny as3onis abo finigomMoangikauiiHuMyM Ao3amm HialyuHy, MNOBWMHHI PETeNbHO 3BaXKUTK
MOTEHLiHI NepeBary Ta PU3MKK, a TaKoX PeTe/lbHO MOHITOPYBATWU CTaH MaLi€eHTIB LWWOA0 6yAb-AKMX CMMNTOMIB 60/1H0, 60MIiCHOCTI abo CcnabkocTi y M’A3aXx,
0c06/IMBO MPOTArOM NOYaTKOBMX MICALIB Tepanii Ta NpoTAroM 6yab-9Koro 3 nepiofis TUTPYBaHHA 403M Y HaNpAMKY NigBuULLeHHS 6yab-9Koro 3 npenapartis. Cnig
PO3rNAHYTU MOX/IMBICTb 3aCTOCYBaHHS HM3bKUX MOYATKOBMX Ta NIATPMMYBa/IbHUX [03 aTopBacTaTUHY MpW O4HOYaCHOMY MpUIAOMI 3 BuULLE3ragaHumu
nikapcbKUMK npenapataMn (AvB. po3ain «B3aemogist 3 iHWMMK NiKapCbKMMKM 3ac06aMu Ta iHLWI BUAWM B3aEMOMIN»). Y TaKMX CUTyalisxX MOXe po3rnsgarucs
MOX/IMBICTb NepioanyHOro Bu3HadeHHs KOK, ane Hemae rapaHTii, WO Takuidi MOHITOPUHT JOMOMOXKe 3anobirTv BunafKam TSXKOT Mionarii.

MMoBigoMAAN0CA MPO BUMAAKW MionaTii, y TOMY 4mucii pabaomionidy, npyM OAHOYACHOMY 3aCTOCYBaHHI aTopBacTaTUHY 3 KOMXILUWMHOM, TOMY aTopBacTaTuH 3
KONXiLMHOM CNif Npu3HavaTu nalieHTaMm 3 06epeXkHicTio (AMB. po3ain «B3aemogis 3 iHWMMK NiKapcbKMMK 3aco6amMm Ta iHLLI BUAW B3AEMOLIN»).

Tepanito aTopBacTaTMHOM CAif TMMYacoBO abo MOBHICTIO NPUNUHUTK Y BYAb-AKOro NayieHTa 3 rocTpUM, CEPlo3HNUM CTaHOM, L0 BKa3ye Ha PO3BMTOK Mionarit,
abo npu HasBHOCTI (PaKTOpy PU3UKY PO3BUTKY HUPKOBOI HEAOCTATHOCTI BHACNILOK pabaomionidy (Hanpuknag TsHxKa roctpa iHgekuis, apTepiasibHa rinoTeHsis,
XipypriyHa onepadis, TpaBMa, TSHKKI MeTaboNiuHi, eHAOKPUHHI Ta eNeKTPONITHI po3naam, a TakoXX HEKOHTPO/IbOBaHI CyaoMn).



[10 NoyaTKy MliKyBaHHS

ATOpBACTaTUH C/ij 3 06ePEXHICTIO NPU3HAYaTK NaLieHTaM 3i CXWU/bHICTIO 40 PO3BUTKY pabaomionisy. [lo noyatky fiKyBaHHA CTaTMHAMK Y MaLiEHTIB, CXUTbHUX
[0 PO3BUTKY pabaomionisy, cnif Bu3Hayatu piseHb KOK npu:

— MNOPYLUEHHI PYHKUIT HUPOK;

— riNOMYHKUIT LYMTOBUAHOT 3a/103U;

— CNafKoBWX po3nagax 3 60Ky M’A30BOi CUCTEMMW Y POAUHHOMY ab0 0COBUCTOMY aHaMHesi;

— MepeHeceHnX y MUHYOMY BMNafLKax TOKCUYHOIO BMN/IMBY CTaTMHIB abo (pibpaTis Ha M’A3u;

— MepPeHeceHnx y M1HYIOMY 3aXBOPHOBAHHAX MEeYiHKM Ta/abo BXMBaHHI BEIMKOI KifIbKOCTI a/IKOT0/1H0.

[na nauieHTiB NiTHbOro BiKY (noHag 70 pokKiB) HeOOXiAHICTb MPOBEAEHHA O03HAYeHWX 3axXOAiB CMif OUiHIOBATU 3 ypaxXyBaHHAM HasBHOCTI iHLIMX (DaKTOpiB
CXW/BHOCTI 40 PO3BUTKY pabaomionisy.

MigBWLLEHHS piBHA Npenapaty y naasMi KpoBi MOX/MBE, 30KPeMa, Y pasi B3aeMOLIT Ta 3aCTOCYBaHHSA Y 0CO6MBUX NOMYNALIA NaLieHTiB, y TOMY YMCAi Y NaLieHTiB
3i cnagKoBMMmum XBopobamu.

Y Takux BuMagkax PeKOMEeHJO0BAHO OLiHIOBATW CMiBBIAHOLUEHHS PU3MKIB Ta MOX/IMBOI KOPUCTI Bif NiKyBaHHA Ta NPOBOAUTU K/IHIYHUA MOHITOPUHI CTaHy
nauieHTiB. FKLWO A0 NoYaTKy NikyBaHHS piBeHb KPK 3HauHo niasumeHnii (nepesmitye BMH 6inbLu HiX y 5 pasiB), iKyBaHHS pO3N0YMHATK HE CAif.
BumiproBaHHS piBHS KOK

PiBeHb KPK He cnif BU3HAYaTV MICNSA IHTEHCUBHUX (PISUYHUX HaBaHTaXXeHb ab0 3a HAsABHOCTI OYb-AKMX MOX/IMBUX a/ibTEPHATUBHUX NMPUYUH MiABULLEHHS PiBHSA
K®K, oCKinbKuM Lie MOXKe YCKNagHUTK iHTepnpeTaLito pe3ynbTaTiB. AKLL0 Ha MOYaTKOBOMY PiBHI CMOCTEPIraeTbCs 3HauYHe nigBuLLeHHs piBHsS KOK (nepeBuLLeHHS
BMH 6inbw HixX Yy 5 pasiB), To yepe3 5—7 AHIB He0OXiAHO NPOBECTU MOBTOPHE BU3HAYEHHS A4/151 MiATBEPLKEHHS pe3y nbTary.

Mig yac NiKyBaHHS

MauieHT NOBUHHI 3HATU NPO HEOOXiAHICTL HerarHo MoBiLOMAATM NPO PO3BUTOK 600 Yy M’A3ax, CYAOM UM CNabKoCTi, 0CO6/MBO KON BOHW CYMNPOBOMAXKYHOTHCS
He3ayXaHHAM abo rapsayvKoro.

Y pasi NosiBu UMX CUMATOMIB MNif Yac NiKyBaHHS aTopBacTaTUHOM He06XigHO BU3HAUMTK piBeHb KPK y Lboro nauieHTa. AKuWwo piseHb KPK 3HauyHO nigBumLLeHnI
(nepesuwye BMH 6inbl HiX Y 5 pasiB), NiKyBaHHS CMlig NPUAVHUTHA.

[OUiNbHICTL NPUNUHEHHS NIKYBaHHA CNif TaKOX PO3rNAHYTU, AKLLO NigBULLEHHSA piBHA KPK He cArae n’ATMKpaTHOro nepesuLeHHs BMH, ane cumnTomMu 3 60Ky
M’513IB MatOTb TSXKKUIA XapakTep Ta WOAEHHO CTaloTb MPUYMHOK HEMPUEMHMX BIAYYTTIB.

[icna 3HUKHEHHA CMMNTOMIB Ta HopManisauii piBHA KPK MOXHa po3rnsHyTU MOXIMBICTb BIAHOB/IEHHA NiKyBaHHSA aTopBacTaTUHOM ab0 MovaTKy fliKyBaHHA
a/lbTePHATMBHMM CTATUHOM 3a YMOBM 3aCTOCYBaHHA MiHIMabHOI MOX/IMBOI JO3W Mpenapary Ta peTe/lbHOro Harnsay 3a CTaHOM MaLieHTa.

JlikyBaHHS aTOpBacTaTMHOM HEOOXiAHO MPUMUHMUTK, AKLLO CMOCTEPIraeTbCA KNiHIYHO 3Hadylle niasuleHHs piBHA KPK (nepeBuiieHHss BMH 6inbl HiX y 10
pasiB) abo Yy pa3i BCTaHOB/IEHHSA [iarHo3y pabaomionisy (abo migo3pu Ha PO3BUTOK pabaomMionisy).

OfiHoYaCHe 3aCTOCYBaHHS 3 IHLIMMW NiKapCbKNMM MpenapaTamu

Pu3nK po3BuUTKY pabaomionisy nifBULLYETLCA NPU OAHOYACHOMY 3aCTOCYBaHHI aTtopBacTaTUHY 3 AesSKUMW NIKapCbKUMK npenapatamu, Lo MOXYTb 36ibwnTI
KOHLEHTpaLit0 atopBacTaTvHy y nnasMi Kposi. Mpuknagammn Takmx npenapaTis MOXYTb BUCTYNaTu MOTYXHi iHriGitopyn CYP3A4 abo TpaHCNOPTHUX OIfKiB:
LIMK/IOCMOPWH, TENITPOMILMH, KNapuUTPOMILMH, AenaBipAuH, CTUPUMNEHTON, KETOKOHA30/1, BOPUKOHA30/, ITPaKOHa30/1, N0CakoHa30 Ta iHribiTopu npoteas BI, y
TOMY 4mMCni PUTOHABIP, NONiHaBip, arasaHasip, IHAWHABIP, AapyHasip, TunpaHasip/puToHasip. Mpu ofHOYaCHOMY 3aCTOCYBaHHI 3 reMibpo3n/IOM Ta IHLWNMK
noxigHUMK  (HibPOEBOT KUCIOTK, MNPOTMBIPYCHUMK 3acobamm Ans NikyBaHHA BipycHoro renatuty C (6ouenpesip, Tenanpesip, enb6acsip/rpasonpesip),
EpPUTPOMILMHOM, HiaMHOM Ta e3eTUMIBOM TaKOoX 3p0CTaE PU3NK BUHMKHEHHA MionaTii. AKLLIO MOX/MBO, CNif 3aCTOCOBYBATW IHLLI NiKapCbKi npenapaTy (Lo He




B3aEMO/It0Tb 3 aTOPBaCTaTMHOM) 3aMiCTb BULLE3ragaHux.

AKLLO HEO6XIAHO NMPOBOAUTM OfHOYACHe NiKYBaHHA aTopBacTaTMHOM Ta 3rajaHumu npenaparamu, Cnif peTesibHO 3BaXUTN KOPUCTb Ta PU3NKK BifJ OLHOYACHOr0
NiKyBaHHA. AKLLO NauieHTX NpuiiMaroTb NiKapcbKi NpenapaTu, Wo NigBULLYOTL KOHLEHTpaL,ito aTopBacTaTMHy Y naasmi KpoBi, PEKOMEHAYETLCA 3HUXKYBATU [03Y
aTopsacTaTUHy A0 MiHiManbHOI. Kpim Toro, y pasi 3acTocyBaHHSA NOTYXXHUX iHri6iTopis CY P3A4 cnif po3rnsaHy T MOX/IUBICTb 3aCTOCYBaHHSA MEHLLIOT MOYaTKOBOI
[031 aTopBacTaTUHy. TakoX peKOMeHAYETLCA MPOBOAUTU HATEXXHUIA KNIHIYHUIA MOHITOPUHT CTaHy UMX NauieHTiB.

He pekoMeHAyeTbCA 04HOYACHO 3aCTOCOBYBATU aTOPBACTaTMH Ta (DY3UA0BY KUCNOTY Y NiKAPCbKil (hopMi CUCTEMHOI AiT Ta BNPOAOBX 7 AHIB NiCNs NPUMUHEHHS
Tepanii y3na0Bo KMCIOTO. MNalieHTaM, Y SK1X € HaraibHa NoTpeba y 3acTocyBaHHI (hy31A0BOT KMCNOTW Y NiKapCbKiiA POpMi CUCTEMHOT Aii, peKOMeHA0BaHO
NPUNUHATIK Tepanito cTaTUHaMK Ha BeCb Nepiof NikyBaHHA. [oBigomnasnocs Nnpo pabAomionis, B TOMY YMC/I 3 NeTalbHUM HaCNiAKOM, y naLieHTiB, SKi 0AHOYaCcHO
OTpUMyBa/IM (Dy3MAOBY KUCNOTY Ta CTaTMHW. MauieHTam cnij HeramnHo 3BepHYTUCA LO NiKaps Npu MosiBi TakMx CUMNTOMIB iIK M’i30Ba CnabKicTb, 6inb Ta
Yy T/NBICTb.

Tepanito cTaTMHaMM MOXKHa BIJHOBUTW Yepes 7 LHIB NiCNs 3aCTOCYBaHHA OCTaHHLOI 03U (PY3MA0BOT KACIOTH.

B okpemux Bunagkax, Konn € notpeba TPUBaNOro 3acTocyBaHHSA (PY3MA0BOI KUCMOTK Y NiKapCbKil hopMi CUCTEMHOI Ail, HanpuKnag Ansa NikyBaHHSA TSHKKUX
IH(DEKUIM, MOXUBICTb OHOYACHOIO NPUIAOMY aTopBacTaTMHY Ta y3MA0BOT KACNOTK CNif po3rnsafaTn iHAMBIAYaNbHO AN KOXKHOIO NauieHTa, | Take /liKyBaHHS
BYMarae peTesibHoOro MeAMyYHOro CroCTEPEXKEHHS.

MopyLUEHHS (OYHKLIT NeYiHKK

Byno nokasaHo, Lo Tepanisi cTaTUHaMK, SK i AeAKUMI iHWMKA TinoninigeMiyHUMK TepaneBTUYHUMM 3aC06aMu, NOB’s3aHa 3 BiAXUIEHHAM Bif HOPMU GiOXiMIYHUX
MOKA3HWKIB (DYHKLIT MEYiHKN.

Mepen TMM K PpO3MOYMHATK Tepanito aTopBacTaTUHOM, PEKOMEHAYETbCA OTpPMMATK pe3y/bTaTh aHani3iB MOKasHWKIB (epMeHTIB MeYiHK1 Ta MpoBOAUTM
[OCMIAKEHHSA NOBTOPHO Y pasi KNiHIYHOT NOTPe6U.

AKWO BMHUKAIOTL OYyAb-AKi CUMNTOMW MOLUKOKEHHS MEYiHKMW, CNif BU3HAYMTU CTaH Ti (pyHKUii. MMayieHTn, y SKMX CnocTepiraeTbCs MiABULLEHHS PIBHIB
TpaHcamiHa3, MOBMHHI nepebyBaTu Nif HarnsAoM Nikaps ax A0 HopManisauii MoKasHWUKIB. Y BUMNafKy 3pOCTaHHS PiBHSA TpaHCaMmiHa3 6ifbll HiX Yy 3 pasu
NopiBHAHO 3 BMH, peKOMeHAYETLCS 3HVKEHHS 03V ab0 NPUNUHEHHS NPUIAOMY aTopBacTaTUHY.

Hazgxoaunu noBigomMneHHs Npo BUMAAKM NeTanbHOT Ta HeneTalbHOI NeYiHKOBOT HeAOCTATHOCTI Y NauieHTiB, fKi NpuiAMani npenapaTu rpynu CTaTuHiB, y TOMY
ymcni aTopBacTaTWH. Y pasi CEepNo3HOro YPaKeHHS NeYiHKM 3 KAIHIYHMMK cumnToMamy Ta/abo rinepbinipybiHemieto abo >KOBTAHMLUEH Mif Yac 3aCTOCYBaHHSA
aTopBacTaTUHY CAifJ HeraHO NPUMUHUTY NTIKYBaHHSA. AKLLO He BU3HAYEHO a/lbTePHATUBHOT eTIONOT T, He C/lif NOBTOPHO PO3MOYMHATY NiKyBaHHA aTOpBacTaTUHOM.
ATOpBacTaTUH CNif 3 06epeXHICTIO Npu3HayaTh NauieHTam, SKi BXWBatOTb 3HAYHI Ki/lbKOCTI ankoronto Ta/abo MarTb B aHaMHe3i 3axXBOPHOBAHHA MEYiHKMU.
ATOpBacTaTUH NPOTUMOKa3aHWn MPY aKTUBHOMY 3aXBOPHOBAHHI MeYiHKM abo CTIMKOMY NiABULLEHHI PiBHIB MeYiHKOBMX TpaHcaMiHa3 HeBifoMOi eTionorii (4uB.
po3ain «MpoTunoKasaHHA» Ta «PapMaKo/orivyHi BMaCTUBOCTI»).

EHAOKPUHHA (DYHKL IS

Mosigomnanocs Npo niAsuLLeHHA piBHA HDALC Ta KOHLUEHTpaLii rI0K03M y nia3mi KpoBi HaTLLe Mpy 3acTocyBaHHI iHri6iTopis MI-KoA-pegykrasu, y Tomy
4nCNi aTopBacTaTuHy.

CTaTuMHM NepeLLKoLKalTb CUHTE3Y XOMeCTEPUHY Ta TEOPETUYHO MOXYTb OCNabnATh CeKpeuitd HagHMPKOBO3a103HMX Ta/abo roHagHux cTepoigis. KniHiyHi
[OCNIIKEHHS MOKa3au, L0 aTopBacTaTUH He 3HMXYE 6a3asibHy KOHLEHTPaLit0 KOPTU30/1y M1asMy KPOBi Ta He MOLUKOMKYE pe3epsB HagHWUPKOBUX 3a/103. Brinvs
CTaTMHIB Ha 3annifHIoBa/IbHY 3[aTHICTb CMEPMU He JOCNI[AKYBaBCA Y AOCTATHLOT KifIbKOCTI MaLieHTiB. HeBiAoOMO, AKMM YMHOM npenapat BNAvBaE, Ta il Yn B3arani
BM/IMBAE Ha CUCTEMY «CTaTeBi 3a/1031 — rinNogi3 — rinotasamyc» y XiHoK y nepegmMeHonay3sansbHui nepiod. Cnig 4OTpUMYBaTUCA 06epeXXHOCTI NPU OAHOYaCHOMY
3aCTOCyBaHHI npenapary rpynu CTaTUHIB 3 NiKapCbKMMU npenapaTamu, SKi MOXYTb 3HUKYBaTW PiBHI ab0 aKTUBHICTb €HAOMeHHUX CTePOigHNX FOPMOHIB, TaKUMU
SIK KETOKOHA30/1, CNiPOHO/IAKTOH Ta LUMETUAMNH.

3acTocyBaHHA y nauieHTiB, AKi HELLL0AABHO NepeHec v IHCYIbT abo TPaH3VTOpPHY ILeMiYHy aTaky



Y PpetpocneKTMBHOMY aHasi3i MiATMNIB IHCY/bTY Y mauieHTiB 6e3 iwemiyHoi xBopobu cepus (IXC), AKi HewlofaBHO NepeHec/v IHCYNbT abo TPaH3UTOPHY
iwemiyHy ataky (TIA) cnocTepiranacb nigpuLeHa 4acToTa BUHUKHEHHSA reMoparivyHoro iHCy/bTy Npy no4yaTKoBOMY Mpuinomi atopsacTtaTiHy 80 Mr MOPIBHSAHO 3
nnaue6o. 3okpema 6yn10 NOMiYEHO 0COONMBO NIABULLEHWI PU3MK Y NALEHTIB, AKI NMEePEHECIN reMopariyHuii iHCYNbT abo NakyHapHW IHPapKT Ha MOMEHT iX
BK/IIOYEHHS Y AOCNIMKEHHA. ONa TakmMX nauieHTiB 6anaHC KOPUCTI/pU3NKy 3acTOCyBaHHSI aTopBacTaTuHy 80 M HeMmeBHWIA, i Meped novaTKoM NiKyBaHHS Chij
PeTeIbHO OLHUTY NOTEHLINHWIA PU3NK BUHUKHEHHA TeMOpariyHoro iHCynbTy.

IHTepcTuLiasbHa XBOpPOoba NlereHis

IMig yac NikyBaHHA AeAKMMW cTaTUHaMK (0CO6/IMBO Mif Yac TPUBAIOro NiKyBaHHSA) OynM onucaHi BUHATKOBI BUMAAKN PO3BUTKY IHTepCTULiaIbHOT XBOPOOU
nereHiB. 10 NposBiB L€l XBOPOOU MOXKHA BIAHECTU 3aULLIKY, HEMPOAYKTUBHUIA Kalle/lb Ta 3ara/ibHe MoripweHHs caMonoyyTTsa (CTOM/OBaHICTb, 3HUXEHHS MacK
Tifla Ta rapsyka). Y pasi BUHMKHEHHS Mijo3py Ha IHTepCTuLiaibHY XBOPOOY NIEreHiB Cif NPUNUHUTK NTIKYBaHHA CTaTUHAMM.

LlykpoBuin fiabeT

ICHYIOTb [JOKa3W TOrO, L0 CTaTMHU AK Kac NiABULLYHOTb PiBEHb M1HOKO3U B KPOBI, a Y AeAKMUX NaLieHTIB 3 BUCOKMM PU3NKOM PO3BUTKY LLYKPOBOTO fAiabeTy MOXYTb
MPW3BECTU [0 TiMNeprikemil, Lo BUMaraTuMe NiKyBaHHS.

OfHaK Uer pu3MK He Mae BYTU MPUUMHOK ANA MPUMUHEHHA NiKYBaHHSA CTaTUHAMW, OCKINIbKW 3MEHLUEHHS CYAMHHOrO pU3WKYy MpW 3acTOCYBaHHI CTaTWHIB
nepeBaXkae TakKuil pusnK. MMaLieHTn 3 rpynu pusnKy (piBeHb FOKO3W HaTule 5,6-6,9 mmonb/n, IMT (iHaekc Macu Tina) >30 Kr/M2, NigBULLEHHS PiBHS
Tpurniuepuais, aptepiasibHa rinepTeHsis) NOTPedyrTh K KNIHIYHOrO, TaK i 6i0XiMIYHOr0 MOHITOPUHTY.

OO6Me>KeHHS 3aCTOCyBaHHS

ATOpBacTaTUH He JOCNIMKYBa/M 3a YMOB, KO/ OCHOBHUM BiAXWUMIEHHSAM Bif, HOPMM 3 6OKY MIINOMPOTETHIB € NiABULEHHSA PiBHA XiNOMIKPOHIB (Tvnu | Ta V 3a
Knacuikauieto PpeapikcoHa).

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagto.

JKiHKM penpoayKTUBHOIO BiKY

XKiHKam penpoayKTUBHOIO BiKy C/lif BUKOPUCTOBYBATU HaZiiHI MeTOAM KOHTpaLenuii nij vac nikyBaHHS (4AMB. po34in «poTUNOKa3aHHS»).

BariTHicTb

ATOpBacTaTMH NPOTUMOKa3aHWIN BariTHUM XXiHKaM Ta XXiHKam, Ki MOXYTb 3aBariTHITU. be3neka 3acToCyBaHHS aTopBacTaTVHY BariTHUM XXiHKam He BCTaHOB/EHa.
CTaTvHM MOXYTb 3aBaBaTy LLUKOAW M0AY MNPV 3aCTOCYBaHHI Yy BariTHUX XXIHOK. [OCNifpKeHHS Ha TBapuMHaX NMPOAEMOHCTPYBa/IO HasBHICTb eMOPIOTOKCMYHOCTI.
ATOpBacTaTUH MOXHa 3aCTOCOBYBATU Y XIHOK PenpofyKTUBHOIO BiKY, Ti/lbKM AKLLO IMOBIPHICTb BariTHOCTI Ay»e Hu3bKa i BOHWM Bynn npoiHhopMoBaHi Npo
(hakTopW PU3MKY. FAKLLO XIiHKa 3aBariTHiNa y nepiog NikyBaHHA aTopBacTaTUHOM, Cif HEranHo NPUNUHUTY NPUIAOM Npenapaty Ta NOBTOPHO NMPOKOHCY/bTYBATH
nauieHTKY CTOCOBHO (haKTOpiB pU3unKy AN Nnofa Ta BiACyTHOCTI BiAOMOT KMiHIYHOI KOPUCTI BiA NPOAOBXEHHS NpMinoMy npenapaTy y nepiof BariTHOCTI.

Mpn HopMasibHOMY NPOTiKaHHI BAriTHOCTI PiBHI CUPOBATKOBOI0 X0NEeCTEPUHY Ta TPUTAILepUAIB NiABULLYHOTLCA. MpKn NiKyBaHHI aTOPBACTaTUHOM Y BariTHOT XXIHKU
MOXYTb 3MEHLIUTUCS (heTasibHi PiBHI MeBasioHaTy, AKUIA € NOMepesHUKOM GIOCUHTe3y XosecTepuHy. MpuiioM rinoninigemivyHmMx Nikapcbkux 3acobiB y nepiof,
BariTHOCTI He MaTMMe KOPUCHOIO eqpeKTy, OCKI/IbKM XONECTEPUH Ta MOro NoXigHi HeobXiAHI ANs HOPMasbHOro PO3BUTKY Mioda. ATEpOCKIepo3 — Lie XPOHIYHNIA
npoLec, a OTXke, Nnepepsa y Npuinomi rinoninigemMivyHUX npenaparis y nepiof BariTHOCTI He MOBMHHA MAaTW 3HAYHOrO BMJIMBY Ha Pe3ynbTaTh LOBIOCTPOKOBOIO
NiKyBaHHA NepPBUHHOI TinepxosiecTepuHemii. TOMy atopBacTaTVH He C/lif, 3aCTOCOBYBATM BariTHUM >XiHKaM, >XiHKam, fKi niaHytTb BariTHiCTb abo Mifo3pHor0Thb
BariTHICTb. JliKyBaHHS aTopBacTaTMHOM CAig MPW3YNUHUTKA Ha nepiog BariTHOCTI abo A0 u4acy, MOKM He 6yae BMKIKOYeHa BariTHICTb (AMB. po34in
«[1pOTUNOKAa3aHHSA).

AJleKBaTHMX Ta J0Ope KOHTPO/IbOBAHUX AOC/IIKEHb 3aCTOCYBaHHA aTOpBacTaTUHY Y Mepiof BariTHOCTI He NMPoBOAUIOCL. Haaxoaunu pifKiCHI NOBIAOM/IEHHS NPO
BPOKeHi aHoOManii BHaCNiA0K BHYTPILLHbOYTPOBHOIO BN/IMBY CTATUHIB.

Mepiof rofyBaHHs rpyanto




HeBigoMo, UM NPOHMKaE aTopBacTaTVH y rpygHe MOIOKO, O4HaK BifJOMO, L0 HEBENMKA KifIbKICTb IHLIOr0 /IiKapCbKOro npenapary Lboro Kiacy NpoHWKae y rpyaHe
MO0KO. OCKINIbKN CTaTMHWU 3[aTHI CNPUYNUHUTI Cepo3HI HebaKaHi peakLii Y HEMOBNAT, AKi 3HAXOAATLCS Ha rPyAHOMY rofyBaHHI, XiHKaM, SKi NOTpebyoTb
NiKyBaHHA aTopBacTaTMHOM, He CNif rogysaTv FpYAAH0 CBOIX HEMOB/AT (AMB. PO3A4iNn «POTUNOKA3aHHSA»).

PepTUNbLHICTL
Y pocnimpkeHHsX Ha TBapMHax He 6yno BUSIBNEHO BM/IMBY aTOpBacTaTUHY Ha PEPTU/LHICTb Y caMuiB abo camuLp.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3amamu.
ATOpBacTaTWH BN/IMBAE HE3HAYHUM YMHOM Ha LUBMAKICTb peakLii Npu KepyBaHHI aBTOTPaHCNOPTOM a0 poboTi 3 iHLUMMK MeXaHi3Mamu.

Cniocib 3acTocyBaHHSA Ta [03Mu.

ATOpBaCcTaTUH NpU3HaYeHNIA 418 NePOPasIbHON0 3aCTOCYBaHHS. [l03y NpuiiMatoTb NOBHICTIO 1 pa3 Ha 406y LWOAEHHO, B OYAb-AKWiI1 Yac AHS, HE3aeXHO Bif, T4K.
Mepen 3aCTOCYBaHHAM aTOpBaCTaTUHY MALiEHT MOBUHEH PO3MOYaTV CTAHAAPTHY AIETY A/ 3HWKEHHSA XOMECTEPUHY | AOTPUMYBATMCA Ti Hagai Mif vyac NikyBaHHS
aTopBacTaTUHOM.

[o3y nigéupatoTs IHAMBIAYaAIbHO BIAMOBIAHO A0 BUXigHOro pisHA XC-JIMHLL,, meTn Tepanii i Bignosigi nawieHTa. MakcumanbHa fo3a ctaHoBUTL 80 Mr 1 pas Ha
[06y.

linepninigemis (reTepo3nroTHa CiMeiiHa Ta HecimeiHa) i 3milaHa aucninigemis (Tun lla Ta b 3a knacudikauieto PpeapikcoHa)

PekomMeH/0BaHa NMo4aTkoBa [j03a atopeacTaTHy cTaHoBUTb 10 abo 20 mr 1 pa3 Ha fo6y. [ nauieHTiB, SKi NOTPedy0Tb 3HAYHOI 0 3HMXKEHHS PIBHA XO/IECTEPUHY
NNHLY, (6inbw HixX Ha 45 %), Tepanis MoXe 6yTu posrnoyaTa i3 4o3yBaHHs 40 Mr 1 pa3 Ha go6y. [L030BUIA Aiana3oH aTopBacTaTUHY 3HAXOAUTLCS Y Mexax Bifg 10
A0 80 Mr 1 pa3 Ha fo0y. Mpenapat MoOXKHa NPUAMAaTK Y BUTrNA4I 04HOPa30BOI J03U Y 6y Ab-5SKi FOANMHU Ta He3a1eXXKHO Bif NpuitoMy Ki. MoyaTKoBy Ta NiATPUMYHOYI
[031 aTopBacTaTUHy chif nigbupaty iHAMBIAYaNbHO 3a/IEXHO Bif, MeTW JliKyBaHHS Ta BiAnosigi. IMicna mouyatky NikyBaHHA Ta/abo nicns TUTPYBaHHA LO3U
aTopsacTaTUHY CNif npoaHanisysaTy piBHI NiNigiB NPOTAroM nepiogy Big 2 A0 4 TUXKHIB Ta BIANOBIAHUM YAHOM BiAKOPUryBaTK A03Y.

eTepo3nroTHa ciMeiiHa rinepxonecTepuHemisy nalieHTiB AMTA40ro Biky (Bikom 10-17 pokis)

PekomeHJ0BaHa NoYaTKOBa j03a aTopBacTaTyHy cTaHoBUTL 10 Mr/goby; MakcrMasibHa peKoMeHaoBaHa fo3a — 20 mr/go6y (£o3u npenapaty, LWo nepesuLLyoTb 20
MP, Yy Ui rpyni nauieHTiB He Aocnimpxysanucs). [o3n npenapaty cnig nigbupatn iHAMBIAYyanbHO BiAnNoOBIAHO A0 METWU NiKyBaHHS. KopuryBaHHs [03KU Chif
MPOBOAUTM 3 IHTepPBaA/IOM 4 TVXKHI ab0 GinbLue.

"OMO3uroTHa CiMeiiHa rinepxonecTepuHemis

[lo3a aTopBacTaTuHy A1 NauieHTiB 3 rOMO3UIOTHOK CIMEMHOIO rinepxonecTepuHemieto cTaHoBUTL Big 10 go 80 mMr Ha fo6y. ATopBacTaTUH CAif 3aCTOCOBYBATH
K [LOMOBHEHHSA [0 IHLWKX TinoninigeMiyHnX MeTogiB NikyBaHHA (Hanpuknas adepes JIMHLLL) a6o AKwo rinoninigemMiyHi MeToau NikyBaHHSA HELOCTYIHI.
OpHovacHa rinoninigemivyHa Tepanis

ATOpBACcTaTUH MOXHa 3aCTOCOBYBATW 3 CEKBECTPaHTaMU XOBYHUX KucnoT. KombiHauito iHribitopis TMI-KoA-pegykrasu (CTaTtuHIB) Ta ¢ibpaTis cnif 3araiom
3aCTOCOBYBATU 3 06epeXHICTIO (AMB. po3ainm «OcobMBOCTI 3aCTOCYBaHHA», «B3aemofisi 3 iHLLIMMK NiKapCbKMMKM 3ac06amu Ta iHLLI BUAN B3aEMOAIA»).

[lo3yBaHH$ Ana nauieHTiB, SKi NPUAMaTb UMKNOCMOPUH, KNapuTPOMILUH, iTpakoHa3on abo nesHi iHri6iTopu npoTeas

Cnif, yH/KaTV NiKyBaHHA aTtopBacTaTMHOM MauieHTiB, AKi NpUiAMatoTb LMKNOCMOPUH abo iHribiTopy npoteasn BIJT (TunpaHasip + puTOHaBip), abo iHri6iTop
npoteasn Bipycy renatuty C (Tenanpe.ip). ATopBacTaTuH Clig 3 00epeXHIiCTIO npu3HavaT nadieHTam 3 BIJ1, sKi npuiiMaloTb NoniHaeip + pUTOHaBIp, Ta
3aCTOCOBYBATW Y HANHWKYIA HEOOXiAHIN f03i. NS nayieHTiB, AKi NPUAMAaOTb KNapuTPOMILMH, iTpakoHason, Ta 415 nauieHTis 3 BIJ1, Aki npuiimatoTb KOMGiHaL,iT
CakBiHaBip + pWTOHAaBIp, JapyHasip + pWUTOHaBIp, (hocammnpeHasip abo KOMOIHALitO (hocamnpeHaBip + PUTOHABIP, TepaneBTUYHY 03y atopBacTaTuHy Chif
06MeXnTN 03010 Y 20 Mr, a TaKoX PEKOMEHAYETLCS NMPOBOAUTU HaNeXHI KTIHIYHI 06CTEXEeHHS Ans 3abe3mneyeHHs 3aCTOCYBaHHA HaNHMKYOI He0OXigHOT J03K
aTopsBacTaTuUHy. Y MauieHTiB, AKi NpUiMatoTb MPOTMBIPYCHWMIA 3aci6 Ans nikyBaHHs renatuty C enbacsip/rpasonpesip, [403a artopBacTaTvHy He MOBMHHA



nepesuLysati 20 Mr/go6y. Y nauieHTis, fKi npuiiMatoThb iHri6iTop npoTeasn BIJ1 HendiHagip abo iHribiTop npoTeasn Bipycy renatuty C 60Lenpesip, NiKyBaHHA
aTopBacTaTUHOM CAif 06MeXnTn [030t0 A0 40 Mr, a TakoXX PeKOMeHAYETbCA NPOBeLEeHHS BIANOBIAHWUX KMIHIYHMX 06CTEXEHb A1 3a6e3MeyeHHs 3aCTOCyBaHHS
HalHWK4Y0l HeobXigHOT A03M atopsacTaTuHy (AMB. po3gin «Oco6/MBOCTI 3aCTOCyBaHHsA» Ta «B3aemogis 3 iHWWMMK NiKapCbKUMK 3acobamn Ta iHWI BUAK
B3aEMOAin»).

MauieHTN 3 NopyLUEHHAM QOYHKLIT HUPOK

3axBOPIOBaHHA HUPOK He BM/MBAE Hi HA KOHUEHTpauii y nnasmi KpPoBi, Hi Ha 3HMXKEHHS PiBHA XonectepuHy JIMHLLL npu 3acTocyBaHHI aTopBacTaTUHY; OTXE,
KOPWTyBaHHS 403 npenapary 414 NauieHTiB 3 NopyLUeHHAM (YHKLIT HUPOK He NoTpibHe (ayB. po3ainv «OcobnmnBOCTi 3aCTOCYBaHHSA», «PapMaKOKIHETUKE»).
MauieHTN 3 NOPYLUEHHAM OYHKLIT NeYiHKM

ATOpBacTaTUH CAig 3 06epeXHICTIO 3aCTOCOBYBAaTU Yy MAalieHTIB 3 MEeYiHKOBOK HeAOCTaTHICTHO. ATOpBacTaTUH MPOTUMOKa3aHW NauieHTaMm 3 aKTVBHUM
3aXBOPHOBAHHAM MEYiHKN.

MauieHTu NiTHLOrO BiKy

Pi3HuLI B 6e3neLi Ta epeKTUBHOCTI Y NawieHTiB BiKOM noHag 70 pokKiB npu 3aCcTOCyBaHHI PEKOMeH0BaHMX 03 MOPIBHAHO 3 3arajibHOK MOy ALiet0 HEMAE.

aiTn.

Mpr3HaYeHHs NiKapcbKOro 3acoby AiTAM Mae 3AiMCHIOBATM NuLle crneyianicT. ICHYTb AaHi Wwogo 6e3nekn Ta eeKTUBHOCTI npenapaty Ans NauieHTiB BiKOM
10-17 poKiB 3 reTepo3nroTHOK CIMEMHO TinepxonecTepuHEMIEID Y XNONMYMKIB-MIANITKIB Ta AiBYaT NiCNs novyaTKy MeHCTpyauiin. MauieHTn, aKi oTpumyBanu
NiKyBaHHs npenapaToM, Main Npodiifib HebaxaHMX peakLii 3aranom NogibHMI A0 TaKoro y nauieHTiB, AKi 0TpMMyBann nnaue6o. IHPeKUiliHI 3axBOptOBaHHS Bynn
TUMWN HebaKaHUMK ABULAMMW, SKi HalyacTille crocTepiraimcs B 000X rpynax He3aleXHO Bif OLiHKM NPUYUHHO-HACMIAKOBOro 3B’A3KYy. PekomeHgoBaHa
noyaTKoBa A03a B Uil rpyni ctaHoBUTL 10 Mr atopBacTaTMHy Ha Ao0y. Y Uil rpyni nauieHTiB He JOCNifjpKyBanucs Aosn npenapaty suwe 20 Mr. Y ubsomy
JocnifkeHHi He 6y/0 BUSBNEHO 3HAYYLL,Oro BMN/IMBY NpenapaTty Ha picT abo cTaTeBe [03piBaHHA X10NLIB abo Ha TPUBASTICTb MEHCTPYa/IbHOIO LUMKAY Y AiByar (4mB.
po3ainun «IMobiyHi peakuii», «Cnoci6 3acTocyBaHHA Ta [03U»). [JiByaT-nigniTKiB cif NPOKOHCYNbTYBATU WOAO NMPUAHATHUX METOAIB KOHTpaLenyii npoTarom
nepiogy NMikyBaHHA NpenapaTom (AuB. po3ain «3acToCyBaHHA Y Mepioj BariTHOCTI ab0 rofyBaHHSA rPYAAH0»).

JocnimpkeHb 3aCcToCyBaHHA npenapaTty ATopsacTaTuH-TeBay nauieHTiB BikoM o 10 pokiB He MpoBOAU/IOCS.

KniHiuHa edekTuBHICTL npenapaTy Yy pgo3ax Ao 80 mr/goby npotarom 1 poky 6yna ouiHeHa Yy AOCNIMKEHHI Yy NauieHTiB 3 rOMO3UIOTHOK CIMENHOM
rinepxonecTepuHeMieto, 0 SKOro 6y/10 BKAOUEHO 8 NaLieHTiB AMTAYOro BiKy (AMB. po3ain «COMO3UroTHaciMeinHa rinepxonecTepuHemis).

Nepeno3yBaHHSA.

CneundivyHoro nikyBaHHs Npv nepeao3yBaHHI aTopBacTaTMHY HeMae. Y pasi nepefo3yBaHHA MauieHTa cnifg NikyBaTW CUMMTOMATUYHO, i NpW Heo6XigHOCTI
3acTocoBYyBaTW MiATPUMYHOYI 3ax04uM. HeobxifgHO NpoBecTn aHani3 yHKUiT NediHK/ Ta KOHTpontoBatn piseHb KOK y nna3mi Kposi. Uepes BUCOKMIA CTYNiHb
3B’A3yBaHHA npenapary 3 6inkamu naasmy KPoBi He CNif 04iKyBaTV 3HAYHOI 0 NiACWNEHHS KNIPEHCY aTopBacTaTMHY 3a JOMOMOrOK remogianisy.

Mo6iyHiI peakuil.

Hainbinbll nowmpeHuMn HebaKaHUMU peakLissMn Y NauieHTiB, AKi OTPUMYBaIN NiKyBaHHSA aTopBacTaTMHOM, WO MPU3BOAWAW 4O NMPUMNMHEHHS 3aCTOCYBaHHSA
npenapaty Ta TPanasaInMca 3 YacTOTOH BULLOKD, HX Y rpyni nnayebo, 6ynu: mianrisa, giapes, Hy[oTa, NigBULLEHHS PiBHA anaHiHamiHOTpaHcgepasu (AnAT) Ta
NeYiHKOBUX ()epMEHTIB.

[0 HebaxkaHMX peakwiii, Npo fKi NOBIAOMSNOCA Nif Yac KMIHIYHUX Ta NOCTMAPKETUHIOBMX AOCNI[KEHb, HA/IEXATb:

3arasibHi MOPYLUeHHS: BIAUYTTA He34Yy>KaHHS, MIPEKCis, acTeHis, 6inb y rpyasax, nepudepuyHi Habpsku, BTOMIHOBAHICTS;

3 60Ky TPaBHOIo TPaKTY: LLUIYHKOBO-KMLLIKOBUIA AMCKOMGOPT, 6iNlb Y XKMBOTI, BiApWXKKa, METEOPU3M, 3arop, Aiapes, NaHKPeaTuT, Hy0Ta, 6/10BaHHS, A1cnencis;



3 BOKy MeYiHKM Ta XO0BYHOIo Mixypa: renatuT, X0/1ectas, NevyiHKoBa HeOCTaTHICTb;

3 BOKY CKeneTHO-M’A30BOI CUCTEMU: M’S30BO-CKENETHWUIA 6iNb, 6inb Yy KiHUiBKax, cnasmMu M’a3iB, NiABMLLEHa BTOM/HOBAHICTb M’A3iB, Biflb Yy WKI Ta CMuHI,
mionarisi, Mio3uT, pabgomionis, 6inb y cyrnobax, Habpsk cyrnobis, TeHaMHoNaTIA (IHOAI YCKNagHeHa PO3PUBOM CYXOXXWU/NA), PO3PUB M’5i3iB, BOBYAKOMNOAIGHMI
CUHAPOM, IMYHO-0MOCepeKoBaHa HEKPOTUYHA MionarTis;

3 60Ky MeTaboniamy Ta xapuyBaHHs: rinepraikeMis, rinornikemis, 36inbLLIEHHS MacK Tina, aHOPeKcis;

3MiHV pe3ynbTaTIiB labopaTopHMUX aHani3iB: NiABULLEHHA PIBHA TpaHCcaMiHa3, BIAXWIEHHSA Bif HOPMU (PYHKLIOHA/IBHUX MPO6 MeYiHKW, NiABULLEHHS PIBHA NYXHOT
(hoctartasm B KpOBI, NiABULLEHHS aKTUBHOCTI KPK.

AK i npy 3acTocyBaHHI iHWMX iHriGiTopiB TMIM-KoA-peayKTasu, y nauieHTiB, ki npuiAMany atopBacTaThH, CnocTepirany NiABULEHHS aKTUBHOCTI TpaHcamiHa3
nnasmy KpoBi. Lli 3MiHK 3a3BnYaii 6ynn cnabko BUPaXXEHUMU, TMMYACOBMMM Ta He MOTPebyBann BTPyYaHHS abo nepepuBaHHsA NiKyBaHHS. KniHIYHO 3HauylLle
NiBWLLEHHS aKTMBHOCTI TpaHcaMiHa3 nnia3Mu KpPoBi (MepeBuLLEHHS BEPXHbLOT MeXi HOpMM 6inbLl HiXK Yy 3 pa3n) crnocTepirann y 0,8 % nauieHTis, aKi npuiiManu
aTopsacTaTuH. Lie nifBMLLEHHA Maio J0303a/IEXKHNIA XapakTep Ta 6y/10 060POTHUM Y BCiX MauieHTIB.

MiguweHHs pisHa KOK'y nnasmi Kposi 6inblie HiX y 3 pasu Big BMH 6yno BussneHo y 2,5 % nauieHTiB rpynu atopeactatuHy, No4ibHo 40 iHWMX iHriGiTopiB
TMI-KoA-peayKrasny KniHiYHUX gocnimkeHHsX. PiBHi, wo nepesulysan BMH y 10 pasis, cnioctepiranucs B 0,4 % nauieHTiB rpynu atopBacTaTvHy.

ICHYIOTb MOBIAOM/IEHHSA MPO HACTYMHI HebaxxaHi peakLii NPy 3aCTOCYBaHHI AKX CTATUHIB:

— flenpecis;

— BUHATKOBI BUMAaAKN iIHTEPCTULLiaNbHOT XBOPO6OY NereHiB, 0co61BO y BUNaAKy AOBrOCTPOKOBOI Tepanii.

LlyKpoBuiA fiaGeT: yacToTa 3a/1eXKNUThb BifJ HasABHOCTI abo BifICYTHOCTI (hakTopiB pu3nKy (I/H0Ko3a KPoBi HaTlle =5,6 MMonb/n, IMT >30 Kr/mM2, nigsuLleHi piBHi
Tpurniuepuais, aptepiasibHa rinepTeHsisa B aHaMHesi).

3 60Ky HepBOBOI CMCTEMU: rOfIOBHWIA Biflb, 3anamMOpPOYeHHs, napecTesis, rinectesis, Aucressis, aMHesis; nepudepuyHa Heponartis, KOLIMapHi CHOBUAIHHS,
6e3COHHS;

3 60Ky AMXaNnbHOI CUCTEMM, OPraHiB rpyAHoT KNiTKWM Ta cepefoCcTIiHHA: HOCOBa KPpOBOTeYa, 6inb y rop/i Ta ropTaHi, Ha30apuHriT;

3 60Ky LUKipK Ta NigWKIpHOT KNiTKOBUHW: KPONWB’SHKA, LUKIPHI BUCKMNaHHS, CBEPOIX, anonewis; aHrioHeBPOTUYHWNIA HAOPAK, BYNbO3HWUIA fepMaTuT (Y TOMY YKCHi
MyNbTU(hOPMHa epuTeMa), cuHApom CTiBeHca — [YKOHCOHA Ta TOKCUYHWI enigepMaibHUA HEKPONI3;

3 BOKy opraHa 30py: He4iTKiCTb 30pYy, NOPYLLUEHHS 30pY; 3aTyMaHeHHs 30py;

3 60Ky opraHa cnyxy Ta piBHOBaru: WyM Y ByXax, Ai3BiH Y Byxax, BTpaTa Cnyxy;

3 6OKy ceqocTaTeBOI CUCTEMU: NENKOLMTYPIS;

3 6OKY penpoAyKTUBHOT CUCTEMMU Ta MOOYHMX 3a/103: THEKOMACTIS;

3 60Ky CMCTEeMM KPoBi Ta NiMpaTnYHOT CUCTEMUN: TPOMOOLMTONEHISN;

3 60Ky IMYHHOT CMCTEMMU: aneprivHi peakuii; aHaginakcisa (y ToMy ymcni aHainakTUYHMIA LWOK).

[locBif NOCTpeecTpaLiiHOro 3acTOCyBaHHsA npenapaTy.

MpOTAroM NOCTPEECTPALiHOIO 3aCTOCYBaHHA aTopBacTaTUHY Oy/iM BUSB/IEHI HMXKYe3a3HaueHi HebaxxaHi peakuii. OCKifbkM Npo i peakuii NoBifoMNSETbCA Ha
[AOOPOBINbHIMA OCHOBI, | BOHWM BWHMKAaKOTb Y MOMY/AUil HEBIAOMOrO pPO3Mipy, He 3aBXAW MOXIMBO [OCTOBIPHO OLIHWTM TX 4acTOTy abo BCTAHOBMTWU
NMPUYNHHO-HACNILKOBUI 3B’A30K i3 3aCTOCYBaHHAM Mnpenapary.

[0 HebaxaHUX peakuiid, MOB’A3aHUX i3 JliKyBaHHAM aTOpPBacTaTUHOM, 3apeecTpOBaHWX MiCNA BUXOLY NpenapaTy Ha PUHOK, HE3al1eXHO Bif OLiIHKM
NMPUYNHHO-HACNIKOBOI0 3B’S3KY, HaneXaTb: aHag)iNnakcisi, aHrioHEeBPOTUYHMIA HABPSK, BYNbO3HI BUCUMAHHSA (Y TOMY YMCAi eKCyaaTMBHa 6araTto)opMHa eputema,
cuHgpom CTiBeHca — PKOHCOHA Ta TOKCMYHWIA enifepMasibHUIA HEKPOni3), pabaomionia, Mio3uT, MNigBuLLEHA BTOM/OBAHICTb, PO3PUB CYXOXWUNNA, NeTabHa Ta
HefeTaslbHa NeYviHKOBa HeJOCTaTHICTb, 3arNamMOpOYeHHs, Aenpecis, nepugepnyHa Helponarisa Ta NaHKpPeaTuT.



Hagxogunu pigkicHi MOBILZOM/IEHHA NPO BWNALKM IMYHO-OMOCepefKOBaHOI HEKPOTUYHOI Mionartii, NOB’A3aHOT i3 3aCTOCYBaHHAM CTaTWHIB (4MB. PO3AiN
«Oc061MBOCTI 3aCTOCYBaHHS).

Hagxoannu pifKicHi nocTpeecTpauiiiHi NoBigOMMIEHHSA NPO KOrHITUBHI po3niaamn (Hanpuknag aMHesis, NopyLeHHa nam’aTi, CNayTaHiCTb CBifOMOCTI), NOB’s3aHi i3
3aCTOCYBaHHAM CTaTWHIB. Lli KOrHITMBHI po3nagn 6ynu 3apeecTpoBaHi Mpy 3aCcTOCyBaHHI BCIX CTaTUHIB. Lii po3nagn 3arasioMm He Hanexanu [0 Kateropii
Cepino3HNX HebakaHWX peakLi i 6y 060pOTHUMM NiCNA NPUMUHEHHS NPUIAOMY CTATUHIB, 3 PI3HUM YacoM [0 NoyaTKy NposBy cumnToMy (Bif 1 AHA [0 KiflbKOX
POKIB) Ta 3HUKHEHHS cMMNTOMY (MefjiaHa TPUBAIOCTI CTaHOBWMA 3 TUXKHI).

IMig yac 3acToCcyBaHHS AesaKUX CTaTUHIB Oy onucaHi Taki HebaxKaHi SBULLA: po3naf cTaTeBol YHKLUIT; BUHATKOBI BUNaAKM iIHTEPCTULia/IbHOT XBOPOOM NereHis,
0c06/IMBO Nif, Yac JOBroCTPOKOBOIO /liKYBaHHS.

AiTwv (Bikom 10-17 pokiB)

IMig yac 26-TMXKHEBOr0 KOHTPO/bOBAHOIO AOCNIAXKEHHSA Y X/ONLUIB Ta Y AiByat nicns novaTky meHcTpyaui (n=140, 31 % xiHo4oi cTaTi; 92 % npeAcTaBHUKIB
€BpOMeOIAHOT pacu, 1,6 % npeacTtaBHUKIB HerpoigHoi pacu, 1,6 % npefcTaBHMKIB MOHION0IAHOIT pacy Ta 4,8 % npeACTaBHUKIB IHLUNX eTHIYHKX Tpyn) Npoginb
6e3neKy Ta NepeHOCUMOCTI aTtopBacTaTtuHy y A03i Big 10 mr o 20 Mr Ha go6y 6yB 3arasiom nofibHUM Ao npointo nnauebo (aus. po3ginm «Cnocib 3acTocyBaHHS
Ta [03n», «iTn»).

TepMiH NpUAATHOCTI. 2 POKMW.

YMmoBu 36epiraHHsA. 36epiratv y HeoCTYMHOMY Ana AiTel micyi npu Temnepatypi He Buwe 30 °C.

YnakoBka. TabneTku, BKpUTI MNiBKOBOK 060/10HKOH, Mo 10 mMr a6o no 20 mr: no 10 Tabnetok y 6nicTtepi, no 3 a6o 6, abo 9 6nicTepis y kopobui abo no 15
TabeToK y 6nictepi, no 2 abo 4, abo 6 65icTepiB y KOPOOLI.

TabneTku, BKpMTI NNIBKOBOK 060/10HKO0, M0 40 Mr a6o no 80 mr: no 10 TabneTok y 6nictepi, no 3 abo 9 6nictepis y KOpoobLii.

KaTteropis Bignycky. 3a peyentom.

BupobHuk. Tesa ®apma C.J1.Y.

Micue3HaxomMkeHHA BUPOOHMKaA Ta afpeca Micua NpoBafyKeHHS NOro 4isiNIbHOCTI.
MoniroHo IHgacTpian Manbnika c/C Ne 4, 50016, Caparoca, IcnaHis.



