IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

PO3YBACTATUH-TEBA
(ROSUVASTATINTEVA)

Cknag:

Aitoya peyoBmHa: po3yBacTaTyH;

1 TabneTka MicTUTb po3dyBacTtaTtuHy 5 mr, 10 mr, 20 Mr abo 40 Mr y BUT NS4l po3yBacTaTUHY KasbLito;

[OMOMIDKHI PEYOBUHU:

AAPO0: Leston03a MiKpokpucTanivyHa, nakro3a 6e3804Ha, KpoCnoBifoH, MOBIAOH, HATPito CcTeapungymapar;

MOKPUTTA ANt TabneTok no 5 Mr: cnupT NONIBIHINIOBUIA YaCTKOBO rifgponizoBaHunia, TutaHy giokeng (E 171), makporon 3350, Tasbk, 3ani3a okevg xxoetuii (E 172),
3anisa okeug YopHuin (E 172), xoBTuii 3axig FCF (E 110);

NOKpUTTA Ana TabneTok no 10 mr, 20 mr Ta 40 Mr: cnupT NONIBIHINOBWIA YaCTKOBO rigponi3oBaHunia, TUTaHy giokema (E 171), makporon 3350, TasibK, 3anisa oKeug,
xoBTuin (E 172), 3aniza okcupg vyepBoHuii (E 172), kapmoisuH (E 122), iHgurotuH (E 132).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/I0HKOHO.

OCHOBHI (Di3nKO-XiMiYHI BNAaCTUBOCTI: TabneTkn 5 Mmr: opaH>XeBi Kpyri ABOONYKNi TabNeTKu, BKPUTI NIIBKOBOK 0060/IOHKOHO, 3 TUCHEHHSAM «N» 3 04HOro 60Ky Ta
TUCHEHHAM «5» 3 IHLLOro 60Ky TabneTkn; 6e3 TPILLMH Ta CKONIB;

TabneTkn 10 Mr: CBITNO-POXKEBI a60 POXKEBI KPYINi ABOONYK/I TabNeTKN, BKPUTI NNIBKOBOK 060/IOHKOHK), 3 TUCHEHHAM «N> 3 0IHOT0 60KY Ta TUCHEHHAM «10» 3
IHWOro 60Ky TabneTku; 6e3 TPILLMH Ta CKONIB;

TabneTkn 20 Mr: CBITNO-POXKEBI a60 POXKEBI KPYIi ABOONYK/I Tab/MeTKN, BKPUTI NNIBKOBOK 000/IOHKOH), 3 TUCHEHHAM «N> 3 OIHOTO 60KY Ta TUCHEHHAM «20» 3
iHWOro 60Ky TabneTku; 6e3 TPILLMH Ta CKONIB;

TabneTku 40 Mr: CBIT/I0-POXKEBI 800 POXKEBi OBa/IbHI TabMETKN, BKPUTI M/1IBKOBOI 060/I0HKOHO, 3 TUCHEHHAM «N> 3 0fHOr0 60Ky Ta TUCHEHHAM «40» 3 IHLLIOro 60Ky
TabneTkn; 6e3 TPILLMH Ta CKOIB.

dapmakoTepaneBTUYHa rpyna. linoninigemiyxi 3acobu. IHri6itopu FMI-KoA-peaykrasu. PosysactatuH. Kog ATX C10A AO07.

dapmMakosoriyHi BNacTnBOCTI.

dapmakoinHamika.

MexaHi3m aii

Po3yBacTaTWH — Lie CENEeKTUBHUIA Ta KOHKYPEeHTHWi iHribiTop TMI-KoA-pesykTasu, epmMeHTy, WO BU3HAYa€E LWIBUAKICTb peakuil Ta nepeTBOproe 3-TifpoKcun-3-
METWUNryTapun KOPepMeHT A Ha MeBasioHaT, rnornepesHNK xonectepuHy. OCHOBHMM MicCLieM fii po3yBacTaTUHY € MeyiHKa, opraH-MilleHb A5 3MEHLUEeHHS PiBHSA
XONIECTEPVHY.

Po3yBacTaTuH 30i/bLUye KifbKicTb peuenTopis JITTHLL, Ha noBepxHi KAITUH MeYiHKKU, MOCUIKOKOYM 3aX0nieHHa Ta katabonism JIMHLL, Ta npurHiyye neyiHKoBuWi
cuHTe3 JIMAHLLL, Takum YHOM, 3MEHLLYHOUN 3arasibHy KifbKicTb YacTUHOK JIMAHLL, Ta IMTHLLL.

dapmakognHamMiyHa gis



Po3yBacTaTWH 3HMXYE MigBULLEHWIA piBeHb XonecTtepuHy JITTHLLL, 3aranbHOro XonectepuHy Ta TpUraiuepuais i nigsuuLye piseHb xonectepuHy JIMBLL,. BiH Takox
3MeHLUYe piBeHb anoB, XCHe/TNBL,, XC-NMAHL, Tr-AnAaHL, ta nigsuuye piseHb anoA-1 (ame. Tabnuuto 1). Po3yBacTaTUH TaKOXK 3MeHLUYE CMiBBIAHOLLEHHS
XC-TMHLW/XC-NNBLW, 3aransHoro XC/XC-/MBLL, XCHe/MNBLLU/XC-/TMNBL, Ta anoB/anoA-I.
Tabnmus 1
Bignosigb Ha f03Yy Y NauieHTIB i3 NepBMHHOIO rinepxonectepnHemieto Tuny llata llb
(BifKOpWroBaHa cepefHs BifICOTKOBA 3MiHa MOPIBHAHO 3 BUXILAHUM PiBHEM)

[o3a N XC-NMHLL,| 3aranbHuin | XC-JTNBLL, Tr XC-He/TNBLW, anoB anoA-|
XC
Mnaue6o 13 -7 -5 3 -3 -7 -3 0
5 17 -45 -33 13 -35 -44 -38 4
10 17 -52 -36 14 -10 -48 -42 4
20 17 -55 -40 8 -23 -51 -46 5
40 18 -63 -46 10 -28 -60 -54 0

TepaneBTUYHUI etheKT AOCAraETbCA MPOTAroM 1 TWXKHA MiCnA noyaTKy 3acTocyBaHHA npenapaty, 90 % MakCUManbHOro ethekTy — yepes 2 TMKHI. MakcumMabHui
eheKT 3a3BMYall JOCAraeTbCA Yepes 4 TMXKHI Ta TpUBaAE Hagani.

dapmakoKiHe TUKa.

BCMOKTYBaHHSA

MakcumasibHa KOHLEeHTpaLis po3ysactaTvHy Yy nna3mi KpoBi (Ciax) [OCAraeTbCA NPUOIM3HO yepes 5rofuH Nicns nepopaibHOro 3acTtocyBaHHA. AGCO/MIOTHA

6100CTYNHICTb CTaHOBUTL NPMBN3HO 20 %.

Posnogin

Po3yBacTaTWH 3HaYHOK MipOO 3aXOMN/HETLCA NEYIHKOHD, iIKa € OCHOBHMM MICLIEM CUHTE3Y XonecTepuHy Ta KnipeHcy XC-JIMHLL,. O6’em po3noginy po3yBacTaTUHy
CTaHOBUTb Npu6/n3HO 134 n. bnmsbko 90 % po3yBacTaTuHY 3B’A3YETLCA 3 6iIKAMU NIa3MU, NepeBaXkHoO 3 alibOyMIHOM.

MeTaboniam

Po3yBacTaTWH 3a3Ha€ He3Ha4yHoro metaboniamy (NpnbnmsHo 10 %). JocnifkeHHs MeTaboniamy in vitro i3 BUKOPUCTaHHSAM renatoumTiB NOAMHM CBifYaThb, LLO
po3yBacTaTVH € CNabkuM cybcTpaToM A1 MeTabosi3My Ha OCHOBI (PepMeHTIB LuToxpomMy P450. OCHOBHUM 3aisiHUM i30thepmeHTOM € CY P2C9, fello MeHLy posb
Bigirpatotb 2C19, 3A4 Ta 2D6. OCHOBHMMU BU3HAYeHUMW MeTaboniTamu € N-LeCMeTUN0BMIA Ta NaKTOHOBUIA MeTaboniTh. N-gecMeTun-meTabonit npnbnmnsHo Ha 50
% MeHLI aKTWBHWIA, HiXX PO3yBacTaTWH, /aKTOHOBMI MeTaboNiT BBAKAETbCA K/IHIYHO HeakTMBHMM. Ha po3syBactaTvH npunagae 6inbwe 90 % aKTUBHOCTI
LUMpKynotoYoro iHriditopa 'MIM-KoA-pegykrasu.

BrBeaeHHA

MpnénnsHo 90 % [03m po3yBacTaTvHy BUBOAUTLCSA Y HE3MIHEHOMY CTaHi 3 KasioM (pa3oM BCMOKTaHa Ta HEBCMOKTaHa Aitova PeyvoBMHA), pellta BUBOAUTLCS i3
ceyeto. Mepiog HaniBBUBEAEHHS i3 MNa3mMy CTaHOBUTb MPUBAN3HO 19 roanH i He 36iNbLIyeTbCA NPY NiABULEeHHI 103K, CepefHE reoMeTpUYHe 3HaYeHHS KITipeHcy
npenapary i3 njasMu KpoBi CTaHOBUTb Npu6/n3HO 50 n/roguHy (koediuieHT Bapiayii — 21,7 %). AK i Wofo iHwWux iHriéiTopis TMIM-KoA pefykTtasu, nedviHKoBe
3axO0n/eHHs po3yBacTaTMHY Big0yBaeTbCA 3a y4acTHo MeMbpaHHoro TpaHcnoptepa OATP-C, Akuii Bigirpae BaXxMBY po/b Y NeYiHKOBIl eniMiHaLii po3yBacTaTuHY.
NiHiAHICTD

CuctemMHa eKcnosuuisi po3yBacTaTUHY 36iNbLUYETbCA MPONopuiiHO Ao3i. Mpy 6GaraTopasoBoMy LWOAEHHOMY 3aCTOCYBaHHI napameTpu (DapMakOKiHETUKM He
3MIHIOKOTbCA.



OcobnuBi rpynu NauieHTIB

Bik TacTaTb

He cnocTepiranocs KAiHIYHOro 3Ha4yLoro BnamBy BiKy abo cTaTi Ha (papmMakoKiHETUKY po3yBacTaTUHy y fopocimX. PapMakoKiHETNKA po3yBacTaTUHY Y fiTel Ta
NiANITKIB i3 reTepo3MroTHOO CIMEMHOO FinepxonecTepuHeMieto 6yna nodi6HO A0 PapMaKoKIHETUKM Y AOPOCANX A06POBONbLIB (AMB. PO3ain «diTn»).

Paca

JocnimpkeHHs (hapMaKOKiHETUKM BUSABUAN, LLLO Y NaLiEHTIB MOHTO/I0iAHOT pacK (SNOHLIB, KUTalLiB, (ininniHuis, B’€THaML,iB Ta KOpeWLiB) MefiaHHi 3Ha4YeHHS MOLL
Mg papMakoKiHETUYHOK KPUBOK «KOHLeHTpaLis-yac» (AUC) Ta Cyg NPUGAN3HO BABIYI BULLI, HIX Y €BPONeNUiB; y iHAiALiIB MediaHHI 3HaueHHA AUC Ta Cppax
nigsuLLeHi npubansHo B 1,3 pasa. AHasni3 nonynauinHoT apMakoKiHETUKIN He BUSIBMB K/IHIYHO 3HAUYLLOT Pi3HULL MiXK MaLieHTamy eBpOneoigHoOT Ta HerpoigHoi pac.
IMopyLUEeHHS OYHKLIT HUPOK

Y [OCNiPKEHHI Y NauieHTIB i3 PI3HUM CTyNeHeM NOpYyLUEHHS PYHKLIT HUPOK 3MiH NI1a3MOBMX KOHLEHTpaUi po3yBacTaTuHy abo N-gecMeTun-meTabonity y ocib 3i
CN1abKok Y/ MOMIPHOK HeAOCTaTHICTIO Bif3HaYeHO He 6y/0. Y NauieHTIB i3 TAHKKMMU MOPYLLUEHHAMWN PYHKLIT HUPOK (KipeHC KpeaTuHiHY <30 MA/XB) nia3MosBi
KOHLEHTpaLiT po3yBacTaTuHy 6ynu y 3 pasu, a piBHi N-gecmeTun-metabonity — B 9 pasiB BULMMKU, HDX Y 340p0OBMX A06POBO/bLIB. PiBHOBaXHI M1a3MoBi
KOHLeHTpaLiT po3yBacTaTUHy Yy NauieHTiB, ki nepebysatoTb Ha remMogianisi, 6ynv npubnnsHo Ha 50 % BULLMMK, HIXX Y 340POBMX AOOPOBOBLIB.

MopyLUEHHS (OYHKLIT NeYiHKK

Y [ocnifpKeHHI NauieHTiB i3 pi3HUM CTyneHeM NOPYLUEHHS (YHKLIT NeYiHKM 03HaK NiABULLEHOT eKCno3nLii po3yBacTaTUHY He 6YyNo BUSBMEHO Y MaLi€HTIB, CTaH
SKMX OLiHIOBaBCA y 7 abo MeHLe 6aniB 3a LKanoto Yaringa-MN’to. OfHak y ABOX NauieHTiB, AKi Habpanm 8 Ta 9 6anis 3a WKanoo Yainga-I’to, cucteMHa eKcrnosuis
Oyna LoHaiMeHLLIe BABIYI BALWLA, HIXX Y MaLieHTIB i3 MeHWUMK 6anamn. [1OCBif 3aCTOCYBaHHA PO3yBacTaTUHY MauieHTaM, CTaH AKUX OLiHIOETLCA Y BifbLue HIXK 9
6anis 3a LWkanoto Yannga-r’o, BiagCyTHIiA.

"eHeTUYHUI nonimopdi3m

Posnogin iHri6iTopis TMIM-KoA-pefyKTasn, y TOMY YMCNi po3yBacTaTWHY, BifOyBaeTbCA 3a y4yacTio TpaHCNopTHUX 6inkie OATP1B1 Ta BCRP. ¥ nauieHTiB i3
reHeTyHuM nonimopgpiamom SLCO1B1 (OATPLB1) T1a/abo ABCG2 (BCRP) icHye pu3uK MiABULLEHOT eKcro3uuii posysactatuHy. Mpu okpemmnx gopmax
nonimopiamy SLCO1B1 ¢.521CC 1a ABCG2 c.421AA ekcnosmuis podysactaTuHy (AUC) nigsuweHa nopiBHAHO 3 reHoTunamm SLCO1B1 ¢.521TT abo ABCG2
c.421CC. CneuianbHe FeHOTUMNYBaHHA Yy KNIHIYHIA NpaKTULL He nepefbayveHe, ane NauieHTaM i3 TakuM MoAiMOpPgi3MOM PEKOMEHAYETbCA 3aCTOCOBYBATU MEHLLY
[060BY 03y po3yBacTaTVHY.

aiTn

dapmakoKiHETUYHI MapameTpu y AiTeil i3 reTepo3nroTHOK CiMENHOK rinepxonectepuHemieto BikoM Big 10 fo 17 pokiB MOBHICTIO He BWU3HaueHi. Heenuke
AOCNiKEHHS apMaKoKiHETMKIN po3yBacTaTuHY (y hopmi TabneTok) 3a yyacTro 18 nauieHTiB AMTAYO0ro BiKy nokasano, WO eKCno3uuis npenapaty y Aitein nogibHa
[0 eKcro3nuii y opocnmx nauieHTiB. Takox pe3ynbTaTu CBifyaThb, L0 3HAYHMX BiAXWUIeHb NPONOPLIAHO 403aM He O4iKYETHCS.

KniHIYHI XapaKTepuUcTnKM.

Noka3aHHA.

NikyBaHH#A rinepxonecTepuHemii

[opocnum, nignitkam Ta Aitam Bikom Big 10 pokiB i3 MepPBUHHON rinepxonectepuHeMieto (tun lla, y TOMy u4mchi i3 reTepo3nroTHO CiMENHOK
rinepxonectepuHemieto) abo 3miwaHow gucninigemieto (tun 11b) Ak LONOBHEHHA A0 Ai€TU, KONM e(heKTUBHICTb AIETU ab0o iHWMX HemMeAMKaMEeHTO3HMX 3aco6iB
NiKyBaHHA (TakuX K Pi3NYHI BNpaBu, 3MEHLLEHHSA MacK Tifa) HeOCTaTHS.

[Mpn rOMO3UrOTHIM CIMENHI rinepxonecTepuHeMii K AONOBHEHHA [0 AIETW Ta iHWMX Ninigo3HMXKYBa/lbHUX 3ac006iB (Takux sk adepes JIMHLL) a6o y Bunagkax,
KO/ Taki BUAW NiKYBaHHA He € OPEYHVIMU.

MpodinakTuKa cepLeBo-CyaNHHIUX NOPYLIEHb



3anob6iraHHa 3HaYHWM CEpPLEBO-CYAMHHMM MOPYLUEHHAM Y MaLieHTIB, SKMM, 3a OLiHKaMK, 3arpoXXye BUCOKWUIA PU3MK MNEpLLIOro BUMAAKY CepLeBO-CYAMHHOrO
NnopyLLEHHS (AMB. po3ain «dPapMakoanHamiKa»), IK AONOBHEHHS [0 KOPeKLiT IHLLIMX (DaKTOPIB PU3MKY.

IMpoTnnoKasaHHA.

- linepuyTnmMBICTb O pO3yBacTaTUHY abo A0 OyAb-AKOT 40NOMIKHOI pe4yoBMHM Npenapary;

— aKTVBHI 3aXBOPIOBaHHA MeYiHKW, B TOMY YMCAi CTilKi MifBWLLEHHS CMPOBATKOBMX TpaHCamiHa3 HeBifOMOI eTionorii Ta 6yab-AKi NiABULLEHHSA TpaHcamiHa3 y
CUpoBarTLi, Lo BTPUYi NepeBULLYIOTb BEPXHIO MeXXy Hopmu (BMH);

— TSHKKI NOPYLUEHHA PYHKLUIT HUPOK (KnipeHC KpeaTUHiHY < 30 M1/XB);

— MionarTisi;

— OAHOYACHWI NPUIAOM LMKIOCNOPUHY;

— nepiog BariTHOCTI Ta rofyBaHHA rPYALH0, @ TAKOX XIHKaM penpofyKTUBHOIO BiKY, iKi He 3aCTOCOBYOTb Ha/IeXHI 3aC00UM KOHTpaLenLil.

[o3a 40 Mr npoTMnokasaHa natieHTam i3 pakTopamu, L0 CpUA0TbL PO3BUTKY Mionartii/pabaomionisy. [1o Takmx (hakTopis Hanexars:

— NOPYLUEHHS QYHKLIT HAPOK NMOMIPHOT TAXKKOCTI (KNipeHc KpeaTuHiHy < 60 MN/XB);

— rinoTnpeos;

— HasiBHICTb B 0CO6GMCTOMY ab0 CimMeliHOMY aHaMHe3i CNaKoBUX M’S30BM1X 3aXBOPIOBaHb;

— HasiBHICTb B aHaMHe3i MiOTOKCUYHOCTI, CNPUYMNHEHOT iHWMMM iHriGiTopamu TMIT-KoA-peaykTtasm abo qibpatamu;

— 3/10BXXVBAHHS &/IKOT0JIEM;

— CUTYyaUii, o MOXYTb NMPU3BECTN [0 NiABULLEHHS PIBHA NpenapaTty Yy niasmi KpoBi;

— HaNIeXHICTb O MOHIONOIAHOT pacy;

— CYNYTHE 3aCTOCYBaHHA (hibpaTiB

(amB. po3ginu «PapmakoKiHeTUKa», «B3aemMogis 3 iHLWIMMU NiKapCbKUMKM 3acobamu Ta iHLLI BUAM B3aEMOSiN» Ta «OCOBMMBOCTI 3aCTOCYBaHHS»).

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.

Bnave iHWKWX NiKapCbKMxX 3ac00iB Ha PO3yBaCTaTUH

IHri6iTOpPN TPaHCNOPTHYUX BINKiB

Po3yBacTaTuH € Cy6CTpaToM A/ AesKUX TPaHCMNOPTHUX 6iNKiB, y TOMY YMCNi NEYiHKOBOro TpaHcrnopTepa 3axonieHHs OATPIB1 Ta editoKCHOro TpaHcrnopTepa
BCRP. OpfHo4acHe 3acTOCyBaHHSi PO3yBaCTaTUMHY 3 JIiKAPCbKUMW 3acobamu, WO MNPUTHIYYKOTb Li TPaHCMOPTHI 6inKM, MOXe NpuU3BOAWMTU O NiABULLEHHS
KOHLHTpaLiT po3yBacTaTUHY B Ma3mi KpoBi Ta 36i/bLUEHHA PU3MKy MionaTii (auB. po3ginv «B3aemofid 3 IHWMMKU JIIKapCbKUMK 3acobamm Ta iHWi BMAW
B3aeMOAi», «OcoBNMBOCTI 3aCTOCYBaHHS», «CNoCi6 3aCcTOCyBaHHS Ta A03W», TabnuLto 2).

LivknocnopuH

Y nepiog, CynyTHbOr0 3aCTOCYBaHHSA pO3yBacTaTUHY Ta LMKIOCNOpuHY 3HadeHHs AUC posyBacTaTuHy 6ynv B cepejHbOMY NMPUBIN3HO Y 7 pasiB BULLUMU, HIXK Ti, AKi
criocTepiranncs y 340poBux [406poBONbLIB (AMB. Tabnmuto 2). Po3yBacTaTMH NPOTUMOKa3aHWI nauieHTaM, fKi 0fHOYAaCHO OTPUMYIOTb LIMKIOCNOPUH (4MB. PO34in
«[1pOTUNOKA3aHHSA).

CynyTHe 3aCTOCYBaHHS He BMN/IMBa/I0 Ha KOHLEHTPAL,it0 LMKIOCMOPUHY B MiasMi KPoBi.

IHri6iTopn npoTeas

Xoya TOYHWIA MeXaHi3M B3aeMOAii HeBIZOMMWIA, OfHOYACHE 3aCTOCYyBaHHS IHriGITOPIB MPOTeasn MOXe 3HaYHO 30i/bLUyBaTW €KCMO3ULi0 po3yBacTaTuHy (4MB.
Tabnuuto 2). 3adikcoBaHo, L0 0iHOYACcHe 3acTocyBaHHSA 10 Mr po3yBacTaTMHY Ta KOMBGIHOBaHOIO /TiIKaPCbKOro 3acoby, Lo MiCTUB fABa iHribiTopn npoteasu (300 Mr
atasaHasipy/ 100 Mr puToHaBipy), y 3[0p0BUX J06POBO/IbLLIB CynpoBogKyBanocs niasuieHHAM AUC Ta Cpgx PO3yBacTaTviHy NpnbnnsHo B 3 Ta 7 pasis BifnoBsigHO.




OfHOoYaCHe 3aCTOCyBaHHS po3yBacTaTUHY Ta AesKMX KOMOiIHaUil iHri6iTopiB NpoTeasn MOX/MBE MiCNS PeTeNIbHOro 06MipKyBaHHSA KOpeKLil 403K po3yBacTaTuHy,
BUXOAAYM 3 OYiKYBaHOro 3pOCTaHHS eKCno3uuii po3yBacTaTvHY (AMB. po3ainv «B3aemofisi 3 IHWMMKW NiKapCbKMMK 3acobamMu Ta IHWI BUAM B3aEMOAIN»,
«OC06/MBOCTI 3aCTOCYBaHHS», «Cnoci6 3aCTOCYBaHHA Ta J03W»).
"eMpibpo3un Ta iHWi rinoninigemiyxi npenapaTwu
OfHouacHe 3aCTOCyBaHHA po3yBacTaTWHY Ta remdioposuny npussoguno fo 3poctaHHa AUC T1a Co po3yBacTatuHy B 2 pasun (gue. po3gin «Oco6imBoCTi
3aCTOCYBaHHS»).
dapmaKoKIHETUYHO 3HaYYLLLOT B3aeMOii 3 eHO(ibpaToOM He OUYiKYETbCS, OAHAK MOX/MBaA (apMaKoanHaMivHa B3aemogis. MeMdibpo3un, heHodibpar, iHLWwi dibpaTtu
Ta NiNigO3HMKYy4i fo3u (> abo piBHI 1 r/goby) HiauuMHy (HIKOTMHOBOT KUCMOTK) 36iMbLUYIOTL PU3UK MIOMATIT NpW CynyTHLOMY 3aCTOCYBaHHI 3 iHribiTopamu
TMI-KoA, NMOBIpHO, 3a paxyHOK TOro, WO BOHU MOXYTb CMPUYMHATI MiONaTito, KoMK TX 3aCTOCOBYIOTb OKpeMo. [o3a 40 Mr npoTunoKasaHa npu cynyTHLOMY
3acTocyBaHHI pibpaTis (AMB. po3ainn «poTrnokasaHHa» Ta «OCco6IMBOCTI 3aCTOCYBaHHA). Tak1M NalieHTam TakoX C/if NoYMHATKL Tepanito 3 403K 5 Mr.
E3seTuMmi6
OfHoYaCHe 3aCTOCYyBaHHS po3yBacTaTuHy B f03i 10 Mr Ta e3eTumiby 10 Mr nauieHTam i3 rinepxonectepuHeMieto Npu3Boamno 4o 3poctaHHs AUC posyBacTaTuHy B
1,2 pasa. He MOXkHa BUKIHOUaTV (hapMaKoAMHAMIYHOT B3aEMOAIT MiXX po3yBacTaTMHOM Ta €3eTUMIOOM, L0 MOXE MPU3BECTM L0 HebaXaHuX ABuLy, (4UB. po34in
«OCc061MBOCTI 3aCTOCYBAHHS).
AHTaunHI npenapaTu
OfiHOYaCcHe 3aCTOCYBaHHA PO3yBacTaTUHY I3 CYCMeH3iel0 aHTauugy, WO MICTUTb a/loMiHIl0 Ta MarHit rigpokcui, npusBoAUTb 40 3MEHLUEHHS KOHLEHTpauii
po3yBacTaTVHy B nia3mi Nnpm6smnsHo Ha 50 %. Llein etheKT OyB MeHLL BUPaXKEHUM Y pasi 3aCTOCYBaHHS aHTaUMAHUX 3ac06iB Yepe3 2 roAuHN Nicns po3yBacTaTuHY.
KniHiYyHa 3HaYyLLiCTb L€l B3aEMOZIT He BMBYasiacs.
EpyTpomiumH
OfHouacHe 3aCTOCYBaHHA PO3yBacTaTMHY Ta epuTpoMmiuuHy 3HmKyBanio AUC po3sysactatuHy Ha 20 %, a Cgx — Ha 30 %. Taka B3aemMogis Moxe ByTu cnpuynHeHa
MigBULLEHHAM MEPUCTIbTUKN KALLEYHWKY BHACNILOK AiT epUTPOMILMHY.
Py3ungosa K1cnoTa
Pu3nk mionaTii, BK/IOYa0uM pabaomionis, MoXxe MifBuLLYyBaTUCS NPy 04HOYACHOMY CUCTEMHOMY 3aCTOCYBaHHI (Dy31OBOT KWUCMOTK 3i CTaTMHamMu. MexaHi3m Ljiel
B3aemopii (hapmakognHaMiuHMiA abo hapMaKOKIHETUUYHWIA) foTenep HeBigoMuMIA. 3athikcoBaHO BMMaAKM pabaomionisy (y TOMy Yncni 3 neTasbHUM HacnigKoMm) y
nawuieHTIB, AKI OTPMMYIOTb L0 KOMOIHALIK0. AKLLO CUCTEMHE NiKyBaHHA (hy31L0BOK KUC/MOTOK HeobXiAHO, NiKyBaHHA pO3yBacTaTMHOM Cif NPUMUHATL Ha BeCb
TepPMiH NiKyBaHHS (y3140BOLO KUCOTO (AMB. po3Ain «Oco6/MBOCTI 3aCTOCYBaHHS»).
depmeHTU UTOXPOMY P450
Po3yBacTaTuH He IHribye i He CTUMY/MIOE 130(hepMeHTU LTOXpoMmy P450. OKpiM LbOro, po3yBacTaTUH € ClabKnMm CyoCcTpaTtoM UMX i30epMeHTIB. Takum YMHOM,
B3aEMOAiT 3 NikapCbKMMK 3acobamu B pe3ynbTaTi MeTaboniamy, ornocepeakoBaHoro P450, He ouikyeTbcs. He cnocTepiranocst KAiHIYHO 3HaYyLLMX B3aEMOAIN MiX
po3yBacTaTMHOM Ta (hlykoHa3010M (iHri6iTopom CY P2C9 ta CY P3A4) a60 keTokoHa30/10M (iHribiTopom CY P2A6 Ta CY P3A4).
B3aemopii, L0 BUMaralTh KOpPeKLii 4031 po3yBacTaTuHY
Mpn HeobXiAHOCTI 3aCTOCYBaHHS po3yBacTaTMHY 3 IHLWMMKM NliKapCbKUMK 3acobamu, 34aTHUMU MigBULLYBaATW eKCMo3uLito po3yBacTaTuHy, MOro fo3y noTpibHo
cKopuryBaTu. AKLLO OYiKYETbCH, WO ekcnosunuia npenapaty (AUC) 3pocTe NpnbamsHO y 2 abo BifbLue pasiB, 3aCTOCYBaHHA po3yBacTaTUHY C/if MOYMHATA 3 [03K 5
mr 1 pa3 Ha goby. MakcumanbHy [060BY 03y pO3yBacTaTWMHY CAifl CKOPUryBaTVW TaKUM YMHOM, LLOO OYiKyBaHa e€KCro3uuis po3yBacTaTUHY He MepeBuLlyBaia
eKCMo3unuito, WO Bif3Ha4aeTbca npu npuitomi fo3n 40 mr/goby 6e3 3acTOCyBaHHA NiKApCbKUX 3ac06iB, L0 B3aEMOAIHOTb i3 NpenapaTtoM; Hanpukiag, npu
3acToCyBaHHI 3 remibposnsiom fo3a posysBacTtaTuHy ctaHoBuTMMe 20 Mr (36i/bLUeHHS ekcno3uuil B 1,9 pasa), npu 3acToCyBaHHI 3 KOMOiHALiEt pUTOHaBIp
/atazaHaBip — 10 mr (36inbLUeHHs B 3,1 pasa), Npy 04HOYaCHOMY 3aCTOCYBaHHI 3 LMKIOCMOPUHOM — 5 Mr (36i/1bLLEHHSA B 7,1 pa3a).

Tabnuus 2



Bnnve cynyTHiX NlikapCbKMX 3aC06iB Ha ekcno3umuyito posysactatuHy (AUC; B MOPALKY 3MEHLLEHHS BEIMYNHN)

PeXxum [J03yBaHHSA NliKapCbKOro 3acooy, Lo PeXxum fo3yBaHHSA po3yBacTatvHy | 3miHM AUC
B3aEMOfi€ po3yBacTaTUHy*
LimknocrnopuH Big 75 Mr 2 pasv Ha foby po|10 mr 1 pas Ha fo6y, 10 gHiB t 7,1 pasa
200 mr 2 pa3u Ha go6y, 6 micauis

PeropadpeHi6 160 mr 1 pa3 Ha foby, 14 aHis 5 Mr, ofHopasoBa fj03a 1 3,8 pasa
ArTasaHasip 300 mr/puTtoHasip 100 mr 1 pa3 Ha|10 mr, ogHopa3oBa fo3a 1 3,1 pa3a
no6y, 8 AHIiB

Cumenpugip 150 Mr 1 pa3 Ha go6y, 7 AHiB 10 mr, ogHopa3oBa A03a 1 2,8 pa3a
Bennatacsip 100 mr 1 pa3 Ha fo6y 10 mr, ogHopa3oBa A03a 1 2,7 pasa
Owmb6iTacsip 25 wmr/naputanpesip 150 wmr/|{5 mMr, oqHopa3oBa fo3a 1 2,6 pasa
puToHaBip 100 mr 1 pa3 Ha ao6y/aacabysip 400

Mr 2 pasu, 14 gHis

Mpazonpesip 200 mr/en6acsip 50 mr 1 pa3 Ha|1lO mr, ogHOpa3oBa fo03a 1 2,3 pasza
[o6y, 11 fHiB

I"nekanpesip 400 mr/niépeHTacsip 120 mr 1 pa3|5 mr 1 pa3 Ha Joby, 7 LHIiB 1 2,2 pasa
Ha o6y, 7 aHiB

Nonixasip 400 mr/puTtoHaBip 100 Mr 2 pasu Ha|20 mr 1 pa3 Ha joby, 7 OHIB 1 2,1 pasa
pob6y, 17 aHis

Knonigorpens 300 Mr — HaBaHTaXeHHs, nicns|20 Mr, o4HOpa30Ba A03a 1 2 pasa
LbOro 75 Mr Ha 24 roguHu

"emibpo3nn 600 mr 2 pa3u Ha foby, 7 AHIB 80 mr, ogHopa3oBa f03a 1 1,9 pasa
Entpom6onar 75 mr 1 pa3 Ha goby, 5 fHiB 10 mr, ogHopa3oBa A03a t 1,6 pasa
[HapyHasip 600 mr/putoHasip 100 mr 2 pa3un Ha|10 mr 1 pa3 Ha Joby, 7 AHIiB 1 1,5 pasa
[06y, 7 fHiB

TunpaHasip 500 mr/putoHasip 200 mr 2 pa3un Ha |10 mr, ofHOpa3oBa 03a t 1,4 pasa
[o6y, 11 fHiB

[OpoHenapoH 400 mr 2 pa3un Ha fo6y Hesigomo t 1,4 pasa
ITpakoHa3on 200 mr 1 pa3 Ha o6y, 5 AHiB 10 mr, ofHopa3oBa 032 1 1,4 pasa **
E3etumi6o 10 mr 1 pa3 Ha o6y, 14 gHiB 10 mr 1 pa3 Ha goby, 14 gHiB 1 1,2 pasa **




®o3amnpeHasip 700 wmr/putoHasip 100 wmr |10 mr, ofHOpa30Ba [03a o

2 pa3u Ha o6y, 8 AHiB

Anernitasap 0,3 mr, 7 gHiB 40 vr, 7 pHiB -
CunimapuH 140 mr 3 pa3u Ha o6y, 5 aHiB 10 mr, ofHopasoBa f03a -
deHodibpat 67 Mr 3 pasu Ha Joby, 7 fHIB 10 mr, 7 pHiB -
Pudpamnin 450 mr 1 pa3 Ha gob6y, 7 gHiB 20 Mr, oiHOpa30Ba A03a -
KeTokoHa301200 Mr 2 pa3u Ha joby, 7 AHIB 80 mr, ofHOpa3oBa 03a o
®nykoHa3on 200 mr 1 pa3 Ha o6y, 11 aHiB 80 mr, ofHOpa3oBa f03a -
EputpomiynH 500 Mr 4 pasmn Ha goby, 7 aHis 80 mr, ofHOpa3oBa f03a 1 20%
Bavikanit 50 mr 3 pa3u Ha goby, 14 aHis 20 Mr, oiHOpa3oBa A03a L 47 %

* [aHi, NnpeacTaBneHi K 3MiHa B X pasiB, SBNAOTb COO0H0 CMiBBIAHOLLEHHS MiX 3aCTOCYBaHHAM pO3yBacTaTMHY y KOMGiHaLii Ta okpemo. [aHi, npeacTtaBneHi y Burnagi % smiHu, aBnstoTb co60t0 %
Pi3HMLIO LLLOAO0 NMOKAa3HWKIB NPy 3aCTOCYyBaHHI Po3yBacTaTUHY OKPEMO.

36i/1bLUEHHS MO3HAYEHO 3HAYKOM 1, BIACYTHICTb 3MiH — 3HAQUKOM « , 3MEHLLEHHS — |.

** ByN0 NPOBeEeHO KiflbKa A0CNIKEHb B3aEMOAIT MY pisHMX [03aX po3yBacTaTUHY, B TabnumLi NoAaHO HainbifbL 3HaYyLLe CriBBIAHOLIEHHS.

Bnnave po3yBacTaTMHY Ha CYNYTHI NiKapcbKi 3aC00U

AHTaroHicTu BiTaminy K

AK i woao iHwwmx iHriéitopis TMIM-KoA-peflyKTasn, Ha no4vaTKy 3aCTOCyBaHHS po3yBacTaTMHY abo Npu MigBULLEHHI MOro Ao3v y nauieHTiB, SKi 0AHOYaCHO
3aCTOCOBYIOTb aHTaroHicTy BitamiHy K (Hanpuknag, BapapvH abo iHWWIA KyMapUHOBWIA aHTUKOAryIsHT), MOXMBE NigBuLweHHs Mi>KHapoAHOro HOpMasi3oBaHoro
cnieBigHoweHHa (MHC). MprnuHeHHs 3aCTOCyBaHHA PO3yBacTaTUHY ab0 3MEHLLIEHHS MO0 403K MOXKe NPU3BECTM A0 3HMKeHHS MHC. Y Taknx Bunagkax 6axaHui
HaNeXXHUn MOHITopuHr MHC.

MepopasibHi KOHTpaLenTueu/ropmMoHo3amicHa Tepanisa (IM3T)

O[fiHoYaCcHe 3aCTOCYBaHHSA PO3yBacTaTUHY Ta NepopasibHNUX KOHTpauenTuBiB NpMU3BoAnsI0 Ao nigsuweHHs AUC eTuHinecTpagiony ta Hoprectpeny Ha 26 % Ta 34 %
BiANoBiAHO. Take nNiABMLIEHHS PIBHIB npenapaTtiB y naasMi KPOBi Cnif BpaxoByBaTWU Mpu nNigbopi [03M MNepopanbHUX KOHTpauenTuBiB. J[laHuX LioAo
(hapMaKOKIHETVKYM MpenapariB y MmauieHTiB, AKi 04HOYaCHO 3aCTOCOBYHOTbL po3yBacTtaTvH Ta 3T, Hemae, TOMy He MOXXHa BUKIHOYaTV NoAibHoro eekrty. OfHaK
KOMGiHaLlifl LUMPOKO 3aCTOCOBYBasIacs XiHKam y pamkax KNiHiYHUX JOCNipKeHb | nepeHocunacs fobpe.

IHLWI nikapcbKi 3acobm

3a faHMm cnelianibHUX JoCNiAXKeHb B3aEMOAIT KNiHIYHO 3HaYYLL0T B3aEMOAIT i3 AUrOKCUHOM He O4YiKYETbLCH.

JloniHasip/puTOHaBIp

CynyTHe 3aCTOCyBaHHS po3yBacTaTvHY Ta KOMOIHOBaHOMO npenapary, Wo MicTuB ABa iHribitopu npoteasun (noniHasip 400 mr/putoHasip 100 mr), acouitoBasiocs
NPUOM3HO 3 ABOPa3OBUM Ta N’SATUPA30BUM 30iNbLUEHHAM MOKasHUKIB PIBHOBRKHOTO AUCg o4y Ta Cmay ANA PO3yBACTaTUHY BIAMOBIAHO. B3aemodis Mix
pO3yBacTaTMHOM Ta IHLWMMW iHri6ITOpaMun NPoTeasn He B1BYAIACh.

aiTn

JocnimpkeHHs B3aeMOZIT NpoBognnncs nue y gopocnnx. CTyniHb B3aEMOAITy AiTein HeBigoOMUIA.




Oco6MBOCTI 3aCTOCYBAHHSA.
Bname Ha HUPKK
Y nauieHTiB, AIKi 3aCTOCOBYBa/M PO3yBacTaTUH Yy BUCOKMUX f03axX, 0c06imBo 40 Mr, Bif3Ha4anmMcs BUMNAAKW NPOTeTHypil (BU3HAYEHOT Yy pe3y/bTaTi aHanisy 3a
TECT-CMY>XKamu), NepeBaXKHO KaHa/bLEeBOi 3a MOXO[PKEHHAM Ta Y OifbLLOCTI BMNafgKiB TUM4YacoBOi abo HeTpuBasiol. [MpoTeiHypisa He cBig4mna nNpo roctpe abo
Mporpecytoye 3axBOprOBaHHA HUPOK. HebaxkaHi fBuLLa 3 60KY HUPOK Bif3HaYa1cs YacTille Npuw 3acTocyBaHHi fo3u 40 Mr. Y nauieHTiB, SKi NpuUiiMaroTh npenapart y
£03i 40 Mr, OYHKLIF0 HUPOK CNif, MEPEBIPATU PerynsapHo.
Bnave Ha ckeneTHy MycKynaTypy
YpaxXeHHs CKeNeTHOI MyCKynaTypu, Hanpuknag mianrisa, Mionartis Ta pigko — pabaomionis, cnocTepiratoTbCs Y NalieHTiB MPU 3aCTOCYBaHHI YCiX 403 po3yBacTaTuHY,
a ocobnmeo npu posax OGinbwe 20 mr. MNpu 3acTocyBaHHI €3eTUMiIBY Yy KomOGiHauii 3 iHri6iTopamy TMI-KoA-pefykrasu 3aikcoBaHO BMMaLKW PO3BUTKY
pabfomionisy. He MoXKHa BUK/HOUATM MOXK/IMBOCTI (hapMaKoAMHaMiYHOT B3aEMOii, a TOMY TaKy KOMOGiHaLito CNif, 3aCTOCOBYBATU 3 06EPEXHICTHO.
AK i y BANAAKY 3acTOCYBaHHS iHLWKMX iHri6iTOpiB TMI-KoA-pefyKTasu, Npo BMNagkn pabhomMionisy, NoB’A3aHi i3 3aCTOCYBaHHAM po3yBacTaTuHY, NOBIAOM/ISANN
yacTille npwu 3acTtocyBaHHi A03n 40 mr. 3aikcoBaHO PifKICHI BMMaAKM iMyHOOMOCEPEAKOBaHOI HEKPOTM3YOUOI MionaTil, WO KAiHIYHO nposBnsinaca CTiNKO
NPOKCUMa/IbHOK M’S30BOK0 CNAaBKICTHO | MiABULLEHHAM PIBHS CUPOBATKOBOI KpeaTWHKIHa3W, Nif 4ac NikyBaHHA abo Micnsi NPUNUHEHHS NiKyBaHHS CTaTUHaMMU,
BK/IIOYalOUM po3yBacTaTuH. MoXyTb 6yTM HeO6XiZHUMM [0AATKOBI HEeMpOM’A30Bi | CEponorivyHi - pocnifpkeHHs. Moxe 6yTW NOTPIGHUM  NiKyBaHHS
IMYHOCYMNpPeCcMBHUMM NpenapaTtamu.
Br3HaueHHs piBHA KpeaTuHGochokiHazmn (KPK)
PiBeHb K®K He cnif BUMIproBaTU NIiCs 3HaYHUX (PI3MYHUX HaBaHTaXKeHb abo 3a HAsABHOCTI MOX/IMBUX a&/lbTEPHATMBHUX MPUYMH NigBULLEHHA KDK, WO MOXYTb
3aBakaTu iHTepnpeTauii pe3ynbTaTiB. AKWO No4YaTKoBWiA piBeHb KPK 3HayHO nigsuleHnin (>5 x BMH), npotarom 5-7 gHiB He06XigHO 3p0buTN [04ATKOBUM
NigTBEPLKYBa/IbHUIA aHasi3. AKLLO pe3y/ibTaT NMOBTOPHOMO aHasizy NiATBEpAKYE BUXIAHWUIA piBeHb >5 X BMH, nounHat NikyBaHHS He CAif.
Mepen NoYaTKOM NiKyBaHHA
Po3yBacTaTuH, fK i iHWi iHri6itopn TMI-KoA-peayktasu, crif 3 06epeXxHICTHO Mpu3HavaTh nauieHTam i3 haktopamu, WO CAPUAKOTb PO3BUTKY MionaTil
/pa6p,0M|on|3y [0 Takmx (hakTopiB Hanexarb:

MopyLUeHHA (DYHKLiT HAPOK;

rinoTupeos;

HasBHICTb B 0CO6MCTOMY abo CiMeiHOMY aHamMHe3i CnajKoBMX M’A30BUX 3aXBOPHOBaHb;

HasBHICTb B aHaMHe3i MiOTOKCUYHOCTI, CNPUYMUHEHOT IHWMMMK iHri6iTopamu IMIM-KoA-peaykTasm abo ibpatamu;

3/10BXMBaHHA a/IKOronem,;

BiK > 70 poKiB;

CUTyau|iT, Lo MOXYTb MPU3BECTU [0 MIABULLEHHSA PiBHA npenapaty y nnasmi Kposi (4AMB. po3aiin «dapMakoKiHeTUKa», «B3aeMogisi 3 IHLLUMMW NTIKAPCbKUMU
3acobamu Ta iHLWi BUAKX B3aEMOAiii» Ta «Cnocib 3acTOCyBaHHS Ta [j031»);

0fJHoYacHe 3aCToCyBaHHSA (hibpaTiB.
Y TakuMx nNauieHTiB NOTPI6GHO MOPIBHATA PU3MK Ta MOX/MBY KOPUCTb NPW 3aCTOCYBaHHI Npenapaty, TakoX PEeKOMEH0BaHW KNiHIYHWIA MOHITOpUHI. He cnig
MoYMHaTK iKyBaHHA y pasi 3HaYHO NiABULLEHOr0 NoYaTKoBoro pisHa KPK (>5 x BMH).
Y nepiog, nikyBaHHS
MauieHTiB cnig nonepeanTyt NPO HEOOXIAHICTb HEramHO NOBIAOMAATU NPO HE3 SICOBHWUIA M’S30BUIA 6iflb, M’A30BY CNabKicTb abo CyfoMM, 0CO6/IMBO, SKLLO BOHU
CYNPOBOKYHOTLCA HE3AY)XKaHHAM ab0 MigBULLIEHHAM TemnepaTypu. Y Takux nauieHTiB cnif BU3HaunTy piseHb KOK. Crig NpunuUHUTY NiKyBaHHSA, SKLWO PiBEHb
K®K 3HauHo nigsuiieHunin (> 5 x BMH) abo AKLLO M’A30Bi CUMNTOMM TSXKKI Ta CIPUYMHSAOTL AUCKOMQOPT Y NOBCAKAEHHOMY XUTTI (HaBiTb AKLLO piBeHb KOK < 5
x BMH). Akwo cumntomy MuHaloTb Ta piBeHb K®K noBepTaeTbcs [0 HOpMW, PO3yBacTaTMH abo anbTepHaTWBHWMIA iHriGiTop MMI-KoA-pefykTasm MoxHa



CrnpobyBsaTy 3aCTOCYBaTU 3HOBY, a/le Y MIHIMa/IbHUX [03ax Ta Mif PeTeNbHUM HarnsagoM. PerynsapHo nepesipaty piseHb KOK y acMmntToMaTMyHMX NawieHTiB HEMae
noTpe6u. [yxxe pifKo MnosiAomMIsAM NPo BUNagKM iMyHOOMOCEPeAKOBaHOI HeKpoTM3ytodoi Mionatii (IOHM) nig yac abo nicna Tepanii cTaTMHaMK, B TOMY YMCHi
po3yBacTtaTHoM. KniHiyHuMK nposisamn IOHM € cnabkicTb NpoKCUManbHUX M’S3iB Ta NiABULLEHHSA PIBHA KpeaTMHKIHa3W y cvMpoBaTLi, Lo 36epiraeTbca HaBiTh
MicnA NPUNUHEHHS 3aCTOCYBaHHA CTATKHIB.

He 6yn0 oTpMMaHO [0Kas3iB NigBULLEHOrO B/IMBY Ha CKEIETHY MYCKYNaTypy Y HEBENIMKOI KifIbKOCTI NauieHTiB, fKi NpUiAMani po3yBacTaTvH Ta CynyTHI npenaparu.
OfHak MifBWLLEHHS YacTOTK MIO3WUTY Ta Mionartii Bif3Ha4anoca y nauieHTiB, Aki npuiAMany iHWi iHrieitopun MMIM-KoA-pegykTasu pa3oM i3 noxigH1UMu gibpoesoi
KUCNOTW, B TOMY 4uCNi remibpo3nnom, LUKIOCNOPUHOM, HIKOTMHOBOK KMCMOTOH, a30/IbHUMKU MPOTUrpUOKOBUMK Mpenapatamu, iHri6iTopamMmyM npoteasn Ta
MaKponigHUMK aHTUGIoTUKaMK. Temibpo3nn NiABULLYE PU3MK MionaTil Npy CynyTHbOMY 3acTOCYBaHHI 3 AeskumMu iHribitopamu TMI-KoA-peaykTasu. Tomy
3aCTOCOBYBATU PO3yBacTaTH y KOMOIHaLIT 3 reMibpo3nsiom He peKoMeHAYEeTbCA. KOpUcTb NoganbLlol 3MiHW PiBHA MiNIAIB NPY 3aCTOCYBaHHI po3yBacTaTuHY Y
KOMGiHaUiT 3 thibpaTamy abo HiaUMHOM MOTPIOGHO PeTeslbHO 3BaXKyBaTW MOPIBHSAHO 3 NMOTEHUIMHUMW PU3NKaMU, MOB’A3aHNMM i3 3aCTOCYBaHHAM TaKUX KOMOIHaLLiiA.
[o3a 40 Mr npoTunokasaHa npu CynyTHbOMY 3acTOoCyBaHHI (hibpaTiB (AMB. po3finv «B3aemogia 3 iHWKMMK NiKapCbKMKM 3aco6amn Ta iHLWI BUAWM B3aEMOAI» Ta
«[106IYHI peakLii»).

Po3yBacTaTuH He CNif 3aCTOCOBYBATU NaliieHTaM i3 roCTPUMU, CEPUO3HUMI CTaHaMU, WO CNPUAKDTb PO3BUTKY MionaTil abo NiABULLYIOTb PU3MK PO3BUTKY HUPKOBOT
HeAoCTaTHOCTI Ha T/i pabaomionisy (TakMMu K Cerncuc, apTepiasibHa rinoTeHsis, 06LWnpHe XipypriyHe BTPyYaHHS, TpaBMa, TSXKI MeTabosiyHi, eHLOKPUHHI abo
€NeKTPONITHI NOPYLUEHHS; ab0 HEKOHTPOLOBAHI CYy0MM).

Bnnune Ha neyviHky

A 1 iHWi iHri6itopy MIM-KoA-pesykTasun, po3yBacTaTvH C/lif 3 00epeXHICTHO 3acTOCOBYBaTM MauieHTaM, SKi 3/10BXMBAKOTb &lKOrosnem ta/abo MarTb
3aXBOPHOBAHHSA NeYiHKN B aHaMHE3I.

PYHKUI0 NevyiHKM peKoMeHL0BaHO NepeBipuTy nepes noyaTkoM 3aCTOCYBaHHA mnpenapaty Ta yvepe3 3 MicAui NiKyBaHHA. AKLIO piBeHb TpaHCaMiHa3 y cuposartui
KpOBi BifibL HiX yTpuui nepesuilye BMH, 3acTocyBaHHS po3yBacTaTUHY CNif NPUNUHUTK. TIpo Cepino3Hi NopyLUeHHA (YHKLUIT NeYiHKu (NepeBaXHO MiABULLEHHS
PiBHA MEYiHKOBMX TpaHCamiHa3) NoBifOMNANIM YaCTiLle NPy 3aCTOCyBaHHI 403K 40 Mr.

Y nauieHTIB i3 BTOPUHHOKO rinepxonecTepuHeMIe0, CIPUYNHEHOID TiNOTUPEO30M abo HE(POTUYHUM CUHLPOMOM, CrepLUy C/if NPOBECTU NliKyBaHHA OCHOBHOIMO
3aXBOPOBAHHS, a NMOTIM NMOYMHATY 3aCTOCYBaHHSA PO3yBacTaTUHY.

3piaka noBigoMAAIN NPo NeTanbHi ab0 HeneTanbHi BUNAAKN NEYiHKOBOI HEAOCTATHOCTI Y MaLieHTIB, AKi NPUAMan CTaTUHK, B TOMY YMCAI po3yBacTaTuH. AKLLIO Ha
TNi NiKyBaHHS pO3yBacTaTUHOM PO3BMBAETLCA CEPNO3HE YPaXKEHHSI MEYIHKM 3 KIHIYHOK CMMMTOMATUKOK Ta/abo rinepbinipy6iHEMIED UM XKOBTAHULIEHD, CNij,
HeravHO NPUNMHUTK NPUIAOM Npenapary. AKLWO IHLWI NPUYNHW He BUAB/IEHO, He NOHOB/IONTE NIKYBaHHA PO3yBacTaTUHOM.

Paca

MoBifOMAANN NPO 3pOCTaHHS eKCro3uLii y NawieHTiB MOHION0I4HOI pacu NpuGAN3HO BABIYI MOPIBHAHO 3 eBponeiiusamn. Ons Takux nauieHTiB HeobXigHa Kopeku,is
[03yBaHHS1 po3yBacTaTUHY (AMB. po3ainm «dapmMakoKiHeTMKa», «[1poTUNoKasaHHs» Ta «Croci6 3acToCyBaHHS Ta A03U»). [ns nauieHTiB asilicbKol pacy noyaTkoBa
[03a po3yBacTaTvHy MOBMHHA 6yt 5 mr. TigBulieHa KOHUEHTpauis po3yBacTaTUHy B Maa3Mi Oyna nomiyeHa Yy asiiCbKMX nNauieHTiB (guB. po3ginu
«®PapMakoKiHeTUKa» Ta «OcoBNMBOCTI 3aCTOCYBaHHS»). Cnif B3ATWM 40 yBaru 36i/bLUeHy CUCTEMHY eKCMOo3ULito Npu NiKyBaHHI NauieHTiB MOHIOMOIAHOT pacu, y
AKMX TinepxonecTepuHeMia He KOHTPOTKOETLCA afieKBATHO Ao3amn Ao 20 Mr.

IHri6iTOpKN NpoTeasmn

Y nauieHTiB, SKi 3aCTOCOBYBa/M PO3yBacTaTMH OAHOYACHO 3 iHriGiTOpaMu MpoTeasn Ta PUTOHABIPOM, crnocTepiranocs NiABULWEHHA CUCTEMHOI eKcro3umuit
po3yBacTtaTuHy. Cnif BpaxoByBaTV 04iKyBaHYy KOPUCTb Bif, 3HUXKEHHSA PIBHA NiNIAIB MPU 3aCTOCYBaHHI po3yBacTatuHy Yy BIJI-iH(ikoBaHMX NauLieHTIB, AKi OTPUMYIOTb
iHri6iTOpy NpoTeasmn Ta NOTeHLiiHe NiABULLEHHA PIBHS PO3yBacTaTVHY Y Nia3mi KpoBi Ha novaTKy Tepanii Ta nig vac TUTpauii 4o3u po3yBacTaTuHY.

OfHoYaCHe 3acToCyBaHHS npenapaty 3 iHribitopaMu npoTeasy He PEKOMEeHOBaHe, MOKWM He BiAperynboBaHa fA03a po3yBacTaTvHy (AuB. po3fin «Cnoci6
3aCTOCyBaHHSA Ta [031» Ta «B3aeMogia 3 iHLWUMMUK NiKapCbKMMK 3ac06aMm Ta iHLLI BUAW B3aEMOLIN»).



dy3mgosa KnucnoTa

Po3yBacTaTuH He C/ifi 3aCTOCOBYBATW pa3oM i3 CUCTEMHUMMW npenapatamn gy3vaoBOi KACIOTKM abo NPOTAroM 7 AHIB NiCNA NPUNMHEHHS NiKyBaHHA (Dy3140BOHO
KUCMOTOK. Y NauieHTIB, AKI 3aCTOCOBYHOTb (DY3MAOBY KWUCMOTY, NIKYBaHHA CTaTMHAMW CAif MPUMNVHUTA HA BECb TEPMIH NiKyBaHHA (y3140BOK KUC/IOTOH.
3aikcoBaHO B/MaaKu pabaomionisy (y Tomy Yucni 3 neTaibHUM HaciAKOM) Y NauieHTiB, AKi OTpUMyBan (PY3MA0BY KUCNOTY i CTATUHW Yy MOELHAHHI (aUB. po3ain
«B3aemofis 3 iHWUMK NiKapCbKMMKM 3ac06aMu Ta iHLWI BUAWM B3aEMOfiN»). MNaLieHTy He0O6XiAHO PeKOMeHAYBaTV HeramHoO 3BEPHYTUCA A0 NiKaps, SKLLO BiH Bigyye
Oyab-AKi CUMITOMWU M’A30BOT CnabKocTi, 6010 abo YyTAMBOCTI. Tepanito cTaTMHamMy MOXKHA 3HOBY po3Mnoyaty yepe3 7 AHIB MiCNS OCTaHHbLOI [03M (y3uL0BOT
Kucnotn. B okpemmx Bunagkax, KoAM nNoTpibHa TpvBana CUCTeMHa Tepanis (y3nA0BOK KMCNOTOK, HanNpuKNag Ans NikyBaHHS TSHXKKMX iHDEKLi, HeobXiaHICTb
CMiNbHOIO BBEEHHSA po3yBacTaTUHy Ta (hy31A0BOT KACOTU CNib PO3rNAAaTV TiNIbKW IHAMBIAYaNbHO i Nif peTeNbHUM MeANYHUM HarsLoM.

IHTepcTuLiasbHe 3aXBOPHOBAHHA NlEreHb

3ahikcoBaHO MOOAMHOKI BUNALKM IHTEPCTULIA/IbHOrO 3aXBOPHOBAHHSA JIEreHb NP 3aCTOCYBaHHI LeAKUX CTaTMHIB, 0CO6/IMBO Yy BUNAAKY AOBroTpmsanol Tepanii. o
CUMNTOMIB MOPYLUEHHA Hanexatb [AWCMHOEe, HeNpOAYKTMBHWIA Kallefb Ta MOripleHHs 3arasbHoro ctaHy (BTOMa, BTpata Macu Tina Ta rapsyka). FAKWo
MiJO3PHETLCA, L0 Y NalieHTa PO3BUHYNOCH IHTEPCTULLia/IbHE 3aXBOPHOBAHHSA NlereHb, 3aCTOCYBaHHA CTaTUHIB MOTPIOHO NPUNUHUTH.

LlykpoBuii fiabeT

[JesKi (hakTu cBigyaTh, WO CTaTUHW NiABULLYHOTb PiBEHb I/HOKO3M B KPOBI Ta Y AeAKUX NaLieHTIB, AKAM 3arpoXye BUCOKUIA PU3MK PO3BUTKY AiabeTy B MainbyTHbOMY,
MOXYTb CNPUYMHATU TiNeprinikemito Takoro piBHSA, 3a AKOro HeobxifHe HaneXxHe NikyBaHHA fAiabeTy. Lito 3arposy, ogHakK, NepeBULLYE 3HKEHHS PUSNKY CYAUHHUX
nopyLUeHb NpK 3aCTOCYyBaHHI CTaTUHIB, TOMY BOHA He MOBWMHHA 6y TV NiACTaBO A4/1 MPUMUHEHHSA Tepanil cTaTuHaMK. 3a naieHTamu rpynu pusnky (piBeHb rHoKO3M
HaTLe 5,6-6,9 Mmonb/n, IMT >30 Kr/M2, nigBuLLEHNIA piBeHb TPUMNILEPWIB, apTepianbHa rinepTeHsis) cnif BCTAaHOBUTU SK KNiHIYHWIA, TaK i GIOXiMIYHWIA KOHTPO/b
3rifHO 3 HaLuiOHa/IbHUMK KepiBHMLTBaMK. [OBIAOMIANN, WO 3araibHa YacToTa LyKpoBoro fiabeTy ctaHoBuia 2,8 % y rpyni npuiniomy posyBactatnHy 1a 2,3 % — y
rpyni nnawe6o, nepeBaXkHO Yy NauieHTIB i3 piBHEM INHOKO3M HaTLLe Bif 5,6 f0 6,9 MMosb/N.

AK i Woao iHwmX iHriéiTopis TMIM-KoA-pefdyKTasn, Npy 3aCTOCYBaHHI po3yBacTaTUHY criocTepiranocs 3poctaHHsa HbALC Ta piBHS I1HOKO3M Yy CMpoBaTLi KpoBi. B
JesaKNX BUNafKax i MOKa3HWKM MOXYTb MePeBULLYBATU FpaHUYHe 3HaYeHHs 419 LiarHOCTUKM LyKPOBOro AiabeTy, Hacamrepes Y nauieHTIB i3 BUCOKMM PU3UKOM
PO3BUTKY fiabeTy.

3ahikcoBaHo, L0 po3yBacTaTUH AK MOHOTepanisi He CNPUYNHAE 3HUXEHHS 6a30BOT KOHLEHTpaLii KOPTM30/y NniasMn KpPoBi i He BM/IMBAE Ha Pe3epB HaLHMPKOBUX
3an03. HeobxigHa 06epeXHicTb Yy pasi 0HOYaCHOro 3aCTOCYBaHHS PO3yBacTaTUHY Ta IHLIMX NiKapCbKUX 3ac06iB, 34aTHUX 3HMXXYBATW piBeHb ab0 aKTUBHICTb
eH[OreHHNX CTePOIAHNX FOPMOHIB, HANPUKNaz KETOKOHA30/y, CiPOHONAKTOHY Ta LIUMETUAMHY.

LiTn

OuiHKa niHiHOro pocty (3picT), macu Tina, IMT (iHAeKCy Macu Tina) Ta BTOPUHHUX XapaKTepUCTUK CTaTeBOro fo3piBaHHA 3a TaHHepoM Yy fiTel Bikom Big 10 go 17
POKIB, SIKi NpMiiMany po3yBacTaTlH, 06MeXeHa nepiogomM TpueanicTio 1 pik. Micns 52 TUXKHIB AOCNIAKYBaHOI0 NiKyBaHHS XXO4HOr 0 BN/IMBY Ha picT, Macy Tina, IMT
abo cTaTeBe A03piBaHHA BUSABMEHO He Oyno (AMB. po3ain «dapmakoduMHamikax»). [ocBif KNiHIYHUX AOCNiMKEHb 3aCTOCYBaHHS npenapaTty AiTam Ta nigniTkam
06MeXeHWi1, LOBroTpmBasi eheKTn 3aCTOCyBaHHA po3yBacTaTuHy (>1 pik) Ha cTaTeBe [03piBaHHA HEBILOMI.

Y KNiHIYHOMY JOCHiMKEHHI Y AiTel Ta NigniTKiB, AKi npuiiMany po3yBacTaTvH NPOTAroM 52 TUXKHIB, MigBuLLeHHS piBHA KK >10 pasis Buiie BMH Ta cumntomu 3
60Ky M’A3iB Mnicna (i3nYHOro HaBaHTAXXEHHA ab0 NiABMLLEHOT (Di3MYHOT aKTMBHOCTI CMOCTepiraamnca 4acTile MOPIiBHAHO 3 TakMMKU Y JOPOC/AUX (AWB. PO3Ain
«[106IYHI peakLii»).

LlonoMi>KHI peyoBuHU

Po3yBacTatuH-TeBa MICTUTb NakTo3y. lauieHTam i3 PiAKICHOK CMafKOBOK HernepeHOCUMICTHO ranakTtosun, dediuuTtom faktasu Jlanna abo manbabcopbuieto
[IOKO3W-TanakTo3u He CAif, 3aCTOCOBYBATM Lieil npenapar.

Tabnetkn 5 Mr mictatb 6apBHUK »X0BTUI 3axig FCF (E 110), a Tabnetkn 10 mr, 20 mr Ta 40 Mr MIicTaTb 6apBHMK KapMmoi3vnH (E 122), siKi MOXYTb CNPUUMHATI
anepriyHi peakuir.



3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyasto.

Po3yBacTaTWH NPOTUMOKa3aHWIn y Nepiog BariTHOCTI Ta rogyBaHHSA rpyaato.

JKiHKM penpofyKT1BHOTIO BiKY MOBUHHI BUKOPUCTOBYBATU HaUIEXKHI 3aCO6M KOHTpaLenLii.

OCKIiflbK1 X0necTepuvH Ta iHWI NPOAYKTW OGIOCUHTE3y XONMeCTepUHy BIAIrpaTb ICTOTHY POfib Y PO3BUTKY MN104a, MOTEHUINHWA PUSMK Bif MPUrHIYEHHS
"MI-KoA-pesyKTasy nepesuLLye KOPUCTb Bif 3aCTOCYBaHHSA MpenapaTty B nepiof BariTHOCTI. [aHi JOCMifKeHb Ha TBapuHax LWOLO TOKCUYHOMO BM/IMBY Ha
PenpPoAYKTUBHY (hYHKLiIHO 0OMEXeHi. AKLLO MnaLieHTKa 3aBariTHI€ y Nepiof 3aCTOCYBaHHS LibOro npenapaTty, NikyBaHHS CAif HerainHo NPUNUHATMK.

OCKiNbKW IHLWKWIA NiKapcbKuiA 3acib LbOro Kiacy notpannse y rpygHe MOOKO NHOAVMHN Ta BPaxoByHUK, WO iHri6iTopyu TMIM-KoA-peayKTasu MOXYTb CIIPUYUHATI
Cepino3Hi HebaxKaHi peakuii y HEMOBNAT, XiHKaM, fKi NOTPe6YOTb NiKyBaHHSA pO3yBacTaTUHOM, CAif PEKOMEHAYBaTW YTPMMATMCA Bif rofyBaHHA rpyaaro. [aHux
LL,O0A0 MPOHWKHEHHSA Npenapary B rpyAHe MOJIOKO Y NIIOANHN HeMae (AMB. po3ain «1poTUNOKa3aHHS:).

34aTHICTb BNAMBATY Ha LWWBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

JocnimpkeHHs 3 BU3HAYeHHS BMMBY PO3yBacTaTMHY Ha 34aTHICTb KepyBaTy aBTOTPAHCMOPTOM Ta MpawutoBati 3 iHWMMKU MeXaHi3maMmun He nposogunucs. OfHak, 3
ornsgy Ha (hapmakoguHamiyHi BNacTUBOCTI, MasioiMOBIPHO, L0 pOo3yBacTaTWH BNMBaTMMe Ha TaKy 3f4aTHICTb. py KepyBaHHI aBTOTpPaHCMOPTOM abo poboTi 3
MexaHi3mamu Chif, BpaxoByBaTU MOX/MBICTb 3anamMOpPOYEHHS B NePiof /TiKyBaHHS.

Cniocib 3acTocyBaHHA Ta A03Mu.

Mepen NOYATKOM NiKYBaHHA MaLlieHTy CNif NPU3HAYUTL CTaHZAPTHY riNOX0MeCTePUHEMIYHY AIETY, AKOT BiH NOBUHEH LOTPMMYBATUCA i NPOTArOM NiKyBaHHA. [o3y
cnig nigbupaty iHAMBIAYabHO 3a/1e)KHO Bif MeTW Tepanii Ta BIAMOBiAI NauieHTa Ha NiKyBaHHS, Kepyluncb peKoMeHAauissMU NOTOYHMX 3araibHOMPUAHATUX
KepiBHULTB.

MpenapaT Po3yBacTaTH-TeBaMOXHa NpuiAMaT y 6yab-SKNii Yac [HS, HE3a/IEXHO Bif, BXXUBaHHS iXi.

Jopocni

JlikyBaHHS rinepxonecTepuHemii

PekomeH0BaHa NoyaTkoBa 03a cTaHoBUTb 5 abo 10 Mr nepopanbHO 1 pa3 Ha o0y K 4N1s NawieHTiB, AKi paHille He 3aCTOCOBYBa/IM CTaTUHU, TaK | NepeBefeHnX Ha
npenapar 3 NpuiioMy iHWoro iHri6itopa FMIM-KoA-pegykrasu. MNpu BU60pi NO4ATKOBOT 03K CNij, BPaxoByBaTW PiBEHb XONIECTEPUHY B KOXHOIO OKPEMOr0 naLjieHTa
Ta PU3NK CEPLIEBO-CYAMHHUX NOPYLLEHb Y ManbyTHLOMY, a TaKOX MMOBIPHICTb PO3BUTKY HebaxKaHMX peakLii. 3a He0b6XiAHOCTI MigBuLLYyBaTK 403y A0 HACTYMHOro
PiBHA MOXKHa 4yepe3 4 TWKHI (AMB. po3gin «PapmakoguHamika»). 3 ornisgy Ha Te, WO Ha T/i 3aCTOCyBaHHA npenapaty B 403i 40 Mr HebaxaHi peakuii BUHMKAKOTb
yacTiLle, HDK Npy MeHLWnX fo3ax (4nB. po3gin «o6ivHi peakLii»), 0CTaTO4HO TUTPYBATK 403y A0 40 M BapTO NMLle NauieHTaM i3 TAXKKOH rinepxosieCTepUHEMIED
Ta BUCOKVUM PU3MKOM CEPLLEBO-CYAMHHUX NOPYLUEHb (30KpeMa Yy XBOPUX i3 CIMEMHOKO TiMnepxonecTePUHEMIELD), Y SAKMUX He BAANIOCA JOCATTU METU JliKyBaHHA Npu
3actocyBaHHi fo3n 20 Mr i sKi nepebyBaTUMYTb Mif, PerynsapHUM Harnsaom (aue. po3ain «OcobmMBOCTI 3aCTOCYBaHHSA»). Ha noyatky npuiiomy npenapaty y Aosi 40
MI peKOMeH0BaHWIA Harnsg cneyianicTis.

3anobiraHHs NOPYLUEHHAM 3 60Ky CepLeBO-CYANHHOT CUCTEMY

Y LOCHIIKEeHHI 3HWKEHHSA PU3NKY NMopYyLUeHb 3 60Ky CepLEeBO-CYAVHHOT CMCTEMY Npenapar 3acTocoByBann y Ao3i 20 Mr Ha fo6y (4MB. po3ain «PapMakoguHaMIKa).
MauieHTW NiTHLOrO BiKy

PekomeHA0BaHa noYaTkoBa f103a A/151 nauieHTiB BiKoM > 70 poKiB CTaHOBUTbL 5 Mr. IHLUA KOPeKL,isi 403K 3 Ornsfy Ha BiK He NoTpibHa.

MayieHTw i3 nopyLweHHAMY (hyHKLIT HUPOK

Y nauieHTIB i3 NerkMMn Ta MOMIPHUMW MOPYLLEHHAMW (YHKUIT HAPOK HeMae HeobXigHOCTI Yy KOpeKuii Ao3n. PeKkoMeHoBaHa NovaTKoBa fo03a A1s NauieHTiB i3
MOPYLUEHHAMU (PYHKLIT HUPOK MOMIPHOI TAXKOCTI (KNipeHC KpeaTuHiHY < 60 Mn/xB) cTaHOBMTbL 5 Mr. [Jo3a 40 Mr npoTunokasaHa nauieHTam i3 MopyLUeHHAM



(DYHKL,IT HUPOK NMOMIPHOT TSHXXKOCTI. MauieHTam i3 TAHKKMMU NOPYLUEHHAMM (YHKLIT HUPOK 3aCTOCYBaHHA PO3yBacTaTUHY MPOTUMNOKA3aHO Y 6yab-AKM1X f03aX.
MauieHTW i3 NopyLLEHHAMM DYHKLIT NeYiHKK

Y nauyieHTiB i3 NOPYLWEHHAMU (YHKLIT NeYiHKK, WO ouiHoBanimMcs y 7 abo MeHwe 6aniB 3a wkanow Yannga-MN’to, NigBULEHHS CUCTEMHOT eKCno3uuit
po3yBacTaTvHy He cnoctepiranocs. OgHaK y oci6 i3 nopyLeHHsMn y 8 Ta 9 6aniB 3a LWKanot Yainnga-MN’to cuctemHa ekcnosuuis 3poctana. Y Takumx MauieHTiB
[0UINbHOK € ouiHKa YHKLIT HAPOK (AMB. po3ain «OcobnmnBOCTI 3acTOCyBaHHSA»). [LOCBif 3aCTOCYBaHHSA NpenapaTy naljieHTam i3 NokKasHMKOM 9 6aniB 3a LUKano
Yaiinga-’to BiACYTHIN. Po3yBacTaTH NPOTUNOKa3aHW NaLieHTaM i3 3aXBOPHOBAHHSAMM NEYiHKN B aKTUBHIN cTagil.

Paca

Y naui€eHTiB MOHronoIAHOI pacy CNoCTepiraeTbCs MiABULLEHA CUCTEMHA EKCMo3ulis npenapaTty. PekomeHAoBaHa MoYaTKoBa f03a 475 NalieHTIB asilicbKoro
MOXOKEHHA CTaHOBUTb 5 M.

3acTocyBaHHs 031 40 M TaKMM MalieHTaM NpoTUINOoKa3aHe.

["eHeTWUYHUI noniMopi3m

MeBHi TMMY reHEeTUYHOI 0 NOMIMOP(I3MY MOXYTb NMPU3BOAUTU A0 NiABULLEHHS eKCNo3nLii po3yBacTaTHY (AUB. po3ain «PapmakoKiHETUKa»). MaLieHTaM i3 Bi4OMOIO
HasABHICTIO TaKMX TUNIB NONIMOP®I3MYy PEKOMEHAYETHLCA 3aCTOCOBYBATW MeHLLY [060BY [03Y pO3yBacTaTuHY.

MayuieHTw 31 CXUILHICTIO [0 PO3BUTKY MionaTil

PekoMeH/l0BaHa NnoyaTkoBa Ao3a A5 MauieHTIB 31 CXUIbHICTIO A0 PO3BUTKY Mionartii CTaHOBUTL 5 Mr (AvB. po3gin «Oco6nMBOCTI 3aCTOCyBaHHS»). [o3a 40 mr
NnpoTMNoKasaHa AesaKMUM i3 TaKUX NauieHTiB (AnB. po3ain «poTunoKasaHH:»).

CynyTHs Teparis

Po3yBacTaTuH € Cyb6CcTpaToM A5 Pi3HUX TpaHcnopTHUX 6inkiB (Hanpuknag, OATPLB1 ta BCRP). Pusuk Mionartii (BKoYarouy pabaomionis) nigBuLLYETLCA npu
0fHOYaCHOMY 3aCTOCYBaHHI pO3yBacTaTVHY 3 MEBHMMM NIKAPCbKMMK 3acobamu, 3[aTHUMK NiABULLYBaTU KOHLEHTPALit0 po3yBacTaTMHY B Mnasmi KpOBi 4epes
B3aEMOZII0 3 UMMM TPaHCMNOPTHUMMK OGinkKamy (Hanpuknag, i3 UMKIOCMOPMHOM Ta AeAKUMU IHriGiTopaMn npoTeasn, BKIOYAKOUM KOMOIHALiT PUTOHaBIpY 3
aTasaHaBipoM, noniHaeipom Ta/abo TunNpaHaBipoM, AMB. PO3finy «B3aeMofis 3 IHWMMK NiKapCbKMMK 3acobamMu Ta iHWI BUAM B3aemopini» Ta «Oco6AnBOCTI
3aCTOCYBaHHA»). 3a MOX/IMBOCTI HEOOXIAHO PO3rNAHYTU albTEPHATMBHE MIKYBaHHA i, AKLLO HEO6XiAHO, TMMYacOBO MPUMUHUTK NiKYBaHHA PO3yBacTaTUHOM. Y
CUTyauisxX, KoM OAHOYACHOTO BBELEHHS LMX NIKapCbKMX 3ac06iB pa3oMm i3 po3yBacTaTUHOM YHWKHYTM HEMOX/MBO, NOTPIGHO 3BaXKyBaTW BCi Nepesarn i pu3mnku
CYNYTHbLOrO /liKyBaHHS Ta peTesibHO Nifbupatn [03y po3yBacTaTuHy.

aiTn.

3acTocyBaHHA npenapary AiTAM NMOBUHEH NPOBOAUTY fiLLIE CreLianicT.

3acTocoByOTb AiTAM Ta MigniTkam BikoM Bif 10 fo 17 pokiB (X710M4nKKM Ha cTagii po3BuTKy Il Ta BuLle 3a TaHHEPOM Ta AiBuyaTa, y AKUX MeHCTpyauii noyaamcs
LLLOHaAMEHLLIE PiK TOMY).

3BMyaliHa novatkoBa J060Ba A03a AN AiTel Ta MigniTKIiB i3 reTepo3nroTHO CIMEHOK rinepxonecTepuHeEMIerd CTaHOBUTL 5 Mr Ha fo6y. Mpenapat 3a3Buyali
npuiiMatoTb NepopanbHO B Ao03ax Big 5 mr 4o 20 mr 1 pa3 Ha ao6y. MNiasuvilyBaTh 403y Cnif BigNOBIAHO A0 iHAMBIAYanbHOT BiANOBIAI AMTVHW Ha NiKyBaHHA Ta
MepPeHOCMMOCTI npenapary, AOTPUMYHUMUCH PEKOMeHAaLiin Woao NikyBaHHA Aiteld (amB. po3gin «Oco6nMBOCTI 3aCTOCYBaHHA»). [lepef nodaTKoM Tepanii
pO3yBacTaTMHOM AITAM Ta MigNiTKaM CNif NPU3HAYUTK CTaHAAPTHY FiNOX0NecTepuHEMIYHY AiETY, AKOT MauieHT NOBUHHI AOTPUMYBATUCSA | MPOTArOM NiKyBaHHS.
besneka Ta e(heKTUBHICTb NiKapCbKOro 3acoby y Ao3ax 6inbLue 20 Mry Wik nonynauii He 4OCNIIpKYBa/InCA.

Tabnetky no 40 Mr He 3aCTOCOBYHOTb AITAM.

[AiTv Bikom o 10 pokis

[ocBig nikyBaHHA aiTelt Bikom 0 10 poKiB 06MEXEHMWI 3aCTOCYBaHHAM NpenapaTy y HeBe/MKOT KifIbKOCTi nauieHTiB (Bikom Bif 8 o 10 pokiB) i3 roMO3UroTHOH
CiMEeNHOI0 rinepxonecTepuHeMiet0. TakuM YUHOM, pO3yBacTaTUH HE PEKOMEHAYETbCA 3aCTOCOBYBATU AiTAM Bikom 40 10 pokiB.



Nepeno3yBaHHA.
CneunivyHoro nikyBaHHA nepefo3yBaHHS Hemae. JTiKyBaHHS CUMMTOMAaTUYHE, PEKOMEHAYETLCA NIATPUMYIoYa Tepanis. MoTpibeH KOHTPOb (DYHKLIT NMeYiHKK Ta
piBHA KPK. ManoimoBipHo, Lo remogianis 6yae eheKTUBHUM.

Mo6iyHI peakuii.

Mo6iyHi peakLii, Lo CNOCTepiralTbCs NP 3aCTOCYBaHHI PO3yBacTaTUHY, 3a3BUYail Nerki Ta TMMYacoBi.

3 60Ky IMYHHOT CMCTEMM: peakuii rinepyyTAnBOCTI, Y TOMY YACANI aHFOHEBPOTUYHNIA HAOPAK.

3 GOKY EHIOKPUHHOI CUCTEMN: LyKPOBWIA AiaGeT (Y4acToTa 3aN1eXuTb BijJ HAssBHOCTI (DaKTOPIB PU3MKY — PiBeHb FMOKO3W HaTlle =5,6 Mmonb/n, IMT >30 Kr/m2,
NiABULLEHI PIBHI TpUrAiLepuaiB, apTepiasibHa rinepTeH3is B aHaMHe3I).

3 6OKy MCuUxikn: genpecis.

3 60Ky HepBOBOI CUCTEMU: MepudepryHa HeinponaTis, MOPYLUEHHS CHY, B TOMY YMC/i GE3COHHS Ta HiYHi XXaxu, ronoBHWUI 6iNb, 3anaMopoYeHHs, NoniHerponaris,
BTpara nam’sTi.

3 60Ky pecnipaTOpHOi CUCTEMMU, OPraHiB rpyaHOT KNITKWN Ta CepefoCTIHHA: Kallesb, AUCTTHOE.

3 60Ky TpaBHOro TpakTYy: 3anop, Hy0Ta, 6i/b Y XXMBOTI, NaHKpeaTuT, [iapes.

3 60Ky renaTo6iNiapHOi CUCTEMU: XKOBTAHULSA, renaTuT, NiABULLEHHA PiBHA NEYiHKOBMX TpaHCcaMiHa3.

3 60Ky LUKIpW Ta NigWKIPHOT KNiTKOBUHWU: CBEPOIX, BUCUMAaHHSA, KPOMMB’AHKa, cMHAPoM CTiBeHca-[)KOHCOHa.

3 60Ky CKeneTHO-M’S30BOT CUCTEMM, CNOMYYHOT TKaHUHL Ta KiCTOK: Mianris, Mionartis (B TOMy YMci Mio3uT), pabomioni3, BOBY4aKOBONOAIOHMI CUHAPOM, PO3PUBK
M’43iB, IMYHOOMOCEepPeKOBaHa HEKPOTM3yoUa Mionaris, apTparis, MOPYLUEHHS 3 60KY CYXOXW/b, IHOAI YCKNa4HeHi iX pO3p1BOM.

3 60Ky HMPOK Ta CeyoBUAIIbHOT CUCTEMU: rematypis.

3 60Ky penpoayKTUBHOT CUCTEMMU Ta MOMOYHMX 3a/103: TiHEKOMACTIS.

3 60Ky KpOBi: TPOMOOLMTOMEHIS.

3ara/ibHi NOpYyLLEHHS: acTeHis, HabpsK.

AK 1y BUNagKy 3 iHWmMuK iHri6iTopamu 'MIT-KoA-peaykTasu, nobivHi peakLii Npy 3aCTOCyBaHHI po3yBacTaTHY 40303a/1EXHI.

Bnnve Ha HUPKWK

MpoTeiHypia, BUSABNEHA Yy pe3y/bTaTi aHalidy 3a TECT-CMYXKaMu Ta MepeBaXXKHO KaHa/bLEBOrO MOXOMXKEHHS, CrnocTepiranacs y nauieHTiB, SKi 3aCTOCOBYBan
po3yBacTaTvH. 3MiHW BMICTY 6inKa y cedi Bif Hyns abo Cnifis L0 3HaYeHHs ++ abo 6Ginblue cnocTepiranmcs y <1 % nauieHTiB y AefKMX YacoBMX TOYKax Mif 4ac
3acTocyBaHHSA npenapaTy B fo3ax 10 Ta 20 mr i npubnnsHo y 3 % — npu gosi 40 mr. HeBennke 36i/bLLEHHA YaCTOTM 3MIHW BMICTY Bif, HY/1S 260 CMiAiB [0 3HaYeHHS +
cnocTepiranocs npv fo3i 20 Mr. Y 6inbLIOCTi BMNaAKIiB NPOTETHYpis 3MeHLLYyBanacs abo 3HMKana CNOHTaHHO NpW NPOAOBXeHHI Tepanii. Ha cborodHi He BUSIBNEHO
MPUYNHHO-HACNILKOBOTO 3B’ A3KY MK MPOTEIHYpIE0 Ta rocTpymM abo NporpecyoynM 3aXBOPHOBaHHAM HUPOK.

Ha Tni 3acTocyBaHHS po3yBacTaTVHY Bif3Ha4eHO BUNAaLKM rematypii, 3a JaHUMU KNiHIYHKX JOCTiIpKeHb YacToTa ii Mana.

BnamB Ha CKeneTHy MyckynaTypy

YpaXKeHHS CKeNeTHOT MyCKynaTypu, Taki aK Miasris, MionaTia (B TOMY 4ncii Mio3WT), 3pigKa pabaomionis i3 rocTporo HUPKOBOK HeAOCTaTHICTHO abo 6e3 Hel, bynu
BifI3HaYeHi Npu 3acTOCyBaHHI 6yab-SKMX 03 pO3yBacTaTuHy, 0c061BO Npu fo3ax > 20 mr.

Y nauieHTiB, AKi NpuiMany po3yBacTaTuH, CNOCTePIranocs A0303a1eXKHe 3pocTaHHA piBHIB KOK; y 6inblIOCTi BUNafKiB ABuLLe 6yn10 cnabknmM, acuMnTOMaTUYHUM
Ta TMMYacoBuM. AKLWo piBHI KPK nigsuwieHi (>5 pasis suwe BMH), nikyBaHHSA criig npunuHnTY (AMB. po3ain «Oco6/MBOCTI 3aCTOCYBaHHS»).

Bnnune Ha neyviHky

FAK | Npn 3acTocyBaHHI HWKX iHriGiTopiB MMI-KoA-peayKTasn, Y HeBenMKOi KiflbKOCTI NauieHTiB, fKi NpuiiMany po3yBacTaTuH, Bif3HAYasiocs [0303a/1eXKHe



36i/IbLUEHHA PIBHA TpaHcamiHas; y O6ifbLIOCTI BUMAAKIB sBUWe Oyno cnabkum, acMMNTOMATUYHMM Ta TUMYacoBUM. [pu 3acTOCyBaHHI pO3yBacTaTVHY TaKOX
BiAMivanocs nigsuLLeHHs pisHs HbALc.

Mpwy 3aCTOCYBaHHI CTATUHIB TaKOX NOBIAOMSANM NMPO pPo3/naau CTaTeBol PYHKLIT, OKpeMi BUNaAKM IHTEPCTULiaIbHOrO 3aXBOPHOBaHHS NereHb (0C06/1MBO Y BUNaaKy
TpvBa/ol Tepanir).

YacTota BMnadkiB pabaomionisy, Ceprmo3HMX MopylleHb 3 60Ky HUPOK Ta MedviHkM (nepeBaxHO NiABULEHWI pPiBEHb MEYiHKOBMX TpaHcaMiHa3) Bula npw
3acTocyBaHHi 031 40 mr.

Mpn 3acTOCYBaHHI PO3yBacTaTMHY TaKoX BY/10 i4eHTU(DIKOBAHO TaKy HebaxkaHy peakLito, K neTasibHa Ta HeneTaslbHa neyviHKoBa HefloCTaTHICTb. OCKINbKM MPo Lo
peakuito MOBIAOMASAN CMOHTAHHO i3 NONynsauil HeBM3HAYEHOT KifIbKOCTI, HEMOX/IMBO [OCTOBIPHO OUIHMTK Ti 4acTOTy ab0 BCTaHOBWUTU HasiBHICTb
MPUYMHHO-HACNIAKOBOr0 3B’A3KY i3 3aCTOCYBaHHAM npernapary.

3pigka MoBIAOMAANN MPO MOPYLUEHHA KOTHITUBHUX (YHKUIA (Hanpuknag, NOriplweHHs nam’sTi, 3abyAbKyBaTiCTb, aMHe3isl, Cn/yTaHiCTb CBIifOMOCTI), LLO
acoLitotoTbCs i3 3aCTOCYBaHHAM CTaTWHIB. PO Taki KOTrHITUBHI Npo6/iemMy NOBIJOMASANN Y 3B’A3KY 3 YCiMa CTaTUHaMK. ABMLLA, NPO AKi NAETLCA Y NOBIAOM/EHHSX,
3a3BMyall Manu Nerkuii xapaktep i MUHanM Nicns BiAMIHWM CTAaTUHIB, a TaKOX Manu Pi3HMIA Yac A0 nosisu cumnTomiB (Bifg 1 AHS 4O POKIB) Ta A0 3HUKHEHHS
cumnToMiB (MefiaHa — 3 TUXKHI).

LiTn

MigBULLEHHA piBHS KpeaTuHKiHa3n >10 pasis Buwe BMH Ta cumntomu 3 60Ky M’A3iB Micns (i3UYHOro HaBaHTaXXeHHs abo NiABULLEHOT (i3NYHOT aKTUBHOCTI
cnocTepirannca yacTiwe Yy 52-TMXKHEBOMY K/IHIYHOMY AOCAIMKEHHI 3a y4yacTio AiTeld Ta NIANITKIB MOPIBHAHO 3 gopociumn (ame. po3pin «OcobnmnBocTi
3acTOCyBaHHA»). [MpoTe Npogifib 6e3nekn po3yBacTaTuHy Yy AiTe Ta NigniTKis 6yB NOA4IGHUM [0 TaKOro'y JopoC/nX.

TepMiH NPUAATHOCTI. 2 POKW.

YMoBW 36epiraHHs.

[ns Tabnetok no 5 mr: 36epiratv npu TemnepaTypi He Bue 25 °C y HefOCTyNHOMY Ansa Aitel micyi. 36epiratv 6nicTep y KapTOHHI KOpooLi AN 3axmcTy Bif
BOJIOrM i CBITNA.

[na Tabnetok no 10 mr, 20 mr, 40 mr: 36epiratv npy Temnepatypi He Buule 30 °C y HeoCTYNMHOMY Ans AiTeil Micui. 36epiratv 6/1icTep Y KapTOHHI Kopobui ans
3axuCTy Bif BOMOrK i CBIT/NA.

YnakoBka. o 10 TabneTtok y 6nictepi; no 3 65icTepn y KOpooLi.

KaTeropis Bignycky. 3a peLenTom.

BupobHuK. Tesa ®apmaueBTikan IHgacTpi3 Jita,.

MicuesHaxokeHHs BUPoOHMKa Ta afpeca Micua NpoBafpKeHHA 1oro gisnbHocTi. Byn. Eni Xypsiy 18, IHA. 30Ha, Kdap-Caba, I3painb.



