IHCTPYKUIA
AN MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

pO3ICTEP®
(ROZISTER)
Cknag:
Aitoya peyoBmHa: po3yBacTaTuH;
1 TabneTtka MicTUTb po3ysactatuHy 10 mr a6o 20 mr;
[ONOMI>KHI PeYOBMHU: NaKT03a, MOHOTIApaT; LieNt103a MiKpOKpUCTasliuHa; KPOCMoBIAOH; KasibLito (hocthaT; MarHito cteapar;
060/10HKa: cyMmil ana nnaiBkoBoro nokputta Opadry Il Pink: rinpomenosa (rigpokcunponinMeTUn-LUentonosa); nakrosa, MoHorigpat; TutaHy giokeug (E 171);
TpUaLeTUH; 3a1i3a OKCUg, YepPBOHWIA (E 172).

JlikapcbKka hopma. Tabnetku, BKPUTI NTIBKOBOK 060/I0HKOHO.
OCHOBHI (pi3MKO-XiMiYHi BNaCTUBOCTI: TabMETKN KPYT/0i (DOPMM 3 IBOOMYK/OK MOBEPXHEN, BKPUTI MN/TIBKOBOK 060/I0HKOK POXKEBOIO KOJTbOPY .

dapmakoTepaneBTUYHa rpyna. linoninigemiyHi 3acobu. IHriéitopu Ml -KoA-pesykrasu.
Kog ATX C10A AQ7.

dapmMakosoriyHi BnacTmBOCTI.

PapmakognHamika.

MexaHi3m gii

Po3yBacTaTWH — Lie CENEeKTUBHUIA Ta KOHKYPEeHTHWi iHribiTop TMI-KoA-pefyKTasu, epmMeHTy, WO BMU3HAYa€E LWIBMAKICTb peakuii Ta nepeTBOproe 3-TifpoKcun-3-
METUNTNYTapun-KoepMeHT A Ha MeBasioHaT, nonepesHUK XonectepuHy. OCHOBHUM MiCLEM i1 po3yBacTaTUHY € MedviHka, OpraH-MilleHb /19 3MeHLUEeHHS PiBHIB
XONIeCTEPUHY.

Po3yBacTaTuH 36i/bLUy€e KifIbKICTb peLenTopiB NinonpoTeigiB HU3bKOT LWinbHOCTI (JITTHLL) Ha noBepxHi KAITUH MeYiHKKX, NOCKOKYM 3aXO0MN/IEHHA Ta KaTaboni3m
JINHLL, Ta NnpurHivye nevyiHKOBMI CMHTE3 NINONPOTEIAIB Ay>Ke HU3bKOT WinbHocTi (JIMAHLL), Takum YMHOM 3MEHLLYHOUM 3arasibHy KifbKicTb YacTUHOK JIMAHLL,
Ta JINHLLL,.

dapmakoguHamivHa gis

Po3yBacTaTuH 3HWKYE NigBuULLEHNI piBeHb XonecTepuHy JIMHLL, (XC-JTMHLL,), 3aransHoro xonectepuHy Ta tpurnigepugis (T) i nigBulye piBHI X0NnecTepuHy
ninonpoTeigis BUCOKOT LWinbHOCTI (XC-/TMBLL,). BiH Takox 3MeHLwye piBHi anoninonpoteiHy B (AnoB), XC-re/IMNBL, XC-AMAHL, Tr-Arn4aHL, ta nigsuwye
piBeHb anoninonpoTeiHy AMNOA-l. Po3yBacTaTUH TaKOX 3MeHLWYe cniBeigHOWeEHHA XC-JIMHL/XC-NBL, 3aranbHuid XC/XC-MBLY, XC-He/TNBLL/
XC-MNBL, Ta anoB/anoA-I.

TepaneBTUYHWI etheKT AOCAraeTbCa NPOTAroM 1 TWXKHA Micns noyaTKy 3acTocyBaHHA npenapaty, 90 % MakCUManbHOro ethekTy — yepes 2 TMdKHI. MakcumManbHui
eheKT 3a3BMYall JOCAraeTbCA Yepes 4 TUXKHI Ta TpUBae Hagani.

KniHiyHa edheKTUBHICTb

Po3yBacTaTuH eq)eKTUBHUIA Y NiKyBaHHI A0POCMX i3 rinepxonecTepuHeMIelo — i3 rinepTpurniuepuaeMieto abo 6e3 Hel — He3aneXHo Bif pacu, CTaTi YuM BiKy, a TaKoX
nauieHTiB 0CO6MBUX TPy, TAKMX SK XBOPI Ha fiabeT abo nauieHTn i3 CIMEHOLO rinepxonecTepuHEMIELD.

Mosigomnanu, wo npmbamsHo y 80 % nauieHTiB i3 rinepxonectepuHemieto Tuny llaTa I1b (cepefHii noyaTkosuid pieHb XC-/MHLL, npn6ansHo 4,8 mmons/n), ki



npuimann posysacTtatH y fo3i 10 Mr, Bas0Cs LOCATTY HOPMATUBHUX LifIboBMX PiBHIB XC-JTTHLL,.

Bigomo, o y gocnimkeHHi NauieHTiB i3 reTepo3nroTHOK CIMEMHOK TinepXoniecTepuHeMIEo, AKI NpuiMany po3yBacTaTtuH y aosax Big 20 Ao 80 Mr 3a CXemoro

MOCWUNEHOrO TUTPYBaHHA 03K, BiA3Ha4yaBCA CNPUATAMBWIA BMAMB MNpenapaTty Ha MOKasHWKW NinigiB Ta AOCATHEHHS LiNboBMX PIBHIB Mpu BCiX fosax. Micna

TUTPYBaHHA A0 A060B0T 03K 40 Mr (12 TxHIB NikyBaHHA) XC-JIMHLL, 3meHwwmBcs Ha 53 %. Y 33 % nauieHTiB 6yn10 4OCATHYTO HOPMATUBHUX piBHIB XC-JTTTHLL,
(< 3 mmonb/n).

Bigomo, o y JocnifpKeHHI NOCUNEHOro TUTPYBaHHA 03 BiAMOBIAb Ha 3aCTOCYBaHHA po3yBacTaTuHy Yy fo3ax 20-40 Mr Mr BMBYa/IM Y MAUiEHTIB i3 TOMO3UIOTHO

CiMEeNHO0 rinepxonecTepMHEMIEO. Y 3aranbHili nonynauii piseHb XC-JIMHLL, 3meHLWwuMBCS B cepeaHbOMY Ha 22 %.

Bigomo, Wo y KNIHIYHUX [JOCNIMKEHHAX 3 Y4acTH) OOGMEXEHOI KifMbKOCTI MauieHTiB crnocTepiraBcs aAuMTUBHWUIA e(eKT po3yBacTaTMHY Ha 3HVKEHHS PiBHS

TPUTNILEPUAIB NPY 3aCTOCYBaHHI Y KOMOIHaLIT 3 eHoibpaTom Ta Ha nifgsuLLeHHs piBHiB XC-JIMBLL, npu 3acTocyBaHHI Y KOMOIHaLiT 3 HiauMHOM (4MB. PO34in

«Oc061MBOCTI 3aCTOCYBaHHS).

Y nauieHTiB BIKOM 45-70 pOKiB i3 HU3bKNUM PU3NKOM iLLIEMIYHOT XBOPOOU cepus (BM3HAYEHUM K PU3KK 33 PpamiHreMcbKoro LWkKano < 10 % npoTarom 10 pokis),

cepefHiM 3HayeHHaM XC-JIMHLL, 4,0 mvmonb/n (154,5 mr/gn), ane i3 CYyOKIIHIYHMM aTepocKiepo3oM (BM3HAYEHMM 3a 36i/bLUEHHAM TOBLUMHM KOMIIEKCY

IHTMMa-Mefia coHHoi apTepil — TKIMCA), ski npuidlmanu po3yBacTaTuH Y A03i 40 Mr oguMH pa3 Ha Ao6y MPOTSArom 2 pokiB, CocTepirasocs 3HavyHe CroBiflbHEHHS

nporpecysaHHs MakcumansHol TKIMCA y 12 Toukax COHHOT apTepil NOPIiBHAHO 3 nsawe6o.

Mpamoi kopenauii MK 3MeHWweHHAM TKIMCA Ta 3HMXXEHHSIM PU3MKy MopyLleHb 3 60Ky CepLeBO-CYAMHHOI CMCTEMM MPOAEMOHCTPOBaHO He 6yno. [lo JaHoro

[OCNIPKEHHS 6yNn 3a1ydeHi NaLieHTL i3 HU3bKUM PU3MKOM iLLEMIYHOT XBOPOOU cepus, SKi He € NpeACTaBHMKaMU LiIbOBOI NONYNALIT 3aCTOCYBaHHS po3yBacTaTUHY

y £03i 40 mr. [o3y 40 Mr cnif npusHayaty nve nauieHTaM i3 TSXKKOH TiNnepxoseCTEPUHEMIEID Ta BUCOKMM PU3NKOM CEPLEBO-CYANHHMX po3nagiB (4MB. po3gin

«Cnocib 3acTocyBaHHA Ta [03U»).

Bifomo, L0 3aCTOCYBaHHA po3yBacTaTUHY AK 3aC00Y MEePBMHHOT MPOMINAKTUKN 3HAYHWUX aTePOCKIEPOTUYHUX CEpLEeBO-CYANHHMX 3aXBOpoBaHb Y A03i 20 Mr 04uH

pa3 Ha o6y NpoTArom 2 pokiB yonosikam (= 50 pokiB) Ta XiHKaM (= 60 poKiB) NMPVU3BOAWIO A0 3MEHLLEHHS KOHLEHTpaLii xonectepuHy-JIMNHLL, nopiBHAHO

3 nnaueo6o.

LiTn

MoBigomnsanu, Wwo y nauieHTiB Bikom 10-17 pokiB (Ha I1-V cTagii po3BuTKy 3a TaHHEPOM AiBuyaTa, Y SKMX MEHCTpyauii noyanmcs LoHaimeHwe 1 pik Tomy) i3

reTepo3nroTHO CIMENHOD Tinepxosne-CTepUHEMIErD, IKi NPOTAroM 12 TUXHIB OTpMMYBa/n po3yBacTaTuH Yy Ao3i 5, 10 abo 20 mMr/ao6y i3 nogansimm 40-TUXHEBUM

nepiofioM BIAKPUTOr0O TUTPYBaHHA 0O3M PO3yBacTaTuHY, pPiBeHb XC-TMNHL, 3meHwwmBes Ha 38,3 %, 44,6 % 1a 50 % BignoBigHO Yy rpynax npuiomy

po3yBacTaTvHy y Ao3si 5, 10 ta 20 mr nopiBHAHO 3 0,7 % y rpyni nnaye6o. HanpukiHui 40-TMXXHEBOro nepiogy BiAKPUTOro TUTPYBaHHA [03U AN AOCATHEHHS

LiNbOBOro piBHA (MakcMMasbHa fo3a ctaHoBmna 20 Mr onH pa3 Ha fo6y) y 40,5 % nauieHTiB BAAOCH JOCATTU LinboBoro pisHA XC-/TMHLL, meHwe 2,8 Mmonb/n.

Micng 52 TWXHIB LOCNISKYBAHOMO NiKyBaHHA He 6yn0 BMAB/IEHO >XOLHOr0 BN/MBY Ha pICT, Macy, iHAekc macu Tina (ITM) abo ctateBe [03piBaHHA (AVB. po3g4in

«Oc061MBOCTI 3aCTOCYBaHHS»). [JOCBi[ 3aCTOCYBaHHA AiTAM Ta NiANITKIB 0OMEXeHWi, | AOBroTpuBani eyeKTn posyBacTaTUHy (>1 poKy) Ha cTaTeBe A03piBaHHA

HeBifOMi.

PapmakoKiHeTuKa.

BCcMOKTYBaHHA. MakcumanbHa KOHLUEHTpauis po3yBacTaTMHY Y Mna3mi KpoBi [0CAraeTbCA NPUOAM3HO 4Yepe3 5 roguH nicns nepopaibHOro 3acToCyBaHHS.

A6co/0THa 6I0J0CTYMHICTL CTAHOBUTL NPM6AN3HO 20 %.

Posnogin. Po3yBacTaTMH 3HA4YHUM YMHOM 3aXOMNJIHOETHCA MEYIHKOM, SKa € OCHOBHMM MICLIEM CUHTE3Yy XonecTepuHy Ta KnipeHcy XC-J/IMHLL,. O6’em po3noginy

po3yBacTaTUHy CTaHOBUTb NPU6M3HO 134 1. Ban3bko 90 % po3yBacTaTUHY 3B’A3yeThbCA 3 Biikamu M1a3Mu KPoBi, NepeBaXKHO 3 albOyMiHOM.

MeTaboniam. Po3yBacTaTUH 3a3Hae He3Ha4yHOro metaboniamy (npnbnusHo 10 %). AocnifkeHHS MeTaboni3My in Vitro i3 BUKOPUCTAHHAM renaTouuTiB N04NHN

CBifYaTh, LLLO pO3yBacTaTVH € CNabKMM Cy6CcTpaToM Ans MeTaboniamy Ha OCHOBI (hepMeHTIB umuToxpomy P450. OcHOBHUM 3afisHUM i3oepmeHToM € CY P2C9, pelo

MeHLWY ponb BigirpatoTb 2C19, 3A4 T1a 2D6. OCHOBHVMMWU BU3HaYeHUMKU MeTabonitTamm € N-4ecMeTUIoBUIA Ta NaKTOHOBMIA MeTaboniTh. N-gecmeTun-meTabonit



npu6an3Ho Ha 50 % MeHLU aKTVUBHWIA, HiXX PO3yBacTaTVH, NaKTOHOBUIA MeTaboNiT BBXKAETLCSA K/IHIYHO HeakKTMBHUM. Ha posyBactaTuH npunagae 6inbiie 90 %
aKTUBHOCTI LMPKY/oYoro iHribitopa 'MIT-KoA-peayKrasu.

BueepneHHs. MpnbamnsHo 90 % [o3u po3yBacTaTMHY BUBOAUTLCA Y HE3MIHEHOMY CTaHi 3 KajioM (pa3oM BCMOKTaHa Ta HEBCMOKTaHa Aitoya peyvoBMHa), peluTa
BMBOAMTbLCSA i3 ceueto. MpnbamnsHo 5 % BMBOAWTLCA i3 CEYED Y He3MiHEHIV ¢opmi. Mepiod HaniBBMBEAEHHS 3 NMa3MU KPOBi CTAHOBWTb MPUOIN3HO 19 rofguH i He
36iNbLIYETHCA NPU NiABULLEHHI 103K, CepeaHE reOMeTPMYUHE 3HAUYEeHHS KNipeHCy npenapary 3 niasMu KpoBi CTaHOBUTL NpubnmnsHo 50 n/rof (KoedilieHT Bapiauii —
21,7 %). AK i gnga iHWKx iHriéiTopis MMIM-KoA pefykrtasm, neyviHKOBe 3aXOM/IEHHA pO3yBacTaTUHY Bif0YBaETLCA 3 y4acTo MembpaHHoro TpaHcnoptepa OATP-C,
KW Bifirpae BaXKNMBY Po/b Y NEYiHKOBIN enlimiHaL il po3yBacTaTuHY.

NInHinHicTb. CucCTEMHa eKcnosuuis po3yBacTaTvHy 36i/bLUYeTbCA MPONOpUiiHO A0 Ao3n. [Mpu  6araTtopasoBoMy LOAEHHOMY 3acTOCYBaHHI NapameTpu
(papMakoKiHETUKN He 3MIHIOKOTbCS.

Oco6mBi rpynu nawyieHTIB.

Bik Ta cTaTb. He cnocrtepirasoca KMHIYHOrO 3Ha4yLworo BNAMBY BiKYy abo cTaTi Ha (PapMakOKIHETUKY PO3yBacTaTUHY Yy A0poc/ivx. dapMakoKiHeTMKa
po3yBacTaTVHy y AiTeli Ta NigNITKIB i3 reTepo3nMroTHOK CIMEHOM rinepxonecTepuHemicto 6yna nogibHoK A0 GapMaKOKIHETMKM Yy JOPOCMX A06POBONbLIB (AMB.
po3ain «ditn»).

Paca. JocnigpkeHHs hapMakOKiHETUKM BUSBWN, WO Y NaLieHTiB MOHION0TAHOT pack (SNOHLIB, K1TalLiB, PininniHuiB, B’€THaMLIB Ta KOpeWLiB) MeaiaHHI 3HaYeHHS
AUC T1a Cy 5 Npn6M3HO BABIYI BULLi, HIX Y €BpoOneiiLis; y iHAINLIB MegiaHHI 3HaueHHs AUC Ta Cyg¢ NiABWLLEHT NPMBIN3HO B 1,3 pa3a. AHani3
nonynAuinHoT hapMaKOKiHETUKM He BUSIBUB KIHIYHO 3HAYYLLLOT Pi3HMLi MiXK MaLlieHTaMn eBPONeoiAHOI Ta HEerpoiAHoI pac.

MMopyLIeHHsT (OYHKUIT HMPOK. Y nauieHTiB 3 pPi3HUM CTYMNeHeM MOPYLUEHHA (YHKLUIT HUMPOK 3MIH M1a3MOBMX KOHLIEHTpauin posyBacTaTUHy abo N-
[lecMeTu/1-MeTaboniTy B 0Ci6 3i cn1abkok abo MOMIPHOK HeAOCTATHICTHO Bif3HAYeHO He OYy/0. Y MauieHTIB i3 THKKUMU NOPYLUEHHAMU (PYHKLIT HUPOK (KIipeHe
KpeaTuHiHy < 30 M/1/XB) Nia3MoBi KOHLEHTpaLiT po3yBacTaTuHy 6ynu B 3 pa3n, a piBHi N-gecmeTun-mMeTaboniTy B 9 pasiB BULLMMU, HIXX Y 340POBUX L0OPOBO/IbLIB.
PiBHOBaXKHI Mnia3MoBi KOHLEHTpaLiT po3yBacTaTMHy Yy NauieHTiB, SKi nepebyBatoTb Ha remofianisi, 6ynn npu6nmsHo Ha 50 % BULLMMKM, HDK Y 3[40POBUX
[06POBONBLIB.

MopyLleHHs: PYHKUIT NeYiHKK. Y NauieHTiB 3 Pi3HUM CTYMEHEM NOPYLLEHHS MEYiHKOBUX (DYHKLi 03HaK NiABMLLEHOT eKCNO3MLLiT po3yBacTaTMHY He 6yn0 BUSIBNEHO Y
Nawui€eHTIB, CTaH SIKMX OLiHIOBaBCS y 7 abo MeHLe 6aniB 3a LWwKanow Yaringa-MN’t. OgHak y ABOX nauieHTiB, fKi Habpanu 8 Ta 9 3a wkanoto Yainnga-r’to, cuctemHa
eKcnosuuia 6yna WoHaiveHLLe BABIYI BULWA, HXX Y MauieHTiB i3 MeHWnMK 6anamu. [lOCBif 3aCTOCYBaHHA po3yBacTaTWHY NauieHTaM, CTaH SKMX OLIHIOETbCA Y
6inbLuUe HXX 9 6aniB 3a WKanot Yannga-r’ro, BiACYTHIN.

"eHeTUYHMIA noniMopdisaM. Po3nogin iHribitopis TMIT-KoA-pefyKTasu, B TOMY YMC/i po3yBacTaTuHy, Bif0yBaeTbCA 3 y4acTio TpaHCcnopTHMX 6inkis OATPIB1 Ta
BCRP. ¥ nauieHTiB i3 reHetnyHumM nonimopgismom SLCO1B1 (OATPLB1) Tta/abo ABCG2 (BCRP) icHye pu3vK MiABULLEHOT eKCno3uuii podysacTatuHy. Mpu
oKpemux thopmax nonimopizmy SLCO1B1 ¢.521CC 1a ABCG2 c.421AA ekcnosuuis posysactatuHy (AUC) nigsuiieHa nopiBHAHO 3 reHotunamn SLCO1B1
c.521TT a6o ABCG2 ¢.421CC. CneujianbHe reHOTUNYBaHHA Y KNiHIYHIN NpakTuui He nepesfbayeHe, ane nauieHTaM i3 Takum NofiMopisMOM peKOMeHAYETbCS
3aCTOCOBYBAaTU MeHLUY J060BY 103y pPO3yBacTaTUHY.

aiTn.

dapMaKOKIHETUYHI NapameTpn Yy AiTei i3 reTepo3nroTHOK CiMENHOK rinepxonecTepuHemieto Bikom Big 10 oo 17 pokiB MOBHICTIO He BM3HaudeHi. Hesenuke
AocnifikeHHsA apMaKoKIHETMKM po3yBacTaTuHy (Y opmi TabfeTok) 3 yyacTio NauieHTiB AUTAYOro BiKy MoOKasano, L0 eKCno3uLis NikapcbKoro 3acoby y Aiten
nofibHa [0 eKcno3uLii y Aopocnnx nayieHTiB. TakoX pe3yibTaTu CBigyaTh, L0 3HaYHMX BiAXMUIeHb NPONOPUIAHO A0 403 He O4iKYETHCS.



KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

NikyBaHHA rinepxonecTepuHemii

Hopocnum, nignitkam Ta Aitam BikoMm Big 10 pokiB i3 NepBUHHOK rinepxonectepuHemieto (tuny lla, B TOMy u4mcni i3 reTepo3nroTHOK CiMEHO
rinepxonectepmHemiero) abo 3miwaHow gucninigemieto (tuny I11b) Sk 4ONOBHEHHSA 40 AIETW, KOAW AOTPUMAHHSA AIETW Ta 3aCTOCYBaHHSA IHLLMX HEMEAMKAMEHTO3HMX
3aco0iB (Hanpuknag Misu4HNX BNPas, 3HVKEHHA MacK Tifa) € HeJOCTaTHIM.

[Mpy rOMO3WIOTHI CiMelHI rinepxonecTepuHeMii K JOMOBHEHHS A0 AIETW Ta IHLWIKX NiNiA03HMKYBaNbHUX 3ac06iB NiKyBaHHSA (Hanpuknag adepesy JIMHLLL) a6o y
BUMaZKax, KON Take NiKyBaHHA € HEeJOPEYHUM.

MpodinakTnKa cepLeso-CyaNHHIUX NOPYLUEHb

3anobiraHHa 3Ha4YHUM CepLEeBO-CYAVHHUM MOPYLUEHHAM Y MaUieHTIB, SKWMM, 3a OLiHKamu, 3arpoXXye BUCOKWA PU3MK MEepLIOro BMMNagKy CepueBo-CYAUHHOTO
MOPYLUEHHS, SK LOMOBHEHHSA 40 KOPeKLiT IHLWKX (haKTOPIB PU3MKY.

MpoTunokasaHHs.
NikapcbKkuii 3aci6 P03iCTep® NPOTUMOKa3aHWA:
- nauieHTam i3 NiABMULLEHOK YyT/IMBICTIO A0 PO3yBacTaTUHY abo A0 6y/b-AK0i3 JOMOMIKHMX PEHOBUH NIKAPCbKOr0 3ac0by;
- nauyieHTam 3 aKTMBHWUM 3aXBOPIOBAaHHSIM MEYiHKW, B TOMY YMCAi CTINKUMK NigBULLEHHSAMI CPOBATKOBMX TpaHCamiHa3 HeBifOMOI eTionorii Ta 6yab-aKuMm
MigBULLEHHAMW TpaHCaMiHa3 y CMpOoBaTLi KPOBI, WO BTPUYi NMEPEBULLYIOTb BEPXHIO MeXy Hopmu (BMH);
- nauieHTam i3 THKKUM NOpPYLLUEHHAM PYHKLIT HUPOK (KTipeHcoM KpeaTuHiHy < 30 Mf/XB);
- nauieHTam i3 Mionartieto;
- nauieHTam, AKi 0HOYaCHO OTPUMYIOTb LIMK/IOCTOPUH;
- nepiog BaritTHOCTI abo rofyBaHHA rpyAAk0, @ TAKOX XKIHKaM PenpoLyKTMBHOIO BiKY, IKi HE 3aCTOCOBYHOTb Ha/IeXHI 3aC06M KOHTpaLenLii.
[o3a 40 Mr npoTMnokasaHa nawieHTam 3i CXUILHICTIO A0 MionaTii/pabaomionisy.
[0 hakTopiB TaKOro pU3MKY Ha/IeXaTb:
- MOMipHe NopYLUEHHSA DYHKLIT HUPOK (KNipeHC KpeaTuHiHY < 60 MN/XB);
- TinoTmpeos;
- HasBHICTb B 0COOMCTOMY ab0 pOANHHOMY aHaMHe3i CNajKOBMX M’S30BUX 3aXBOPIOBaHb;
- HasBHICTb B aHaMHe3i MiIOTOKCUYHOCTI Ha T/i 3aCTOCYBaHHS iHLWKX iHriGiTopis TMI-KoA- peayktasu abo (ibparis;
- 3/10BXWBaHHS a/IKOronem,;
- cuTyauii, Wo MOXyTb MPU3BECTM [0 NiABULLEHHSA KOHLEHTPaLIT IKapCbKOro 3acoby y nnasmi KpoBi;
- Ha/IeXHICTb O MOHIONOIAHOT pacy;
- CYNYTHE 3acTOCyBaHHA (ibpaTiB (AMB. po3gdinn «dPapMakoKiHETUKa», «B3aemogia 3 iHWUMKM NiKapCbKMMK 3acob6amMy Ta iHLWI BMAWM B3aEMOAIN» i
«Oc061MBOCTI 3aCTOCYBaHHS).

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAW B3aEMOZIN.
Bnaue cynyTHix npenapaTis Ha po3yBacTaTuH
IHri6iTOpPKU TpaHCNopTHUX 6i/KiB. PO3yBacTaTuH € CybCTPaTOM ANA LeAKUX TPAHCMOPTHMX BISIKiB, Y TOMY YMCAI MeYiHKOBOro TpaHcnopTepa 3axonsieHHs OATP1B1




Ta edrokcHoro TpaHcrnoptepa BCRP. OpgHouacHe 3acTOCYBaHHA PO3yBacTaTMHY i3 MliIKAPCbKUMK 3acobamu, WO MPUrHIYYyOTb Li TPaHCMOPTHI OiNKK, MOXe
NPU3BOAMTU A0 MiABULLEHHA KOHLIEHTpaLiA po3yBacTaTUHY Y niasMi KPoBi Ta 36i/bLUEHHS pu3nKy MionaTii (AvB. po3ainn «OcobanBOCTi 3aCTOCYBaHHS», «Crnocib
3aCTOCYBaHHA Ta f03U»).

LIMKnocnopuH. Y nepiog CynyTHbOrO 3aCTOCYBaHHS PO3yBacTaTUHY Ta LMKIOCMOPUHY 3HauyeHHs AUC po3syeacTaTtuHy Oynn B cepefHbOMY NpuGIn3HO y 7 pasis
BULLMMK, HIXK Ti, AKi cnocTepiraanca y 340poBMX [06poBOMbLUIB (AMB. Tabnmuto). Po3yBacTaTUH MPOTUMNOKa3aHWI NauieHTaM, SIKi OfIHOYaCHO OTPUMYHOTb
LIMKNOCMOPWH (AMB. po3ain «poTUMnoKasaHHA»).

CynyTHe 3aCTOCYBaHHS He BMNINBa/I0 HA KOHLEHTpaL, T LMKIOCMOPUHY Y Nna3mi KPoBi.

IHriGiTOpPN NpoTeasn. Xoya TOYHMI MexaHi3M B3aeMOpil HEBIAOMMI, OAHOYACHE 3aCTOCYBaHHS IHFiGITOPIB MPOTEa3sn MOXE 3HAYHO 36iNblLUyBaTV €KCNo3nLito
po3yBacTaTuHy (4MB. Tabimuto). Bigomo, Lo y xo4i (hapMakoioriyHoro focnigkeHHs 0f4HOYacHe 3acTocyBaHHA 10 Mr po3yBacTaTUHY Ta KOMOIHOBAHOI O TiKapCbKOro
3aco0y, Lo MicTMB fBa iHri6iTopy npoTeasmn (300 mMr aTasaHasipy/ 100 Mr pUTOHaBipy), y 300POBUX A06POBO/LLIB CynpoBoKyBanocs nigsuiieHHaMm AUC Ta Cyax

po3yBacTaTuHy npubnmsHo B 3 Ta 7 pasiB BignosigHo. OfHOYaCHe 3aCTOCYBaHHS pO3yBacTaTWHY Ta AesKMX KOMOiHauili iHri6iTopiB nNpoTeasn MOXIMBE nicns
peTeNbHOro 06MipKyBaHHA KOPEKLiT 4031 po3yBacTaTuHy, 3 OrfisiAy Ha OYiKyBaHe 3pOCTaHHS eKcro3uuii po3yBacTaTuHy (AMB. po3ginm «Cnocib 3acTocyBaHHS Ta
[,031», «OCO6/IMBOCTI 3aCTOCYBaHHSA»).

MeMcibpo3nn Ta iHWi ninigo3Hu>KyBabHi 3acobu. OfHOYacHe 3aCTOCYBaHHA pO3yBacTaTUHy Ta remibposuny npussoguno o 3poctaHHAs AUC Ta Cprgc

po3yBacTaTuHy B 2 pa3u (avB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS»).

3BaKarouy Ha fdaHi creyiafbHUX A0CNiKeHb, (apMaKOKIHETUUYHO 3Ha4YyLLOl B3aEMOAIT 3 (beHO(ibpaTOM He OYiKYyEeTbCA, OfHAK MOX/MBA (hapMakoAvHamivHa
B3aemogis. emibposunn, eHoibpaT, iHWI ibpaTy Ta NiNiLO3HWKYBabHI f03u (> abo piBHI 1 r/goby) HiaumHy (HIKOTMHOBOT KMCNOTW) 30iNbLUYHOTL PUSKK
mionatii Nnpy CynyTHLOMY 3aCTOCYBaHHI 3 iHri6iTopamu 'MI-KoA, IMOBIpHO, 3a paxyHOK TOro, WO BOHW MOXYTb CMPUYMHATI MionaTito, KO/IN iX 3aCTOCOBYBATU
oKkpemo. [loza 40 Mr npoTunokasaHa Npu CynyTHbLOMY 3acTOCyBaHHI (ibpaTiB (4MB. po3ginn «poTunokasaHHs» Ta «OCOGAMBOCTI 3aCTOCYBaHHN»). TakuM
nawieHTaM TakoXX C/if, po3noynHaTK Tepanito 3 4031 5 Mmr.

E3eTumi6. OgHovacHe 3acToCyBaHHA po3yBacTaTuUHy B A03i 10 mr Ta e3eTumioy 10 mr nauieHTam i3 rinepxoseCTepuHeMiet0 Npu3BoAMn0 A0 3pocTaHHAa AUC
po3yBacTaTvHy B 1,2 pa3a. He MOXXHa BUKMOUUTY (hapMaKOAMHAMIYHOT B3aEMOZIT MidXX po3yBacTaTMHOM Ta €3eTUMiBOM, L0 MOXKE NPU3BECTM [0 HebaXKaHUX ABULL
(ams. po3gin «OcobAMBOCTI 3aCTOCYBAHHS).

AHTaumgHi npenapaTyu. OAHOYacHe 3acTOCyBaHHSI PO3yBacTaTWMHY i3 CYCMeH3isMU aHTauuAiB, WO MICTATb TiApOKCMA a/toMiHIK0 abo MarHito, 3HUXyBaio
KOHLeHTpaLiT po3yBacTaTuUHy Yy niasMi KpoBi nNpnbam3Ho Ha 50 %. Llei edieKT 6yB MEHLL BUPAXEHWM Y pasi 3aCTOCYBaHHSA aHTauuAHWUX 3acobiB yepes 2 roguHu
nicns posysacTtaTuHy. KniHIYHY 3HaYyLWiCTb L€l B3aEMOZIT He BUBYa/IN.

EpuTpomiunH. OfHOYaCcHe 3aCTOCYBaHHA pO3yBacTaTUHY Ta epuTpomiLmnHy 3HMKYBano AUC po3sysactatuHy Ha 20 %, a Cyax — Ha 30 %. Lia B3aemogis Moxke 6yTu

CMPUYNHEHA NOCUJIEHOIO NEPUCTANTbTUKOI KULLEYHUKY BHACIAOK AiT epUTPOMILUHY.

depmeHTU UMTOXPOMY P450. Pe3ynbTaTi AOCAIAKEHb in Vitro Ta in Vivo cBigvaTth, WO po3yBacTaTWH He IHFiOYe | He CTUMYNIOE i30(0epMEHTN LMTOXpomy P450.
OKpiM LbOro, posyBacTaTUH € CnabkMM cybCcTpaToM UMX i30(epMeHTIB. Takum UMHOM, B3aEMOZIT 3 JfliKapCbKUMW 3acobaMn B pe3ynbTaTi MeTabosnismy,
orocepefkoBaHoro P450, He o4ikyeTbCA. He criocTepiranocs KNiHIYHO 3HaYyLIMX B3aEMOAIN MiX po3yBacTaTMHOM Ta iykoHaszonom (iHribitopom CYP2C9 Ta
CYP3A4) abo keTokoHazonom (iHriditopom CY P2A6 Ta CY P3A4).

B3aemoaii, L0 BUMaratoTh KOPEKLLT 031 pOo3yBacTaTUHY

Mpy HeoOXiAHOCTI 3aCTOCYBaHHSA PO3yBacTaTUHY 3 iHLWWMMK NTIKAPCbKMMW 3acobamMu, 34aTHUMW MigBULLYBATW MOro eKCrnosuuito, [03y po3yBacTaTvHy MOTPiGHO
CKopuryBaTu. AKLLO OYiKYETbCH, WO ekcno3uuia npenapaty (AUC) 3pocTte npubnusHo B 2 abo bifbLue pasis, 3aCTOCYBaHHA pO3yBacTaTMHy CAif MOYMHATA 3 [03K 5
MI OfMH pa3 Ha Aoby. MakcumMasibHy [060BY [03Yy pO3yBacTaTUHY CAif CKOPUryBaTh TakMM YMHOM, W06 O4YiKyBaHa eKCro3uLlis po3yBacTaTuHY He MepeBuLLyBana
eKCMno3unuito, WO Bif3Ha4aeTbca nNpy npuinomi fosv 40 mr Ha o6y 6e3 3acToCyBaHHS /lIKapPCbKMX 3ac06iB, L0 B3aEMOAIKOTb i3 NpenapaTtoM; Hanpuknag, npu
3aCcToCyBaHHi 3 remgiobpo3nniom gosa posysBacTatuHy ctaHoBUTMME 20 Mr (36inblUeHHS ekcrnosmuii B 1,9 pasa), Npu 3acToCyBaHHI i3 KOMOIHALEt0 PUTOHaBIp




/aTasaHaBip — 10 Mr (36inbLUeHHs B 3,1 pa3a).

Bnname cynyTHIX NnikapcbKux 3ac06iB Ha KCMO3MLiH0 po3yBacTaTUHY
(AUC; y nopsaKy 3MEHLLEHHS BE/IMYMHN)

PeXxum [,03yBaHHS /TIKapCbKOro 3acoby, | Pexum fo3yBaHHSA po3yBacTaTUHY 3miHn AUC

LLL0 B3aEMOSi€ po3yBacTaTUHy*
LivknocnopuH Big 75 Mr fgidi Ha o6y | 10 mr oguH pa3 Ha foby, 10 aHiB 1 7,1 pasa

Ao 200 Mr agidi Ha gooy, 6

micALiB

PeropadeHi6 160 mr oauH pa3 Ha foby, | 5 mr, oqHopa3osa fo3a 1 3,8 pasa

14 pHis

ArTazaHaBip 300 Mr/puToHaBip 10 mr, ogHopasosa A03a 1 3,1 pasa

100 mr oauH pa3 Ha o6y, 8 AHiB

Bennatacsip 100 mr oguH pa3 Ha o6y | 10 mr, ogHOpa30Ba A03a 1 2,7 pasa
OwmbiTacBip 25 mr/napuTanpesip 5 Mr, ogHopasoBa A03a 1 2,6 pasa

150 mr/putoHasip 100 Mr oauH pas Ha
no6y/pacabysip 400 mr ggivi Ha o6y,

14 gHiB

"pasonpesip 200 mr/en6acsip 50 wr | 10 mr, ogHOpa30Ba A03a 1 2,3 pasa
OfVH pa3 Ha foby, 11 aHiB

I"nekanpesip 400 mr/ni6peHTacsip 120 | 5Mr oguH pa3s Ha o6y, 7 AHiB 1 2,2 pasa
MI OAMH pa3 Ha Jo0by, 7 AHiB

Noninasip 400 mr/putoHasip 100 mr | 20 Mr o4vH pa3 Ha foby, 7 AHiB 1 2,1 pasa
ABivi Ha Ao6y, 17 aHiB

Knonigorpens 300 mr, notim 75 mr | 20 Mr, 04HOpa30Ba f03a 1 2 pasu
yepes 24 rognHu

emibpo3nn 600 mMr asivi Ha goby, 7 | 80 Mr, oAHOpa3oBa f03a 1 1,9 pasa
[HIB

Entpombonak 75 mr oguH pas Ha ooy, | 10 mr, ogHopa3oBa Ao3a t 1,6 pasa
5 AHiB

[apyHasip 600 mMr/pnToHasip 10 Mr ogvH pa3 Ha foby, 7 AaHiB 1 1,5 pasa
100 mr gBiyi Ha foby, 7 AHIB

TunpaHasip 500 mMr/puToHaBip 10 Mr, ogHopasosa A03a 1 1,4 pasa
200 mr aBidi Ha foby, 11 gHiB

[poHeaapoH 400 mr agidi Ha fo6y He Bigomo 1 1,4 pasa
E3etumi6 10 mr oguH pa3 Ha goby, 14 | 10 Mr oguH pas Ha foby, 14 aHiB 1 1,2 pasa **

QHIB




do3amnpeHasip 700 mr/puTtoHasip 100 | 10 mr, ogHopa3oBa 403a -

Mr [BiYi Ha foby, 8 aHiB

Anernitasap 0,3 mr, 7 gHiB 40 mr, 7 [HIB o
CunimapvH 140 Mr Tpudi Ha o6y, 10 mr, ogHopa3oBa f03a o

5 AHiB

deHodibpat 67 Mr Tpuyi Ha Jo6y, 10 mr, 7 gHiB o

7 oHiB

Pudamnin 450 Mr ouH pa3 Ha goby, 7 | 20 mr, ogHOpa3oBa Ao3a -
[HiB

KeTokoHa30n1200 mr Agivi Ha fo6y, 80 mr, ofHopa3oBa f03a -

7 OHIB

®nykoHa3on 200 Mr oauH pa3 Ha o6y, | 80 mr, ogqHopasoBa fo3a o

11 gHiB

EputpomiymH 500 mr yotupm pasu Ha | 80 Mr, ogHOpa3oBa Ao3a 120%
[o6y, 7 oHiB

BaikaniH 50 Mr Tpuyi Ha aoo6y, 20 mr, ofHopa3oBa f03a 147 %
14 gHiB

* [aHi, NpeficTaBNeHi AK 3MiHa B «X» pasiB, fABNAKOTb COO0 CMiBBIAHOLLIEHHS MIXX 3aCTOCYBaHHAM po3yBacTaTMHY Yy KOMGiHaUii Ta okpemo. [aHi, npeacTaBneHi y
BuUrnagi % 3miHu, ABNSOTL COO0H0 % pi3HMLO BIAHOCHO NOKa3HWMKIB MPWU 3aCTOCYBaHHI PO3yBacTaTMHY OKPeMo.

36i/IbLLIEHHA NO3HAYEHO 3HAYKOM 1, BIACYTHICTb 3MiH « , 3MEHLUEHHSA — | .

** 3 [OCNigpKeHb B3aEMOAIT NpK Pi3HNX [03ax po3yBacTaTuHY B Tabnmui NogaHo HalbinbL 3HaYyLLLe CriBBiAHOLLEHHS.

Bnave po3yBacTaTWHY Ha CYNyTHi NiKapcbKi 3acobm

AHTaroHicTy BiTaMiHy K. 9K i wopao iHwmx iHriéitopie TMI-KoA-peaykrasu, Ha Mo4vaTKy 3acTOCyBaHHSi po3yBacTaTvHYy abo Mpu MifABWLLEHHI MOro [o3un y
nauieHTiB, fKi O4HOYACHO 3aCTOCOBYIKOTb aHTaroHictu BiTamiHy K (Hanpuknag saptapuH abo iHLWWIA KyMapUHOBWUIA aHTUKOArynsHT), MOX/IMBE MiABULLEHHS
MiXXHapOoAHOro HopManizoBaHoro cnieBigHoweHHs (MHC). MpunuMHeHHs 3aCTOCyBaHHA PO3yBacTaTUHY ab0 3MEHLUEHHS MOro f03M MOXKe MPU3BECTU [0 3HMDKEHHS
MHC. ¥ Takux Bunagkax 6axaHuin HaneXXHUin MoHiTopuHr MHC.

MepopanbHi KOHTpauenTueu/ropmoHo3amicHa Tepania (3T). OpHovacHe 3aCTOCyBaHHS pO3yBacTaTMHY Ta MNepopasibHUX KOHTpauenTuBiB MPU3BOAWMIO [0
nigsuweHHs AUC eTuHinectpagiony Ta HoprecTpeny Ha 26 % Ta 34 % BignoBigHO. Take MigBULLEHHS Yy Nia3Mi KPoBi CNif BpaxoByBaTu Mpu nigdopi aosu
nepopasibHNUX KOHTpaLenTueiB. JaHuX LOA0 (hapMakoKiHETUKN NiKApCbKMX 3aC06iB y MauieHTiB, AKi 04HOYACHO 3aCTOCOBYHOTb po3yBacTaTvH Ta ['3T, Hemae, TOMy
He MOXKHa BMKHOYaTK NogioHoro edpekty. OgHaK KOMOiHaL, O LUMPOKO 3aCTOCOBYBa/IM XXiHKaM i BOHW nepeHocunu 1i foope.

IHLWI niKapcbKi 3acoom

[VrokcuH. 3a jaHnmu cneviasibHUX LOCNIAKeHb B3aEMOZIT KNiHIYHO 3HaYYLLLOT B3aEMOAIT i3 JUTOKCUHOM He OYiKYETbCH.

dy3npoBa KucnoTa. LocnifpKeHHs B3aEMOAIT po3yBacTaTMHY 3 (DY3MA0BOKD KWUCNOTOK He MpoBoAvnn. Pu3nK mionartii, y T.4. 3 pabaomionizom, Moxe 6yTu
36i/bLUEHNI A  BHACNIJOK CYMyTHbOIO 3aCTOCYBaHHA CUCTEMHOT (Dy3MAO0BOI KWCNOTU 3i cTaTuHamu. MexaHiam Uuiel B3aemopgii (thapmakogmHamiuHuin abo
(hapMaKOKIHETUYHWIA, ab0 i Te, 1 iHLLE) NOKM He 3’AcoBaHWiA. MoBigoMNsnM Npo pabaomioni3 (30kpema feski netanbHi BUNAAKW) Y NaLieHTIB, SKi OTPUMYBaIN L0
KOMGiHaLito.

MayieHTaM, y AKMX 3aCTOCYBaHHS CUCTEMHOT (Dy3MA0BOT KUC/IOTW BBAXKAETLCA HEOOXiAHWUM, NiKyBaHHS P03iCTep0M® CNij NPUNUHATL Ha BeCb TEPMIH NiKyBaHHS




(Dy310BOIO KMC/IOTOH.
JilR g

JocnimpKeHHs B3aeMogiT npoBoauan nuwe y gopocnnx. CTyniHb B3aEMOAIT Y AiTeil HeBIAOMUIA.

Oco6MBOCTI 3aCTOCYBaHHSA.

Bnnve Ha HUPKK

Bifomo, Wo y nauieHTiB, AKi 3aCTOCOBYBa/IM PO3YBacTaTUH Y BUCOKMX f03aX, 30Kpema 40 Mr, Bii3Ha4anmcs BUNaLKu NpoTeiHypiT (BU3HAYEHOT 33 «TECTOM CMYXKU»),
MepeBaXKHO KaHafbLEBOI 3a MOXOMKEHHAM Ta Yy O6ifbLIOCTI BMNafAKiB TUM4acoBOi abo nepepuByacTol. lMpoTeiHypis He 6yna nepefiBiCHUKOM TOCTpOi abo
Mporpecyro4oi XBopobu HUPOK. HebaxkaHi fBuLLa 3 60KY HUPOK Bif3HAYaN1Cs YacTille npy 3acTocyBaHHi o3u 40 Mr. Y nauieHTiB, AKi MpUMaloTb po3yBacTaTuH Y
003i 40 Mr, (hyHKLiK0O HUPOK CAif, NepeBipsaT perynspHo.

BnamB Ha CKeNneTHy MyckynaTypy

MopyLleHHs 3 60Ky CKeneTHOI MyCKynaTypu, Hanpuknag Mianrid, mionatia Ta 3pigka pabgomionis, cnocrepirannca y nauieHTiB, SKi NpuiAMani po3yBacTaTUH Y
Oy ab-SKMX go3ax, 0cobmBo GinbLue 20 mr. ly>ke pifko BMnNaaku pabaomionisy BigzHavanmcs npu 3acTocyBaHHI e3eTUMiby y KOMGiHaLiT 3 iHribiTopamu
I"MT -KoA-pesyKTasu. He MOXXHa BUKNHOYAT MOXIMBICTb (PapmMakoLMHaMiYHOT B3aEMOAIT (AVB. po3ain «B3aemogis 3 HWMMY NiKapCbKMMKM 3acobamMu Ta iHLWi BUAN
B3aEMO/i»), a TOMY TaKy KOMGiHaLito CNij 3aCTOCOBYBATM 3 00EPEXHICTHO.

AK i Npun 3acToCyBaHHI iHWKX iHri6iTOpiB TMI-KoA-peayKTasu, YacToTa NOBiAOM/IEHb NPO BUNaaKM pabaoMionisy, MOB’A3aHOr0 i3 3aCTOCYBaHHAM pO3yBacTaTUHY,
y NOCTMapKeTUHIoBuiA nepiof 6yna BMLLIOK NPy 3acTOCyBaHHI f03u 40 Mr.

PiBeHb KpeaTVHKiHa3M

PiBeHb KpeaTuHKiHasn (KK) He cnig BUMIptoBaTKh Micns 3HaYHMX (Di3MYHUX HaBaHTaXKeHb ab0 NPV HasABHOCTI MOXK/IMBUX albTEPHATUBHUX NPUYMH NigsuiLeHHA KK,
WO MOXYTb YCKMafHIOBaTW iHTepripeTayito pe3ynbtaTiB. AKWO noyatkosi piBHi KK 3HayHO nmigsuuleHi (> 5 pasis Buue BMH), npotarom 5-7 AHiB Heo6XigHO
3p06UTN NOBTOPHWIA aHani3, Wo6 MiATBEPAUTM pe3ynbTaTh. AKLO pe3y/ibTaTy MOBTOPHOIO aHanisy NigTBepAXYHOTb, WO novaTkose 3HaveHHs KK 6inblie HiXX y 5
pasiB nepesuLlye BHM, 3acTocyBaHHS /1iKapCbKOro 3ac06y noynHaTV He Chif,.

Mepes NoYaTKOM NiKyBaHHA

Po3yBacTaTuH, fK i iHWi iHriitopu TMIM-KoA pegykTasu, cnif 3 006epexHIiCTI0 npu3HayaTh nauieHTaM 3i CXUbHICTIO A0 MionaTii/pabgomionidy. o dakTopis
TaKoro pu3nKy Hanexarb:

— MOPYLLEHHSA DYHKLiIT HUPOK;

— rinoTunpeos;

— HasABHICTb B 0COBUCTOMY ab0 POANHHOMY aHaMHe3i CragKoBMX 3aXBOPHOBaHb M’ A3iB;

— HasABHICTb B aHaMHe3i MiIOTOKCUYHOCTI Ha TNi 3aCTOCYBaHHS iHLWKMX iHri6iTopie TMIT-KoA pefykTasn abo ¢ibpartis;

— 3/10BXVBaHHA aJIKOTO/EM;

—BiK > 70 pokiB;

— CUTyauil, WO MOXYTb NPWU3BECTM A0 MifBMLLEHHS PIBHIB NiKapcbKOro 3acoby y nnasMi KpoBi (AMB. po3finn «®PapMakoKiHeTUKa», «B3aemogisi 3 iHWMMK
NiKapCbKUMM 3ac06aMu Ta iHLUI BUAM B3aEMOLiN» i «Cnocib 3acTOCyBaHHS Ta J03U»);

— CYNYTHE 3aCTOCYyBaHHS (pibparti..

Y Takux MnauieHTiB MOB’A3aHWIA i3 NiKyBaHHAM PU3MK NOTPIGHO OLLiHIOBATW, NOPIBHIOKOUM 3 OUiIKYBaHOK KOPUCTHO; TAKOX PEKOMEHAYETLCA KNIHIYHNA MOHITOPUHT.
Akuio noyatkosi piHI KK 3HauHo nigsuieHi (> 5 pasis Bue BMH), nikyBaHHSA po3rnoynHaTtu He Chij,.

Y nepiop nikyBaHHA

MauieHTiB cnifg NOMpoCUTM HeramHo MOBIAOMAATM NPO M’S30BUIA 6inb, CNabKiCTb abo CyaoMM HEBIAOMOT eTionorii, 0CO6AMBO AKLLO0 BOHWU CYMPOBOAKYHOTLCS



He3LyXaHHAM abo rapsykoro. Y Takux nauieHTiB noTpibHo BuMiptoBatu piBHI KK. 3acTocyBaHHsA NikapcbKoro 3acoby cnif npunvHUTKY, aKwo pisHi KK 3HauHO
nigsuueHi (>5 x BMH) a60 fKWwo cCUMMNTOMM 3 60KY M’3iB TSXKKI Ta CIPUUYNHAKOTD LLLOAEHHNI ANCKOMMOpPT (HaBiTb SKLWO piBHI KK <5 x BMH). Y pa3i 3HUKHEHHS
CUMMTOMIB Ta NOBePHeHHs piBHA KK 0 HOPMM MOXXHa MOHOBUTYW Teparito po3yBacTaTMHOM ab0 afbTepHaTMBHUM iHri6iTopom MMI-KoA-pefyKTasun y HaiMeHLUil
[03i Ta nif peTenibHUM Harnagom. PerynspHo nepesipaty piBHI KK y acMMmniTomMatMyHMX nauieHTiB Hemae notpebu. [yxke pigko noBifoMAsAM Npo BUMALKM
iIMyHOooMocepeKoBaHOI HekpoTuaytoyoi mionatii (IOHM) nig yac abo nicns Tepanii cTaTMHaMK, B TOMY YMCii po3yBacTaTMHOM. KniHiyHumn nposisamm IOHM €
CNabKiCTb MPOKCUMAIbHUX M’S3IB Ta NIABULLEHHSA PIBHA KPeaTUHKIHA3M Y CMPOBATL,i KPOBI, LLI0 30epiracTbCs HaBiThb MICAA NPUNUHEHHS 3aCTOCYBaHHSA CTATUHIB.
Bifomo, WO Y X0Ai KNiHIYHMX AOCNiIKEHb Y HEBENMKOT KifIbKOCTI NaLiEHTIB, AKi 3aCTOCOBYBa/IM PO3yBacTaTWH Ta CynyTHI NiKapcbKi 3aco6u, NiABULLEHOrO BNIUBY
Ha CKeneTHy MyCKynaTypy He BifsHayanocs. OfHaK MiABULLEHHA 4acTOTX MiO3MTy Ta MionaTil Bifg3Hayanocs Yy nauieHTiB, AKi Npuimanu iHWi iHriéiTopn
"MI-KoA-pesykTasy pasom i3 NOXigHMMK (I6POEBOT KWCMOTWM, B TOMY 4umc/i remgibposnsioM, LMKIOCMOPUHOM, HIKOTMHOBOK KWC/IOTOH, a30/1bHUMU
NPOTUIPUOKOBMMU NpenapaTamu, iHFi6iTopaMm NpoTeasn Ta MakponigHUMK aHTUBIoTUKaMK. 'eMibpo3nn NigBULLYE PU3NK MionaTil Npy cynyTHbLOMY 3aCTOCYBaHHI
3 feskumu iHrieitopamn MMI-KoA. Tomy 3acTOCOBYBaTU po3yBacTaTH Yy KOMOGIHaUii i3 reMibpo3nnom He pekKoMeHAyeTbCsA. KopucTb NoganbLluoi 3MiHW PiBHS
ninigis Npy 3acTtocyBaHHI po3yBacTaTWHY Yy KOMOGiHauii 3 ¢ibpatamn abo HiauMHOM MOTPIGHO pPeTenbHO 3BaXKyBaTW MOPIBHAHO 3 MOTEHLUINHMMU PU3MKaMW,
MOB’SI3aHNUMU i3 3aCTOCYBaHHAM Takmx KoMOiHauii. [o3a 40 Mr npoTunokasaHa Npu cynyTHbOMY 3aCTOCyBaHHI (DibpaTiB (AuB. po3ginn  «B3aemogis 3 iHWUMK
NiKapCcbKUMM 3ac06aMu Ta iHLLI BUAW B3aEMOLIN» i «[06IUHI peakLii»).

Po3yBacTaTuH He C/lif 3aCTOCOBYBATW OHOYACHO 3 CUCTEMHMMMU NIKAPCbKUMU 3ac06aMun (Py3nA0BOT KMCNOTU abo MPOTAroM 7 AHIB MIiC/A NPUNVHEHHS NiKyBaHHS
(hy3140BOO KMUCOTOR. lMaLieHTam, y AKX 3aCTOCYBaHHS CUCTEMHOI (DY310BOT KUC/IOTW BBXKAETLCA XUTTEBO HEOOXIAHWUM, NiIKYBaHHA CTaTUHAMU CAif NPUNUHUTY
Ha BeCb TEPMIH NliKyBaHHA (Dy310BOK KMCNOTOK. lMosigomnsanv npo pabaomionis (B TOMy YMCNi AeKinbKa NeTalbHUX BUMAAKIB) Y MauieHTIiB, AKi OTpUMYBaIn
KOMGiHaUit0 (hy3140BOI KUCNOTW Ta CTaTUHIB (AMB. po3ain «B3aemogis 3 iHWMMKU NiKapCbKUMK 3aco6aMm Ta iHLII BUAW B3aEMOAIN»). MaljieHTam cnig nopaguTu
Hera’HO 3BEPHYTMCS MO MeAUYHY AOMOMOry, SIKWO0 BOHMW BifyyBalOTb OyAb-fiKi CUMMATOMU M’SA30BOT CNabkKocTi, 6010 abo XBOp06/MBOI YyTAMBOCTI. Tepanito
cTaTMHamMy MOXXHa MOBTOPHO MOHOBUTW Yepe3 CiM AHIB MIC/A OCTaHHLOI 403U (DY3ULOBOT KMUCMOTW. Y BUHATKOBUX BUMajKax, KoM HeobXifHa MposioHroBaHa
CUCTeMHa (hy3uaoBa KWUCNoTa, Hanpuknag, 419 NiKyBaHHA TSKKUX TH(eKUid, HeobXigHICTb OLHOYACHOrO 3aCTOCYBaHHA PO3yBacTaTMHY Ta (Dy3uA0BOI KMC/IOTK
MOBMHHA PO3rNA4ATUCA TISIbKA B KOXXHOMY KOHKPETHOMY BUMAAKY i Mif peTe/lbHUM MeAUYHUM HarnsaLoMm.

PosyBacTaTMH He Cfij 3acToCcOBYBaTW MauieHTam i3 roCTpUMMK, CEpro3HMMM CTaHamu, L0 CBifgyaTb MPO MionaTiko ab0 MOXUBICTb PO3BUTKY HUPKOBOT
HeOoCTaTHOCTI BHACNIAOK pabaomionisy (TakuMm siK CEMNCUC, FiNOTEH3is, BENMKe XipyprivyHe BTpyYaHHs, TpaBma, TSHKKI MeTab0niuHi, eHAOKPUHHI Ta eNeKTPONITUYHI
po3/1aan abo HEKOHTPO/IbOBaHi Cy0MN).

Bnnve Ha neyviHky

AKi 1 iHWi HriGitopn MMIM-KoA-peayKTasn, po3yBacTaTvH C/if 3 00epeXXHICTIO 3aCTOCOBYBATM MaLieHTaMm, AKi 3/10BXMBaOTb a/IKOrosiem Ta/abo MatoTb B aHaMHesi
3aXBOPHOBAHHSA MEYiHKMW.

PeKOMeH0BaHO MepeBipATU BGiOXIMIYHI NOKa3HNKN (DYHKLIT NeYiHKX nepes noyaTkoM NiKyBaHHS Ta yepe3 3 MicsAli MOTOMY. 3aCTOCyBaHHSA po3yBacTaTUHY Chif
MPUNUHUTL ab0 3MEHLUUTU L03Y, AKLIO PiBEHb TpaHCcaMiHa3 y CMPOBATLi KPOBi Gifiblue HiXK BTPUYI NMepeBULLYE BEPXHIO MeXY HOpMU. YacToTa noBigoM/IEHb MPO
Cepio3Hi ABMLLA 3 60KY NeYiHKM (MepeBaXXHO NPO NiABWLLEHHS PiBHSA TpaHCamiHa3 MeYviHKK) y nicnspeecTpavliiHnia nepiod 6yna 6inbLLOK NpW 3acTOCYBaHHI f03u 40
M.

Y nauieHTiB i3 BTOPUHHOHO TinepXxosiecTepuHeMiEr0, 3yMOB/IEHOO TiMOTUPE030M ab0 HEPPOTUYHUM CUHAPOMOM, C/1if, COYaTKY BUTIKYBaTX OCHOBHY XBOPO6Y, nepLu
HIXK MOYMHATK Tepanito po3yBacTaTUHOM.

Y nicnapeecTpauiiHoMy nepiogi 3pigka nosifoMasny npo neTanbHi abo HeneTabHi BUMAAKM MEYiHKOBOT HeOCTATHOCTI Y MauieHTiB, AKi npuiiMasn cTaTuHu, B
TOMY u4mcni po3yBacTaTWH. FAKWO Ha TAi NiKyBaHHA pPO3yBacTaTUHOM pO3BMBAETHCA CEPUO3HE YPaXKEHHA MeYiHKM 3 KIHIYHOK CUMMATOMATMKOK Ta/abo
rinep6inipy6iHEMIED UM XKOBTSHULIEKD, CNif HeraHo MPUMUHUTKA NPUIAOM nNpenapaty. AKWO iHWI NPUYMHU HEe BUABMEHO, HE CAif MOHOB/KOBATW NliKyBaHHSA

NiKapCbKMM 3aC060M P03iCTep®.



PacoBsa Ha/leXKHICTb

Bigomo, wo y xofi gocnifxeHb (hapMakOKIHETUKM CMOCTepiranocsd 3pocTaHHSA €eKCro3uuil y nauieHTiB MOHrofoigHol pacu Npu6/n3HO BABIYI MOPIBHAHO 3
eBponenyamn (ame. po3ginm «PapMakokiHeTUKa», «ITpoTunokasaHHs» i «Cnocid 3acTocyBaHHS Ta [4031»).

IHri6iTOpK NpoTeasn

MigBuLLEHA CUCTEMHA EKCMOo3uLlis A0 po3yBacTaTUHY criocTepiranacs B 0Ci6, siKi 3aCTOCOBYBa/M PO3yBacTaTUH CYMyTHLO 3 PI3HUMK iHriGiTOpamn npoTeasun y
MOEAHaHHI 3 puToHaBsipoM. Cnif, 06MipKyBaTV AK KOPUCTb Bif 3HVXKEHHSA PIBHA NiMIAIB 32 JONOMOrOK PO3yBacTaTVHY Y nauieHTiB i3 BIJ1, Aki oTpuMyHOTh IHri6iTOpK
npoTeasn, Tak i MOXIMBICTb NiABWLLEHHA KOHLEHTPaLin po3yBacTaTUHY Y Maa3Mi KPOBi Ha noyaTKy Tepanii Ta npy NigBULLEHHI [031 po3yBacTaTUHY Y MaLieHTiB,
AKi OTPUMYIOTb iHriGiTOpM npoTteasn. OfHOYacHe 3aCTOCYBaHHA NiKapCbKOro 3acoby 3 AeskvMM iHribiTopamy npoTeasn He PEKOMEHAYETbCA, AKWO [03a
po3yBacTaTVHY He CKopuroBaHa (41B. po3ainun «B3aemogis 3 iIHLLIMMY NiKapCbKMMK 3ac06aMm Ta iHLLI BUAW B3aEMOAIN» | «Cnocib 3aCTOCyBaHHA Ta 4031»).
HenepeHocMMICTb nakTo31

MauieHTaMm i3 pigKiCHUMK CNagKoBUMK Npo6ieMaMmn HenepeHOCUMOCTI ralakTosu, AediumMTomM nakrasm Jlanna abo rntoKo30-ranakTo3HOK ManbabcopbLieto He chif
3aCTOCOBYBATU Liel NiKapCbKMia 3acio.

IHTepcTuULiasbHa XBOpOo6a flereHb

Mg yac 3acToCyBaHHA AefKWX CTaTUHIB, 0CO6/IMBO MpW TPUBAIOMY fliKYBaHHI, NMOBIAOM/ANN MPO BUHATKOBI BUMaKW IHTepPCTULiaNbHOT XBOPOOM fiereHb (4uB.
po3ain «Mo6iyHi peakuii»). o NposBiB Li€i XBOPOOM MOXHA BifHECTU 3a4MLLKY, HENMPOAYKTUBHWIA Kallenb Ta 3ara/ibHe MOripLweHHs CTaHy (CTOM/IOBAHICTb,
3HWKEHHS Macu Tina Ta rapsyka). Y pasi nigo3pu Ha iHTepcTuLianibHy XBOPOOY NereHb 3aCTOCyBaHHS CTaTUHIB CNif NPUNUHATHI.

LlykpoBuii fiabeT

[eaki (hakTu cBifyaTtb, WO CTaTUHM SK Kfac NiABWLLYHOTbL PiBEHb NHOKO3M B KPOBI Ta Y AEAKUX MaUieHTIB, SKMM 3arpoXKye BUCOKUIA PU3NK PO3BUTKY LLYKPOBOTO
AiabeTy B ManbyTHbOMY, MOXKYTb CMIPUUUHATY TiNepriikeMito Takoro piBHA, Npu SIKOMY HeoOXifHe HaneXHe NliKkyBaHHS LlyKpoBOro giabety. Lito 3arposy, ofHak,
NEPEBULLYE 3HUXKEHHS PU3NKY CYAMHHMX NOPYLUEHb MPY 3aCTOCYBaHHI CTaTWHIB, i TOMy BOHA He Mae OyTu MiACTaBOK AN MPUNUHEHHS Tepanii cTaTuHamu. 3a
nauieHTamm rpynu pusuky (piBeHb F/HOKO3W HaTlle 5,6-6,0 mmonb/n, IMT > 30 Kr/M2, nigpuileHWidi piBeHb TpUrAiLepuaiB, apTepianbHa rinepTeH3is) cnif
BCTAHOBUTY SIK KNIHIYHWIA, TaK i 6I0XiMIYHWIA KOHTPO/b 3riAHO 3 HAaLiOHa/IbHUMU THCTPYKLiSIMU.

Y LocnifpKeHHi 3apeecTpoBaHa 3arajsibHa 4actoTa LyKpoBOro Aiabety ctaHoBuna 2,8 % y rpyni npuinomy posyeacTtatuHy Ta 2,3 % — y rpyni nnaue6o, nepeBaxxHo y
nawieHTIB i3 pIBHEM /1HOKO3M HaTLe Bif 5,6 40 6,9 MMonb/1.

LiTn

OuiHKa ninHinHoro pocty (3picT), macy Tina, IMT (iHAeKcy macy Tina) Ta BTOPUHHUX XapaKTEPUCTMK CTaTEBOro A03piBaHHSA 3a TaHHepoM Yy AiTeld Bikom Big 10 1o 17
POKiB, AKi NpuiiMan po3yBacTaTuH, 0bMexeHa nepiofomM TpusanicTio 1 pik. Bigomo, wo nicng 52 TWKHIB LOCNiAKYBAHOIO /iKyBaHHS YKXOAHOMO BMNNBY Ha PicT,
macy Tina, IMT abo cTaTeBe [03piBaHHS BUABNEHO He 6yno (AMB. po3ain «PapmakoamHamikax). [JocBig KNiHIYHUX fOCNifAKeHb 3aCTOCYBaHHA npenaparty AiTaM Ta
nig/likam 0OMeXxxeHWH, i LOBroTpuBai epeKTn 3aCTOCyBaHHA po3yBacTaTuHy (>1 pik) Ha cTaTeBe [03piBaHHS HEBIAOMI.

Y piTeit Ta NigNITKIB, AKi NPpUAMani po3yBacTaTyH NPOTArom 52 TMXKHIB, NiABULWEHHS piBHA KK > 10 pasis Buwe BHM Ta cumnToMm 3 60Ky M’A31iB NiC/s
(PI3MYHOr0 HaBaHTaXXEHHA ab0 MiABULLEHOT (DI3NYHOT aKTUBHOCTI CMOCTEPIraIMCA YacTille MOPIBHAHO 3 TaKUMK Y AOPOCAUX (AMB. po3ain «[106iuHI peakLii»).

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagto.

Po3yBacTaTuH NPOTUMOKa3aHWIn y Nepiog BariTHOCTI abo rofyBaHHSA rpyaato.

YKiHKW, penpoayKTUBHOIO BiKY MOBUHHI BUKOPVCTOBYBATU Ha/IEXHI 3aC00M KOHTpaLLenLii.

OCKiNbKN XONecTepuUH Ta iHWI NPOAYKTM OGIOCUHTE3y XONecTepuHy BIAirpardTb ICTOTHY POMb Yy PO3BUTKY M0Aa, MOTEHUIMHWA PU3WMK Bif MPUrHIYEHHS
I"MI -KoA-peyKTasu NepeBuLLYE KOPUCTb Bif 3aCTOCYBaHHSA NiKapCbKOro 3acoby y nepiof BaritHocTi. JaHi focniipkeHb Ha TBapuHaX LLOAO TOKCUUYHOIO BINIUBY Ha
PEnPoAYKTUBHY (DYHKLiH0 0OMEXeHI. AKLLO NaLieHTKa 3aBariTHi€ y Nepiof 3acTOCyBaHHS LibOro /1iKapCbKOro 3acoby, MiKyBaHHS CNij HEramHo NPUNUHATHA.



OCKi/IbKM iHLWMIA NiKapCbKMiA 3acib LbOro Knacy NpPOHWKae y rpyaHe MOJIOKO JIIOAMHM Ta BPaxoByHoUu, WO iHriGiTopy TMIM-KoA-peayKTasn MOXYTb CIIPUYNHATY
Cepio3Hi HebaxkaHi peakLil y HEMOBNAT, XIHKaM, AKi NOTPebYOTb NliKyBaHHA PO3yBacTaTMHOM, CAif PeKOMeHAyBaTV YyTpUMaTUCS Bif rofyBaHHA rpyaaro. JaHux
LLLOZ0 NPOHUKHEHHS NIKapCbKOro 3acoby y rpygHe MOJIOKO Y MOAUHN HeMae (AMB. po3ain «poTUNOKa3aHHA»).

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii npy KepyBaHHIi aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3mamu.

JocnimpkeHHs BNIVBY po3yBacTaTMHY Ha 3[4aTHICTb KepyBaTu aBTOMOOINIEM Ta NpautoBaTh 3 MexaHismamun He nposoaunn. OfHak, 3 orfisgy Ha apMakoAvHamiyHi
B1IACTMBOCTI NTiIKAPCbKOro 3aco6y, MasloiMOBIPHO, WO pO3yBacTaTUH YNHUTKMME BMNJIMB Ha TaKy 3AaTHICTb. [py KepyBaHHI aBTOTPaHCMOPTOM abo poboTi 3 IHLLIMMMK
MexaHi3Mamu Cnif, BpaxoByBaTV MOX/MBICTb 3aMamMOpPOYeHHs Y Nepiog, NiKyBaHHS.

Cnoci6 3acTocyBaHHs Ta [03W.

Mepen NOYATKOM NiKYBaHHA MaLieHTy CNif NPU3HAYUTX CTaHZAPTHY FiNOX0MECTEPUHEMIYHY AIETY, AKOT BiH NMOBUHEH LOTPMMYBATUCA i MPOTATOM NiKyBaHHA. [lo3y
cnig nigbupaTtn iHAMBIAYaNIbHO 3a/eXKHO Bif MeTW Tepanii Ta BignoBiAi nauieHTa Ha NiKyBaHHS, KePYHUUCb PeKOMeHAaUisMy MOTOUYHUX 3arasibHOMPUAHATMX
IHCTPYKUI.

JlikapcbKuii 3aci6 P03iCTep® MOXXHa NPUAMaTK y Byb-AKWA Yac AHA, He3aneXHOo Bif Npuinomy 1xi.

NikyBaHH#A rinepxonecTepuHemii

PekomeH0BaHa NoyaTkoBa f03a CTaHOBUTL 5 a60 10 Mr nepopaibHO OAMH pa3 Ha f00Yy AK AnA NauieHTIB, AKI paHille He 3aCTOCOBYBa/IM CTATUMHU, TaK i NepeBefeHnX
Ha nikapcbkuid 3aci6 3 npuiiomy iHwWworo iHribitTopa FMI-KoA-pesykrtasu. Mpw BMOOPI NOYaTKOBOT 03K CNif, BPaX0BYBATU PiBHI XONECTEPUHY B KOXHOI0 OKPEMOrO
nauieHTa Ta pusnK cepLeBo-CyAVHHUX NOPYLLEHb Y MaibyTHbOMY, a TaKOX IMOBIPHICTb PO3BUTKY HebaxKaHNX peakLiil. Y pasi HeoOXigHOCTI NigsuLLyBaT J03Yy 40
HaCTYMHOIO PIBHS MOXHa Yepe3 4 TMXKHI (AUB. po3ain «PapmakognHaMikax). 3 ornaay Ha Te, WO Ha TAi 3aCTOCYBaHHS NiKapCbKoro 3acoby y ao3si 40 Mr HebaxaHi
peakuii BUHMKAKOTb YacTille, HDK npy meHWMX fo3ax (4uB. po3gin «[MobiyHi peakuii»), OCTaTOMHO TUTPYBATU 03y A0 MakCMMasbHOT f03n 40 Mr BapTo fivle
nawieHTaMm i3 TSHKKOHO rinepxonecTepuHEMIED Ta BUCOKMM PU3NKOM CepLEBO-CYAMHHMX MOPYLLUEHb (30KpeMa y XBOPUX i3 CIMEHOI0 FinepXxonecTepUHEMIELD), Y AKX
He BLAI0CA JOCATTU METU NliKyBaHHA MpK 3acTOoCyBaHHI 4031 20 Mr i siKi nepebyBaTuMyTb Nif PerynsipHUM Harnsgom (aue. po3gin «Oco6/IMBOCTI 3aCTOCYBaHHS»).
MMig yac THiiayii npuiioMy nikapcbKoro 3acoby y 4o3i 40 MI peKOMeHA0BaHWI Harnsif cnewianicTis.

MpodinakTuKa cepLeso-CyaNHHNX NOPYLUEHb

Bigomo, Wwo nig yac JoCNigKeHHs 3HUKEHHSA PU3NKY YCKNagHeHb 3 OOKY CepLeBO-CyAMHHOT crucTemMun 1060Ba 03a NiKapcbKoro 3acoby ctaHoBmia 20 Mr.

MayieH TN NiTHLOrO BiKY

PekomeHA0BaHa NoYvaTkoBa fj03a /19 NauieHTiB BiKOM > 70 pokKiB CTaHOBUTb 5 Mr (auB. po3gin «OcobnnBOCTI 3aCTOCYBaHHSA»). IHLIA KOPEKLif 4031 3 OrNa4y Ha BiK
He noTpibHa.

MayieH TN 3 HUPKOBOK HELOCTATHICTIO

MawieHTaM i3 NerkMmmn abo NOMipHUMM NOPYLLEHHAMM (YHKLLIT HUPOK KOpeKLisi 4031 He NoTpibHa.

PekomeHJ0BaHa NnoyaTkoBsa f03a A/19 NauieHTIB i3 MOMIPHUMU MOPYLUEHHAMWU (DYHKLIT HUPOK (KNipeHC KpeaTwHiHy < 60 mn/xs) cTaHoBWUTL 5 mr. [o3a 40 mr
NpPOTMNOKa3aHa NawieHTam i3 MOMipHUMM NOPYLUEHHAMUN PYHKLIT HAPOK.

3acTocyBaHHA NiKapCbKOro 3acoby P03iCTep® nauieHTaMm i3 TSKKAMU MOPYLUEHHAMU HUPKOBMX (PYHKLUIT NPOTMNOKa3aHO y Oyfb-AKMX fo3ax (4WB. po3ginv
«PapMaKoKiHeTVKa» Ta «[1poTUNOKa3aHH:»).
MayieHTw i3 NOPYLUEHHAMMN (OYHKLIT MEYiHKM
Y nauieHTIiB i3 NOpyLeHHAMU (YHKLIA MeYiHKK, WO OouiHiBanMca y 7 abo MeHwe 6aniB 3a wkanot Yainga-N’io, nigBueHHs CUCTEMHOI eKcro3umuit
po3yBacTaTvHy He cnocTepiranocs. OfHak B oci6 i3 mopyweHHsamMu y 8 Ta 9 6GaniB 3a wWwkKanow Yaninga-N’to cuctemHa ekcnosuuis spoctana (AvB. po3gin
«PapMaKkoKiHeTUKa»). Y TakMX NauieHTIB JOUINbHOK € ouiHKa QYHKLUIT HMPOK (AMB. po3fin «Oco6nMBOCTI 3aCTOCYBaHHA»). [OCBiJ 3aCTOCYBaHHA NiKapCbKOro



3acoby nauieHTaM, ski Habpanm 6inbLue 9 6anis 3a WKanow Yainnga-’ro, BigcyTHI.

Nikapcbkuii 3aci6 P03iCTep® MPOTMNOKAa3aHWiA NaLieHTam 3 aKTVBHUMM 3aXBOPHOBAHHAMM NeYiHKY (4WB. PO34in «[1poTUMOKa3aHHS»).

PacoBa Ha/IleXKHICTb

Y nauieHTiB MOHroM0iAHOI pacy cnocTepiranaca nigBuLLieHa CUCTEMHA EKCMO3ULLiS NiKapcbKOoro 3acoby (AuB. po3dinn «PapMakoKiHETUKa», «[1poTUNOKasaHHsA» Ta
«OCc006MBOCTI 3aCTOCYBaHHSA»). PeKoMeHA0BaHa noyaTkoBa Ao3a 18 nauieHTiB MOHTO0IAHOT pac NOXO[KEHHS CTaHOBUTL 5 Mr; fo3a 40 Mr Takum nauieHTam
npoTUNoKasaHa.

["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 103y pO3yBacTaTuHY.

MayieHTw 31 CXUILHICTIO L0 PO3BUTKY MionaTil

PekoMeH/l0BaHa NoYaTKoBa f03a 15 NaLieHTIB i3 (pakTopaMu prsnKy po3BUTKY Mionartii CTaHOBUTbL 5 Mr (AMB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS»).

[o3a 40 Mr npoTUNoKasaHa AeskuM 13 TaKUX NauieHTiB (anB. po3ain «MpoTunoKasaHHs).

CynyTHE 3aCTOCYyBaHHA

Po3yBacTaTuH € Cy6CTpaToM pPi3HMX TpaHCNOpTHUX 6inkiB (Hanpuknag OATPLB1 ta BCRP). Pusnk mionatii (B TOMy umnchi pabaomionidy) 3poctae npu CynyTHLOMY
3aCTOCyBaHHI po3yBacTaTUHY i3 MEBHUMM NTiIKAPCbKMMK 3aco6amu, WO MOXYTb MiABULLYBAaTW KOHLEHTPaLit0 po3yBacTaTMHY Y Mna3mi KpoBi BHACNifOK B3aeMOAT 3
LUMMW TPaHCMOPTHUMU 6BifikaMu (Hanpyknag UMKIOCMOPUHOM Ta MEeBHUMW iHTiGiTOpamMy npoTeasn, B TOMY 4MCNi KOMOIHaUisMU PUTOHaBIpYy 3 arasaHaBipom,
norniHaeipom Ta/abo TunpaHaBipoM; [AMB. PO3Ainy «B3aemofisi 3 iHWUMK NiKapCbKUMK 3ac0b6amy Ta iHLWI BUAW B3aEMOAIN» i «OCO6IMBOCTI 3aCTOCYBaHHSA»). Mo
MOX/IMBOCTI C/lif, PO3rNAHYTY 3aCTOCYBaHHA a/lbTEPHATUBHUX NiKAPCbKMX 3aC00iB Ta y pa3i HeOOXiAHOCTI - TMMYacOBO MepepBaTy Tepanito po3yBacTaTMHOM. AKLLO
CYNYyTHbOIO 3aCTOCYBaHHA LMX NIKAPCbKUX 3aC06iB i3 PO3yBacTaTUHOM YHUKHYTU HEMOX/IMBO, Cif PeTeNbHO 3BaXWTW KOPWUCTb Ta PU3MK Bif CYNyTHbOrO

3aCTOCyBaHHA Ta BIAMOBIAHMM YMHOM BifKOperyBsaTu 403y NiKapcbKoro 3acoby P03iCTep® (awB. po3gin «B3aeMogis 3 IHWMMK NiKAPCbKMMKM 3acobamMu Ta iHLWi BUAN
B3aEMOfil»).

aiTn.

3acTocyBaHHS /1iKapCbKOro 3acoby AiTAM Mae NMPOBOANUTM NKLLE CreLiasicT.

3acTocoByBsatu AitaAM Ta nigniTkam Bikom Big 10 fo 17 pokiB (Xn0numkn Ha cTagii po3suTky Il i BuLe 3a TaHHepoM Ta fiByara, B AKMX MeHCTpyauii noyaamcs
LLLOHaMEHLLIE PiK TOMY).

3BMyaliHa novaTkoBa f060Ba fo3a 4S9 AiTeid Ta NigNITKIB i3 reTepo3nroTHOK CIMEHOK TinepxonecTepuHeMietd CTaHOBUTL 5 Mr Ha [o6y. Jlikapcbkuii 3aci6
3a3BuYali cnif npuiimati nepopanbHo B f03ax Big 5 Mr o 20 Mr oguH pa3 Ha Aoby. MigsulyBaTy 403y Cnif BiANOBIAHO A0 iHAMBIAYaNbHOI BiANOBIAI AUTUHM Ha
NiKyBaHHSA Ta NEepPeHOCMMOCTI JliKapCbKOro 3acoby, AOTPMMYHOUMUCL PEKOMEHALIIA LWOAO NMiKyBaHHA AiTeid (amB. po3gin «Oco6nMBOCTI 3acTOCyBaHHS»). lMepes
MoyYyaTKOM Tepanii po3yBacTaTMHOM AITAM Ta NIANITKaM Cnif MPU3HAYUTU CTaHZAPTHY TiNOXOMIeCTEPUHEMIYHY AIETY, AKOI NauieHTV MarTb AOTpUMyBatucs i
NPOTAroM NikyBaHHs. be3neky Ta epeKTUBHICTb NiKapCbKOro 3acoby y Ao3ax Ginblie 20 Mry Wi nonynsauii He A0CiAKyBanu.

Tabnetky no 40 Mr He 3aCTOCOBYBaATU AiTAM.

[iTn Bikom o 10 pokiB

[ocBig nikyBaHHs fiTeil BikoM A0 10 poKiB 06MeXeHWA 3aCTOCyBaHHSAM iKapCbKOro 3acoby HeBenMKIiiA KifbKoCTi nauieHTiB (Bikom Big 8 o 10 pokiB) i3
rOMO3WIOTHOO CIMEMHOIO FinepxonecTepuHeMieto. Takum YMHOM, PO3yBacTaTUH He PEKOMEHAYETLCA 3aCTOCOBYBATH AiTAM BikoM 0 10 pokiB.

Nepeno3yBaHHA.
CneunivyHOro fikyBaHHA nepefo3yBaHHsA HEMAE. Y pasi nepefo3yBaHHA nauieHTa Cnif NikyBaTh CUMNTOMATUYHO Ta Yy pasi HeOoOXiAHOCTI — BXUTU NIATPUMYHOUNX



3axogiB. MoTPiGHO KOHTPOMHOBATM PYHKLIT NeYiHky Ta piBHI KK. EQeKTUBHICTb remofianisy ManoinmoBipHa.

Mo6iyHI peakuii.

3 60Ky KpoBi Ta NiMaTnYHOT CUCTEMMN: TPOMOOLIMTOMEHIS.

3 60Ky IMYHHOT CMCTEMM: peakUii rinepyyTINBOCTI, B TOMY YMCAI aHrOHEBPOTUYHNIA HaBPSK.

3 60Ky eHIOKPUHHOT CUCTEMMU: LIYKPOBWA fliabeT”.

3 60Ky MCUXikn: genpecis.

3 BOKy HepBOBOI CUCTEMU: rONIOBHUIA 6inb, 3aNamopOYeHHs, NoMiHeBpoNaris, BTpaTa nam’aTi, nepugepuyHa HeBponaris, po3nagu cHy (B TOMY 4ucni 6e3COHHA Ta
HiYHI KoLLMapw).

3 60Ky opraHis AnxaHHs, rpyAHOT KNiTKU Ta cepefloCTIHHA: Kallenb, 3a4uLLIKa.

3 BOKY LLTYHKOBO-KMLLKOBOTO TPaKTY: 3anop, HyoTa, abfoMiHanbHWiA 6iflb, NaHKpeaTwT, fiapes.

3 60Ky renaTobiniapHOi cUCTeMU: NiABULLEHHSA PIBHA MEYIHKOBMX TpaHCaMiHa3, XXOBTAHULA, renaTu.

3 60Ky LLUKipW Ta NifLWKipHOT KNiTKOBUHW: CBEPOIX, BUCKM, KPONWB’AHKa, CMHAPOM CTiBeHca->KOHCOHa.

3 60Ky CKeneTHOI MycKynaTypu Ta Cnoay4yHOl TKaHWHW: Mianrid, mionatia (B TOMy 4ucni Mio3uT), pabAomioni3, BOBYaKOMOAIOHMA CUHAPOM, PO3pUB M’S3iB,
apTpanris, NopyLeHHs 3 6OKY CYyX0XW/b, IHKONN yCKNagHeHi po3puBamu, iMyHOOMNOCepeaKoBaHa HEKPOTM3YytoYa Mionaris.

3 60Ky HMPOK Ta CeYvoBUAINLHOT CUCTEMM: rematypis.

3 60Ky penpofyKTUBHOT CUCTEMMU Ta MOIOYHYX 3a/103: THEKOMACTIS.

3arasibHi po3nagmn Ta cTaH Micus BBefeHHS: acTeHis, HabpsK.

*YacToTa 3a1eXUTb Bifl HAABHOCTI (haKTOpPIB pU3MKY (PiBeHb I/IOKO3M HaTlle = 5,6 MMOnb/1, IMT > 30 Kr/M2, nigBuLLEeHi piBHi TpUrniuepuais,
aprepiasibHa rinepTeHsia B aHaMHesi).

AK i Npy 3acTocyBaHHI iHWKX iHri6iTOpiB TMIT-KOA, yacToTa HebaxXaHUX peakLiii Mae TEHAEHLLitO 3anexartu Bif, 403w.

Bname Ha HUPKK

MMpoTeiHypia, BUABMEHa Yy pe3ysnbTaTi aHani3y 3a TeCT-CMYXXKamy Ta MepeBaXKHO KaHa/bLeBOro MOXO[PKEHHS, CriocTepiranacs y MauieHTiB, AKi 3aCTOCOBYBaIv
po3yBacTaTVH. 3MiHM BMICTY 6ifika y cedi Bif Hyns abo cnifiB A0 3Ha4yeHHs ++ abo Ginblue cnoctepiranncd B < 1 % nauieHTiB NepiogMyHO B XOZAi 3aCTOCYBaHHSA
nikapcbKoro 3acoby B go3ax 10 Ta 20 mr i npunbnmsHo y 3 % — npu Ao3i 40 mr. HeBenvke 36i/bLUEHHS YaCTOTK 3MiHW BMICTY Bif Hynst abo CnifiB [0 3HAYEHHS +
cnocTepirannca npu fo3si 20 Mr. Y 6ibLWOCTI BUNAAKIB NPOTEIHYpiA 3MeHLYyBanacq abo 3HMKana CrOHTaHHO NPW NPOAOBXEHHI Tepanii. 3a JaHUMW LOCNiIKEeHb Ta
MOCTMAPKETUHIOBUX CMOCTEPEXXEHb HAa [aHWA 4ac He BUABMNEHO MPUYMHHO-HACMILAKOBOrO 3B’A3KY MDK MPOTEIHYPIED Ta rocTpum abo nporpecyroymm
3aXBOPHOBAHHAM HUPOK.

Ha T/1i 3acTOCyBaHHA po3yBacTaTuHY Bi3Ha4eHO BUMAaAKKN rematypii; 3a JaHUMK JOC/ifpKeHb YyacToTa i Masa.

Bnave Ha ckeneTHy MycKynaTypy

YpaXeHHs CKENETHOI MYCKynaTypu, Taki SiK Mianrisi, mionaTisi (B TOMY 4MCAi Mio3nT), Ta 3piaKa pabaomioni3 i3 rocTpOK HUPKOBOK HEAOCTATHICTHO YK 6e3 Hel 6ynun
BifI3HAYeHi Npw 3aCTOCYBaHHI ByAb-AKNX 103 pO3yBacTaTuHy, 0c0611BO Npu fo3ax > 20 mr.

Y nauieHTiB, AKi NpuinMann po3yBacTaTuH, CNoOCTepirasocs Ao303anexHe 3pocTaHHs piBHIB KK; y 6inbLIOCTi BUNagKiB seuLle 6yno cnabkmm, acMMnTOMaTUYHUM Ta
TUMyacoBuM. AKLo piBHi KK nigsuieHi (> 5 pasis suwe BMH), nikyBaHHs cnig npunuHnTY (41B. po3ain «Oco6MBOCTI 3aCTOCYBaHHS).

Bnaue Ha neyviHky

AK | npn 3acTocyBaHHI iHWKX iHri6iTopiB TMI-KoA-pefyKTasn, y HEBENMKOT KifIbKOCTI MauieHTiB, AKi nNpuiiMann po3yBacTaTWH, Bif3Havanocs A0303a/1eXxHe



36i/bLLEHHA PiBHA TpaHCaMiHa3; Yy 6i/bLIOCTI BUNaAKIB ABuLLE 6Y/10 ClabKnm, aCMMNTOMaTUYHUM Ta TUMYACOBUM.

Ha Tni 3acTocyBaHHA AefKUX CTaTWUHIB Bif3Hayanmcs Taki HebaxaHi siBULLA AK po3faf, cTaTeBOl (DYHKLIT i OKpeMi BMNaAKW IHTepPCTULiafIbHOT XBOPOOGWU NereHb,
0C0611BO NPU TPUBAIOMY 3aCTOCYBaHHI (AMB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS).

YacToTa noBiAoM/IEHb NPO pabAoMioNi3, CEPi0o3HI MOPYLUEHHSA 3 60KY HUPOK Ta MeYviHKK (NepeBaXkKHO MiABULLEHHS aKTUBHOCTI NEYiHKOBMX TpaHcaMiHa3) GinbLua npu
3acToCyBaHHI po3yBacTaTuHy B 403i 40 Mr.

LiTn

MigBULLEHHA piBHS KpeaTUHKiHa3n >10 pasis Buwe BMH Ta cumntomu 3 60Ky M’A3iB Micns (Pi3UYHOro HaBaHTaXXeHHS abo NiABULLEHOT (i3NYHOT aKTUBHOCTI
crniocTepirannca yacTille y AiTei Ta NigniTKiB NOPIBHAHO 3 gopociumun (amne. po3ain «OcobnmnBOCTI 3aCTOCYBaHHS»). NpoTe Npodinb 6e3neKkn po3yBacTaTUHY Y AiTein
Ta NigniTkis 6yB NOAIGHMM L0 TAKOro'y LOPOC/IUX.

[MoBiAOMNEHHSA NPO NiA03PKOBAHI NOOIYHI peakLii

MoBifOMMEHHA NPO Nifo3ptoBaHi MNOBIYHI peakuii nicna peecTpauii NikapcbKoro 3acoby € BaXXNMBUM. Lle fae 3Mory npofoBXKyBaTh KOHTPO/Ib 3a CMiBBi4HOLIEHHAM
KOPUCTL/PU3NK 3aCTOCYBaHHSA NiKApPCbKOro 3acoby. MNMpoxaHHs 40 MeAMYHUX MpauiBHUKIB NOBIAOMAATY Npo Oyab-AKi Nifo3ptoBaHi NO6GIYHI peakuii BiANOBIAHO A0
HaLiOHa/IbHOT CUCTEMM MOBILOM/NEHD.

TepMiH NpUAATHOCTI. 2 POKMW.

YM0BM 36epiraHHs.
36epirati B OpUriHa/IbHIN ynakoBLi Npy TeMnepaTypi He BuLe 25 °C.
36epiratny HegOCTYNHOMY ANs AiTei Micui.

YnakoBka. o 10 TabneTok y 6nicTtepi; no 3 6nictepn y nayui.

KaTteropis Bignycky. 3a peLentom.

Bupo6Huk. AT «KUTBCbKWIA BITAMIHHI 3ABO/».

Micue3HaxomMkeHHS BUPOOHMKaA Ta afpeca Micua NpoBafKeHHS MOro 4isiNIbHOCTI.

04073, YkpaiHa, M. Knis, Byn. Konuniscbka, 38.
Web-caiiT: www.vitamin.com.ua



