IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

PO3ACTUH®
(ROSASTIN)

Cknag:
Ai0Ya pevyoBnHa: po3yBacTaTuH;

1 TabneTka MiCTUTb PO3yBacTaTUHY KasbLito 5,2 Mr, LLLO eKBIBaJIEHTHO po3yBacTaTUHy 5 Mr;

1 TabneTka MiCTUTb po3yBacTaTuHy KasbLito 10,4 Mr, WO eKBiBaleHTHO po3yBacTaTuHy 10 Mmr;

1 TabneTka MiCTUTb Po3yBacTaTuHy KasibLito 20,8 Mr, L0 eKBiBa/IeHTHO po3yBacTaTtuHy 20 Mr;

1 TabneTka MiCTUTb PO3yBacTaTUHY KasbLito 41,6 Mr, WO eKBiBa/leHTHO po3yBacTaTuHy 40 Mmr;
[ONOMI>KHI PEYOBMHK: HATPIO riapoKapOboHaT; Ka/bLito KapboHaT OCaIPKEHWIA; NaKTo3a, MOHOriApaT; Lentono3a Mikpokpuctaniyda (PH 101); KpocnoBigoH, Tmn A,
nosigoH (K-30); uentonosa mikpokpucTaniyHa (PH 102); marHito cteapar;
Ana Tabnetok no 5 mr — cymiw and nniskosoro nokputta Opadry Yellow (03K520021): HPMC 2910/rinpomeno3a 6 cP (E 464), TutaHy giokeng (E 171),
TpuaueTuH, TaptpasvH (E 102), cneuiansHuin yepsoHmnin AG (E 129), iHgurokapmiH (E 132);
Ana Tabnetok no 10 mr, 20 mr, 40 Mr — cymiw ans nniskosoro nokputTa Opadry Pink (03K540034): HPMC 2910/rinpomenosa 6 cP (E 464), TutaHy giokeug (E
171), TpnaueTuH, xxoBTui 3axig FCF (E 110), cneuiansHuid YepBoHuin AG (E 129), iHaurokapmiH (E 132).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/I0HKOHO.

OCHOBHI (pi3MKO-XiMiYHi BNaCTUBOCTI:

TabneTku No 5Mr — Kpyrni, ABOONyK/i TabneTKN XXOBTOr0 KONbOPY, BKPUTI NMIBKOBOK 0O0/MIOHKOHD, 3 rpaBitOBaHHAM «5» Ha OfHIN CTOPOHI Ta «R» Ha iHLWIN,
NPUGAN3HO 7 MM Yy fiaMeTpi;

TabneTku no 10 Mr — Kpyrni, ABOONYKNi TabMeTKN POXKEBOro KO/bOPY, BKPUTI MNIBKOBOK 000/IOHKOLO, 3 rpaBitoBaHHAM «10» Ha OfHIN CTOPOHI Ta «R» Ha iHLWI,
NPUBIN3HO 7 MM Y AiiaMeTpi;

TabneTkn no 20 Mr — Kpyrni, ABOONYKNi TabNeTKN POXEBOro KoMbOpPY, BKPUTI MNIBKOBOK 060/1I0HKOLO, 3 rpaBitoBaHHAM «20x» Ha OfHI CTOPOHI Ta «R» Ha IHLLUIMN,
nprban3HoO 9 MM y AiiaMeTpi;

TabneTku no 40 Mr — oBasibHi, ABOOMYKNi TabNETKN POXKEBOr0 KOMbOPY, BKPUTI MNiBKOBOO 060/0HKOL0, 3 rpaBitoBaHHAM «40» Ha OAHIl CTOPOHI Ta «R» Ha iHLWIN,
NPUGAN3HO 12 MM Y AOBXUHY Ta 7 MM Y LLMPUHY.

dapmakoTepaneBTUYHa rpyna. I'inoninigemMiyHi 3acobu. IHri6iTopy FMI-KoA-pefykrasu.
Kog ATX C10A AO7.

dapmakosoriyHi B1acTmBOCTI.

dapmakogHamika.

MexaHi3m gii

Po3yBacTaTWH — Lie CENEeKTUBHUIA Ta KOHKYPEeHTHWiA iHribitop MMI-KoA-pesyKTasu, epmMeHTy, WO BU3HAYaE LUIBUAKICTb peakuil Ta nepeTBoproe 3-rifpokcu-3-
METUNTNYTapun KoepMeHT A Ha MeBasioHaT, NnornepeaHnK XonectepuHy. OCHOBHUM MiCLEM AiT po3yBacTaTWHY € MeYviHka, opraH-MilleHb A5 3MEHLUEHHSA PiBHA



XONECTEPUHY.
Po3yBacTaTuH 36i/bLUy€E KifIbKiCTb pPeLenTopiB NiNonNpoTeiHiB HM3bKOT WinbHOCTI (JITTHLLL) Ha NoBepxHi KNITUH MeYiHKKX, NOCKIOKYM 3aXO0MNJIEHHA Ta KaTaboni3m
JMHLLL, Ta NpUrHivye nevyiHKoBUI CUHTE3 NINONPOTEIHIB AyXXe HU3bKOT WinbHOCTI (JITAHLLL), Takum YMHOM 3MEHLLYOUN 3aranbHy KinbKicTb YacTUHOK JITTAHLL,
Ta JINMHLLL,.

dapmakogmnHamiyHa gis

P0o3acTUH® 3HMKYE NigBuMLLEHNI piBeHb XonecTepuHy JIMHLLL, 3aranbHOro XonecTepuHy Ta TPUrAiLEpuaiB i NiABULLYE piBeHb XONECTEPUHY NiNOMNPOTEIHIB BUCOKOT
winbHocTi (JINBLL). BiH Takox 3MeHLIye piBHi anoB, XC-He/INBLL, XC-MNAHLW, Tr-AnAHLL, Ta nigsuilye piseHb anoA-l. Po3acTUH® TakoX 3MeHLLye
cnissigHoweHHA XC-JTMHLW/XC-MBLL, 3aranbHoro XC/XC-JTMBLL,, XC-He/1MNBLLU/XC-JTNBLL, Ta anoB/anoA-I.

TepaneBTUYHWI e(heKT AOCAraeTbca NPOTAroM 1 TWXKHS MiCAs NoyaTKy 3acTtocyBaHHS npenapaty, 90 % MaKCMManbHOTO epekTy — yepes 2 TMKHI. MakcuManbHui
edheKT 3a3BMYall JOCAraeTbCA Yepes 4 TUXKHI Ta TpUBae Hagani.

dapmakoKiHe TVKa.

BCMOKTYBaHHS

MakcumasibHa KOHLLEHTpaLlis po3ysBacTaTuHy Y nnasmi KpoBi (Cpax) LOCATaETbCA MPUOAN3HO Yepe3 5 rofguH nicns nepopasibHOro 3actocyBaHHs. A6COMIOTHA

6i0f0CTYNHICTb CTAHOBUTL NPU6M3HO 20 %.

Posnogin

Po3yBacTaThH 3HaYHMM YMHOM 3aXOrJIH0ETLCS MEYIHKO, IKa € OCHOBHUM MICLIEM CMHTe3y XonecTepuHy Ta KnipeHcy XC-JIMHLL,. O6’em po3noginy po3ysBacTaTUHy
CTaHOBUTb Npu6aM3HO 134 n. MprnbnnsHo 90 % po3yBacTaTHY 3B’A3YETLCA 3 BiIKamu N1a3mMy KPoBi, NEPEBAXKHO 3 allbbYMiHOM.

MeTabonism

Po3yBacTaTWH 3a3Hae He3Ha4yHoro metaboniamy (npubnmnsHo 10 %). OocnigkeHHA MeTaboni3My in Vitro i3 BUKOPUCTaHHAM renaTouuTiB MOAUHN CBigyaTb, WO
po3yBacTaTVH € cfabkumM cy6cTpaToM A/t MeTabosiaMy Ha OCHOBI (hepMeHTIB LuToxpomy P450. OcHOBHUM 3aisiHUM i30(epmeHToM € CY P2C9, AeLlo MeHLWyY ponb
BigirpatoTb 2C19, 3A4 Ta 2D6. OCHOBHMMW BM3HAYeHNMM MeTaboniTamu € N-AeCMeTUN0BUIA Ta NakTOHOBUIA MeTaboniTh. N-gecmeTun-metaboniT npubansHo Ha 50
% MeHLU aKTUBHWI, HIXX pPO3yBacTaTWH, IAKTOHOBWIA MEeTabonNiT BBaXKAETbCH K/IHIYHO HeaKTMBHUM. Ha posysactaTvH npunagae 6Ginbwe 90 % akTMBHOCTI
LMpKy oroYoro iHribiTopa FMIM-KoA-pegykTasu.

BuBeaeHHA

Mpn6an3Ho 90 % [03u po3yBacTaTUHY BUBOAUTLCS Y HE3MIHEHOMY CTaHi 3 Ka/ioM (pa3oM BCMOKTaHa Ta HEBCMOKTaHa fitova peqyoBuHa), pewuta BUBOAMTLCA i3
ceyeto. MpnbAn3Ho 5 % BMBOAMTLCA i3 Ceveto Yy He3MiHeHil opmi. Mepiog HaniBBMBEAEHHS i3 Nna3my CTaHOBUTL NPUOAN3HO 19 roAnH i He 36iNbLUYETLCS NpU
nigBuLLEHHI 03K. CepeiHE reOMeTPUYHe 3HaYeHHS KipeHCy npenapary i3 naasmu KpoBi CTaHOBUTL NpubnmnsHo 50 n/rof (koediuieHT Bapiauil — 21,7 %). AK i womo
IHWKX iHri6iTopis TMIM-KoA pefykTasn, neviHKOBe 3aXOM/IeHHs Po3yBacTaTuUHY BifOYBaeTbCA 3a yyacTo MeMbpaHHOro tpaHcnoprtepa OATP-C, akuid Bigirpae
BaXX/IMBY PO/ib Y NEYiHKOBIM eniMiHaLiT po3yBacTaTuHy.

NiHiAHICTD

CuctemHa ekcnosuuis (AUC) posyBacTaTUHy 36inbLLYETHCA NPONOpPLiAHO f03i. MNpu 6araTopasoBoMy LLOAEHHOMY 3aCTOCYBaHHI napameTpy (hapMakoKiHETUKM He
3MIHIOHOTbCH.

Oco6mBi rpynu nauieHTIB

Bik TacTaTtb

He cnocTtepiranocs KniHIYHOro 3Ha4vyLoro BNAMBY BiKy abo cTaTi Ha (hapMaKOKIHETUKY po3yBacTaTuHY Y Aopoc/inX. dapmMaKoKiHETMKA po3yBacTaTUHY Y [iTei Ta
NigNITKIB i3 reTepo3nMroTHOO CIMENHOO rinepxonecTepuHeMieto 6yna NnogibHO A0 PapMakoKIHETUKM Y JOPOCANX [06POBO/bLIB (AMB. PO3ain «iTn»).

Paca

dapmMakoKIHETUYHI AOCNIIKEHHS AEMOHCTPYHOTb, WO Y MauieHTiB MOHIOMOIAHOT pacy (SINOHWIB, KUTaWuiB, (ininniHuiB, B’€THaMUiB Ta KOPENLiB) mefiaHHi



3HayeHHs AUC Ta Cig¢ NPMGAM3HO BABIYI BULL, HDXX Y €BpONenLis; y iHAIALIB mMefiaHHI 3HaueHHA AUC Ta Cyg MiABMLEHI npubnansHo B 1,3 pasa. AHani3
nonynAuinHoT hapMakoKiHETUKM He BUSIBUB KIHIYHO 3HAYYLLLOT Pi3HMLi MiXK naLiieHTaMn eBPOMNeoifHOI Ta HerpoifHoI pac.

rMopyLUEeHHS OyHKLIT HUPOK

Y npoueci JOCNiMKEHHA 3a y4yacTi MauieHTIB i3 PI3HUM CTyMeHem MOpYLUeHHA (YHKLUIT HMPOK 3MIH M1a3MOBMX KOHLIEHTpaLiii po3yBacTaTMHYy ab6o N-
[ecMeTn/1-MeTaboniTy B 0oCib 3i CnabKok YM MOMIPHOK HeLOCTATHICTHO Bif3HA4eHO He Oysi0. Y NauieHTIB i3 THKKMMU NOPYLUeHHAMM (PYHKUIT HUPOK (KipeHe
KpeaTuHiHy <30 M1/XB) NNa3mMoBi KOHLEHTpaLii po3yBacTaTuHy 6ynv B 3 pasu, a piBHi N-gecmeTun-metabonity B 9 pasiB BUWMMMN, HIXK Y 340p0BMX L0OPOBO/IbLIB.
PiBHOBaXKHI Mna3MoBi KOHLEHTpaLil po3yBacTaTMHy Yy NauieHTIB, SKi nepebyBatoTb Ha remofianisi, 6ynn npu6nmsHo Ha 50 % BULLMMKM, HDXK Y 3[40POBUX
[06pOBONbLIB.

MopyLUEHHS OYHKLIT NeYiHKK

Y npoueci AoCniMKeHHs 3a y4acTio NauieHTiB i3 Pi3HMM CTyneHeM MOpYLUeHHS (DYHKUIT neviHkn o3Hak nigsuweHoi AUC po3syBacTaTUHy He 6y/0 BUSIBNEHO Y
nawieHTiB, CTaH SKMX OLliHIOBaBCA y 7 abo MeHLe 6aniB 3a Lkanoto Yainnga-MN’to. OgHak y ABOX NaLieHTiB, fKi Habpanm 8 Ta 9 3a wkanoto Yaiinga-M’to, AUC byna
LLOHaMeHLLIe BABIYI BULLLA, HDXK Y NaLieHTIB i3 MeHLIMMKM Ganamu. [LOCBif 3aCTOCYBaHHA po3yBacTaTMHY NalieHTaM, CTaH AKUX OLiHIOETbCA Y Binblue HiXX 9 6aniB 3a
wKanoto Yannga-r’o, BigCyTHI.

"eHe TUYHKIA noniMopgiam

Posnogin iHri6iTopis TMIM-KoA-peyKTasun, B TOMY YMCNi po3yBacTaTuHY, BifOyBaeTbCsA 3a y4yacTio TpaHCnopTHUX 6inkie OATP1B1 Ta BCRP. ¥ nauieHTiB i3
reHeTnyHUM nonimopgiamom SLCO1B1 (OATPLB1) Ta/abo ABCG2 (BCRP) icHye pu3uk nigsumileHoi AUC posysacTatuHy. [Npu okpemux opmax noniMmopgismy
SLCOI1B1 ¢.521CC 1a ABCG2 c.421AA AUC po3syBacTaTuHy nifsuileHa nopiBHAHO 3 reHoTunamy SLCO1B1 ¢.521TT a6o ABCG2 ¢.421CC. CneuianbHe
reHOTMNYBaHHA B KNIHIYHIA NpakTuLi He nepefbayeHe, ane nawieHTam i3 TakMM NofiMopgiaMomM peKoOMeHAYETLCA 3aCTOCOBYBaTH MeHLY [060BY [03y npenapary.
LiTn

dapmakoKiHETUYHI napaMeTpu Yy [AiTeil i3 reTepo3nroTHOK CIMEMHOK rinepxonectepuHeMieto Bikom Bif 10 Ao 17 poKiB MOBHICTIO He BMBYeHi. HeBenuke
(hapMaKOKIiHETUYHE AOCNIIKEHHS 3aCTOCYBaHHS po3yBacTaTuHy (Y BUrNIsSAI TabneTok) 3a yyacTto 18 fiTeil npogeMoHCTpyBaso, wo AUC npenapaTty Yy AiTel 3icTaBHa
3 TaKOK Y A0POC/NX NauieHTiB. Kpim TOro, pesynbTaTvi BKasytoTb Ha BiCYTHICTb BUPAXXEHOI0 BiAXUIEHHS Bif A030MPONOPLiAHOCTI.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

NikyBaHHA rinepxonecTepuHemii

[opocnum, nignitkam Ta Aitam BikoM Big 10 pokiB i3 NepBUMHHON rinepxonectepuHeMieto (Tuny lla, B TOMy uucni i3 retepo3vroTHOK CiMENHO
rinepxonectepmHemiero) abo 3milaHoto gucninigemieto (tuny I1b) Sk 4ONOBHEHHSA [0 AIETW, KOAW AOTPUMAHHSA AIETWU Ta 3aCTOCYBaHHSA IHLLMX HEMEAWKAMEHTO3HMX
3aco0iB (Hanpuknag, gisvyHUX BNpas, 3HKEHHA Macy Tifla) € HeOCTaTHIM.

Mpy rOMO3UrOTHIN CiIMEIHIN rinepxonecTepuHEMIl SIK JOMOBHEHHSA A0 AIETU Ta iHLWMX NiNiA03HMKYHUMX 3ac06iB NiKyBaHHS (Hanpuknag, ajepesy JSIMHLL) a6o y
BUMaZKax, KON Take NliKyBaHHSA € HEeJOPEYHUM.

MpodinakTuKa cepLeso-CyaNHHIUX NOPYLUEHb

3anobiraHHa 3HaYHWM CepLEeBO-CYAVHHUM MOPYLUEHHAM Y MauieHTIB, AKMM, 3a OUiHKaMW, 3arpoXXye BUCOKWA PU3MK MepLIoro BUMAAKY CepLeBO-CYAMHHOrOo
MopYLLEHHS (AMB. po3ain «PapMakoaMHaMIKa»), AK 4ONOBHEHHS [0 KOPeKLUiT IHLLMX (DaKTOPIB PU3MKY.

MpoTurnokasaHHs.
MpenapaT NPOTUNOKa3aHWIA:
— nayieHTam i3 NiABMLLEHOI YYT/IMBICTIO A0 PO3yBacTaTUHY abo A0 Oy/b-AKOi3 JONMOMIKHMX PeYOBMH Npenapary;



— nayieHTam i3 aKTVBHUM 3aXBOPIOBAHHAM MEYiHKM, B TOMY YMCAi CTINKUMK NiABULLEHHAMW CUPOBATKOBMX TPaHCamiHa3 HEBIAOMOI eTionorii Ta 6yAb-aKuMu
NiBWLLEHHSMW TpaHCaMiHa3 Yy CMpPOBaTL, WO BTPUYI MEPEBULLYIOTL BEPXHIO MeXY Hopmu (BMH);

— nayieHTam i3 THKKUMU NOPYLUEHHAMN PYHKLIT HUPOK (KNipeHe KpeaTuHiHY <30 M//XB);

— naiieHTaM i3 mionaTieto;

— naujieHTam, AKi 0fHOHYaCHO OTPUMYIOTb LIMKIOCTOPUH;

— Yy nepiog BariTHOCTI Ta rofyBaHHA rPYAAH0, a TAKOX XIHKaM PernpoayKTUBHOTO BiKY, AIKIi He BUKOPUCTOBYHOTb Ha/IEXHI 3aC00M KOHTpaLenwii.
[o3a 40 Mr npoTMnokasaHa nawieHTam 3i CXUIbHICTIO A0 MionaTii/pabaomionisy.

[0 hakTopiB TaKOro pU3MKY HasleXaTb:

— MOMipHE MOopYLUEHHA (DYHKLIT HAPOK (KNipeHC KpeaTnHiHy <60 M/XB);

— rinoTumpeos;

— HasABHICTb B 0CO6GUCTOMY ab0 POAMHHOMY aHaMHe3i CrMagKoBUX M’ A30BUX 3aXBOPHOBaHb;

— HasABHICTb B aHaMHe3i MiIOTOKCMYHOCTI Ha T/ 3aCTOCYBaHHS IHWMX iHri6iTopis TMIT-KoA- peagykrasu abo (ibparis;

— 3/10BXMBaHHA aJIKOT0/1eM;

— CUTYyaUii, Lo MOXYTb MPU3BECTM A0 NiABULLEHHSA KOHLEHTpaL T npenapary B niasmMi Kposi;

— HaIeXHICTb 0 MOHIOMNOIAHOT pacu;

— CYNYTHE 3aCTOCYBaHHS (hibpaTiB

(ovB. po3ginu «®PapmakoKiHETUKa», «B3aeMOgis 3 IHLLIMMM NiKapCbKMMK 3ac06aMK Ta iHLLI BUAY B3aEMOZiV» Ta «OC06/IMBOCTI 3aCTOCYBAHHS).

B3aemogis 3 iHLUMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.

Bnave cynyTHix npenapaTiB Ha po3yBacTaTuH

IHriGiITOPN TPaHCNOPTHYUX BiNKIB

Po3yBacTaTuH € Cy6CTpaTtoM A5 AeaKUX TPaHCMOPTHUX 6ifKiB, B TOMY 4YMC/i MEYIHKOBOro TpaHcnopTepa 3axonneHHs OATPIB1 Ta ep/ilOKCHOro TpaHcnopTepa
BCRP. OgHouacHe 3acTocyBaHHS npenapaTy Po3acTuH® i3 nikapcbKumun 3aco6amu, WO NPUTHiYYOTh Lii TPAHCMOPTHI 6GiNKK, MOXe NpU3BOAUTM A0 NiABULLEHHS
KOHUeHTpaLil po3yBacTaTUHy B Mna3mi KPOBi Ta 306iNblUEHHA pu3nKy MionaTil (guB. po3ginn «B3aemogis 3 iHWUMK NiKapCbKMMKM 3acobaMun Ta iHWi BUAW
B3aEMOfii», «OcoB6MBOCTI 3aCTOCYBaHHS», «CMnoci6 3aCTOCYBaHHA Ta 403U, TabULIO 2).

LinknocnopuH

Y nepiof cynyTHLOro 3acToCyBaHHs npenapaty Po3acTH® Ta LyknocnopnHy 3HadeHHss AUC posyBacTaTuHy Gynn B cepeiHbOMY NPUBAN3HO y 7 pasiB BULLMMM,
HiXK Ti, SKi cnocTepiranunca y 340poBux Ao6poBonbLiB (AvB. Tabnuuto 2). MpenapaT NpOTUNOKa3aHWA NauieHTaM, SKi 0HOYaCHO OTPUMYHOTb LIMKNOCNOPUH (AMB.
po3ain «[1poTUNOKa3aHH:»).

CynyTHe 3aCTOCYBaHHSA He BMN/IMBA/IO Ha KOHLIEHTPAL,it0 LIMKIOCMOPUHY B Na3Mi KPOBI.

IHri6iTOpPK NpoTeasn

Xo04a TOYHMI MexaHi3M B3aeEMOLIT HEBIZOMMIA, OLHOYACHE 3aCTOCYBaHHS HriGITOPIB NpoTeasn Moxe 3HauyHo 36inbwyBatn AUC posysacTaTuHy (AuB. Tabnuuio 2).
Hanpwvknag, y gocnifjpkeHHi (hapMakoKiHETUKN 0gHOYacHe 3acTocyBaHHA 10 Mr po3yBacTaTUHY Ta KOMGIHOBaHOrO /likapCbKOro 3acoby, Wo MICTUB [Ba iHribiTopu
npoteasn (300 mr atazaHaBipy/100 Mr pUTOHaBipy), y 340POBUX J06POBO/LLIB CynpoBomKyBanocs niasulLeHHAM AUC Ta Cp o PO3yBacTaTviHy npnbnusHo B 31a 7

pasiB BignosigHo. OAHoYacHe 3acTOCcyBaHHS npenapaTy Po3acTuH® Ta aeskmx KoMm6iHaLiii iHri6iTopis NpoTeasn MoXMBE NiCNS PETeNbHOr0 06MipKyBaHHS KOpeKLiT
[031 npenapaty Po3acTnH®, BrXxoasuM 3 o4ikyBaHOro 3pocTaHH AUC posyBacTaTUHY (AMB. po3ainn «B3aemogis 3 iHWMMKU NiKapcbKUMK 3ac06aMK Ta iHLWi BUAW
B3aeMOAi», «OcobNMBOCTI 3aCTOCYBaHHS», «CNOCi6 3aCTOCyBaHHS Ta A03W», Tabnuuto 2).

eMcpi6po3un Ta iHWi NinifZo3HM>KYYi 3ac06u



OpfHouacHe 3acToCcyBaHHs npenapaTy Po3acTMH® Ta remdibposnny npussoamno ao 3poctaHHs AUC Ta Cpyay PO3yBacTaTHy B 2 pasu (AuB. po3gin «Oco6mBoCTi
3aCTOCYBaHHSA»).

Buxogaum 3 gaHux cneuianbHUX LOCHIIKEHb, (hapMakKOKIHETUYHO 3HaYyLLOi B3aeMOfii 3 (peHOIObpaTOM He OYiKYETbCS, OHAK MOX/MBa (PapmakognmHaMivHa
B3aemopis. M'emibposmn, peHodibpat, iHWI GidpaTy Ta NiNigo3HKYOYI 003K (> abo piBHI 1 r/a06y) HialuMHy (HIKOTUHOBOI KUCMOTK) 36iNbLUYHOTL PUSMK MionaTil
npy CynyTHbOMY 3aCTOCyBaHHi 3 iHribitopamm TMI-KoA, AMOBIPHO, 38 paxyHOK TOrO, L0 BOHW MOXYTb CMIPUYMHATA MIONaTito, KoM X 3aCTOCOBYHOTb OKPEMO.
[o3a 40 Mr npoTunokasaHa Npu cynyTHLOMY 3aCTOCyBaHHI (hibpaTiB (AMB. po3ainm «MpoTmunokasaHHs» Ta «OCco6/IMBOCTI 3aCTOCYBaHHS»). TakMM MNaLieHTaM TakoX
CNij noYMHaTy Tepanito 3 4o3n 5 Mmr.

E3seTuMmi6

OfiHoYacHe 3acToCyBaHHs npenapaty Po3acTuH® y nosi 10 mMr Ta e3eTumiby 10 Mr naiieHTam i3 rinepxonecTepuHeMicto Npu3BoAMIO0 40 3pocTaHHs AUC

po3yBacTaTvHy B 1,2 pa3a (auB. Tabnuuio 2). He MOXKHa BUK/KOYaTK (PapmMakoguHaMiYHOT B3aeMOAIT MiXK npenapaTom PosacTvH® Ta eseTumiGom, O MOXe
MPU3BECTN L0 HebaXKaHMX ABULY, (aMB. po3gin «OcobAMBOCTI 3aCTOCYBAHHS).

AHTauUWHI npenapaTu

OfiHoYacHe 3acTocyBaHHA npenapaTy Po3acTMH® i3 cycneH3isMy aHTaumiis, WO MICTATb TiAPOKCUA a/IlOMiHII0 ab0 MarHito, 3HWXKYBa0 KOHLIEHTPALLito
po3yBacTaTvHy B NfasMmi KpoBi npnbnmsHo Ha 50 %. Lleli edhekT 6yB MEHLU BMPaXXKEHMM Y pasi 3aCTOCYBaHHS aHTaUMAHWX 3aco6iB 4epe3 2 rogvHM nicns

3acToCyBaHHA npenapaTy PosacTuH®. KniHiuna 3HAYYLWICTb LLIET B3aEMOAIT He BUBYaacs.

EpyTpomiumH

OpfHouacHe 3acTOCyBaHHsi mpenapaty Po3acTvH® Ta epuTpoMiumHy 3HKyBasio AUC posyBacTaTuHy Ha 20 %, a Ca — Ha 30 %. Lis B3aemopis MoXxe 6yTu
CMPUYNHEHA NOCUIEHOKD NEPUCTANIbTUKOK KULLEYHUKY BHACIAOK AiT epUTPOMILUHY.

depmMeHTU UMTOXPOMY P450

Pe3ynbTaT AOCMIMKEHb iN Vitro Ta in Vivo cBifyaTb, WO po3yBacTaTWMH He IHriGye i He CTUMYNIOE i30(hepmMeHTN umuToxpomy P450. OKpiM LbOoro, po3yBacTaTuiH €
cnabkmMm cy6cTpaTom LMX i30(hepMeHTIB. TakuM YMHOM, B3aEMOZIT 3 NiKapCbK1MMKM 3acobamn B pesybTaTi MeTabosniamy, ornocepeakoBaHoro P450, He ouikyeTbecs. He
CMOCTEPiranocs KiHiYHO 3HauyLUMX B3aEMOAi MiXK po3yBacTaTMHOM Ta (hiykKoHasonom (iHribitopom CYP2C9 ta CYP3A4) ab0 KeToKOHa30/0M (iHri6iTopom
CYP2A6 1a CYP3A4).

B3aemopii, LU0 BUMaralTh KOpPeKLii 4031 po3yBacTaTuHY

Mpu Heo6XifHOCTI 3acTocyBaHHs npenapaTy PosacTwH® 3 iHWWMMKM nikapcbkuMu 3aco6amu, 3gaTHUMM MigsuilyBat AUC posyBacTaTWHy, f03y NpenapaTy

PosacTuH® noTpi6Ho ckopuryeaty. SIKILO ouiKyeTbes, Wo AUC 3pocTe NPUGAN3HO B 2 aG0 GilbLue pasie, 3aCTOCYBaHHs nmpenapaTy PosacTuH® cnif nounHaty 3
[o3m 5 mMr 1 pas Ha Ao6y. MakcumanbHy A060BYy Ao03y npenapaty Po3acTvH® cnif ckopuryBaTi TakvM YMHOM, W06 odvikyBaHa AUC po3yBacTaTUHY He
nepesuwlysana AUC, Lo Bif3HavaeTbeca npu npuiiomMi fo3u 40 Mr/poby 6e3 3acToCyBaHHSA NiKapCbKMX 3ac06iB, L0 B3aEMOAIKOTL i3 NpenapaTtoM; Hanpuknag, npu
3aCTOCYBaHHi 3 remMci6bpo3nnom ao3a PosacTuHy® ctaHoBuTMME 20 Mr (36inbLieHHs AUC B 1,9 pasa), Npwv 3aCTOCYBaHHi 3 KOMGiHaLjicto puToHaBip/aTasaHasip — 10

Mr (36inbLUeHHA B 3,1 pasa), Npy 04HOYaCHOMY 3aCTOCYBaHHI 3 LIMKIOCMOPUHOM — 5 Mr (36i/1bLLEHHSA B 7,1 pa3a).
Tabnmuysa 1

Bnnue cynyTHiX fikapcbkux 3aco6is Ha AUC po3yBacTaTuiHy

(B NOPSIAKY 3MEHLLIEHHS BENIMYMHK) 3a OMYy6BNiIKOBaHUMUN AaHUMU KNIHIYHUX AOCNIIKEHb



PeXxum [103yBaHHS NiKapCbKOoro 3acoby, Wo  |PeXxxum [03yBaHHS 3miHn AUC
B3aEMOJi€ po3yBacTaTuHy po3yBacTaTuHy*
LivknocnopuH Big 75 Mr 2 pasu Ha fo6y go (10 mr 1 pa3 Ha foby, 10(1 7,1 pasa
200 mr 2 pa3n Ha fo6y, 6 micauis [HiB

PeropadheHi6 160 mr 1 pa3 Ha foby, 14 gHiB |5 mr, ogHopa3oBa go3a |1 3,8 pasa
ATtaszaHasip 300 mr/putoHasip 100 mr 1 pa3 |10 mr, ogHopa3osa fo3a |1 3,1 pasa
Ha o6y, 8 aHiB

Cumenpusip 150 Mr 1 pa3 Ha go6y, 7 AHiB 10 mr, ofHopasoBa fo3a |1 2,8 pasa
Bennartacsip 100 mr 1 pa3 Ha fo6y 10 mr, ogHopasoBa fo3a |1 2,7 pasa
OwmbiTtacsip 25 wmr/naputanpesip 150 wmr/|5wmr, ogHopasosa fjo3a |1 2,6 pasa
puToHaBip 100 mr 1 pa3 Ha fo6y/gacabysip

400 mr 2 pasu, 14 gHis

I"pasonpesip 200 mr/en6acsip 50 mr 1 pa3 Ha|10 mr, ogHopa3oBa go3a |1 2,3 pasa
[o6y, 11 fHiB

Mnekanpesip 400 mr/ni6peHTtacBip 120 mr|{5 mr 1 pa3 Ha goby, 7|1 2,2 pasa

1 pa3 Ha o6y, 7 AHiB QHIB

NoniHasip 400 mr/putoHasip 100 mr 2 pasu |20 mr 1 pa3 Ha goby, 7|1 2,1 pasa
Ha goby, 17 fHiB [HiB

"emibpo3nn 600 mMr 2 pa3u Ha foby, 7 AHiB |80 mr, ogHopa3oBa fo3a |1 1,9 pasa
Entpom6onak 75 mr 1 pa3 Ha fo6y, 5 AHiB 10 mr, ogHopasoBa fo3a |1 1,6 pasa
[HapyHasip 600 mr/putoHasip 100 mr 2 pa3un|10 mr 1 pa3 Ha poby, 7|t 1,5 pasa
Ha o6y, 7 gHiB [HiB

TunpaHasip 500 mr/puTtoHasip 200 mr 2 pa3un |10 mr, ogHopasoBa go3a |1 1,4 pasa
Ha goby, 11 gHiB

[poHenapoH 400 Mr 2 pa3un Ha goby Hesigomo t 1,4 pasa
ITpakoHason 200 Mr 1 pa3 Ha o6y, 5 AHiB 10 mr, ogHopasoBa fo3a |t 1,4 pasa **
E3etumio 10 mr 1 pa3 Ha foby, 14 fHiB 10 mr 1 pa3 Ha poby, 14|t 1,2 pasa **

AHiB

do3zamnpeHasip 700 mr/puToHasip 100 mr
2 pa3u Ha 006y, 8 AHiB

10 mr, ogHopa3oBa go3a




Anernitasap 0,3 mr, 7 gHiB 40 mr, 7 fHiB o

CunimapuH 140 mr 3 pasu Ha o6y, 5 aHiB 10 mr, ogHopasoBa fjo3a | «

®eHogibpat 67 Mr 3 pas3u Ha fo0y, 7 AHIB 10 mr, 7 pHiB -

Pudpamnin 450 mr 1 pa3 Ha o6y, 7 aHis 20 mr, ofHOpa3oBa f03a | o

KeTokoHa30n1200 mr 2 pa3n Ha foby, 7 gHiB {80 mr, ogHopa3oBa Jo3a | «

®nykoHa3on 200 Mr 1 pa3 Ha foby, 11 fHiB 80 mr, ogHopa3oBa fo3a | «

EputpomiyunH 500 mr 4 pa3mn Ha foby, 7 gHis |80 mr, ogHopas3osa fo3a |1 20 %

Bavikanit 50 mr 3 pa3u Ha goby, 14 aHis 20 mr, ofHopa3oBa fo3a || 47 %

* [laHi, NpefcTaB/ieHi fK 3MiHa B X pasiB, ABMATL COO0K CNiBBIAHOLIEHHA MiX 3aCTOCYBaHHAM pO3yBacTaTWHY Yy KOMOIHaUIT Ta oKpemo. [JaHi, npeactasieHi y
BUrnagi % 3miHu, ABns0TL C060t0 % PI3HULIO BiAHOCHO MOKAa3HMKIB NPY 3aCTOCYBaHHI po3yBacTaT1HY OKPEMO.

36i/IbLLIEHHSA NO3HAYEHO 3HAYKOM 1, BiACYTHICTb 3MiH — 3HAYKOM o , 3MEHLLIEHHS — |.

** Byo NPoBeAEHO KifbKa JOCNiKEHb B3aEMOAIT NPy Pi3HUX [03ax po3yBacTaTuHY, B Tabaumui 1 nogaHo HalibinbLL 3HaYyLLe CriBBiAHOLEHHS.

Bnnue posyBacTaTUHY Ha CynyTHi NiKapcbKi 3aco6m

AHTaroHicTu BiTaminy K

AK i Woao iHWwMX iHri6iTopis MTMI-KoA-peayKkTasu, Ha No4aTKy 3aCTOCYBaHHS npenapaTy Po3acTH® a6o npu NifBULLIEHHI A0T0 403K Y NaLlieHTiB, sIKi 0HOYACHO
3aCTOCOBYIOTb aHTaroHicTy BiTaMiHy K (Hanpvknag, BapthapvH abo iHLWNA KyMapuHOBWIA aHTUKOAryisaHT), MOX/MBE NifBULLEHHA MiXXHapOoLHOro HOpMani3oBaHoro
cniegigHoLueHHs (MHC). MpunnHeHHs 3acTocyBaHHA npenapaTy Po3acTH® aGo 3MeHLLEHHS 10ro 03V MOXKE MPU3BECTM 0 3HIKeHHS MHC. Y Takux Bunafgkax
6aXXaHWin HaneXxHWin MoHiTopuHr MHC.

MepopanbHi KOHTpalenTueu/ropMmoHo3amicHa Tepanis (M3T)

OpfHouacHe 3acToCyBaHHs NpenapaTty Po3acTMH® Ta nepopaibHIX KOHTPALENTMBIB NPK13Boano 4o NiasuieHHs AUC eTuHinecTpagiony Ta HoprecTpeny Ha 26 % Ta
34 % BignosigHO. Take NigBULLEHHS M1a3MOBUX PIBHIB KPOBI Cij BpaxoByBaTu NMpu Nifoopi 403K nepopasibHUX KOHTpauenTuBiB. JaHnX Wwoao (hapMakoKiHETUKN

npenaparis y nauieHTiB, fKi 04HOYACHO 3aCTOCOBYHOTb PosacTvH® Ta 3T, Hemae, TOMY He MOXXHa BUK/HOYaTV MOAIGHOro edpekty. OfHak KOM6GIHaLiA LWMPOKO
3aCTOCOBYBa/Nacs XiHKaM Y paMKax K/iHIYHMUX JOCNi[KeHb i nepeHocKnacs aoope.

IHLWI nikapcbKi 3acobm

3a faHMm cneyianibHMX JoCNiAXeHb B3aEMOAIT KNiHIYHO 3HaYYLL0T B3aEMOAIT 3 AUrOKCUHOM He O4YiKYETbCH.

JloniHasip/puTOHaBIp

Y (hapmakonoriyHoMy JOCNifXeHHI CYMyTHE 3aCTOCYBaHHA PO3yBacTaTMHY Ta KOMOGIHOBaHOro npenapary, Wo MICTUB ABa iHribiTopy npoteasmn (noniHasip 400 mr
/putoHasip 100 mr), y 340p0BUX A06POBO/BLIB acoLitoBasiocs 3 NPM6/IM3HO A4BOPa30BUM Ta N’ATMPA30BUM 30i/1bLLUEHHAM MOKa3HWKIB PIBHOBAXXHOIO AUC(0_24) Ta

Cmax 419 po3yBacTaTvHy BiAnoBigHO. B3aemofis Mi>K po3yBacTaTMHOM Ta iHLLUMMW iHFiGiTopamy NpoTeasu He BUBYANACH.
LiTn
JocnifpkeHHs B3aeMoAiT MPOBOAMNNCA nLLe Y aopocimx. CTyniHb B3aEMOAIT Y AiTel HEBIAOMMWIA.

Oco6MBOCTI 3aCTOCYBaHHSA.



Bnnune Ha HUPKWK

MpoTeiHypis, BUsBNeHa y pe3y/bTaTi aHani3y 3a TeCT-CMYXKaMun Ta MepeBaXXHO KaHa/bLEeBOr0 MOXOMKEHHS, CNocTepiranaca y nauieHTiB, AKi NiKyBa/MCcsa BULLMMUA
[03amMn po3yBacTaTuHy, 30kpema 40 mr, i y 6inblIoCTi BUNagKiB 6yna TMM4YacoBo abo nepepuByacToto. MpoTeiHypis He 6yna nepefBiCHUKOM rocTpoi abo
NporpecytoYoi XBopoou HNPOK (AMB. po3ain «IMobiyHI peakuii»). YacToTa noBigoMaeHb NPO CepinosHi aBMa 3 60Ky HMPOK Yy MOCTMApPKETUHIOBUX AOCHIKEHHSX
BULLLA MPW 3aCTOCYBaHHI Ao3n 40 Mr. Y nauieHTIB, aKi NpuidMatoTb npenapat y Ao3i 40 Mr, y NpoLeci CNOCTEPEXEHHS CNif perynspHo nepeBipsaTn yHKLiF0 HUPOK.
Bname Ha CKeneTHy MyckynaTypy

MopyLleHHs 3 60Ky CKeneTHOI MyCKynaTypu, Hanpukniag Mianris, mionatia Ta 3pigka pabaomionis, cnocrepirannca y nauieHTiB, SKi NpuiiMani po3yBacTaTUH Y
Oyab-SKUX Ao3ax, 0co6/MBO 6inblumx, HiX 20 Mmr. MooAMHOKI BMNagKyM pabaomionisy BifgsHayanncs npu 3acTocyBaHHI €3eTUMIOY Yy KOMGiHaUil 3 iHribiTopamn
"MT -KoA-pesyKTasu. He MOXXHa BUKNHOYAT MOXIMBICTb (PapMakoLMHaMiYHOT B3aEMOAIT (AVB. po3ain «B3aemogis 3 IHWMMK NiKapCbKUMKM 3acobamu Ta iHLWi BUAN
B3aEMO/i1»), TOMY TaKy KOMG6iHaLito C/if 3aCTOCOBYBaTM 3 00EPEXHICTIO.

AK I Npy 3acToCyBaHHI IHWKX iHriGiTopis TMI-KoA-pefyKTasu, YactoTa noBifoMAeHb NPO BUMaAKM pabhoMionisy, NOB’A3aHOrO i3 3aCTOCYBaHHSAM PO3yBacTaTUHY Y
NMOCTMapKeTUHIOBOMY nepiogi, 6yna BuLLoro npy fo3i 40 Mr. € noBigoMIeHHSA NPo PiAKICHI BUNaAKM iIMyHOONOCepeaKoBaHOT HeKpoTM3ytodoi mionartii (IOHM), wo
KNiHIYHO NPOSBASETLCA CTIMKOK MPOKCM3Ma/IbHOK M’S130BOKD CMAOKICTIO | NiABULLEHHAM PiBHA CUPOBAaTKOBOI KpeaTWHKIHa3W, Mif 4vac fikyBaHHA abo mnicns
NPUNUHEHHS NiKYBaHHA CTaTUHaMW, BKIHOYalOUM po3yBacTaTUH. Y TakoMy pasi MOXYTb 6TV HeoOXigHUMU AOLATKOBI HEMPOM’A30Bi Ta CEPONOriYHi JOCIAKEHHS,
NiKyBaHHS iMyHOCYNPECHBHUMW MpenapaTamu.

PiBeHb KpeaTUHKIHA3N

PiBeHb KpeaTuHKiHa3u (KK) He cnig BUMIpIOBaTK MICAA 3HAYHMX PI3UYHNX HABAHTaXXeHb ab0 3a HAfBHOCTI MOX/IMBUX abTEPHATUBHUX NPUYMH MigBuweHHs KK,
LLLO0 MOXYTb YCKNaHIOBaTL iHTepnpeTayito pe3ynbTatis. AKWo BuXigHi pisHi KK 3Ha4Ho nigsuweHi (>5 pasis suwe BMH), npotarom 5-7 gHiB He06XiAHO 3p06uTun
MOBTOPHWUIA aHani3, Wo6 NigTBepAMTU pe3ynbTaTh. FAKLWO pe3ynbTaTh MOBTOPHOrO aHanisy MiATBepAKytoTb, WO BuXigHe 3HadyeHHA KK 6Ginble HiX y 5 pasis
nepesuwye BHM, 3acTocyBaHHS npenapaTy no4nHaTu He Cig,.

Mepen NoYaTKOM NiKyBaHHA

Po3yBacTatuH, AK i pewty iHri6iTopis 'MI-KoA-peaykrasn, cnif 3 06epeXHiCTIo npu3HayaT nalieHTam 3i CXWILHICTIO A0 mionartii/pabgomionisy. 1o aktopis
TaKoro pu3nKy Hanexarb:

— NOPYLLUEHHSA PYHKLIT HUPOK;

— rinoTmpeos;

— HasABHICTb B 0COBUCTOMY ab0 POANHHOMY aHaMHe3i CragKoBMX 3aXBOPHOBaHb M’ S13iB;

— HasABHICTb B aHaMHe3i MiOTOKCUYHOCTI Ha T/Ni 3aCTOCYBaHHSA iHLWMX iHri6iTopis TMIT-KoA- pefykTasu abo ibpartis;

— 3/I0BXVBaHHSA aJIKOTO/1eM;

— BiK > 70 pokis;

— CUTyauii, L0 MOXYTb NPW3BECTW [0 MiABWLLEHHA PIBHA npenaparty y nnasmi Kposi (4VB. po3ginv «PapMakoKiHETUKa», «B3aeMogisa 3 iHWNMUK NTIKAPCbKUMU
3acobamu Ta iHWi BUAW B3aEMOi» | «Croci6 3acTOCyBaHHS Ta 10311»);

— CYNYTHE 3aCTOCYBaHHS (pibparti..

Y Takux nauieHTiB MOB’A3aHMWIA i3 NiKyBaHHAM PU3MK NOTPIGHO OLLiHIOBATW, NMOPIBHIOKOUM 3 OUIKYBaHOK KOPUCTHO; TaKOX PEKOMEHAYETLCSA KIHIYHNIA MOHITOPUHT.
AKWwo BMXigHi piBHI KK 3HauHo nigsuieHi (>5 pasis Buwle BMH), nikyBaHHS NOYMHATY He CAif,.

Y nepiog, nikyBaHHA

MauieHTiB cnifg NONPOCUTM HeramHo MOBIAOMAATM NPO M’S30BWIA 6inb, CNabKiCTb abo CyaoMWM HEBIAOMOI eTionorii, 0CO6MMBO AKLLO0 BOHWM CYMPOBOAKYHOTLCS
He3[y>KaHHAM ab0 rapsykor. Y TakuxX nauieHTiB NoTPi6HO BUMiptoBaTu piBHI KK. 3acTocyBaHHA npenapaty ciif NPUNUHUTK, AKWo piBHI KK 3Ha4yHO NiABULLEHI
(>5 x pasis Bue BMH) abo akwo cumntoMu 3 G6OKy M’A3iB TSXKKI Ta CNPUYMHAIOTL LOAEHHUA AUCKOMGOPT (HaBiTh AKWwo piBHi KK < 5 x BMH). ¥ pasi



3HVWKHEHHS CUMMTOMIB Ta MOBepHeHHs piBHA KK [0 HOpMM MOXHa MOHOBWTM Tepanito npenapaToM Po3acTMH® abo anbTepHaTVBHUM iHTiGITOPOM
"Ml -KoA-peayKTasmn y HaiiMeHLUiin [03i Ta Nif peTenbHUM Harnsgom. PerynsapHo nepeipAt piBHi KK y acumnTomMaTMyHmX nauieHTiB HeMae noTpeou. [yxe pigko
nosigomnanoca npo sunagkn IOHM nig vac abo micna Tepanii ctaTMHamu, B TOMY 4uCAi po3yBacTtaTMHOM. KniHiuHumu npossamu IOHM € cnabkicTb
NMPOKCUMa/IbHUX M’A3IB Ta MiABULLEHHA PIBHS KpeaTUHKIHA3M y CMpoBaTLi, L0 36epiraeTbCs HaBiTb NICNA NPUNUHEHHS 3aCTOCYBaHHS CTATUHIB.

IMig yac pgocnifXeHb He CNOCTePIranocs 03HaK MOCUIEHHS BMIMBY Ha CKENETHI M’A3M Y HeBeIMKOI KifIbKOCTI NauieHTIB, AKI OTPUMYBa/IN PO3yBacTaTuH | CYyMyTHIO
Tepanito. OfHaK NiABULLEHHA YacTOTW MIO3WUTY Ta MionaTil Bif3Ha4anoca y nauieHTiB, AKi npuiiMany iHWi iHri6iTopu MMI-KoA-pefykrasu pasoMm i3 noxigHUMM
(hibPOEBOT KMNCNOTU, B TOMY YUCAI reMgibpo3nioM, LMKIOCMOPUHOM, HIKOTUHOBOK KUCNOTO), a30/IbHUMK NPOTUTPUOKOBUMUI NpenapaTamMu, iHridiTopammn npoTteasu
Ta MakpoMigHUMM aHTMGIoTMKaMK. Temibpo3nN NigBULLYE PU3MK MiONATIT NPX CynyTHLOMY 3aCTOCYBaHHI 3 fesikumu iHribiTopamm T'MIM-KoA. ToMmy 3acTocoByBaTw
Po3acTH® y KoMGiHaLlii 3 remdibpo3nIoM He peKoMeHAYETbCsA. KOopMcTb NofanbLUOT 3MiHK PiBHS NiniAiB npu 3acTocyBaHHi npenapaTy Po3acTuH® y kom6iHaii 3
(hibpaTamy abo HiaUMHOM NOTPIGHO PeTeslbHO 3BaXKyBaTW MOPIBHAHO 3 MOTEHUIMHUMWU PU3MKaMK, NOB’SA3aHMMM i3 3aCTOCYBaHHSAM TakMX KOoMOiHauin. [lo3a 40 mr
MpoTMMNOKasaHa Npu CynyTHbOMY 3acTOCyBaHHI (ibpaTiB (4MB. po3fim «B3aemogis 3 iHWMMK NiKapCbKMMK 3aco6aMun Ta iHLWI BUAWM B3aEMOAiN» Ta «[M0o6iyHi
peakuii»).

Po3acTMH® He cnif 3acTOCOBYBATM NaLlieHTaM i3 rOCTPUMM, CEPAO3HMMI CTaHaMW, L0 CBig4YaTb NPO MionaTito a6o MOXMBICTb PO3BUTKY HUPKOBOI HEAOCTATHOCTI
BHACNifoK pabAomionisy (Takux, K Cencuc, rinoTeHsis, 3Ha4yHe XipypriyHe BTPyYaHHs, TpaBma, TSHKKI MeTabo/iuHi, eHAOKPUHHI Ta eNeKTPoNiTUYHI po3naan abo
HEKOHTPO/bOBaHI Cy0oMN).

Bnnve Ha neyviHky

AKi 1 iHWi iHri6iTopn FMIM-KoA-peayKTtasm, po3yBacTaThH Chif, 3 06epeXHICTIO 3aCTOCOBYBATU MaLieHTaM, SKi 3/10BXKNBatOTb aflKorosem Ta/abo matoTb B aHaMHe3I
3aXBOPHOBAHHSA MEYiHKN.

PeKoMeH/I0BaHO NePeBipsATM GioXiMiUHI NOKa3HMKU PYHKLIIT NeYiHKK nepej NoYyaTKoM NiKyBaHHSA Ta yepe3 3 MicsAli NoToMmy. 3acTocyBaHHA npenapaty Po3acTuH®
CNig NPUNUHUTK abo 3MEHLLIMTU A03Y, AKLLO piBeHb TpaHcamiHa3 y cupoBaTLi 6ifblie HidXX BTpuUi nepesullye BMH. YacTtoTa noBigoM/eHb NPO CEPno3Hi ABMLLA 3
GOKy neyiHKy (NepeBaXkHO Mpo MiABULLEHHS PiBHSA TpaHCcaMiHa3 NeviHkM) y nicnapeecTpawiiHomy nepiogi 6yna 6inbLUIoto Npu 3acTocyBaHHi 4031 40 Mr.

Y nauieHTiB i3 BTOPUHHOLO TinepXxosiecTepUHEMIELD, 3yMOB/IEHOHO TiMOTUPE030M ab0 HEPPOTUYHUM CUHAPOMOM, C/if, CoYaTKy BUTiKYBaT/ OCHOBHY XBOPOOY, nepLu
Hi>K NOYMHATK Tepanito npenapaTom Po3acTuH®.

Y nicnsapeecTpauiiHoMy nepioai 3pigka nosigoMnanoca Npo netanbHi abo HeneTanbHi BUNaaKX NeviHKOBOT HEAOCTATHOCTI Y MalieHTIB, SKi NpuiiMann CTaTuHK, B
TOMY 4mMC/i PO3yBacTaTWH. AKLWO Ha TAi JIIKyBaHHA MpenapaTom PosacTuH® PO3BMBAETLCA CEPMO3HE YPAKEHHA MEYiHKM 3 KNIHIYHOK CHMMNTOMATUKOK Ta/abo
rinep6inipy6iHEMIED UM XKOBTAHMLEHD, CMiJ HEramHO NPUMNUHUTK NPUIAOM NpenapaTy. AKWO iHWI NPUYNHN He BUSBMEHO, He MOTPIGHO MOHOBMKOBATY NliKyBaHHS
npenapatom PosacTuH®.

Paca

JocnimpkeHHs (hapMaKOKiHETMKM CBig4aTb Npo 3pocTaHHA AUC y nauieHTiB MOHION0IAHOT pac NpM6In3HO BABIYI NOPIBHAHO 3 €BPONENUAMMW. [Na Taknx NauieHTiB

HeoOXifHa KOpeKLis A03yBaHHA npenapary PosacTuH® (amB. po3ginn «®apMakoKiHeTUKa», «[poTunokasaHHs» Ta «Cnocib 3acTocyBaHHA Ta 403W»). [ nauieHTis

asincbKOoT pacy noyartkosa f03a P03aCT|/|Hy® noBMHHa 6yTn 5 Mr. TigBuULLEHa KOHLEHTpaLis po3yBacTaTUHy B Maa3Mi Oyna noMiyeHa y asincbKux nauieHTis (4uB.
po3ginn «PapmakoKiHeTUKa» Ta «OCc0b6MMBOCTI 3aCTOCYBaHHA»). Cnif B3aTU A0 yBarn 36inbweHy AUC npu nikyBaHHI Naui€eHTIB MOHIO/MOILHOI pacu, y AKUX
rinepxonecTepuHeMisi He KOHTPOOETLCA afieKBaTHO fo3aMm o 20 Mr.

IHri6iTOpKN NpoTeasmn

MigsuweHa AUC po posyBacTaTUHY crniocTepiranaca B 0cCi6, SKi 3aCTOCOBYBa/lM po3yBacTaTWH CYMYyTHbO 3 PISHMMM IHriGiTopaMn npoTeasn y MOEAHaHHI 3
puTOHaBipoM. Cnifi 06MipKYBaTU K KOPWUCTb Bif, 3HVKEHHS PiBHA Ninigis 3a AonoMoror npenapaty Po3acTvH® nauieHTiB i3 BIJT, AKi OTpUMYIOTb iHriGiTOPY
npoTeasu, TaK i MOXMBICTb MiABULLEHHA KOHLEHTpaLili po3yBacTaTUHY Y Nna3Mi KpPoBi Ha nouaTtky Tepanii Ta Npy NigBuLLEHHI 1031 npenapaty Po3acTuH® y



nawieHTiB, SKi OTPUMYHOTb iHri6iTOpM NpoTeasn. OfHOYacHe 3aCTOCYBaHHS Mpenapaty 3 iHri6iTopamMu NpoTeasn He PEKOMEHAYETLCA, AKLLO [403a Po3acTuHY® He
cKopurosaHa (4MB. po3ginu «B3aemogis 3 iHLWIMMUK NiKapCbKUMK 3aco6amu Ta HLLI BUAW B3aeMOAi» Ta «Cnocib 3acTocyBaHHSA Ta [03U»).

IHTepcTULiabHa XBOpPO6a flereHb

IMig Yac 3acToCyBaHHSA AesaKUX CTaTMHIB, 0COBAMBO NPW TPUBAIOMY NiKyBaHHI, NOBIAOMAANOCA MPO BUHATKOBI BUMAAKWN iHTEPCTMLia/IbHOT XBOPOOKM NereHb (AuMB.
po3ain «ob6iyHi peakuii»). [0 NposBiB L€l XBOPOOM MOXHA BIAHECTW 3aAWLUKY, HEMPOAYKTUBHWIA Kalle/Nb Ta 3arajibHe MOripLIEeHHS CTaHy (CTOM/HOBAHICTD,
3HVDKEHHS Macu Tifla Ta rapsayvka). Y pasi nigo3pu Ha iHTepcTuLiasibHy XBOPOOY flereHb 3aCTOCYBaHHS CTATUHIB CNif NPUNUHATH.

LlykpoBuin fiabeT

[JesKi (hakTu cBigyaTh, WO CTaTUHKU NiABULLYHOTb PiBEHb IHOKO3M B KPOBI Ta 'y AeAKUX NaLieHTIiB, AKAM 3arpoXye BUCOKUIA PU3MK PO3BUTKY AiabeTy B ManbyTHbOMY,
MOXXYTb CNPUYMHATU TiNeprinikemito Takoro piBHSA, 3a AKOro HeobxifHe HaleXHe NikyBaHHA fAiabeTy. Lito 3arpo3sy, ogHak, NepeBULLYE 3HKEHHA PU3NKY CYAUHHUX
nopyLUeHb NP 3aCTOCYBaHHI CTaTUHIB, TOMY BOHa He Mae OyTW NiACTaBOK ANA NPUNUHEHHSA Tepanii cTaTMHaMK. 3a nauieHTamn rpynu pusmnky (piBeHb r1HOKO3M
HaTLe 5,6-6,0 Mmonb/n, IMT >30 Kr/M2, nigBuLLEHNIA PiBeHb TPUMNILEPWIB, apTepianbHa rinepTeHsis) cnif BCTAaHOBUTU SK KNiHIYHWIA, TaK i GiOXiMIUYHWIA KOHTPO/b
3rifiHO 3 HaLiOHa/IbHMM KEPIBHULTBAMM.

AK i Wopo iHwwmx iHriditopis TMIM-KoA-pegyKrasu, npu 3acTOCyBaHHI po3yBacTaTUHYy CrocTepiranocs 3poctaHHsa HbALC Ta piBHA rNHOKO3W Yy cMpoBartLi Kposi. B
AesKNX BUMaAKax Lii NOKa3HUKN MOXYTb MEPEBMLLYBATN FPaHUYHE 3HAYEHHS ANS AiarHOCTUMKM LYKpPOBOro AiabeTy, Hacamnepes y NauieHTiB 3 BUCOKMM PU3UKOM
PO3BUTKY fiabeTy.

Y [OocnifpkeHHAX 6y/o NokasaHo, L0 po3yBacTaTUH SK MOHOTEPAnis He CNPUUMHAE 3HXKEHHS 6a30BOI KOHLEHTpaLii KOPTU30/y nia3Mn KpoBi | He BMNIMBaE Ha
pe3epB HafHMPKOBYMX 3a103. Heo6XifHa 06epeXHICTb Y pasi 0HOUACHOr0 3aCTOCYBaHHs npenapaTy Po3acTH® Ta iHLLKMX NiKapCbKMX 3ac06iB, 30aTHUX 3HWXKYBATU
PIBHI Y/ aKTUBHICTb eHAOTeHHNX CTEPOIAHMX FTOPMOHIB, HANPUKaL KETOKOHa30/1y, CriPOHONaKTOHY Ta LUMETUANHY.

HenepeHocMMicTb nakTo3u

MayieHTaM i3 pigKiCHUMK cnagkoBMMK NpobiemMaMmn HenepeHOCUMOCTI ranakTo3n, aeiumMTom nakTasm Jlanna abo rntoK030-ranakTo3HOK ManbabcopoLieto He cnif
3aCTOCOBYBATH Lieii npenapar.

A3006apBHUKN

Mpenapat MiCTUTb a306apBHUKKM TapTpasuH (E 102) Ta xoBTuid 3axig FCF (E 110), iKi MOXYTb CNPUUNHATYI aneprivHi peakuii.

LiTn

OuiHKa ninHinHoro pocty (3picT), macu Tina, IMT (iHAeKcy macy Tina) Ta BTOPUHHUX XapaKTePUCTMK CTaTeBOro A03piBaHHA 3a TaHHepoM Yy AiTelt Bikom Big 10 go 17
POKIB, fKi NpuiiMany po3yBacTaTiH, 06MeXeHa rnepiofomM TpueanicTio 1 pik. Micns 52 TUXKHIB 4OCNILKYBaHOI0 NiKyBaHHS XXO4HOr 0 BN/IMBY Ha picT, Macy Tina, IMT
abo crarteBe [03piBaHHSA BUSBMEHO He 6yno. JlocBif KMiHIYHMX AOCNigKeHb 3acTOCYBaHHS Npenapaty AiTAM Ta Mig/likam 06MeXeHWi, AOBroTpuBasi eqekTy
3acTocyBaHHA po3yBacTaTuHy (>1 piK) Ha cTaTeBe 403piBaHHA HEBILOMI.

Y [ocnifKeHHi y AiTeid Ta NigNITKIB, AKi NpUiiMann po3yBacTaTuH NPOTAroM 52 TvxHIB, nigsuileHHs pisHa KK >10 pasis Buwe BHM Ta cumntomu 3 60Ky M’3iB
nicns isn4yHOro HaBaHTaXXeHHs abo MiABULLEHOT (DI3MYHOT aKTUBHOCTI COCTEPIrasnecs YacTille NOPIBHAHO 3 TaKUMU Y JOPOC/NX.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

P03acTMH® NpoTUNoKasaHWii y Nepioj BariTHOCTI Ta roAyBaHHA rPyALLo.

JKiHKM penpofyKT1BHOIO BiKY MOBUHHI BUKOPUCTOBYBATU HaUIEXKHI 3aCO6M KOHTpaLenLii.

OCKi/fIbKN XOMecTepuH Ta IHWI NPOAYKTW GIOCUHTE3y XOMecTepuHy BifirpatoTb ICTOTHY poOb Y PO3BUTKY M104a, NOTEHUIMHWIA PU3MK Bif MPUrHIYEHHS
"MI-KoA-pefyKTa3u nepeBuLLyE KOPUCTb Bif 3aCTOCYBaHHS MpenapaTy B Mepiof BariTHOCTI. [JaHi [JocnifkeHb Ha TBapuHax WOA4O TOKCUYHOrO Br/IMBY Ha
PenpPoAYKTUBHY (hYHKLiH0 0OMeXeHi. AKLLO nalieHTKa 3aBariTHie B Mepiof 3aCTOCYBaHHA LbOro npenapaty, likyBaHHSA CNif HEramHo NpUnuUHUTHA.

OCKiNbKK iHLWKWIA niKapcbKuiA 3aci6 LbOro Knacy notpannise y rpyaHe MONOKO NHOAVMHN Ta BPaxoBYyHUM, WO iHri6iTopyu TMIM-KoA-peayKTasu MOXYTb CIIPUYNHATK



Cepio3Hi HebaxkaHi peakuii y HEMOBNAT, XiHKaM, SiKi NOTPebytoTb NiKyBaHHA NpenapaTom PosacTuH®, CNif, peKoMeHayBaTh YTPUMATUCA Bif roAyBaHHA rpyaato.
JaHnX o0 NPOHUKHEHHSA NpenapaTy B rpyAHe MOMOKO Y MIOANHU HEMaE (AMB. po3ain «MpoTUNoKasaHH:).

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

JocnipkeHb 3 BM3HAYEHHSA BM/IMBY pO3yBacTaTVHY Ha 34aTHICTb KepyBaTW aBTOMOGifneM Ta npautoBaty 3 MexaHismamu He nposoaunu. OfHak, 3 orfsgy Ha
(hapMakoAMHaMiyuHi BacTMBOCTI npenapaty, Ma/loiMOBIpHO, o Po3acTUH® YnHUTUME BNAMB Ha TaKy 34aTHICTb. MpyU KepyBaHHi aBTOTPAHCMOPTOM abo Po6oTi 3
IHLIMMKX MeXaHi3Mamu Cif BpaxoByBaTV MOX/IMBICTb 3anamOpPOYeHHs B Nnepiog iKyBaHHS.

Cniocib 3acTocyBaHHSA Ta [03Mu.

Mepen NOYaTKOM MliIKyBaHHA NALIEHTY CiA NPU3HAYNTK CTAHLAPTHY TiNOX0MeCTePUHEMIYHY AIETY, AKOT BiH MOBUHEH AOTPMMYBATUCA | MPOTArOM fliKyBaHHA. 03y
cnig nigbupaty iHAMBIAYaNbHO 3aneXHO Bif MeTW Tepanii Ta BIAMOBiAi NauieHTa Ha NiKyBaHHS, KepyUMCb peKoMeHAaUisMU NOTOYHMX 3arasibHOMPUIAHATUX
KepiBHULTB.

Mpenapat Po3acTH® MoxHa NpuiiMaT y 6yab-sKUii Yac AHS, HE3aN1eXHO Bif BXXMBAHHS TXi.

JlikyBaHHS rinepxonecTepuHemii

PekomeHA0BaHa NoYaTkoBa 403a cTaHoBUTb 5 abo 10 Mr nepopanbHO 1 pa3 Ha 400y SK AN1s NauieHTiB, AKi paHille He 3aCTOCOBYBa/M CTaTUHK, Tak | NepeBefeHnX Ha
npenapar 3 npuitomy iHworo iHriditopa FMI-KoA-peaykTtasu. Mpu BUGOPi N04aTKOBOI 403 C/if, BPaXOBYBaTW PiBHI X0NECTEPUHY B KOXXHOIO OKPEMOTO naLlieHTa Ta
PU3UK CepLEeBO-CYAUHHMX MOPYLUEeHb Y MalbyTHbOMY, a TaKOX MMOBIPHICTb PO3BUTKY HebakaHWX peakuii. 3a Heob6XigHOCTI NiABuWLLyBaTV [03Y A0 HACTYMHOro
PIBHA MOXHa 4yepe3 4 TWKHI (aMB. po3gin «dPapMakoamHamika»). 3 ornsagy Ha Te, WO Ha TAi 3aCTocyBaHHA npenapaty B A03i 40 Mr HebaxxaHi peakLuii BUHUKAOTb
yacTille, HK Npu MeHLWKnX ao3ax (auBe. po3ain «MobivHi peakuii»), 0CTaTOMHO TUTPYBATU 403y A0 40 M BapTO /iMLe MauieHTam i3 TSHKKOK rinepxonecTepuHemieto
Ta BUCOKVMM PU3MKOM CEPLLEBO-CYAMHHUX NOPYLUEHb (30KpeMa Yy XBOPUX i3 CIMEMHOKD TiMNepxonecTePUHEMIELD), Y SAKMUX He BAANOCA JOCATTU METU JliKyBaHHA Npu
3acTtocyBaHHi fo3v 20 Mr i sKi nepebyBaTUMyTb Mif PErynsapHUM Harnsgom (aue. posgin «OcobnmBOCTi 3aCTOCYBaHHA»). Ha noyaTky npuiioMmy npenapaty y o3
40 Mr peKOMeH/0BaHWIn Harnsag cnewianicris.

3anobiraHHs NopyLLEeHHAM 3 60Ky CepLieBO-CyAMHHOT CUCTEMM

Y npoueci JOCNifKeHb 3HVKEHHS PUSUKY YCKIaAHEHb 3 60KY CepLeBo-CyAUHHOT cucTeMm f060Ba f03a npenapary cknagana 20 Mmr.

MauieHTn NiTHLOrO BiKY

PekomeHA0BaHa noyaTkoBa fo3a A/19 NauieHTiB BIKOM > 70 poKiB CTaHOBUTb 5 Mr (AvB. po3ain «OcobnnBOCTI 3aCTOCYBaHHA»). |HLIA KOPEKLiA 403K 3 OrNA4Y Ha BiK
He NoTpibHa.

MayieH TN 3 HUPKOBOK HELOCTATHICTIO

MauieHTam i3 IerkKMY abo NMOMIPHUMM MOPYLUEHHAMY PYHKLIT HUPOK KOPEKL,if 03K He MoTpibHa.

PekoMeH/I0BaHa Mo4vaTkoBa [03a A1 NauieHTIB i3 MOMIPHUMW MOPYLUEHHAMU (PYHKUIT HUPOK (KMipeHC KpeaTMHIHY <60 Mn/xB) CTaHOBMTb 5 mr. [losa 40 mr
NMpoTMNOKasaHa naiieHTaMm i3 MOMIPHUMW NOPYLUEHHAMU (PYHKLIT HAPOK. 3acTocyBaHHA npenapaTty Po3acTUH® nauieHTaM i3 TKKUMU MOPYLLUEHHAMWU (DYHKUIT
HUPOK NMPOTUMNOKA3aHO Y byab-AKMX f03aX (AUB. po34inn «PapMakoKiHETUKa» Ta «[1pOoTUNOKa3aHHS:).

MauieHTN i3 NopyLUEHHAMU PYHKLIT MEYiHKN

Y nauieHTiB i3 NOpyLUEHHAMWN (DYHKLIT MeviHku, Wo ouiHoBannca y 7 abo MeHwe 6aniB 3a LWkanow Yannga-M’to, nigsuweHHs AUC po3yBacTaTuHY He
cnocTepiranocs. OfgHak y oci6 i3 nopyweHHamu y 8 Ta 9 6anis 3a wkanoto Yannga-MN’ro AUC 3pocTtana (auB. po3ain «dapmMakoKiHETUKa»). Y TakuMxX MauieHTiB
AOUINbHOK € OUiHKa (hyHKLIT HUPOK (aMB. po3ain «OcobnMBOCTI 3aCTOCYBaHHSA»). [OCBiA 3acTOCYBaHHSI Npenaparty nalieHTaM, siKi Habpanu 6inblie 9 6aniB 3a



LKanoto Yannga-’to, BigCyTHIi. PosacTnH® MPOTUMOKa3aHWI NaLieHTaM i3 aKTUBHVMM 3aXBOPHOBAHHAMY MeYiHKK (AMB. po34in «1poTUNnoKasaHH:A).

Paca

Y nauieHTiB MOHrOM0IAHOI pacy cnocTepiranaca nigsuweHa AUC npenapaty (ave. po3ginn «®apMakokiHeTUKa», «[1poTunokasaHHs» Ta «Oco6/MBOCTI
3aCTOCyBaHHS»). PekomeH0BaHa NoYaTKOBa 403a AN NaLieHTIB a3inCbKOro NOXO4KEHHA CTaHOBUTL 5 Mr; fo3a 40 Mr Tak1M nauieHTaM NpoTunoKasaHa.

"eHe TWUYHWIA nonimopdizm

[MeBHI TUNX FeHEeTUYHOro NOAIMOPgI3MY MOXYTb NPU3BOAUTM A0 MigsulleHHs AUC posysacTatuHy (AvB. po3gin «dPapmakoKiHeTUKa»). MNauieHTam i3 BIAOMOKO
HasBHICTIO TaKMX TWUMiB NONiMOPi3My PeKOMEHAYETLCS 3aCTOCOBYBATU MeHLLY 060BY 03y npenapaTy Po3acTuH®.

MauieHTN 3i CXUNBbHICTIO A0 PO3BMTKY MionaTil

PekoMeH0BaHa NoYaTKoBa f03a 415 NaLieHTIB i3 (pakTopaMun pUsunKy A0 PO3BMTKY MIOMaTii CTaHOBUTL 5 Mr (AMB. po34in «OCco6/IMBOCTI 3aCTOCYBaHHS»).

[o3a 40 Mr npoTunokasaHa AesKNM i3 TakuX nauieHTiB (4AMB. po3ain «poTunokasaHHs).

CynyTHe 3aCcTOCYBaHHA

Po3yBacTaTuH € Cy6CcTpaToM pi3HMX TpaHCMopTHUX 6inkiB (Hanpuknag, OATPLB1 ta BCRP). Pusuk mionarii (B ToMy uncni pabLomiosizy) 3pocTtae npu CymnyTHLOMY

3acTocyBaHHI npenaparty PozacTuH® i3 nesHuMu NiKapCbKMMM 3aCc06amMu, L0 MOXYTb MiABULLYBAT KOHLIEHTPALIKO pO3yBacTaTUHY Yy nnia3mi BHaC/MiAOK B3aEMOAIT 3
LUMMK TPaHCMOPTHUMK Binkamu (Hanpuknag, i3 LMKIOCNOPMHOM Ta MEBHUMMW iHriGiTOpaMy npoTeasun, B TOMY YMCNi KOMOIHALiSMU PUTOHaBIpY 3 aTtasaHaBipoM,
noniHaesipom Ta/abo TUnpaHaBipoM; AMB. po3ainn «Ocob6MBOCTI 3aCTOCYBaHHA» Ta «B3aeEMOZisA 3 IHWMMMW NTIKapPCbKUMK 3ac06aMu Ta iHLWI BUAW B3aEMOMiin»). o
MOXX/IMBOCTI, C/ifl PO3rNsHYTY 3aCTOCYBaHHS aNbTEPHATUBHUX NiKAPCLKMX 3ac06iB Ta, Y pasi HeobXiAHOCTi, TMMYacoBO MepepBaTy Tepanito npenapaTom Po3acTUH®,
AKIO CynMyTHLOTO 3aCTOCYBaHHS LMX NiKapCbKKX 3aco6iB i3 mpenapaToM Po3acTUH® YHUKHYTU HEMOXMBO, CMif PeTenbHO 3BaXKMTU KOPUCTb Ta PU3NK Bif
CYNYTHLOrO 3aCTOCYBaHHS Ta BiNOBiAHMM YMHOM BifKoperyBaTy 403y npenapaty Po3acTuH® (auB. po3gin «B3aemogis 3 iHWMMK NiKapCbKUMI 3ac06aMK Ta iHLU
BUAMN B3aEMOAI).

aiTn.

3acTocyBaHHA npenapary AiTAM Mae NPOBOAUTM NIULLIE CreLiaicT.

3acTocoByOTb AiTAM Ta Mig/iiTkam Bikom Bif 10 fo 17 pokiB (xnonumkn Ha ctagii po3suTKy Il Ta BuLle 3a TaHHepOM Ta fiBYara, B AKUX MEHCTpyauii noyaamcs
LLLOHaMEHLLIE PiK TOMY).

3BMyaliHa novatkoBa J060Ba A03a AN AiTel Ta MigniTKIiB i3 reTepo3nroTHO CIMEHOK rinepxonecTepuHeEMIerd CTaHOBUTL 5 Mr Ha fo6y. Mpenapat 3a3Buyali
npuiiMatoTb NepopasibHO B fA03ax Big 5 4o 20 mr 1 pa3 Ha go6y. MigsuwysaTy fo3y CAif BigNOBIAHO A0 iHAMBIAYasbHOI BiAMOBIAI AMTUHM Ha NiKyBaHHA Ta
MepPeHOCMMOCTI npenapary, AOTPUMYHUUCH PEKOMeHAaLiin Woao NikyBaHHA Aiteld (amB. po3gin «Oco6nMBOCTI 3aCTOCYBaHHSA»). [lepef nodaTkoM Tepanii
pO3yBacTaTMHOM AITAM Ta NigAiTKam Cnif NpusHaunMTi CTaHZAPTHY TiNoX0feCTepUHEMIYHY AIETY, AKOT MauieHTV MatoTb LOTPUMYBATUCA | NPOTATOM NiKyBaHHS.
besneka Ta e()eKTUBHICTb 3aCTOCYBaHHSA NiKapcbKoro 3acoby y gosax 6inbie 20 Mry Ui NONynsuit He 4OCNIAKyBanCS.

TabneTtkn no 40 Mr AiTam He 3aCTOCOBYHOTb.

[AiTv Bikom o 10 pokis

[ocBig nikyBaHHA aiTelt Bikom 10 10 poKiB 06MEXEHMWI 3aCTOCYBaHHAM NpenapaTy y HeBe/MKOT KifIbKOCTi nauieHTiB (Bikom Bif 8 o 10 pokiB) i3 roMO3UroTHOH
cimeliHOO rinepxonecTepuHemieto. TakuM YMHOM, npenapaT Po3acTMH® He peKOMeHYETbCS 3aCTOCOBYBATM AiTAM BikoM 10 10 pokiB.

Nepeno3yBaHHSA.
CneumdgivyHOro nikyBaHHA nepefo3yBaHHA HeEMae. Y pa3si mepefo3yBaHHS NauieHTa Chif NikyBaTh CUMNTOMATUYHO Ta, 3a HEOOXIAHOCTI, BXUTU MIATPUMYHOUNX



3axogiB. MoTPiGHO KOHTPOMHOBATM PYHKLIT NeYiHky Ta piBHI KK. EQeKTUBHICTb remofianisy ManoinmoBipHa.
Mo6iyHiI peakuil.
HebaxaHi aBuLa, WO Big3Ha4Yat0TbCA NPU 3aCTOCYBaHHI PO3yBacTaTUHY, 3a3BMYail Nlerki Ta TMMYacoBi. Y KOHTPO/IbOBaHMX KNiHIYHUX JOCNIIKEHHAX MeHLwe 4 %
nauieHTiB, SKi 3aCTOCOBYBa/Iv pO3yBacTaTVH, BUALLIK i3 4OCNIMKEHHS Yepe3 HebaxKaHi peakLii.
Y HMXYeHaBefeHin Tabnuui npeAcTaBNeHUn Npoginb HebaXaHWX peakLid Ha po3yBacTaTMH 3a AaHMMU  KAIHIYHWUX [OCNifKeHb Ta BeIMKOro [AocCBigy
nicnsapeecTpauiiHOro 3actTocyBaHHsA. HebaxkaHi peakui’ KnacnikoBaHi 3a YaCTOTOKO Ta CUCTEMHO-opraHHUMK Knacamu (COK).
3a 4acToTOH HebaxKaHi peakui’ po3nogineHi TakuM YMHOM: YacTo (=1/100 Ta <1/10), HevacTo (=1/1000 Ta <1/100), piako (=1/10000 Ta <1/1000), ayxxe pigko (<1/10
000), yactoTa HeBigoMa (HEMOX/IMBO OLIHUTK 3@ HAABHUMW JaHUMM).

Tabnuugd 2

HebaxaHi peakuii 3a JaHUMW KNiHIYHUX AOCNIIKEHb Ta AOCBIAY

nicnapeecTpauiiHOro 3acTocyBaHHA

CuctemMHo-opraHHuiA |Yacto HeuvacTo Pigko [yxe pigko YacTtoTa HeBifoma
Knac
3 60Ky KpoBi Ta Tpom6ouUTOo-MeHIA
niMaTnyHOT
cucTemu
3 60Ky iMyHHOT Peakuii
cucTemu rinepyyTan-BOCTI,
B TOMY YuCni
aHriOHEeBPO-TUYHWIA
HabpsK
EHOOKPUHHI po3naau |Llykposuii
niadetl
McuxiyHi po3naau [Oenpecis
3 60Ky HepBOBOT "onoBHWIA Ginb, MoniHeBpo- MepndepnyHa
cucTemu 3anamopo- naTis, BTpata |HeBponaTis,
YeHHSA nam’sTi po3nazam cHy (B
TOMY ymchi
6e3COHHSA Ta HiYHi
Xaxw)
3 60Ky opraHiB Kawenb, 3aaumLika
[JNXaHHA, rpyaHol
KNiTKN Ta
cepefoCTiHHA




3 6oky 3anop, HyfoTa, MaHkpeatuT [Liapes

LLINYHKOBO-KMLLIKOBOr0 | abj0MiHasb-

TpakTy HWI BiNb

3 60Ky MiaBULLEHHS PiBHA | XKOBTAHMLA,

renaTobiniapHoi MeYiHKOBMX renatut

cucTemu TpaHcaMiHa3

3 60Ky LKipy Ta Csepbix, CuHapom

MiALWKIpHOT BUCUMAHHSA, CriBeHca-[KOHCOHa

KNi TKOBUHY KpOnuB’HKa

3 60Ky CKeneTHol Mianris Mionaris (B Tomy |ApTparis MopyLueHHs 3 60Ky

MyCKynaTypu Ta yumcni MiosuT), CYXO0XW/b, IHKONN

CMONYYHOT TKaHNHM pabaomioni3 YCKNafHeHi
po3pviBamu,
iMyHoonoce-
pefKoBaHa
HEKPOTU3YH0-Ya
mionaris

3 60Ky HMpPOK Ta ematypis

CeyoBULINbHOT

cucTemu

3 6oky MiHeKoMacTiA

pPenpoiyKTUBHOT

cucTeMun Ta

MOJIOYHMX 3a/103

3aranbHi po3nagn Ta | ACTeHis Habpsk

CTaH Micus BBEfleHHS

1 yacToTa 3anexuTb Bifl HAasBHOCTI (hakTOpiB pu3nKy (piBeHb FMOKO3M HaTlle >5,6 Mmonb/n, IMT >30 Kr/mM2, nigBulLeHi piBHi Tpurniuepuais, apTepianbHa
rinepTeH3is B aHaMHe3I).
AK i Npy 3acTocyBaHHI iHWKX iHri6iTopiB TMIT-K0A, yacToTa HebaxaHUX peakLiii Mae TEHAEHLLitO 3anexaTtu Bif, 4O3W.

Bname Ha HUPKK

MMpoTeiHypia, BUABMEHa Yy pe3ysnbTaTi aHani3y 3a TeCT-CMYXXKamy Ta MepeBaXKHO KaHa/bLieBOro MOXO[PKEHHS, CriocTepiranacs y nauieHTiB, AKi 3aCTOCOBYBav
po3yBacTaTuH. 3MiHK BMICTY 6isika y ceui Bif Hynst abo cnifiB 4o 3Ha4YeHHs ++ abo BinbLue cnocTepirannca y <1 % nauieHTIiB Y AesKMX YacoBUX TOYKAX Y NPOLIeCi
3acTocyBaHHs npenapaty B go3zax 10 1a 20 Mr i y npubnnsHo 3 % — npu fosi 40 Mr. HeBenwvke 36inbLUEHHS 4acTOTM 3MiHW BMICTY Bif HyN a0 CnifiB [0 3HAYEHHS +
cnocTepirannca npu fosi 20 mMr. Y 6iblIoCTi BANaAKIB NPOTETHYpis 3MeHLyBanacsa abo 3HMKana COHTaHHO MPU NMPOAOBXeHHI Tepanil. 3a AaHUMK KTIHIYHKX



AocnigpkeHb Ta MOCTMAPKETUHIOBMX CMOCTEPEXeHb A0Tenep He BUSIBNEHO MPUYMHHO-HACMIAKOBOrO 3B’S3Ky MiXK MPOTEIHYpPiEl0 Ta rocTpum abo NporpecyroUmnm
3aXBOPHOBAHHSAM HUPOK.

Ha Tn1i 3acTocyBaHHsA npenaparty PosacTH® BifI3HaYeHO BMMaAKN rematypii; 3a JaHUMU KNIHIYHUX AOCMiIKEHb YacToTa T Mana.
Bnaue Ha ckeneTHY MycKynaTypy

YpaxXeHHs CKeIeTHOI MyCKynaTypu, Taki Sk Mianris, mionaTis (B TOMY YMCi MiO3nT), Ta 3pigKa pabfomioni3 i3 roCTPOK HMPKOBOK HEAOCTATHICTHO UK 6e3 Hel bynu

Bifl3HaYeHi Npw 3acTOCyBaHHI Byab-SKMX [03 NpenapaTy Po3acTuH®, ocobmBo npu gosax > 20 Mmr.

Y nauieHTiB, SKi npuilMany po3yBacTaTWH, CNOCTEPIranocs A0303aeXHe 3pocTaHHsA piBHIB KK; y 6inblIOCTI BUNagKiB ssuLe 6yno cnabkum, aCMMnToMaTUYHUM Ta
TumyacoBmM. AKLOo piBHI KK nigsuieHi (>5 pasis Buwle BMH), nikyBaHHS cnif npunuHATK (AnB. po3ain «OcobnnBOCTI 3aCTOCYBaHHS).

Bnaue Ha neyiHky

AK | npn 3acTocyBaHHI iHWMX iHri6iTopiB TMI-KoA-pefyKTasn, y HEBENMKOT KifIbKOCTI MauieHTiB, AKi nNpuiiMann po3yBacTaTuH, Bif3Havanocs [0303a/eXxHe
36i/IbLLUEHHSA PiBHA TpaHcamiHas; y 6ifblIoCTi BUMNAAKIB sBuwe Oyno cnabkum, acCUMATOMATUYHMM Ta TUMYacoBUM. [pu 3acTOCyBaHHI po3yBacTaTVHY TaKOX
BiAMiYasiocsa nigsumLLEeHHs piBHIB HbALC.

Ha Tni 3acTOCyBaHHS [AesKMX CTaTUHIB BiA3HaYannCs Taki HebaKaHi aBuLa:

Po3nag cTateBoi PyHKLIT.

OkpeMi BMNagKy iHTepcTULianbHOT XBOPO6M NlereHb, 0CO6/1IMBO NMpY TPMBaIOMY 3aCTOCYBaHHI (AMB. po3in «OCo6MBOCTI 3aCTOCYBaAHHSA»).

YacToTa noBigoM/eHb NPo pabAoMioNi3, Cepiio3Hi NOPYLLEHHS 3 60KY HUPOK Ta MediHKK (NepeBaXKHO NiABULLEHHS aKTUBHOCTI NEYiHKOBMX TpaHcaMiHa3s) 6inbLua npw
3acTocyBaHHI npenapaty B f03i 40 mr.

Y npoueci nicnsapeectpauiiHoro 3acTocyBaHHS po3yBacTaTMHY iAeHTU(IKOBaHO TaKy HebaxaHy peakLito, SK fieTaslbHa Ta HeneTa/lbHa NeYviHKoBa He0CTaTHICTb.
OCKiNbKN Npo L0 peakuito NOBIAOMASANOCA CMOHTAHHO i3 NONynAuii HeBM3HAYEHOI KibKOCTi, HEMOX/IMBO AOCTOBIPHO OLiHUTK T 4acTOTy abo BCTaHOBUTU
HasABHICTb NMPUYMHHO-HACNIAKOBOrO 3B’A3KY i3 3aCTOCYBaHHAM npenapary.

3pigka y nicnspeectpauiiHoMy nepiofi MOBIAOMAANOCS MPO MOPYLUEHHA KOTHITUBHUX (PYHKLIA (Hanpuknag, MNOripleHHs nam’sTi, 3abyabKyBaTiCTb, aMHesis,
CMAYTaHICTb CBILOMOCTI), LLIO acOLLFOKOTLCA i3 3aCTOCYBaHHAM CTaTMHIB. PO Taki KOrHITUBHI Npo6ieMn NOBISOM/IANOCA Y 3B°A3KY 3 yCiMa CTaTuHaMu. Asuia, npo
SKi MAETbCS Y NOBIAOM/EHHSIX, 3a3B1Yail MatOTb NErKMIA XapaKTep i MUHAKOTb MicAs BiAMIHM CTaTUHIB, a TaKOX MatOTb Pi3HWIA Yac 40 NOsiBM CUMMTOMIB (Big 1 AHA A0
POKiB) Ta 10 3HUKHEHHSA CMMNTOMIB (MefiaHa — 3 TVXKHI).

LiTn

MigBULLEHHA piBHS KpeaTUHKiHa3n >10 pasis Buwe BMH Ta cumntomm 3 60Ky M’A3iB Micns (i3UYHOro HaBaHTaXXeHHs abo NiABULLEHOT (i3NYHOT aKTUBHOCTI
crnocTepiranmncs yacTiwe y npoueci AoCNifXeHb po3yBacTaTUHY 3a Y4acTHo fiTel Ta NigiTKiB NOPIBHAHO 3 AopocnnmMm (AMB. po3ain «OcobMBOCTI 3aCTOCYBaHHS»).
MpoTe npodinb 6e3nekn po3yBacTaTuHy y AiTel Ta NigNiTKiB 6yB NO4IGHMM A0 TaKOro'y A0POC/UX.

TepMiH NpUAATHOCTI. 4 poKK.

YMoBW 36epiraHHs. 36epiraTi B OpUriHaibHIin ynakoBL,i Ans 3aXMCTY Bif BONOrK. 36epiraty HefJoOCTYNHOMY AN AiTeid Micu,.
YnakoBka. o 10 TabneTok y 6nicTepi; no 3 6nictepn B KOPOOL,i 3 KAPTOHY.

KaTeropis Bignycky. 3a peLenTom.

BupobHuMK.
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