Ckian

Oitoua peuyosuHa: 1 TabmeTKa, BKpUTA IIJIiIBKOBOIO 000JIOHKOO, MiCTUTh 40 MT
po3yBacTaTUHy (y BUTJISALL KaJbIlil0 pO3yBaCTaTUHY);

O0ONOMIJICHI pedyoB8UHU: 1IeJII0JI03a MiKpOKpPHCTalliuHa, TaKkTo3a 0e3BogHa, KPOCIOBIIOH,
KPEeMHiI0 JioKCHU KOJIOimHUYM 0e3BOOHUM, MarHilo cTeapar;

nsaiskosa 060/10HKa: MeTaKpUIaTHUM comnoiiMep, Mmakporon 6000, Tutany miokcup (E
171), makTo3u MOHOTiOpaT.

JIikapcbKa ¢popmMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcCHOBHI (i3uko-ximiuHi 81acmueocmi: 6i710TO KOIbOPY ABOOIYKIIi, BKPUTI IJIIBKOBOIO
000/TI0HKOIO TabneTKu Y GopMi KariCcyiu.

®dapMaKoTepalneBTHYHA Irpyna

limomimimemiuni 3acobu. Iuriditopu 'MI'-KoA-penykTasmu.

Kom ATX C10A A07.
dapMakogHHaMiKa

PosyBacTaTuH 3HMXKYE OiABUIlEeHI KOHIIeHTpallil xonectepuny JIITHIII, 3aransHOTrO
XO0JIECTEPUHY Ta TPUTIIILIEPUAIB i 30i7bIITyE KOHIIEHTPAllil X0JIECTEPUHY JIIIONIPOTEIniB
BUCOKOI 1imbHOCTI (JITIBIII). BiH Tak0K 3HaYHO 3HUXKYE KOHIIEHTPAIIil0
amoJIinonpoTeiny B, XxomecTepuHy MinmonpoTeifiB HeBUCOKOI 1mibHOCTI (JITTHBIII),
xonectepuny JITITHII, tpurninepunis JITIIHII Ta 36inbilye KOHIIEHTPAIIil0
amnosrimonpoTeiny A-I. IIpenapaTt Pokcepa® TakKozK 3MEHIIIYE CIiBBiIHOIIIEHHS
xosiectepuny JIITHIIl/xonectepuny JIIIBII, 3arajibHOro X0JIeCTEPUHY/X0JIECTEPUHY
JITIBII Ta xonectepuny JIITHBIIl/xonectepuny JITIBII], a Tak0XK amnoinonpoTeiHy
B/anoninonporeliny A-I.

TepaneBTuYHUMN €PEKT OOCATAETHCS IMIPOTATOM 1 THUKHSA MiCIA IOYaTKY JIIKyBaHHS, a
90 % MakKcUMaJIbHOTO e€(EeKTYy JTiKyBaHHS OOCATAETHCA dyepe3 2 TUXKHi. MakcuMaIbHUN
e(deKT, sIK IpaBUI0, HOCATAETHCSA Yyepe3 4 THUXKHI Ta MiATPUMYETHCS IPOTITOM
JIIKYBaHHSI.

dapMaKkoKiHEeTHKA



Abcopbuisn

MakcuMaJsibHi KOHIIeHTpallil po3yBacTaTUHY y MJla3Mi KPOBi OCATAIOTHCSA MPUOIIN3HO
yepe3 5 TOOUH IIiC/Is TepopPaIbHOr0 3aCTOCYBaHHS. AGCOMIOTHA 0i0OOOCTYITHICTh
CTaHOBUTH Npubnu3Ho 20 %.

Po3noodin

Po3yBacTaTUH €KCTEHCUBHO IIE€PETBOPIOETHCSA Y IIEUYiHIli, IKa € IePBUHHUM LIEeHTPOM
CUHTE3y X0JIeCTEPUHY Ta KiripeHcy xonecTepuny JITTHII. O6’eM po3mnominy
po3yBacTaTUHY CTaHOBUTH Npubau3uo 134 n. [Tpubnusuo 90 % po3lyBacTaTUHY
3B’SI3yIOThCS 3 OiTKaMu IIJ1a3MU, TOJIOBHUM YHMHOM 3 aJIbOYMiHOM.

Memaboaizm

PosyBacTaTuH NpoxoouTh oOMexkeHuM meTaboniam (mpubnu3no 10 %). [ocmigxeHHsS
MeTaboJ1i3My in vitro i3 3acToCcyBaHHSIM IellaTOLMTIB JIIOAMHU BKa3yIOTh Ha Te, 110
PO3yBacCTaTHUH ITiAJa€ThCS TiJIbKM MiHiManbHOMY MeTaboi3amMy Ha ocHOBi P450 i neu
MeTaboI1i3M He € KiTiHigyHO BaxkuBuM. CYP2C9 6yB o0CHOBHUM i30(hepMeHTOM, 1110 OpaB
ydacTthb y MeTabosniami, 3 2C19, 3A4 ta 2D6, 110 O6ynu 3anydeHi MeHIIO Mipoio.
OCHOBHUMU BHU3Ha4YeHUMU MeTaboiTaMu € MeTabositTu N-ge3MeTuny Ta JaKTOHY.
MeTabomnit N-meameTun € npubnusno Ha 50 % MeHII aKTUBHUM, HiXK PO3yBaCTaTHUH,
dbopMa 1aKTOHY BBarKa€ThCA KIIiHIYHO HeaKTUBHOI0. Po3yBacTaTuH Mae Oinbine 90 %
iHribiTOpHOI aKTUBHOCTI BimHOCHO ['MTI-KOA-penykTa3u, 1110 HUPKYJIIOE ¥ 3aralbHOMY
KpOBOOOiry.

BuseoeHHs

[MTpubmusuo 90 % mo3u po3yBacTaTUHY BUBOOUTHCS Y HE3MiHEHOMY BUTJISIMI 3
dbekanisimu (ckmamaeThcst 3 abcopboBaHOl Ta HeabcopOoBaHOI aKTUBHOI PEYOBUHH), a
3a/JIUIIOK BUBOOUTHCS i3 ceduero. [Ipubnu3Ho 5 % BUBOOUTHCS Y HE3MiIHEHOMY BUTITIAMI
i3 ceuelo. [lepiom HamiBBUBeOEeHHS 3 IIJIa3MHU CTAaHOBUTH Npubnu3Ho 20 roguH. [Tepion
HaIliBBUBeOEeHHS He 30ibUIyETHCS ITPU BUCOKOMY IO3yBaHHi. [[eoMeTpUUHO cepenHin
KJIipeHC 3 IjIa3Mu KPOBi cTaHOBUTH Npubnu3Ho 50 niTpis/roguny (KoedillieHT Bapiailil
21,7 %). 4k i 3 inmuMu inriditopamu I'MI'-KoA-penykTa3u, 3aXOMNIeHHS ITeYiHKOO0
po3yBacTaTUHY 3aydyae MeMOpaHHul TpaHcrnopTep OATP-C. 1le#t TpaHCIIOPTEDP €
BaXJIMBUM [JIs1 BUBEIEHHS PO3yBaCTaTUHY 3 IE€UiHKHU.



JIiHiUHIiCMb

CucTteMHa €KCII03UIlisI pO3yBaCTAaTUHY 30ilbIIYETHCS MPOIMOPIINHO 0 30iTbIIeHHS
mo3u. Hemae xk0aHO1 3MiHM 3a (papMaKOKiHETUYHMMU IapaMeTpaMHu MHiCasd
6araTopal3oBOTr0 MIOIEHHOT0 3aCTOCYBaHHS.

I'pynu nauieHmis

Paca

dapMaKOKiHETHUYHI JOCITiAXKEeHHS NeMOHCTPYIOTh ITiIBUIIIEeHHS ITPUOJIM3HO B 2 pa3u
AUC Tta Cmax po3yBacTaTHUHY y MAlliEHTIB - IIPeICTaBHUKIB Hapo#diB A3il (SAIIOHIIIB,
KUTauIiB, QIIinImiHIliB, B'€THaAMIIB Ta KOPEUIIiB), MOPIiBHSAHO 3 HalliEHTaMuU
€BPOIEOIAHOI pacy; B iHAYCiB CIOCTepiraeTbCcsa 30inbiIeHHs mpubnusHo B 1,3 pa3a
cepenHix 3HaueHb AUC Ta Cmax. PapMaKOKiHETUUYHUY aHaJli3 IPYIU IIalli€HTIB He
BHUSBUB KOMHOI KJIIHIYHO 3HAYyMIOl Pi3HULI ¥ (papMaKOKiIHETHULI MiXK IIpeIcTaBHUKaMH
€BPOIIEOIOHOl Ta HETPOIJHOI pacHu.

Hupkosa HeOdocmamHicmb

[Tig yac mocnmig»KeHHs 3 y4acTIO ITallieHTIB i3 Pi3HUM CTyIlIeHeM MOPYIIeHHS QYyHKIIi1
HUPOK JieTKe abo moMipHe 3aXBOPIOBAHHS HUPOK He BIIJIMHYJIO Ha KOHIIEHTPAIIiI0
po3yBacTaTuHy abo MetabomniTy N-me3mMeTusy y mina3Mi KpoBi. Y NmalieHTiB 3 TAXKKUM
nopyumeHHSAM (QYHKIIl HUPOK (KiTipeHC KpeaTuHiHy < 30 MJ1/XB) KOHIIEHTpAIlid Y
rsa3Mi KpoBi 30inpimunacs y 3 pa3u, a KOHIleHTpallisg meTabonity N-me3amMeTuiy
MMOPiBHAHO 3 BiAMOBIMHMMU ITOKAa3HUKAMHU y 3O0POBUX HOOPOBOJBIIB - y 9 pa3sis.
KoHneHTpallii po3yBacTaTHHY y MJIa3Mi KpoBi y cTabiIbHOMY CTaHi y IAIli€HTIB, SKi
ITPOXOOSITh CeaHCH reMofianisy, oynu npubnusno Ha 50 % OinbIIMMU, HiXK y 3TOPOBUX
TOOPOBOJIBIIIB.

ITeyiHkoBa HedocmamHicmbw

[Tig yac mocnmigKeHHs 3 y4acTIO IMallieEHTiB 3 Pi3HUM CTyIleHeM MOPYyLIeHHS (QYHKIII1
MMeviHKU He OYJI0 )KOIHOT'0 JOKa3y ITiIBUIIeHHS eKCIIO3HUIlil 10 PO3yBaCTaTUHY Y
MaIliEHTIB 3 MOKa3HUKaMHU / Ta MeHIIe 3a Kinacudikairieo Yannma-I1'to. OgHak
HigBUIlleHa CUCTEMHAa €KCIIO3HUIIiA IIIOHauMEeHIIIe y 2 pa3u CIlocTepirajaach y OBOX
HallieHTiB 3 moKa3HuKaMu 8 Ta 9 3a Knacudikailiero Yarnga-I1'to.

IToxa3aHHSA



JIikyeaHH A 2inepxosecmepuHemil

HopocnuMm, migiaiTkaM Ta giTaMm BikoM Bif 10 poKiB i3 HEpPBUHHOO
rinepxonectepuHeMmieio (tuny Ila, y TOMy 4HCIIi i3 TeTEPO3UTOTHOIO CIMEMHOIO
rimepxonecrepuHeMieio) abo 3mimranoio gucrinigemieio (tumny IIb) ik mormoBHEHHS [0
OiETU, KOJIM NOTPUMaHHS [Ii€TH Ta 3aCTOCYBAaHHS IHIINX HEMEOAWKaMeHTO3HUX 3ac0o0iB
(Hanpuknazn QisMYHUX BIpPaB, 3HUKEHHS MacCHU Tijla) € HeJOCTaTHIM.

[Tpy rOMO3UTOTHIM CiMeNHIl rinepxoieCTepuHEMIil K DOIIOBHEHHS [0 Oi€THU Ta iHIINX
JIMimo3HUAKYI0YNX 3ac0o0iB JTikyBaHHS (Hanpukiapg adbepedy JITTHII) abo y Bunagkax,
KOJIU TaKe JIIKYBaHHS € HEJOPEYHUM.

ITpoghinakmuka cepu,e80-CyOUHHUX NOPYWEHD

3anobiraHHs 3HaYHUM CEePIeBO-CYIUHHUM IIOPYIIIEeHHSIM y MalliEHTIiB, SKUM, 3a
OILlIHKaMHU, 3arp0OKy€ BUCOKUUN PU3UK IIEPIIOTO BUMAAKY CEPLIEBO-CYOUHHOI O
MIOPYLIEHHS, K JONOBHEHHS A0 KOPEKIIil iHInX PaKTOPiB PU3HUKY.

IIporunnoka3aHHs

o3u 30 mr ta 40 MI TPOTUIIOKA3aHi:

e TIAlliEHTaM i3 MigBUILEHOIO YYTIUBICTIO 10 PO3yBacTaTUHY abo [0 OyOb-IKOTO
HEaKTUBHOI'O IHTPEOi€eHTa;

e TIAIliEHTAM 3 aKTMBHOIO XBOPOOOIO MEeYiHKY, BKII0Yal0Yu HEe3po3yMijle, CTilike
MTiABUIIIEHHS PiBHSA TpaHcaMiHa3 y CUPOBAaTIli KPOBi Ta OyOb-gKe IMigBUIIEeHHS
TpaHCaMiHa3 y CUPOBaTIIi KPOBi Oifbllle HiXK y 3 pa3u IIOHA BEPXHIO MEXKY
HOpPMU;

e TTAllieHTaM, SIKi CyIIyTHbBO IPUUMAIOTh LIUKJIOCIIOPUH;

e y IIepion BariTHoCTi abo rogyBaHHS I'PYAOI0 Ta XKiHKaM PENPOAYyKTUBHOTO BiKYy,
sIKi He BUKOPHUCTOBYIOTh BiITIOBiAHI 3ac001 KOHTPAIEIIIIii;

o OiTAM;

e TIallieHTaM 3 MiomnarTieio abo BxKe iCHyrouuMu haKTopaMu [Ist
MiomnaTii/pabmoMiosnidy; Taki ¢haKTOpPHU BKJIIOYAlOTh: IIOMipHE MOPYILIEeHHS QYHKIIII
HUPOK (KJTipeHC KpeaTuHiHy < 60 MJI/XB); riloTUpeo3; HassBHICTb B 0COOUCTOMY
abo ciMeliHOMYy aHaMHe3i BPOOXKEHUX MOPYIIeHb 3 00Ky M’s13iB; HAsABHICTh B
aHaMHe3i TOKCUYHOCTi 3 00Ky M’s13iB, CIIpU4YMHEHOI iHImM iHri6iTopoMm I'MI'-Ko0A-
penykTa3u abo ¢ibpaToM; alKOTOIbHY 3aJleKHICTh; CUTYyallil, KOJIu MoxkKe OyTHu
30inbIlIeHHS PiBHIB y IJTa3Mi KPOBi (HampuKIIa TSXKKa ITeYiHKOBa
HEe[OCTaTHICTh); a3iTChKe MMOXOAXKEeHHS; CyIIyTHE 3aCTOCyBaHHs (iOpaTiB; Bik
noHap 70 pokKiB.



B3aeMmopisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIIiH

Po3yBacTaTuH € cyOCTPaTOM MJIsl IIEBHUX TPAHCIIOPTHUX OiNIKiB, BKITIOYAIOYU
OATP1B1, mo 3a6e3mneuye MevYiHKOBUM TPAHCIIOPT, Ta e(JIIOKCHOTO ITepeHOoCHUKa
BCRP. OpnouacHe BBefmeHHSI Pokcepu® 3 nikapCbKUMHU 3acobaMu - iHTibGiTopamMu
IIVX TPAHCIIOPTHUX OiNIKiB MOXKe CIIPUYUHUTH ITiABUIIIEeHHS KOHIIeHTpallil pO3yBaCTUHY
y IIJ1a3Mi KpoOBi Ta 30iIbIlI€eHHS PU3UKY MioTmarTil.

Komnmu HeoOximHO 3acTocoByBaTy Pokcepy® pa3oM 3 iHIIMMU JIiIKapChbKUMHU 3acobaMu,
1110 DiABUIIYIOTh €KCIIO3ULIiI0 PO3yBacTaTUHYy, 003U Pokcepu® crig kopurysatu. Crifg
PO3MOYMHATHU 3 JO3U 5 MI' OOMH pa3 Ha A00y, AKII0 OYiKyEThCS 3POCTaHHS €KCIIO3UIIil
(AUC) ipubnusHo B 2 pa3u abo 6inbire. MakcuManbHa mo060Ba go3a Pokcepu® mae
OyTH CKOpUTrOBaHa TaKMM YMHOM, 11100 OYiKyBaHa €KCIIO3HUIlisd po3yBacCTaTUHY He
IepeBUIyBajia KOHIIEHTPAllilo, 1[0 Big3HaYa€eThCA TOMi, KOIU npuiioM noboBoi go3u 40
Mr Pokcepu® BimOyBa€eThCs y pasi BimCyTHOCTI B3aeMOfil TiKapChbKUMU 3acobaMu.
Hamnpuknag, no3a 5 Mr Pokcepu® npu ogHO4YaCHOMY 3aCTOCYBaHHI 3 IUKJIOCIIOPHUHOM
(30inbIIeHHs eKcmo3utlii y 7,1 pa3a), mo3a 10 mr Pokcepu® 1mmpu ogHOYaCHOMY
3acToCyBaHHi 3 Kom0biHalli€lo puToHaBip/aTaHa3aBip (30inpienHs y 3,1 pa3a), Ta mo3a
20 mr Pokcepu® mpu 0OfHOYACHOMY 3aCTOCyBaHHi 3 reM@piOpo3unomM (30inbIIeHHS Y
1,9 paza).

AHmauuodu

OpHOYacHe BBEEHHS PO3yBaCTaTHHY 13 CyCIeH3i€0 aHTaluay, 1110 MiCTUTh aIlOMiHit0
Ta MarHilo rigpoKcu, TPU3BOAUTh [0 3MEHIIIeHHS KOHIIEHTPallil po3yBaCTaTUHY y
m1a3mi KpoBi mpubnu3uo Ha 50 %. et edpeKT 3MeHIIyBaBCs, KOJIM aHTallUI
IpuiManu 4yepes 2 TOOWHMU ITIicJIsA po3yBacTaTUHY. KiiHiuHa 3HAYYIIICTh IIi€l B3a€EMOZil
He BHUBYaJachk.

deHopibpamu, noxioHi ¢pibpoesoi Kucaomu

Xoda He crocTepiramsocs HisiKol papMaKOKiHETUYHOI B3aEMOil MiXK po3yBacTaTUHOM
Ta ¢peHodidpaToM, MOKe MaTH Miclie hapMaKoouHaMiuHa B3aeMmomisa. 'empidposun,
dbenodibpaT Ta iHmIi ¢pi6pPoeBi KMCIOTH, BKIIOYAlOYW HIKOTUHOBY KMCJIOTY, MOXKYTh
MMiOBUIIYBAaTH PU3UK MiomaTili mpyu ogHOYaCHOMY BBeleHHi 3 inribiTopamu I'MI-KoA
penyKTasu.

IMukaocnopuH



Y mepion cynnyTHBOTO 3aCTOCYBaHHS npemnapaty Pokcepa® Ta LUKIOCIIOPUHY
3HaueHHs1 AUC po3yBacTaTuHY Oy B cepeqHbOMY ITPUOIN3HO V 7 pa3iB BUIIUMU, HiXK
Ti, IIT0 cCIOCTepiramucs y 3opoBuxX DoOPOBOIbIIB (OuB. Tabmuilo 2). Pokcepa®
NPOTHUIIOKAa3aHa IallieHTaM, IKi OJHOYaCHO OTPUMYIOTh LIMKJIOCIIOPUH (OUB. PO3Min
«[TpoTUIIOKa3aHHI»).

CynyTHE 3aCTOCYBaHHS He BIUIMBAJIO Ha KOHIIEHTPAIll IIMKIOCIIOPUHY Y I1JIa3Mi KPOBi.

AHmaeoHicmu eimamiHy K

Ak i y Bunagky 3actocyBaHHs iHmux iHribiTopiB 'MI'-KoA pegyKTasu, mo4aToK
smikyBaHHSI Pokcepoio® abo IMOCTYIIOBe MiAgBUIIIEeHHS 11 03U y MAlli€HTIB, AKi
OOHOYACHO 3aCTOCOBYIOTh aHTaroHictu Bitaminy K (Hanpuknazn BapdapuH abo iHIIi
KyMapuHOBI aHTUKOAryJIsSHTH), MOXKe IPU3BECTHU IO MiABUIIeHHSI MiKHapOOHOTO
HopMaJtizoBaHoro criBBigHomenHuss (MHC). ITicns BimMminu Pokcepu® abo 3MeHIIIEHHS
no3u MHC MoxkKe 3MeHIIUTHUCS. Y TaKUX BUIMTagKax 0akKaHO BiANOBITHUM YUHOM
KoHTpomoBaTy MHC. YV naiieHTiB, Kl 3aCTOCOBYIOTh @HTaroHictu BitaMiny K,
peKoMeHa0BaHO KOHTposiroBaTh MHC K Ha mmo4aTkKy JIlikyBaHHS Pokcepoio®, TakK i
ITicst TpUNIMHEHHS abo ITpU mofdanblrii 3MiHi 11 mo3yBaHHS.

IH2ibimopu npomea3su

Xoya TOYHUM MeXaHi3M B3a€EMOil HeBifoMUl, omHOYaCHe 3aCTOCyBaHHS iHTiOiTOPIB
IMpoTea3n MOXKe 3Ha4YHO 30i/bIIlyBaTy €KCII03HUIlil0 pO3yBacTaTUHY (OUB. TaOIUIlO 2).
Hampukrnapg, y mocnigKeHHi papMaKOKiHETUKHM OOQHOYaCHe 3acTocyBaHHSA 10 Mr
PO3yBacTaTUHY Ta KOMOIHOBAHOI'O JIiIKapChKOTro 3aco0y, 1110 MiCTHUB ABa iHTiOiTOpPH
npoTteas3u (300 mr aTazaHaBipy/100 Mr puToHaBipy), Y 3mOPOBUX NOOPOBOJIBIIIB
cynpoBomxkyBanocs mnigBuineHHIM AUC Ta Cmax po3yBacTaTuHy Npubmamu3Ho B 3 Ta 7
pa3is BignosigHOo. OmHOYacHe 3aCTOCYBaHHA npernapaTty Pokcepa® Ta meskux
KoMOiHaIi¥ iHTi6iTOPiB IMpOoTEea3u MOKIIUBE ITiCJII peTeJIbHOTO 0OMipKyBaHHS KOPEKIIil
mo3u npemnapaTy Pokcepa®, BUXOOAYX 3 OUiKyBaHOTO 3POCTAaHHS €KCITO3HUIlil
po3yBacTaTuHy (OuB. po3minu «Crocid 3acTocyBaHHS Ta mo3u», «OCcoOIMBOCTI
3acTOCyBaHHsI», «B3aemofist 3 iHIMMMU TiKapChbKUMU 3acoOaMu Ta iHIII BUOU
B3a€eMO[il», Tabmuiio 2).

I'em@ibpo3us ma iHwi 2inosainiOemiuHi npenapamu



OpmHouacHe 3aCTOCyBaHHSA npemnapaTty Pokcepa® Ta remdidbpo3uny mpu3BOOuIo [0
3poctanHs AUC ta Cmax po3yBacTaTUHY B 2 pa3u (OuB. po31ain «OcobmuBOCTi
3aCTOCyBaHHS»).

Buxomsiuu 3 maHUX CHelliaJIbHUX OOCHiIXKeHb B3aeMoil, 3HauHOl (hapMaKOKiHETUYHOIL
B3aeMofil 3 (peHODiIOPATOM HE OYiIKYy€ETHCS, OMHAK MOXKJIMBa (papMaKogUHaMidyHa
B3aemormisi. 'empidbpos3un, henodibpart, inmri ¢pibpaTty Ta HialuH (HIKOTMHOBa KHCJIOTA)
y rinomninigeMiuHumx mo3ax (> a6o piBHi 1 r/go0y) DigBUIIYIOTh PU3UK PO3BUTKY
MiomaTil Ipu CynyTHHOMY 3acTOCyBaHHi 3 iHribiTopamu I'MI'-KoA penykTa3sy,
MO2KJIMBO TOMY, 1110 BOHU 30aTHi IPU3BOAUTH OO MiomarTil i Tpu 3aCTOCyBaHHiI OKpPeMO.
ITo3a Pokcepu® 40 Mr nmpoTuiioka3daHa IIpU CYyIyTHbOMY 3aCTOCyBaHHi ¢ibpaTis.

JlixyBaHHsA PoKCceporo® y TakKuX BUNaAKaX CJIil TAKOXK PO3MOYMHATH 3 HO3U O MT.

Ezemumib

OmHOYacHe 3aCTOCyBaHHs Ipenapaty Pokcepa® B mo3i 10 Mr Tta esetumidy 10 Mr
ralieHTaM i3 rirnepxojyiecCTepruHeMieo Ipu3Boguiio no 3poctandHsa AUC po3yBacTaTUHY
B 1,2 pa3a (Tabnuiisg 2). He MoxkHa BUKII0OYATH (papMaKoguHaMidHOI B3aeMOil Mixk
npemnapaTtoM Pokcepa® Ta e3eTuMiOOM, 1110 MOXKe MPU3BECTH A0 HeOaxKaHUX SBUII]
(muB. po3min «OcoBIMBOCTI 3aCTOCYBAHHSI»).

EpumpomiuuH

OpHo4yacHe 3acTocyBaHHSA Pokcepu® Ta eputpominmuy 3HuxKyBasio AUC(0-t)
po3yBacTtaTtuHy Ha 20 %, a Cmax — Ha 30 %. Taka B3aeMofis Moxke OyTHU CIIpUYUHEHA
MiABUIIEHHSIM IIEPUCTAIbTUKU KUIIIEYHUKY BHACIIIAOK Ail EPUTPOMIIINHY.

depmeHmu yumoxpomy P450

Pe3ynbTraTé mocnigzkeHs in vitro Ta in vivo cBiguaTh, 1110 po3yBacTaTUH He iHTiOye i He
CTUMYITIOE i30pepMeHTH UTOXpoMy P450. OKpiM 1IbOTO, PO3yBaCTaTUH € CIIAOKUM
cybcTpaTtoMm 1ux i3odepmeHTiB. TaKuM YMHOM, B3aEMO/il 3 JTiKapChbKUMHU 3acobamMu B
pe3ynbTaTi MeTabosi3zMy, ormocepenkoBanoro P450, He ouikyeThcsi. He
CIIOCTepirasaocs KJIIHIYHO 3Ha4yIIuX B3a€EMOMIU MiXK pPO3yBaCTaTUHOM Ta
dnykonazonom (iuriditopom CYP2C9 ta CYP3A4) a6o KeTOoKOHa30j10M (iHTiGiTOpoM
CYP2A6 ta CYP3A4).

Tabnuisa 2



BnnuB cymnyTHiX miKapchKux 3aco0iB Ha €KCIIO3UIliI0 pO3yBaCTaTUHY

(AUC; y mopsinKy 3MEeHIIIeHHSI BEJIMYNHM) 3a OITy0JIIKOBAHMMU OJaHUMU KITiHIYHUX

OOCIiOXKEeHb
Pexxum
O3yBaHHS Pexum
H. Y 3miau AUC
JTiIKapChKOT O OO3yBaHHS
po3yBacTaTuHy*
3aco0y, 110 pO3yBacTaTUHY
B3a€EMOJIIE
LIukinocnopuH
Bim 75 mr gBidi |10 Mr oguH
Ha 100y mo pa3 Ha moby, |T 7,1 pasa
200 mr gBivi Ha |10 gHIB
no0y, 6 MicsIliB
ATa3aHaBip
300
. 10 mr,

MT/PAUTOHAaBIP

OOHOpPa30Ba T 3,1 pasa
100 Mr omuH

mo3a
pa3 Ha moby, 8
IHIB
Cumenpusip

10 mr,
150 Mr oguH

OOHOpa30Ba T 2,8 pasa
pa3 Ha o0y,

. mo3a

7 OHIB

Jlominasip 400

20 MT omuH

MT/PUTOHAaBIP
. pa3 Ha moby, 7 |T 2,1 pasa
100 Mr gBiui Ha| .
_ OHiB
no6y, 17 oHiB
Jlominasip 400
. 80 wmr,
MI'/PUTOHAaBIP
o OOHOpPa30Ba T 1,9 pasa
100 mr gBidi Ha
, mo3a
noOy, 17 gHiB
EnTpomM6omak
10 wmr,
75 Mr oguH pa3
OOHOpa30Ba T 1,6 pa3za
Ha 100y, 5
mo3a

IOHIB




HapyHasip 600

10 Mmr oguH

MI'/pUTOHAaBIp
o pa3 Ha moby, 7 |T 1,5 pazsa
100 mr gBiyi Ha| .
, OHiB
noOy, 7 mHiB
TunpaHasip
500 10 mr,
MI/pUTOHAaBIp |0gHOpPA30Ba T 1,4 paza
200 mr gBiudi Ha |mo3a
noOy, 11 gHiB
IIpoHemapoH
400 mr gBigi Ha|HeBimomo T 1,4 pa3za
noGy
ITpakoHazon
10 mr,
200 Mr oguH
OJHOpPa30Ba T 1,4 paza **
pa3 Ha moby, 5
) mo3a
OHiB
Ezetumi6 10 mr|10 Mr ogux
OOWH pa3 Ha pa3 Ha moby, |T 1,2 pasa **
no0y, 14 guiB |14 nHiB
do3aMIIpeHasBip
700 10 mr,
MI/PUTOHABIP |OOgHOpPa30Ba o
100 mr gBigi Ha|mo3a
mo0y, 8 mHiB
Arnerita3ap .
. 40 mr, 7 gHIB |<
0,3 mr, 7 oHIB
Cumnimapus 140(10 wmr,
MI TPUYi Ha OoJHOpa30Ba o
no0y, 5 mHiB mo3a
denodibpar 67
MI TPUYi Ha 10 mr, 7 gHIB |
noOy, 7 mHiB
Pudammin 450 |20 wmr,
MT OOMH pa3 Ha |0gHOPa30Ba o
noOy, 7 mHiB mo3a
KeTokonazon |80 wmr,
200 mr gBidi Ha |0ogHOpPa30Ba o
no0Oy, 7 mHiB mo3a




®1yKOHA30II

80 wmr,
200 Mr oguH
OOHOpa30Ba o
pa3 Ha 1o0y,
. mo3a
11 gHiB
Epurpominun
DETP 80 wmr,

500 Mr yotupu
P OOHOpa30Ba 120 %
pa3u Ha moby, 7

IHIB nosa

Bbarikaniu 50 20 wmr,
MI TPUYi Ha OJHOpa30Ba 147 %

noOy, 14 gHiB |go3a

* IlaHi, mpeacTaBiieHi K 3MiHa B X pa3iB, SIBJISIOTh COO0I0 CIIiBBIIHOIIIEHHS MiXK
3aCTOCYBaHHSIM pPO3yBacTaTUHY y KOMOiHallil Ta okpeMo. [laHi, mpeacTaBieHi y
BUTTIAAl % 3MiHH, ABISAIOTH CO00I0 % Pi3HUIIO BiTHOCHO IMMOKA3HUKIB ITPY 3aCTOCyBaHHI
poO3yBacTaTUHY OKPEMO.

306inblIeHHSA T0O3Ha4YeHO 3HaYKoM T, BiACyTHICTh 3MiH <, 3MeHIIIeHHST - | .

** Bysio mpoBeeHO KillbKa OOCIiaAKeHb B3aEMOIl TP Pi3HUX H03aX PO3yBaCTaTUHY, Y
TaOIUIll TOAaHO HaubiNblll 3HaYyllle CHiBBiHHOIIEHHS.

ITepopanvHi KOHMpPauenmuesu/20pmoHo3amicHa mepanis (I'3T)

OpgHoyacHe 3acTocyBaHHSA Pokcepu® Ta mepopalbHUX KOHTPALEIITUBIB IIPHU3BOOUIIO
oo mipgsuiieHHA AUC eTuHiNecTpaniony Ta HoprecTpeny Ha 26 % Ta 34 %, BiOIIOBIOHO.
[TinBuUIIeHHS IJIa3MOBUX PiBHIB CIJIig BpaxoByBaTH IIPH IMig00OPi 403U MepoparibHUX
KOHTpalenTusiB. Hemae gaHux mono ¢papMaKOKiHETUKM IIpelaparTiB y Halll€HTIB, AKi
omHOYacHO npuiiMaioTh Pokcepy® Ta I'3T, TOMy MOKJIMBICTh B3a€EMOZil BUKITIOUATH HE
MozxkHa. OmHaK TakKy KoMOiHallifo IITMPOKO 3aCTOCOBYBAIU XKiHKaM y KIiHIYHUX
OOCIIiIXXEeHHSX, Ta BOHA IIepeHoCcusach goope.

THwi nikapcvki 3acobu



Buxomsiuu 3 maHUX CHelliaTbHUX OOCHIOXKEeHb, KIIIHIYHO CyTTEBOI B3aEMOIl 3
OUTOKCUHOM HE OYiKYETHCH.

Y kniHiYHUX gociaiaxeHHsaX Pokcepy® CynyTHbBO 3aCTOCOBYBaIu 3
QHTUTINIEPTEeH3UBHUMH, aHTHUAia0eTUYHUMU 3aco0aMU i TOPMOHO3aMiCHOIO Tepalli€lo.
Lli mocmigKeHHS He IMoKa3aJly XKOOHUX MOKa3iB KITiHIYHO 3HAUYyIIUX HeOaKaHUX
B3a€EMOIN.

dy3udosa Kucsioma

Pu3uk miomarii, BKIo4ao4yu pabaoMioni3, MoxKe ITimBUITyBaTUCS 3a PaxyHOK
CYIIYyTHBOTO CUCTEMHOTO 3aCTOCyBaHHS (Py3UI0BOI KUCJIOTH 3i cTaTUHaAMU. MexaHi3M
11iel B3aemoril (bapMakoarHaMiuHuM a00 hapMaKOKiHETUYHUM), IIOKHU HEBIOMUN.
Bynu noBigomieHHs mpo padbaomiosni3 (BKIIOYaOYH jIeTaslbHi HaCIigKu) y IIalli€eHTiB,
sIKi OTpUMYBaJH 1110 KoMOiHaIlifo.

K10 cucTemMHe NMiKyBaHHS Qy3UI0BOI0 KUCIOTOIO € HEOOXiMHNM, TO 3aCTOCYBaHHS
poO3yBacTaTUHY Ma€ OyTH IMIPUITMHEHO IPOTATOM YChOTO IIePioay JTiKyBaHHS
(py31moBOI0 KUCIOTOIO.

JloniHagip/pumoHasip

Y ¢papmakonorigyHOMY OOCITIAXKEHHI CyIyTHE 3acTocyBaHHSA Pokcepu® Ta
KOMOiHOBaHOTO IIpenapary, 10 MiCTUB [Ba iHribiTopu npoTteas3u (jomiHagip 400
Mr/putoHaBip 100 Mr), y 3mopoBuX JOOPOBOIBIIB acollifoBasocs 3 TPUOJIN3HO
OIBOPA30BUM Ta II'SITUPa30BUM 30ilIbIlIeHHSIM IMTOKa3HUKIB piBHOBaxkHOTro AUC(0-24) Ta
CwMmax myis po3yBacTaTHUHY BiAmmoBigHO. Blaemomito MizK Pokcepoio® Ta iHIIMMU
iHribiTopaMu nMpoTea3yu He BUBYAIU.

Iimu

IocmigkeHHs B3aEMOil TpoBOAUM nullle y gopocnaux. CTymiHb B3a€EMOil y giTeu
HEeBiJOMUH.

Oco006/IMBOCTi 3aCTOCYBaHHS

Bnaue Ha Hupku

Y nanieHTiB, siKi 3acTocoByBanu Pokcepy® y BUCOKHUX A03ax, ocobmuBo 40 mr,
Bil3Ha4anocs BUIIaAKU NPOTEIHypil (BU3HAYEHOl 3a «TECTOM CMY2KKU»), IIepeBakKHO



KaHaJIbleBO]l 3a ITOXOAXKEHHSIM Ta Yy OiJIbIIIOCTi BUIMIaAKiB TUM4YacoBOl ab0o HeTpUBAaJol.
[IpoTeinypisa He cBimuuia Ipo rocTpe abo mporpecymoye 3aXBOPIOBaHHS HUPOK.
He6axkaHi siBua 3 60Ky HUPOK Y IIOCTMapKEeTUHTOBUY I1epiof Bi3Ha4YaIu dacTille
TPy 3acTocyBaHHi go3u 40 Mr. Y mailieHTiB, Ki mpuiiMaloTh npemnapart y go3i 30 abo
40 Mr, QYyHKIIiI0 HUPOK CJIifl TepeBipsATH PerylIsipHO.

Bnaue Ha ckesemHy MycKyaamypy

YpaxkeHHsI CKeIeTHOI MyCKyJlaTypH, HallpuUKJIa[d Miajris, MiomarTis, Ta pigko -
pabmoMiorti3 criocTepiranucs y mallieHTiB IPU 3aCTOCYBaHHi ycix mo3 Pokcepu®, a
oco0bnuBo npu go3ax Oinbmie 20 mr. [Ipu 3acTocyBaHHI e3eTUMiOy y KOMOiHallil 3
inrioiTopamu I'MI'-K0A penykTas3u gyxKe PigKO MOBiAOMIISIIIOCH PO BUIIAAKXA PO3BUTKY
pabmomionizy. He MoxXHa BUKITIOUATH MOXKJIMBOCTI ¢papMaKOOMHaMiUyHOI B3a€EMOil, a
TOMY TaKy KOMOiHallifo CJIiff 3aCTOCOBYBaTU 3 00EPEKHICTIO.

4K i y BUmagKy 3acTocyBaHHS iHmIuX iHri6iTopiB 'MI'-KOA penykTas3u, BUIIAOKU
pabmoMioni3y, moB'si3aHi i3 3acTocyBaHHSAM Pokcepu®, y IOCTMapKeTUHTOBUY I1ePiof
TPaNasaucs JacTiiie npu 0o3i 40 Mr. € noBimOMIEeHHS NPO PigKiCHI BUIAagKUA
iMyHOOIIOCEPEIKOBaHOl HEKPOTU3YyI0YO0l MionaTil, 110 KJIiHIiYHO IPOSIBISIOTHCSA CTIMKOI0
ITPOKCU3MaJIbHOIO M’ sI30BOI0 CIa0KiCTIO i IMigBUINIEHHAM PiBHS CUPOBATKOBOI
KpeaTuHKiHa3H, i yac JiKyBaHHS ab0 Micjis MpUMIKMHEHHS JTiKyBaHHS CTaTUHaAMU,
BKJIIOUAIOYX PO3YBAaCTAaTHUH. Y TAKOMY pa3i MOXKYyTh OyTH HEOOXiMHMMU OOIaTKOBI
HeUpOM’sI30Bi i CEpOJIOTiyHi JOCHIAXKEHHS, JTiIKyBaHHSA iIMyHOCYIIPECUBHUMU
IpernapaTaMu.

Bus3HaueHHs pieHA KpeamuHpOochOKiHa3u

PiBHI KpeaTuH(dOCOKiHA3U HE CIif BUMIPIOBATH HiCISa 3HAYHUX (PISUUHUX
HaBaHTaXKeHb a00 IIPKU HasgBHOCTI MOKJIMBUX aJlbTEPHATUBHUX IPUYUH MTiABUILEHHS
KpeaTuH-pochoKiHa3y, 110 MOXKYTh 3aBaXKaTH iHTepIpeTallil pe3yJbTaTiB. AKII0
IMOYaTKOBi piBHiI KpeaTuH-PocPoKiHaA3M 3HAYHO ITiABUIIEHI (>5X BEPXHbOI MEXKi
HOPMHM), TIPOTATOM 5-7 OHIB HEOOXiMHO 3pOOUTH AOMAaTKOBUM ITiATBEPOKYIOUNM aHAJIi3.
AKIo pe3ynbTaT IOBTOPHOTO aHali3y HNiATBEPHAKY€E MOYaTKOBUM PiBEHb >5 X BEPXHHBOIL
MeXKi HOPMHU, PO3NOYKMHATH JIIKyBaHHS HeE CJIif.

ITepeo nikysaHHAM



Pokcepy®, sk i pemurty inri6itopis 'MI'-KoA penykTasu, ciin 3 06epexkKHiCTIO
Ipu3Ha4daTy NalieHTaM i3 paKTopaMu, 110 COIPUSIOTH PO3BUTKY
MiomnarTii/pabmomioni3y. 1o Takux paKTOpiB HalekaTh:

e IOpPYyILIEeHHS QYHKIIil HUPOK;

e TIIIOTUPEO3;

e HASIBHICTH B iHAUBiOyanbHOMY ab0 ciMeMHOMY aHaMHe3i CIagKOBUX M'sI30BUX
3aXBOPIOBaHE;

e HASIBHICTh B aHAaMHe31 MiOTOKCUYHOCTI, CIIPUYUHEHOl iHmuMu iHridiTopamu I'MI'-
KoA penykTa3u abo ¢pibpaTtamu;

e 37I0BXKHWBaAHHSA aJIKOTOJIEM;

e BiK >70 pOKiB;

e CHUTYyallil, III0 MOXYTh IPU3BECTHU [0 IMiABUIIIEHHS PiBHIB IIpemnapary y Ijia3Mi
KPOBI;

e OJHOYACHE 3aCTOCyBaHHS (ibpaTiB.

Y Takux maifieHTiB NOTPiOHO MOPIBHATY PU3UK Ta MOXKJIUBY KOPUCTH ITPU 3aCTOCYyBaHHI
npenapary; TaKOX PEeKOMeHOOBaHUM KIIiHIYHUNW MOHITOpPUHT. He ciig po3nodyuHaTu
JIIKYBaHHS y BUNIAKy 3HAYHO MiABUIIIEHUX 104aTKOBUX PiBHIB K@K (>5 x BMH).

Y nepioo aikysanHsa

[NamieHTiB Cim monepenuTyU NPO HEOOXiMHICTh HeralHo ITOBIIOMIISATH IIPO He3’ sICOBHUMU
M's130BUM 0inb, M's130BY cnabKicTh abo cymoMu, 0COOJIMBO SKIIO BOHU
CYIIPOBOAXKYIOTHCS He3OyKaHHAM a00 HNiTBUIIEHHSAM TeMIepaTypHu. Y TaKUX Halli€HTiB
ciig Bu3dHauuTu piBHI KOK. Crig npunuHUTHU JIiKyBaHHA, K10 piBHI KOK 3Ha4YHO
mipgBumieHi (>5xBMH) abo siKio M'si30Bi CUMIITOMU TSI2KKi Ta CIIPUYUHSIOTH
ONCKOM@OPT y HOBCAKAEHHOMY KUTTI (HaBiTh gKmio piBHI KOK = 5 x BMH). dkiio
CUMIITOMM MUHAaIOTh Ta piBeHb KOK moBepTaeThcs mo HopMu, Pokcepy® abo
anbTepHaTUBHUM iHTiOiTOp 'MI'-KOA MOXKHa cripoOyBaTH 3aCTOCyBaTH 3HOBY, alle y
MiHiMa/IbHUX HO3axX Ta IIif peTeJIbHUM HarasagoM. PerynsapHui KOHTPosb piBHA KOK y
naiieHTiB 6e3 BUIlleBKa3aHUX CUMIITOMIB HEITOTPiOHUN.

Y KniHIYHUX OOCTIAXKEHHSAX Y HEBEJIUKO] KiJIbKOCTi alli€HTiB, IKi 3aCTOCOBYBaJIx
Pokcepy® Ta cynyTHI iperiapaTy, IIOCUJIEHOT'0 BIUIUBY Ha CKeJIeTHY MYCKYyJIaTypy He
Bim3Hadanock. OOHaK IIigBUIlleHa YaCTOTa BUIIaAKiB MiO3UTYy Ta Miomarii
CIIOCTepirasnachk y Ialli€eHTiB, sKi 3aCTOCOBYIOTS iHIli iHTiGiTopu I'MI'-KOA penykTasu i3
noxigHuMM (HiOPOEBOI KUCIIOTH, B TOMY YHUCIIi reM(piOpo3uiIoM, HUKIOCIIOPUHOM,
HiKOTMHOBOIO KUCJIOTOIO, a30JIbHUMU IIPOTUTPUOKOBUMHU 3acobaMu, iHTiGiTopamMu
IIpoTea3mn Ta MaKpoJimHuMu aHnTubioTukamu. ['eMdiOpo3us migBuilye pusnuK pPo3BUTKY
MiomaTil Ipu CynyTHOMY 3aCTOCyBaHHI i3 geskuMu iHribiTopamu ['MI-KoA



penykTa3u, ToMmy Pokcepy® He peKOMeHIOBaHO 3aCTOCOBYBaTHU Y KoMOiHalril i3
reMm@piopos3unomM. CIpuUsTIUBUN BIUINB NOOAJILIITNX 3MiH PiBHS HimigiB mpu
OOHOYACHOMY 3acTocyBaHHI Pokcepu® i3 ¢pibpatamu abo HiallmHOM ITOTPiIOHO
MMOPiBHSATHU i3 MOTEHIIMHUMU PU3UKaAMU IPU 3aCTOCYBaHHI TakKol KoMOiHaIIil.
OpHouacHe 3acTtocyBaHHs Pokcepu® B fo03i 30 a6o 40 mr ta ¢ibpaTiB IpoTUNIOKa3aHOo.

Pokcepy® He crif cyMmiliaTy pa3oM i3 CHCTEMHUM 3aCTOCYBaHHS (y3UO0BOI KMCIOTH
abo mpoTAroM 7 OHIB IiCNIg NPUNUHEHHS JIiIKyBaHHSA (Qy3Ua0BOI0 KUCIOTOIO. [
MAali€HTIiB, O/ SKUX BUKOPUCTAHHS CUCTEMHOL (hy3UIOBOl KUCIOTU BBAXKAETHCS
HeoOXigHUM, TiKyBaHHS CTaTUHaAMU HeOOXigHO IMPUITMHUTH IIPOTSITOM YChOTO Iepiomy
JIIKyBaHHS (Py3UA0BOIO KUCJIOTOIO. Bysu mmoBimoMIeHHS ITPO BUIIagKX pabmoMiotisy
(BKJIIOYAIOYU JIeTaJIbHi HACJIiAKM) y Malli€HTiB, SKi oTpuMyBanu Gpy3uagoBy KUCIIOTY i
cTaTWHU B KoOMOiHalil. [TallieHT MOBUHEH HeTaWHO 3BEPHYTUCS [0 JIiKaps, SKIIO BiH
BiIYyBa€ CUMITOMH, TaKi K M'si30Ba cy1abKicTh, 6inb ab0 B’SITiCTh.

Teparmist craTuHaMu MoxKe OyTHU MOBTOPHO ITpOoBefeHa Yyepe3 7 OHiB ITicJIsi OCTaHHbBO1
no3u Gpy3ug0BOI KMCIIOTH.

Y BUHATKOBUX BUIIaJKaX, KOJIU HeOOXilHe TpuBajie CUCTEMHE 3aCTOCYBaHHSA
dy3umoBoi KUCIOTH, HAITPUKIIAA, OJIS JIIKyBaHHS BaxKKUX iHGEKIIiM, HeoOXigHICTh
OOHOYACHOTO npu3HadeHHSA Pokcepu® i py3umoBOl KUCIOTHU CJIif PO3TIsOaTH TiJIbKU B
KOXXHOMY KOHKPETHOMY BUIIANKY 1 IIiJl peTeJIbHUM MEeOUYHUM HarJisigoM.

Pokcepy® cnim 3 00epexXHiCTI0O 3aCTOCOBYBATHU MalliEHTaM i3 ¢haKTopaMu, 110
CIIPUSIIOTh PO3BUTKY MioIaTil, TaKuX SIK HUPKOBA HEOCTATHICTh, JIiTHIN BIK,
rimotupeos, abo y CcUTyalligx, KOJI¥ MOxXKe 30iIbIIUTHUCSA KOHILIEHTPAallis ITpenapary y
a3Mi KpOoBi.

Pokcepy® He cIlif 3aCTOCOBYBATH AJI IMALIEHTIB i3 TOCTPUMM, CEPUO3HUMHU CTaHaMU,
III0 COPUAIOTh PO3BUTKY MiomnaTil abo MigBUIIYIOThH PU3UK PO3BUTKY HUPKOBOIL
HeIOOCTaTHOCTi Ha TJi pabaomionidy (TaKUMU SIK CETICUC, TilTOTeH3is, o0mIupHe
XipypriuHe BTpy4YaHHS, TpaBMa, TAXKKi MeTabo0JIiyHi, eHOOKPUHHI a00 eJIeKTPOIiTHI
NOPYLIEHHS; HEKOHTPOJILOBaHI CyqOMHU).

Bnaue Ha neuiHKy

Ak i inmri inriditopu I'MI'-KoA penykra3u, Pokcepy® ciig 3 06epekHiCTIO
3aCTOCOBYBATH MalliEHTaM, SKi 37T0BXKUBAIOTh aJIKOT0JIeM Ta/ab0 MaloTh 3aXBOPIOBAHHS
IIeYiHKY B aHaMHe3i.

DyHKIIIIO ITe4YiHKY PEKOMEHOO0BAHO IEPEBIPUTH IIepel I04YaTKOM 3aCTOCyYBaHHSA
npemnapaTty Ta 4yepe3 3 Micslli JTiKyBaHHS. fKIO piBeHb TpaHCaMiHa3 y CUPOBaTIIi
KPOBIi OinbIlle HizK yTpUUi mepeBUIllyeE BEPXHIO MeXKY HOPMHU, 3aCTOCyBaHHSs Pokcepu®



clig NpunuHUTHU. [Ipo cepiio3Hi nopyueHHsa QYyHKII1 IeYiHKA (IepeBaXHOo
MigBUILIEHHS PiBHS MI€YiHKOBUX TpaHCaMiHa3) y HIOCTMapKETUHTOBUU ePiof
IIOBIOOMIJIAJIOCH YaCTillle IIPU 3aCTOCyBaHHI no3u 40 Mmr.

Y nairieHTiB i3 BTOPHMHHOIO Tillepxo0jieCTEPUHEMI€I0, CIPUYNHEHOIO TiToTUPeo30M abo
He(@POTUYHUM CUHAPOMOM, CIEPIIY CIii IPOBECTH IiKyBaHHS OCHOBHOTO
3axBOPIOBaHHS, a IIOTIM IIOYMHATHU 3aCTOCyBaHHs Pokcepu®.

Y micnsgpeecTpalnitHoMy nepiofi 3pigKa mMoBigOMIISIIIOCS IIPO JieTaabHi abo HeJleTanbHi
BUIIAJKM II€UYiHKOBOI HEJOCTAaTHOCTI y MAlli€HTiB, AKi IpuUiMall CTaTUHHA, B TOMY YHCIIi
po3yBacTaTUH. fAKINO Ha TIIi JIIKyBaHHS IpenapaToM Pokcepa® po3BUBA€ETHCS
Cepuo3He ypaXXeHHS MeYiHKU 3 KIiHIiYHOI0 CUMIITOMAaTUKOI0 Ta/abo
rinepOinipybiHeMi€ro YM KOBTIHUIEI0, HETAWUHO CIIi MPUNOUHUTY IIPUNOM IIpemnapary.
AK110 iHI TPUYUHYU He BUSBJIEHO, He CJIiJl IOHOBJIIOBATH JIIKYBaHHS IIpeliapaToM
Pokcepa®.

Paca

Y mocnimkeHHSX (hapMaKOKiHETUKH CIIOCTEPIrasiocss 3pOCTaHHsI CHUCTEMHOI €KCITO3HIIil
y HallieHTiB MOHTOJIOIMHOI pacu TOPIiBHSIHO 3 €BPOIEUIISIMHU.

II71s TakuX IMallieHTiB HeoOXigHa KOpeKIisi mo3yBaHHs IIpemnapaTty Pokcepa® (Ous.
po3minu «Cnocib 3acTocyBaHHS Ta mo3u» Ta «®apMakoKiHeTuKa»). [IJis mallieHTiB
MOHTOJIOITHOI pacu ImoyaTKoBa mo3a Pokcepu® moBuHHa OyTtu 5 Mr. [TimBuieHa
KOHIIEHTpallid po3yBacTaTUHY Y IJla3Mi KpPOBi OyJia moMiyeHa B a3iChKUX IAIli€EHTIB
(muB. po3min «®apMakokiHeTuKka»). Ciif B3ITHU OO yBaru 30iNbllIeHy CUCTEMHY
€KCIIO3UIIil0 TPH JIiIKyBaHHI IMalliEHTiB MOHTOJIOITHOL pPacH, y SIKUX
rinepxosieCTepuHeMiss He KOHTPOJIIOETHCS afeKBaTHO go3amu go 20 mr.

IH2i6imopu npomea3su

[TigBuleHa cUCTEMHAa €KCIIO3Ullisl 4O PO3yBacCTaTUHY CIIOCTepirasnacs B ocib, sKi
3aCTOCOBYBaJId pO3yBaCTaTUH CYIIyTHBLO 3 Pi3HUMHU iHTiIOiTOpaMu IIpoTeas3u y
MoefHaHHi 3 puToHaBipoM. Crig 0OMipKyBaTU SIK KOPUCTH Bifl 3HUKEHHS PiBHSA JIimigiB
3a goroMoroio npemnapaty Pokcepa® y nauienTiB i3 BIJI, aKi oTpuMyloTs iHTi6iTOPH
IpoTea3y, TakK 1 MOXKJIMBICTSH ITIABUIIIEHHS KOHIIEHTPALill PO3yBaCTaTUHY Y IJIa3Mi
KPOBi Ha IMOYaTKYy Teparlil Ta Ipu OigBuIlleHHi fo3u Pokcepu® [OJjig malli€eHTiB, AKi
OTPUMYIOTH iHTiOiTOpU poTea3u. OgHOYaCHE 3aCTOCYBaHHS Mperapary 3
iHribiTOpaMu npoTea3u He PpeKOMEHAYETHCS, K0 m03a Pokcepu® He CKOpUTOBaHa
(muB. po3min «Cmocib 3acTocyBaHHS Ta MO3u» Ta «B3aeMopis 3 iHIMMU TiKapChbKUMU



3acobaMu Ta iHIIII BUOW B3a€EMOMOIN»).

HenepeHocumicmb 1aKkmo3u

[TamieHTaM 3 PigKiCHOIO CIIaJKOBOIO HEIIEPEHOCUMICTIO raJlaKTo3u, JedimuToM
nakTa3u Jlamnma abo ManbabCcopOIli€o TII0OKO3U-TajlaKTO31 He CJIi 3aCTOCOBYBaTH Liel
npemnapar.

InmepcmuuiasivbHe 3ax80pPHOBAHHS 1€2eHb

[ToomnHOKiI BUMIAaAKM iHTEPCTHUIIaIbHOTO 3aXBOPIOBAaHHS JIETeHb OyIJIM 3apeeCcTpoBaHi
IIPY 3aCTOCYBaHHI AesIKUX CTaTUHIB, 0COOIUBO Y BUMNAAKY JOBroTpuBasoil Teparrii. [Jo
CUMIITOMIB IOPYIIIEHHS HajieXKaTh OUCIHOE, HEITPOAYKTUBHUM Kallle/lb Ta MOTipIIeHHs
3arajibHOTO CTaHy (BTOMa, BTpaTa MacCH Tijla Ta rapsa4ka). fAKIIo Imigo3pIEThCH, 10 Y
ralli€eHTa PO3BUHYJIOCH IHTEPCTHUIIiaJIbHE 3aXBOPIOBaHHS JIeT€Hb, 3aCTOCYBaHHS
CTAaTUHIB MOTPiIOHO MIPUTITUHUTH.

Llykposutil 0iabem

[eski (pakTu cBig4aTh, 11O CTATUHU HiABUIIYIOTH PiBEHD I'JIIOKO3U B KPOBi Ta y AeSIKUX
Malli€eHTiB, IKUM 3arp0oKy€ BUCOKHUM PU3UK PO3BUTKY AiabeTy B MaliOyTHbOMY, MOXKYTh
CIPUYUHSTHU TilepriiKeMiio TaKOTo PiBHS, IIPU SKOMY HeoOXigHe HaJjlexKHe JIiKyBaHHSA
niabeTty. L{10 3arpo3y, OgHaK, IePEBUILYE 3HUKEHHS PU3UKY CYOUHHUX OPYIIEHb IIPU
3aCTOCyBaHHi CTaTUHIB, i TOMy BOHA He Ma€ OyTH ITifCTaBOIO [JIs MPUIIMHEHHS Teparlil
CTaTMHaAMHU. 3a NallieHTaMU I'PYyIIu PU3UKY (piBeHb I'JIIOKO3U HaTIlle 5,6-6,0 MMOJIB/II,
IMT >30 kr/mM2, nigBullleHUY piBeHb TPUTIIiLIEPUiB, apTepiajbHa TrinepTeH3is) ciifg
BCTAHOBUTH SIK KJTIHiYHUM, TaK i 6i0XiMiyHMM KOHTPOJIb 3TigHO 3 HaIlliOHATbHUMU
HaCTaHOBAMU.

Y mocnimkeHHSIX 3apeecTpoBaHa 3arajibHa YacToTa IIyKpPOBOTo AiabeTy craHoBuIa 2,8
% y rpymi npuiioMy po3yBacTaTuHy Ta 2,3 % — y rpyii niaie6o, mepeBaxHo Y
Mali€eHTiB 3 piBHEM I'JIFOKO3U HaTIIe Bif 5,6 7o 6,9 MMOJIB/II.

Ak i mopgo inmux inriditopiB 'MI'-KoA-penykTa3u, Ipu 3aCTOCYBaHHI pO3yBaCTaTUHY
crocTepiranocs 3poctaHHsa HbAlc Ta piBHIB I'/IIOKO3M Yy CUPOBATIi KPOBi. Y OeaKux
BUIlaJKaX Il MIOKa3HUKU MOXKYTh IIePEeBUIllyBaTU I'PAaHUYHE 3HaAYEeHHS I
OiarHOCTUKHU IIyKPOBOTO miabeTy, HacaMIiepeq V IalliEHTiB 3 BUCOKUM PU3UKOM
PO3BUTKY HiabeTy.



YV kniHiYHUX OOCHigXKeHHsIX 0yJI0 moKa3aHo, 1110 Pokcepa® sK MOHOTepallist He
CIIPUYUHSIE 3HUXKEHHST 6a30BOI KOHIIEHTpPAIlil KOPTU30JIy I1JITa3MM KPOBi i He BIIJIUBAE
Ha pe3epB HagHUPKOBUX 3a5103. HeoOxigHa 06epeXHIiCTh y pa3i 0MHOYaCHOTO
3acToCyBaHHs IpenapaTy Pokcepa® Ta iHIINX ITiKapChKUX 3ac00iB, 30aTHUX
3HMXKYBaTH PiBHiI a00 aKTUBHICTh €HAOTE€HHUX CTEPOITHNX TOPMOHIB, HAIlpUKIIa[
KEeTOKOHAa301y, CIIiPOHOJIAaKTOHY Ta LIUMETUOUHY.

Ilimu ma nioaimku 8ikom 8id 10 do 17 pokis

BrnnuB po3yBacTaTuHY Ha JiHiIMHNM PicT (3picT), macy Tina, IMT (iHgekc macwu Tina) Ta
PO3BUTOK BTOPMHHHUX CTAaTE€BUX O3HAK 3a IIKayoo TaHepa y giteu Bikom 10-17 pokis
OLIIHIOBABCH JIUIIE IIPOTATOM OOHOTO POKY. Ilicns 52 TUXKHIB JOCIIAXKYBaHOTO
JIIKyBaHHS KOJHOTO BILJIMBY Ha picT, Macy Tina, IMT abo ctaTeBe mo3piBaHHSA
BUSIBIIEHO He Oyino (muB. po3min «®apMakoauHaMika»). [oCBif KIiHIYHUX OOCTiIXKEHb
3aCTOCYBaHHS IIperaparTy OiTSM Ta ITigaikaM ooMexkKeHuM, i moBrorpuBaii epekTu
3aCTOCyBaHHS po3yBacTaTuHY (>1 pikK) Ha cTaTeBe OO3piBaHHS HEBIiOOMI.

Y KniHiYHOMY OOCIIOXKEHH] y AiTe! Ta MigJIiTKiB, AKi IpuiMaliu po3yBacTaTUH
OpoTsArom 52 TUXKHIB, migBuilleHHS piBHSI KK >10 pa3is Bumie BHM Ta cuMmiitomu 3
00Ky M’s13iB mmicss ¢pismYHOro HaBaHTaXKeHHs abo mimBuIeHoi Gpi3uvYHOl aKTUBHOCTI
CIIOCTepiranucs 4acTillle ITOPiBHAHO 3 TAKUMHU Y HOPOCIUX (OUB. po3min «ITobiuHi
peaxirii»).

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

He nipoBomunu gocCiifzKeHs IIOL0 BU3HAYEHH BIIJIMBY PO3yBacTaTUHY Ha 30aTHICTH
KepyBaTu aBTOMOOijieM Ta iHIIMMU MeXaHiYHUMHU 3acobamu. Ha ocHOBI
apMakoguHaMigYHUX BJIACTUBOCTEN PO3yBAaCTaTUHY iMOBIPHICTh TAKOTO BIJIUBY
He3HayHa. OgHaK IIPU KepyBaHHiI aBTOMO0iIeM Ta iHIIUMU MeXaHiYHuMU 3acobaMu
CJIi BpaxXOByBaTH, III0 IIif Yac JIIKyBaHHS MOXKe BUHUKHYTU 3allaMOPOYEHHS.

3acTocyBaHHs y nepioa BaritTHocTi a00 rogyBaHHsI IPyaaio

Bbe3neky 3acTtocyBaHHs Pokcepu® y mepion BariTHOCTI abo rogyBaHHS IPyOOi0 He
BUBYAaJIU.

Pokcepa® mpoTumokasaHa y mepioq BariTHOCTi abo rogyBaHHS IPyAOio.

KiHKaM penpoayKTUBHOTO BiKYy Iif 4yac npuromMy Pokcepu® ciiig 3aCTOCOBYBaTU
BiITIOBiOgHI 3aco0u KOHTpAaIIeNIIil.



OCKiNTbKM XOJIeCTEPHUH Ta iHIIIi TPOAYKTU OiIOCUHTE3Y XOJIECTEPUHY CYTTEBO BaKJIMBI
OJIsI PO3BUTKY IIJIONA, MOTEHUiMHUY pu3uK iHrioyBanus I'MI'-KoA penykTa3u
IIepeBUIIyE MOKJIUBY KOPUCTH Biff 3aCTOCYBaHHA IIpelapary y IIepios BariTHOCTI.
AKI10 malieHTKa BariTHi€ y mepiof 3aCTOCYBaHHS IIpenapary, JIIKyBaHHS CJIi HerauHO
IPUIIMHUTH.

OCKinbKy iHIIUM JTiKapCchKUM 3acib IOr0 KJIacy MPOHUKAE Yy TPyAHE MOJIOKO TIOOUHU
Ta BpaxoByiouH, 110 iHri6iTopu 'MI'-KoA-penyKTa3u MOXKYTh CIPUYMHSITUA CEPUO3Hi
HeOaxKaHi peakliil y HEMOBJIAT, XKiHKaM, sIKi MOTPeOyIOTh NiKyBaHHS IIpernapaToM
Pokcepa®, cinig peKoOMeHAyBaTU YTpUMaTUCSA Bif rogyBaHHS Ipyano. HaHUX 11000
IIPOHUKHEHHS IIpenapaTy y rpygHe MOJIOKO Yy JIIOOUHU HeMae (OUB. PO3Aia
«IIpoTunioka3zaHHI»).

Cmoci6 3acTocyBaHHS Ta I03H

ITepen moyaTKOM JIiKyBaHHS IALlIEHTY CJIiA IIPU3HAYUTU CTaHOAPTHY
riroxoJjiecTepUHEMIYHY MIi€TY, SIKOI CIIif HOTPUMYBATHUCH i MPOTATOM JIiKyBaHHSA. 103y
CIig mimbupaTH iHOUBiAyanbHO, 3ajIe’KHO Biff MeTU Teparril Ta epeKTUBHOCTI
JIIKyBaHHS, 3aCTOCOBYIOUYH [il0Yi y3roaKeHi peKOMeHallil.

Pokcepy® MokKHa npuiiMaTu y OyOb-IKUM Yac OHS, He3aJleXKHO Bif NpuiiomMy ixi.

TabneTky He ciim po3xkoByBaTu abo mpobutu. TabrmeTKy KOBTATH ITiJIOl0, 3allMBaO4YU
BOMOIO0.

JIikysaHHA 2inepxosiecmepuHemil

PekomeHOoBaHa Imo4yaTKOBa A03a CTaHOBUTH 5 a6o 10 Mr, mepopanbHo 1 pa3 Ha go0y
sIK [OJIS TIAlllEHTIB, K1 paHillle He 3aCTOCOBYBaJId CTaTUHU, TakK i [OJId MaLli€HTIB, Kl [0
IIbOTO 3aCTOCOBYBaH iHri iHribiTopu I'MI-KoA penykTrasu. [linbupaiouu Io4aTKOBY
mo3y, CIIi BpaxOByBaTH iHOMBiIAyalbHUM PiBEHb X0JIECTEPHUHY Y MAIliEHTIB Ta
MauOyTHiM ceplieBO-CYAUHHUUN PU3UK, @ TAKOXK MOTEHIINHUN PU3UK PO3BUTKY
mobivyHMX peakilitt (muB. gasi). 3a HeoOXimHOCTI yepe3 4 THUXKHI 03y MOXKHa
30imbIIUTY 00 HacTynHOi. OCKiIbKHU y BUIIQAKYy 3acToCcyBaHHSA no3u 40 Mr mobiuHi
peaxirii BUHMKAIOTh YacCTillle, HiXK ITPU MEHINMNX [03aX, TUTPyBaTHu mo3y mo 30 Mr abo
mo 40 Mr cIIif juine OJisd Halli€HTiB 13 TAXKKOIO0 rinepxojieCTEPUHEMIEI0 Ta BUCOKUM
CepIeBO-CYIUHHUM PU3UKOM (30KpeMa B 0Ci0 i3 ciMeMHOI0 TiltepXoIecTepuHEMIEIO), Y
SIKUX He BIOAJIoCS OOCATTU OaKaHOTO pe3yJsbTaTy 3a fo3u 20 Mr i fKi MOBUHHI
nepeOyBaTH ITif perynapHuM HarnsgoM. Ha modaTky 3actocyBanHs go3u 30 mr a6o 40
MI' PEKOMEHI0BaHO CIIOCTEpEeXKEeHHs ClielialicTa.



ITpoginakmuka cepueso-CyOUHHUX NOPYWeHb

Y mocnimxeHHi 3HUXKEHHS PU3UKY YCKIaJHEeHb 3 00Ky CeplieBO-CyIUHHOI CUCTEMU
mo0OoBa mo3a Ipernapaty ctaHoBusa 20 mr. ITallieHTaMm i3 rimepxoecTepuHeMi€ro
HeOoOXiHO MPOBOANTU CTaHOAapPTHE BU3HAYEHHS PiBHA MiMifiB Ta JOTPUMYBATUCS
peKoMeHallil i3 o3yBaHHS [JId JIIKYBaHHS TillepXoleCcTepuHeMil.

3acmocyeaHHA nauieHmam AimHb020 BIKY

PexomeHpoBaHa moyaTKoOBa O03a [OJIA HAllieHTIB y Bini moHan 70 pOKiB CTAHOBUTH 5 M.
[HIIIa KOpEKIlisa J03u 3a/Ie’KHO Bif BiKy HenmoTpiOHa.

3acmocysaHHsa dimsam

3BUYaliHa 0o3a Ipenaparty AJjisd OiTeU Ta MiJIiTKiB i3 reTepO3UTrOTHO CIMEWHOI0
rimepxonecrepuHeMieio ctaHoBuTh 5-20 Mr 1 pa3 Ha mo0y mepopa’snbHo. s
OOCATHEHHS TepaleBTUYHOT0 epeKTy H03y HeoOXifHO HajleXKHUM YUHOM TUTPYBaTH.
Be3neky Ta eeKTUBHICTh 03, 1110 ITepeBUIYI0Th 20 MT, y IIili ITOMYJIsAlil He BUBYAIIH.

Ilo3ysaHHsA 045 nayieHmMie 3 nopyweHHAM PYHKUIl HUPOK

[71g mallieHTiB 3 IEeTKUM Ta MOMIPDHUM IIOPYIIEeHHSIM (QyHKIIl HUPOK HEMae
HeoOXigHOCTi y KopekKIlil mo3u. PekoMeHOoOBaHa IT0YaTKOBA [03a IS MMAlliEHTiB 3
NOopyHIeHHSAM (QYHKIIl HUPOK ITOMIpHOI TSKKOCTI (KjIipeHC KpeaTuHiHy <60 MJ1/XB.)
cTaHOBUTH 5 MT. [lo3a 30 mr Tta 40 Mr mpoTUIIOKa3aHa MalliEHTaM 3 IOPYILEeHHIM
(pyHKIIil HUPOK MOMIipHOI TI2KKOCTi. [lallieHTaM 3 TSAXKKKUM MMOPYIIEeHHAM (QYHKIIi1
HUPOK 3aCTOCYBaHHS Pokcepu® MPOTUIIOKA3aHO y Oyab-IKUX MO3aX.

Ilo3ysaHHA 014 nayieHmMi8 3 NOPYWeHHAM (PYHKUII neviHKu

He cnoctepiranock 3pocTaHHSI CUCTEMHOI €KCIIO3UIlil pO3yBacTaTUHY y Malli€HTiB 3 7
6anamu 3a mkanowo Yauna-I1'to. [IpoTe, mocugeHHs CUCTEMHO] €KCIT03UIIil O0yI10
Bil3HA4YEHO y IAIli€HTiB, CTaH KUX OLiHIOBaBCA y 8 Ta 9 OaniB 3a mKasnow Yaunga-
[T'r0. TakuM maifieHTaM CJIiZ IPOBOOUTH OLIHKY QYHKITil HUPOK. [[0CBi 3aCTOCyBaHHS
Imperapary y MalieHTiB 3 moKa3HuKoM 9 OariB 3a mkanoio Yarnma-IT'to BimcyTHi.
Pokcepa® mpoTumnoka3aHa MalliEHTaM i3 3aXBOPIOBAHHSIMH MEYiHKYW B aKTUBHIM CcTamil.
Y naui€eHTiB 3 TAXKKUM NOPYIIEeHHAM (QYHKIIiI ITeYiHKU CIIOCTepirasocs IIiaBUIIeHHS



€KCIIO3HIlil po3yBaCTaTuHY, TOMY IM 3acTOCOByBaTU Pokcepy® y mosi Buie 10 Mr crif
3 00epexkHiCTIO.

Paca

Y mailieHTiB MOHTOJIOIMHOI pacH CIIoCTepiraaacs IigBUIlleHa CUCTEMHAa €KCIIO3UIlis
npenapaty. PekoMeHgoBaHa mo4yaTKOBa J03a [J1s IMalli€HTiB a31laTChKOr0o IMOXOAXKEeHHS
CTAQHOBUTH 5 MI'. 3aCTOCYBaHHA 003U 40 MI TakuUM IaliieHTaM IIPOTUIIOKA3aHe.
MakcumasnbHO Jo60Ba g03a CTaHOBUTH 20 Mr.

Ilo3yBaHHS OJIs TMAIliEHTIB 3i CXUIILHICTIO O PO3BUTKY MiomaTil

PekoMmeHpmoBaHa mouyaTKOBa [o3a [Jisd IIAILlEHTIB 31 CXUJIBHICTIO OO PO3BUTKY
MiomaTil CTAHOBUTL D MT.

Io3a 40 Mr mpoTuiioKkalaHa OEesIKMM 3 TaKUX IallieHTiB. MakcuManbHO mo00Ba Jo3a
CTaHOBUTL 20 MT.

I'enemuyuHut noaimopgism

I'emotunnu SLCO1B1 (OATP1B1) ¢.521CC ta ABCG2 (BCRP) c.421AA, mopiBHSAHO 3
reHotunamMu SLCO1B1 ¢.521TT ta ABCG2 ¢.421CC, aco1iilioBaHi 3 IIiABUIIIEHHSAM
ekcno3uilil (AUC) po3yBactatuny. [l namieHTiB 3 renotunamu ¢.521CC a6o c.421AA
MaKcuMaJbHa peKoMeHoBaHa no06oBa go3a Pokcepu® cTtaHOBUTH 20 MT.

PosyBacTaTuH € cyOCTpaTOM OJIsl Pi3HUX TpaHCHOPTHUX 0inkiB (Hampukinan, OATP1B1
Ta BCRP). Pu3uk miomnaril (BK/I04ao4yu pabaoMioni3) migBUIIYETbCSA IPHU
omHOYacHOMY IpuiioMi Pokcepu® pa3oM 3 MeBHUMHU JIiKapChbKUMHU 3acobamu,
30aTHUMM ITiABUIIYBATH KOHIIEHTPAIll po3yBacTaTHUHY y IJIa3Mi KPOBi yepe3s
B3a€EMO[IiI0 3 IIUMHU TPAHCHOPTHUMU OinKamu (HallpuKiaf, IIUKIJIOCIOPUH Ta AesKi
iHribiTopu mpoTeas3u, BKII0OYa0yyu KoMOiHallil puTOHaBipy 3 aTaHa3aBipoM,
JIoTliHaBipoM Ta/abo TunpaHaBipoM). I[Tpu MOXKIITMBOCTiI HEOOXiTHO PO3TISHYTHU
aJibTepHaTUBHE JIiKyBaHHS i, IKII0 HEOOXiMHO, TUMYaCOBO MPUITUHUTHU JTiKyBaHHSI
Pokcepoo®. Y cuTyalligx, KO OOHOYACHOTO BBEIEHHS IIUX JIIKapChKUX 3aC00iB
pa3oMm i3 Pokcepoo® YHUKHYTU HEMOZKJIMBO, Tpeba 3BaXKyBaTHU BCi ITepeBaru Ta
PU3UKHU CYIIYTHHOTO JIIKYBaHHS Ta PeTeNIbHO migdupaTtu o3y Pokcepu®.

itk

He pexomeHnoBaHO 3acTocyBaHHs Pokcepu® gitsam BikoM 10 10 pokis.



BriuB po3yBacTaTUHyY Ha JIiHIMHUN PicT (3picT), Macy Tina, IMT (iHgekc Macu Tina) Ta
PO3BUTOK BTOPUHHUX CTaTEBUX O3HAK 3a IIKaJiow TaHepa y aiteu BikoMm 10-17 pokis
OLIIHIOBABCS JIUIIIE IIPOTATOM OOHOTO POKY. Ilicisa 52 TUXKHIB 3aCTOCYBaHHSA
OOCITiIKyBaHOTO ITperapaTy Oyob-IKOT0 BIJIUBY Ha 3picT, Macy Tina, IMT a6o
CTaTeBUU PO3BUTOK BUSBJIEHO He OYJIO.

Ilepeno3yBaHHs

CrnenudivHOro JIiKyBaHHS Y BUIIQOKy Ilepeno3yBaHHA HeMae. JIiKyBaHHA
cUMIITOMaTU4He. Y pa3i HeoOXimHOCTI BXKUBATH ITiATPUMYOUYNX 3axomdiB. Cmin
nepesipuTu piBHi KOK Ta mpoBecTtu TeCcT Ha PYHKIIOHAJIbHICTD IIE€YiHKM.
MarnorMOBipHa KOPUCTH Biff IPOBEeNEHHSA reMoaiaisy.

ITo0iuni peakmii

[ToGiuHi peakxiiii, 1110 cIOCTepPiraloThCsA MPHU 3acTocyBaHHiI Pokcepu®, 3a3Buyaii cinabki
Ta TPAH3UTOPHI.

3 60Ky iMmyHHOI cucmemu

Peax1iii rinep4yTauBOCTi, y TOMY YMCJIi aHTiOHEBPOTUYHUM HaOPSIK.

3 60Ky eHOOKpUHHOI cucmemu

LlykpoBui miabetl,2.

3 60Ky Hepsosoi cucmemu

l'onoBHUM 6inb, 3alIaMOPOYEHHS.

3 60Ky cucmemu mpaseHHs

3anop, HyOoTa, 6iyib y KMBOTI, TaHKpPEeaTHUT.

3 60Ky wkKipu ma niOwKipHOi KaimKo8uHu

CBep06ixK, BUCHUII Ta KPOIIUB'SHKA.



3 60Ky ckesiemHoO-M'5130801 cucmemu cnoAy4YyHOi MKAHUHU ma Kicmok

Mianrisi, miomnaTisi (y TOMy 4HCIIi Mio3UT) Ta pabmoMioris.

3aeaavHuli cmaH
AcTeHida.

Ak i y Bunagky 3 inmumu inriditopamu 'MI-KoA penykTasu, yacToTa HebOaxKaHUX
peaxilii 3aJIeXKUTh BiJ JO3U.

1YacToTa 3a1eXXuTh Biff HaABHOCTI (paKTOPiB pU3UKY (pPiBeHb I'IFOKO3U KPOBi HATIIIE =
5,6 MMOJIL/TI, iHOEKC MacH Tina >30 Kr/M2, miaBUINeHHS PiBHSA TPUTIIILEPUTIB,
rimepTeH3is B aHaMHe3i).

23rigHO 3 pe3ynbTaTaMu nociigxkeHHsa JUPITER (3aranbHa 4acToTa HOBiHOMJIEHD IIPU
3acTOCyBaHHi po3yBacTaTuny - 2,8 %; nnamebo - 2,3 %) HacaMnepen y Mali€HTiB, sgKi
BJXK€ MalOTh BUCOKUM PU3UK PO3BUTKY LIYKPOBOTO HiabeTy.

Bnaus Ha Hupku

Y nauieHTiB, siKi 3acTocoByBanu Pokcepy®, criocTepiraauch BUMAAKM IIPOTEIHYPI,
IepeBakKHO KaHaIbIIEBOTO MOXOOXKEHHS (BU3HAUEHOl 3a «TECTOM CMYXKKHN»). 3MiHHA
BMicTy OiflKa y cedi Bif BiiCyTHOCTI 4M cIifiB mo ++ abo Oinblile 3apeecTpoBaHi yepes
meskuu 4ac B <1 % mallieHTiB, gKi mpurManu npenapat y gosi 10 mr ta 20 Mr, Ta
npubnau3Ho y 3 % mallieHTiB mpu 3acTocyBaHHi mo3u 40 mr. He3HauHe 306inblIeHHS
4aCTOTHM BUMNAKIiB IMigBUIlleHHS Oifika y cedi Bif BimcyTHOCTi abo criigiB go +
CIIocTepirasnocs npu 3acTocyBaHHiI go3u 20 Mr. Y GifIbIIOCTi BUIIaAKiB BUPaKEHICTh
MMPOTEeIHypPil 3MeHIITyBaslach abo 3HMKaJla CIIOHTAHHO MPHU ITPOOOBXKEHHI 3aCTOCYBaHHS
npemnaparty. [lepernsag gaHUX KITIHIYHUAX OOCHIAXKEHDb Ta IOCTMapKETUHI OBUX
CIIOCTepexKeHb Ha JaHWU YaC He BUSBUB IIPUYNHHOTO 3B'I3KYy MiXK IIPOTEIHYPI€IO Ta
rocTpuM abo IMPOrpecyryruM 3aXBOPIOBAaHHSIM HUPOK.

['emaTypida criocTepirasniach y nalli€eHTiB, K1 3acTOoCOByBaiu Pokcepy® i maHi
KJIiHIYHUX JOCIiAXKeHb CBif4aTh PO 11 HU3bKY YaCTOTYy.

Bnaue Ha ckesemHy MycKyaamypy

3MiHU 3 60Ky CKelIeTHOI MyCKyJlaTypH, TakKi K Miaarisg, MmiomnaTis (B TOMy 4uCIIi
MiO3UT), Ta PigKo - pabaoMioJti3 i3 rocTpoio HUPKOBOIO HEOOCTaTHICTIO abo Oe3 Hel



CIIOCTepiranucs Ipu 3aCTOCYyBaHHI Oyab-aKux 103 Pokcepu®, a 0co6IUBO TP
3actocyBaHHi 103 >20 wmr. [Ipo pigkicHi Bunagku pabmomionisy, mo iHKomu Oynu
acoIlifioBaHi 3 HUPKOBOIO HEIOCTATHICTIO, OYJI0 IIOBiMOMJIEHO IPY 3aCTOCYBaHHI
pO3yBacCTaTUHY, a TaKOXK IHIIINUX CTaTUHIB.

Y nailieHTiB, fKi npuiiMain po3yBaCTaTUH, CIIOCTEPIrajgocs go303ajiekHe 3PpOCTaHHSA
piBHIB kpeaTuHpochokinasu (KOK); y 6inmbiiocTi BUunagkiB siBuiile 0y10 cl1abKuM,
aCUMITOMATUYHUM Ta TUMYacoBUM. Akino piBHi KOK migBumieHi (>5 X BepxXHbOI MexXi
Hopmu (BMH)), nikyBaHHS CIif IPUIUHUTH.

Bnaue Ha neviHKy

4k i y Bunagky 3actocyBaHHsA iHmux iHridbiTopiB 'MI-K0OA penykTasu, y HEBEJIUKOL
KIJIBKOCTI ITAli€HTIB, SIKi IpUUMaJid po3yBacTaTUH, CIIOCTEPIranocs Ho303ajiexXHe
30inbIlIeHHS PiBHSA TpaHCcaMiHa3; v OiNbIIOCTi BUIIaAKiB siBUIIlE OyJI0 Cl1abKuM,
aCUMIITOMATUYHUM Ta TUM4YaCOBHUM.

Bnaue Ha nabopamopHi NnoOKa3HUKU

4K i y Bunagky inmwmx iHribitopis I'MI'-KoA penykTasu, y HEBEJIUKOI KiJTbKOCTI
Mali€eHTiB, Ki IpUK¥MaIu po3yBacTaTUH, CIIOCTEPIrajsocsa JO30IPONOpPIiiHe
3POCTaHHSA PiBHA MEUYiHKOBUX TpaHCaMiHa3 Ta KpeaTUHKiHa3u. [Ipu 3acTocyBaHHI
po3yBacTaTUHY TaKOXK Bif3Hadasiocs miaBuileHHs piBHiB HbAlc. ¥ HeBenukoi
KiJTbKOCTI Talli€HTiB, siKi 3acTocoByBanu Pokcepy® Ta iHimi iHriditTopu I'MI-KoA
penyKTa3u, CIIoCTepiraaucs maToJIOriuHi 3MiHU IPU aHaJi3i cedi (TecT-cMyXkKKa
CBiumIia Ipo IMpPOTeinypito). BusiBnenuit 6imok O6yB, SIK MpaBUJI0, KaHAJILIIEBOT'O
TOTO/I>)KEeHHS. Y OiNIBIIOCTI BUNIAJKiB TPOTEIHYPis cTae MeHIlle BUpPaXxXeHoio abo 3HUKAE
CIIOHTAHHO ITPU IIPOMIOBXKEHHI Teparlil Ta He CBigUYUTh PO rocTpe abo mporpecyimoye
3aXBOPIOBaHHSA HUPOK.

THwi epexmu

Y poBroTpuBannx KOHTPOJIbOBAHUX KITIHIYHUX OOCHiAXKeHHSIX Pokcepa® He
IPOOEeMOHCTPYBajia LIKIAJIUBOTO BIJIUBY Ha OYHI JIiH3U.

Y nanienTis, sKi mikyBanucst Pokcepoio®, He OyJ10 BUSIBIIEHO MOPYIIeHb QPYyHKITiM KOPHU
HaJgHUPKOBUX 3aJ103.



ITocmmapkemuHz08ul 0ocg8i0 3acmoCy8aHHA

OKpimM 8uw,e3a3Ha4eH020, y nocmmapkemuH2080My nepiodi 3acmocysaHHsa Pokcepu®
Oy/u 3apeecmpoeaHi maki seuw,a:

3 O0OKy HEpBOBO1 CUCTEMHU: IIOJIiHEBPOIATisA, BTpaTa IaM'sTi, nepudeprudHa
HeBpoIlaTis;

3 OOKY pecIipaToOpHOI CUCTeMH, OPTaHiB I'PYOHOI KITITKM Ta CEPEeIOCTIiHHS: KallleJlb,
OVCIIHOE;

3 OOKYy CHCTEMMU TPaBJIEHHS: Oiapes;

3 00Ky remaTo0iliapHOTO TPaKTy: JKOBTIHULISA, TENAaTUT, TiIBUIIIEHHS aKTUBHOCTI
MIeYiHKOBUX TPaHCaMiHas3;

3 60Ky HIKipU Ta MigmKipHOI KIiTKOBUHU: cuHApoM CTiBeHca-[IKOHCOHA;

3 60Ky KiCTKOBO-M'sI30BO1 CUCTEMH: iMyHOOTIOCEPEKOBaHa HEKPOTHU3YyIoua MiomarTis,
apTpa’ris. ITopyiieHHs 3 00Ky CyX0XKUJIb, iIHKOJIM YCKJIagHEHI pO3pHUBaMH,
iIMyHOOIIOCepeIKOBaHa HEKPOTU3ylO4Ya MiomnarTid;

3 OOKy HUPOK: TeMaTypis;

3arajbHUM CTaH Ta IOPYIIEHHS, ITOB’ s13aHi 3i cltoco60M 3acTOCyBaHHS IIpenapary:
HaOPSK;

3 00Ky pernpoayKTUBHOI CUCTEMHU Ta MOJIOYHUX 3aJ103: FiHEKOMAaCTis;

3 OOKY KPOBi: TPOMOOITUTOIIEHIS.

ITpu 3acmocyeaHHi OesiKux cmamuHie NnogidoMa5110Cb NPO Maki HebadcaHi AsuwWa:
Oernpecis;

MMOPYIIIEHHSI CHY, B TOMY YMCJIi 0€3COHHS Ta HiYHi KoIlIMapwu;

po3agu cTaTeBOl PYHKIII;

OKpeMi BUIIa[IKU iHTEPCTUIliaJIbHOTO 3aXBOPIOBaHHS JIeTeHb, 0COOJIMBO ¥ BUNIALKY
TPUBAJIO] Teparii;

3aXBOPIOBAHHA CYXO2KUIIb, IHKOJIH YCKJ'IaJIHeHi ix PO3PUBOM.



YacToTa BUIAOKiIiB pabmoMionidy, cepilo3HUX ITOPYIIeHb 3 00Ky HUPOK Ta MeYiHKHU
(mepeBaxHO MiABUIIIEeHUM PiBeHb TpaHCaMiHal) Oysia OGilbIIIOI0 IIPYU 3aCTOCYBaHHi 03U
40 mr.

Y npoiieci micnsipeecTpaliiHoOro 3aCTOCyBaHHS PO3yBaCTaTUHY iTeHTU(IKOBAaHO TaKy
HeOaxkaHy peaklliio sK jieTajibHa Ta HejJeTalibHa IIeYiHKOBa HeJOCTaTHICTh. OCKiNbKHU
IIPO III0 Peakilifo MOBiMOMIISIOCS CIIOHTAHHO i3 IIOMyJIsilil HeBU3HAYEHOl KiJIbKOCTI,
HEMOXKJIMBO JOCTOBIPHO OLIIHUTHU il 4acTOTy a00 BCTAHOBUTH HASIBHICTh IPUYMHHO-
HAaCJIIOKOBOI'O 3B'A3KY 13 3aCTOCYBaHHIM IIpenapary.

3pigka y miciasipeecTpaliiHOMY IIepiofi MOBIHOMIIAIOCS IIPO HOPYIIEeHHSI KOTHITUBHUX
yHKIIIM (HanmpuKiIapg MOTipIIeHHs IaM'aTi, 3a0yObKyBaTiCTh, aMHe3is1, TOTipIIeHHS
naM'siTi, CIIJIyTaHICTh CBIJOMOCTI), III0 aCOIlil0OI0ThECH i3 3aCTOCYBaHHAM CTaTUHIB. IIpo
TaKi KOTHITUBHI Mpo6JieMu IMOBioMIIsIJIOCS ¥ 3B'sI3KY 3 yCiMa cTaTUHaAMHU. ZBHUIlA, PO
sIK1 UOEeThCA Y IIOBIIOMJIEHHSX, 3a3BUYall MalOTh JIETKUYM XapaKTep 1 MUHAIOTh IIiCJId
BiIMiHM CTATHHIB, @ TAKOXK MalOTh Pi3HUH YacC OO MOSBU CUMIITOMIB (Bim 1 gHS 00
POKiB) Ta 0O 3HUKHEHHS CUMIITOMIB (MefiaHa - 3 THUXKHIi).

Iimu ma nidaimxku 8id 10 0o 17 pokis

[MTpodins 6e3nmeku Pokcepu® y miTel, migliTKiB Ta JOpoCaux MOOiOHMM, X04a y
KIIHIYHUX TOCTIIXKEHHAX Y OiTel Ta HifJIiTKiB micis BIpaB abo 3HaUHUX Qi3UYHUX
HaBaHTaXKeHb dacTinie Bim3Havanu nigBuilieHHI KOK>10xBMH Ta M'si30Bi cuUMITOMH,
III0 3TO0JI0OM MUHasu 0e3 nmepepuBaHHA JIiIKyBaHHA. [IpoTe, i Ans miTen, i o mopocaux
3aCTepeXeHHs IIPU 3aCToCyBaHHI Pokcepu® omHaKOBI.

TepMiH NpUIAaTHOCTI
3 POKH.
YMoBHu 30epiranus

30epiraTtu B OpuUTiHaIbHiN YIAKOBIIi OJIsI 3aXMCTY Bix mil cBiTia. JIikapcbKuii 3acib He
nmorpebye 0CcoOONIUBUX TEMIIEPATYPHUX YMOB 30€epiranHs.

30epiraTty y HeJOCTYIIHOMY OJIS OiTeW MicCIIi.
YnakosBka

ITo 10 TabneTok y 6micTepi, mo 3 6icTepa y KapTOHHIN KOPOOIIi.



KaTeropist Biagnnycky

3a penemnTomMm.

BupooHuK

KPKA, n.n0., HoBo mecTto, CrioBeHis.

Micie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IpoBaJaXKeHHSI
IisIIHLHOCTI

[lImap’emka 1ecta 6, 8501 HoBo mecTto, COBEHIS.
[Ixepeso iHCTPYyKIIil

[HCTPYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mkepesia — [lepKaBHOTO PEECTPY

JIIKapChbKUX 3aCc00iB YKpalHH.



http://www.drlz.com.ua/
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