IHCTPYKIOIA

IJIsI METHYIHOT 0 3aCTOCYBaHHS JIiIKapChKOI'0 3aC00y

KOHBEPIYM

(CONVERIUM)

Cknao:
Oitoua pevosuHa: 1 Tabnetka mictTuth ipbecaprany 150 mr a6o 300 wmr;

donomidcHi peyoguHU: TaKTo3a, MOHOTimpaT (copbonak 400); KpoxMmanb IIpexenaTuHizoBanuu 1551;
HaTPil0 KpocKapMeno3a; KpeMHilo miokcum KonoigHui 6e3BogHui; monokcamep 188; memtonosa
MikpokpucTasniyHa (tun 101), marsito creapar.

Jlikapcbka ¢popma. TabneTku.
OcHosHI (i3uko-xiMiuHi 81aCMu8oCMmi:

tabneTku mo 150 Mr: 6imi, KpyTii, mIocki TabneTky, 3 pucKoio, fiameTpoM 61u3bK0 10,5 MMm;

tabnetku mo 300 Mr: 6irmi, KpyTi, mIocki TabneTkH, 3 pUCcKoIo, fiaMeTpoM Ou3bK0 12,7 MM.

dapmMmakoTepaneBTHYHA Ipyna. AHTaroHiCTU PelenToPiB aHTi0TeH3UHY II, MOHOKOMIIOHEHTHI
npenapatu. Kog ATX C09C A04.

dPapmakon02iuHi e1acmusocmi.
dapmakoOuHamika.

IpbGecapTaH - CUILHOMIIOYNY [TePOpaibHO aKTUBHUM CeJIEKTHBHUM aHTarOHICT PellenTopiB
anriorensuny II (tumy AT,). BBaxkaeThcs, 110 BiH 6710Ky€e BCi ¢izionoriuno 3Hauymri epekTu
aHrioTeH3uHny lI, orocepenkoBaHi yepe3 peuenTop Tuny AT,, He3anexkHo Bifl gxKepena abo MIIAaxy
cuHTe3y aHrioteH3uny lI. CenekTuBHa aHTArOHICTUYHA [is BITHOCHO PELENTOPIB aHrioTeH3uHy I
(AT,) mpu3BoguTh 0o 30iNbIIeHHST KOHIIEHTpAallil peHiHy Ta aHrioTeH3uny II y miaa3Mi Kposi Ta 10
3HUKEHHS KOHILIEeHTPaIlil aJlbAoCTepPoHy y mna3Mi. [Ipu 3acTocyBaHHI peKOMEHIOBAHUX 103
IIperapary piBeHb Kajlilo B CHPOBATIII iCTOTHO He 3MiHIOETLCS. IpOecapTaH He IPUTHIUYE
aHTi0TeH3WHIIEPETBOPIOBaIbHOTO pepMeHTy (KiHiHa3u II) — pepMeHTy, IKUM IPOAYKY€E aHTiOTEH3UH
II, 3pificHioe MeTaboIiyHy gerpafariio OpaguKiHiHy 3 YTBOPEHHSIM HEaKTUBHUX MeTabomiTiB. s



IPOSIBY CBOTO edeKTy ipbecapTan He mOTpebye MeTab0IigYHOI aKTUBALlil.

KrigiyHa epeKTUBHICTE

ApmepianvHa 2inepmen3sis. IpbecapTaH 3HUXKY€E apTepiallbHUM TUCK IIPU MiHiMasbHiN 3MiHI YacTOTH
CeplieBUX CKOPOYeHb. 3HUKEHHS apTepialbHOr0 TUCKY IIpu npuiiomi 1 pa3 Ha no0y Mae
[0303alle’XXHUM XapakTep, 3 TeHAEHIIIE€I0 10 BUXOOY Ha maTo B go3ax moHapg 300 mr. Jo3u 150-300 mr
npu npuitomi 1 pa3 Ha fo0y 3HUKYIOTh ITOKAa3HUKYM apTePialbHOTO TUCKY, SIKUN BUMIPIOETHCS, KOIU
TAlliEHT 3HAXOMUTHCS V TIOJI0OKEHH] JIexkauyy Ha CluHi a00 CHOsa4y, HanpuKiHIl aiil mpemnapaty (To0ToO
yepe3 24 roguHM IiCIg IPUMOMY IIpenapary) B cepegHboMy Ha 8-13/5-8 MM pT. CT.
(cucromiunuii/miacTomiuunit) GinbIe, HiXK IPHUOM ITale6o.

MakcruMasnbHe 3HUKEHHS apTepiabHOTO0 TUCKY AOCATAETHCS Yepe3 3-6 TOOUH IiC/s IPUUOMY
npernapary, TrinoTeH3uBHUYN eeKT 30epiraeTbcsa NpuHaMHI TpoTaroM 24 rogul. Yepes 24 roguHu
MiC/Is IPUMOMY PEKOMEHI0BaHUX 003 3HUKEHHS apTepiarbHOTr0 TUCKY CTaHOBUTH 60-70 % MOpiBHIHO
3 MOKa3HUKOM MaKCHMaJIbHOT'0 3HUXKEHHS [1aCTOIIYHOr0 Ta CUCTOIIYHOI0 TUCKY. [Ipuiiom
npemnapaty B fo3i 150 mr 1 pa3 Ha go0y mae edekT (Ha MiHiMyMi fiii i B cepemHBOMY 3a 24 TOOWHMU),
aHaJIOTiYHUU TOMY, SKUU NOCSATAEThCS MPU PO3MOMii 1iel ;o60Boi 103K Ha 2 ITPUMOMH.

AHTHUTIIEPTEH3UBHA [is npenapaTty KoHBepiyM IpPOSBISETLCSA IPOTATOM 1-2 TUXKHIB, a
HallBUpaXeHIlui eeKT JOCATaEThCS Ha 4-6 TUXKHI Biff T0YaTKY JIiKyBaHHS. AHTUTIIePTEeH3UBHUMI
edekT 30epiraeThes Mif Yac TPUBAJIOTO JIiKyBaHHSA. [1ic/is NpUNIMHEHHS TiKyBaHHS apTepiaabHUAN
THCK IIOCTYIIOBO ITOBEPTAETHCS [0 MTOYATKOBOI BeuuuHU. CUHAPOMY BiIMiHU Y BUTISITI IOCUIEHHS
rimepTeH3il micg BigMiHM mpenapaTy He CIIoCTepiranocs.

IpGecapTaH pa3oM 3 AiypeTUKaMu Tia3WOHOTO TUIY OAIOTh aMUTUBHUM TIOTEH3UBHUM eDeKT. Y
TAIiEHTIB, V IKUX OOuH ipbecapTaH He 3a0e3mevyyBaB HeOOXimHOTO epeKTy, OMHOYACHE 3aCTOCYBAHHS
HU3BKOI 03U TifpoxyopoTiasuny (12,5 Mr) 3 ipbecapranoM 1 pa3 Ha 100y cripuyuHsIO Ginblie
3HUXKEHHS apTepiasbHOr0 TUCKY MiHiMyM Ha 7-10/3-6 MM pPT. CT. (CUCTOJiYHUI/AiaCTONMIYHUIN),
MOPIBHSHO 3 IPHUIOMOM ITare6o.

EdekTuBHICTh MpenapaTy He 3aJeKUTh Bifl BiKy abo cTaTi maiieHTa. fK i mpu 3acToCcyBaHHi iHIIMX
JiKapchbKuX 3aco0iB, SIKi BIIJIMBAIOTh Ha PEHiH-aHTiOTEH3WHOBY CUCTEMY, V IalliEHTiB HET'POIgHOI pacu
3 apTepianbHOIO TiMepTeH3i€0 BUSABIAIOTH IIOMITHO MEHIIy BifiIOBiAh Ha MOHOTePaIliio ipbecapTaHoM.
fAxuro ipbecapTaH 3aCTOCOBYIOTh OHOYACHO 3 HU3BKOIO J03010 TigpoxnopoTia3uny (Hanpuknam 12,5
MTI Ha 0o0y), aHTUTiTepTeH3WBHA BiATIOBiOb TAKUX MAIiEHTIB HAGIMUKAETHCS O BiOIOBii MaIieHTiB
€BporeoigHol pacu. KiiniyHo 3Hauymuit BivB ipbecapTaHy Ha PiBHi Ce40BOI KUCJIOTH B IIJIa3Mi
KpPOBi ab0 CEeKpeIrito cevyoBOi KUCIIOTH 3 Cevelo BiiCyTHil.

XPOHIYHI 3aX80PHBAHHA HUPOK Y NAUIEHMIB 3 ApmepidabHOI 2inepmeH3iern ma uyKposum
Odiabemom 2 muny. Y OABI#HO CIIiIIOMY KOHTPOJIbOBAHOMY [IOCITifI?>KEHHi OIiHIOBaJIX NOBIOCTPOKOBI
eekTH (cepenHili TEpMiH CIIOCTepeKeHHS CTAHOBUB 2,6 POKY) 3aCTOCyBaHHS ipbecapTaHy II0go
IIPOTPeCyBaHHS 3aXBOPIOBAHHS HUPOK Ta CMePTi 3 OyAb-9KO01 IPUYNHU. 3aIeXKHO Biff TePeHOCUMOCTI
TIPOBOJUIIOCS TUTPYBaHHS 031 ip6ecaprany 3 75 mMr go 300 Mr (migTprMyioda f03a), aMJIOTUIIIHY - 3
2,5 mr go 10 mr abo mamne6o. [TaiienTy B ycix rpynax JikyBaHHSI 3a3BU4all OTPUMYBaH Bif 2 mo 4
AHTUTINEePTEeH3UBHUX IIPeIapariB. 3a pe3yabTaTaMu OOCTiAXKeHb He OyJ10 BUSIBIIEHO BIIJIUBY
niKyBaHHS ipObecapTaHOM Ha IMOKa3HUK CMEPTHOCTI 3 OyOb-9K0l IPUYUHHU, TPOTE CIIOCTEPIranucs
IIO3UTHBHA TEHAEHIIiT 0 3HMKEHHS PU3UKY PO3BUTKY TePMiHa/IbHOI CTaflii 3aXBOPIOBaHHSA HUPOK i
CTaTUCTUYHO 3Hauyllle 3HUXKEHHSI PU3UKY [IOJBOEHHS CUPOBATKOBOTO PiBHS KpeaTuHiHy. Lle CcBigUuThH
IIPO CIOBIIbBHEHHS [IPOrpeCyBaHHs XPOHIYHOI'0 3aXBOPIOBAHHS HUPOK Y MAl[i€HTIB 3 XPOHIYHOIO
HHAPKOBOIO HEJIOCTATHICTIO i ABHOIO IpOTeiHypieto. EQeKT nmikyBaHHS OIiHIOBABCS Y Migrpynax
TIAIliEHTIB 3a CTATTIO, PACOBOIO ITPHHAIEKHICTIO, BIKOM, TPUBAJIiCTIO LIyKPOBOTO fiabeTy, BUXigHUM



apTepianbHUM THCKOM, CUPOBAaTKOBUM PiBHEM KpeaTHHIHY Ta MIBUOKICTIO eKCKpellil ansoyminy. B
IiATpymnax XiHOK Ta NpeNCTaBHUKIB HETPOINHOL pacH, sKi CTAHOBUIIY BigmoBigHO 32 % i 26 %
3arajabHOl IOMYJIALil y9aCHUKIB OOCHiIXKEHHS, IlepeBaru JiKyBaHHS OOCHiIKyBaHUM IIperapaToM AJis
GyHKIIII HUPOK He OyNu BUSIBIIEHI.

Y nnare60-KOHTPOIbOBAHOMY MOABIMHO CIIIITOMY JOCITiIXKEeHHi HOBrOCTPOKOBUX e(eKTiB (TpHUBaIiCTh
CIIOCTEPEeKEHHS CTaHOBUIIA 2 POKM) 3aCTOCYBaHHA ipbecapTaHy Iomo MiKpoanb0yMiHypil 3a y4acTio
TIAllieHTIB 3 apTepialbHOIO TiepTeH3iel0 Ta IyKPoBUM fiabeToM 2 TUIy Gyi0 II0Ka3aHo, 110
3acTtocyBaHHS ipbecapTany B 7o3i 300 MT y nalieHTiB 3 MiKpoaabOyMiHypi€io CIIOBiITbHIOE
IIPOrpecyBaHHs OUCOHYHKII HUPOK [0 SIBHOI MPOTEIHYpil (IIBUAKICTh eKCKpellii anb0yMiny i3 ceuero
(IITEAC) > 300 mr Ha o0y i 36inbmenHs HIEAC mpuHaiiMHi Ha 30 % Bim BUXiTHOTO PiBHS).
CroBinnbHEHHS IIPOTpecyBaHHs AUCOYHKINI HUPOK [0 KITiHiYHOI mpoTeinypii 6y10 MOMITHUM BXKe
yepe3 3 MicALi JIiIKyBaHHS Ta YTPUMYBAJIOCS IIPOTATOM 2-PiYHOrO0 Iepiony OOCIigXKeHHsd. Bunagku
perpecyBaHHs 00 HopMoanbOyMiHypii (< 30 Mr Ha mo0y) B rpymi npuiiomy ipbecaprany Oynu
yacTimumu (34 %), HiX y rpyni npuiiomy mmnae6o (21 %).

IToodsitiHa 610Kada peHiH-aH2iomeH3uH-anb0ocmepoHogoi cucmemu (PAAC). Pe3ynbTaTut BOX
PaHIOMi30BaHUX KOHTPOJIbOBAHUX MOCHiAXKeHb 3aCTOCyBaHHSI KoMOiHaril inribitopa AIT® 3
aHTaroHiCTOM pelenTopiB aHrioreH3uny II cBiguaTh Mpo BigCyTHICTL O6yAb-IKUX CTATUCTUUYHO
3HAUYIIKX ITepeBar KoMOiHOBaHOI Tepallii IMMH ITpernapaTaMy 000 HUPKOBUX Ta/abo cepiieBo-
CYOMHHUX KJTiIHIYHUX HACJIiAKIB i CMEPTHOCTI, Toxi sIK 6y/I0 BUSIBJIEHO ITiABUIIIEHHS PU3UKY PO3BUTKY
rinepkarieMii, FOCTpPOro ypakeHHs HUPOK Ta/abo apTepianbHOI rimoTeH3ii MOPiBHSAHO 3
MOHOTepari€e. BpaxoByouu nopaidHi hapMakoguHaMiyHi XapaKTEPUCTHUKY BUIle3a3HAaUYeHUX
IIperaparis, i pe3ynIbTaTH TAKOXK 3aCTOCOBHI [0 iHmmMX iHribiTopiB AII® Ta aHTAroHICTiB perenTopis
anriorensuny II. Y 3B’s13ky 3 num inribitropu AII® Ta aHTaroHicTH pelenTopiB aHriotreH3uny I He
MOXKHa OJHOYACHO 3aCTOCOBYBATH TallieHTaM 3 fiabeTHYHOI0 HedpomaTie. Y HocHifKeHHI eQeKTy
IofaBaHHSA aJliCKipeHy M0 cTaHOApTHOI Teparii iHribiTopom AII® ab0 aHTAroHiCTOM PeIENnTOpPiB
aHrioTeH3uny Il y maIfieHTiB 3 I[yKpoBUM [fiabeToM 2 THIy Ta XpOHIYHUM 3aXBOPIOBaHHSAM HUPOK,
CeplLeBO-CYAUHHUMU 3aXBOpPIOBaHHAM ab0 o6oMa maTosorisiMu 0yJio BUSBIEHO MiBUILIEHHS PU3UKY
rinepkasniemii, aprepianbHoi rinoTeHsii i fuCcYHKII HUPOK, @ TaKOXK 36iNbIIEHHS YaCTOTH BUIMIAMIKiB
CMEpTi Yyepes CepleBo-CyIUHHI 3aXBOPIOBAHHS Ta IHCYJIbT.

dapmakokiHemuxka.

AGcopOiis. [Ticis mepopalbHOT0 3aCTOCYBaHHs ipbecapTan mo6pe abcopOyeETHCS: MOCTiIKEHHS
1oKasasy, mo abcomoTHa 6i0g0CTyHICTh CTaHOBUTDL MPubaN3HO 60-80 %. OmHOYaCHUM PUtoM 1Xi
icToTHO He BIIMBae Ha 6iomocTymHicTE ipbecapTaHy.

Posmnopin. 3’g3yBaHHs 3 GinKaMu 1y1a3MU CTaHOBUTE NPUOIN3HO 96 %, IpU 1[bOMY 3B’SI3yBaHHS 3
KJIiTUHaMu KpoBi He3HauHe. O6’eM po3nominy - 53-93 nmitpu.

Meta6omism. ITicnsa nepopansHOro abo BHYTPIlIHLOBEHHOT0 BBefleHHs ''C ip6ecapTany 80-85 %
IIUPKYII0I0YO0i y MTa3Mi pagioaKTUBHOCTI NpuIiafga€ Ha He3aMiHeHul ipbecapraH. IpbecapTan
MeTabo0i3y€eThCs y MEeYiHIl IIJIIX0M KOH Iorallil 3 TJIIOKYPOHioM Ta OKUCHeHHS. OCHOBHUM
IIUPKYII0I0YUM Y KPoBi MeTabo1iToM € ipbecapTaH-TIOKypoHin (mpubnu3uo 6 %). [aHi mocmigkeHb
in vitro cBimuaTs, 110 ipbecapTaH OKUCHIOETLCA 37ebinbinoro pepmentoM CYP2C9 muroxpomy P450;
isoepmenT CYP3A4 Ha HHOTO MaliKe He BIIJIMBaB.

JlinivHicTh/HeniHiMHiCTE. PapMaKoKiHeTHKa ipbecapTaHy B mianma3oHi o3 Big 10 mo 600 mr €
TiHIAHOIO 1 MPOTOPIIi#HOIO 0 MPUUHSATOI 03U, MEHII POTOPLifHe 3pOCTaHHS OpanbHOl aGcopbiril
crocTepiraeThcst B mo3ax Buiile 600 Mr (BaBiui GinbIla 3a MaKCUMaTbHy PEKOMEHIOBAHY [03Y);
MeXaHi3M IIbOT0 HeBigoMui. MakcuMasbHa KOHI[eHTpalis y mna3mi Kposi (C,,,) HOCATaeThCS yepes



1,5-2 ropunM micns nepopagbHOr0 3aCTOCYBaHHA IIpenapaTty. 3araJbHul i HUPKOBUM KITipEHC
ctaHoBnaTh 157-176 i 3-3,5 my/xB BipmoBigHo. KiHlleBu# yac HamiBBUBeOeHHs ipbecaptany - 11-15
roguH. PiBHOBaXHi KOHIIEHTpallil ¥ IIJla3Mi KpOBi BCTAHOBIIOIOTECA Yepe3 3 OHi Iics moyaTKy
3acTocyBaHHS Ipenapaty 1 pa3 Ha goOy. [Ipu 3acTocyBaHHi 1 pa3 Ha mo0y akyMmynsuis ipbecapTany
y mia3Mi € HeBeNIUKOI (< 20 %). ¥ xofi HaHoro OOCTIgXKEeHHS y XiHOK, XBOPUX Ha apTepiajbHy
rinepTeHsiio, crocTepiranucs melro BUII M1a3MOBi KOHIIeHTpalii ipfecapTany. OnHaK BifMiHHOCTEH
y 4aci HamiBBUBE[IeHHS Ta aKyMmyslil ipbecapTany He O6yno. [I71g XKiHOK 3MiHIOBATU 03y HE
noTpibHO. B 0ci6 miTHROTO BiKy (> 65 pPOKiB) 3HaYEHHS IIJIOIII ITiff KPUBOIO «KOHIleHTpalis-uac» (AUC)
i C,., 04 ipbecapTaHy OyNx Jelfo BUILIKMHU, HiXK y Moyioamux naiieHTiB (18-40 pokis). IIpoTe
KiHIIeBUM YaC HalliBBUBEEHHS ICTOTHO He 3MiHIOBaBCS. [IJ1s MALIEHTIB JIITHLOTO BiKY 3MIHIOBATU O3y
JiKapCchbKOTro 3aco0y He MOTPiOHO.

BuBenenHs. Ip6ecapTaH Ta #oro MeTaboJIiTH BUBOOITLCS Yepes XKO0BY i HUPKH. [1ic/s mepopanbHOTo
a0 BHYTDIITHLOBEHHOTO BBefleHHs ''C ip6ecapTany mpu6nu3so 20 % pafioaKTHBHOI MiTKH
BUSBJIETLCA Y Cedi, pelliTa - y pekamisax. MeH Hixk 2 % oTpuMaHOi f03u ipbecapTaHy
EeKCKPEeTYETLCA 13 ceyero y He3MIHEHOMY CTaHi.

[NegiaTpuyHa nonynanis. PapMakoKiHeTHKY ipOecapTaHy OIiHIOBanu y 23 OiTe 3 apTepiaabHOI0
rinepreHsielo micnsa ogHOpa3oBoro i 6aratopa3osoro (1 pa3 Ha moby) mpuiioMy ipbecapTany (2 MI/KT)
y mo6oBi# mo3i MakcumyM mo 150 Mr mpoTsirom 4 TuKHIB. 3 1ux 23 mitTe# 21 gutuHa Morna OyTu
OILliHEeHa 151 TOPiBHAHHS (hapMaKOKiHEeTHKH 3 TaKOK Y OPOCTUX nalieHTiB (12 miTer BikoM Bifg 12
POKiB, 9 miTe# BikoM Bif 6 0o 12 pokiB). PesynsraTé mokasany, mo C,,., AUC i kiipeHC npemnaparty
Oynu MOpiBHIHHUMMU 3 TAKMMU Y JOPOC/INX MalieHTiB, SKi oTpuMyBanu 150 mr ipbecaptany Ha go0y.
[Tpu 6araTopa3oBoMy Ipuiiomi npenapaty 1 pa3 Ha mo6y crnocTtepiranacs ooMexeHa KyMyIsLis
ipbecaprany (18 %) B mma3mi Kpoai.

[MopymeHHs GYHKIII HUPOK. Y XBOPUX 3 MOPYIIEHHSIM QYHKIIII HUPOK ab0 Y XBOPUX, TKUM
IIPOBOAUTLCS TeMofiani3, papMakoKiHeTUYHiI mapaMeTpu ipOecapTaHy iCTOTHUM YMHOM HE

3MiHIOIOThCS. I[pOecapTaH He BUAAISETLCS 3 OpraHi3My IpU reMofiamisi.

[NopymienHs QyHKIN1 nevinku. PapMakKOKiHETHYHI TapaMeTpH ipObecapTaHy iCTOTHO He 3MiHIOIOTECS Y
XBOPUX Ha IMPO3 IEUYiHKHU JIETKOTO ad0 MOMIPHOTO CTYIIEeHS TSAXKKOCTI. [JoCiiKeHb 3 y4acTio
NalieHTIB 3 TAXKKOI (OPMOI0 HeJOCTATHOCTI QyHKIIil TeYiHKY HE TPOBOOYIIN.

KrniniyHi XxapaKTepHCTHKH.
Iloka3aHnHs.
JIikyBaHHS eCeHIIIHOl apTepialbHOI rinepTeH3sil y JOPOCIuX.

JIikyBaHHS XpPOHIYHOr'0 3aXBOPIOBAHHS HUPOK Y OOPOCIIUX NALi€HTIB 3 apTepiajbHO rillepTeHsiero 1
IIyKpoBuM fiabeToM II TUNY K CKJIafioBa CXeMHU aHTUTINEPTEH3UBHOI Teparrii.

IIpomunoka3aHHA.
linepdyTnuBICTE [0 Aif040l pe4yoBUHHU ab0 [0 Oyab-IKOI 3 HOTTOMiKHUX PEYOBHH.

I pyruu i TpeTi TpUMECTPH BariTHOCTI.



OpHouacHe 3acToCyBaHHA npemnapaty KoHBepiyM 3 npenapaTaMy, IO MiCTATH aliCKipeH,
IPOTUIIOKA3aHe NallieHTaM 3 IIyKpPOBUM fiiabeToM a60 HUPKOBOIO AUCHYHKIEIO (IIBUAKICTH
K11y604koBoi ¢inbrpamnii (IIIK®) < 60 mn/xs/1,73 M°).

B3aemodina 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodil.

[liypeTUKY Ta iHINi aHTUTiIePTEeH3UBHI IpenapaTy. PU3UK PO3BUTKY apTepianbHOI rimoTeH3il Ha Tii

npuiiomMy ipbecapTaHy MoxKe IIOCHUITIOBATUCS IIPU MOT0 OQHOYACHOMY 3aCTOCYBaHHI i3 iHIIUMHU
AQHTUTINEePTEH3UBHUMHU IIperapaTaMy, ofHak ipbecapTaH 6e3mevYHO 3aCTOCOBYBABCS 3 METKUMU
iHIMMMY aHTUTIIePTEH3WBHUMU IIpellapaTaMy, TaKUMHU K 6eTa-0710KaTopH, 6J10KaTOPX Kaslbli€BUX
KaHaJliB TpuBaJol fil i Tia3ugHi miypetuku. [TonepegHe mikyBaHHS BUCOKAMHU J03aMU OiypETUKIB
MOXKe NPU3BOAUTH [0 TiloBojeMil i MiABUITyBaTH PU3UK PO3BUTKY apTepiaabHOI TiloTeHsil micns
IIOYaTKY IpuiioMy npenapaty Kousepiym (ouB. po3min «Oco0nMuBOCTi 3aCTOCYBAHHS»).

AnickipenBMicHi npenapatu a6o inribitropu AII®. [TogsitiHa 6510Kafa peHiH-aHTiI0TEH3UH-
anmbpocTepoHoBoi cucteMmu (PAAC) mnsixoM KoMGiHOBaHOTO 3acTOCyBaHHS iHTibiTopiB AIID,

aHTaTOHICTiB penenTopiB aHrioTeH3uHy II abo amicKipeHy acoIliloETLCS 3 IiIBUIIEHO0 YaCTOTOIO
BUHUKHEHHS TaKux HeOaXKaHUX SBUII SIK apTepialbHa TioTeH3is, rinepkaniemis Ta moripieHHs
GyHKIII HUPOK (Y TOMY YHCJIi PO3BUTKY I'OCTPOI HUPKOBOI HEIOCTATHOCTI), IOPiBHSHO 3
3aCTOCYBaHHSIM SIKOT'OCh OJTHOT'0 3aco0y, 110 BriuBa€e Ha PAAC (guB. po3pinu «®apMakoguHaMiKa»,
«IIpoTunoka3aHHsI» i «OCOOIMBOCTI 3aCTOCYBAHHS»).

KarieBi xap4oBi mo6aBk# i Kaniiabepirawoydi giypeTuku. Buxonsuu 3 JOCBify 3aCTOCYBaHHS iHITIMX
nmiKapchKux 3aco0iB, SIKi BIIMBAIOTh Ha PEHiH-aHTiI0TEH3UHOBY CUCTEMY, ONHOYACHUYN IIPUIOM

Kajii3bepiraoyux OiypeTukis, KalieBUX XapuoBUX N00aBOK, KalieBMiCHUX 3aMiHHUKIB coJti abo
iHmMX nMiKapchKUxX 3ac00iB, SKi MOXKYTH IiIBUIYBaTH PiBHI Kaslilo B CUPOBATIIi KPOBi (HapUKIaf,
rernapuHy), MOXKe IPU3BOOUTHU [0 IMiABUIIEHHS PiBHIB KaJIilo B CUPOBATIIi KPOBi 1 TOMY He
pekoMeHayeThCs (AuB. po3min «Oco0IUBOCTI 3aCTOCYBAHHS»).

Jliti#i. [ToBimoMIsiyioCs IPO 3BOPOTHE TiIBUILIEHHS PiBHIB KOHIIEHTpallil JIiTifo B CHpOBATIIi KPOBi i
TOKCUYHMX e(eKTiB JIiTii0 Mmifg Yac 0OGHOYaCHOTO 3aCTOCYBaHHS IIperapariB JIiTiio 3 iHribiTopaMu
aHTi0TEH3WHIIEPETBOPIOBAILHOTO (hepMeHTy. Ha maHu Yac mOBiZOMIISANIOCS PO AyXKe PimKicHi
BUIIQ[IKH PO3BUTKY NomiOHMX eeKTiB Ipu 3acToCcyBaHHi ipbecapTany. TakuM 4YMHOM, TaKa
KoMOiHallisg He peKOMeHAyeThCs (OuB. po3ain «OcoO0nMMBOCTI 3aCTOCYBaHHA»). AKINO 1151 KOMOiHaIlis €
HeoOXiTHOI0, TO PEKOMEHIYEThCS 3TiMCHIOBATH PETEIHHUIN MOHITOPUHT PiBHIB JIiTif0 B CUpPOBATII
KPOBI.

HecTtepoigHi npoTr3ananbHi npenapaTi. AKII0 aHTaroHiCTH aHTioTeH3uHY Il 3acTOCOBYyBaTH
OJHOYACHO 3 HECTEPOIJHUMH NIPOTU3allaIbHUMU IIpernapaTaMu (a came: i3 CeIeKTUBHUMU
inribiropamu 1I0OI'-2, aleTuicaminmIoBo0 KucioTow (> 3 r/ooby) i HecenekTuBuuMu HII3II), Moxke
crocTepiratucs nocnabieHHs aHTUTinepTeH3uBHOr0 eekTy. JK i mpu 3acTocyBaHHi iHTiOGiTOPIB
ATI®, ogHO4YacHUY NpUoM aHTaroHicrtis anrioren3uny II i HII3I1 Moxe npu3BOAUTH OO0 MOTIpLIEHHS
GYHKIII HUPOK, BKITI0Yaloul BUHUKHEHHS I'OCTPOI HUPKOBOI HEJOCTATHOCTI, i 10 MifBUILIeHHS PiBHS
KaJIilo B CHPOBATIi KPOBi, 0COOIMBO Yy MAlli€HTIiB 3 yKe iCHYIOUUMHU NOPYIIeHHAMHU (QYHKINI HUPOK.
Taky komOiHallil0 CITifl 3aCTOCOBYBaTH 00a4HO, 0COOIMBO MallieHTaM ITiTHLOTO BiKy. [1allieHTH MOBUHHI
OyTu afleKBaTHO TifpaToBaHi, i A1 HUX MOXKe OyTH JOLITbHUM MOHITOPUHT (YHKIIi HUPOK Ha
IIOYaTKY TaKol KoMOiHOBaHOI Tepallii, a TAaKOXK MepPioguyHo i B IOOAJIBIIOMY.

Penarninin. Ip6ecapran Moxe inri6yBatu Tpancnoptep OATP1B1. ¥V mporieci KniHIYHOTO
MOCTTiMKEeHHS TOBiMOMIISIZIOCS, IO 3aCTOCYyBaHHS ip6ecapTaHy 3a 1 rOUHY [0 IPUHOMY pemnaritiHigy



migsumryBano C,, Ta AUC penarmniningy (cybctparty Tparcmoptepa OATP1B1) y 1,8 Ta 1,3 pa3sa
BiATOBigHO. Y paMKax iHIIOTO HOoCTigXKeHHs He 6yI0 3apeeCcTpoBaHO 3HAUYIIOl (papMaKOKiHETHYHOI
B3a€EMOJil TpU 0OgHOYACHOMY IipuiioMi ipbecapTaHy Ta penarfiHigy. Y pa3i ogHO4YacHOTO
3aCTOCyBaHHS IIUX JIiIKapChKUX 3ac00iB MoxKe OyTH IOTPiOHa KOPEKIis J03yBaHHS penariiHiny (IuB.
po3min «OcoB6IUBOCTI 3aCTOCYBAHHS»).

[TomaTKoBa iHdopMallia mpo B3aemogil ipbecaprany. ['igpoxmopoTia3uy He MOPYIIye

dapMmakokineTuKy ipbecapTany. IpbecapTan MeTabo0Ii3yETHCS MTePEeBaXKHO 3a IOTIOMOT010 (hepMeHTY
CYP2C9 i, meH1IO010 Mipo0, 3a PaXyHOK I'JIIOKypoHifanii. [cToTHUX papMaKoKiHETUYHUX a0
(dhapMakoguHAMiYHIX B3a€EMOiN ITPU OMHOYACHOMY 3aCTOCYBaHHi ipbecapTaHy 3 BappapuHOM
(mikapcbkuM 3aco0oM, skui Metabomnizyetbes pepmenToM CYP2C9) He cniocTepiramocsi. BnuB Takux
ingykTopiB CYP2C9 sk pudamminuH Ha ¢papMaKOKiHETHUKY ipOecapTaHy He OlLiHIOBaBCS. [1pu
OJHOYACHOMY 3aCTOCYyBaHHi ipbecapTaHy 3 IUTOKCHHOM (papMaKOKiHETHKAa JUTOKCUHY He
3MiHIOBaJacs.

Oco6 1ueocmi 3acmocyeaHHsi.

BryTpimHbOCYOMHHA TinOBoONIEMisd. Y NaLi€HTIB, y SKUX BHACIIOOK iIHTEHCUBHOI Tepallil fiypeTukKaMu,
00MeXKeHOT0 CITIOKUBAHHS COJIi 3 i7Kelo, miapei abo GII0BaHHST PO3BUBAETHCS TillOBOJIEMist Ta/abo
HaTpieMisi, MOXKe CIIOCTepiraTucs CHMIITOMHA apTepiaibHa rinoTeH3is, 0Co6IUBO Micis mpuitoMy
nepioi go3u npenapaty. Taki cTaHU CJIii KOPUTYBATH [0 II0YATKY 3aCTOCYyBaHHS IIpernapary
Kousepiym.

PeHoBackynspHa rineprensid. [cHye mifBUllleHUI PU3UK BUHUKHEHHS TSIKKOI apTepiaibHOI
rimoTeH3il i HUPKOBOI HEJOCTATHOCTI, KOJIM MallieHTH 3 OBOOIYHUM CTEHO30M HUPKOBUX apTepilt abo
CTEHO30M apTepii equHOol PYHKITIOHYI0YO0i HUPKU OTPUMYIOTh JTiKapChKi 3aC00H, 110 BIIJIMBAIOThH Ha
PEeHiH-aHTi0TeH3WH-aIbJ0CTEPOHOBY CUCTEMY. X04Ya CTOCOBHO IIpernapaTy KoHBepiyM Takoro
00iYHOTO SBUIllA 3aJOKyMEHTOBAHO He 0YJ10, ajie TPU 3aCTOCYBaHHI OyIb-IKMX aHTATrOHICTiB
petieniTopiB aHrioTeH3uny Il ciig odikyBaTH Ha NOAiOHI eheKTH.

HupkoBa HEIOCTATHICTE 1 TpaHCHIaHTallid HUPOK. [1if yac 3acTocyBaHHd IIpenapaTy KoHBepiyM y
TIAIliEHTIB 3 MOPYLIEHHSAM (QYHKIII HUPOK PEKOMEHAYETHCS 3MiCHIOBATH TTEPIOJUYHNM MOHITOPUHT

PIBHIB KaJIilo i KpeaTHUHIHY B CUPOBATIIL KPOBI. [10CBig 3acToCcyBaHHA npenapaty KoHBepiym
nalieHTaM, SKUM HelogaBHO Oyia BUKOHaHa TpPaHCIJIaHTAallid HUPOK, BiACYTHIM.

[NalieHTH 3 apTepialbHOIO TinepTeH3ieio0, IYKPOBUM OiabeToM II TUIY Ta XPOHIYHMM 3aXBOPIOBAaHHAM
HUPOK. Binus ipOecapTaHny SIK Ha HUPKHU, TaK i Ha CEPLEBO-CyIUHHY CUCTEMY HE OOHAKOBUH Y

MAli€HTIB 3 XPOHIYHUM 3aXBOPIOBAHHSIM HUPOK Ha Mi3HIX cTafiaxX. 30KpeMa, Horo IepeBaru € MeHII
BHpPaxKeHUMH y XKIiHOK i B 0Ci0, sIKi He HalezxaThb N0 €EBPOIEOIIHOI PacH.

[Nopngitina 610Kaga peHiH-aHTiOTeH3UH-anbI0oCcTePoHOBOI cucteMu (PAAC). IcHYIOTh T0Ka30Bi faHi Ha

KOPHUCTD TOTO, II0 OMHOYACHE 3aCTOCyBaHHS iHTibiTopiB AII®, aHTArOHICTIB PEIENTOPiB aHTiOTEH3UHY
IT abo amickipeHy migBuUIIy€e PU3UK apTepialbHOI rinoTeH3il, rinepkanieMil Ta moripiueHHs QyHKII
HUPOK (B TOMY 4YHCJIi PO3BUTKY T'OCTPOI HUPKOBOI HEIOCTATHOCTI). ¥V 3B'A3Ky 3 IIUM IOfBiliHa 6I0Kafa
PAAC mngxom KoMOiHOBaHOTO 3aCTOCyBaHH4 iHTibiTopiB AII®, aHTArOHICTIB PeIEenTopiB
anrioTeH3uny II abo amickipeHy He peKOMeHAYETLCS (OUB. po3minu «B3aemMopis 3 iHIMUMU
JiKapCbKUMU 3aco0aMu Ta iHII BUAX B3aeMOfin» i «®apMakogmHaMika»). SKINO Teparis y BUTTISAOL
TaKO]I IMOABiMHOI 6710KaaX PO3LiHIOETHCS SIK aOCOMIOTHO HeoOXifiHa, 1I CITiJ 3aCTOCOBYBATH JIUIIIE IIif
HarJsg[oM CIielliaicTa Ta 3a YMOBU YaCTOTO KOHTPOJTIO (PYHKIII HUPOK, BMICTy €lIeKTPOJIITiB Ta PiBHS
aprepianbHOro TUCKY. [HTiOiTopu ATI® Ta aHTAroHiCTH peLenTopiB aHTioTeH3uHY Il He MoxKHa



OOHOYadCHO 3aCTOCOBYBATHU malfieHTaM 3 giabeTUYHOIO He(l)pOHaTiGIO.

linepkaniemid. [Tomi6HO o iHIIMX TiKapChKUX 3ac00iB, SIKi BIIMBAIOTh Ha PEHiH-aHTiI0TEeH3UH-
anboOCTEPOHOBY CUCTEMY, Mifl Yac JIiKyBaHHS npenapatoM KoHBepiyM MoXkKe BUHUKATHU
rinepkasniemisi, 0co6IMBO Ha TJIi HUPKOBOI AUCOYHKIII, IBHOI MPOTEIHYpii BHACMigoK AiabeTHYHOI
Hedpomartii i/abo ceplieBoi HeIOCTATHOCTi. PeKOMEHIYEThCS 3[iMCHIOBATH PETEIbHUN MOHITOPHUHT
PiBHIB KaJlit0 B CHPOBATIi KPOBi y Malli€HTiB, IKi MalOTh PU3UK PO3BUTKY I[bOTO YCKIagHEHHS (IUB.
po3min «B3aeMomist 3 iHIMMMY JTiIKapChKUMHU 3aco0aMu Ta iHII BUOKW B3aEMOTIN»).

Cinornikemis. IpbecapTaH MoOXe COPUYMHUTH TillOTTiKeMito, 0COGIMBO Y MalliEHTIiB 3 IIyKPOBUM
niabetoM. Y pasi 3acToCcyBaHHS JTiKapChKOTO 3aco0y mallieHTaM, SKi OTPUMYIOTh iHCYTiH ab0
npotufiabeTyHi 3acobu, CIlig PO3TISHYTHA MOXKJIMBICTh BiiIIOBIAHOT0 MOHITOPUHTY PiBHSA TJIIOKO3HU B
n1a3Mi KpoBi. 3a mokasaHHSIMU Moxke OyTH MoTpibHa KOpeKIlis no3u iHcyminy abo mpoTuaiabe THIHUX
3aco0iB (ouB. po3min «B3aemopmis 3 iHIIMMY JTiKapCbKUMHU 3aco0aMu Ta iHIM BUIK B3aEMOIIN»).

JIiTi#i. He peKOMeHAyeThCSI OAHOYACHO 3aCTOCOBYBATH IIpelapaTH JiTito i KouBepiym (AuB. po3min
«B3aeMopmis 3 iHIIMMH JTiKapChKUMHK 3aC00aMHM Ta iHIII BUOM B3aEMOIii»).

CTeHO03 a0pPTaNbHOTO i MiTPANbHOTO KiIalaHiB, 0OCTPYKTUBHA TinepTpodivyHa KapmioMionarTid. Ak i

IIPY 3aCTOCYBaHHI iHITUX Ba30QUIATATOPIB, CliellianbHi 3amo6ixKHi 3aX0u CITiJ BXKUBATH LI00
TIAIliEeHTIB, SIKi CTPaXKMaloTh Bifi CTEHO3Y a0pTalbHOT0 abo MiTpanbHOTO KilamnaHiB, abo Bif
0O0CTPYKTHBHOI rinepTpodiuHoi Kapgiomionarii.

[TepBUHHNY anbOOCTEePOHI3M. [TaIlieHTH 3 MEPBUHHUM aJIbJIOCTEPOHI3MOM, SK IIPABUIIO, HE
BifITIOBigal0Th Ha JiKyBaHHS aHTUTINEPTEeH3UBHUMH JIiKAPCHKAMHU 3ac00aMH, SIKi AiI0Th LIIAXOM
iHribyBaHHS PEHiH-aHTiIOTEH3WHOBOL CUCTEMHU. Y 3B’SI3Ky 3 MM TaKUM IallieHTaM 3aCTOCyBaHHS
npemnapaTy KoHBepiyM HE peKOMEHAYETHCH.

3aranbHi 3acTepekeHHd. Y MAIi€HTIiB, Y IKUX CYIUHHUM TOHYC i QYHKIliT HUPOK 3ajiexkaTh TOJIOBHUM
YUHOM Bifl aKTUBHOCTI PEHiH-aHTi0TeH3UH-aJIbIOCTEPOHOBOI CUCTEMHU (HAIIPUKJIIaf, y Malli€HTiB 3
TSI2KKOIO 3aCTiMHOIO CEPIIEBOI0 HEJOCTATHICTIO ab0 3 TepBUHHUM 3aXBOPIOBAHHSM HUPOK, BK/IIOUAIOUU
CTEeHO3 HHPKOBUX apTepiii), 3aCTOCyBaHHS iHTiOITOPIB aHTi0TEH3WHIIEPETBOPIOBAIbHOTO ePMEHTY
abo aHTaroHicTiB pelenTopiB aHTrioTeH3uHy I, gKi BIIMBaOTh Ha 110 CUCTEMY, acolliiioBaHe 3
BUIIaIKaM¥ PO3BUTKY r'OCTPOIL apTepianbHOI rinoTeHsii, azoremii, omirypii abo (pigko) 3 BUHUKHEHHSIM
TOCTPOl HUPKOBO1 HEJOCTATHOCTI. fK i IpH 3acTOCyBaHHi OyAb-KOT0 aHTUTIIEPTEH3UBHOTO 3aC00y,
HagMipHe 3HUXKEHHS apTepialbHOr0 TUCKY Y MallieHTIiB 3 imeMiyHO00 KapaionaTieo abo imeMiyHuM
CepleBO-CYAUHHUM 3aXBOPIOBAHHSM MOXKe IIPU3BONUTHU 10 iHbapKTy MioKapna abo iHCYIbTY.
[Tomi6Ho mo iHTi6iTOPIB AaHTiOTEH3WHIIEPETBOPIOBAILHOTO (DepMeHTY, ipbecapTaH Ta iHIII aHTAaroHicTu
AHTIOTEH3VHY BUSBUIIUCS MEHII eQeKTUBHUMY I 3HUKEHHS apTepialbHOr0 TUCKY Y YOPHOIIKIPUX
JIIOfle}, HiX y JTiofe iHIIKUX pac, 1[0 MOXKe MOSICHIOBATHCS OibIINM MOMKUPEHHAM 3HUKEHUX PiBHIB
PEeHiHy cepe[ MOMYJAIlil YOPHOIIKIPUX MallieHTiB 3 apTepialbHOIO TinepTeH3i€l0 (QUB. PO3Tin
«®apMaKOIOTiyHi BIaCTUBOCTI»).

3acTocyBaHH4 y nepion BariTHOCTi. He crifg po3no4yuHaTy 3aCTOCYBaHHSI @HTArOHICTIB pellenTopa
a"rioten3uny Il y nepiof BariTHOCTI. fAKII[0 IPOAOBXKEHHS IIPUMOMY aHTaroHiCcTa peLenTopa
aHrioTeH3uHy Il BBaxKa€eThCsa HEOOXiTHUM, TO MAIliEHTOK, SIKi IIJIaHYIOTh 3aBaTiTHITH, CIIi TepeBecTH
Ha ajibTepHaTUBHE aHTUTiNEePTeH3UBHE JIiKyBaHHS 3 BU3Ha4eHUM IpodineM O6e3neku om0
3aCTOCYBaHHA y mepiof BariTHOCTI. [Ipy miATBepOKEHH] BariTHOCTI IPUKXOM aHTArOHICTIB PELENTOPiB
aHrioteH3uny Il moTpiOHO HEraHO IPUIIMHUTH Ta, SKII0 HEOOXigHO, PO3MOYaTH aJlbTepPHATUBHY
Teparmiio (quB. po3ninu «IIpoTunoka3aHHA» Ta «3aCTOCyBaHHS Y Iepiof BariTHOCTI abo romyBaHHS
TDYOI0»).



3acTocyBaHH4 HOiTaM. [pOecapTaH JOCHifXKyBaBCs y TPYIi AiTel BikoM Bif 6 1o 16 pokiB, aje HasiBHUX
[oTelep DaHUX HEeJOCTATHLO AJIS PO3LIMPEHHS MOT0 IT0Ka3aHb [Jjid 3aCTOCYBaHHS HiTIM, JOKU He
OyoyTh OTpUMaHi JOJATKOBI HaHi.

JlakTo3a. Lle#t mikapcbkuit 3aci6 MicTUTh nakTO3y. [lalieHTaM 3 TaKUMU PigKiCHUMHU CITafKOBUMU
TIOPYILIEHHAMHU SIK HEIIEPEHOCUMICTh ralakTo3u, gediuT naktasu Jlanma abo CHHAPOM
MaTba0copO1ii TTI0K03U-TalaKTO3H, He CJIif MPUMMaTH el JTiKapChKuH 3acio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BariTHicTb. 3aCTOCYyBaHHS aHTaroHICTiB penienTopiB aHrioTeH3uny Il (APA II) He peKOMEHOYETHCA
IIPOTSATOM IIEPIIOTO TPUMECTPY BariTHOCTI (OUB. po3nin «OcoOIUBOCTI 3aCTOCYBaHHS»).
3actocyBanHsg APA Il npoTunoka3aHe MpPOTSATrOM APYroro Ta TPEThOTO TPHMECTPIB BariTHOCTI (OUB.
po3minu «ITo6iuni peakirii» Ta «Oco6IUBOCTI 3acTOCyBaHHS»). Enimemiosnoriuni fani mopmo pusuky
TEepPaTOTeHHOT0 BIJIMBY BHACJIIOK 3acTOCyBaHH4 iHTibiTopiB AII® mpoTsiroM I TprMecTpy BariTHOCTI
He TTePeKOHJINBI, TPOTe He3HauHe 30ibIIIeHHS PU3UKY He Moxe OyTu BuKiiodeHe. OCKiTbKY HEMae
KOHTPOJIbOBaHUX €MifeMiOJIOriYHUX JaHUX II0A0 PU3UKY IIPU 3aCTOCYBaHHI aHTArOHICTIB PeLenTopiB
aHriorensuny I, mopmiOHi pr3UKM MOXKYTh iCHYBaTH i 711 LILOTO KJIacCy MpenaparTiB. 3a BUHATKOM
BUIIQIKiB, KOJIM ITOMIOBXKEHHS Teparlil BBaXKa€eThCsl HeOOXimHUM, TallieHTKaM, SIKi IIJIaHYI0Th BariTHICTh,
CJIif IepetTH Ha ajbTepHATUBHE aHTUTINePTEH3UBHE JIIKyBaHHS, III0 Ma€ BCTAHOBJIEHUN IPOQiIb
Oe3neku OJ1s 3aCTOCYBaHHS y Iepiof BariTHOCTI. [Ipy migTBepAKeHHi BariTHOCTI IPUAOM
aHTaroHiCcTiB penenTopiB anrioTeH3uHy Il HEOOXigHO HeralHO NPUNMHUTH Ta, SKIIO0 HE0OXiTHO,
po3MoYaTy aJbTepPHATUBHY Teparito. BiqoMo, 1110 3aCTOCyBaHHS aHTAarOHiCTiB PeLieNTOPiB
anrioten3uny Il npotsrom II ta III TpuMecTpiB BariTHOCTI iHAYKYE Y MOOUHU (HETOTOKCUYHICTD
(mocnabnenHs GyHKIIII HUPOK, OMrorifipaMHioH, 3aTpUMKa ocudikallil KiCTOK 4eperna) i HeOHaTallbHY
TOKCUYHICTh (HUPKOBA HEAOCTATHICTh, apTepiajbHa rinoTeH3isd, rinepkanieMis). Ko 3aCTOCyBaHHSA
aHTarOHICTiB penenTopis aHrioten3uny Il BigOynocs 3 II TpuMecTpy BariTHOCTI, pEKOMEHAYETHCS
IIPOBEJIEHHS YIbTPa3BYKOBOTO 00CTexXeHHS QYHKIII HUPOK i cTaHy KicToK uepena. CTaH HEMOBJIAT,
MaTepi SKUX 3aCTOCOBYBaJId aHTAarOHICTH PELeNTOPiB aHTrioTeH3UHY 11, cilig peTenbHO epeBipsaTi
11010 PO3BUTKY apTepianbHOi rinoTeHsii (quB. po3minu «IIpoTunoka3anHs» Ta «Oco0nMMBOCTi
3aCTOCYBaHHS»).

[Tepion rogyBanHs rpyanto. OCKinbKY iH(popMalis 00 3aCTOCYyBaHHS npenapaty KoHBepiyM mif
Yyac rogyBaHHSA OUTUHU I'PYAMAI0 Hapasi BiCyTHS, IpUKXoM npenapaty KoHBepiyM TakKuM mallieHTKaM
He PEKOMEH[IYETHCS, TIepeBara MOBMHHA BiijaBaTUCS albTEPHATUBHUM JIiIKapChKUM 3acobaM 3 Kpalile
BHBYEHUMH MPOdinsiMu 6€3MeYHOCTi il Yac rogyBaHHs TPYAI0, 0COOIMBO IPU BUTOIOBYBaHHI
HOBOHapPOIXKeHUX ab0 HeloHOIIeHUX AiTed. HeBimomo, uu mpoHuKae ip6ecaptan abo #oro
MeTaboIiTH ¥ MaTepHHChKe MOJI0OKO. HasiBHI (hapMaKoguHaMiuHi/TOKCUKOOTiYHi MaHi mocinXKeHb,
IIPOBEMIEHUX Ha IypaX, IPOJIeMOHCTPYBaJd eKCKpeliio ipbecapTany abo #oro MeTaboMiTiB ¥ MOJIOKO.

®epTunsHicTe. IpbecapTaH He YMHUB BIJIMBY Ha (PepPTUIBHICTE IIyPiB i IXHE TOTOMCTBO 10 PiBHIB [03,
110 CIIPUYUHAJIM eIl 03HaKU TOKCUYHOCTI /11 MaTEePUHCHKOT0 OpraHi3My.

30damuicmsb eniueamu Ha weudKicmob peakuii npu KepyesaHHi asmompaHcnopmom a6o
iHwumu mexaHi3mamu. Buxonsuu 3 papmMakogrHaMiYHUX BIaCTUBOCTEM ipOecapTaHy, HOTr0 BIIJIUB
Ha 1110 30aTHICTh MaJIOMMOBipHUM. AJle IpU KepyBaHHI TpaHCIOPTHUMU 3acobaMu abo po6oTi 3
MexaHi3MaMu CJIifi BpaXoByBaTH, IO IIi[l Yac JiKyBaHHS MOXKe BUHUKATH 3allaMOpPOYeHHS a0o
IMigBUIIIeHA BTOMITIOBAHICTb.



Cnoci6 3acmocyeaHHs1 ma do3u.
[TpemapaT mpu3HAYEHUH 15 IEPOPATIBHOT0 3aCTOCYBaHHS.

3BUYaliHa PeKOMEHI0BaHa IMOYaTKOBA i MiATpUMYyBasibHa q03a CTaHOBUTHL 150 Mr 1 pa3 Ha mo0y
He3aJIekKHOo Bif mpuiiomy ixi. KorBepiym y mo3i 150 Mr 1 pa3 Ha mo6y, sIK mpaBuiio, 3a0e3mneuye
Kparui 1o60BuM KOHTPOJIb apTepialbHOT0 TUCKY, HiXK y 1031 75 Mr. OgHaK CIIif 3BaKUTH
OOLIIBHICTE ITIOYATKY JIIKYBaHHS i3 3aCTOCYBaHHAM 03U 75 MI, 30KpeMa IallieHTaM, Ki 3HaXOAAThCS
Ha TeMofiai3i, a TaKoX JIiTHIM ocobaM BiKOM ITOHA[ 75 POKiB.

Y natieHTiB, y SIKUX go3a npemnapaTty Kousepiym 150 Mr onus pa3 Ha qo0y He 3a0e3edye 0OCTaTHIN
KOHTPOJIb, f03a Moxke OyTu 30inbiiena no 300 Mr a6o MoxKyTh OyTH DOOATKOBO NIpH3HaYeHi iHIIi
aHTUTiNEePTeH3UBHI 3acobu. 30KpeMa Oyyi0 IToKa3aHo, 1110 AOAAaTKOBE 3aCTOCYBaHHS TaKOT0 AiypeTuka
K TiOPOXJIOPOTia3uf Ma€ aguTUBHUM eeKT [0 fil mpenapaTty KoHBepiyM (muB. po3nin «B3aeMopia 3
iHIMMY TiKapChKUMU 3aco00aMu Ta iHIIi BUOW B3AEMOMIN»).

Y mairieHTiB, XBOpUX Ha TilepTeH3iio Ta nykpoBu# miabet II Tuny, Tepamis ipbecapTaHoM MOBUHHA
po3noyrHaTUCA 3 mo3u 150 Mr omuH pa3 Ha go0y i TuTpyBaTucs 0o go3u 300 Mr oguH pas Ha mo0y,
sIKa IIPH JIiKyBaHHI XPOHIYHOT0 3aXBOPIOBAaHHS HUPOK € 0azkKaHOIO MiATPHMYBAJIbHOIO 103010,
[TepeBaru mpemnapaty KoHBepiyM BigHOCHO (QYHKIII HUPOK y IalliEHTiB, XBOPUX Ha TilepTeH3iio Ta
ykposuii miabet II Tumy, Oymu mpomeMOHCTPOBaHi pe3yabTaTaMy OOCIigXKeHb, B IKUX ipbecapTaH
3aCTOCOBYBa/IM TOAATKOBO [0 iHIINX aHTUTIIEePTEH3WBHUX 3aC00iB, IKIIO 11e Oy10 MOTPiOHO, 3 METOI0
IOOCATHEHHS LIJTbOBOTO apTepialbHOro TUCKY (OUB. P03yl «®apMaKOJIOTiuHi BIaCTUBOCTI»).

Oco0OauBi TPYIIN MAITiEHTIB.

ITopyweHHA pyHKUII HUPOK. Y TIALliEHTIB 3 MOPYIIEeHHIM QYHKIII HUPOK KOPUTYBaHHS J03U
npenapary He mOoTpiOHe. [1715 Malli€HTiB, AKUM 3aCTOCOBYIOTh T€MOfIiasi3, Clif PO3TISHYTH 3BaKeHO
IOIIBHICTE TPU3HAYEHHS HUXKYO0I TOYaTKOBOI H03u mpemapary (75 mr) (auB. po3min «OcoOnmuBocTi
3aCTOCYBaHHS»).

ITopyweHHs pyHKYii neuiHku. [TaiieHTaM 3 1erkow abo MOMipHOIO TeYiHKOBOIO AUCHYHKIIIEIO
KOPUTYBaHHS 03U IIpernapary He moTpibHe. KimiHiuHOro mocBimy 3acTocyBaHHs 3aco0y mallieHTaM 3
TSKKOIO [TIeYiHKOBOIO AUC(HYHKIIEIO HE iCHYE.

ITayieHmu AimHb020 8iKy. X04a [Jid MallieHTiB BIKOM Bifl 75 POKIB CJIif PO3TISHYTU OOLIBHICT
IIOYaTKY JIIKyBaHHS IIpenapaToM y [03i 75 Mr, KOpUTyBaHHS NO3W 3a3BUYail He IOTPiOHE.

Himu. Be3neka Ta epekTuBHicTh npenapaty Korsepiym ansa gitei (BikoM go 18 pokis) He
BCTaHOBJIeHi. [JOCTYyIIHUX Ha CbOTOAHIIIHIN AeHb JaHUX HEJOCTATHLO OJIS PO3IIMPEHHS II0Ka3aHb [0
3aCTOCYyBaHHA

Ipernapary oo fAitel (quB. po3minu «I1o6iuHi peakiil», «®apmakogrHaMika» i
«®apMaKOKiHEeTHKa»), IIOKU He 3'IBMISAThCS JOAATKOBI aHi 3 I[bOT0 IPHUBOAY.



Ilepedo3yeanHns.

[Tpu 3acToCyBaHHI ITpenapary mopociuM ocobam y mo3ax mo 900 Mr/no0y mpoTsAroM 8 THKHIB XKOOHUX
TOKCUYHMX Peaklliii He criocTepiranocs. HaliMoBipHilIMMu mposiBaMu Ilepefo3yBaHHS ipbecapTaHoM
BBAXalOThCA apTepiajibHa riloTeH3id 1 Taxikaphisd; TAaKOX IIpU IIepefo3yBaHHI MOXKe BUHUKATU
Opanukapmis. Bymob-sika crenianbHa iHdopMallis Ipo NTiKyBaHHS IIepefo3yBaHHS IIpernapaToM
KonBepiym Ha mauu# dac BigcyTHs. CTaH MalieHTa HeoOXigHO MOCTiNHO KOHTPOJIIOBATH, a JTiKyBaHHS
TIOBUHHO OyTU CUMIITOMAaTAYHUM i MATPpUMyBanbHUM. [I0 peKOMEHJOBaHUX 3aXO0/IiB HalekaThb
CTHMY/TIOBaHHS O/toBaHHS Ta/ab0 mpoMUBaHHS IUTyHKA. [Ipu nikyBaHHI epeqo3yBaHHs Moxke OyTH
KOPHCHUM aKTHBOBaHe ByTinis. [pbecapTaH 3a HOIIOMOT0I0 TeMOfiiai3y He BUBOOUTLCS.

ITo6iyHi peakuii.

YacToTa BUHUKHEHHS MepesliveHnX HuXk4e Mo0iYHMX peakIliii BU3Havanacs 3a TAaKUMU KPUTEPisIMu:
nyxe 4dacto (= 1/10); gyacto (= 1/100, < 1/10); Heuacto (= 1/1000, < 1/100); pigxo (= 1/10 000,

< 1/1000); myxe pigko (< 1/10 000); yacToTa HeBigoMa (He Moxke OyTU BU3HaueHa Ha OCHOBI
HasSIBHUX JaHUX).

3 60Ky kposi ma AiMpamuyHoi cucmeMu: 4acToTa HeBifoMa - aHeMisl, TPOMOOIUTOTIE .

3 6oky iMyHHOI cucmemu: 4aCcTOTa HeBiloMa - peaktii rimepyyTINBOCTi, TaKi K aHadinakTUYHi
peaxirii, aHaiTaKTUYHUH 10K, aHTiIOHEBPOTUYHUYN HAOPSK, BUCUIIAHHS, KPOIIUBHHUIIS.

MemaboaiyHi ma asimeHmapHi po3sadu: 4acTOTa HEBiloMa - rinmepKasieMmis, rimormikemis.

3 60Ky Hepeosoi cucmeMu: 4acTo - 3allaMOPOYEHHS, OPTOCTAaTUYHE 3allaMOPOYEHHS; YacTOTa
HEeBifloMa - BEePTUTO, TOJIOBHUH Oilb.

3 6oky opaaHis cayxy ma pieHosazu: 4acTOTa HEBiloMa - IIyM y ByXaX.

3 60Ky cepus: HEYACTO - TaXiKapmis.

3 60Ky cyOuH: 4acCTO - OPTOCTATUYHA TillOTEH3is; HeYaCTO - MPUITUBH.

3 boky pecnipamopHoi cucmemu, opa2aHie 2py0HOI KaimKu ma cepedoCmiHHA: HeYacTo - Kalllellb.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: 4acTO - Hy[I0Ta, 6II0BaHHS; HEYACTO - fiapesi, QUCIIENCis,
IIedisi; 4acToTa HeBimoMa - OUCreB3id.

I'enamobiniapHi po31adu: HEYACTO - XKOBTSHUIIS; YaCTOTA HEBiOMa - TE€MATUT, MOPYLUIEHHS QYHKIIi
IIeYiHKH.

3 wkipu i niOwKipHOi KAIMKOBUHU: YaCTOTa HeBiloMa - TeWKOIUTOKIaCTUYHUMN BaCKYIiT.

3 onopHo-pyx08020 anapamy ma cnoay4YHOi MKaHuHU: 4acTo - Oifib y M’s13ax i KicTKaX; 4acToTa
HeBifloMa - apTparis, mianria (y gesKux BUIIafKax acolliiioBaHa 3 MifBUIIEHUMU PiBHIMU
KpeaTHHIHKIHA3U y IIJ1a3Mi KPOBi), M'I30Bi Cla3Mu.

3 60Ky HUPOK i ceuosuBiOHUX W/sXi8: YACTOTA HEBIOOMA - IIOPYIIEHHS QYHKIIiI HUPOK, BKITIOYAI0OYH
BUIIa[IKA HUPKOBOI HEJOCTATHOCTI y MAIi€HTIB 3 MiABUIIEHUM PU3UKOM LIbOTO YCKJIafHEHHS (OUB.



po3min «OcobMMBOCTI 3aCTOCYBAHHSI»).
3 6oky penpodyKkmueHoi cucmemu ma MO/A0YHUX 3d/103: HEYACTO - MMOPYIIEHHS CTATeBOI QYHKIITI.
3azanvHi po3aadu: 4acTo - MigBUIleHa BTOMJTIOBaHICTh; He4acCTO - Oifib y TPYAHiN KITiTII.

Pe3yivmamu 0ocnidceHb: TyxkKe 4acTo - TinepKasieMis y MallieHTiB 3 I[yKPOBUM fiabeToM, sKi
OTpUMYyIOTh ipbecapTaH, BUHUKAE YacCTillle, HiXK y MAaIli€HTiB, IKi 10r0 He OTPUMYIOTh. Y TaIli€HTiB 3
apTepianbHOIO TilepTeH3i€l0, IyKPoBUM fiabeToM, MiKpoanbOyMiHypi€io i HopManbHOI0 QYHKITIEIO
HUPOK rinepkaniemis (= 5,5 MExB/n) cnocTepiranacs y 29,4 % nallieHTiB, 9Ki npuiimanu ipbecapTan
B 103i 300 Mr iy 22 % maijieHTiB, sKi KOT0 He MpUKMalu. Y NalieHTiB 3 apTepiaJbHOIO TrinepTeH3ien,
IIyKPOBUM [1iabeTOM, XpOHIYHOI0 HUPKOBOIO HEIOCTATHICTIO i SIBHOIO ITPOTEiHypi€lo TimepKaniemis (=
5,5 MExB/n) criocTtepiranacs y 46,3 % naiieHTiB, siki npuiiManu ipbecapTaH i y 26,3 % malfieHTis, gki
10TO He IpUiMai.

B oci6, siki nikyBamnucs ipbecapTaHoM, 4aCTO CIIOCTepiranocs 3Hauylle MiABUINEHHS PiBHIB
KpeaTHHiIHKiIHA3u y ma3Mi Kposi (1,7 %). 2KomeH BUNafoK TaKOro MiiBUIIIEHHS HE acOLii0BaHUMU 3
KJTIHIYHUMU IPosiBaMu 3 60Ky OIIOPHO-PYXOBOI CUCTEMH, IKi Moriu OyTH ifeHTudikoBaHi. ¥ 1,7 %
TAIEHTIB 3 apTepialbHOIO TinepTeH3ielo Ta fiabeTHYHOIO HedpomaTielo Ha Mi3HiX CTamisax, saKi

JiKyBanucs ipbecapTaHoOM, CIIOCTEPIraaocs 3MeHIIeHHS PiBHIB reMornobiny, sike He Oy10 KIiHIYHO
3HAUYIIHUM.

[lemiaTpyyHa OONynANid. Y AiTel Ta MiAJiTKIB 3 apTepiaibHO rinepTeH3ieto BiKoM Bif 6 7o 16 pokis
crocTepiranucs Taki mobiuHi peakirii: ronoBHu 6inb (7,9 %), aprepianbHa rimoTensis (2,2 %),
3armamopoueHHs (1,9 %), kamens (0,9 %). HaftyacTimuMy BigxuneHHSIMU Bif HOpMHU 3 OOKY
pe3ynbTaTiB 1ab0paTOPHUX aHalli3iB € MiBUIIEHHS PiBHIB KpeaTuHiny (6,5 %) Ta migBUINEHHS PiBHIB
KpeaTHHKIHa34 y 2 % [iTel, Ki OTPUMYIOTh IIpenapar.

ITosidomaeHHA npo nido3preaHi nobiuHi peakuii. IToBimoMeHHs mMpo mobiuHi peakilil micus
peecTpatiii miKapchbKoro 3acoby Ma€ BaxkiuBe 3HaueHHs. Lle mae 3MOT'y MPOBOAUTHA MOHITOPUHT

CITIiBBiIHOIIIEHHS KOPUCThL/PU3UK IIPHU 3aCTOCYBaHHI IIbOTO JTiKApChKOTo 3aco0y. MeguyHUM Ta
dbapMaleBTUYHUM ITPAlliBHUKAM, @ TAKOXK IalfieHTaM abo X 3aKOHHUM IIPeICcTaBHUKAM CJIif
TIOBIIOMJISITH IIPO YCi BUMIAOKY MiI03PI0OBAHUX MOOIYHUX peakllii Ta BiACyTHOCTI e(eKTUBHOCTI
JiKapchbKOro 3aco0y uepe3 ABTOMaTU30BaHy iHdopMaliliHy cucTteMy 3 hapMaKOHATIISIAY 3a
nocunaHHaM: https://aisf.dec.gov.ua

Tepmin npudamuocmi. 3 POKH.

YmMmoBH 30epirannsi. 36epiratu mpu Temnepartypi He Buire 25 °C B OpUTiHaIbHIN YIIAaKOBIIi B
HEIOCTYIIHOMY AJIS JiTel MiCIIi.

YnakoBka. [To 10 Tabnetoxk y 6mictepi. [To 3 a6o 10 6micTepiB y KapTOHHI# KOPOOIIi.

Kareropis Bigmycky. 3a peLentom.


https://aisf.dec.gov.ua/

Bupoonuk. Megokewmi JIT]I (Ilentpanbuuii 3aBon)/Medochemie LTD (Central Factory).

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 aJpeca MicCIisi MIPOBaAKeHHsI Tis/TbHOCTI.

1-10, Byn. Kouctautunynonec, Jlimaccosn, 3011, Kinp/1-10 Constantinoupoleos Street, Limassol,
3011, Cyprus.



