THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

KOHBEPIYM

(CONVERIUM)

CKknao:
Oitoua peuosuHa: 1 Tabnetka MicTuTh ipbecaprany 150 mr a6o 300 wmr;

0JonoMidcHi pe4osuHU: TaKTo3a, MoHorigpaT (copOomnak 400); KpoxMamb IpexeaaTuHizoBaHu 1551;
HATPil0 KPOCKapMes03a; KPeMHil0 MioKCuM KonoigHui 6e3BOmHMM; TojTokcaMep 188; 1emono3a
MikpokpucTaniyHa (tun 101), Mmaruito cTeapar.

JlikapcbKka popma. TabneTky.
OcHo8HI (pi3uko-xiMiuHi 81acmusocmi:

TabmeTky 110 150 Mr: 6ismi, Kpyrii, mI0cKi TabmeTKH, 3 PUCKOI0, HiaMeTpoM 61u3bKo 10,5 MM;

tabnetku mo 300 Mr: Gimi, KPyrI, IIOCKi TaGIeTKH, 3 PHCKOIO, HiaMeTPoM O/Iu3bK0 12,7 MM.

dapMakoTepaneBTHYHA rpyna. AHTaroHiCTH PellenTOPiB aHTi0TeH3uHY I, MOHOKOMIIOHEHTHI
npemnapatu. Kog ATX C09C A04.

Papmakono2iuHi e1acmusocmi.
dapmakoOuHamika.

IpGecapTaH - CUIbHOMI0YUH TIEPOPAIbHO aKTUBHUM CEJIEKTUBHUM aHTATrOHICT PelenTopiB
anrioten3uny II (Tuny AT,). BBaxkaeThcs, 110 BiH 6710Ky€e BCi ¢isionoriuno 3HauyIi ehekTu
aHrioTeH3uHy lI, omocepenkoBaHi yepe3 peuenTop Tuny AT,, He3anexkHo Bif gxKepena abo MIAxy
cuHTe3y aHrioteH3uHny II. CeneKTUBHA aHTArOHICTAYHA [ifl BIJHOCHO PELIENTOPIB aHTi0TeH3UHY 11
(AT,) nmpu3BoguTh 0o 30iNblIeHHS KOHIIEHTpAallil peHiHy Ta aHrioTeH3uny II y mia3Mi KpoBi Ta 10
3HUKEHHS KOHIIEHTpAllil allbO0CTEPOHY y mna3Mi. [Ipu 3acTocyBaHHI pEKOMEHIOBAaHUX 103
Iperapary piBeHb KaJlilo B CHPOBATIIi iCTOTHO He 3MiHIOETLCS. IpOecapTaH He IPUTHIUYE
aHTi0TeH3UHIIEPEeTBOPIOBaIbHOTO (pepMeHTy (KiHiHa3u II) — pepMeHTy, KUY IPOAYKY€E aHTiOTEH3UH
II, 3miticHioe MeTaboIiyHy gerpafaliio OpaguKiHiHy 3 YTBOPEHHSIM HEaKTUBHUX MeTabomiTiB. s
IPOsIBY CBOTO edekTy ipbecapTa He mOTpebye MeTaboIigYHOI aKTUBALlil.



KniniuHa eeKTUBHICTD

ApmepianvHa 2inepmen3sis. IpbecapTaH 3HUXKY€E apTepiallbHUM TUCK IIPU MiHiMasbHiN 3MiHi YacTOTH
CepIeBUX CKOPOUYEHb. SHUXKEHHS apTepiallbHOTO TUCKY IIpu npuiiomi 1 pa3 Ha mo0y Mae
[0303aJIe’KHUM XapakTep, 3 TeHAEHIII€I0 [0 BUXOAY Ha maTo B go3ax moxHapg 300 mr. Jo3u 150-300 mr
npu npuiiomi 1 pa3 Ha 000y 3HMKYIOTh TOKA3HUKYU apTePialbHOT0 TUCKY, SIKUM BUMIPIOETHCS, KOIH
TallieHT 3HAXOMUTHCS V TI0JI0KEHH] JIexkauyy Ha CriuHi abo cCuOs4y, HanpuKiHIli ail npemnapaty (To6TO
yepe3 24 roguHM IiCg IPUKOMY IIpenapary) B cepegHboMy Ha 8-13/5-8 MM pT. CT.
(cucromiynuii/miacTomiyuuit) OinbIle, HiXK IPHUOM ITale6o.

MaxkcumarnbHe 3HUKEHHS apTepialbHOI0 TUCKY JOCATAETHCA Yepe3 3-6 FOOUH MiCNsd IPUAOMY
npernapary, TinoTeH3uBHUYN eeKT 30epiraeTbcsa NpuHaMHI npoTaroM 24 rogul. Yepes 24 roguHu
icJIs IPUIOMY PeKOMEeH0BaHUX 03 3HUXKEHHS apTepiaJbHOro TUCKY CTaHOBUTE 60-70 % mopiBHAHO
3 ITOKA3HUKOM MaKCUMAaJIbHOI'0 3HUXKEHHS [1aCTOJIIYHOr0 Ta CUCTOIIYHOTO TUCKY. [Ipuiiom
npemnapaty B fo3i 150 Mr 1 pa3 Ha go0y gae edekT (Ha MiHiMyMi fiii i B cepemHbOMY 3a 24 TOOUHMU),
aHaJIOTiYHUN TOMY, SKUU NOCATAEThCS MPU PO3MOMiNi 1iel ;o00Boi 03K Ha 2 TTPUMOMH.

AHTHTIEpTEH3UBHA [is npenapaTty KoHBepiyM IpOSBISAETLCA IPOTArOM 1-2 TUXKHIB, a
HallBUpaXeHIlnuy e)eKT JOCATaEThCA Ha 4-6 TUXKHI Biff T0YaTKY JIiKyBaHHS. AHTUTIIePTEeH3UBHUMI
eekT 30epiraeThCA mif Yac TPUBAJIOTO JIiKyBaHHSA. [1ic/isg NpUNIMHEHHS TiKyBaHHS apTepiaabHUAN
THCK IIOCTYIIOBO ITOBEPTAETHCS A0 TOYATKOBOI BeMuUuHU. CUHAPOMY BiIMiHU Y BUTISILI IOCUIEHHS
rimepTeH3il micg BigMiHM IpenapaTy He CIIoCTepiranocs.

IpGecapTaH pa3oM 3 OiypeTHKaMu Tia3UOHOTO TUIY Aal0Th aQUTHUBHUM TiMOTeH3UBHUN ePeKT. Y
TAIiE€HTIB, V IKUX OOUH ipbecapTaH He 3a6e3meuyyBaB He0OXimHOT0 epeKTy, OMHOYACHE 3aCTOCYBAHHS
HU3bKOI 003U rigpoxioporTiasuny (12,5 mr) 3 ipbecapranoM 1 pa3 Ha 100y cIpu4uHsI0 Oinbliie
3HUXKEHHS apTepiasbHOr0 TUCKY MiHiMyM Ha 7-10/3-6 MM pPT. CT. (CUCTOJIYHUI/AiaCTONIYHUN),
IIOPiBHSHO 3 IPUHOMOM I1J1a1ie6o.

EdekTuBHICTH NIpenapaTy He 3aJeKUTh Bifl BiKy abo cTaTi naiieHTa. fK i mpu 3acTocyBaHHi iHIINMX
JiKapchbKuX 3aco0iB, SIKi BIIJIMBAIOTh Ha PEHiH-aHTiOTEH3WHOBY CUCTEMY, V IalliEHTiB HETPOIgHOI pacu
3 apTepianbHOIO TiepTEeH3i€0 BUSIBIAIOTL IIOMITHO MEHIIy BiiTIOBiAh Ha MOHOTEPaIiio ipbecapTaHOM.
ko ipbecapTaH 3aCTOCOBYIOTh OIHOYACHO 3 HU3BKOIO 103010 TigpoxiopoTia3uny (Hampukiapg 12,5
MT Ha 0o0y), aHTUTilTepTeH3WBHA BiATIOBigb TAKUX IMAIiEHTIB HAGIUKAETHCS OO BiOIOBiMi MalieHTiB
€BporeoifHol pacu. KiiniyHo 3Hauymuil BIiuB ipbecapTaHy Ha PiBHi Ce40BOI KUCJIOTH B IIJIa3Mi
KpPOBi a00 CeKpeIlito Ce4y0BOi KUCIIOTH 3 cevelo BiiCyTHil.

XPOHIYHI 3aX80PHBAHHA HUPOK Y NAUIEHMIB 3 apmepidaabHOI 2inepmeH3iern ma uyKposum
Oiabemom 2 muny. Y nogBifiHO CIioMy KOHTPOJTbOBAHOMY JOCITiMKEHHi OILIiHIOBAJIU TOBIOCTPOKOBI
edekTu (cepenHiil TEPMiH CIIOCTEPEXKEHHST CTAHOBUB 2,6 POKY) 3aCTOCYyBaHHS ipbecapTaHy I0I0
IIPOr'PEeCYBaHHS 3aXBOPIOBAaHHSA HUPOK Ta CMePTi 3 Oy[Ib-IKOI IPUYKUHHU. 3a7I€3KHO Bifl IEPEHOCUMOCTI
IIPOBOJUIIOCS TUTPYBaHHA 034 ip6ecaprany 3 75 Mr go 300 Mr (migTpuMyioda f03a), aMJIOTUIIIHY - 3
2,5 mr go 10 mr abo nnane6o. ITarieHTy B ycix rpynax JTiKyBaHHS 3a3BU4ai OTPUMYBaIH Bifm 2 mo 4
aHTUTINEePTEeH3UBHUX IIPETapariB. 3a pe3yabTaTaMu AOCTiAXKeHb He Oy10 BUSIBIIEHO BIIJIUBY
JiKyBaHHS ipbecapTaHOM Ha IMOKa3HUK CMEPTHOCTI 3 OyOb-9KO0l IPUYUHH, IPOTE CIIOCTEPIranucs
IO3UTHBHA TEHAEHIIiT 10 3HUKEHHS PU3UKY PO3BUTKY TEPMiHa/IbHOL CTaflil 3aXBOPIOBaHHSA HUPOK i
CTaTUCTUYHO 3Hauyllle 3HUXKEHHS PU3UKY [IOOBOEHHS CUPOBATKOBOTO PiBHS KpeaTHHiHy. Lle CBIIUUTH
IIPO CIOBIIBHEHHS IIPOrPeCcyBaHHS XPOHIYHOr0 3aXBOPIOBaHHS HUPOK Y MAIlEHTIB 3 XPOHIYHOIO
HUPKOBOIO HEJJOCTATHICTIO i SBHOIO IPOoTeiHypieo. EQeKT miKyBaHHS OIiHIOBABCS Yy MiArpyax
TIAllieHTIB 3a CTATTIO, PACOBOIO IIPHHAIEKHICTIO, BIKOM, TPHBAJIiCTIO LIyKPOBOTO fiabeTy, BUXigHUM
apTepianbHUM THCKOM, CUPOBAaTKOBUM PiBHEM KpeaTHHIHY Ta MIBUOKICTIO eKCKpelil ansbyminy. B
IiATpymnax XiHOK Ta NpelCTaBHUKIB HETPOINHOL PacH, sKi CTAHOBUIIY BigmoBigHO 32 % i 26 %



3araJibHOI OMYJIALil y9aCHUKIB JOCITiKEeHHS, TlepeBary JiKyBaHHS JOCIiIKyBaHUM IIpeliapaToM A
GbyHKIIil HUpOK He Oynu BUSBIIEHI.

Y nnare60-KOHTPOILOBAHOMY MOABIMHO CIIIIOMY OOCigKEeHHI JOBIOCTPOKOBUX e(eKTiB (TpHUBalIiCTh
CIIOCTepeXEeHHS CTAHOBUIIA 2 POKHU) 3aCTOCyBaHHs ipOecapTaHy oo Mikpoans6yMiHypii 3a y4acTio
TIAIiEHTIB 3 apTepialbHOIO TiIepTeH3iel0 Ta IyKPoBUM fiabeToM 2 TUIy 6yII0 ITOKa3aHo, 110
3acTocyBaHHS ipbecapTany B 703i 300 MT y nalieHTiB 3 MiKpoanbOyMiHypi€io CIIOBiIbHIOE
IIporpecyBaHHs AUCOYHKIII HUPOK [0 SABHOI MPOTeiHypil (IIBUAKICTh €KCKpelii anb0yMiHy i3 ceyero
(ITEAC) > 300 mr Ha o0y i 36inbmenHs IIEAC npuHatiMHi Ha 30 % Bif BUXiIHOTO PiBHS).
CroBinbHEHHS MPOTPecyBaHHs AUCOYHKIII HUPOK [0 KIiHIYHOI MpoTeinypii 6y10 MOMITHUM BXKe
yepe3 3 MicALi JIIKyBaHHSA Ta YTPUMYBa0Cs IPOTATOM 2-piYHOr0 Iepiofy mociifxkeHHs. Bunanku
perpecyBaHHs [0 HopMoanbOyMinypii (< 30 Mr Ha goOy) B rpyni npuiiomy ipbecaprany Oymu
yactimumu (34 %), HiXK y rpymni npuitomy mianebo (21 %).

ITodsitliHa 6.10kada peHiH-aHziomeH3uH-aa1b0ocmepoHosoi cucmemu (PAAC). Pe3ynbTaTé OBOX
paHaoMi30BaHUX KOHTPOJILOBAHUX JOCIiIKEeHb 3aCTOCyBaHHS KoMOiHaii inribitopa AII® 3
aHTaroHiCTOM pelenTopiB aHrioTeH3uny Il cBifuaTh Ipo BiOCYTHICTH OyOb-IKUX CTAaTUCTUYHO
3HAUyIIKX epeBar KOMOiHOBaHOI Tepallii MU IIpelapaTaMy OO0 HUPKOBUX Ta/abo cepleBo-
CYOVHHUX KJTiHIYHMX HACIAKIB i CMepTHOCTI, Tofi K Oy710 BUSBIIEHO MiIBUILIEHHS PU3UKY PO3BUTKY
rinepkarnieMii, rocTpPoro ypaxxeHHs HUPOK Ta/a00 apTepianbHOI rimoTeH3ii MOPiBHAHO 3
MOHOTepari€eo. BpaxoByiouu nopidHi hapMakoguHaMiyHi XapaKTePUCTHUKY BUIle3a3HauYeHUX
Ipernaparis, i pe3ynbTaTH TaK0XK 3aCTOCOBHI [0 iHIMX iHribiTopiB AII® Ta aHTAroOHICTiB pelenTopiB
anrioteH3uny II. ¥ 3B’s13Ky 3 uuM inri6itopu AI1® Ta aHTaroHICTU pelenTopiB aHrioTeH3UHY I He
MOKHa OOHOYACHO 3aCTOCOBYBATH IallieHTaM 3 fiabeTHYHOI0 HedpomaTi€ro. Y nocuimxenHi ebekTy
IomaBaHHS aJIiCKipeHy M0 cTaHOapTHOI Teparii iHribiTopom AII® a60 aHTAroHiCTOM PeIEenTopiB
aHrioTeH3uny Il y maIfieHTiB 3 IyKpoBUM fiabeToM 2 THUIy Ta XPOHIYHUM 3aXBOPIOBAaHHSM HUPOK,
CeplieBO-CYAUHHUMH 3aXBOpPIOBaHHAM ab0 o6oMa mmaTosorisiMu 0yJi0 BUSBIEHO IiIBUILIEHHS PU3UKY
rinepkarieMii, apTepianbHoI rinoTeHsii i guchyHKIiI HUPOK, a TaK0XK 30ibIIIeHHS YaCTOTH BUMIAAKIB
CMePTi Yyepes CeplieBO-CYOUHHI 3aXBOPIOBAHHS Ta IHCYJIBT.

dapmakoKiHemuxka.

A6copbuis. [Ticasa mepopanlbHOT0 3aCTOCYBaHHS ipOecapTaH mo6pe abcopOyeThCs: HOCTiIKEHHS
II0Ka3aJy, o abcomoTHa 6i0M0CTyIHICTE CTaHOBUTH pubau3HOo 60-80 %. OmHOYacHUY IPUKUOM 1XKi
icTOTHO He BIIMBa€E Ha OiomoCTymHICTE ipbecapTaHy.

Posnopin. 3’g3yBanHg 3 GiTKaMu MJIa3MU CTaHOBUTH PUGIN3HO 96 %, IpH IIbOMY 3B’SI3yBaHHS 3
KJIiTUHAMU KpPoBi He3HauHe. O6’eM po3mominy - 53-93 mitpu.

Meta6omism. ITicisa nepopansHOro abo BHyTPIIHEOBEHHOT0 BBefleHHs ''C ip6ecapTany 80-85 %
IIUPKYII0I0YO0l y MJIa3Mi pafioaKTUBHOCTI IpUNiafia€ Ha He3MiHeHuY ipbecapraH. I[pbecapTan
MeTab0Ti3yeThCs Y IeUiHIl HIISTX0M KOH'1orallil 3 TJIIOKYPOHIIOM Ta OKUCHEHHS. OCHOBHUM
IIUPKYIIOI0YUM Y KPoBi MeTabostiToM € ipbecapTaH-TMOKYpoHin (mpubnu3no 6 %). [aHi mocmigxkeHb
in vitro cBimuaTh, 110 ipbecapTaH OKUCHIOETLCS 3pebinbinoro pepmerntom CYP2C9 mutoxpomy P450;
izobepmenT CYP3A4 Ha HHOTO MaliKe He BIIJIUBAB.

JlinitiHicTh/HenixiliHicTs. ®apMaKoKiHeTHKa ipbecapTaHy B Aiama3oHi go3 Big 10 mo 600 Mr €
JIHIAHOIO i MPONOPLIXHOIO [0 IPUKHSATOI 03U. MeHII IPOMOopIIifiHe 3pOCTaHHS opanbHOol abcopOiii
crioctepiraeTscs B go3ax Buiie 600 mr (BaBiui Ginbilla 3a MaKCHMaJlbHY PEKOMEHIOBaHY 03Y);
MeXaHi3M IIbOr0 HeBigoMuii. MakcuMarbHa KOHLIEHTpaLis y mia3mi Kposi (C,,,) AoCATaEThCS 4epes
1,5-2 ropunM micns nepopaabHOr0 3aCTOCYBaHHA IIpenapary. 3arajbHul i HUPKOBUM KITipeHC
ctaHoBnATh 157-176 i 3-3,5 my/xB BigmoBigHo. KiHlleBu# yac HamiBBUBeOeHHs ipbecaptany - 11-15



roguH. PiBHOBaXKHi KOHIIEHTpAIlil ¥ MJIa3Mi KPOBi BCTAHOBIIOIOTHCS Yepe3 3 OHi micis moYaTKy
3acToCyBaHHS mpemapary 1 pa3 Ha goOy. [Ipu 3acTocyBaHHi 1 pa3 Ha moOy akymysiis ipbecapTaHy
y mna3Mi € HeBenuKoio (< 20 %). ¥ xofli JaHOT0 HOCTIgXKEHHS y XKiHOK, XBOPUX Ha apTepianbHy
rinepreHsiio, crocTepiranucs melo BUII M1a3MOBi KOHIIeHTpallii ipbecapTany. OnHakK BifMiHHOCTEN
y Jaci HamiBBUBE[IeHHS Ta aKyMyslil ipbecapTany He Oyno. [I71g XKiHOK 3MiHIOBATU 03y He
noTpibHO. B 0ci6 miTHROTO BiKy (> 65 POKiB) 3HaYEHHS IIJIOIII ITiff KPUBOIO «KOHIeHTpalisi-yac» (AUC)
i C,., 014 ipbecapTaHy Oynu gelfo BUIIMMHU, HiXK y Moyoamux narieHTiB (18-40 pokis). IIpote
KiHI[eBUY YaC HalliBBUBEEHHS iCTOTHO He 3MiHIOBaBCA. [[J1s MaIli€eHTiB TITHBOTO BiKy 3MiHIOBATH [03y
JIiKapChKOT0 3ac0o0y He MOTPiOHO.

BuBenenHs. Ip6ecapTaH Ta #oro MeTaboJIiTH BUBOOSITLCS Yepes XKO0BY i HUPKHU. [1ic/s mepopanbHOTro
a0 BHYTDIITHLOBEHHOTO BBefleHHs ' 'C ipbecapTany mpubnu3so 20 % pafioaKTHBHOI MiTKH
BUSBJIIETLCA Y CeUi, pelliTa - y pekanisax. MeHI Hixk 2 % oTpuMaHOi 7031 ipOecapTany
€KCKPEeTYEThCH 13 cevyero y He3MiHEHOMY CTaHi.

[NegiaTpryna nonynanis. PapMakoKiHeTHKY ipOecapTaHy OIiHIOBaNX y 23 AiTed 3 apTepiaabHOI0
rinepreHsiero micis ogHOpPa3oBoro i 6aratopa3osoro (1 pa3 Ha moby) mpuitoMy ipOecapTaHy (2 MI/KT)
y 0o0oBi# 1o3i MakcumyM 0 150 Mr mpotsrom 4 TuxHiB. 3 nux 23 piteit 21 guTtrHa Mornia OyTu
OILliHEHa M5 TOPiBHAHHS (papMaKOKiHEeTHKHU 3 TaKOK Y AOPOCUX nauieHTiB (12 miTer BikoM Bifg 12
POKiB, 9 miTeu BiKoM Bif 6 §o 12 pokiB). PesynsraTé mokasanuy, mo C,,,, AUC i kiipeHc npenapaty
Oynu MOPIBHIHHUMU 3 TAaKUMHU Y JOPOC/IUX TAllieHTiB, aKi oTpuMyBanu 150 Mr ipbecapTany Ha go0y.
[Tpu 6araTopa3oBoMy mpuiioMi rmpemnapaty 1 pa3 Ha o0y crocTepiranacs oOMexeHa KyMyJIsIlis
ip6ecaprany (18 %) B mna3mi Kpoai.

[MopyuieHHs QYHKIII HUPOK. Y XBOPUX 3 MOPYIIEHHSIM QYHKIIII HUPOK ab0 Y XBOPUX, IKUM
IIPOBOAMUTLCS TeMofiiani3, papMakoKiHeTHYHi apaMeTpu ipOecapTaHy iCTOTHUM YMHOM He

3MiHIOIOThCS. I[pOecapTaH He BUAAISAETLCA 3 OpraHi3My IIpU reMofiamisi.

[Mopymenns Gyukuii nevinku. PapMakoKiHeTUYHI TapaMeTpu ip6ecapTaHy iCTOTHO He 3MiHIOIOTLCS Y
XBOPUX Ha IIMUPO3 MEeUiHKHU JIerKoro abo IOMipHOT0 CTYTIeHs TSKKOCTi. [JoCigXKeHb 3 y4acTio
MAIEHTIB 3 TAKKOI0 (OPMOIO HEJIOCTATHOCTI (PYHKIIil TeYiHKK He IPOBOIUIIH.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.
JIikyBaHHS eCeHIIiHOl apTepianbHOI rimepTeH3il ¥ 4OpOCIuX.

JIiKyBaHHS XPOHIYHOr0 3aXBOPIOBaHHS HUPOK y JOPOCIUX NALiEHTIB 3 apTepialbHOI0 TilepTEeH3ielo i
IIyKpoBuM [fiabeToM II TUMy K CKJIafioBa CXeMHU aHTUTINEPTEH3UBHOI Tepairii.

IIpomunoka3saHnus.
linepuyTnuBicTh 70 Oifouol pe4oBUHU a00 N0 Oyab-IKOI 3 JOMOMIXKHUX PEYOBHUH.
[pyruu i TpeTi TpUMECTPU BariTHOCTI.

OpHOoYacHe 3acToCyBaHHA npemnapaty KoHBepiyMm 3 npenapaTaMy, IO MiCTATH aliCKipeH,
IIPOTUIIOKA3aHe TMallieHTaM 3 IyKPOBUM AiabeToM a00 HUPKOBOIO OUCHYHKIIE (IIBUAKICTD



KJ1y60ukoBol ¢inpTparil (IIK®) < 60 mmu/xs/1,73 ™).

B3aemodisa 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

[liypeTHKY Ta iHIIi aHTUTiNePTEeH3NBHI TpenapaTy. PU3KK PO3BUTKY apTepiaibHOI rinoTeH3il Ha TIi

npuiioMy ipbecapTaHy MOKe ITOCUITIOBATUCS IIPH MOT0 OOHOYACHOMY 3aCTOCYBaHHi i3 iHIIMMHU
AHTHUTIIEPTEH3UBHUMHU IIperapaTaMy, oOgHaK ipOecapTal Oe3mevYHO 3aCTOCOBYBABCS 3 MESIKUMHU
iHIMMMY aHTUTITEePTEH3UBHUMU IIpellapaTaMy, TaKuMHU K 6eTa-0710KaTopy, 6JI0KaTOPH KaJlbIi€BUX
KaHaJIiB TpUBAaJIol Ail i Tia3upHi giypetuku. [lonepenHe niKyBaHHS BUCOKUMU N03aMHU [iypPETUKIB
MOXKe MTPU3BOAUTH [0 TiloBojeMil i mMigBUITyBaTH PU3UK PO3BUTKY apTepiaabHOI TioTeHsil micis
o4aTKy IpuiioMy npenapaty Kousepiym (ouB. po3gin «OcoO0MMBOCTi 3aCTOCYBaHHS»).

ArnickipenBMicHi npenapaTyu a6o iuridiTopu AIT®. IToxpiiitHa 6710Kafa peHiH-aHTiOTEH3UH-
anbpoctepoHoBoi cuctemu (PAAC) mssxoM KOMOiHOBAHOT'O 3aCTOCYBaHHS iHTiOiTOpiB AITQ,
aHTaroHicTiB peuenTopiB anrioTeH3uny Il abo amickipeHy acoIitoeThCs 3 MiABUIIIEHOI0 YACTOTOIO
BUHUKHEHHS TaKuX HeOakaHUX SBUII SK apTepiasibHa TiOTeH3is, rimepkaniemis Ta moripiieHHs
GyHKII1 HUPOK (y TOMY YHCJIi PO3BUTKY rOCTPOl HUPKOBOI HEJOCTATHOCTI), MOPIBHSHO 3
3aCTOCYyBaHHSIM SIKOTOCh OOHOTO 3aco0y, 110 BriuBae Ha PAAC (guB. po3minu «®apMaKoguHaMika»,
«IIpoTunoka3aHHI» i «OCOOIMBOCTI 3aCTOCYBaHHI»).

KarieBi xap4oBi mo6aBKH i Kania0epirawoydi giypeTuku. Buxonsuu 3 JOCBiy 3aCTOCYBaHHS iHIINX
JiKapchbKuX 3aco0iB, SIKi BIIJIUBAIOTh HA PEHiH-aHTiOTEH3WHOBY CUCTEMY, ODHOYACHUW NIPUIOM

Kasiit306epirarounx AiypeTUKiB, KalieBUX XapuyoBUX H00aBOK, KaTieBMiCHUX 3aMiHHUKIB coi abo
iHmwMX miKapchkux 3aco06iB, SKi MOXKYTH MMigBUIYBATH PiBHI KaJjlilo B CUPOBATII KPOBi (HallpuKIIaf,
remnapuHy), MOXKe IIPU3BOOUTHU [0 IiABUIIEHHS PiBHIB KaJlilo B CUPOBATIIi KPOBi i TOMY He
peKoMeHayeThCs (AuB. Po3min «OcoONMMBOCTI 3aCTOCYBAHHS»).

Jlitini. [ToBimoOMIIsINIOCS: PO 3BOPOTHE IMiIBUIIIEHHS PiBHIB KOHIIEHTpAIlil JIiTif0 B CHPOBATIIi KPOBI i
TOKCUYHMX e(eKTiB JIiTio miJ Yac 0OgHOYACHOTO 3aCTOCYBaHHS IIpelapariB JiiTiio 3 inribiTopamMu
aHTi0TeH3WHIIEPETBOPIOBaIbHOTO (pepMeHTy. Ha qaHui yac moBigoOMIIsIOCS PO AyXKe PigKicHi
BUIIa[IKM PO3BUTKY NOAIOHMX e(eKTiB IPH 3aCTOCyBaHHi ipbecapTany. TakuMm 4MHOM, TaKa
kKoMOiHallis He peKOMEHAYEThCS (OUB. po3nin «OcobIMBOCTI 3aCTOCYyBaHH»). AKIIO 1151 KOMOiHAllis €
HeoOXiTHOI0, TO PEKOMEHIYEThCS 3MiNCHIOBATH PETEIHbHUIN MOHITOPUHT PiBHIB /iTiI0 B cUpoBaTII
KPOBI.

HectepoingHi npoTu3ananbHi npenapaTy. KO aHTaroHICTH aHTioTeH3uHY 1l 3acTocoByBatu
OTHOYACHO 3 HECTEePOIJHUMH IIPOTHU3aNaIbHUMHU ITPerapaTaMu (a came: i3 CeIeKTUBHUMU
inribitopamu LIOI'-2, aleTunicaninuioBoio KucioToo (> 3 r/go0y) i HecenekTuBHuMu HII3II), Moxke
crocTepiratucs nocjaabieHHs aHTUTINePTeH3UBHOTO eeKTy. K i Ipu 3acToCcyBaHHI iHTiGiTOPIB
ATI®, ogHO4YaCHUY NPUKOM aHTaroHicTiB anrioten3uny II i HII3I1 Moxe mpuU3BOAUTHU A0 MOTipLUIEHHS
GyHKII1 HUPOK, BK/II0Yal04y BUHUKHEHHS TOCTPOl HUPKOBOI HEIOCTATHOCTI, i 10 MiABUIIIEHHS PiBHS
KaJIilo B CUPOBATIIi KPOBi, 0COOIMBO Yy MAIiEHTIB 3 yKe iCHYIOUMMU MOPYIIEeHHIMHU QYHKIIII HUPOK.
Taky koMOiHaIlito ciif 3acTocoByBaT 06ayHO, 0COGIMBO MalliEHTaM JiTHLOTO BiKy. [TallieHTH MOBHUHHI
OyTu ameKBaTHO TigpaToBaHi, i Ay HUX MoxKe OyTH AOIiIbHUM MOHITOPUHT QYHKIIII HUPOK Ha
IIOYaTKy TakKoi KOMOiHOBaHOI Tepallil, a TaK0XK IMEPIONUYHO i B ITOAAJIBIIIOMY.

Penarninin. Ip6ecapran moxe inribyBatu Tpancmoptep OATP1B1. Y mpoueci kniHidHOTO
IOCTiAKEeHHS TOBiAOMIISIOCS, 0 3aCTOCYyBaHHS ipbecapTaHy 3a 1 TOUHY IO IPUHOMY penariiHigy
nigBumyBasno C, ., ta AUC penarmininy (cy6cTpaty TpauncmopTepa OATP1B1) y 1,8 Ta 1,3 paza
BiATIOBigHO. Y paMKax iHIIOTO AOCTigXKeHHs He OyI0 3apeeCcTpoBaHO 3HAUYIIOl (PpapMaKOKiHETHYHOI



B3a€EMOil IpU 0OOHOYACHOMY IIpuiioMi ipbecapTaHy Ta penarfiHify. Y pa3i ogHOYaCcHOTO
3aCTOCYBaHHS IUX JIIKAPChKUX 3ac00iB MoxKe OyTu nmoTpibHa KOpeKis J03yBaHHS pemariiHigy (Tus.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

[TomaTkoBa iHdopMaliis 1po B3aeMorii ipbecaprany. ['ifpoxopoTia3un He mopyIye

bapmakokineTuky ipbecaptany. IpbecapTan MeTa00JIi3yeThCs TEPEBAXKHO 3a HOITOMOTO0I0 (EPMEHTY
CYP2C9 i, meHIII010 Mip010, 3a PaXyHOK T'/TIOKypOHifaliil. I[cToTHUX PpapMaKoKiHEeTUYHUX ab0
(dhapMakoguHaMiYHIX B3a€EMOiN IIPK OJHOYACHOMY 3aCTOCYBaHHi ipbecapTaHy 3 BappapruHOM
(mikapcbkuM 3aco0oM, kUi MeTtabomnizyetbcs pepmenToM CYP2C9) He cniocTepiranmocsi. BoauB Takux
immykTopiB CYP2C9 sk pudamninuy Ha papMakoKiHeTHKY ipOecapTaHy He oliHoBaBcs. [Ipu
OOHOYACHOMY 3aCTOCYBaHHi ip6ecapTaHy 3 AUTOKCUHOM (apMaKOKiHETHKA IUTOKCHUHY He
3MiHIOBaJIaCH.

Oco06.1ue8ocmi 3acmocyeaHHsi.

BryTpimHbOCYOMHHA TinoBONIeMid. Y NaILi€HTIB, y SKUX BHACJIIOOK iIHTEHCUBHOI Tepallil fiypeTUKaMu,
00MeKeHOr0 CIIOXKHUBaAHHS COJIi 3 iKeto, miapei abo Or0BaHHS PO3BUBAETHCS TilTOBOIEMist Ta/abo
HaTpieMisi, MOXKe CIIOCTepiraTucs CHMIITOMHAa apTepiaibHa TinoTeH3is, 0COOIUBO MiCIs MpUuitoMy
IepIol 03U mpemnapaTy. Taki cTaHu CITig KOPUTYBATH OO IIOYATKy 3aCTOCYBaHHS IIpenapary
Konsepiym.

PenoBackynspHa rinepreHsid. [CHye MigBUIIEHUN PU3UK BUHUKHEHHS TSIXKKOI apTepianbHOI
rinoTeHaii i HUPKOBOI HEAOCTATHOCTI, KOJIY MAlLli€EHTH 3 JBOGIYHUM CTEHO30M HUPKOBHUX apTepiit abo
CTEHO30M apTepii equHOI PYHKINIOHYI0YO0i HUPKU OTPUMYIOTh JIiKapchKi 3ac06H, 110 BIIJTMBAIOThH Ha
PEHiH-aHTiI0TEeH3UH-aIbJ0CTEPOHOBY CUCTEMY. X04Ya CTOCOBHO IIpernapaTy KoHBepiyM Takoro
o0iYHOTO ABUIIA 3aJ0KyMEHTOBAHO He 0yJI0, ajie ITpU 3aCTOCYBaHHI OyOb-IKUX aHTaTrOHiCTiB
pelieniTopiB aHrioTeH3uny Il cnig odikyBaTy Ha NOfiOHI eheKTH.

HvpkoBa HeIOCTATHICTE 1 TpaHCcHIaHTallid HUPOK. [1if yac 3acTocyBaHH4 IpernapaTy KoHBepiyM y
NallieHTIB 3 MOPYLUIEHHSAM (PYHKIII HUPOK PEKOMEHAYETHCS 3MiMCHIOBATH NEPIOOUYHNYM MOHITOPUHT

PiBHIB KaJlito i KpeaTHHIHY B CUPOBATIi KpoBi. [I0CBif 3acTOCyBaHHA IIpenapaTy KoHBepiyMm
nalieHTaM, SKUM Hel[ogaBHO OyJla BUKOHaHa TPaHCIIaHTallis HUPOK, BiACYyTHIl.

[NanieHTH 3 apTepiaNbHOIO TimepTeH3iel0, IyKPoBUM miabeToM II TUIY Ta XPOHIYHUM 3aXBOPIOBAHHSIM
HUPOK. BrinuB ipGecapTany K Ha HUPKHU, Tak i Ha CEPIIEBO-CYAUHHY CUCTEMY He OIHAKOBUH y

MTAIEHTIB 3 XPOHIYHUM 3aXBOPIOBAHHSAM HUPOK Ha IIi3HIX CTamisfX. 30KpeMa, M0ro IepeBaru € MeHIIl
BHpaxKeHUMHU Y XKiHOK i B 0Ci0, sIKi He HajexaThb 0 EBPOIIEOIIHOI PacH.

[NomgifiHa 6110Kala peHiH-aHTi0TeH3UH-anbaocTepoHoBOI cuctemu (PAAC). IcHYIOTh MOKA30Bi faHi Ha

KOPHUCTD TOTO, III0 OJHOYACHe 3aCTOCyBaHHS iHTi6iTOpiB AII®, aHTArOHICTIB PEIENTOPIB aHTiOTEH3UHY
IT abo amickipeHy migBuUIIy€e PU3UK apTepialbHOI rinoTeH3il, rinepkanieMil Ta moripimeHHs QyHKII
HUPOK (B TOMY YMCJIi PO3BUTKY rOCTPOI HUPKOBOI HEJOCTATHOCTI). Y 3B'sI3Ky 3 IIUM ITOABiMiHa O610Kama
PAAC mnsixom KoMOiHOBaHOT0 3aCTOCYBaHHS iHTi6iTOpiB ATI®, aHTAroHICTiB PEIENTOPiB
aHrioTeH3uny Il abo amickipeHy He peKOMeHAYETLCS (MUB. po3minu «B3aemopia 3 iHIMUMU
JiKapChbKUMU 3aco0aMu Ta iHIII BUAY B3aeMOfin» i «PapMakoauHaMika»). AKIIO Teparis y BUTTISAOL
TaKOI MOABiNHOI 0710KaaX PO3LiHIOETHCS SIK a0COMIOTHO HeoOXifiHa, 11 CIliJ 3aCTOCOBYBATH JIUIIIE IIif
HaTJISIIOM CIIellialicTa Ta 3a YMOBM 4aCTOTO KOHTPOJO (PYHKIIii HUPOK, BMICTYy €JI€KTPOJIITIB Ta PiBHS
aprepianpHOro TUCKY. IHTiOiTOpU ATI® Ta aHTAroHiCTU peLeNnTopiB aHTioTeH3uHY II He MOXKHA
OJHOYACHO 3aCTOCOBYBATH IallieHTaM 3 Hia0eTH4YHOI0 Hedpomnariero.



AHTiIOHEBPOTUYHUM HAOPIK KUITEYHUKY. [T0BifOMIISITIOCS PO BUMIAAKU aHTIOHEBPOTUYHOT'0 HAOPSKY
KHWIIeYHUKY Y MAI[iE€HTIB, SKi 3aCTOCOBYBay OIOKATOPH PEIENTOPiB aHTioTeH3uHY 11, BKII049anyu
ipbecapraHn (guB. po3min «IIo6iuHi peakii»). Y 1ux mamieHTiB cocTepiraBcs 0ifib y XKUBOTI, HYHOTa,
OmoBaHHA Ta giapesi. CHMIITOMYA MUHAJY Iicys BifMiHK 6710KaTOPiB pelenTopiB aHTrioTeH3uHy II.
ZAKII0 miarHOCTOBaHO aHTiOHEBPOTUYHUM HAOPSK KUIIEeYHUKY, 3aCTOCYBaHHS ipbecapTaHy CIlif
MIPUIMHUTY Ta PO3MOYATH BiATIOBIOHUYN MOHITOPUHT [0 ITOBHOTO 3HUKHEHHS CUMIITOMIB.

Timepkamiemisi. ITogi6HO M0 iHIMMX TiKApChKUX 3ac00iB, SIKi BIIJIMBAIOTh HA PEHiH-aHTiOTeH3UH-
aJIbJOCTEPOHOBY CUCTEMY, IIifi Yac JIIKyBaHHA IpernapaToM KoHBepiyM MoXkKe BUHUKATH
rinepkasniemisi, 0co6IMBO Ha TJIi HUPKOBOI AUCOYHKIIiI, IBHOI MPOTEIHYPii BHACTigoK AiabeTHYHOI
HedpormarTii i/abo cepiieBoi HEAOCTATHOCTI. PEKOMEHOYEThCS 3MiCHIOBATHA PETENIbHUN MOHITOPUHT
PiBHIB KaJIif0o B CHPOBATIi KPOBi y Malli€HTiB, IKi MalOTh PU3UK PO3BUTKY I[bOTO YCKIagHEHHS (IUB.
po3min «B3aeMomist 3 iHIMMMU JTiKapChKUMHU 3aco0aMu Ta iHIIi BUOW B3aEMOIIN»).

Cinornikemisi. I[p6ecapTaH MOXe COIPUYUHUTH TillOTTiKeMito, 0COGIMBO Y MAlliEHTIiB 3 IIyKPOBUM
niaberoM. Y pasi 3acTocyBaHHS JIiKapChKOTo 3aco0y mallieHTaM, SKi OTPUMYIOTh iHCYTiH abo
npotufiabeTyHi 3acobu, CIlig PO3TISHYTHA MOXKJIMBICTh BiITIOBIAHOT0 MOHITOPUHTY PiBHSA TJIIOKO3U B
na3Mi KpoBi. 3a MoKa3aHHAMU Moxke 0yTH MOTpiObHa KOPeKIis 031 iHCyiHy abo npoTugiabeTHIHNX
3aco0iB (ouB. po3min «B3aemopmist 3 iHIIUMY JTiIKapCbKUMHU 3aco0aMu Ta iHIM BUIKM B3aEMOIIN»).

JIiTi#i. He peKOMeHAyeThCSI OAHOYACHO 3aCTOCOBYBATH IIpelapaTH NiTito i KouBepiym (AuB. po3min
«Bzaemogis 3 iHIIUMY JTiIKapCLKUMHU 3aco0aMu Ta iHIM BUIU B3aEMOIIN»).

CTeHO03 aopPTAbHOTO i MiTPAILHOTO KiIamaHiB, 00CTPYKTUBHA TinepTpodiyHa KapmioMionarid. Ak i

IIPM 3aCTOCYBaHHI iHIINX Ba30UJIaTaTOPIB, CliellianbHi 3amo6iKHi 3aX0U CJIifl BXKMUBATH 11010
TAIliE€HTIB, SIKi CTPaXKMalOTh Bifi CTEHO3Y a0pPTalbHOT0 abo MiTpanabHOTO KilamnaHiB, abo Bif
0O0CTPYKTHBHOI rinepTpodiuHoi Kapgiomionarii.

IlepBUHHNY albIOCTEPOHI3M. [TallieHTH 3 MePBUHHUM ajIbOOCTEPOHI3MOM, SIK IIPABUJIO, HE
BifITIOBigal0Th Ha JiKyBaHHS aHTUTINEPTEeH3UBHUMH JIiKAPCHKAMHU 3ac00aMH, SIKi AiI0Th LIIIXOM
iHribyBaHHS PEHIH-aHTiOTEH3WHOBOL CUCTEMHU. Y 3B’SI3Ky 3 MM TaKUM IallieHTaM 3aCTOCyBaHHS
npemnapaTy KoHBepiyM HE peKOMEHAYETHCH.

3aranbHi 3acTepekeHHd. Y NallieHTiB, Y AKUX CyOUHHUN TOHYC i QYHKI[iS HUPOK 3ajIekaTh TOJIOBHUM
YHMHOM BiJl aKTUBHOCTi PeHiH-aHTi0TeH3UH-aJIbIOCTEPOHOBOI CUCTEMHU (HAIIPUKIIaM, V MalliEHTIB 3
TSI2KKOIO 3aCTilHOIO CEPIIEBOI0 HEJOCTATHICTIO ab0 3 MepPBUHHUM 3aXBOPIOBAaHHSM HUPOK, BK/TIOYAIOUU
CTEeHO3 HUPKOBUX apTepiit), 3aCTOCyBaHHS iHTiOITOPIB aHTi0TEH3WHIIEPETBOPIOBAILHOTO hePMEHTY
abo aHTaroHicTiB pelenTopiB aHrioTeH3uHy II, gKi BIIMBaOTh Ha II0 CUCTEMY, acolliiioBaHe 3
BUIIaIkaM¥ PO3BUTKY I'OCTPOIL apTepianbHOI rinoTeHsii, azoremii, omirypii abo (pigko) 3 BUHUKHEHHSIM
rOCTPOl HUPKOBOI HEJOCTATHOCTI. fK i Ipu 3acTOCyBaHHI OyAb-KOTO aHTUTIIEPTEH3UBHOTO 3aC00y,
HagMipHe 3HUXKEHHS apTepialbHOr0 TUCKY Y MAllieHTiB 3 ileMiyHOo0 KapaionaTieo abo imeMiyHuM
CepIeBO-CYAUHHUM 3aXBOPIOBAHHSM MOKe IIPU3BOAUTHU [0 iHbapKTy Miokapnia abo iHCYIbTY.
[Tomi6Ho mo iHTi6iTOPIB aHTiOTEH3WHIIEPETBOPIOBAJIBHOTO (hepMeHTY, ipbecapTaH Ta iHINI aHTAaroHicTH
aQHTI0TEeH3WHY BUSIBUINCS MEHII e(eKTUBHUMU [J19 3HUKEHHS apTepialbHOTO TUCKY Y YOPHOIIKIpUX
JIIOfieN, HiX y Niofell iHIIKUX pac, 110 MOXKe MOSICHIOBATHCS OibIINM MOMKMPEHHAM 3HUKEHUX PiBHIB
PEeHiHy cepe[ MONyJIAIlil YOPHOIIKIPUX NallieHTiB 3 apTepialbHOIO TinepTeH3i€l0 (QUB. PO3Tin
«®apMaKoI0riyHi BJIaCTUBOCTI»).

3acTocyBaHH4 y nepion BariTHOCTi. He crifg po3no4YnHaTy 3aCTOCYBaHHSI @HTATOHICTIB pellenTopa
aHrioten3uny Il y nepiog BariTHOCTI. AKIII0 IPOIOBXEHHS IPUUOMY aHTAroOHiCTa pelLenTopa
aHrioTeH3uny Il BBaxKaeThCsa HEOOXiTHUM, TO MAIi€HTOK, SIKi IIJIaHYIOTh 3aBaTiTHITH, CITiJ TepeBecTH
Ha ajibTepHATUBHE aHTUTINePTEeH3UBHE JIiIKyBaHHS 3 BU3HaueHUM npodineM O6e3neku mono



3aCTOCYBaHHA y nepiof BariTHOCTI. [Ipy miATBepaKEeHH] BariTHOCTI IPUKXOM aHTArOHICTIB PELeNTOPiB
anrioren3uny Il moTpi6HO HeraltHO MPUIMHUTH Ta, SKIIO HEOOXIHO, PO3M0YaTH albTEPHATUBHY
Teparmiio (quB. po3ninu «IIpoTunoka3aHHA» Ta «3aCTOCyBaHHS y Iepiof BariTHOCTI abo romyBaHHS
TPYLLI0»).

3acTocyBaHHs miTaM. [pbecapTaH JOCTimXKyBaBCs y T'PYIi miTel BikoM Bix 6 mo 16 pokiB, ane HassBHUX
[OoTelep JaHUX HEJOCTATHLO AJIS PO3MIMPEHHS MOT0 IT0Ka3aHb I 3aCTOCYBaHHS HiTAM, JOKU He
OynmyTh OTpYMaHi IONATKOBI JaHi.

JlakTo3a. Lle#t mikapcbkuit 3aci6 MiCcTUTH TakTO3y. [lallieHTaM 3 TAaKMMU PifIKiCHUMU CIIagKOBUMHU
IIOPYIIEHHSAMY K HeIlepeHOCUMICTh TanaKkTo3u, JedinuT nakTa3u Jlanma abo CUHAPOM
ManbaOcopO1iii TTI0K03u-ranakTo3u, He CIIif MpuiMaTH el JTiKapCchKui 3acio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.

BaritHicTk. 3acTOCYyBaHHS aHTaroHiCTiB penientopiB aHrioTeH3uny I (APA II) He peKOMEHYETHCS
IIPOTSITOM TIEPIIOr0 TPUMECTPY BariTHOCTI (AuB. po3min «OcoO0MMBOCTi 3aCTOCYBaHHS»).
3actocyBanHsg APA Il npoTunokasaHe IpoOTATrOM OPYTOro Ta TPeThOTO TPUMECTPIB BariTHOCTI (JUB.
po3ninu «ITo6iuni peakirii» Ta «OcoGIUBOCTI 3aCTOCYBaHHS»). Emimemionoriubi qaHi mono pusuky
TEPATOTEHHOT0 BIIJIUBY BHACIIAOK 3acToCyBaHH4 iHribiTopiB AII® mpoTtsirom I TpuMecTpy BariTHOCTI
He NIePeKOHJIKBI, TPOTe He3HaUyHe 30ibIIeHHS PU3UKY He MoXKe OyTy BuKIoueHe. OCKiIbKM HeEMae
KOHTPOJIbOBaHUX €IifeMiOJIOTiYHUX faHUX 1040 PU3UKY IIPU 3aCTOCYBaHHI aHTArOHICTIB pelenTopiB
aHrioTeH3uny I, momiOHi pU3UKKU MOXKYTh iCHYBaTH i AJIS I[bOTO KJIaCy IIperapariB. 3a BUHATKOM
BUTIAOKIB, KOJIX MIOJOBXKEHHS Teparlil BBaXKa€ThCsI HEOOXiMHUM, MallieHTKaM, SKi IIJTaHyI0Th BariTHICTS,
CJIi[l IepelTy Ha ajlbTepPHATHBHE aHTUTINIEePTEH3UBHE JIIKyBaHHS, 1[0 Ma€ BCTaHOBJIEHUY IPOPiib
Oe3meku Ol 3aCTOCYBaHHS Yy Iepiof BariTHOCTi. [Tpu migTBepAKeHHi BariTHOCTI mpuiioM
AHTATOHICTIB penenTopiB aHrioTeH3uHy II He0OXiMHO HETaWHO MPUITUHUTY Ta, SKII0 HEOOXigHO,
po3IoYaTy ajbTepHATUBHY Tepalito. BimoMo, 1110 3aCTOCyBaHHS aHTArOHICTIB PeLeNTOpPiB
anriotern3uny Il npotsarom II ta III TpuMecTpiB BariTHOCTI IHAYKYE Y MTOAUHYU HETOTOKCUYHICTD
(mocnabnenHs (yHKIII HUPOK, OMrorifpaMHioH, 3aTpUMKa ocHudikallil KiCTOK 4epemna) i HeOHaTalbHY
TOKCHUYHICTh (HUPKOBa HEIOCTaTHICTh, apTepialbHa rinoTeH3is, rinepkaiiemis). Ko 3acTOCyBaHHS
aHTaroHicTiB peuenTopiB anrioteH3uny II Binbynocs 3 II TpuMeCTPy BariTHOCTi, PEKOMEHIYEThCS
IIPOBEMIEHHS YIIbTPa3BYKOBOr0 006CTexXKeHHs QYHKIII HUPOK i cTaHy KicTOK Yepena. CTaH HEMOBJIAT,
MaTepi SKUX 3aCTOCOBYBaJIX aHTArOHICTU PELeNTOPiB aHrioTeH3uHy 11, ciig peTensHo epeBipsaTi
II0I0 PO3BUTKY apTepianbHOl rinoTeH3il (quB. po3minu «IIpoTunoka3anusa» ta «OcoOMMBOCTi
3aCTOCYBaHHS»).

[Nepion rogyBaHH4 rpyanioo. OCKinbky iHdopMallig Io#0 3aCTOCyBaHHS NipenapaTy KoHBepiym mifg
Yac roAyBaHHS OUTUHU I'PYAOI0 Hapasi BiACYyTHS, MpUKOM npenapaty KoHBepiyM TaKuM MalliEHTKaM
He PeKOMEH[IYEThCS, IepeBara MOBUHHA BiigaBaTHCS albTePHATUBHUM JTiIKapChKUM 3aco6aM 3 Kpaiile
BHBUYEHUMH MpodinsiMu 6e3MeyHOCTi il Yac rogyBaHHs T'PYAI0, 0COOIUBO IIPU BUTOIOBYBaHHI
HOBOHAPOMXeHUX a00 HemoHoIIeHuX aiTeld. HeBimoMo, uu nmpoHuKae ipbecapTan abo #0ro
MeTaboIiTH ¥ MaTepHHChKe MOJI0OKO. HasgBHI (hapMaKoguHaMidHi/TOKCUKOJIOTiYHi faHi mOCTiAXKeHb,
IIPOBEIEHUX Ha IIypaX, IPOIeMOHCTPYBaJid eKCKpeniio ipbecapTany abo 110ro MeTaboIiTiB ¥ MOJIOKO.

®epTunsHicTe. IpbecapTaH He YMHUB BIJIMBY Ha (PePTUIBHICTE IIYPiB i IXHE TOTOMCTBO [0 PiBHIB [03,
110 CIPUYUHSAJIY NepIIi 03HaKX TOKCUYHOCTI AJI1 MaTEPUHCHKOI'0 OpraHi3My.



30amuicmb enaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu. Buxonsiuu 3 papMakKogMHaAMIiYHUX BJIaCTUBOCTEM ipOecapTaHy, MOT0 BIIJIUB
Ha I[I0 3aTHICTb MaJIOMMOBIpHUI. AJle IPU KepyBaHHiI TpaHCIOPTHUMU 3acobamMu abo poboTi 3
MeXaHi3MaMHU CJlif BpaXOBYBaTH, 110 IIiJ 4ac JiKyBaHHS MOXKe BUHUKATH 3allaMOpPOYeHHS abo
IigBUIIeHA BTOMJIIOBAHICTb.

Cnocid 3acmocyeaHHsi ma do3u.
[IpemapaT npu3HaYeHUN A1 IIepoPaibHOTO 3aCTOCYBaHHS.

3BMYaliHa PeKOMeHI0BaHa [T0YaTKOBa i migTpuMyBaIbHa 003a CTaHOBUTH 150 Mr 1 pa3 Ha moly
He3aJlekHo Bifg mpuiiomy ixi. KorBepiym y mo3i 150 Mr 1 pa3 Ha mo6y, sIK mpaBuio, 3abe3mneuye
KpaIui [o60BuM KOHTPOJIL apTepiabHOT0 TUCKY, HiXK y 7031 75 Mr. OgHaK CIifi 3BaKUTH
OOLIIBHICTE [TI0YATKY JIIKYBaHHA 13 3aCTOCYBaHHAM 03U 75 MI, 30KpeMa IalieHTaM, AKi 3HaXOOATLCA
Ha reMofiaisi, a TakoxX JiTHIM oco0aM BiKOM IOHaM 75 POKiB.

Y nmatieHTiB, y SKUX go3a npemnapaTty Kousepiym 150 Mr onus pa3 Ha go0y He 3a0e3edye OCTaTHIN
KOHTPOJIb, f03a MoxKe OyTu 36inmbiiena 1o 300 Mr abo MoXyTh 6yTH JOJATKOBO IPU3HaYeHi iHIIi
AHTUTiEepPTeH3uBHi 3aco6u. 30KpeMa OyI0 ITOKa3aHOo, 110 MONATKOBE 3aCTOCYBaHHS TAKOT0 AiypeTuka
SK TiIPOXJIOPOTia3ua Ma€ afuTUBHUY edeKT [0 Ail npenapaTy KoHBepiym (guB. po3min «B3aemogis 3
iHIITMMYM JTiKapChKUMM 3aco0aM¥ Ta iHIIN BUOYM B3aEMOIii»).

Y nmarieHTiB, XBOPUX Ha TinepTeH3iio Ta MykpoBuii giabet II Tumy, Tepamis ipbecapTaHoM ITOBHHHA
po3snourHaTuCs 3 fo3u 150 Mr onuH pa3 Ha go0y i TuTpyBaTucs go go3u 300 Mr oguH pas Ha 00y,
sKa IIPH JTiKyBaHHI XPOHIYHOT0 3aXBOPIOBaHHS HUPOK € 0azkaHOIO MiATPHMYBaJIbHOIO [03010.
[TepeBaru nmpenapaty KoHBepiyM BiTHOCHO (DyHKIII HUPOK Y IalliEHTiB, XBOPUX Ha TilepTeH3iio Ta
mykposuit miabet II Tumy, Oymu mpomeMOHCTPOBAHI pe3yabTaTaMU OOCIIXKeHb, B IKUX ipOecapTaH
3aCTOCOBYBaJIHM IOMATKOBO M0 iHIIMX aHTUTITEePTEH3UBHUX 3ac00iB, SKIIO 11e Oy10 MOTPi6HO, 3 METOIO
IOOCSATHEHHS LIJTbOBOTO apTepialbHOIr0 TUCKY (OUB. po3ain «®apMaKOIOTidyHi BIaCTUBOCTI»).

Oco6nuBi Tpyny NallieHTiB.

ITopyweHHsa ¢pyHKUII HUPOK. Y TIALIi€HTIB 3 MOPYIIEHHIM (QyHKIil HUDOK KOPUTYBaHHS JO3U
npernapary He moTpibHe. [I151 MallieHTiB, SKUM 3aCTOCOBYIOTh T€MOIiasi3, CIlif PO3TISHYTH 3BaXKeHO
IOIIBHICTE TPU3HAUYEHHS HUKYO0I T0YaTKOBOI M03H Ipenaparty (75 Mr) (auB. po3min «OcobnuBocTi
3aCTOCYBAHHS»).

ITopyweHHs ¢pyHKUiI neuiHku. TTalieHTam 3 1erkKoio abo MOMipHOI0 MeYiHKOBOIO AUCQYHKITIEID
KOpPUTYBaHHS 03U IIpenapary He moTpibHe. KiiHiuHOTO JOCBiAy 3acTOCyBaHHS 3aco0y mallieHTaM 3
TSI2KKOIO ITeYiHKOBOIO MUCHYHKITIEIO HE iCHYE.

ITayieHnmu aimHbo20 8iky. X04a [ [allieHTiB BIKOM Bifl 75 POKIB CJIif PO3TJISHYTU OOLUIBHICTH
TIOYATKY JIIKYBaHHS IIpenapaToM y [03i 75 Mr, KOpUTYBaHHS HO3U 3a3BUYail He OTPiOHe.

Himu. Be3nexka Ta epekTuBHICTH NpenapaTy Korsepiym ans mitent (Bikom mo 18 pokiB) He
BCTaHOBJIeH]. [IOCTyIIHUX Ha ChOTOOHILIHIN AeHb JaHUX HEeJOCTAaTHLO A1 PO3IIMPEHHS I0Ka3aHb 10
3aCTOCYBaHHS IIperapary Iono aited (muB. po3ninu «I1o6iuHi peakiii», «®apmakogruHaMika» i
«PapMaKoOKiHeTHKa»), TIOKU He 3'ABIAThCS OOJaTKOBI IaHi 3 LIbOT0 IPUBOAY.



Ilepedo3yeaHHsi.

[Tpu 3acToCyBaHHI ITpemnapary mopociuM ocobam y mo3ax mo 900 Mr/mo0y mpoTsAroM 8 THKHIB JKOTHUX
TOKCUYHMX Peaklliil He crocTepiranocs. HalimMoBipHimuMu mposiBaMu Iepefo3yBaHHs ipfecapTaHoM
BBaXKalOThCS apTepiajibHa TrinoTeH3id i TaXikaphisd; TaKOX IIpU Iepefo3yBaHHI MOXKe BUHUKATU
Opapukapmis. Bynp-sika crellianbHa iHGopMallis mpo JIiKyBaHHS Iepefo3yBaHHS IIperapaToM
KonBepiym Ha mauu# dac BigcyTHs. CTaH naljieHTa HeoOXigHO MOCTiKHO KOHTPOJIIOBATH, a JIiKyBaHHS
MTOBUHHO OyTH CUMIITOMATUYHUM i MiATPUMyBalbHUM. [0 peKOMEHIOBAHUX 3aXO0/liB HaJleKaTb
CTHMYJTIOBaHHS OtoBaHHS Ta/a00 MpOMUBAHHS IUTYHKA. [Ipu miKyBaHHI mepemo3yBaHHs MOxke OyTH
KOPHUCHUM aKTHUBOBaHe ByTis. [pbecapTaH 3a HOIIOMOTO0I0 TeMOfIiai3y He BUBOOUTHCS.

Io6iuni peakuii.
YacToTa BUHUKHEHHS MepeTidveHnX HuX4e Mo0iYHUX peakIliii BU3Havasacs 3a TaKUMU KPUTEPisIMHU:
nyxe 4dacto (= 1/10); gyacto (= 1/100, < 1/10); reuacto (= 1/1000, < 1/100); pigxo (= 1/10 000,

< 1/1000); my=xe pigko (< 1/10 000); yacToTa HeBimoMa (He Moxke OyTH BM3HAaYeHa Ha OCHOBI
HAsIBHUX JaHUX).

3 60Ky Kpoei ma aiMpamuyHoi cucmeMu: 4acToTa HEBiOMa - aHeMist, TPOMOOITUTOTIEHis.

3 boky iMyHHOI cucmemu: YacTOTa HeBifoMa - peakllil TimepyyTIUBOCTI, Taki K aHabinakKTU4Hi
peaxiiil, aHadinakKTUYHUH 110K, aHTiOHEBPOTUYHUIM HaOPSAK, BUCUTIAHHS, KPOTIUBHUIIS.

MemaboaiyHi ma asimeHmapHi po3sadu: 4aCcTOTa HeBioMa - rimepkasieMis, rimormaikemis.

3 60Ky Hepsosoi cucmeMu: 4acTo - 3allaMOPOYEHHS, OPTOCTAaTUYHE 3allaMOPOYeHHSs; YacToTa
HeBiloMa - BEPTUTO, TOJIOBHUM Oifb.

3 6oky opaaHis cayxy ma pieHosdzu: 9acTOTa HEBiOMA - IIYM y ByXaX.

3 60Ky cepus: HEYACTO - TaXiKapmis.

3 60Ky cyOuH: 94acTo - OPTOCTAaTHYHA TilOTEeH3is; HeYacTo - IPUILINBH.

3 60Ky pecnipamopHoi cucmemu, opaaHie 2pyo0HOi KAimKu ma cepe0oCMiHHA: HEYACTO - Kalllellb.

3 60Ky WAYHK0BO-KUWKOB020 MPAKMY: 9acTO - HYAOTa, OII0BAHHS; HEYACTO - [iapes, OUCIIeICis,
Tevisi; pifgKo - aHTiOHEeBPOTHYHUM HAOPSIK KUIIEeYHUKY; YacTOTa HEBioMa - IUCTeB3is.

I'enamobiniapHi po3s1adu: HeYaCTO - XKOBTSHUIIS; YaCTOTA HEBiOMa - TeNaTUT, MOPYyLUIeHHS QYHKIIii
IIEeYiHKHU.

3 wKipu i niOWKIpHOI KAIMKOBUHU: 9aCTOTa HEBioMa - TeUKOLUTOKIaCTUYHUM BaCKYJIiT.

3 onopHo-pyx08020 anapamy ma Cnoay4YHOi MKaHUHU: 9acTo - Oifib y M’s13aX i KicTKax; 4acToTa
HeBifloMa - apTparis, mianrig (y gesiKux BUIIafKaX acollilioBaHa 3 MifBUIIEHUMU PiBHIMHU
KpeaTHHIHKiIHA3H1 y IJ1a3Mi KPOBi), M'I30Bi Cla3Mu.

3 60Ky HUPOK i ceuosuBiOHUX W.AAXi8: YaCTOTa HEBilOMa - IIOPYIIEeHHS QYHKIII HUPOK, BKIIIOUAI0YU
BUIIQ[IKA HUPKOBOI HEJIOCTATHOCTI y MAI[iEHTIB 3 MiABUIIEHUM PU3UKOM LIbOTO YCKITafiHEHHS (IUB.



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
nikyBanucs ipbecapTaHoOM, CIIOCTEPIraaocsi 3MeHIIeHHs PiBHIB reMornobiny, sike He OyI0 KIiHIYHO
3HAQYYILIUM.

[lemiaTpuyHa nonyndanida. Y giTel Ta HifJIiTKiB 3 apTepiaibHOIO TillepTeH3i€0 BiKoM Bif 6 70 16 pokis
criocTepiranucs Taki mobiuHi peaxkirii: romoBHuH 6inb (7,9 %), apTepianbHa rinoTensis (2,2 %),
3anmamopoyenHs (1,9 %), kamens (0,9 %). HaltuacTimuMu BiIxuineHHIMU Bifi HOpMHU 3 OOKY
pe3ynbTaTiB 1ab0paTOPHUX aHalli3iB € MiBUIleHHS PiBHIB KpeaTuHiHy (6,5 %) Ta mMigBUINEHHS PiBHIB
KpeaTuHKiHa3u y 2 % [iTei, AKi OTPUMYIOTh IIpernapar.

[TosidomaeHHA npo nido3ptosaHi nobiyHi peakuii. [ToBinomenHs npo nobiuHi peakuil micins
peecTpallil TiKapchbKoro 3aco0y Ma€ BaxK/IuBe 3HaYeHHs. Lle mae 3MOry MPOBOOUTH MOHITOPUHT
CIIiBBiTHOIIIEHHST KOPUCThL/PU3UK IIPY 3aCTOCYBAHHI I[bOTO JIIKAPCHKOT0 3aco0y. MemguuyHUM Ta
dhapMareBTHYHKUM IIPalliBHUKAM, @ TaKOX IaIlfieHTaM abo0 iX 3aKOHHUM IIpefCcTaBHUKAM CJIif
TIOBIIOMJISITH TIPO YCi BUMIAOKM Mil03PI0BAHUX MOOIYHUX peaklliii Ta BiiCyTHOCTI e(eKTUBHOCTI
JiKapchKOro 3aco0y uepe3 ABTOMaTu30BaHy iHdopMaliliHy cucTeMy 3 ¢hapMaKOHATISIAY 3a
nocuna"HaM: https://aisf.dec.gov.ua

Tepmin npudamuocmi. 3 POKH.

YMmoBH 30epirannsi. 30epiratu Ipu TeMmnepartypi He Buile 25 °C B OpUTiHaIbHIN yIIaKOBIIi B
HeIOCTYIIHOMY [JIS OiTe! MicCIi.

YnakoBka. ITo 10 tabmetok y 6mictepi. ITo 3 a6o 10 6icTepiB y KapTOHHI# KOPOOIIi.

Kareropis Bignmycky. 3a peremnrtom.


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

BupoOHHK.

Mepokewmi JIT]] (LlerTtpansanit 3aBon)/Medochemie LTD (Central Factory).

Micue3HaxoIKeHHsI BHPOOHHKA Ta HOr0 aJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.

1-10 Byn. Koucrantunynonec, Jlimaccon, 3011, Kinp/1-10 Constantinoupoleos Street, Limassol,
3011, Cyprus.



